®enepanbhbiii 3akoH o1 12 anpenst 2010 1. N 61-03 "O06 obOparueHun JIeKapcTBEHHBIX CPeACTB" (C U3BMEHEHUAMH U

®enepajabHblii 3aKkoH 0T 12 anpeJisi 2010 r. N 61-®3 "O0 oOpaimeHun JieKapcTBEHHbIX cpeacTB' (¢
U3MEHEeHUsIMU U JT0TIOJTHEHUSIMH)
Penaxkuus ¢ usmenenusimu N 341-®@3 ot 24.07.2023

C u3MeHeHUusIMH U JAOIMOJTHECHUSAMHU OT:

C n3MeHeHHSIMH M JI0TOJTHEHUSIMH OT:

27 uronsi, 11 oxrsa6ps, 29 Hos0pst 2010 1., 6 nexadpst 2011 r., 25 urons, 25 nexkadbps 2012 r., 2 uromns, 25 Hos0ps 2013
r., 12 mapta, 22 okts0psi, 22 nexabpst 2014 r., 8 mapTta, 29 urons, 13 urons, 14, 29 nexadbps 2015 r., 2 utoHs, 3 UL
2016 r., 29 uromst, 28 nexabpst 2017 r., 4 urons, 28 HOs0ps1, 27 nekabps 2018 r., 6 uroHs, 26 urois, 2 aprycra, 27
nexadpst 2019 r., 26 mapra, 1, 3 anpens, 13 uroins, 8, 22 nexadps 2020 r., 11 urons, 2 utoist, 30 gekadps 2021 r., 8, 26
Mmapra, 14 uroist, 20 okTs0ps, 5, 19 nexkadps 2022 r., 28 anpens, 24 urons 2023 .

IIpunsr I'ocynapcreennoii lymoii 24 maprta 2010 rona
Onodpen Coserom Deaepaunu 31 mapra 2010 rona

I'APAHT: CwM. koMMeHTapuu K HactosueMmy DenepalbHOMY 3aKOHY

I'masa 1. O01ue MoJI0:KeHHUSA

Cratba 1. [Ipeamer perynupoBanus HacTosiero @eaepaibHOro 3aKoHa

Nudopmarus 00 usmeneHusnx: Pedepanvhbviv 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacmo 1
cmamovu 1 Hacmosiyezo PedepanbHo2o 3aKOHA 8HECeHbl USMEHEHUs, GCIYNAlowue 6 CULY no UCmeYeHuu
mpuoyamu OHel nocie OHa OPUYUATLHO20 ONYOIUKO8AHUA HA36aHH020 DedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

1. Hacrosimuii ®enepanbHbli 3aKOH pETYJIUPYET OTHOIIEHUS, BO3HUKAIOIIME B CBS3H C
oOpamieHreM - pa3paOOTKOHM, JOKIMHUYECKMMHU MCCIIEJOBAHUSAMH, KIMHUYECKUMHU HCCIIEAOBAHUIMH,
JKCIEPTU30M, TOCYHApCTBEHHOW pEerucTpanued, €O CTaHJapTHU3alhed U C KOHTPOJEM KauyecTsa,
IIPOU3BOACTBOM, U3TOTOBJICHUEM, XPaHEHHUEM, IIEPEBO3KOM, BBO30M B Poccuiickyro denepanuto, BBIBO30M
n3 Poccuiickonn ®enepauuu, peKIaMoOW, OTIIYCKOM, peald3alueil, nepeaadyel, NPUMEHEHUEM,
YHUYTOKEHUEM JIEKAPCTBEHHBIX CPEICTB.

Nudopmarnus 06 msmenenusx: Pedeparvnvim sakonom om 25 uona 2012 2. N 93-@3 6 uacmv 2
cmamou I nacmoswezo PedepanbHo2o 3aKOHA BHECEHbl USMEHEHUS]
Cm. mexcm yacmu 6 npeovloywett pedaKyuu

2. Hacrosimuii denepanbHbli 3aKOH yCTAaHABIMBAET IPUOPUTET TOCYIAPCTBEHHOTO PETYJIUPOBAHUS
0e30macHOCTH, KadecTBa U 3 (HEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPH UX OOPAIICHUH.

I'APAHT: CM. koMMeHTapuH K ctatbe | HacTosimero @enepajbHOTO 3aK0OHa

Cratbs 2. Cdepa npumenenus Hacrosero OenepaabHOro 3aK0Ha
Hacrosimuii @enepanbHblil 3aKOH MPUMEHSETCS K OTHOLICHUSM, BO3HHKAIOIIMM IpH OOpalieHuH
JIEKapCTBEHHBIX CPENCTB Ha TeppuTopuun Pocculickont denepanuu.

TF'APAHT: Cwm. koMMeHTapuu K ctaTthe 2 HacTosinero denepanbHOro 3aKkoHa

Cratbs 3. 3aKOHOAATEIBCTBO 00 OOpAIICeHUH JIEKAPCTBEHHBIX CPEJICTB

1. 3akoHOomaTrenbCcTBO 00 O0OpalleHWHu JEKAPCTBEHHBIX CPEJICTB COCTOWT W3 HACTOSIIETO
denepanbHOTO 3aKOHA, APYTUX (enepalbHBIX 3aKOHOB W HWHBIX HOPMATHUBHBIX IPABOBBIX AaKTOB
Poccuiickoit @enepanun.

WNudopmanus 00 n3MEHEHHSX:
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Hudopmanus 06 usmenenusx: Pedeparvnvim zaxonom om 29 uwna 2015 2. N 160-DP3 cmames 3
Hacmoswe2o PedepanrbHoco 3aKoHa 00noaHeHa Yacmoio 1.1

1.1. 3akoHomarenbcTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEACTB B OTHOIICHUH IOPUINYECKHUX JIHI]
U WHAUBUAYAJIBHBIX  TNPEANPUHUMATENCH, OCYIIECTBIAIONIMX JEITEIbHOCTh HAa  TEPPUTOPUH
MEXIYHAPOJAHOTO MEIUIIMHCKOTO KJacTepa, MPUMEHSIETCS C y4eTOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
®enepanbHbIM 3aKOHOM "O  MEXIYHApOJHOM MEIUIIMHCKOM KJIaCTEPe W BHECEHUM HM3MEHEHUW B
OTAEJIbHBIE 3aKOHOAATEIbHBIE aKThl Poccuiickoit denepanun".

2. Jleiicteue Hacrosimero dDenmepanbHOr0 3aKOHA — pacHpoCTpaHseTcs Ha  oOparieHue
HApKOTHYECKUX JICKAPCTBEHHBIX CPEJICTB M TICHUXOTPOIHBIX JICKAPCTBEHHBIX CPEJACTB C YyYETOM
OCOOEHHOCTEH, YCTAaHOBJICHHBIX 3aKOHOAATENbCTBOM Poccuiickoit ®Denepanmuui 0 HAPKOTHYECKUX
Cpe/CTBax, ICUXOTPOITHBIX BEIIECTBAX U 00 UX MPEKypcopax.

3. JetictBue Hactosimero @enaepaqbHOrO 3aKOHAa  PACTIPOCTPAHSIETCS Ha  oOpalieHue
pamuodapMareBTUYECKUX  JICKAPCTBEHHBIX CPEJICTB C YYE€TOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKO0HOIaTeILCTBOM Poccuiickoii deneparu B 0061acTi 00€CTICUeHHsI paIualluOHHON 0€30TTaCHOCTH.

4. Ecnu MeXAyHapOIHbIM 10r0BOpoM Poccuiickoit denepanyy yCTaHOBJICHBI MHBIE MIPABUJIa, YEM
T€, KOTOpbIE TMPEAYCMOTpPEHBI HacTosmmM dDenepaabHBIM  3aKOHOM, TPUMEHSAIOTCS — IpaBuja
MEXIYHApOJIHOTO JIOTOBOpA.

Hudopmanus o6 usmenenusix: Cmamos 3 dononnena wacmoto 4.1 ¢ 8 dexabps 2020 2. - Dedepanvhuiii
3axon om 8 dexabps 2020 2. N 429-D3

4.1. PemeHus MeEXIroCylIapCTBEHHBIX OpraHOB, IPUHATBIE HAa OCHOBAHMU  IOJOXKEHHM
MEXIYHApOAHBIX A0roBopoB Poccuiickoir @Penepanyu B HMX HUCTOJKOBAHUHM, IPOTUBOpEYAIIEM
Konctutynun Poccuiickoii ®@enepanuu, He moaiexar UcrosHeHUto B Poccuiickoit @enepanuu. Takoe
POTUBOPEYHE MOXKET OBITh YCTAHOBIICHO B MOPSAJKE, ONpeNeTIeHHOM (eaepanbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

5. B Poccuiickoii denepanun B COOTBETCTBUU € MEXKAYHAapOIHBIMU JaorosopaMu Poccuiickoin
Qeneparu W (WIM) HAa OCHOBE NPUHIMIIA B3aUMHOCTH TPHU3HAIOTCS PE3YJbTAaThl KIMHUYECKUX
UCCJICNOBAHUM JICKAPCTBEHHBIX IIPENApaToB Uil MEIULMHCKOTO IPUMEHEHMs, IIPOBEACHHBIX 3a
npenenaMu reppuropun Poccuiickon denepanumu.

I'APAHT: CM. KOMMEHTapuu K cTatbe 3 HacTosero denepaibHOro 3aK0Ha

Crarbs 4. OCHOBHBIE TTOHATHS, UCIIOJIb3yEeMbI€ B HacTosieM DenepasbHOM 3aKOHE

Jns ueneit Hactosiero denepabHOTO 3aKOHA HCTIONB3YIOTCS CIEAYIOINE OCHOBHBIEC TOHSTHS:

1) JexkapcTBeHHBbIe cpelCTBa - BEIIECTBA WJIM HMX KOMOWHAIMHM, BCTYMNAlOIIME€ B KOHTAaKT C
OpraHM3MOM YEJIOBeKa WJIM >KMBOTHOTO, MPOHHUKAIOIIUE B OpraHbl, TKAaHW OpraHU3Ma 4YeJIOBeKa MWIIU
JKUBOTHOTO, MpHUMEHseMble JUIsi NPOQUIAKTHUKH, TUATHOCTHKU (32 HUCKIIOYEHHEM BEIIECTB WM HX
KOMOHMHALIUN, HE KOHTAaKTUPYIOIIUX C OPTaHM3MOM YeJIOBEKa WM >KUBOTHOIO), JIeUeHUs! 3a0oJieBaHus,
peabunuTanuu, Uis COXpaHEHUs, IPEIOTBPALCHHs] WM MpepbIBaHUs OEPEMEHHOCTH U IOJyYECHHBIE U3
KPOBH, IJIa3Mbl KPOBH, U3 OPraHOB, TKAHE OpraHu3Ma 4ejoBeKa WM KUBOTHOTO, paCTEHUI, MUHEPAJIOB
METOJJaMU CHHTE3a WM C MPUMEHEHHEeM OHMOJOTrM4ecKuX TexHoioruil. K jekapcTBEeHHBIM cpelncTBaM
OTHOCSITCS (papMalleBTUYECKUE CYOCTaHIIUU U JIEKAPCTBEHHbBIE MIPETapaThl;

Nudopmarus 00 usmenenusnx: Pedepanvrviv 3akonom om 22 o0exabps 2014 2. N 429-D3 nynkm 2
cmamvu 4 nacmosiyeco PedepanvHozo 3aKoHA U3N0NHCEH 8 HOBOU pedakyuu, ecmynaroujell 8 cuny c 1
urona 2015 a.

Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

2) ¢papmaneBTHYecKasi cyOCTAHIUS - JIGKAPCTBEHHOE CPEJICTBO B BHUJIE OJHOTO MJIM HECKOJIBKUX
oOmagaromux (hapMaKoIOTHYeCKON aKTUBHOCTBIO JACHCTBYIOIIUX BEIIECTB BHE 3aBUCUMOCTH OT IMPUPOIBI
MPOMCXOXKACHUS, KOTOPOE MpeIHa3HAueHO I IPOU3BOJICTBA, U3TOTOBJICHUS JIEKAPCTBEHHBIX MpEnapaToB
U onpenenseT ux 3pPpeKTUBHOCTS;

3) BcmoMoratelbHble BellecTBAa - BEIIECTBA HEOPraHMYECKOTO0 WM  OPraHUYECKOTrO
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MMPOUCXOKACHUS, UCIIOJIB3YCMbIC B MPOLCCCC IMMPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBIX NPCIApaTOB
JUTS TIPUAAHUS. UM HEOOXOIUMBIX (DU3MKO-XUMHUYECKHUX CBOMCTB;

4) nexkapcTBeHHBbIE TpenapaTbl - JCKAPCTBEHHBIC CPEICTBA B BUJE JICKAPCTBEHHBIX (OPM,
IMPUMCHACMBIC  JJIA HpO(bI/IJIaKTI/IKI/I, JUArdHoCTuKu, JICUCHUA 3a60HeBaHI/IH, pea6I/IHI/ITaI_[I/II/I, JJIL
COXpPAaHCHUS, TPCAOTBPAILLICHUA WU TPCPbIBAHUSA GGPCMQHHOCTI/I;

5) nexapcTBeHHasi popMa - COCTOSIHUE JICKAPCTBEHHOTO IperapaTa, COOTBETCTBYIOIIEE Crioco0am
€ro BBEJICHUs U IPUMEHEHHUs 1 00ecreunBaloniee JOCTHKEHHE He00X0IMMOro Jiede0HOoro A dexTa;

Hudopmanus 06 usmenenusx: Pedepanrvuvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmoswe2o PedepanbHoco 3aKoHa 0onoaneHa nyukmom 5.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

5.1) nmo3upoBKa - coAcp)KaHWE OTHOTO WM HECKOJBKUX JICUCTBYIOIIMX BEIICCTB B
KOJMYECTBEHHOM BBIPOKEHUW HA CAWHUIYY J03bI, WIM CAWHHUIY 00beMa, WIM CJAWHHMILY MacChl B
COOTBETCTBUU C JICKAPCTBEHHON (hOpMOM JIMOO N7 HEKOTOPHIX BHJIOB JICKAPCTBEHHBIX (DOPM KOJIUUYECTBO
BBICBOOOKIAEMOTO U3 JIEKAPCTBEHHOU (DOPMBI IEHCTBYIOIIETO BEIIECTBA 33 SUHUILY BPEMECHHU;

Nudopmanms 06 mamenenusx: Ilyukm 6 usmenen c 13 uona 2020 2. - @edepanvhuiii 3akon om 13 urona
2020 2. N 206-D3
Cm. npedvloywyto pedakyuio

6) mnepeyeHb KHU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX NpPeNapaTroB -
yrBepxknaemsli [IpaBurensctBoM Pocculickoin @enepanuy nepedeHb JIEKAPCTBEHHBIX IPENapaToB ULl
MEIUIIUHCKOTO PUMEHEHHUs, 00ECTIEUNBAIONINX PUOPUTETHBIE TOTPEOHOCTH 3/IPABOOXPAHEHUS B LIEISIX
npOopHUIAKTUKY U JIeYeHHs 3a00JIeBaHU, B TOM YHCJE MPEeoOsaIaoNnX B CTPYKType 3a00JeBaeMOCTH B
Poccuiickoit denepanuu;

Nudopmarnus 06 mamenenusx: Pedepanrvrvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmoswezo DedepanbHoco 3aKoHa 0onoaneHa nyHkmom 6.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

6.1) opdaHHbIe JieKapCcTBEeHHBIE MpenapaThl - JIEKAPCTBEHHBIE MPENapaTthl, MpeIHa3HaYCHHBIC
UCKJTFOUYUTEIFHO U JUArHOCTHUKU WM TATOr€HETHYECKOTO JICUeHUs (JICUeHHsI, HAIpPaBJICHHOTO Ha
MEXaHU3M pa3BUTHs 3a00JeBanusl) peakux (ophaHHbIX) 3a00JIeBaHU;

Nudopmarus 00 usmeneHusx: Pedepanvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 cmamovs 4
Hacmosawezo Dedepanbhoco 3aKoHa 00noaneHa nyHkmom 6.2, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

6.2) OuosorNYecKNe JeKapCTBeHHbIe MpenapaThl - JEKapCTBEHHBIE MpemapaTsl, ASHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOM3BEICHO WM BBIJCICHO W3 OMOJOTMYECKOTO HMCTOYHWUKA W JUIS ONpEAeTICHUS
CBOICTB M KaueCTBa KOTOPHIX HEOOXOAMMa KOMOMHAIIHS OMOIOTUYECKUX B (PU3UKO-XUMUYECKIX METOJIOB.
K OuonormvecknuM JeKapcTBEHHBIM IMpemnapaTtaM OTHOCATCS HMMYHOOHMOJIOTHYECKHE JIEKapCTBECHHBIC
mpernapartsl, JeKapCTBEHHBIE Tperaparhl, MOMyYeHHbIE U3 KPOBH, TUIa3Mbl KPOBU YEJIOBEKA U KUBOTHBIX
(32  HWCKIIOYEHWEM  [EJTbHOW  KpPOBH),  OHMOTEXHOJIOTMYECKHME  JIGKAPCTBEHHBIC  IIPEaparsl,
TeHOTEPANeBTHYECKUE JICKAPCTBEHHBIC MTPETapaThl;

Nudopmanus 06 msmenenusx: Pedepanvhvim sakonom om 22 Oexabpsa 2014 e. N 429-D3 nynkm 7
cmamou 4 nHacmosweco DedepanvbHo20 3aKOHA U3NONCEH 8 HOBOU pedakyuu, ecmynarouei 6 cuny c 1
urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

7) uMMYyHOOHMOJOTHMYeCKHe JIeKAPCTBEHHbIe TMpenapaTrbl - JIEKAPCTBEHHBIE Ipenaparsl,
npeaHa3HayeHHble Ui (OPMUPOBAHUS AKTHUBHOIO WM IMAaCCUBHOTO MMMYHHTETa JHOO JAMATHOCTHUKH
HaIUYUS ~ MUMMYHUTETa  WIM  JMArHOCTUKH  CHEHU(UYECKOro  MPUOOPETEHHOTr0  HU3MEHEHHUS
MMMYHOJIOTMYECKOT0 OTBETa Ha aJulepru3npylomire Beniectsa. K ”uMMyHOOHOIOTHYECKUM JI€KapCTBEHHBIM
npernapaTaM OTHOCATCS BaKIIMHbI, aHATOKCHUHBI, TOKCUHBI, CHIBOPOTKH, UMMYHOTJIOOYJIMHBI U aJlJIepreHbl;

Hudopmanus 06 usmenenusx: Pedepanrvhvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosawezo Dedepanbhoco 3aKoHa 0onoaneHa nyHkmom 7.1, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

7.1) OwmorexHoJOrMYecKHe JIEKAPCTBEHHbIC IIpenaparbl - JIEKAPCTBEHHbIE IpENaparsl,
IPOM3BOJICTBO KOTOPBIX OCYILIECTBISIETCS C UCIIOIB30BAaHUEM OMOTEXHOJOTHYECKUX MPOLIECCOB U METOI0B
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(B8 ToM umcne JIHK-pekoMOMHAHTHOW TEXHOJOTHH, TEXHOJOTHMM KOHTPOJIHPYEMOH 3KCIPECCHU T'EHOB,
KOJUPYIOIIMX OMOJIOTHUECKH aKTHBHbBIE OCJIKM B MPOKApUOTaX M SYKapHOTaX, BKIIOYAs H3MEHEHHBIC
KJIETKH MJICKOITUTAIOIINX ), THOPUIOMHOTO METO/Ia M METOJ1a MOHOKJIOHAJIbHBIX aHTHTE,

Hudopmanus 06 usmenenusx: Pedepanrvrvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmoswe2o PedepanrbHoco 3aKoHA OONOHeHa NyHKmoMm 7.2, ecmynarowum 6 cury ¢ 1 utons 2015 a.

7.2) reHoTepameBTH4YeCKHe JIeKAPCTBEHHbIe MNpenapaTtbl - JIEKaPCTBEHHBIC TIPEMaparThl,
dapmarieBTHUECKasT CyOCTaHIUS KOTOPBIX SBJISICTCS PEKOMOWHAHTHOW HYKJIEHHOBOW KHCJIOTON WM
BKJIFOYaeT B ceOs pPEKOMOWHAHTHYIO HYKIECHHOBYIO KHCIOTY, TIO3BOJISIONIYI0 OCYIIECTBISATH
peryJupoBaHue, perapaiuio, 3aMeHy, T00aBJICHHE WX yIaJIeHHe TEHETHIECKOM MOCIe0BaTeIbHOCTH;

8) HapkoTH4YecKHe JIeKAPCTBEHHbIe CpeACTBA -  JICKAPCTBCHHBIE  TpemapaTtbl U
dapmarieBTUUECKHEe CYOCTaHIIMU, COJEp)Kalllie HApKOTUYECKHUE CPEICTBAa W BKIIOYCHHBIC B IlepedeHb
HAapKOTHYECKUX CPEICTB, IMCUXOTPOMHBIX BEIIECTB M HMX MPEKypCOPOB, MOMJICKAIIUX KOHTPOJIIO B
Poccuiickoii  ®enepaun, B COOTBETCTBUM C 3aKOHOAATeIbCTBOM  Poccuiickoit  deneparuu,
MEXIyHapoAHbIMU AoroBopamMu Poccuiickoit ®enepanuu, B TOM uucie EauMHON KOHBEHLUHMEH O
HapKOTHYECKUX cpenactBax 1961 rona;

9) ncUXOTpPONHBbIE JIEKAPCTBEHHbIE CPEICTBA - JIEKAPCTBEHHBIC MTpenapaThl U (hapMareBTHICCKUE
cyOCTaHIMM, COJEpJKalie TICUXOTPONHBIE BEIIECTBA W BKJIIOYEHHBIE B IlepedeHh HAPKOTHYECKUX
CpPEACTB, TICUXOTPOIHBIX BEIIECTB M HX MPEKYpCOPOB, MOICKANIMX KOHTpPOJIO B Poccuiickoi
®enepaun, B COOTBETCTBHM C 3aKOHOJATeNbCTBOM Poccuiickon ®dexaeparnuu, MexAyHApOIHBIMUA
noroBopamu Poccuiickoit @enepannu, B Tom yrcie KoHBeHIMeH 0 NCuXOoTponHbIX BenecTBax 1971 roxa;

10) paanodgapmaneBTHYECKHE JeKAPCTBEHHbIE CPeACTBA - JICKAPCTBEHHBIC CPEICTBA, KOTOPHIE
co/iepaT B TOTOBOW JIJIsi MCIIOJNB30BaHUS (HOpPME OJIMH PATUOHYKIHA WA HECKOJBKO PaAHMOHYKIHIOB
(pamnoaKTUBHBIX W30TOIOB);

Hudopmarus 00 usmenenusx: Cmamovsi 4 Oonoanena nyukmom 10.1 ¢ 1 mapma 2020e. -
Dedepanvhulii 3akon om 27 dekabps 2019 2. N 475-D3

10.1) opuruHajbHBIN JeKAPCTBEHHbIN Npenapar - JIEKapCTBEHHBIM IpenapaT ¢ HOBBIM
JEHCTBYIOIMM BEIIECTBOM, KOTOPBIM IIepBBIM 3aperucrpupoBaH B Poccuiickonn denepauuum win B
MHOCTPaHHBIX FOCYJapCTBax HAa OCHOBAaHUM PE3YJIbTATOB JOKJIMHUYECKUX HUCCIIEI0BAHUI JIEKAPCTBEHHBIX
CPEJICTB U KIMHUYECKUX HCCIIEJOBAaHUM JIEKapCTBEHHBIX IPENapaToB, MOATBEPKIAIONINX €ro KadyecTBo,
3¢ (heKTUBHOCT U OE30MAaCHOCTb;

Hudopmanus o6 usmenenusx: Ilyukm 11 usmenen ¢ I mapma 2020 2. - @edepanvhulii 3akon om 27
oexaops 2019 . N 475-D3
Cm. npedvloywyio peoaxkyuro

11) pedepenTHbIii JieKapCTBEHHBI TpenapaT - JEKapCTBEHHBIM Mpenapar, KOTOPBI
UCIIONIB3YETCSl Il OLIEHKH OMOSKBHBAJIEHTHOCTH WM TEparneBTHYECKON HSKBHBAJIEHTHOCTH, KauecTBa,
3¢ dexTUBHOCTH M OE30MaCHOCTH BOCIIPOM3BEICHHOTO JIKAPCTBEHHOTO Tpernapara Wi OM0aHaJIorOBOTO
(bromomo06HOTO) JEKapCTBEHHOTO Tpernapara (OnoaHanora). B kadectBe pedepeHTHOrO JE€KapCTBEHHOTO
npenapara s MEAMIIMHCKOIO NPUMEHEHHS] HCIOJB3YeTCsl OpPUTHMHAIbHBIA JIEKapCTBEHHBIN IpernapaT
1100, eCIM OpUTHHAIBHBIN JIEKApCTBEHHBIN Mpenapar He 3aperucTpUpoBaH UM HE HAXOAUTCA B 000poTe
B Poccuiickoit depepannn u He HAXOIUTCS B 000pOTE€ B MHOCTPAHHBIX TOCYAaPCTBAX, BOCIPOU3BEACHHBIN
JIEKapCTBEHHBIN TIpenapar Win OMoaHaJIOroBbIl (OMOMO00HBIN) JIeKapCTBEHHBIN Npemapat (6roaHasnor),
KOTOPBIH TEpPBBIM 3apeTHCTPUPOBAH M3 YHUCIA HaXoIsAmmuxcs B obopore B Poccwmiickoit deneparum,
OMOPKBUBAJIGHTHOCTh  WJIM  TepameBTUYECKash HSKBHBAJIEHTHOCTb, KadecTBO, J((PEeKTUBHOCTL U
0€30MacHOCTh KOTOPOTO OIICHUBAJIUCH MO OTHOUICHHIO K OPUTHHAJILHOMY JIEKAPCTBEHHOMY Ipemnapary, a
Takke KauecTBO, O(PPeKTUBHOCTP U 0OE30MaCHOCTh KOTOPOTO TMOATBEPXKIAIOTCS  pe3yJbTaTaMu
dapmakoHaq30pa U MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB, HAXOIAUIMXCA B TPaKIaHCKOM
000poTe, YCTaHOBIEHHBIM TpeOOBaHMSIM K HX KadecTBy. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npemnapara Jiisl BETepUHAPHOTO MIPUMEHEHHUS UCIIONIb3YEeTCs JIEKapCTBEHHBIN Mpenapar /Ui BEeTepUHAPHOTO
NMPUMEHEHUsA, 3aperucTpupoBaHHblii B Poccuiickoit @enepauMu Ha OCHOBAHMM  PE3YJIbTATOB
JTOKJIIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HCCIEeIOBAaHUM JIEKAPCTBEHHBIX
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MpernapaToB, MOATBEPHKIAIONINX €ro KauecTBO, 3(h(HEKTHBHOCTH U O€30MaCHOCTb;

Nudopmanus 06 mamenenusx: I[lyukm 12 usmenen ¢ I mapma 2020 2. - @edepanvhulii 3akon om 27
oexaops 2019 . N 475-D3
Cm. npedvloywyo peoaxkyuro

12) Bocnmpou3BeJdeHHBbIN JieKAPCTBEHHBbIN mpenmapatr - JEKApCTBEHHBIM Tmpemapar Jyis
MEAMIMHCKOTO TPUMEHEHMsI, KOTOpPbIi HMMEET SKBHBAJICHTHBIH pedepeHTHOMY JIEKapCTBEHHOMY
npernapary KaueCTBEHHBIM COCTAaB M KOJIMYECTBEHHBIM COCTAB JIEUCTBYIOIMIMX BEUIECTB B AKBUBAJICHTHOM
JIeKapCTBEeHHOM (opme, MO0 JIeKapCTBEHHBIM TMpenapar Ajs BETEPUHAPHOTO MPUMEHEHHS, KOTOPBIN
UMEeT Takuhe ke, 4YTO U pedepeHTHbI JIEeKapCTBEHHBIM TIIpemnapar, KadeCTBEHHBIH COCTaB |
KOJMYECTBEHHBIM  COCTaB  JICWCTBYIOIIMX BEHIECTB B  TaKOW K€  JIEKapCTBEHHOW  (opwme,
OMOPKBUBAJIGHTHOCTh ~ WJIM  TEPaleBTUYECKass HAKBUBAJIEHTHOCTh  KOTOPBIX  COOTBETCTBYIOLIEMY
pedepeHTHOMY JIeKapCTBEHHOMY IpernapaTy MOATBEPK/IeHa COOTBETCTBYIOIIMMU HCCIIEOBAHUIMU;

WNudopmanus 06 nusmenenusx: I[lynkm 12.1 usmenen ¢ 1 mapma 2020 2. - @edepanvuulii 3axon om 27
oexabops 2019 2. N 475-D3
Cm. npedvloywyto pedakyuio

12.1) TepameBTH4YecKas 3KBHMBAJEHTHOCTH JIEKAPCTBEHHBIX IMPeNapaToB - JIOCTIKCHHE
KJIMHUYECKH COMOCTaBUMBIX TepareBTHUecKoro 3dexra u nokaszarenend 3pHeKTUBHOCTH M 0€30MaCHOCTH
Opyd TPUMEHEHUU JIEKAPCTBEHHBIX IpENapaToB IS MEIUIMHCKOTO TPUMEHEHHUS, HMMEIOLINX OJHO
MEXIYHApOJHOE HEMAaTeHTOBAaHHOE (WM XHWMHYECKOe, WM TPYNIUPOBOYHOE) HAWMEHOBAaHUE, B
HKBUBAJICHTHBIX JIO3UPOBKAX IO OJHUM W TEM € IOKa3aHUSAM K NPUMEHEHUIO U IPU OJUHAKOBOM
crioco0e BBeIEHUs Y OHOM U TOM K€ TPYIIBI OOJIbHBIX;

Nudopmarnus 06 mamenenusnx: Pedepanrvrvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamvs 4
Hacmoswezo edepanrvhozo 3axKoHa 0onoanena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) oOwnoanajoroBblii (0MOMOJO0HBIN) JekapcTBeHHbI mnpenapar (OmoanaJior) -
OMOJIOTMYECKUH JIEKApCTBEHHBIM NpenapaTr, CXO0XHMH IO IapaMeTpaM KauecTBa, Y(PPEKTUBHOCTH U
0€3011aCHOCTH C peepEHTHBIM OMOJIOTHYECKUM JICKApPCTBEHHBIM IPENapaToM B TaKOH ke JIEKapCTBEHHON
dbopme 1 IMEIONTUI UACHTUYHBINA CITIOCO0 BBEACHUS;

Hudopmanus 06 usmeHenusx: Pedepanrvhvim sakonom om 22 oekabps 2014 2. N 429-D3 cmamvs 4
Hacmosawezo Dedepanvrhozo 3akoHa 0onoanena nynkmom 12.3, ecmynatowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3amMo3aMeHsieMblll JIeKApCTBeHHBIH MNpenapar - JEKapCTBEHHBbIM Ipemapar cC
JIOKa3aHHOM  TEpameBTUYECKOH HKBHUBAJICHTHOCTHIO WJIM OHMOSKBHUBAJICHTHOCTHIO B  OTHOLICHUU
pedepeHTHOTO JIEKapCTBEHHOTO TMperapara, UMEIOIIUH SKBUBAJICHTHBIE €My KadeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBI COCTAaB JIECHCTBYIOLIMX BELIECTB, COCTAB BCIOMOIATEIbHBIX BEIIECTB, JEKAPCTBEHHYIO
dbopMy 1 criocod BBEACHHS,

Hudopmanus o6 usmenenusx: Cmamvss 4 Oonoanena nymkmom 12.4 ¢ 1 mapma 2020e. -
Deodepanvrulil 3axon om 27 dexabps 2019 e. N 475-D3

12.4) OHMOIKBUBAJEHTHOCTHh JIEKAPCTBEHHBIX MNpPeNapaToB - JOCTH)KCHHE COIMOCTABUMBIX
MIOKa3aTeslel CKOPOCTH BCAChIBAHUS, CTEIEHU IOCTYIUIEHHUS] K MECTY ACHCTBUS U CKOPOCTH BBIBEIACHUS
OJIHOTO WJIM HECKOJIbKHX O0JIafarouinx (papMakoJOTHYeCKOW aKTHBHOCTBIO ACMCTBYIOLIMX BEIECTB MPHU
NPUMEHEHUN JIEKapCTBEHHBIX IpPENapaToB s MEJUUMHCKOrO IPUMEHEHHMs, MMEILIUX OJHO
MEXIyHapOJAHOE HEMaTeHTOBAHHOE (WM XUMHUYECKOe, WJIM TPyNIUPOBOYHOE) HANMEHOBaHUE, B
SKBHUBAJIECHTHBIX JO3UPOBKAX U MPU OJUHAKOBOM CIIOCOOE BBEJCHMUS;

13) nexkapcTBeHHOE PACTUTEIbHOE ChIpbe - CBEXKHE WM BBICYIIEHHBIE PACTEHUS TUOO UX YaCTH,
UCIIOJIB3yEMBIE ISl MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3alUsIMA - NPOU3BOJUTEISIMHU
JIEKApCTBEHHBIX CPEACTB WM H3TOTOBJICHMS JIEKAPCTBEHHBIX IMPENapaToB anTEYHbIMH OpraHU3ALMIMM,
BETEPUHAPHBIMHM ANTEYHBIMU OpPraHU3alUsAMU, WHIWBHUAYAIbHBIMH MPEANPUHUMATEISIMU, HWMEIOIINMHU
JUIEH3UIO Ha (apMalleBTUYECKYIO JIeATEIbHOCTb;

14) jsexkapcTBeHHBI PacTUTEJbLHBINH TNpenapaTr - JEKapCTBEHHBIN Ipenapar, MpOou3BEICHHBIN
WIM W3TOTOBJIEHHBIA W3 OJHOIO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO CHIPbS WM HECKOJIBKHX BHUOB
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TaKOT'O CHIPhS U Pean3yeMblil B pac(h)acOBaHHOM BH/I€ BO BTOPUYHOM (IIOTPEOUTEIHCKON) YIIAaKOBKE;

Nudopmarnus 06 mamenenusx: Pedepanrvhvim 3akonom om 22 oexabps 2014 2. N 429-D3 nynxkm 15
cmamou 4 nacmosawezo PedepanbHozo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynarouei 6 cuiy c¢ 1
urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

15) romeonaTuyeckuii JeKapcTBeHHbIN NMpenapar - JEKapCTBEHHBIN MpernapaT, IpOoru3BeACHHBIN
WM W3TOTOBJCHHBIM M3 (apMarleBTUYECKONH CyOCTaHIMM WM (papMaleBTHYECKUX CyOCTaHIIMH B
COOTBETCTBUHU C TpeOOBaHUSAMHU OOIIMX (PapMaKONEHHBIX CTaTel K TOMEONaTUYECKUM JIEKapCTBEHHBIM
mpernapaTaM HWJIM B COOTBETCTBMM C TpeOOBaHUSAMHU (papMakomen CTpaHbl MPOU3BOAUTENSI TaKOTO
JIEKapCTBEHHOTI'0 MIpernapara;

Hudopmanus 06 usmenenusx: Pedepanvhvim 3axkonom om 22 oexkabpsa 2014 2. N 429-D3 ¢ nynkm 16
cmamou 4 Hacmoswezo PedepanvbHoco 3aKOHA 6HeCeHbl UMeHeHus, ecmynaiowjue 6 cuiny ¢ 1 uwons
2015 a.

Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

16) MmexayHapoaHOe HeENMATEHTOBAHHOC HAMMEHOBAHHME JIEKAPDCTBEHHOI0 CpeACTBa -
HalIMEHOBAaHME  JICHCTBYIOIIEro BemiecTBa  (papmaneBTHUECKOH  CyOCTaHLMHM, PEKOMEHJOBAHHOE
BcemupHoi opranusanuen 34paBoOXpaHEHNS;

Hudopmanus 06 usmenenusx: Pedepanrvrvim 3akonom om 22 oexabpsa 2014 2. N 429-D3 ¢ nynkm 17
cmamou 4 Hacmosuweco DPedepanbHoco 3aKOHA 6HEeCeHbl U3MeHeHus, ecmynarowue 6 cuiy ¢ 1 uwns
2015 a.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

17) ToproBoe HamMeHOBaHHE JIEKAPCTBEHHOr0 CpeACTBA - HAaUMEHOBAHUE JIEKAPCTBEHHOTO
CPEICTBA, IPUCBOCHHOE €ro pa3padOTYUKOM, Jep)KaTeleM WM BIaJeNbleM PErucTpaloOHHOTO
yOCTOBEpPEHUS JIEKAPCTBEHHOTO Mpernapara;

Hudopmanus 06 usmenenusx: Pedepanrvhvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamvs 4
Hacmosawezo Dedepanvhozo 3akona 0onoanera nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

17.1) rpynnupoBoYHOe HaMMEHOBaHHE JICKAPCTBEHHOr0 IpenapaTra - HauMEHOBAaHUE
JIEKapCTBEHHOI'O IIpenapara, He MMEIOLIEro MEXIYHApOJAHOI0 HENAaTEHTOBAHHOIO HAWMEHOBAHHUs, WU
KOMOWHAIIMK JIEKAPCTBEHHBIX IMPENaparoB, HCIOJIb3yeMOE B LEISIX OOBEIMHEHUS HMX B TPYHIY IMOJ
€MHBIM HAMMEHOBAHUEM UCXO/IS U3 OJMHAKOBOIO COCTaBa JEHCTBYIOIIUX BELIECTB;

Nudopmarnus 06 mamenenusnx: Pedepanrvrvim 3akonom om 22 oexkabpsa 2014 2. N 429-D3 ¢ nynkm 18
cmamovu 4 nHacmoswezo DedepanbHoe0 3aKOHA 6HeCeHbl UMeHeHUs, ecmynarowue ¢ curny ¢ 1 urwons
2015 2.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

18) obmasi d¢apmakoneiiHasi CcTaTbsl - JIOKYMEHT, YTBEPXKACHHBIA YIOTHOMOYEHHBIM
dbenepalbHBIM OPraHOM HCTIOJHUTEIBLHOW BJIACTH M COJEP)KAIUN TepedeHb IOKaszaTelield KadyecTBa W
(W) METOJIOB KOHTPOJISI KaueCTBa KOHKPETHOH JIEKApCTBEHHOU (DOPMBI, JIEKAPCTBEHHOTO PACTHUTEIBHOTO
CBIPbsl, OMUCAaHWUA OWOJOTHYCCKUX, OMOXUMHUYECKHX, MHKPOOHOJIOTHYECKUX, (U3UKO-XUMHUCCKHUX,
bU3NYECKUX, XUMUYECKUX U JPYTUX METOJO0B aHaIN3a JICKAPCTBEHHOTO CPEJICTBA, a TaKKe TPeOOBaHUS K
WCIIOJIB3YEMBIM B IIEJISIX TPOBEICHUS JAaHHOTO aHaJM3a peakTUBaM, THUTPOBAHHBIM pacTBOpaM,
WHIUKATOPaM;

Hudopmanus o6 usmeHenusx: Pedepanrvhvim 3akonom om 22 oekabpsa 2014 2. N 429-D3 ¢ nynkm 19
cmamou 4 Hacmoswezo PedepanvbHoc0 3aKOHA 6HeCeHbl UMeHeHus, ecmynaiowjue 6 cury ¢ 1 uwons
2015 a.

Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

19) ¢apmakoneiinas cTaTbs - JOKYMEHT, YTBEP)KICHHBIH YIOJTHOMOUYEHHBIM (herepalbHbIM
OpraHOM HCIIOJIHUTENBHON BJIACTU U COJAEPKALIMM NEpeyeHb MoKa3aTelel KadecTBa U METOI0B KOHTPOJIS
Ka4eCTBa JIEKAPCTBEHHOI'O CPEJCTBA;

Nudopmanus 06 n3MEHEHUX:
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Hudopmanus 06 usmenenusx: Pedepanrvuvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosweco Dedepanrvrozo 3axona donoanena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.1) cranaapTHbIe 00pa3ubl - BEIIECTBA, ITOCPEACTBOM CPABHEHUS C KOTOPBIMH OCYIIIECTBIISETCS
KOHTPOJIb KauyecTBa MCCIIEYyEeMbIX JIEKAPCTBEHHBIX CPEICTB C IOMOIIBI0 (PU3UKO-XUMUYECKUX U
OMOJOTrMYECKHX METOJIOB B LENSIX MOATBEP)KIECHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMATHUBHOM OKYMEHTAllUU, YCTAHOBJICHHBIM NPHU OCYIIECTBICHUH TOCYJApPCTBEHHON PErHCTpaluu, U
KOTOpBIE TPUMEHSIOTCS [UIsi KaduOpOBKM CTaHAAPTHBIX 00pa3loB MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEJICTB, UCIOIb3yEMbIX JIsl KOHTPOJIS KaUeCcTBA U MHBIX IieJiel Mpu oOpallleHuH JIEKApCTBEHHBIX CPECTB;

Nudopmarus 00 usmeneHusx: Peodepanvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 cmamovs 4
Hacmosawezo Dedepanvrozo 3axkona 0onoanena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) ¢apmaxoneiinblii cTaHAApTHBIA o0pa3el - CTaHIApTHBIA oOpasel, NPOU3BEACHHBIA B
COOTBETCTBUH C (hapMaKONEHHOI cTaThei;

20) HOpMATHBHAsl JAOKYMEHTALMS - JOKYMEHT, COAEpXKAIMN NEpPEeUeHb OINpPEAEIsAEMBIX IIO0
pe3ysibTataM COOTBETCTBYIOIIMX OKCIEPTU3 II0KA3aTelel KauecTBa JIEKAPCTBEHHOI'O CpeAcTBa AJIs
MEAMIMHCKOIO IPUMEHEHHUS, METOJJOB KOHTPOJISl €70 Ka4e€CTBA U YCTAHOBJIEHHBIN €r0 IPOU3BOJUTENIEM;

2]1) HOpPMATHUBHBII [JOKYMEHT - JOKYMEHT, COJAEpXKAIlMi IepedeHb ONPENENIIeMbIX IIO
pe3ysbTaTaM COOTBETCTBYIOIIMX JKCIIEPTU3 MOKa3aTeaeil kadecTBa U (MIM) METOA0B KOHTPOJIS KadecTBa
JEKapCTBEHHOH  (QOpMBI, OMUCAaHUS  OWOJNIOTUYECKUX, OHOXMMHYECKHX, MHKPOOHOJIOTHIECKHX,
(U3UKO-XMMUYECKHX, (PU3NUECKUX, XUMHUECKUX U JAPYTHX METOJIOB aHAJIN3A JEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPHMEHEHHs, TpeOOBaHMS K HCHOJb3yeMbIM B IEJSAX MPOBEACHHSA JAHHOTO aHaIn3a
peakTuBaM, TUTPOBAaHHBIM PAacTBOPAaM, HHAUKATOPAM U yCTAHOBJIEHHBIN €T0 IPOU3BOINUTENIEM;

Nudopmarnus 06 mamenenusnx: Pedepanrvrvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamvs 4
Hacmosweeo edepanvrozo 3axona oonoanena nyukmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

21.1) oOmmii TEXHHYECKUI JOKYMEHT - KOMIUICKT JOKYMEHTOB W MaTEpHAJIOB, COCTOSIINAN W3
HECKOJBKMX  pa3delioB -  JOKyMEHTaluW  aJMUHHUCTPATUBHOIO  XapakTepa, XUMHUYECKOM,
dbapmareBTUUEeCKOW W OWOJIOTHYECKON JTOKyMEHTaluu, (apMaKkoJIOTHYECKOH, TOKCHKOJIOTHYECKOM
JOKYMEHTAllMU, KIMHUYECKOM JOKYMEHTAllMd M MPEICTaBIsSEMbId OJHOBPEMEHHO C 3asBIICHHEM O
roCy/apCTBEHHOW PErUCTpallK JIEKApCTBEHHOTO MpernapaTa il MeAULMHCKOrO pUMeHeHus B popmare,
YCTaHOBJICHHOM YTIOJTHOMOUYEHHBIM (heiepaabHbIM OpraHOM HMCIIOJHUTENBHOM BIIACTH;

22) Ka4vecTBO JIeKAPCTBEHHOI'0 CpeICTBAa - COOTBETCTBUE JIEKAPCTBEHHOI'O CpEACTBa
TpeOoBaHUsAM (papmMakomeitHON cTaThu JUOO B Cllyyae €€ OTCYTCTBUS HOPMATHUBHOW JAOKyMEHTAIMH WU
HOPMATHBHOT'O IOKYMEHTA;

23) 0e30macHOCTH JIEKAPCTBEHHOI0 CPEACTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O CPECTBa,
OCHOBaHHasi Ha CPaBHUTEIIBLHOM aHaliu3e ero 3p(GeKTUBHOCTH U PUCKa MPUIHMHEHUS Bpea 3/10pOBbIO;

24) 3¢)peKTUBHOCTD JIEKAPCTBEHHOT0 MpenapaTa - XapaKTePUCTHKA CTEMEHU MOJIOKHUTEIBHOTO
BJIMSHUS JIEKQpPCTBEHHOTO IIperapara Ha TEYeHHE, MPOJOJIKUTEILHOCTh 3a00JIeBaHUS WM  €ro
peloTBpalleHe, peaObuInTalnio, Ha COXpaHeHHe, IPEeIOTBPAllleHHE UITH MpepbiBaHie OEpEeMEHHOCTH;

25) cepus JieKapCTBEHHOI0 CPeCTBA - KOJIMYECTBO JIEKAPCTBEHHOT'O CPEJICTBA, POU3BEICHHOE B
pe3yapTaTe OJHOIO TEXHOJOTHMUYECKOTO IMKJIA €r0 MPOU3BOIUTEIIEM;

26) perucTpauMOHHOE YyIOCTOBepeHHMe JIEKAPCTBEHHOr0 TMpemapara -  JOKYMEHT,
MOJITBEPKIAIOUINI (aKT rocyJapCTBEHHOM perucTpaiuy JeKapcTBEHHOT O IIpernapara;

Nudopmarus 00 usmeneHusx: Pedepanvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 cmamovs 4
Hacmosawezo Dedepanvrhozo 3akona 0onoanera nyHkmom 26.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

26.1) pepskaTeJb WM BJajesell PErHCTPALMOHHOIO YAOCTOBEPEHHSI JIEKAPCTBEHHOIO
npenapara - pa3paboTuuK JEeKapCTBEHHOTO CPEICTBA, POU3BOAMUTEINb JIEKAPCTBEHHBIX CPE/ICTB MM UHOE
IOPUIMYECKOE JIUII0, 00J1a/1ato1ee MPaBoOM BIIaICHUS PErHCTPALMOHHBIM yI0CTOBEpEHHEM, KOTOPBIE HECYT
OTBETCTBEHHOCTD 32 Ka4eCTBO, 3PPEKTUBHOCTh U O€30IIaCHOCTD JIEKAPCTBEHHOTO MIPEnapara;

27) perucTpalMoOHHbIi HOMep - KOJOBOE€ OO0OO3HAUYEHHE, NPUCBOCHHOE JIEKAPCTBEHHOMY
Ipenapary IpH ero rocy1apcTBEHHON perucTpaluy;

Nudopmanus 06 n3MEHEHUX:
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Hudopmanus 06 usmenenusx: Pedepanrvuvim sakonom om 6 dexabpsa 2011 2. N 409-D3 6 nynkm 28
cmamou 4 Hacmosueco PedepanvbHo2o 3aKOHA HECEHbL USMEHEHUsl, 6CMYNAlowue 8 CULY NO UCHedeHUl
mpuoyamu OHell nocie OHs OPuUYUAIbHO2O ONYOIUKOBAHUS HA36aHH020 DedepanrbH020 3aKOHA

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu

28) oOpamieHue JIeKAPCTBEHHBIX CPEICTB - pa3paboTKa, JOKIMHUYECKHUE HWCCICIOBAHMS,
KJIIMHAYECKHE HCCIENOBaHUs, 3KCIEPTU3a, TOCYNAPCTBEHHAs] PETUCTpalusl, CTAaHAAPTU3ALMSA U KOHTPOJIb
KauecTBa, MPOU3BOJCTBO, U3rOTOBIICHHE, XPAHEHHE, NIEPEBO3KA, BBO3 B Pocculickyro denepanuto, BHIBO3
n3 Poccuiickoit @enepanun, pekiama, OTMYCK, peanu3aius, MHepeiadya, NPUMEHEHUE, YHUUYTOXKEHUE
JIEKApCTBEHHBIX CPEJICTB;

29) cy0bekThI OOpalleHusl JEeKAPCTBEHHBLIX CPeACTB - (U3MYECKHE JIMIA, B TOM YHCIE
WHJUBUyalIbHbIE NPEANPUHUMATEIN, W IOPUAMYECKHE JIMLA, OCYLIECTBISIOIINAE NEATEIbHOCTh IIPHU
oOpallleHuH JIEKapCTBEHHBIX CPECTB;

Hudopmanus 06 usmenenusx: Pedepanrvhvim 3akonom om 22 oekabpsa 2014 2. N 429-D3 ¢ nynkm 30
cmamvu 4 Hacmoswezo DedepanvbHo20 3aKOHA 6HeCeHbl U3MeHeHUs, ecmynarowue 6 cury ¢ 1 uwona
2015 a.

Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

30) pa3paGoTUMK JIeKAPCTBEHHOr0 CpeACTBAa - OpraHu3anus, oOjajaronias MpaBaMH Ha
pe3ynbTaThl JOKIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHOI'O CPEICTBA, KIMHUYECKUX MCCIEAOBaHUN
JIEKapCTBEHHOTI'O Ipernapara 1 (WIn) Ha TEXHOJIOTHIO IPOM3BOICTBA JIEKAPCTBEHHOI'O CPE/ICTBA;

31) npon3BOACTBO J1eKAPCTBEHHBIX CPEACTB - AEATEIbHOCTh 110 MPOU3BOACTBY JIEKAPCTBEHHBIX
CPEJICTB OPTaHU3ALMSIMHU - IPOU3BOJUTENSAMU JIEKAPCTBEHHBIX CPEICTB HA OJHOW CTaJANH, HECKOJIBKUX WU
BCEX CTaJMAX TEXHOJOTMYECKOIO IpOIEcca, a TaKXkKe IO XPAaHEHUI0 M peaju3alud INPOU3BEACHHBIX
JIEKapCTBEHHBIX CPE/ICTB;

Nudopmarnus 06 mamenenusnx: Pedepanrvrvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamos 4
Hacmosweeo Dedepanrvrozo 3axona donoanena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

31.1) mnpou3BOACTBEHHAasl IUIONIAJKA - TEPPUTOPHAIBHO  OOOCOOJEHHBIM  KOMILIEKC
NPOM3BOJUTENST JICKAPCTBCHHBIX CPEJACTB, TPEIAHA3HAYCHHBIA U BBIMOJHEHHWs BCETo Ipolecca
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB WM €T0 ONPEICICHHON CTa/INH;

32) Npou3BOAUTENb JIEKAPCTBEHHBIX CPEACTB - OPraHU3aIHs, OCYIIECTBISIONIAs TIPOU3BOJCTBO
JICKApCTBEHHBIX CPEJICTB B COOTBETCTBHUH C TpeOOBaHHSIMHU HacTosimero deaeparbHOro 3aK0Ha;

Nudopmanus 06 mamenenusx: Ilyukm 33 usmenen ¢ 3 anpens 2020 2. - Pedepanvuviii 3ak0H om 3
anpensa 2020 2. N 105-D3
Cm. npedvloywyto pedakyuio

33) dapmaneBTHUYecKas 1eSITEJILHOCTb - JIEATEIBHOCTh, BKIIOYAIOMAs B Ce0s OMNTOBYIO
TOPIOBJIIO JIEKAPCTBEHHBIMU CPEJICTBAMH, MX XpPAaHEHHUE, MEPEBO3KY M (WIM) PO3HUYHYK TOPTOBIIO
JIeKapCTBEHHBIMHM TIpenapaTaMy, B TOM 4YHCIE TUCTAHIIMOHHBIM CIIOCOOOM, HX OTIIYCK, XpaHEHHE,
NIEPEBO3KY, N3TOTOBJIEHHE JIEKAPCTBEHHBIX IIPENAPATOB;

34) opraHu3anusi ONTOBOIl TOProBJM JICKAPCTBEHHBIMH CpPeICTBAMH - OpraHu3anus,
OCYILIECTBJISIONIAS ONTOBYIO TOPIOBIIIO JIEKAPCTBEHHBIMU CpPEICTBAMH, HMX XpaHEHHUE, IEPEBO3KY B
COOTBETCTBUH € TpeOOBaHUAMH HacTosero denepanbHOro 3aKOHa;

Nudopmanus 06 mamenenusx: [Iynkm 35 usmenen ¢ 3 anpens 2020 2. - Pedepanvuuiii 3akoH om 3
anpens 2020 2. N 105-D3
Cm. npedvloywyio pedaxkyuro

35) anTeuyHas opraHM3anusi - OpraHMU3alMs, CTPYKTYpHOE MOJApa3JelieHne MEAUIMHCKON
OpraHM3aliK, OCYIIECTBISIONIME PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMH IperapaTamMH, B TOM 4YHCIE
JTUCTAHIIMOHHBIM CITOCOOOM, XpaHEHHE, MEPEBO3KY, U3TOTOBJICHUE U OTITYCK JIEKAPCTBEHHBIX MpENapaToB
JUTSL METUITTHCKOTO TIPUMEHEHHSI B COOTBETCTBUHU € TPeOOBaHUAMHU HacTosero denepalbHOr0 3aK0Ha;

Nudopmarnus 06 mamenenusx: Ilynkm 36 usmenen ¢ 3 anpens 2020 2. - Pedepanvuviti 3ak0H om 3
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anpensa 2020 2. N 105-D3
Cm. npedvloywyto pedakyuio

36) BeTepuHapHasi anTe4YHAas OPraHM3AaUMsA - OpraHM3alMs, CTPYKTYPHOE IOApA3JEICHUE
BETEPUHAPHOW OpraHu3alliy, OCYLIECTBIISAIONINE PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU IIpENapaTamMHu, B
TOM YHCJIe TUCTAaHIIMOHHBIM CIOCOOOM, XpaHEHHE, U3TOTOBJICHUE M OTIYCK JIEKAPCTBEHHBIX MPENapaToB
JUIsl BETEpUHAPHOT'O IPUMEHEHHUSI B COOTBETCTBHH € TpeOOBaHUAMHU HacTosimero deaepanbHOro 3aK0Ha,

37) ¢anbcupuuMpoBaHHOE JIEKAPCTBEHHOE CPeICTBO - JIEKAPCTBEHHOE  CPEJCTBO,
COTPOBOXKAAEMOE JIOXKHON MHPOPMAIUEH 0 ero cocTaBe U (M) IPOU3BOTUTEIIE;
38) HenoOpokavecTBeHHOE JICKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPENCTBO, HE

COOTBETCTBYIOIIIEEe TpeOoBaHMSIM (apMaKOMEeHHOW CTaTh JIMOO B CIy4ae €€ OTCYTCTBUS TpeOOBaHUSIM
HOPMAaTHUBHOW JOKYMEHTAIIMH WJIX HOPMATUBHOTO JOKYMEHTA,;

39) xouTpadakTHOEe JeKapCTBEeHHOE CPeACTBO - JICKapCTBEHHOE CPEJCTBO, HAaXOJsIIeecs B
00opoTe ¢ HapyIIeHUEeM I'PaXKIaHCKOTO 3aKOHOaTeIbCTBA;

40) JOKIMHMYECKOe HCC/Iel0BaHMEe JIEKAPCTBEHHOI0 CpeAcTBa -  OWMOJOTHYECKUE,
MHUKPOOHMOJIOTHYECKHE, HUMMYHOJOTHUECKHE, TOKCHKOJOrMYeckue, (apmakoioruueckue, Gusnyeckue,
XUMHUYECKHE M JIPYT'HE UCCIICAOBAHUS JIGKAPCTBEHHOTO CPEJICTBA IMyTeM NMPUMEHEHHUS HAYyYHBIX METOJIOB
OLICHOK B ILIEJISIX MOJYYEHHMS JO0KA3aTeNbCTB 0€30IacHOCTH, KauecTBa U 3P(PEKTUBHOCTH JICKAPCTBEHHOTO
CpEeZCTBA;

41) kIMHHYECKOe HccaeJ0BAHHE JIEKAPCTBEHHOI0 NMpenapara - U3y4eHHE TUarHOCTUYECKHUX,
Je4eOHBIX, MPOPUIAKTHUECKUX, (HapMaKOIOrMYECKHX CBOMCTB JEKApCTBEHHOTO IpemnapaTa B Ipoliecce
€ro TPUMEHEHHUS y 4YeJIOBEKa, >KMBOTHOTO, B TOM YHCIE IPOLECCOB BCACBIBAHUS, pPACHpEACICHUS,
U3MEHEHUST M BBIBEJICHUS, NYTEM NPUMEHEHHS HAyYHbIX METOJOB OLIGHOK B IENSAX IOJyYCHHS
JIOKa3aTenbCcTB 0€30MacHOCTH, KadecTBa M 3((EKTUBHOCTH JICKAPCTBEHHOTO IIperapara, JaHHBIX O
HE)KEJIaTEeNbHBIX PEaKIMAX OpraHW3Ma YelIOBeKa, )KUBOTHOTO HA MPUMEHEHHUE JIEKAPCTBEHHOTO Iperapara
U 00 3¢dexTe ero B3aUMOJCHCTBUSA C IPYTMMHU JICKApPCTBEHHBIMH IpernapataMu U (MJIM) MHUILEBBIMU
POAYKTaMU, KOPMaMH;

42) MHOrOLEHTPOBOe KJIHMHUYECKOEe HCC/Ae0BaHHe JIEKAPCTBEHHOr0 mpenapara s
MEAMLIMHCKOT0 TIPUMeHeHHs - KIMHUYECKOE UCCIEe0BaHUE JICKApCTBEHHOTO TMpemapara Jyis
MEIUIIMHCKOTO MPUMEHEHUS], IPOBOIMMOE pa3pabOTYMKOM JIEKapCTBEHHOI'O Iperapara B AByX M Ooiee
MEIUIUHCKUX OpPraHu3alusiX MO €IUHOMY IMPOTOKOIY KIMHUYECKOTO HCCIIECAOBAHUS JIEKAPCTBEHHOTO
npenapara;

43) MexaAyHApPOAHOe MHOIOLEHTPOBOE KJIHHHYECKOEe HCCIeJOBAHUE JIeKAPCTBEHHOIO
npenapara s MeAMIHHCKOr0 MPUMeHeHHUsl - KIMHUYECKOe UCCIIEI0BaHHE JIEKapCTBEHHOTO Mpernapara
JUIS. MEUIIMHCKOTO MTPUMEHEHHS, POBOAUMOE pa3pabOoTUYMKOM JIEKAPCTBEHHOTO MpernapaTa B pa3InyHbIX
CTpaHax Mo eIMHOMY ITPOTOKOIY KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO TIpenapaTa;

44) mocTperucTpaloOHHOEe KJIHHHYECKOe MCCJeJOBaHUE JIEKAPCTBEHHOro mnpemapara s
MEAULIMHCKOT0 TIPUMeHeHHsl - KIMHUYECKOE UCCIE0BaHUE JICKApCTBEHHOTO TMperapara Jyis
MEIUIIMHCKOTO NMPUMEHEHHUs, POBOJUMOE MPOU3BOAMTEIEM JEKApCTBEHHOTO Iperapara, IpakKIaHCKUui
000pOT KOTOPOTO OCYIIECTBISIETCS IMOCTEe TOCYIAPCTBEHHOM PEruCTpaliiy, B LENAX JOMOJHUTEIHLHOTO
cbopa maHHbBIX 0 ero 0e30macHOCTU U YPPEKTUBHOCTH, PACIIMPEHUS MMOKA3aHUHI K MPUMEHEHHUIO JaHHOTO
JIEKapCTBEHHOTO TMperapara, a TaKk)Ke BbISIBIICHHS HEXKeaTeIbHbIX PeaKlnil MallMeHTOB Ha ero JIeHCTBHE;

Nudopmarnus 06 msmenenusx: Pedepanrvhvim 3akonom om 22 oexabps 2014 2. N 429-D3 nynkm 45
cmamou 4 nHacmosweco DedepanvbHo20 3aKOHA U3NONCEH 8 HOBOU pedakyuu, ecmynarowei 6 cuny c 1
urons 2015 2.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu

45) uccaenoBaHue OMOIKBMBAJIEHTHOCTH JIEKAPCTBEHHOI0 Mpenapara - BUJ KIMHUYECKOTO
HCCJIEIOBaHMsSI JIEKAPCTBEHHOI'O Mperapara, MpOBEJEHHE KOTOPOTO OCYIIECTBISETCS A ONpeAeieHUs
CKOPOCTH BCAachIBaHUS U BBIBEICHUS OJIHOTO WJIM HECKOJbKUX oOOMagaroumx (papmMakonoruueckoi
AKTUBHOCTBIO JICWCTBYIOUIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO Ipenapara, JIOCTHraloLiero
CHUCTEMHOTO KPOBOTOKAa, U PE3yJbTaThl KOTOPOTO MO3BOJISIIOT ClIelaTh BBIBOJ O OMOIKBUBAJICHTHOCTH
BOCIPOM3BEICHHOTO JIEKAPCTBEHHOTO Mperapara B ONpeesIeHHBIX JIEKapCTBEHHON (opme U JT03UPOBKE,
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COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE pehepeHTHOTO JIEKAPCTBEHHOTO MPernapara;

46) uccjenoBaHMe TepaneBTHYeCKOH IKBHBAJIEHTHOCTH JI€KAPCTBEHHBIX NMpPenapaToB - BUJ
KJIMHUYECKOTO HMCCIIEOBAHUS JICKAPCTBEHHBIX MpPEnapaToB, NMPOBEJICHUE KOTOPOTO OCYLIECTBISETCS IS
BBISIBIICHHSI OJIMHAKOBBIX CBOMCTB JICKAPCTBEHHBIX MPENApaTOB OMPEAEICHHOMN JIEKapCTBEHHON (OpMBI, a
TaKXKe HaJM4YUs OJJMHAKOBBIX MMOKa3aTeneil 6e30macHoCT U 3(h(hEeKTUBHOCTH JIEKApCTBEHHBIX MPENapaTos,
OJIMHAKOBBIX KJIMHUYECKUX 3(P(PEeKTOB Mpu MX NPUMEHEHHU;

47) nmpoTOKO0J KJIMHMYECKOr0 HCCJIeA0BAHHS JIEKAPCTBEHHOr0 Ipenapara - JOKYMEHT, B
KOTOPOM OIpeNeNsioTcs LenHd, (OpMbl OpraHu3allMd M METOJOJIOTHS MPOBEACHUS KIMHUYECKOTO
UCCIICIOBAaHMs, CTATHCTUYECKUE METOJbl OOpabOTKM pEe3ylbTaTOB TAKOI'O HCCIEAOBAHHS U MEpbI IO
oOecrieyeHHI0 0€30MacHOCTH  (PU3MUYECKUX JIMI, YYacTBYIOIIMX B KIMHUYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOTO Mpernapara;

48) Opowmropa mucciaeaoBaTeJsi - CBOJAHOE M3JIOXKEHUE PE3YyJbTaTOB JOKJIMHHUYECKOTO
UCCIIEIOBaHMS JICKAPCTBEHHOTO CPE/ICTBA M KIIMHUYECKOTO MCCIIEeI0OBAHMUS JIEKApCTBEHHOTO Mpenapara Jyis
MEIUIIUHCKOTO TPUMEHEHHUS;

49) uHdopMaUHMOHHBIH JUCTOK MAIMEHTA - JOKYMEHT, B KOTOPOM COJEp:KaTcs B JOCTYIHOMH
¢dopme cBeneHus, Kacarolecs MPOBOIUMOT0 KIMHUYECKOTO UCCIIeI0BaHMs JIEKApCTBEHHOTO Iperapara,
U B MMMCBMEHHOU (opMe 10OpOBOJILHOE cOTrjacue MAaIeHTa Ha y4yacTHe B KIMHHYECKOM HCCIEIOBAHUU
JICKApCTBEHHOTO IMperapara Mocje O3HAKOMIIEHHS C OCOOCHHOCTSAMHU KJIMHHUYECKOTO HCCIICAOBAHMUS,
UMEIOIMMH 3HAYCHHE JJIS1 BBIPAKEHHS TAKOTO COTJIACHS;

50) moGouyHoe pelicTBHE - peaklUMs OpraHW3Ma, BO3HUKIIAS B CBSA3M C NIPUMEHEHUEM
JIEKapCTBEHHOTO IIpernapara B J103aX, PEKOMEHIYEMBIX B HWHCTPYKIHMU IO €ro NPUMEHEHHIO, I
NpOoHUIAKTUKY, TUATHOCTUKH, JICUCHHUs 3a00JI€BaHUs WK IS PeadHIuTaLNY;

Hudopmanus 06 usmenenusx: Pedepanrvuvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosweeo Dedepanrvrozo 3axona oonoanena nynkmom 50. 1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

50.1) HexeJaTeJbHasi peakIusi - HEMPEIHAMEPCHHAs HEOJArompusATHAs pPEaKIUs OpraHu3Ma,
KOTOpasi MOXeET ObITh CBsI3aHa C MPUMEHEHHUEM JIEKapCTBEHHOTO Mpenapara;

51) cepbe3nasi HexkeJiaTeJIbHAsl peaKIUsi - HeXelaTeldbHasl peakiMsi OpraHu3Ma, CBSI3aHHAs C
IIPUMEHEHNEM JIEKapCTBEHHOTO Mpernapara, IpuBeIias K CMEPTH, BPOKICHHBIM aHOMAJIUSIM WM TOPOKam
pa3BuUTHA TUO0 IpecTaBIIsiomas coboil yrpo3y KM3HH, TpeOyrolas rocuTalu3aiui Wik IpuBeamas K
CTOMKOM yTpaTe TPyJA0CIOCOOHOCTH U (WIJIH ) MHBAIUTHOCTH;

Hudopmanus 06 usmenenusx: Pedepanrvhoim 3akonom om 22 oekabps 2014 2. N 429-D3 nynxkm 52
cmamou 4 nacmoawezco PedepanbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, ecmynarouei 6 cuiy c¢ 1
urons 2015 a.

Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

52) HenpeaBHICHHAsA HeKelaTeIbHAs PeaKlus - HEKEIaTelbHas peaklus opraHu3mMa, Kotopas
CBA3aHAa C IPUMEHEHUEM JIEKapCTBEHHOI'O IIpemapara B J103aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KJIMHUYECKOTO HCCIeOBaHMsA, OpolIope HCClIeqoBareNs, HIX C IPUMEHEHHEM JIeKapCTBEHHOI'O
npenapata B /033X, PEKOMEHIYEMBIX B HWHCTPYKIMH II0 €ro HPUMEHEHHIO s NpOQHIAKTUKY,
JIMAarHOCTHKH, JIeUeHHs 3a00JIeBaHNs WM MEIUIIMHCKON peaOuINTaluy MalueHTa, U CYIHOCTh, TSKECTh
WIN HMCXO0J KOTOPOW HE COOTBETCTBYET MH(OPMALUU O JICKAPCTBEHHOM IIperapare, ColAepiKalleics: B
NPOTOKOJIE €ro KJIMHUYECKOTO MCCIIEOBaHUS, OpOILIIOpEe HCCIeNoBaTeNsl WIM B HHCTPYKIHH IO
IPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapara;

Hudopmanus 06 usmenenusx: Pedepanrvuvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosweco Dedepanvhozo 3aKoHa 0onoanena nynkmom 52. 1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

52.1) papmakoHaa30p - BUI ACATSIBHOCTA MO MOHHTOPUHTY 3((HEKTUBHOCTH M 0€30MacHOCTH
JICKapCTBEHHBIX MPENapaToB, HAPABICHHBIN Ha BBISBICHHE, OIICHKY U TPEIOTBPAIICHAE HEXeIaTeIbHbBIX
MIOCJICICTBHIA TPUMEHEHHS JICKAPCTBEHHBIX MPENapaTos;

Hudopmanus 06 usmenenusx: Pedepanrvhvim sakonom om 22 oekabps 2014 2. N 429-D3 cmamvs 4
Hacmosawezo DedepanvHozo 3aKoHa 0o0noaneHa nyHkmom 52.2, ecmynatowum 6 cuny ¢ 1 urons 2015 e.
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52.2) njaaH ynpaBijieHHsI PUCKAMM - TIOJpOOHOE ONMUCAaHWE MEPOIpPUATHH 1Mo (apMaKoOHAI30py,
HaIPaBJIECHHBIX Ha BBIABIEHHUE, OLEHKY M IMPENOTBPALIEHUE WIM MUHMMM3ALMI PUCKOB, CBA3AHHBIX C
JIeKapCTBEHHBIMH IIpenapaTaMu, BKII0Yast OLICHKY 3(PPEKTUBHOCTH JAHHBIX MEPOTIPHUITUH;

Hudopmanus o6 usmenenusx: Ilyukm 53 usmenen ¢ 1 mapma 2025 2. - @edepanvuuiii 3akon om 30
oexaops 2021 o. N 463-D3

Cm. 6y0ywyro peoakyuio

Ilynkm 53 uzmenen c 13 aseycma 2019 2. - @edepanvruiii 3axon om 2 aseycma 2019 e. N 297-D3

Cm. npedvloywyio peoaxkyuro

I'APAHT: Ilonoxenus nmyHkra 53 ctarbu 4 (B pegakuun PenepanbHoro 3akoHa ot 29 urona 2017 r.
N 242-@3) B yactu, Kacaromeicsi GOpMUPOBAHUS U BBIJAYM PELENTOB Ha JIEKAPCTBEHHBIC MpEnapaThl,
coJiep Kalie Ha3HaueHUe HAPKOTUYECKUX CPE/ICTB MIIM TICUXOTPOIHBIX BELIECTB, B (POPME SJIEKTPOHHBIX
JOKYMEHTOB, puMeHsitorcs ¢ 1 suBapst 2019 r.

53) peuent Ha JieKapCTBEeHHBIH NMpenapart - MEIUIMHCKUNA JTOKYMEHT YCTaHOBJIEHHOU (HOpMBI,
COZepKAIIM Ha3HAYCHUE JIEKApCTBEHHOIO Ipenapara s MEAMIMHCKOIO INPUMEHEHMS, BbIJAaHHBIN
MEIUIUHCKIM pPAa0OTHUKOM B IIENSX OTIYCKa JIGKAPCTBEHHOTO IperapaTra WM €ro H3rOTOBJICHUS H
OTITycKa Ha OyMa)KHOM HOCHTEJIE MM C COTJIacus MalMeHTa I €ro 3aKOHHOTO MPEeJCTaBUTENs B popme
3JIEKTPOHHOTO JIOKYMEHTa, TMOANMCAHHOTO C HCIIOJIb30BAaHUEM YCHUJIICHHOW KBaIM(DPUIUPOBAHHOMN
AIIEKTPOHHOM MOANMCH MEIUIMHCKOTO pabOTHHKA, THOO TOKYMEHT YCTaHOBJIEHHON (POPMBI, COAEpIKAIIUN
Ha3HAYCHHE JICKAPCTBEHHOI'O IIperapara JJi1 BETEPUHAPHOIO NPUMEHEHHUs, BBIJAHHBIM CIIELUAIUCTOM B
00J1acTH BETEpUHAPUH B LEJAX OTITyCKa JIEKAPCTBEHHOT'O MIperapara WK €ro U3rOTOBJICHHS U OTITyCKa Ha
OyMa>kHOM HOCHUTEIIE;

Nudopmanus 06 mamenenusx: Ilynkm 54 usmenen ¢ 1 mapma 2025 2. - @edepanvuuiii 3akon om 30
oexaops 2021 o. N 463-D3
Cm. 6y0ywyro peoakyuio

54) TpeGoBaHHMe MEIMIMHCKOW OpPraHU3allMid, BeTEPUHAPHOI OPraHM3amMH - JOKYMEHT
YCTaHOBJICHHON (OPMBI, KOTOPHIN BBIMHCAH MEAUIMHCKUM PaOOTHUKOM WIIM CHELMATUCTOM B 001acTu
BETEPUHAPUH, MMEIOIIMMU Ha 3TO TMPaBO, U COAEPKHUT B IMUCHBMEHHOW (QopMme yKa3aHHe anTeYHON
OpraHM3aly WK BETEPUHAPHOW alTEeYHON OpraHu3aluu 00 OTIYCKE JIEKapCTBEHHOTO Mpemnapara Wid O
€ro M3rOTOBJIEHUH U 00 OTMyCKe JUIsl o0ecredeHus Je4eOHOoro mnpoiecca B MEIULMHCKON OpraHu3aIi,
BETEpPUHAPHON OpPraHU3aINY;

Nudopmarus 00 usmeneHusx: Pedepanvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 cmamovs 4
Hacmosawezo DedepanbHo2o 3aKoHa OONOAHEHa RYHKmoM 55, ecmynarowum 6 cuny ¢ 1 utona 2015 a.

55) KoMIIIEKCHAas OLIEHKa JIEKapCTBEHHOIO IIpernapara - OLEHKa 3aperucTpUpPOBAHHOIO
JIEKapCTBEHHOTO Ipernapara, BKIoJaronas B cedst aHanu3 MHQOpMaIMi O CPaBHUTENBHONW KIMHHYECKOU
3P PEKTUBHOCTH 1 0€30IaCHOCTHU JIEKAPCTBEHHOTO MpernapaTa, OLlEHKY SKOHOMHUYECKUX MOCIEICTBUI ero
IPUMEHEHUs, U3YUEHHE AOIOJHUTENBHBIX MOCIEACTBUN TPUMEHEHNS JIEKAPCTBEHHOIO NIpernapaTa B LEJIX
INPUHATHA PEUIEHUH O BO3MOXXKHOCTH BKJIIOUEHMS JIEKAPCTBEHHOrO IIpenapara B IEPEYEHb JKU3HEHHO
HEOOXOIMMBIX M BaXXHEHWIIMX JIEKAPCTBEHHBIX IpenapaToB, HOPMATHUBHBIC NPABOBBIC AKTbl U HWHBIC
JOKYMEHTBI, ONPENENAIOIINE IMOPAJOK OKa3aHWs MEIMULMHCKOM IOMOIIM, WIM HCKIIOUEHUS €ro W3
YKa3aHHBIX [IEPEYHS, aKTOB U JOKYMEHTOB;

Nudopmanus 06 mamenenusx: Cmamovs 4 oononanena nynkmom 56 c¢ 1 aneapa 2018 2. - ®edepanvhulii
saxon om 28 oexabps 2017 e. N 425-D3

56) cucreMa MOHUTOPHUHIA [BHUKEHHUS] JIEKAPCTBEHHBIX NpenapaTroB AJsi MeJIHMIHUHCKOI0
npuMeHeHusi - (enepanpHas rocyJapcTBeHHas HWH(OpPMAlMOHHAs CHCTEMa MOHUTOPUHIA JBUKCHUS
JICKapCTBEHHBIX MpenapaToB [UIsl MEIUIMHCKOTO TMPUMEHEHHUS OT NPOU3BOAUTENS OO0 KOHEYHOTO
noTpeduTeNsl C HUCHOJIb30BAaHMEM B OTHOILIEHUHM JIEKAPCTBEHHBIX MPENapaToB ISl METUIMHCKOTO
MPUMEHEHUS CPEeICTB UJCHTU(PUKALIUY.

I'APAHT: CM. KkoMMeHTapuH K cTatbe 4 HacTosmero @enepajbHOTO 3aK0Ha
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I'nasa 2. [loanomo4us peepajibHbIX OPraHOB MCIOJHUTEIbHOM BJIACTH, OPraHOB
HCIOJTHUTEJIbHOM BJIacTH cy0ObeKTOB Poccuiickoii Penepanuu npu o0pamieHnH JeKapCTBEHHbIX
cpeacTB

Crarbst 5. IlomHOMoOumMs ¢enepanbHBIX OPraHOB HCIOJHUTENBPHONW BIIACTH TNPH OOpaIleHUU
JIEKapCTBEHHBIX CPEJIICTB
K mnomHoMouumsiM  ¢enepanbHBIX  OpraHOB — HMCIOJHUTEIBHOM BJIACTH TNpH  OOpalieHuH
JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

Nudopmanus 06 mamenenusx: Pedepanvnvim zakonom om 22 oexabpsa 2014 2. N 429-D3 6 nynkm 1
cmamvu 5 Hacmoswezo DedepanbHoe0 3aKOHA 6HeCeHbl U3MeHeHUs, ecmynarowue 6 cury ¢ 1 urwons
2015 2.

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu

1) mpoBenenue B Poccuiickoit denepanuu €IWHOW TOCYJAAPCTBEHHOW IOJUTHKA B OO0JaCTH
obecrieueHus IeKapCTBEHHBIMHU TIpenapaTamMu rpaxaad B Poccuiickoit denepanuu;

Hudopmanus o6 usmenenusx: Pedepanvhvim 3akonom om 22 dexabpsa 2014 e. N 429-D3 ¢ nynkm 2
cmamou 5 Hacmosujeeo PedepanvbHoc0 3aKOHA 6HeCeHbl UMeHeHus, ecmynaiowue 6 cuny ¢ 1 uwons
2015 a.

Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

2) yrtBepkaeHuWe oOmmMX (apmakoneHbIX cTared, QapMakoNeWHBIX ~CTaTei, u3JaHHUe
roCyJIapCTBEHHOH (papMaKorien, Co31aHue U BeACHUE peecTpa (papMaKkoIneHbIX CTaHJapTHBIX 00pas3IioB;

Nudopmarnus 06 mamenenusx: IIyukm 3 usmenen ¢ 1 uwona 2021 2. - edepanvrvuii 3akon om 11 uona
2021 2. N 170-d3
Cm. npedvloywyio peoaxkyuro

3) ocymecTBieHue (eaepaTbHOTO TOCYIapCTBEHHOTO KOHTpOJiA (Ham3opa) B cdepe obOparieHus
JICKApCTBEHHBIX CPE/ICTB;

Nudopmanus 06 msmenenusx: Ilyukm 4 usmenen ¢ 1 uwona 2021 2. - @edepanvrviii 3axon om 11 uions
2021 2. N 170-D3
Cm. npedvloywyto pedakyuio

4) JnUIEH3UpOBAaHWE TMPOU3BOJCTBA JIEKAPCTBEHHBIX CPEIACTB, B TOM uucie (QenepalbHbIi
rOCYJJapCTBEHHBIN JTUIIEH3UOHHBI KOHTPOJIb JEATEIbHOCTH MO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEJCTB,
NEePUOJINYECKOE TMOATBEPXKICHUE COOTBETCTBHS JMIICH3UATa, MMEIOLIEro JMIEH3UI0 Ha IPOU3BOACTBO
JICKapPCTBEHHBIX CPENCTB, W (hapMalleBTHUECKON NEATEIHHOCTH B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
Poccuiickoit @enepanuu;

T'APAHT: Cwm. IlonoxeHue o JIMLIEH3UPOBAHUH POU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB, YTBEPKICHHOE
noctaHoBieHneM lIpaBurensctBa PO ot 6 urons 2012 r. N 686

Hudopmanus 06 usmenenusx: Pedepanvhvim 3akonom om 22 dexabpa 2014 e. N 429-D3 ¢ nynkm 5
cmamou 5 Hacmosuezo PedepanvbHoco 3aKOHA 6HeCeHbl UMeHeHus, ecmynaiowue 6 cury ¢ 1 uwons
2015 a.

Cm. mexem nynkma 6 npeduvloyujel peoaKyuu

5) opraHuzanus SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, ITUUYECKON 3KCIEPTU3bl BO3MOXKHOCTHU
IIPOBEICHNS KIMHUYECKOIO UCCIIENOBAaHUS JICKAPCTBEHHOIO IIpenapara Uil MEJULUHCKOrO IPUMEHEHMS,
DKCIIEPTU3bl  JOKYMEHTOB, IIPEJACTaBICHHBIX U1 ONPEICICHUS BO3MOXKHOCTH  pPaccMaTpHUBaTh
JICKapCTBEHHBIM IIpemnapar i MEIULHUHCKOIO INPUMEHEHMS IPU TOCYHapCTBEHHOW pETHUCTpauuu B
KadyecTBe Op(PaHHOTO JEKAPCTBEHHOTO Mperapara;

Nudopmarnms 06 msmenenusx: Pedepanrvrvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 5
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Hacmosawezo Dedepanbhoco 3aKoHa 0onoaneHa nyHkmom 5.1, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

5.1) opraHu3zanus NpPOBEICHMS KOMIUIEKCHOM OLIEHKH JIEKapCTBEHHOIO Ipenapara B LENAX
INPUHATUS PELIEHUN O BO3MOKHOCTH BKJIKOYEHUS JIEKAPCTBEHHOIO IIpernapara B IEPEYEHb >KU3HEHHO
HEOOXOIMMBIX M BaXHEHMIIMX JIEKAPCTBEHHBIX IpEnapaToB, HOPMATHUBHBIC NPABOBBIC AKTbl U HWHBIC
JOKYMEHTBI, OIpEAEISIOIUe MOPALOK OKa3aHWs MEAMIMHCKOM IIOMOIIM WIM HCKIIOYEHHS €ro H3
YKa3aHHBIX [IEPEYHs, AKTOB U JJOKYMEHTOB;

6) BbI1aya pa3pelIeHUid Ha IPOBEICHNE KIMHUYECKUX UCCIIEI0BAaHUH JIEKApCTBEHHBIX IIPENAapaToB,
BEJICHUE peecTpa BBIJAHHBIX PA3PEIICHUI HA IPOBEICHUE KIMHUYECKUX HCCIICIOBAHUN JICKAPCTBEHHBIX
[IpEnaparos;

7) rocyaapcTBEHHasi perucTpanusi JEKapCTBEHHBIX IPENaparoB, BEIEHHE TI'OCYJapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPE/ICTB;

Nudopmanus 06 msmenenusx: I[lynkm 8 usmenen c 1 cenmabops 2023 2. - @edepanvueiii 3akon om 28
anpens 2023 2. N 171-D3

Cm. 6y0ywyro peoakyuio

DeodepanvHvim 3akonom om 22 oOexkabps 2014 e. N 429-d3 nynkm 8 cmamvu 5 Hacmoswezo
DedepanbHo2eo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaroweil 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

8) opranmsaius U (WIK) TPOBEJACHUE MHCIICKTUPOBAHUS CyOBEKTOB OOpalleHusl JEKaPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHME IpaBWJIaM HaJyIexkKalled 1abopaTopHON NpaKTHKH, MpaBUiaM Haaexaliei
KJIMHUYECKON MPaKTUKH, MpaBHJIaM HaJUIeKalled MpaKTUKH XpaHEHUS M TMEPEeBO3KU JIEKAPCTBEHHBIX
MpenaparoB, MpaBUiIaM HaJJICKAIIEeH JUCTPHUOBIOTOPCKONW MPAKTHKH, MpaBUIaM HaJJIeXkKalleH anTedyHoin
MPAKTHKY;

Hudopmanus 06 usmenenusx: Pedepanrvhvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamvsa 5
Hacmosawezo Dedepanvhoco 3akona oonoaneHa nynkmom 8.1, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

8.1) opranuzanus u (MJIM) IpOBeIeHNE UHCIIEKTUPOBAHMS CyOBEKTOB OOpaIleHus JeKapCTBEHHbIX
CPEICTB Ha COOTBETCTBHE TPEOOBAaHUSAM IpPaBHJ HaJUIekKallell NMPOU3BOACTBEHHOW MPAKTHUKM, BbIIaya
3aKIIIOYEHUH O COOTBETCTBUH NPOM3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TpPeOOBAaHUSAM  MPaBUII
HaJUIeKalled MPOU3BOACTBEHHOM ITPaKTUKH;

Nudopmanus 06 msmenenusx: Pedepanrvrvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 5
Hacmoswezo edepanrbhoco 3aKoHa 0onoanena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

8.2) ycTaHOBJICHHE TMOpPSIAKAa BEICHHUS WU BEICHHE TOCYJApPCTBEHHOTO peecTpa 3aKIIOYCHHH O
COOTBETCTBUU  NPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHUSM  TMpPaBUI  HajAJexalel
IIPOM3BOJCTBEHHON MPAKTUKH;

Nudopmanus 06 msmenenusx: Ilynkm 9 usmenen ¢ 7 uions 2019 e. - @edepanvhulii 3ak0H om 6 UiOH:A
2019 2. N 134-@3
Cm. npedvloywyto pedakyuio

9) rocynmapcTBeHHass pPETUCTpalusi MPEAEIbHBIX OTHYCKHBIX II€H [POU3BOJIUTENIEH Ha
JICKapCTBEHHbIC TMperaparbl, BKIIOUYECHHBIC B TEPEYEHb KU3HEHHO HEOOXOMUMBIX M Ba)KHEHIINX
JICKApCTBEHHBIX IIPENApaToOB, U BEICHUE TOCYAAPCTBEHHOI'O PEECTpa IMpPEACNIbHBIX OTIIYCKHBIX LEH
NPOM3BOJUTENCH Ha JICKAPCTBEHHBIE IMPENapaThl, BKIIOUYEHHBIE B MEPEYCHb JKU3HEHHO HEOOXOIUMBIX H
BAYKHEUIIUX JICKAPCTBEHHBIX IIPENapaToB;

Hudopmanus o0 usmenenusx: Pedepanvuvim s3akonom om 13 wuionsa 2015 2. N 241-P3 cmamoes 5
Hacmoswezo Dedepanbhozo 3aKoHa 0onoaneHa nyukmom 9.1

9.1) cornacoBaHue MPOEKTOB PEIICHUI OPraHOB MCIIOJHUTEIHHOM BIACTH CYOBEKTOB Poccuiickoit
®denepanu 00 YCTaHOBICHWUM M (WJIM) HM3MEHEHHHM TPEISIbHBIX pPa3MEpOB ONTOBBIX HAA0aBOK M
NpelebHbIX Pa3MEPOB PO3HUYHBIX HaA0aBOK K (DAaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
MIPOU3BOJUTEINSIMHU JIEKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIOUEHHbIE B IIEpPEeYCHb
YKU3HEHHO HEOOXOIUMBIX U BaXKHEHIINX JIEKApCTBEHHBIX MTPENapaTos;

WNudopmanus 00 n3MEHEHHSX:
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Hudopmanus o6 usmenenusx: Ilyukm 10 uszmenen ¢ 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2
aseycma 2019 2. N 297-D3
Cm. npedvloywyio peoaxkyuro

10) Bblgaua, YCTaHOBIIGHHE TMOpPSIKA BbIJAYM pa3pelieHUs Ha BBO3 KOHKPETHOM MNapTuUu
JIEKapCTBEHHOT0 cpeacTBa B Poccuiickyto denepanuio;

Hudopmanus o6 usmenenusx: [lyukm 10.1 usmenen c 13 aszycma 2019 2. - @edepanvhulii 3aKon om 2
aszycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

10.1) BeIgaua, ycTaHOBIIEHHE MOPsAKA BbIA4YU U (POPMBI JOKYMEHTA, KOTOPBIN MOITBEPKAAET, YTO
IIPOU3BOJACTBO JICKAPCTBEHHOI'O IIpernapara il MEAMIUHCKOIO IPUMEHEHUS OCYLIECTBICHO B
COOTBETCTBUM C TPeOOBAHUSAMH TMPaBUI HAAJEKAIIEH MPOU3BOACTBEHHOW NPAKTUKUA MM YTO
JICKapCTBEHHBIM Tpemapar [Uisi BETEPHHAPHOTO IMPHUMEHEHHs JOMyIleH K oOpameHuio B Poccuiickoii
Denepaliuy, U MOJUICKHUT MPEICTABICHUIO TI0 TPEOOBAHUIO YIIOJIHOMOYEHHOT'O OpTraHa CTPaHbl, B KOTOPYIO
BBO3UTCS JICKAPCTBEHHBIN IIpemapar;

TF'APAHT: CM. AJIMUHUCTpaTUBHBIM pergameHT @DenepalibHON COy»KObl IO BETEPUHAPHOMY U
¢buTOCAHUTAPHOMY HAA30py MO MPEAOCTABICHUIO TOCYJAPCTBEHHON YCIyTW MO BbIJA4Ye JTOKYMEHTa,
KOTOPBIM MOJTBEPKIAET, YTO JEKAPCTBEHHBIN IMpemnapaT /Ui BETEpUHAPHOTO MPUMEHEHUS JIOMyLIeH K
obpamenuto B Poccuiickoit ®Dexepanmuu, W TOMISKUT MNPEACTABICHUIO IO TpeOOBAHHUIO
YIOJHOMOYEHHOI'O OpraHa CTpaHbl, B KOTOPYIO BBO3HUTCS JIEKApPCTBEHHBIM Mpemapar, yTBEpKICHHBIH
npuka3oMm Poccenbxo3nanzopa ot 28 nexadpst 2020 r. N 1402

CMm. AIMUHHCTPATUBHBIA PETJIAMEHT MO NpeacTaBieHut0 MuHnpoMmtoprom Poccum rocymapcTBeHHOU
YCIIyTH N0 BbIJIa4ye TOKYMEHTA, KOTOPBIM MOATBEPKIAET, UTO MPOU3BOACTBO JIEKAPCTBEHHOTO Mpernapara
JUISL METULIUHCKOTO MPUMEHEHHS OCYIIECTBICHO B COOTBETCTBUU C TPEOOBAHUSAMU MPABUJI HaJJIexkKalen
MIPOU3BOJICTBEHHOW MPAKTUKH, U TOJJICKUT MPEICTABICHHUIO MO TPEOOBAHUIO YIIOJTHOMOUYEHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3HTCS JIEKAPCTBEHHBIM Mpernapar, YTBEp)KIEHHBIH NMpuKa3oM MuHIpoMmTopra
Poccum ot 31 nexabps 2015 . N 4369

Nudopmarus 00 usmenenusnx: Pedepanvrviv 3axonom om 13 uwna 2015 2. N 241-DP3 6 nynkm 10.2
cmamvu 5 Hacmosiuwe2o PedepanvbHo2o 3aKOHA 6HeCeHbl USMEHEHUs
Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

10.2) BpIgaya, yCTaHOBJICHHUE MOPSAAKA BbIIAYM M (OPMBI TOKYMEHTA, COAEPIKAIIEro CBEJCHUS O
CTaJuAX TEXHOJIOIMYECKOI0 IIpoliecca IPOU3BOJCTBA JIEKAPCTBEHHOIO CPEACTBA JII MEIUIMHCKOTO
IIPUMEHEHUs, OCYILECTBIIIEMbIX Ha TEPPUTOpUN EBpa3HiiCKOro 3JKOHOMUYECKOT0 COK03a;

I'APAHT: Cm. AnMuHHCTpaTHWBHBIA pernameHT MuHnpomtopra Poccum mno mnpeaocTaBlIeHHIO
roCy/IapCTBEHHON YCIYyTH MO BbIIadye IOKyMEHTa, COJEPKAIIEro CBEICHUS O CTaUsAX TEXHOJIOTUYECKOTO
mporecca Mpor3BOJICTBA JIEKAPCTBEHHOT'O CPEACTBA JJIi MEIULUHCKOTO MPUMEHEHHS, OCYIIECTBIISIEMbIX
Ha TeppuTopuu EBpasuiicKoro »KOHOMHYECKOTO COK03a, YTBEPKICHHBIA MpUKazoM MHHIpOMTOpra
Poccun ot 31 nexabps 2015 . N 4368

11) co3manue COBETOB 1O BOIIPOCAM, CBSI3aHHBIM C 0OpallleHUEeM JICKApCTBECHHBIX CPE/ICTB;
12) aTrecTtanus u cepTuUKAIUS CIICIUATTUCTOB;
13) yrpatun cuiy;

Nudopmarus 06 msmenenusix: Cu. mexcm nynkma 13 cmamou 5

Hudopmanus o6 usmenenusx: Pedepanrvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm 14
cmamou 5 nHacmoawezo PedepanbHo2o 3aKOHA U3NI0JNCEH 8 HOBOU pedakyuu, ecmynarouen 6 cuny c¢ 1
urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

14) ocymiecTBienue dhapmMakoHaI30pa;
15) yuactre B MeXIyHapOTHOM COTPYIHUYECTBE;
16) momyueHue Mo 3ampocaM YIOJTHOMOYEHHOTO (heepaIbHOTO OpraHa WCIIOTHUTEIBHONW BIACTH
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OT OpraHoOB HCIIOJHUTEIBHON BiacTu cyObekToB Poccuiickoit ®Denepanuu, a Takke OT CyOBEKTOB
oOpamieHus: JIEKapCTBEHHBIX CPEACTB JUIsI MEIWIMHCKOTO NPUMEHEHUs WH(POpMAalMKd IO BONPOCAM
YCTAHOBIICHHSI U TIPUMEHEHUS 1IEH Ha JICKapCTBEHHbIE MTPEnapaThl U HaT0ABOK K HUM;

17) npumeHeHuMe Mep OTBETCTBEHHOCTH 3a HapyIlIEHUE 3aKOHOJaTenbcTBa Poccuiickoii
denepanuny;

Hudopmanus o6 usmenenusx: Ilyukm 18 uszmenen c 1 cenmabpa 2023 2. - @edepanvuuiii 3akon om 28
anpens 2023 2. N 171-D3

Cm. 6y0ywyro peoakyuio

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamvs 5 nacmosweeo DPedepanbHoco
3aKoHa donoanena nynkmom 18, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

18) yTBepkIEHHME TMpaBWJI HaAIEKAIICH 1abOpaTOpPHON MPAKTHKH, TMPABWI HaJIekKaIlei
KIIMHUYECKOW TMPAKTUKH, TMPaBUJI HaJJIEkKalEed NPOU3BOJCTBEHHOM MPAKTUKHU, TMPaBWI HaJieKanen
MPAKTUKU XPaHEHUS U MEePEeBO3KH JIEKAPCTBEHHBIX MPENapaToB, MPaBuil HaAJeKalel AUCTPUObIOTOPCKOM
MPAKTUKH, MPaBWI HAJUIeKaIIeW anTeyHOW MPaKTUKH, MpaBUJl HajAJexalleld MpakTUKU (papmakoHaa3opa
JIEKapCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHECHHUS,

Hudopmanus o6 usmeneHusx: Pedepanrvhvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamvsa 5
Hacmosawezo Dedepanvrhoco 3akona oonoanera nynkmom 19, ecmynarowum 6 cuny c 1 urona 2015 a.

19) ycraHoBneHue mopsAaka (HOpPMHUPOBAHUS PETHUCTPAIMOHHOTO JOChE€ Ha JIEKAPCTBEHHBIN
npernapar u TpeOOBaHUI K TOKYMEHTaM B €0 COCTaBE;

Hudopmanus 06 usmenenusx: Pedepanrvrvim sakonom om 22 oexabps 2014 2. N 429-D3 cmamovs 5
Hacmosweeo Dedepanvroco 3axona oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

20) yTBepKJIeHHE MPaBUJ PaIOHATIBHOIO BhIOOpAa HAUMEHOBAHUN JIEKAPCTBEHHBIX IPEMapaToB
JUTSL METUITUHCKOTO TPUMEHEHUS;

Nudopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 cmamovs 5
Hacmosawezo Dedepanvrhozo 3akona 0onoaneHa nynkmom 21, ecmynarowum 6 cuny ¢ 1 utona 2015 a.

21) yTBepkIeHHE epevHs HAUMEHOBAHUHN JIEKAPCTBEHHBIX (popM;
22) yrpatun cuiy ¢ 1 mapta 2020 r. - @enepanbhblii 3akoH ot 27 nexadps 2019 r. N 475-D3

Nudopmanus 06 usmenenusx: Cu. npedvioyuyyio peoaxyuio

Nudopmarus 00 usmeneHusx: Pedepanvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 cmamovs 5
Hacmosawezo DedepanvHoco 3aKoHa 00noaneHa nyHkmom 23, cmynarowum 6 cuny ¢ 1 utona 2015 a.

23) yTBepkaeHHE TpeOOBaHMN K MHCTPYKIMU MO MEIUIMHCKOMY MPUMEHEHMIO JIEKapCTBEHHBIX
[IPENapaToB U K UHCTPYKLMH I10 BETEPUHAPHOMY IIPUMEHEHHUIO JIEKAPCTBEHHBIX IIPEIApaToB;

Nudopmanus 06 mamenenusx: [lynkm 24 usmenen ¢ 3 anpens 2020 2. - @Pedepanvuuiii 3ak0H om 3
anpens 2020 2. N 105-D3
Cm. npedvloywyio pedaxkyuro

24) npuHATHE pELICHUM, SBJSIOUIMXCS OCHOBAHUSMHU JJISi BKIIOUYEHHS JIOMEHHBIX MUMEH U (WJIH)
yKazaTelel CTpaHHWI] CaWTOB B WH(OPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHONW cetn "MHTepHeT", a Takke
CETEBBIX aJPECOB B CAMHYI aBTOMATHU3MPOBAHHYIO HMH(POpMAIMOHHYIO cuctemy "EnuwHbId peectp
JOMEHHBIX HMEH, YyKa3aTeled CTpaHWll CaWTOB B HH(OPMALMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTu
"UnTepuer" u CETEBBIX aJIpeCoB, MO3BOJISIFOILIAX UIEHTU(UITUPOBATH CalThI B
HH()OPMAITMOHHO-TEJICKOMMYHUKAIIHOHHON ceTu "UnTepuer"”, coAeprKalme uHdopmaruio,
pacripoctpanenue KoTopoil B Poccuiickoit ®denepanuu 3ampemieHo", B OTHOIICHWH WH(OpMaIuu,
collepkalieil mpeqIokKeHHEe O PO3HUYHOW TOProBje JIEKApCTBEHHBIMHM MpernapaTamMd, B TOM 4YHCIIE
JTUCTAHIIMOHHBIM  CIIOCOOOM, pPO3HMYHAs TOPIrOBIsS KOTOPHIMM OrpaHWYEeHAa WM 3alpelleHa B
COOTBETCTBUU C HacTOSIIUM DerepalibHbIM 3aKOHOM, U (UJK) UH(pOpMaLMu, coaepKallei npeioKeHue o
PO3HUYHOI TOProBJIE JIEKAPCTBEHHBIMU NpenapaTaMu, B TOM YKCJe AUCTAaHLIMOHHBIM CIOCOO0OM, JTHUIIAMH,
HE MMEIOMIMMH JIMIEH3UU U pa3pellieHUs] Ha OCYIIECTBICHHE TaKOl AESITEeIbHOCTH, €CNIH IOJyYeHHE
JUIEH3UU U pa3pelleHus IPpeIyCMOTPEHO 3aKOHOIaTEIbCTBOM 00 00pallieHUH JIEKAPCTBEHHBIX CPECTB;

Nudopmanust 00 HU3MEHEHUSIX:
01.08.2023 Cuctema 'APAHT 15/136



®enepanbhbiii 3akoH o1 12 anpenst 2010 1. N 61-03 "O06 obOparueHun JIeKapcTBEHHBIX CPeACTB" (C U3BMEHEHUAMH U

Hudopmanus 06 usmenenusx: Cmamovs 5 oonoanena nynkmom 25 ¢ 29 nosops 2019 e. - ®edepanvhutii
saxon om 28 Hosaops 2018 e. N 449-D3

25) BBIJIa4a pa3penieHuid Ha BBOJ B TPAXKIAHCKU 000POT MMMYHOOHOJIOTUYECKHUX JIEKAPCTBEHHBIX
IpernapaToB.

I'APAHT: CM. KOMMEHTapHuH K cTaTtbe 5 HacTosmero @enepabHOTO 3aK0Ha

Nudopmarnus 06 mamenenusx: Pedeparvnvim szakonom om 13 uwna 2015 2. N 233-D3 nacmoswuii
DedepanvHulil 3aK0H 0onoHen cmamvell 5. 1

I'APAHT: Ilonoxenust cratbu 5.1 pacnpocTpaHAIOTCS Ha IOJHOMOYMS (elepajbHBIX OpPraHOB
WCIIOJIHUTENIBHON BJIACTH, KOTOpBIE HE IIEPENaHbl I OCYIIECTBICHHS OpPraHaM TIOCYAAapCTBEHHOU
BJIacTu CcyObekToB P®D u opraHam MeCTHOTO CaMOYIPaBJIEHHsS COOTBETCTBYIOIIUMH (peaepanbHbIMU
3aKOHaMU

Crarba 5.1. Tlepenada ocyIiecTBICHUS TOJTHOMOYHNA (enepaabHbIX OpPraHOB HMCIIOTHUTEIHHON
BJIACTU TpU OOpAIICHUH JICKAPCTBEHHBIX CPEACTB OpraHaM HCHOJHHUTEIBHOM BIacTh
cyobektoB Poccuiickoit denepanuu

[TomHOMOUMS (penepanbHBIX OPraHOB HCIIOJHUTEIBHON BIIACTH MpPU OOPAILICHUU JIEKAPCTBEHHBIX

CPEACTB, IPEAYyCMOTpPEHHbIE HacrosmuMm @DenepanbHbIM  3aKOHOM, MOTYT IIepelaBaTbCs Ul
OCYIIECTBJICHUS  OpraHam HUCHOJIHUTEIBbHOMU BJIaCTH cyosekToB  Poccuiickoit denepaunu
nocra”HosieHussmu IIpasurensctBa Poccuiickont denepanuu B NOpsIKe, yCTaHOBICHHOM PDenepanbHbIM
3aKkOHOM OT 6 OKTs0pst 1999 roma N 184-®d3 "OO o0muX NPUHLIMIAX OPraHU3ALUU 3aKOHOIATEIbHBIX
(IpeICTaBUTENbHBIX) W MCIOJHHUTEIBHBIX OPTaHOB TOCYIAPCTBEHHOM BIacTH cyOBekToB Poccuiickoit
®enepanyn’.

T'APAHT: CwM. koMMeHTapuu K ctathe 5.1 Hactosmero deaepalbHOro 3aK0Ha

Cratbs 6. [TomHOMOYMST OpraHOB UCIIOJIHUTENILHOHN BllacTu cyobekTa Poccuiickoit deneparuu npu

oOpallleHuH JIEKapCTBEHHBIX CPEICTB

K momHOMOYMSIM OpraHoB HCIOJHUTEIHHOW BIAcTH cyObekTa Poccuiickoit denepanuu mnpu
oOpallleHUH JIEKapCTBEHHBIX CPEJCTB OTHOCSTCS:

1) pa3zpaboTka 1 peanu3anusl peTHOHAIBHBIX MIPOrpaMM 0OecTIeyeH s HaceIeHUSs JIEKapCTBEHHBIMU
npernapaTamy;

2) ycTaHOBJIEHHE MPEAETBHBIX Pa3MEPOB ONTOBBIX HAZA0ABOK M MPEIEIbHBIX Pa3MEPOB POSHUUHBIX
Ha70aBOK K (DaKTHUYECKUM OTIyCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJIUTENISMH JIEKAPCTBEHHBIX
[pernapaToB, Ha JIEKAPCTBEHHbIE MpenapaThl, BKIIOYCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOTUMBIX U
BaXHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB;

Hudopmanus o6 usmenenusx: [Iynkm 3 uzmenen ¢ 1 mapma 2020 2. - Dedepanvuviii 3akon om 27
oexabps 2019 2. N 475-D3
Cm. npedvloywyto pedakyuio

3) OCyIIECTBIEHHUE PETHMOHAIBHOTO TOCYJAapCTBEHHOTO KOHTPOJSI 3a MPUMEHEHHEM IIeH Ha
JICKapCTBEHHBIC TMperapaThl, BKIIOUEHHBIE B TIEPEUEHb IKU3HEHHO HEOOXOIMMBIX W BaKHEHIIMX
JICKapCTBCHHBIX TMpENaparoB, OPTraHU3AIMSIMH OINTOBOW TOPTOBIHM JIEKAPCTBEHHBIMU CPEACTBAMH,
ANTeYHBIMH OPTaHHW3AIUAMH, WHINBUAYATbHBIMU MPEANPUHUMATEISIMA, HWMCIOIIUMHU JUIEH3UI0 Ha
dbapManeBTUYECKYI0 JESATEIHOCTh, MEAWIMHCKUMH OpraHU3alldsM{, WMCIOIMIMMH JIMIICH3UI0 Ha
dbapManeBTUYECKYIO JESATEIBHOCTh, W UX O000COOJICHHBIMU TOApa3ACIeHUSIMHU (aMOylIaToOpUsIMHU,
denpamepckuMu 1 QelibIIIepCKO-aKyIIEpCKUMHE yHKTaMU, IIEHTpaMu (OTAEIECHUSIMH) 001Iel BpaueOHOM
(ceMeliHOI) TIPAKTHKH), PACIIOJIOKEHHBIMUA B CEIbCKUX HACENEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIe OPraHU3alINY;

Hudopmanus 06 usmenenusx: Cmamovs 6 oonoanena nynkmom 4 c¢ 1 auneapa 2018 2. - ®edepanvhutii
saxon om 29 urona 2017 2. N 242-D3
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4) npuHsATHE peuleHHs 00 HCIOJB30BAHMU Ha TeppUTOpUH cyOwbekTa Poccuiickoit deneparuu
HapsIy ¢ pelenTaMy Ha JIEKapCTBEHHbBIE MpenapaThl, 0POPMICHHBIMA Ha OyMa)KHOM HOCHUTENE, PELENTOB
Ha JICKapCTBEHHBIE MPenapaThl, CHGOPMHUPOBAHHBIX B (POpPME 3NIEKTPOHHBIX JOKYMEHTOB.

I'APAHT: CM. KOMMeHTapuu K ctatbe 6 HacTosero denepaibHOro 3aK0Ha

I'naBa 3. 'ocynapcTBennas ¢papmaxonest

Cratbs 7. Pa3zpaboTka 1 u31aHue rocy1apcTBEHHOH (hapMaKoIier, pa3MelieHrne JaHHBIX O HeH
1. Tlox rocymapcTBeHHOM (hapMakoreel MOHMMAeTCs CBOA OOMMX (apMaKONMEeHHbIX CTaTel u
(dhapMaKoIeHbIX CTaTeH.

Hudopmanus 06 usmenenusx: Pedepanrvhvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 uacmob 2
cmamou 7 Hacmosuje2o PedepanvbHoc0 3aKOHA 6HeCeHbl UMeHeHus, ecmynaiowjue 6 cury ¢ 1 uwons
2015 a.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

2. Pa3zpaborka o0mux ¢dapMakomeWHbIX cTaTell W (QapMaKONEHHBIX CTaTeil, B TOM YHCIE
dapmakonelHpIx craTei Ha (apMakomeiHble CTaHAapTHBIE O00paslbl, M BKIOYEHHE HX B
rOCYJapCTBEHHYIO (papMakolel0 OCYHIECTBISIIOTCS B IOPSAJKE, YCTAHOBJICHHOM YIHOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM UCIIOJIHUTEFHON BIACTH.

Nudopmarnus 06 msmenenusx: Pedeparvnvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmov 3
cmamou 7 Hacmosaweco DedepanvHo20 3aKOHA 6HeceHvl UsMeHeHus, scmynarowjue 6 cury ¢ 1 uions
2015 2.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

3. PazpaboTtka ¢apmakoneitHOi cTaTbu Ha peepeHTHBIN JICKAPCTBEHHBIN MpenapaT U BKIIOUCHHE
ee B TOCYJapCTBEHHYIO (apMakolel0 B TEUEHHE CpOKa JAEWCTBUS 3alllUThl HCKIIOUUTEIBHOIO IpaBa,
YOCTOBEPEHHOTO0 MAaTEeHTOM Ha peepeHTHBIA JEKapCTBEHHBIN Mpemnapar, OCYIIECTBISIIOTCS C COTJIacus
ero paspaboTuuka.

4. TocynapctBeHHass (apmakomness U3JaeTcsl YHOJHOMOYEHHBIM (eiepalbHBIM  OpPraHOM
HCIIOJTHUTENILHOM BJIACTH 3a CYET CPelCTB (eAepatbHOro OIOKeTa U MOUICKUT Mepeu3JaHusIM He pexe
YeM OJMH pa3 B IATh JIET, B MEPHOJ MEXIY KOTOPBIMU M3AAIOTCS MPHJIOKEHHUS K TOCyAapCTBEHHOM
dapmakoriee, coaepxkamue obmmue (apmakoneiHsle cTaThu W (W) (dapMaKOINeWHbIE CTaThH,
YTBEPKACHHBIE TOCJIE U3/IaHUs WIH NIePEU3AaHus rOCy1apCTBEHHON (hapMaKoIIeu.

5. YnomHoMoOYeHHBIH (enepanbHBIA OpPraH WCIOJHHUTEIBHONW BIIACTH pPa3MENIaeT JaHHBIE O
roCyJIapCTBEHHOM (hapMakoriee ¥ MPUIOKEHUAX K HEll Ha cBoeM ouIlMaIbHOM caiite B cetr "MHTepHET"
B YCTaHOBJICHHOM MM TOPSIJIKE.

I'APAHT: CM. KOMMEHTapuH K cTaTtbe 7 HacTosimero @enepajbHOT0O 3aK0Ha

Hudopmanus o6 usmenenusx: Haumenosanue usmeneno ¢ 1 urona 2021 2. - Pedepanvhbvill 3aK0H Om
11 utons 2021 2. N 170-D3
Cm. npedvloywyio pedaxkyuro

I'naBa 4. JInneH3upoBanne NPONU3BOACTBA JIeKAPCTBEHHBIX CPEACTB U apManeBTHYECKOH
JAeATEeJIbHOCTH, FOCY1aPCTBEHHbIN KOHTPOJIb (HA/A30p) B cepe oOpalieHusi JIeKapCTBEHHBIX CPeICTB

Crarbsn 8. JluneHsupoBaHHWE TPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB W (apMaleBTHUECKON
NeSITeIbHOCTH
1. JIuuieH3upoBaHue MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (hapMalleBTHUECKON AESITeTbHOCTH
OCYIIIECTBIISAETCS B COOTBETCTBUU € 3aKOHOJaTeNbcTBOM Poccuiickort denepanui.
2. OOs3aTenbHBIM YCIOBHEM MPEAOCTABICHUS JHUIEH3UUM Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
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CPE/CTB SIBJISIETCS TPUIIOKEHUE K 3asBJICHUIO COUCKATENs JIMLEH3UHU TEepPEeuHs JIGKAPCTBEHHBIX (OpM U
(unm) BUAOB (hapMaIleBTUYECKUX CyOCTaHINI, KOTOPhIE IPOU3BOIUTENH JIEKAPCTBEHHBIX CPEJICTB HAMEPEH
IIPOU3BOIUTD.

Hudopmanus o6 usmenenusx: Yacmo 3 usmenena ¢ 1 mapma 2022 2. - Pedepanvuviti 3axon om 11
urwonsa 2021 2. N 170-@3
Cm. npedvloywyio peoaxkyuro

3. B cnyyae HeoOXOIUMOCTH PaCIIUPEHUs MTPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (OPM U BUJIOB (hapMalleBTHUECKUX CyOCTaHIIUI MPOU3BOJUTEND JIEKAPCTBEHHBIX CPENICTB
JOJKeH MOJaTh B JIMLEH3UPYIOMIMA OpraH 3asBlIEHHE O BHECEHUHM W3MEHEHUU B peecTp JUIEH3UN Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB.

Hudopmanus 06 usmenenusx: Cmamos 8 oonoanena uacmoio 4 ¢ 29 oexabps 2020 2. - ®edepanvhulii
3axon om 27 dexabops 2019 2. N 481-D3

4. JIuneHsust Ha IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((papMarieBTUYECKON CyOCTaHIIMU CIHpTa
3TUJIIOBOTO (9TaHONA) BBIIACTCA IPH YCIOBUM HAJIM4YUsl y OpPraHM3allMd Ha MpaBe COOCTBEHHOCTH,
XO3SMCTBEHHOTO BEICHUS WM OTNEPATUBHOTO YIPABICHHUS OCHOBHOTO TEXHOJOTHUECKOTO 000PYHOBAHMUS
JUIsL TIPOM3BOJCTBA JTWJIOBOIO CIMPTAa, 3apETUCTPUPOBAHHOIO B COOTBETCTBUM CO cTaTheil 14.1
@enepanbHoro 3akoHa oT 22 HosOps 1995roma N 171-®@3 "O rocymaapCTBEHHOM peEryJMpOBAaHUH
NPOM3BOJICTBA M 00OPOTa 3TUIIOBOTO CIUPTA, ATKOTOJBHOW W CHHPTOCOIEpIKalledl MpOIyKIMH U 00
OTpaHHYEHUU NMOTPeOIeHHs (PACTIUTHS) ATKOTOJIBHON MPOXyKIIUU".

I'APAHT: CM. KOMMEHTapuH K cTaTthe 8 HacTosmero denepaibHOro 3aK0Ha

Nudopmarus 00 usMeHeHusnx: Pedepanvbuviil 3ak0H dononnern cmamveu 8.1 ¢ 29 dexabpsa 2020 e. -
Deodepanvruviii 3axkon om 27 oexabpsa 2019 2. N 481-D3

Crarbsi  8.1. OcoOeHHOCTH JMIIEH3UPOBAHHUS NPOM3BOJCTBA  JIEKAPCTBEHHBIX  CPEICTB
(papmaneBTHUECKOI CyOCTaHIIMU CIIUPTA STUIIOBOTO (ITAHOJIA)

1. JlelicTBMEe JUIEH3MM Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB ((hapMareBTHUECKOM
CyOCTaHIIMM CHHpTa STHJIOBOTO (STaHOJA) MPHOCTAHABIMBAETCS B YacTW IpaBa Ha TNPOMU3BOJCTBO
(dapmarieBTUYeCKON CyOCTaHIIMM CIHMPTAa STHIOBOTO (3TaHOJIA) JHUIEH3UPYIOUIMM OpPraHOM B CIIydasX,
onpeneneHHbIX cratbeit 20 denepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®©3 "O nuueH3upoBaHuu
OTIENbHBIX BUJOB JAEATEIBHOCTU", a TaKXe Ha CPOK IPUOCTAHOBJIECHMS MACUCTBUSA JIMLEH3UM Ha
IPOM3BOJICTBO ATUIIOBOTO CIUPTA JUIsl IPOU3BOJCTBA (papManeBTUUECKO CyOCTaHIIMU CIUPTA STHIOBOTO
(9TaHoOMNa), BRIJAHHON B COOTBETCTBUU ¢ DenepalibHbIM 3aKOHOM OT 22 HOosi0ps 1995 roma N 171-03 "O
rOCYJapCTBEHHOM DETYJIMPOBAHUU IPOU3BOJACTBA M 00OpOTa STHIOBOIO CIHPTA, AaJKOTOJBHOW H
CIIUPTOCOIEPIKAIICH MTPOIYKIINH U 00 OTpaHHYEHUHN TOTPEOICHHS (PACIUTHS) AIKOTOJIBHOM MPOTYKITHH .

2. JleWicTBME JUICH3MM Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPeICTB ((hapMareBTHUECKOM
CyOCTaHIIMM CIHUPTa S3TWIOBOrO (STaHONA) B YAcTH IpaBa Ha MPOU3BOJACTBO (hapMareBTHUECKON
CyOCTaHIIMM CHHpPTa STHIOBOTO (3TAHOJA) NPEKpaIlaeTcs JULEH3UPYIOIIUM OpraHoM B CIy4Yasx,
onpeneneHHbIX cratbeit 20 denepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3upoBaHUU
OTIENbHBIX BUJOB JAEATEIBHOCTU", a TaKXe C JaTbl IPEKPALEHUS WIM aHHYJUPOBAaHUSA JEHCTBUSA
JMILIEH3MM Ha TPOM3BOJICTBO ATUJIOBOTO CHHUpPTA JUIA MPOM3BOACTBA (hapMalEeBTHUECKOW CyOCTaHIMH
CIUpTa 3TUJIOBOTO (9TaHOJA), BBIIAHHOW B COOTBeTCTBHH ¢ DenepanbHbIM 3aKOHOM OT 22 HOSOps
1995 roga N 171-®3 "O rocyaapcCTBEHHOM peryJIupOBaHHU MPOU3BOACTBA U 000pOTa STUIOBOTO CIIHUPTA,
QIKOTOJIBHOM M CHHPTOCOJEpKalled MNpOAYKIMH M 00 OrpaHWYeHUH TNOTpedseHus (paciuTHs)
AJIKOTOJIBHOM MPOTyKIUu".

Nudopmanus 06 mamenenusnx: Cmamovs 9 usmenena ¢ 1 uwona 2021 e. - Pedepanvuviil 3axon om 11
uronsa 2021 2. N 170-D3
Cm. npedvloywyio peoaxkyuro

Cratbs 9. ['ocynapcTBeHHBIN KOHTPOJIH (HaI30p) B cdhepe oOpalineHust IeKapCTBEHHBIX CPEJICTB
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1. TocynmapcTBeHHBIII KOHTpOJdb (HaA30p) B cdepe oOpamieHHus JIEKAPCTBEHHBIX CPEICTB
OCYILIECTBIISICTCSI MTOCPEACTBOM  (peIepalbHOTO TOCYIapCTBEHHOTO KOHTposisi (Haa3opa) B cdepe
oOpamieHus: JIEKapCTBEHHBIX CPEIACTB M (peepanbHOro TOCYJapCTBEHHOTO JIMLEH3MOHHOTO KOHTPOJIS
JeSITEIBHOCTH 10 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBISIEMBIX (hefiepallbHbIMUA OpTraHaMU
UCIIOJIHUTENILHOM BIIACTH, YIIOJTHOMOYEHHBIMU [IpaBuTtensctBoM Poccuiickon denepanuu.

2. TlpemmeToM QenepalbHOTO TOCYJapCTBEHHOTO KOHTpouiss (Ham3opa) B cdepe obOparieHus
JIEKapCTBEHHBIX CPECTB SBISIOTCS:

1) cobmonenne o0s3aTeNbHBIX TpeOoBaHMid B cepe oOpalieHus JEKapCTBEHHBIX CPEICTB, B TOM
qruce:

a) TpeOOBaHMI K JOKIMHUYECKHMM MCCIIEOBAHUSAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
UCCIICIOBAaHUSAM JICKAPCTBEHHBIX MPENapaToB, W3TOTOBJICHHUIO, XPAaHEHHIO, IIE€PEBO3KE, BBO3Y B
Poccuiickyto ®enepanunio, OTIYCKy, pealu3aluy, Iepeaade, MpoAaKe JEKapCTBEHHBIX CPEICTB,
INPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToB, YHUYTOXKEHUIO JICKAPCTBEHHBIX CPEJACTB, YCTAHOBICHHIO
NPOM3BOIUTENSIMHI JICKAPCTBEHHBIX INpPENapaToB IIEH Ha JIEKAPCTBEHHBIC NpenapaThl, BKIIOYCHHBIC B
nepeveHb )KU3HEHHO HEOOXOAUMBIX M BaKHEHIIINX JIEKapCTBEHHBIX IPENapaToB;

0) TpeOOBaHMI K COOTBETCTBHMIO JIEKAPCTBEHHBIX CPEACTB, HAXOMSALIMXCS B OOpalleHHH,
NoKa3aTessiM KauecTBa, 23(pPEeKTUBHOCTH M O€30MaCHOCTH, YCTAHOBIEHHBIM B COOTBETCTBUHU C HACTOSIIUM
®enepanbHbIM 3aKOHOM;

B) TpeOOBaHUI K COONIONEHUIO CYyOBEKTaMH OOpaIleHUs JIEKAPCTBEHHBIX CPEICTB, YKAa3aHHBIX B
yactu 1 crateu 67.1 Hacrosmero ®denepanbHOrO 3aKOHA, OTPAHUYEHMM, HalaraeMelx cratbiMu 67.1 u
67.2 nacrosuero denepanbHOro 3aKoHa;

2) coOmofieHWE JIMIEH3HMOHHBIX TpeOOBaHMH K  OCYILECTBICHHIO  (DapMalneBTHUECKOM
NeSITebHOCTH;

3) cobmoaenne TpeOOBaHUI K MPEOCTaBICHUIO CyObEeKTaMu 0OpallleHusl JIGKApPCTBEHHBIX CPE/ICTB
UHPOPMALIMU O JICKAPCTBEHHBIX CPEACTBAX M (MJIHM) JIEKapCTBEHHBIX Npernaparax, MpeayCMOTPEHHOM
cratbsimu 9.1, 52.1 u 64 Hactosero denepanbHOro 3aKOHA;

Nudopmarnus 06 msmenenusx: Yacmov 2 oononnena nynkmom 4 ¢ 1 mapma 2023 2. - Dedepanvhulii
saxon om 20 oxmsaops 2022 2. N 405-D3

T'APAHT: Ilonoxenus nynkra 4 npumMensitorcs 10 1 mapta 2026 r.

4) cobmrofeHne MPeTyCMOTPEHHBIX cTaThei 55.1 HacTosmero denepanbHOro 3aK0Ha TpeOoBaHUI
K IIPOBEJCHUIO 3KCIEPUMEHTA 110 OCYIIECTBICHUIO PO3HUYHON TOProBIIM JIEKAPCTBEHHBIMU IIpeniapaTaMu
JUIsL  MEOULMHCKOTO TNPUMEHEHHs, OTIYCKaeMbIMU II0 PELENTy Ha JEKapCTBEHHBbI mpemnapar,
JUCTAHIIMOHHBIM CIIOCOOOM.

3. Ilpu ocymecTBieHUH (eaepalbHOTO TOCYyNAapCTBEHHOTO KOHTposis (Haa3opa) B cdepe
oOpamieHus: JIEKapCTBEHHBIX CPEICTB MPOBOAATCS CIEAYIOUIME BHUIBl KOHTPOJBHBIX (HAA30PHBIX)
MEPOIPUATHHN:

1) noxyMeHTapHasi IpOBEPKa;

2) Bble3HAasI IPOBEPKA;

3) BBIOOPOYHBII KOHTPOJIb KAUueCTBa,

4) KOHTpOJIbHAS 3aKyIIKa;

5) MHCTIEKITMOHHBIN BU3HT;

6) HaOmoJgeHHe 3a COONIOZCHHEM O00s3aTeNbHBIX TPeOOBaHUI (MOHUTOPUHI OE30MACHOCTH)
(papmaxonamzop).

4. OpraHu3anus U ocyIecTBIeHHE (eaepaTbHOr0 rocy1apCTBEHHOTO KOHTPOIIs (Hau3opa) B cdepe
oOpalieHus: JIeKapCTBEHHBIX CPEICTB perynupyiorcs PenepanbHbiM 3akoHoM oT 31 wumtona 2020 roxa
N 248-®3 "O rocynapcTBEHHOM KOHTpoJe (HaA30pe) M MyHUIUNAIBHOM KOHTposie B Poccuiickoit
Oenepanun".

5. BHemiaHOBBIM BBIOOPOYHBIM KOHTPOJIb KauecTBa IMPOBOAUTCS B TOM 4YHCJIE€ HAa OCHOBaHUU
IIPOrPaMMBbI IIPOBEPOK.

6. I1maHOBBIM BEIOOPOYHBIN KOHTPOJIb Ka4ecTBa HE MTPOBOIUTCS.

7. 1o pe3ynbTaTamMm BHIOOPOYHOTO KOHTPOJIS KauecTBa HAPSAY C PELICHUSAMH, MPEyCMOTPECHHBIMH
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®epnepanbubiM 3akoHOM OT 31 uronst 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoJie (Haa30pe) u
MYHUIIUIAIBLHOM KOHTpojie B Poccuiickoit ®denepanmu”, ¢enepaibHbIMH OpraHaMH HCIOJHUTEIBHON
BJIACTH, YIOJHOMOYEHHBIMM HAa OCYIIECTBICHHE BBIOOPOYHOTO KOHTPOJS KadecTBA, NPUHUMAIOTCS
CJIEYIOLINE PEILICHMUS:

1) o nmampHeimeM rpaxaaHcKoM 00OpOTE CEepHM, MAPTHU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CPEJICTBA B Cilydyae MOATBEPXKACHUSA IO PE3yJbTaTaM MPOBEACHHBIX MCIBITAHUN COOTBETCTBMS KauecTBa
JIEKapCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM TPEOOBaHUAM;

2) 00 u3BATHM M3 TPAKIAHCKOro 00OpOTa CEpUH, MAPTHHU COOTBETCTBYIOLIETO JEKAPCTBEHHOTO
CPEJICTBA B CIy4yac BBIABIEHHUS MO pPeE3yJbTaTaM IPOBEACHHBIX HCIBITAHUM HECOOTBETCTBUS KauecTBa
JIEKapCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM TPEOOBAHUAM;

3) o mepeBojlie JEKAPCTBEHHOTO CpEACTBA HA IOCEPUHHBIA BBIOOPOYHBIN KOHTPOJbL KayecTBa
JIEKaPCTBEHHBIX CPEICTB B CIIy4ae IOBTOPHOT'O BBISIBICHHS HECOOTBETCTBUS KadyeCTBa JIEKAPCTBEHHOI'O
CpEICTBAa yCTAHOBJICHHBIM TpeOOBaHUSAM U (MPH HEOOXOTUMOCTH) O TpPOBEpKe CyObeKTa oOpalieHus
JIEKapCTBEHHBIX CPEACTB. Pacxospl, CBA3aHHBIC C MPOBEACHUEM IMOCEPUIHOIO BBIOOPOYHOTO KOHTPOJIA,
OIJIAUMBAIOTCSI TIPOM3BOJIUTENEM JICKAPCTBEHHOTO CpPEACTBa JIMOO Jiep)KaTejleM WM BIaJAebleM
PErUCTPaMOHHOIO YAOCTOBEPEHNUS JIEKapCTBEHHOT'O Mpernapara.

8. denepasibHBII TOCYIaPCTBEHHBIN JIMLIEH3UOHHBIH KOHTPOJIb JIEATENBHOCTH 110 IPOU3BOICTBY
JICKApCTBEHHBIX CPEACTB OCYLIECTBISETCS B COOTBETCTBUHM C 3aKOHOAATENILCTBOM Poccuiickoin
denepanuu.

I'APAHT: CMm. KOMMEHTapuu K ctatbe 9 HacTosmero denepaibHOro 3aK0Ha

Nudopmanus 06 msmenenusix: rasa 4 oonoanena cmamveu 9.1 ¢ 1 wona 2021 2. - Deodepanvhulii
saxon om 11 utons 2021 2. N 170-D3

Cratbs 9.1. IIporpamma npoBepok

1. B nensx opranuzanuy BBIOOPOYHOTO KOHTPOJIS KaYeCcTBa JIEKAPCTBEHHBIX CPEICTB (OPMHUPYETCS
IporpaMMa IIpoBEpOK.

2. Jlna ueneil peanusaly NporpamMmbl MIPOBEPOK IPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aluy, OCYIIECTBISIOIIME BBO3 JICKAPCTBEHHBIX cpeacts B Pocculickyro  @expepanuro,
IPEIOCTAaBIAIOT B OTHOIIEHWM JIEKAPCTBEHHBIX CPEACTB JUISI MEOUIMHCKOTO IIPUMEHEHHS B
YIIOJIHOMOYEHHBIA (eiepalbHbIii OpraH MCIOJHUTEIBHON BIIACTH, OCYIIECTBISIOMUN (QyHKIUH 110
KOHTPOJIO M HaA30py B cdepe 3ApaBOOXpPAHEHUS, B OTHOIIEGHUH JICKAPCTBEHHBIX CPEACTB IS
BETEpPUHAPHOIO TIPUMEHEHHUS B YIOJIHOMOYEHHBIH (eaepanbHblii OpraH MCIOJHHUTEIBHON BIIACTH,
OCYILECTBIISIOUTINH (PYHKIIMHU 110 KOHTPOJIIO U HAA30py B cdepe oOpalieHus JeKapCTBEHHBIX CPEJCTB IS
BETEPUHAPHOTO NPUMEHEHMSI, CBEICHUS O CEpPUAX, MAPTUAX JIEKAPCTBEHHBIX CPEICTB, IMOCTYNAIOIIUX B
rpaxxaanckuii obopor B Poccuiickoit ®Denepanuu, B TOpSAKE, COCTaBe U 00BEME, YCTaHOBJICHHBIX
yKa3aHHBIMH (hefepalbHbIMU OpraHaMH UCIIOJIHUTENILHOW BJIACTU B OTHOIIECHUH JICKAPCTBEHHBIX CPEICTB
JUISL MEOUIIMHCKOTO TIPUMEHEHMsI M B OTHOIIEHHWU JIEKAPCTBEHHBIX CPEJICTB JJs BETEPUHAPHOIO
IIPUMEHEHHUS] COOTBETCTBEHHO.

3. Iporpamma mpoBepok ¢opMmHUpyeTcss Ha KajeHOapHbBId rox B cpok 1o 30 nexaOpst roxa,
NPEIIECTBYIOUIETO TOAY MPOBEICHHS BHIOOPOUYHOTO KOHTPOJIS.

4. B cnyyae HacTymJIeHHs COOBITMH, YKa3aHHBIX B moAmyHkrax "0" u "B" myHkTa 2 yactu 6
HACTOsIEH cTaThH, (hefepabHBIM OPraHOM HCIOJIHUTENBHOM BIIACTH, OCYIIECTBISIOUIMM (YHKLIUHU TI0
KOHTPOJIIO M Hax30py B cdepe 3apaBOOXpaHEHUs, (enepaabHbIM OpPraHOM HCIOJIHUTEIBHOW BIIACTH,
OCYILECTBIISIOUIMM (PYHKIIMHU 110 KOHTPOJIIO U HaI30py B chepe oOpalieHus JIeKapcTBEHHBIX CPEJCTB IS
BETEPUHAPHOTO MMPUMEHEHHS, IIPH HEOOXOAMMOCTH BHOCSITCS COOTBETCTBYIOIINE U3MEHEHHS B TIPOTPAMMY
IIPOBEPOK.

5. B nporpaMMy poBEpOK MOT'YT BKJIIOYaThCSI MEPONPUATHUS C yUETOM HapyIIEHUH, BBISBICHHBIX B
paMKax KOHTPOJIBHBIX (HaJ30pHBIX) MEPOIIPUATHI 3a NPEAbIAyIIUI KaJleHIapHbIN TO.

6. IIporpaMmma poBEpOK COAEPIKUT:

1) mepedeHp JeKapCTBEHHBIX CPEIACTB, OTOOP 00pa3I0B KOTOPHIX OyIET OCYIIECTBISATHCS B paMKax
BBIOOPOYHOTO KOHTPOJIS, (POPMHUPYEMBIH ¢ YI€TOM Pe3yIbTaTOB rOCyIapCTBEHHOIO KOHTPOJIS (Haa30pa) B
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®enepanbublii 3akoH ot 12 anpens 2010 1. N 61-®3 "O6 obpaleHny JeKapcTBEHHBIX CpelCTB" (C U3MEHEHUSMH U

cdepe oOpaleHHs JIEKAPCTBEHHBIX CPEICTB 3a KaJCHIApHBIA T'oJl, NPEAMECTBYIONIMNA TOAYy MPOBEACHUS
BBIOOPOYHOTO KOHTPOJIS;

2) yka3aHue Ha COOBITHE, HACTYIUIEHHE KOTOPOIO SBIISIETCS OCHOBAHUEM [UIS OCYIIECTBICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) TOJyYCHUE CBEJCHUH, MPEJICTABIIIEMBIX B COCTaBe U 00bEME, YCTAaHOBJICHHBIX (peaepanbHbIM
OpPraHOM HCIIOJIHUTEIBHON BIJIACTH, OCYLIECTBISAIOMIMM (YHKIMH IO KOHTPOJIO M Haa3opy B cdepe
31IpaBOOXpaHeHHs, (efepaTbHbIM OPraHOM MCIOJHHUTEIBHON BIIACTH, OCYIIECTBISIONIMM (DYHKIUHU IO
KOHTPOJIIO ¥ HaJ30py B cdepe oOpallleHus JIEKapCTBEHHBIX CPEACTB JJIS BETEPHHAPHOTO IMPUMEHEHUS, O
cepusiX, MapTHAX JICKAPCTBEHHBIX CPEACTB, IMOCTYMAIOUIMX B TpakJaHCKuil obopoT B Poccuiickoit
@enepaly, YyKa3aHHbIX B IYHKT€ 1 HacTosleld YacTH, OpraHM3alsIMH, OCYLIECTBIISIOIIUMU
IIPOU3BOJACTBO JICKAPCTBEHHBIX CpeAcTB B Poccuiickoit denepanuu U BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuro;

0) moy4eHue MoCTynaroulel B MopsAIKe, YCTAaHOBIEHHOM cTaThel 64 HacTosiiero denepanbHOTo
3aKoHa, HHPOPMALIMU O MOOOYHBIX JNEHCTBHAX, HEXKEJATEIbHBIX PEAKLHUIX, CEPhE3HBIX HEXKeIaTeIbHbBIX
peakuusax, HENPEIBUACHHBIX HEXEJIAaTEIbHbIX PEAKIMUAX IPU IMPUMEHEHUU JIEKAPCTBEHHBIX IPENapaToB,
00 MHIMBUAYAIbHOW HENEPEHOCUMOCTH, OTCYTCTBHM 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX MpPENapaToB, a
TaKkke 00 MHBIX (aKTax U OOCTOATENBCTBAX, MPEICTABIAIONIMX yrpo3y KU3HU WM 3/I0pPOBBIO YeOBEKa
a100 KMBOTHOTO MpPH NPUMEHEHMM JIEKAPCTBEHHBIX IIPENapaToB W BBIBICHHBIX HA BCEX JTamax
oOpalieHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit deaepanuu u Ipyrux rocynapcraax;

B) noiyiyueHue B cooTBercTBUM ¢ DenepanbHbiM 3akoHOM 0T 31 mrons 2020 roma N 248-03 "O
rOCyJapCTBEHHOM KOHTpoJie (Haa3ope) M MyHHMIMNAIbHOM KOHTposie B Poccuiickoit ®enepauun"
CBEJICHUI O NMPUYMHEHUM Bpena WM o0 yrpo3e NPUUMHEHHS Bpela XHU3HH, 370POBBIO TPAKIAH HIU
KUBOTHBIX.

Nudopmanus 06 mamenenusx: [71asa 4 oonoanena cmamveu 9.2 ¢ 1 uona 2021 2. - Deodepanvhuiii
saxon om 11 utons 2021 2. N 170-D3

Cratbs 9.2. ['ocymapcTBEHHBIN KOHTPOJIL (HAI30p) 3a peanu3anueii opraHaMu HCIIOJTHUTEIIbHON
BlacTu cyOnbekToB Poccuiickoit ®eneparuu  moiaHoMouuid B cepe oOparmieHHs
JIEKapPCTBEHHBIX CPEJICTB ISl METUIIUHCKOTO MPUMEHEHUS

1. TocymapcTBeHHBIN KOHTpOJIb (HAA30p) 3a peanu3aldeld OpraHaMH HCTIOJHUTEIHHOW BJIACTH
cyobekToB Poccmiickoit ®Denepanuu mosiHOMOYHMH B cepe oOpaiieHus JIeKapCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPUMEHEHUSI OCYIIECTBIAETCS yHnoJHOMOuYeHHBIM [IpaBuTensctBom  Poccuiickoit
®denepaliv OpraHOM UCTIOJHUTENBHOM BIACTH.

2. TlpemMeTroM TOCYIapCTBEHHOTO KOHTpOJs  (Hag3opa) 3a peanu3anueld  OpraHamu
WCITOJTHUTENIbHONH BlacTh CcyOwbekToB Poccuiickoii ®enepanmu moaHoMouuid B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKOTO TMPUMEHEHHs SIBJSETCS COOJIOJECHUE YIIOJHOMOYEHHBIMU
opraHaMy HCIOJHUTEIBLHON BiacTH cyObekToB Poccuiickoit denepanii METOIUKH YCTAHOBJICHUS
IpelelbHbBIX pa3MepoB ONTOBBIX HAA0ABOK U MpEAENbHBIX pPAa3MEPOB PO3HUYHBIX HAI0aBOK K
(daKkTUYECKUM OTIYCKHBIM 1I€HaM, YCTaHOBJICHHBIM MPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IMpenaparoB, Ha
JICKapCTBEHHbIE TMIpenapaThl, BKIIOUYEHHBIE B TMEPEYEHb IKUZHEHHO HEOOXOAMMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX MPENapaToB.

3. Tlpu ocymiecTBIEHUH TOCYJApPCTBEHHOTO KOHTPOJA (HAA30pa) 3a peanu3alueil opraHaMu
WCITOJTHUTENIbHONH BlacTh CcyObekToB Poccuiickoii ®enepanmu mogHoMouuid B cdepe oOpamieHus
JIEKapPCTBEHHBIX CPENICTB IJI MEAUIIMHCKOTO IPUMEHEHHUS ITPOBOSATCS CIEAYIONIUE BUABI MEPOTPUATHI:

1) nOKyMeHTapHbIe IPOBEPKH;

2) BBIC3/IHBIE TIPOBEPKH.

4. OpraHmzanus W OCYIIECTBICHHE TOCYJAApCTBEHHOTO KOHTpOJsl (HaA30pa) 3a peamn3aiuei
opraHaMy HCIIOJIHUTEIIbHONH BJacTu cyObekToB Poccuiickoit @Dexnepanuu moaHOMOYHN B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEACTB Il MEIUIIMHCKOTO MPUMEHEHHUs peryinupyrorcs PenepaibHbIM
3ak0HOM OT 6 OKTAOps 1999 roga N 184-®3 "O6 oOmux mpUHIMIAX OpraHU3aIMU 3aKOHOATEIbHBIX
(MpencTaBUTENBHBIX) W HMCIOJHUTEIBHBIX OPraHOB TOCYAApCTBEHHOM BIacTH CyOBEeKTOB Poccuiickoii
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®enepanyn”.

5. TlomoxxeHue O TOCYJApCTBEHHOM KOHTpojie (Haa30pe) 3a peaju3alueldl opraHamu
UCTIOJIHUTENIbHOW BiacTH CcyObekToB Poccuiickoit ®Denepanun mogHoMouuil B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEICTB I MEIULUHCKOrO NpUMEHEHHs yTBepxkaaercs IIpaBurensctBoM Poccuiickoin
Denepanuu.

Nudopmanus 06 mamenenusx: [71asa 4 oonoanena cmamveu 9.3 ¢ 1 uona 2021 2. - Deodepanvhuii
saxon om 11 utons 2021 2. N 170-D3

Cratbsi 9.3. PervoHanbHBI TOCYNapCTBEHHBIH KOHTPOJIb (HAA30p) 3a NMPUMEHEHHEM IIEH Ha
JIEeKapCTBEHHBIE Tpenaparhbl, BKIIOUYEHHBIE B MEpEYCHb >KU3HEHHO HEOOXOAMMBIX H
BaYXHEHIIINX JIEGKAPCTBEHHBIX MPENapaToB

1. PernoHanbHbpIN TOCY1apCTBEHHBIA KOHTPOJIh (HAA30P) 32 MPUMEHEHUEM IICH Ha JICKAPCTBEHHBIE
npenaparsl, BKIIOYEHHbIE B TEpEYCHb JKU3HEHHO HEOOXOIMMBIX M BaXKHEUIIMX JIEKaPCTBEHHBIX
MpenapaTroB, OCYHIECTBISETCS OPraHOM HCIOJHUTEIBLHON BiacTH cyObekTa Poccuiickoit deneparum,
YIOJITHOMOYEHHBIM BBICIIMM HCTIOJHUTEIHHBIM OPraHOM TOCYJapCTBEHHOH BiIacTH CyObekTa Poccuiickoit
denepanuu.

2. IlpenMeToM pEernoHaIbHOTO TOCYAapCTBEHHOTO KOHTPOJIsA (Haa30pa) 3a MPUMEHEHHEM 1LIeH Ha
JICKapCTBEHHbIE IIpenapaThl, BKIIOUYEHHBIE B TMEPEYEHb IKUZHEHHO HEOOXOAMMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX  TpernapaTroB,  fABISETCS  COOJIOJEHHE  OpraHM3alMsIMH  ONTOBOM  TOPTOBIU
JIEKapCTBEHHBIMHU CPE/ICTBAMH, alTEYHBIMU OpPraHU3alUSMHU, WHIUBUAYAIbHBIMU MpEANPUHUMATEISIMH,
UMEIOUIMMH  JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JAEATEIbHOCTh, MEIULIUHCKUMU OpTraHU3alUsIMH,
UMEIOUIUMHU JINLEH3UI0 Ha (apMalleBTUUECKYIO JAEATEIbHOCTh, U UX 000COOJIEHHBIMH TOJpa3AeIeHUSIMU
(amOynaTopusamu, GenpbAMEPCKUMHA U (DENTbIIIEPCKO-aKyIIEPCKUMH IMTyHKTaMH, IIEHTPaMH (OTACICHHUSIMH )
oOmeli BpadeOHOW (CeMEHHOMN) MpPaKTHUKU), PACHOJOXCHHBIMH B CEJIBCKHX HACEJICHHBIX ITyHKTax, B
KOTOPBIX OTCYTCTBYIOT AamnTeUHble OpraHu3alud, TMpU peanu3aliy JIEKapCTBEHHBIX IpEenapaToB
TpeOOBaHUIl K MPUMEHEHHIO II€H, YPOBEHb KOTOPBIX HE [OJKEH IMPEBbIIATh CyMMY (aKTHYEeCKOU
OTIYCKHOM I1I€HBbl, YCTAHOBJIEHHON NPOU3BOJUTENIEM JIEKAPCTBEHHBIX IpENnaparoB, U KOTOpbIe HeE
MPEBBIIIAIOT 3aPETUCTPUPOBAHHBIX MPEIEIbHBIX OTIYCKHBIX LIEH, U Pa3MEPOB ONTOBBIX HAZA0AaBOK U (HJIN)
pa3MepoB PO3HUYHBIX Ha/J0aBOK, HE MPEBBHIIIAIONINX COOTBETCTBEHHO Pa3MEpOB IMpeleibHBIX ONTOBBIX
HaJ0aBOK U (MJIM) pa3MEpOB MPEIETbHBIX POZHUYHBIX HAJ0aBOK, YCTAHOBICHHBIX B CyOBekTe Poccuiickoii
denepanuu.

3. Opranuzanusi ¥ OCYILIECTBICHHE PETHOHAILHOIO TOCYAapCTBEHHOrO0 KOHTpOJA (Ham3opa) 3a
IIPUMEHEHUEM IIeH Ha JIEKapCTBEHHBIE MpernapaThl, BKIIOYCHHbIE B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEHIIUX JICKAPCTBEHHBIX MpenapaToB, perynupyrorca Oeaepanbasiv 3akoHoM oT 31 uronst 2020 rona
N 248-®3 "O rocyaapcTBEHHOM KOHTposie (HaA30pe) W MYyHHUIIMIAIBRHOM KOHTpoje B Poccuiickoi
®Denepanun".

4. TlonoxeHne 0 PETHOHATIHLHOM TOCYAapCTBEHHOM KOHTpoOJie (HaA30pe) 3a MPUMEHEHUEM IIeH Ha
JICKapCTBEHHbIE TMIpenapaThl, BKIIOUYEHHBIE B TMEPEYEHb IKUZHEHHO HEOOXOAMMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX IPENapaToB, YTBEP)KIACTCS BBHICIIUM HCIOJIHUTEIBHBIM OPraHOM TOCYAapCTBEHHOM
Biactu cyowrekta Poccuiickoit deneparun.

Nudopmarnus 06 msmenenusx: 7rasa 4 oonoanena cmamveu 9.4 ¢ 1 wona 2021 2. - Deodepanvhulii
saxon om 11 utons 2021 2. N 170-D3

Cratba 9.4. denepanbHblii TOCYAApCTBEHHBIM JIMIIEH3UOHHBIM KOHTPOJb JEATEIBHOCTH IO
IIPOU3BO/ICTBY JIEKAPCTBEHHBIX CPENICTB

1. ®enepanbHbi TOCYAAPCTBEHHBIN JIMIIEH3UOHHBIM KOHTPOJIb AESTEIBHOCTU IO HPOU3BOJCTBY
JICKapCTBEHHBIX CPEICTB OCYWIECTBIsETCS (heAepalibHBIMU OpraHaMU  HUCIIOJIHUTENFHOW — BIJIACTH,
ynosHoMoueHHbIMU [IpaBurenscTBoM Poccniickoit denepanun.

2. ®denepanbHbll TOCYAAPCTBEHHBIA JMIIEH3UOHHBIM KOHTPOJIb AESTEIBHOCTU IO MPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEJCTB OCYLIECTBISETCS B COOTBETCTBUU ¢ DenepanbHbiM 3akoHOM OT 4 mast 2011 rona
N 99-®3 "O nuueH3upOBaHUM OTAEIBHBIX BUIOB AedrenabHOCTH" U DenepaibHbIM 3aKOHOM OT 31 urons

01.08.2023 Cuctema 'APAHT 22/136



®enepanbhbiii 3akoH o1 12 anpenst 2010 1. N 61-03 "O06 obOparueHun JIeKapcTBEHHBIX CPeACTB" (C U3BMEHEHUAMH U

2020 roma N 248-®3 "O rocyaapCTBEHHOM KOHTpoJe (Haa30pe) W MYHHULIMIAIBHOM KOHTpOJE B
Poccmiickoit ®enepanun". B pamkax ¢deaepanbHOT0 TOCYJapCTBEHHOTO IHUICH3MOHHOTO KOHTPOJIS
JEATENIBHOCTH 110 TPOM3BOACTBY JIEKAPCTBEHHBIX CPEJCTB IUIAHOBBIE KOHTPOJIBHBIE (HAA30pHBIE)
MEPONPUSITHUS HE MPOBOJATCSA, IPU ITOM MPOBOJUTCSH NEPUOAMUYECKOE IOATBEPKIECHUE COOTBETCTBUS
JMILIEH3UATOB JIMLEH3UOHHBIM TpeOOBaHUSM B cooTBeTcTBUM ¢ DenepanbHbIM 3aKOHOM OT 4 Mad
2011 roga N 99-@3 "O nuueH3upOBaHUU OTIENbHBIX BUJIOB A€ATEIBLHOCTH" .

I'maa 5. Pazpa0doTka, JOKJIMHHYECKHE UCCICAOBAHUS JIEKAPCTBEHHBIX CPEICTB, a TAKKe
KIHMHUIECCKHUE HCCIICTOBAHUA JICKAPCTBCHHBIX MpenapaToB AJisl BETCPUHAPHOIO MIPUMECHECHUSA

Cratbs 10. PazpaboTka 1eKapCTBEHHBIX CPEICTB

1. Pa3paboTka IIeKapCTBEHHBIX CPEACTB BKIOYAeT B ceOs TMOMCK HOBBIX (PapMaKOIOTHYECKH
aKTUBHBIX  BEIIECTB, IOCIEAYIOIIee M3YYCHHE UX JIGKAPCTBEHHBIX CBOICTB, JIOKJIMHUYECKUE
UCCIIEIOBaHMs, pa3pabOTKy TEXHOJIOTUH NPOM3BOACTBA (hapMalleBTHUECKUX CyOCTaHLUM, pa3paboTKy
COCTaBOB U TEXHOJIOTH MTPOU3BO/ICTBA JIEKAPCTBEHHBIX MPETapaToB.

2. @unaHCcoOBOE obecnieueHne pa3padOTKH JIEKAPCTBEHHBIX CPEJICTB OCYILIECTBIISIETCS 3a CUET:

1) cpencTs denepanibHOTO OOIKETA;

2) cpencTB pa3pabOTYMKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpeAcTB MIPOU3BOAUTENECH JIeKapCTBEHHBIX CpeAcTB npu BBITTOJIHEHUH
HAYYHO-HMCCIIEJOBATENbCKUX paboT MO JOrOBOpPY MEXAY pa3padOTUMKOM JIEKAPCTBEHHBIX CPENCTB H
IPOU3BOIUTEIIEM JICKAPCTBEHHBIX CPE/CTB;

4) MHBIX HE 3allpeIlleHHbIX 3aKOHOAaTeNbCTBOM Poccuiickoit denepanny HCTOUHUKOB.

3. IlpaBa  pa3paboTumka  JIEKAPCTBEHHOTO  CPEACTBA  OXPAHSIOTCS  TPaKIAHCKUM
3aKOHOJATEILCTBOM.

I'APAHT: CwMm. komMmeHTapuu K cratbe 10 HacTosmero denepaibHOro 3akoHa

Crarba 11. JIOKIMHHMYECKOE WCCIEAOBAHUE JIEKAPCTBEHHOIO CPEACTBA ISl MEAUIIMHCKOTO
MIPUMEHEHUS
1. JloknmuHWYECKOE HCCIAEAOBAHHUE JICKAPCTBEHHOTO CPEACTBA I MEIUIIMHCKOTO MPUMEHCHHS
MPOBOJIUTCA TyTeM NPUMEHEHUS HAyYHBIX METOJOB OIICHOK B IEJAX TOJYyYCHHS JOKa3aTelIbCTB
0e30macHOCTH, KauecTBa M 3PHEKTHBHOCTH JIEKAPCTBEHHOTO CPEJICTBA.

Nudopmarus 00 usmeneHusx: Pedepanvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ uacmy 2
cmamovu 11 nacmoswezo PedepanbHoeo 3aKOHA 6HeCeHbl UMEHeHUs, Cmynaiowue 6 cuny c¢ 1 uwona
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. JIOKJIMHUYECKOE MCCIEN0BAHUE JIEKAPCTBEHHOIO CPEACTBA JUIsl MEIULMHCKOTO IPUMEHEHHUS
IPOBOJUTCS B COOTBETCTBHHM C TMpABWIAMHU Hajajexaiield 1abopaTOpHON NpPaKTUKH, YTBEPIKICHHBIMH
YIOJIHOMOYEHHBIM (heiepaibHBIM OPraHOM HCTIOJIHUTENBHON BIIACTH.

Nudopmarnus 06 mamenenusx: Pedeparvnvim sakonom om 2 uwna 2013 2. N 185-D3 6 uacme 3
cmamou 11 nacmosawezo PedepanbHo20 3aKOHA BHECEHbl USMEHEHUs, ecmynalowjue 6 cury ¢ 1 cenmsaops
2013 2.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

3. ng opraHu3alliy U MPOBEIEHUS JOKIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOIO CpEACTBa
JUISE  MEIUIMHCKOTO TPUMEHEHUs pa3pabOTUMKHU JIEKAaPCTBEHHBIX CPEACTB MOTYT IPUBJIEKATh
HAy4YHO-HCCIIeIOBATEeNIbCKUE OpraHu3aliy, oO0pa3oBaTeIbHble OpraHU3allid BBICIIETO0 00pa3oBaHUS,
UMEIoIe HeoOXOIUMYI0 MaTepHUaIbHO-TEXHUYECKYIO0 0a3y U KBATM(QHUIMPOBAHHBIX CIIELHUATINCTOB B
COOTBETCTBYIOIIEH 001aCTH UCCIIETOBAHMUSL.

4. JloxknMHUYECKOE HCCIeOBaHUE JIEKAPCTBEHHOTO CPECTBA JJS MEAMIIMHCKOTO MPUMEHEHHS
MIPOBOAUTCS MO YTBEPKJIEHHOMY pa3pabOTUMKOM JIEKApCTBEHHOTO CPECTBA IJIaHy C BEICHHEM IPOTOKOJIa
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9TOIr0 UCCIICAOBAHUA U COCTABJIICHUCM OTUCTA, B KOTOPOM COACPIKATCA PC3YJIbTAThI 3TOr0 UCCICAOBAHUA U
3aKIIFOYCHUC O BOBMOXHOCTU MPOBCACHUA KIIMHUYCCKOI'0 UCCICAOBAHUA JICKAPCTBCHHOI'O Npcriapara AJid
MCIUITUHCKOI'O IMIPUMCHCHMUS.

Hudopmanus 06 usmenenusx: Pedepanvnvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 5
cmamovu 11 nacmoswezo DedepanbHoco 3aKOHA 6HeCeHbl UBMEHeHUs, cmynaiowue 6 cuny ¢ 1 uwnas
2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

5. IlpoBeaeHue mPOBEPOK COOMIONCHUS TPABWII HaJJIeKamed 1abopaTOPHON TPAKTUKA H
IPAaBOBBIX HOPM HCIOJNb30BaHUS >KMBOTHBIX TMPH NPOBEACHUM JOKIMHMYECKUX HCCIEIOBaHUM
JIEKapCTBEHHBIX CPEJICTB JJI MEAMLIMHCKOIO MPUMEHEHHUS OCYILIECTBISIETCA  YIIOJHOMOYEHHBIM
benepanbHBIM OPraHOM UCTIOJIHUTENBHOM BIIACTH.

6. Pe3ynbTaThl NTOKIMHMYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO CpEACTBA ISl MEIULUHCKOTO
NPUMEHEHUS MOTYT OBITh NPEICTAaBJICHbI B YIOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM HOPSIKE B IEJIAX TOCYJaPCTBEHHOI perucTpaiuy JeKapcTBeHHOT 0 Ipernapara.

I'APAHT: CwM. kommeHTapuu K ctatbe 11 HacTtosmero denepanbHoro 3akoHa

Crarba 12. JlOKIMHHMYECKOE HCCIEAOBAaHUE JIEKAPCTBEHHOTO CpPEACTBA M KIMHUYECKOE
UCCJIeI0BAHKE JIEKAPCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO IPUMEHEHUS

1. JIOKIMHUYECKOE MCCIEIOBAaHUE JIEKAPCTBEHHOTO CPEICTBA ISl BETEPUHAPHOIO MPUMEHEHHS
MPOBOJUTCA NYTeM MPUMEHEHUsT HAyYHbIX METOJOB OICHOK B MLEJAX IMOJYy4YCHHsS JOKa3aTelIbCTB
0e30MmacHOCTH, KauecTBa U 3((HEKTUBHOCTHU JICKAPCTBEHHOTO CPEACTBA, B TOM YHCIIE ONPEACICHUS CPOKa
€ro BBIBEJICHUS M3 OpPraHHM3Ma >KMBOTHOTO, B IeNIAX obOecredeHuss 0€30MacHOCTH MPOIYKIIUU KUBOTHOTO
MPOUCXOXKICHUS TTIOCTIE MPUMEHEHHUSI COOTBETCTBYIONIETO JIEKAPCTBEHHOTO Mperapara.

2. JIOKIMHUYECKOE HCCIEOBAaHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHHYECKOE HCCIEAOBaHUE
JICKapCTBEHHOTO TIperapaTra [UIsi BETEPUHAPHOTO MPUMEHEHHUS, HCCIeNOBAaHUE OWOIKBHUBAJICHTHOCTH
YKa3aHHOTO JIEKapCTBEHHOTO Mpernapara MPOBOJATCS B COOTBETCTBHM C IMPABWIAMHU, YTBEPKICHHBIMU
YIOJTHOMOYEHHBIM ()e/IepalIbHBIM OPTaHOM HCIIOJIHUTETHHON BIACTH.

TFAPAHT: Cwm. MeTtognueckue YKa3aHUs "I[IpoBenenue Ka4E€CTBEHHBIX HUCCIIETOBAHUN
OMOSKBUBAJICHTHOCTH JIEKAPCTBEHHBIX CPENCTB", yTBEpKAeHHbIe MuH3apaBcomnpa3Butus Poccun ot 30
aBrycra 2004 r.

3. JloxnuHMYeckoe HcCCeloBaHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE HCCe0BaHNe
JIEKapCTBEHHOI'0 TMpemapara Jjs BETEPUHAPHOTO TPUMEHEHHsS] MPOBOIATCS IO YTBEPKICHHOMY
pa3paboTYUKOM JIEKAPCTBEHHOTO CpPEJCTBA IUIaHY C BEJEHHEM IPOTOKOJIOB 3THUX HCCIEIOBAaHUN H
COCTaBJIEHUEM OTYETOB, B KOTOPBIX CO/IEPIKATCA PE3YJIbTAThl ATHX UCCIIEOBAHUA.

4. JInst opraHu3aluy U NpOBEACHUS TOKIMHUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOI'O CPENICTBA U
KJIMHUYECKOT'O MCCIIEOBAHUS JIEKAPCTBEHHOTO MIpenapara AJisi BEeTepUHAPHOTO MPUMEHEHHS pa3paboTunK
JIEKapCTBEHHOIO  CpeACTBa  MOXET  MpHUBJIEKaTh  OpraHu3allid,  HMEIIIHEe  HEOOXOAUMYIO
MaTepuaIbHO-TEXHUYECKYI0 0a3y M KBaJM(UUIMPOBAHHBIX CIELMAIUCTOB B COOTBETCTBYIOLIEH 00sacTu
HCCJIETOBAHMS.

5. Knunuueckue uccienoBaHMs JIEKAPCTBEHHBIX IMPENapaToB ISl BETEPUHAPHOIO MPUMEHEHUs
NPOBOJASTCS B BETEPUHAPHBIX OPraHM3alMsIX W B OPraHU3alUAX, OCYIIECTBISIOUINX pa3BelieHue,
BbIpalBaHUE U COJIEP)KaHUE KUBOTHBIX, B IEJIAX:

1) ycTaHOBIEHUS TEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENapaToB 30POBBIMU KUBOTHBIMU;

2) mnonbopa ONTUMAJBHBIX JO3MPOBOK JIEKAPCTBEHHBIX IMIpenapaToB W Kypca J€UYeHus Ha
KOHKPETHOM TPYIIIe KUBOTHBIX C ONpPEAeICHHBIM 3a00JI€BaHUEM;

3) ycraHoBimeHus  Oe3omacHocTM W 3(P(GEKTUBHOCTH  JICKQPCTBEHHOTO  Mperapara,
NpeIHAa3HaYeHHOTO I JIEYEHHUS ONpPENEeICHHbIX 3a00JIeBaHUN JKMBOTHBIX, MW 3(PHEKTUBHOCTH
JIEKapCTBEHHOT'0 Ipernaparta JUisl NpopUIaKTUKU 3a00JeBaHUI 3J0POBBIX KHUBOTHBIX;

4) wm3ydeHUs: BO3MOKHOCTEH paCHIMPEHHs TOKa3aHWW K TNPUMEHEHHIO 3aperHCTPUPOBAHHOTO
JIEKapCTBEHHOT'O Ipernapara 1 BbISIBICHUS pPaHee HEM3BECTHBIX MOOOYHBIX JEHCTBHIA.
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6. KimHndeckoe uccieoBaHME JIEKAPCTBEHHOI'O Ipemnapara JUisi BETEPUHAPHOTO IPHUMEHEHUs
OCYILIECTBIISICTCS 3 CUET CPEACTB Pa3paboTUMKa JIEKAPCTBEHHOTO CPECTBA.

7. Otuerel O pe3yabTaTax JOKIMHUYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOTO CPEJICTBA M
KJIIMHAYECKOIO0  MCCIICIOBAHUsA  JIEKAPCTBEHHOI'O  Ipernapara Ui  BETEPUHAPHOIO  IPUMEHEHHUS
COCTABIIAIOTCS pa3pabOTUYMKOM JIEKAPCTBEHHOTO CpEJICTBA C YYETOM 3aKJIIOUYEHUI OpraHu3aiui,
IIPUHUMABIINX Y4aCTUE B OPraHU3aluU U IPOBEICHNUN ITUX UCCIIEOBAHUN.

8. KoHTponp 3a mnpoBeaeHHMEM OKIMHUYECKUX HCCIEJOBAaHUM JIEKapCTBEHHBIX CpPEICTB U
KIIMHAYECKUX  MCCIICJOBAHUN  JIEKAPCTBEHHBIX IIPENApaToB JUIsl  BETEPUHAPHOIO  IPUMEHEHHUsS
OCYILECTBIISICTCS YIIOJTHOMOYECHHBIM (heiepabHbIM OPraHOM HCTIOJIHUTEBHON BIIACTH.

I'APAHT: CwMm. koMMeHTapuu K ctatbe 12 HacTosmero denepaibHOro 3ak0Ha

I'naBa 6. OCYIIIGCTBJIEHI/IG FOCYI[apCTBeHHOﬁ perucrpanuu JIEKapCTBCHHLIX IpenmapaToB

Nudopmarus 00 usmeneHusx: Pedepanvrbim 3akonom om 22 oexabps 2014 2. N 429-P3 cmamua 13
Hacmosiue2o PedepanbHo20 3aKOHA U3N0NHCEHA 8 HOBOU pedakyuu, ecmynaroueti 6 cuny ¢ 1 uons 2015 .
Cm. mexcm cmamvu 6 npedvloyuell pedaKyuu

Cratbs 13. 'ocyjapcTBeHHas: peruCTpalus JIEKapCTBEHHBIX IIPENapaToB

Hudopmanus o6 usmenenusx: Pedeparvnvim sakonom om 13 uwona 20152 N 241-D3 uyacme 1
cmamou 13 Hacmoswe2o PedepanbHo20 3aKOHA UZNOHCEHA 8 HOBOU PedaKyuu
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. B Poccuiickoit @enepanun I0MyCKalOTCs MPOU3BOACTBO, U3TOTOBIICHUE, XPAaHEHHUE, TIEPEBO3KA,
BB03 B Poccuiickyro ®@enepanmto, BbiB03 u3 Poccuiickoit denepamuu, pekiama, OTIYCK, peanu3aius,
nepegavya, MPUMEHEHHE, YHHUYTOKEHUE JIEKApCTBEHHBIX IIpPEenapaToB, €CIU OHU 3apEeTUCTPUPOBAHBI
COOTBETCTBYIOIIUM yIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIBHON BIIACTH.

2. 'ocygapCTBEHHOM perucTpalmy MoaJIekKar:

1) Bce nexkapCTBEHHBIE TMpernapaThl, BIEPBbIC MOMAJEKAIINEe BBOAY B oOpamieHue B Poccuiickoit
denepannu;

2) nexkapCTBEHHbIE IpenapaThl, 3aperUCTPUPOBAHHBIE paHEE, HO TPOU3BEACHHBIE B APYTUX
JIEKapCTBEHHBIX (OpMax B COOTBETCTBHM C IEPEYHEM HAWMEHOBAHHI JIEKapCTBEHHBIX (opM, B HOBOM
JIO3UPOBKE MPH JI0KA3aTEIBCTBE €€ KIMHUYECKOM 3HAaUUMOCTH U 3(h(PEKTUBHOCTH;

3) HOBBIE KOMOMHALIUY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPErapaToB.

3. lN'ocynapcTBeHHast perucTpanusi JIEKapCTBEHHBIX MPENapaToB OCYIIECTBISETCS MO pe3ysbTaTamM
9KCIIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB, a TOCYNAapCTBEHHAsl perucTpamnus Op(paHHBIX JEKapCTBEHHBIX
IPErnapaToB OCYIIECTBISIETCS MO pe3yJbTaTaM JKCHEPTU3bl JOKYMEHTOB, TMPEACTABIECHHBIX JUIS
orpezieNieHUs] BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIN MpemnapaT AJi MEIUIUHCKOTO MPUMEHEHHS
IIPU OCYIIECTBICHUH TOCYJapCTBEHHOIN pPETUCTpalluu B KayecTBe op(haHHOTO JEeKapCTBEHHOTO Mpemnapara,
U TI0 pe3yJIbTaTaM dKCIEPTHU3bI JIEKAPCTBEHHBIX CPEJICTB.

4. ['ocynapcTBeHHass ~ perucrpanus JIEKapCTBEHHOT O npemnapara OCYIIECTBIISETCS
COOTBETCTBYIOIIUM YIIOJIHOMOUYEHHBIM (hefiepaibHbIM OpPraHOM HCIOJIHUTEIBHOM BJIACTH B CPOK, HE
MPEBBIIIAIONINNA CTa HIECTUIECATH pabO4YMX AHEW CO AHS NPUHATHS COOTBETCTBYIOLIETO 3asBICHUS O
rOCy/IapCTBEHHOW PETUCTPAllMK JIEKapCTBEHHOI'O Ipemnapara. B yka3aHHBIN CpOK BKJIIOYAETCS BpEMs,
HEO0O0XO0UMOE Jii TTOBTOPHOTI'O IPOBEIACHHS SKCIEPTU3bl JIEKAPCTBEHHOTI'O CPEACTBA B COOTBETCTBUHU CO
cratbeil 25 Hacrosmero denepaibHoro 3akoHa. Cpok rocyIapCTBEHHOW PErHMCcTpaly JIEKapCTBEHHOTO
npernapaTa UCUUCISETCS CO JAHS MPUHATHS COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (heepaabHbIM OPraHOM
UCIIOJTHUTENbHOM  BJIACTU  COOTBETCTBYIOLIETO  3asiBICHHUS O TOCYAApCTBEHHOW  perucTpanuu
JIEKapCTBEHHOI'0 IpernapaTta C NPUIOKEHHEM HEOOXOJUMBIX JTOKYMEHTOB IO JIeHb BbLAAuu
PEruCTpaIiOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOTO Ipenapata. Bpems, HeoOxoaumoe Ui HalpaBlIeHUs
YIOJHOMOYEHHBIM (peliepajibHBIM OpPraHOM HCIIOJIHUTENBHOM BJIACTH 3ampoca O MPeCTaBICHUU
HEOOXOMMBIX MaTepuasoB U MPEICTABICHUS 3asiBUTEJIEM OTBETA Ha JIaHHBIM 3alpoC B COOTBETCTBUU CO
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cratbsiMu 16, 19 u 23 nHacrosmero PenepasbHOrO 3aKOHA, HE YUYMTHIBAETCS IIPU HCUYMCIEHUM CpOKa
rOCy/AapCTBEHHOW PETUCTPALINU JIEKAPCTBEHHOTO Npenapara.
5. 'ocynapcTBEeHHOM pEerucTpanyy He IOUIeKaT:

Hudopmanus o6 usmenenusx: Ilyukm 1 usmenen ¢ 1 mapma 2025 2. - Dedepanvhviii 3axon om 30
oexaops 2021 o. N 463-D3
Cm. 6y0ywyro peoakyuio

1) nexapcTBeHHbIE MpemnapaThl, MU3TOTOBJIEHHBIE ANTEUYHBIMH OpPraHMU3AlMSIMH, BETEPUHAPHBIMU
anTeYHbIMH OpraHU3alUsSMU, WHAUBUAYAIbHBIMU MPEANPUHUMATENISIMH, KOTOPbIE HUMEIOT JHUIEH3UIO Ha
dapMaleBTUYECKYIO JAESITENbHOCTh, MO pelenTaM Ha JEeKapCTBEHHbIE MpernapaTbl U TpeOOBaHUSIM
MEAMIMHCKUX OpraHu3alluii, BETEpUHAPHBIX OpraHU3alHii;

2) neKapCTBEHHBIC MTpenaparTsl, MpHoOpeTeHHBIC (U3MUECKUMU JIUIIAaMU 3a TipeaenaMu Poccuiickoit
®denepalyy U NpeAHa3HauYEHHBIE IS TUYHOTO UCIIOIB30BaHUS;

3) nexapcTBEHHBIE TIpenapathl, BBO3uMbIe B Poccuiickyro deneparuto st OKka3aHUST METUITMHCKOM
MOMOIIH IO >KU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO MAallieHTa Ha OCHOBAaHUM pa3pelleHHs, BbIIAHHOTO
YIOJTHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENBHOM BIIACTH;

4) nekapCTBEHHBIC CpeNCTBa, BBO3MMEBIE B Poccuiickyro depepannio Ha OCHOBAaHWUHW BBIJAHHOTO
YIOJTHOMOYEHHBIM (eiepabHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH Pa3pelIeHUs] U IMpelHa3HauYeHHbIE
JUISL TIPOBEICHUS] KIMHUYECKUX HCCIEIOBAaHUM JIEKapCTBEHHBIX TMpenapaTtoB U (WJIM) MPOBEIEHUs
9KCIIEPTU3bl  JICKAPCTBEHHBIX  CPEACTB  JJII  OCYUIECTBIEHUS TOCYJapCTBEHHOM  perucTpaluu
JIEKapCTBEHHBIX MPENapaToB;

5) dbapmanieBTHUECKHE CYOCTaHIINN;

6) paauodapmalleBTHUECKUE JIEKAPCTBEHHBIE INpenapaThl, M3TOTOBJIEHHBIE HEMOCPEICTBEHHO B
MEAMIMHCKUX OpraHu3alMsIX B IMOPSJKE, YCTAaHOBIEHHOM YIOJHOMOYEHHBIM (eaepanbHbIM OpPraHOM
UCIIOJTHUTENIbHOM BJIaCTH;

7) nekapCTBEHHBIE MTpenapaThl, POU3BOAUMBIE TSl SKCIIOPTA.

6. He nomyckaercs rocygapCTBEHHAsi pErUCTpaIus:

1) nexkapcTBEHHBIX MpenaparoB, OTIMYAIOHIMXCA JAPYr OT Jpyra KayeCTBEHHBIM COCTaBOM
JEHCTBYIONINX BEIECTB, MO OJUHAKOBBIM TOPrOBBIM HAMMEHOBAHUEM;

Nudopmarnus 06 mamenenusx: Ilynkm 2 usmenen c 15 urons 2018 2. - @edepanvhubviil 3akon om 4 uons
2018 2. N 140-D3
Cm. npedvloywyto pedakyuio

2) OJHOrO JIEKapCTBEHHOI'O IIperapara, MpeICTaBICHHOIO Ha FOCYJapCTBEHHYIO PETUCTPALUIO B
OTHOILIEHUU OJHOTO M TOIO K€ JepKaTesss WIM BIAACIbLA PETUCTPALMOHHOIO yAOCTOBEPEHUS
JICKapCTBEHHOTO TNpenapata B BHJE JAByX M 0oJjiee JIGKAPCTBEHHBIX IMPENApaToB MOJ Pa3INnYHBIMU
TOPrOBBIMH HAaUMEHOBAHUSAMH.

7. Ilo 3ampocy (B »yeKTpoHHOH (opMe minM Ha OyMa)XHOM HOCHTENe) CyObeKkTa oOpalieHHs
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBYIOLINM YIIOJHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOIHUTETbHON
BJIACTH, OCYIIECTBISIOIIMM TOCYJAApCTBEHHYIO PpErHMCTpalMl0 JIEKApCTBEHHBIX IIpEnapaTroB, B
YCTaHOBJICHHOM MM IOPSJKE OCYIIECTBISAETCS HAYYHOE KOHCYJBTHUPOBAHUE 10 BOIPOCAM, CBS3aHHBIM C
IIPOBEJCHUEM JAOKIMHUYECKUX UCCIEIOBAHUN, KIMHUYECKUX HCCIIEI0OBAaHUM JIEKapCTBEHHBIX NMPENapaTos,
HKCTIEPTH3bl KAuecTBa JIEKAPCTBEHHBIX CPEACTB, 3(P(HEKTUBHOCTH U OE30MACHOCTH, C OCYIIECTBICHUEM
rOCYy/JapCTBEHHOW DPETUCTPALUU JIEKAPCTBEHHBIX IpenaparoB. KOHCYIbTUPOBAaHUE OCYILECTBISETCS C
npuBJeueHHEM (eaepabHBIX TOCYAAPCTBEHHBIX OI0/DKETHBIX YUPEKICHHUM, IOABEIOMCTBEHHBIX TAHHOMY
¢denepanbHOMY OpraHy HCIOJHUTENPHOW BJIACTH M HE YYacTBYIONIMX B OpTaHU3allMH MPOBEACHUS
OKCIEPTHU3Bl KAuecTBA JIEKAPCTBEHHBIX CPEJICTB B ILEIAX OCYLIECTBIEHUS MX TIOCYJapCTBEHHOMN
perucTpanyy B COOTBETCTBUM €O cTartbell 16 Hacrosmero denepanbHOro 3akoHa, B BHJAE OTBETa B
NUCbMEHHOU (hopMe YIOIHOMOYEHHOTO (eepaJbHOro OpraHa HCIOJHUTENBHOW BIACTH Ha 3ampoc.
Pasmep B3uMaeMoOH ¢ 3asBUTEIS IUIATHI ONPEIEISAETCS B COOTBETCTBUH € 3aKOHOAATEIBLCTBOM Poccuiickon
®Deneparun 00 OpraHu3auy MPeJOCTABICHUS TOCYJAPCTBEHHBIX M MyHHIMIIANBHBIX yciayr. MHopmarus
00 OCYIIECTBJICHUH HAYYHOTO KOHCYJIbTHUPOBAHUS, B TOM YHUCIIE CTaTbU, 0030PbI, CIIPaBOYHBIC MaTEPHAIIbI
U uHasg uHpopMaIys 00 OCYIIECTBICHHH HAYYHOTO KOHCYJIbTHPOBAHUS, Pa3MEIIAeTCs Ha OpHUIMATBHOM
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caifTe yMOJIHOMOYEHHOro (eaepaibHOr0 OpraHa WCIHOJIHUTENbHOM Biacth B cetu "MHTepHer" ¢
COONIIOJICHMEM OTPaHMYECHHUH, YCTAHOBJICHHBIX 3aKOHOJATENBCTBOM O TMEPCOHAIBHBIX JIAHHBIX,
KOMMEPUYECKOH U (WJIM) TOCYIapCTBEHHOM TaliHE.

Hudopmanus o6 usmenenusix: Yacmo 8 usmenena c¢ 8 mapma 2022 2. - Pedepanvuviti 3akoH om 8
mapma 2022 2. N 46-D3
Cm. npedvloywyio peoaxkyuro

8. T'ocymapcTBeHHast perucTparusi JEKapCTBEHHBIX MPENapaToB, KOTOPHIC MpeAHa3HAYEHBI IS
NMPUMEHEHUS B YCIOBHUSX BOCHHBIX JICMCTBUM, YPE3BBIYAWHBIX CHUTYyallud, MNPEaynpexACHUS
Ype3BBIYANHBIX CHUTYyalluid, MPOPUIAKTUKH W JICYCHHs 3a00JIeBaHUM, MPEACTABISIOMIUX OMACHOCThH IS
OKPY’KaIOIIHX, 3a00JIEBaHUA U TIOPAKEHUH, TIOJYYCHHBIX B PE3yJIbTaTe BO3JEHCTBHs HEOIArONMPHUSATHBIX
XUMUYECKHUX, OWOJIOTHYECKUX, PAJMAIMOHHBIX (DAKTOPOB, U KOTOpHIC pa3pabOTaHbl B TOM YHCIE IO
3aJlaHuIo0 (eIepATbHBIX OPTaHOB MCTIOJHUTEILHOM BIACTH, YIIOJTHOMOYEHHBIX B 00J1aCTH O0OOPOHBI CTPAHbI
1 0e30MacHOCTH TOCYAAapCTBa, a TAKXKE JICKAPCTBEHHBIX CPEACTB B Ciiydae WX JAe(PEeKTypbl WM pUCKa
BO3HMKHOBEHHUS Je(DEeKTyphl B CBS3M C BBEACHHEM B OTHomeHuH Poccuiickoit Denepanun
OTPAaHUYHUTENIBHBIX MEpP SKOHOMHUYECKOTO XapaKTepa OCYIIECTBISETCS B TMOPSAKE, YCTAaHOBICHHOM
[IpaBuTtenscTBOM Poccuiickoit denepanuu.

I'APAHT: CwM. kommeHTapuu K ctatbe 13 Hactosuiero denepanbHOro 3akoHa

Nudopmarnms 06 msmenenusnx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 14
Hacmosweco PedepanbHo20 3aKOHA UZNIONHCEHA 8 HOBOU pedakyuu, scmynaioweti 6 cuny ¢ 1 urons 2015 e.
Cm. mexcm cmamwvu 8 npedbloyuell pedaKyuu

Crarbsa 14. [IpuHIMIBI S5KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB

1. DxcnepTu3a JIeKapCcTBEHHBIX CPEICTB OCHOBBIBACTCSI HA MPUHIMIAX 3aKOHHOCTH, COOIIOACHMUS
npaB M CBOOOJ 4YelOBEKa W TpaXKJIaHWHA, MpaB IOPUAWYECKOTO JIMIA, HE3aBHUCHUMOCTH OJKCIepTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TOJHOTHI HCCIIEIOBaHHUM, NPOBOJMMBIX C HCIOJIb30BAHHEM
COBPEMEHHBIX JIOCTI)KEHUH HAyKM U TEXHUKH, OTBETCTBEHHOCTH (helepaibHOro TIoCyAapCTBEHHOIO
OIO/PKETHOTO YYpEeXKJIEHUS IO TMPOBEACHUIO SKCIEPTH3bl JIEKAPCTBEHHBIX CPEJICTB M HKCIEPTOB 3a
MPOBEJCHUE U KAYECTBO IKCIIEPTU3BI.

2. DKcnepTu3a JeKapCTBEHHBIX MPENapaToB I MEJUIIMHCKOTO MPUMEHEHHSI BKIIIOYAET B CeOs:

1) skcrnepTu3y NOKYMEHTOB, IPEICTABICHHBIX Ui ONpEAeNeHUS BO3MOXKHOCTHU paccMaTpHUBATh
JIEKapCTBEHHBIN MpemnapaT Uil MEAMIMHCKOTO TPHUMEHEHUS MpU OCYLIECTBICHUU TOCYAapCTBEHHOM
perucrpaiuu B KauecTe ophaHHOr0 JIEKAPCTBEHHOT'O IIpernapara;

2) sKcrepTU3y MPEAoKEHHBIX METOI0B KOHTPOJIS KaueCcTBa JIEKapCTBEHHOTO CPEICTBA U KayecTBa
IPEJICTAaBICHHBIX O0Opa3lOB JEKapCTBEHHOTO CPEACTBAa C HCIOJIb30BAaHHUEM OSTUX METOJOB (Hanee -
JKCIIEPTH3a KaueCTBA JIEKaPCTBEHHOTO CPEJICTBA);

3) oKcHepTu3y OTHOILIEHUS OXUAAEMOM TMOJNb3bl K BO3MOXHOMY PHCKY HPUMEHEHUs
JIEKapCTBEHHOTI'0 MIpernapara;

HNudopmanus 06 nusmenenusx: Yacmov 2 donoanena nynkmom 4 ¢ 1 mapma 2020 2. - Dedepanvuuiii
3axon om 27 dexabps 2019 2. N 475-D3

4) sKkcrepTH3y PETUCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBIM IpemnapaT B LENAX OINpeneiIeHUs
B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IIPENApATOB I MEJULIUMHCKOIO IIPUMEHECHMUS.

3. DkcnepTHu3a JEKapCTBEHHBIX MPENapaToB Ui BETEPUHAPHOIO NMPUMEHEHUS BKIIOYAET B cels
DKCIIEPTU3Y KadeCTBA JIEKAPCTBEHHOI'O CPEACTBA M JKCIEPTU3Y OTHOIUCHMS OXUIAAECMOM IOJIB3BI K
BO3MOYKHOMY PUCKY IIPUMEHEHHUs JIEKAPCTBEHHOIO IIperapara.

IF'APAHT: CwMm. IlomoxeHue o NOpsSAKE HKCHIEPTU3bl, HMCHOBITAHWS W PETUCTPAlMU BETEPUHAPHBIX
npenaparoB B P®, yrtBepkaeHHoe [7aBHBIM rocyJapCTBEHHBIM BETEpHHApPHBIM HHCHEKTOpoM Pd 3
oKTs10pst 1995 1.

I'APAHT: CwM. kommeHTapuu K ctatbe 14 Hactosuiero denepanbHOro 3aKkoHa
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Cratbsn 15. ®enepanbHOEe TOCYAapCTBEHHOE OIO/KETHOE YUpPEXKIEHHE 110 MPOBEICHUIO
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPENICTB
DKcrepTu3a JeKapCTBEHHBIX CPEACTB MPOBOAUTCA (heAepabHBIM TOCYJapCTBEHHBIM OI0JKETHBIM
YUPEKACHUEM COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (pe/lepalbHOTO OpraHa MCIOJIHUTEIBHOW BIIACTH,
CO3JIaHHBIM Uil OO0ECIICYEeHUs] HCIOJIHEHHUS IOJHOMOYMK 3TOro ¢enepajbHOro opraHa IO BblIaue
pa3pelieHnil Ha IPOBENECHUE KIMHMYECKUX HCCIEIOBAHUN JIEKapCTBEHHBIX IIpenapatoB U (Win) IO
rOCy/AapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHBIX IIPENapaToB (ajee - IKCIEPTHOE YUPEKACHUE).

T'APAHT: CM. koMmMeHTapuH K ctatbe 15 Hactosmiero denepanbHoro 3aKkoHa

Nupopmarus 00 usmeneHusnx: Pedepanvubivm  3akonom om 22 Oexabpa 2014 2. N 429-D3
Haumenoganue cmamvu 16 Hacmosweco @edepanrbHoc0 3AKOHA U3NOHCEHO 6 HOB80U pedaKyul,
secmynatoweu 6 cuny c¢ 1 urons 2015 a.

Cm. mexkcm HAUMEHOBAHUS 8 NPeodblOyuel peoaxKyuu

Crarbsa 16. Opranuzanus npoBeJeHHUs 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB

1. Dxcneprusa JI€KapCTBEHHBIX CpPEICTB IPOBOAUTCS KOMHUCCHUEH HKCIEPTOB SKCIEPTHOIO
YUpEXKJEHUS, HA3HAUCHHONW €ro pyKOBOJIMTENIEM, Ha OCHOBAaHUM 3a/laHHs Ha IMPOBEACHUE DKCIEPTU3BI
JICKapCTBEHHOTO CPEACTBA, BBIJAHHOTO YIOJHOMOYEHHBIM (efepabHbIM OpPraHOM HCIIOJHUTEIbHON
BJacTU. PyKOBOAMTENb SKCIEPTHOTO YUPEKICHUS OOECIECUMBACT HAIJICKAIIEe MPOBEACHUE HKCIEPTH3HI
JICKapCTBEHHBIX CPEACTB B COOTBETCTBMHU C 3a/laHUEM, BBIJAHHBIM YIIOJHOMOYEHHBIM (penepanbHbIM
OpraHOM HUCIOJHUTEIBHOM BJIACTH, U OPraHU3YET MOATOTOBKY CBOJHOTO 3aKJIIOYEHHs 3TOW KoMuccuu. B
COCTaB 3TOW KOMHCCHUH IO PEILICHUIO PYKOBOJIUTENS SKCIIEPTHOTO YUPEkKACHUS MOTYT OBITh BKIIIOUYEHBI B
Ka4yecTBE KCIEPTOB JIMIA, HE Pa0OTAIONIME B JAHHOM 3KCIIEPTHOM YUPEKICHHUHU, €CIH UX CIIeHUAIbHBIC
3HaHUS HEOOXOAWMBI JJISi TPOBEACHUS SKCIEPTU3bl U TaKUE OHKCHEPThl OTCYTCTBYIOT B JaHHOM
AKCIEPTHOM YUPEKACHUH.

2. DKCIEPTOM IO NPOBEACHUIO AKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB SBISETCS ATTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YYPEKICHHUS, KOTOPBIH HMEeT BBICIIEC MEAUIUMHCKOE, (hapMaIieBTHYECKOE,
OMoJIOrNYecKoe, BETEPHHAPHOE WIIM XUMHUYECKOE 00pa30oBaHUE W MPOBOJIUT AKCHEPTH3Y JEKAPCTBEHHBIX
CPEZCTB B MOPS/IKE UCIIOTHEHUS! CBOMX JIOJDKHOCTHBIX 00S3aHHOCTEH (Jasiee - SKCIepT).

3. Ilpu mpoBeneHMM 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB AKCIEPT HE MOXKET HAXOIUTHCS B
Kakoi-m1m0o0 3aBHCHMOCTH OT JIMIA, HA3HAYMBLIETO 3Ty SKCIEPTU3Y, Pa3paboTUMKa JIEKapCTBEHHOTO
CPEJICTBA WIN APYTUX 3aUHTEPECOBAHHBIX B PE3YJIbTATaX SKCIIEPTU3BI JIHII.

Nudopmarnus 06 mamenenusx: Pedeparvuvim 3axonom om 25 nosopsa 2013 e. N 317-D3 wacme 4
cmamou 16 Hacmosaweco PedepanbHo20 3aKOHA UZNOHCEHA 8 HOBOU PedaKyuu
Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

4. Tlpu npoBeneHUM SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB HE JIOMyCKaeTcs HcTpeOoBaTh y
3agBUTENST MO0 MHBIX JIMII MaTepuaybl, HEOOXOAMMBbIE MJii MPOBENEHHUS SKCIepTH3bl. B ciyuae
HEJ0CTAaTOYHOCTH MPEICTAaBICHHBIX IKCIEPTY MAaTEPUANIOB JUIS 1aYH 3aKJIIOUEHHUS SKCIIEPT CTAaBUT BOIPOC
O TPEACTaBICHUU €My HEOOXOJUMBIX MaTepHajioB TMepel PYKOBOAUTEIEM SKCIEPTHOTO YUPEKIACHUS,
KOTOpPBI 0OpamiaeTcsi C COOTBETCTBYIOIIMM 3alpOCOM B YIIOJHOMOYEHHBIN (QenepaabHblii  opraH
MCIIOJTHUTENIbHOM BIACTH, BBIJABIIMM 3aJjaHME Ha MPOBEICHHE SKCIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA.
VYkazaHHbIN (denepalbHBIi OpraH HCIOJHUTEIBLHOW BIACTH B TEUEHWE NATH pabodMx ITHEH co JHS
MOCTYIUIEHUSI 3allpoca PYKOBOAUTENS SKCIEPTHOIO YUPEKICHHUS HaIpaBisieT 3asgBUTENI0 3arpoc O
MPEJICTaBICHUH HEOOXOJUMBIX MaTepuanoB. J[aHHBIN 3ampoc MOXKET ObITh MepefaH yNOJIHOMOYEHHOMY
MPEJICTAaBUTEIIIO 3asIBUTEIS IMYHO TOJ] PACIUCKY, HAIIPABJIEH IO MOYTE 3aKa3HBIM IMHCbMOM HIIM NIEpeiaH B
JNEKTPOHHOU (QopMe MO TEeIeKOMMYHUKALMOHHBIM KaHajaM CBSi3U. B ciyuyae HampaBieHMsI JaHHOTO
3arpoca Mo MOYTE 3aKa3HbIM MHCbMOM OH CUMTAETCS IMOJIYYEHHBIM MO HMCTEUYEHUU IIECTU JHEH C JaThl
HaIpaBJIEHUS 3aKa3HOTO MHUCHMA.

Hudopmanus 06 usmenenusx: Pedepanvhvim 3akonom om 25 noabpa 2013 e. N 317-D3 cmamvsa 16
Hacmosue2o DedepanvbHoeo 3aKoHA OONOIHEHA Yacmbio 4.1
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4.1. 3asBurenp 005f3aH MPEICTAaBUTHh OTBET HA 3alpoC YIMOJHOMOUYEHHOTO (herepanbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE IMPEBBIMIAIONINMA JeBIHOCTAa pabouuX JHEH CO JHS €ro MOJyueHHs.
YHoaHOMOYEHHBIH (pefepanbHblii OpraH UCIONHUTENFHONW BIACTH, BBIAABIIMI 3a/laHHE Ha NpPOBEICHHE
HKCTIEPTHU3BI JEKAPCTBEHHOTO CPE/ICTBA, B TEUCHHUE MATH PabOYUX JHEH CO JTHS MOCTYIUICHUS OT 3asBUTEIS
OTBETA Ha [JAHHBIA 3alpoC HANpaBiIse€T TAaKOM OTBET B DJKCIEPTHOE YyupexaeHue. B ciydae
HETPE/ICTABICHUS 110 WCTEUCHHM JEBSHOCTa pabouMx JHEW 3asBUTENEM OTBETAa Ha JIaHHBIM 3ampoc
YIOJIHOMOYEHHBIN (hefepabHblii OpraH HMCHOJHHUTENBHOM BJIAacTH, BBIAABIIMHN 3aJaHHWE HA MpPOBEICHHE
OKCHEPTHU3bl JIEKAPCTBEHHOT'O CPEICTBA, B TEUCHHE IATH DPAOOYMX JHEH HampaBlsieT B SKCIEPTHOE
YUpEKICHUE YBEAOMIICHUE O HENPEACTABICHUN 3asBUTEJIEM OTBETA Ha 3alpOC YKA3aHHOI'O opra”a. Bpems
CO JHS HAaNpaBJICHUS 3alpoca AKCIEPTHOTO YUYPEXKJEHHs B YIOJTHOMOUYEHHBIN (eaepanbHblii OopraH
WCIIOJIHUTEJIBHOM BJIACTH 10 JHS IIOJYYEHUS OKCIIEPTHBIM YYpPEXKICHUEM OTBETAa Ha 3alpoCc WU
YBEIOMJICHHM O HEIIPEACTABICHUHU OTBETA HA 3alIpOC HE YUUTBHIBAETCS IIPU UCUUCICHUH CPOKA IPOBEACHUS
DKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA.

Hudopmanus 06 usmenenusix: Cmamovs 16 oononnena wacmoro 4.2 ¢ 15 uronsa 2018 2. - Dedepanvhuiii
saxon om 4 urons 2018 2. N 140-D3

4.2. Ecinu B cocTaBe PErMCTpaIlMOHHOTO JOChE HA JIEKAPCTBEHHBIM Mpenapar sl MEIUIIUHCKOIO
MIPUMEHEHUS COACPKUTCS MpeycMOTpeHHas craThel 18, yacteio 1.1 ctateu 30 u cratheli 34 HacTOAIIETO
@enepalIbHOTO 3aKOHA KOMHUS PEUICHHs] YIMOJIHOMOUYEHHOTO (elepalbHOrO OpraHa HCHOJHUTEIbHOU
BJIACTM O TMPOBEJCHUN WHCIEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB, OSKCIEPTY 10
oQopMIIEHHS PEe3yIbTaTOB AKCHEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA IMPEAOCTABISIETCd B MOPSAKE U Ha
YCJIOBUSAX, KOTOpPbIE MPEAyCMOTpeHBl 4YacTsiMH 4 u 4.3 HacTOsIIIEeHd CTaTbHU, KOMMS 3aKIIOYECHHUS O
COOTBETCTBUU  MPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHUSAM  TMpPaBUI  HaAJexXalel
MPOU3BOJCTBEHHON MPAKTHKH, BBIAAHHOTO YIIOJHOMOYEHHBIM (peliepaibHbIM OpraHOM HCHOJIHHUTEIbHOU
BJIACTH.

Nudopmarms 00 usmenenusx: Cmamovs 16 oononnena uacmuio 4.3 ¢ 15 uons 2018 2. - ®edepanvhbiii
3axon om 4 uronsa 2018 2. N 140-D3

4.3. 3asBuTenp 00s3aH MPEACTABUTH B YIOJIHOMOYEHHBINH (pefepanbHblii OpraH UCIIOIHUTEIbHON
BJIACTU KOIHIO 3aKIIOYCHUS O COOTBETCTBUHU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM
IIpaBUJI HaJJIeKAUICH IPOU3BOACTBEHHOW IPAKTUKM B CPOK, HE IPEBBIMIAIOIIHAN CTa BOCBMHUACCITH
pabouux JHEH co JHS MOMYyUYSHHS 3arpoca O ee MPEIOCTaBICHUN. Y TIOJHOMOYEHHBIN (peepanbHblii opran
WCIIOJIHUTEJIBHOM BJIACTH, BBIIABIIMK 3aJaHUE HA MPOBEIACHUE JKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA, B
TEUYEHHUE MATH PadOYMX JHEH CO JHSA MOCTYIJICHHUS OT 3asBUTEIN KOMHMM 3aKJIIOYEHHS O COOTBETCTBHUHU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MpaBWJI HaJUIekKalleil MPOU3BOACTBEHHOMN
IIPAaKTUKHM, HAIIpaBIsIeT €€ B OJKCIEPTHOE ydpexkicHue. B ciydae HempencraBiieHMs 3asBUTEIEM B
YKa3aHHBIM CPOK KOIMM 3aKJIIOYEHUS O COOTBETCTBUHU IIPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MPABUII HAAJISKAIIECH TPOU3BOICTBEHHOM MPAKTHKHU YIIOJTHOMOUYEHHBIHN (enepanbHblil opran
WCIIOJIHUTEJIBHOM BJIACTH, BBIIABIIMN 3aJaHUE HA NPOBEACHUE JKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA, B
TEYEHHUE MATH pabouux JTHEH HampaBlsieT B AKCIEPTHOE YUPEXKIECHUE YBEIOMIICHHE O HENPEICTaBICHUN
3asBUTEJIEM KOMMHU 3aKJIIOYCHHUS O COOTBETCTBHH NPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
IIpaBUJI HAJUICKALEH POU3BOJCTBECHHON IPAKTUKU. Bpems co JHS HampaBlIeHMs 3alpoca dKCIEPTHOIO
YUpEKACHUSI B YIOJTHOMOUYEHHBIN (enepanbHblii OpraH HCHOJIHUTENBHOM BIACTH A0 AHSA TOJYYEHUS
DKCIIEPTHBIM YUPEKICHUEM KOIIUU 3aKJIFOUEHHS O COOTBETCTBUU ITPOU3BOJUTEIS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSM TPAaBWJI HAJUIeKALICH TMPOU3BOACTBEHHOW TMPAKTHKH WJIM YBEIOMIEHHS O ee
HEIPEACTABICHUY HE YUYUTBHIBACTCS IIPU MCUMCICHHUHM CPOKa IPOBEIACHUS SKCIEPTU3bI JIEKAPCTBEHHOI'O
CpEICTBa.

5. DOkcmepT IpHU MPOBENECHUU IOPYYEHHOM €My pYKOBOJUTENIEM OJKCHEPTHOTO YUYPEKICHUS
HKCTIEPTHU3HI JIEKAPCTBEHHOT'O CPEJICTBA 00s3aH:

1) mpoBecTH TMOJIHOE WCCIEIOBAHUE IMPEACTABICHHBIX €My OOBEKTOB, MaTepHajoB, IaTb
000CHOBaHHOE M OOBEKTUBHOE 3aKJIIOYCHHE I10 TIOCTABJICHHBIM TIepeJ HUM BOMNpOCaM WU
MOTHBUPOBAHHOE 3aKJIFOYEHUE O HEBO3MOXKHOCTHU IPOBEAEHUS UM 3KCIIEPTU3bI JICKAPCTBEHHOI'O CPELCTBA,
€CIIM TIOCTABJICHHBIE BONPOCHI BBIXOIAT 3a TMpeNeNbl CIEHUalbHBIX 3HAHUW JKCIepTa, OOBEKTHI
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UCCJIEOBAaHUM M MaTepuasbl HENPUIOJIHBl MM HENOCTATOYHBI JJI IPOBEICHMS MCCICAOBAaHUN W Jayu
3aKIIIOYeHUs] MO0 COBpPEMEHHBI YPOBEHb PA3BUTHUS HAyKH HE TO3BOJIAET OTBETUTHh Ha IOCTABIICHHBIC
BOIIPOCBHI;

2) He pasriamarh CBEJAEHUs, KOTOPHIE CTaJU €My M3BECTHBI B CBSI3U C IMPOBEACHUEM DKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJICTBA, a TAK)XKE CBEAEHHUS, COCTABIIAIOIINE I'OCYAAapCTBEHHYIO0, KOMMEPUYECKYIO WU
MHYIO OXpaHsAEMYI0 3aKOHOM TaliHy;

3) obecrieunTh COXPaHHOCTD MPECTABICHHBIX 00BEKTOB HCCIECIOBAHUN 1 MAaTEPHAIIOB.

6. DKcIepT He BIIpaBe:

1) mpoBOAUTH 3KCIEPTU3Y JEKAPCTBEHHOTO CPEICTBA MO OOPAIIECHUIO HETOCPEACTBEHHO K HEMY
OpraHu3ali UM GU3NIECKUX JIHII,

2) caMOCTOSITENTbHO COOMPATh MaTepUaIIbl I IPOBEICHUS SKCIIEPTU3bI JICKAPCTBEHHOTO CPE/ICTBA;

3) IpOBOANTH IKCIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAUECTBE HETOCYIaPCTBEHHOI'O IKCIIEPTA.

7. B caydae HeoOXOAMMOCTH OKCHEpPT BIpaBe XOJATalCTBOBATH TNepea PYKOBOIUTEIEM
AKCIEPTHOTO YUPEKACHUS O IPUBJICUEHUH K IIPOBEICHHUIO SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA JPYTIHX
IKCIEPTOB.

8. KaxnpIil skcnepT, BXOASIINM B COCTaB KOMHCCHUHM JKCIIEPTOB, KOTOPOW MOPYUYEHO MPOBEIACHHE
OKCIEPTU3Bl JIEKAPCTBEHHOIO CPEACTBA, HE3aBUCUMO M CaMOCTOSITEIbHO IIPOBOJAUT HCCIEN0BaHUS,
OLICHUBAET pE3yJNbTaThl, MOJYYCHHbIE MM JIMYHO W JPYTMMHU SKCIEpTamMH, U (HOpMYITUpPYET BBIBOJBI
OTHOCHUTEJILHO IOCTaBJIEHHBIX BOIIPOCOB B IIPEJIENAX CBOMX CHELUAIbHBIX 3HAHUM.

9. Pe3ynbTarhl 3KCIEPTU3BI JICKAPCTBEHHOTO CpeNCTBa O(QOPMIISIOTCS 3aKIIOYCHHEM KOMHUCCHH
OKCHEPTOB. B 3aKIOYEeHHHM KOMHUCCHM JKCIEPTOB YKAa3bIBAIOTCS II€peueHb HCCIIECAOBAaHUM, 00beM
MPOBEICHHBIX KaX/IbIM KCIIEPTOM HCCIEOBAHUH, YCTAaHOBJICHHBIE KKIBIM U3 HUX (PaKThl U C/IETaHHBIC
B pe3yJbTaTe UCCIECJOBAHUN BBIBOJbI. DKCIEPT, MHEHHE KOTOPOTO HE COBIAJAET C PEIICHUEM KOMHCCHUU
HKCIEPTOB, BIIPaBe BHIPA3UTh CBOE MHEHHE B MUCbMEHHOU (opMe, KOTOpOe MPpHUOOIIaeTCsl K 3aKII0UEHUIO
KOMHCCHH 3KCIIEPTOB.

10. DkcmepTbl, BXOASIIME B COCTaB KOMHCCHUH, MPERyNPEeKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKoHoAaTenbCTBOM Poccuiickoir ®Penepanyu 3a Jady 3aKIIOYEHHUs, COACPXKALIETO
HEOOOCHOBaHHBIC WU (PaTbCHU(PHUIIMPOBAHHBIE BHIBOJIBI, O YEM OHHU JAIOT MOJIHCKY.

11. Onpenenenue ypoBHS IpodeCCUOHATHHON MOATOTOBKH JKCIIEPTOB U aTTECTAIUS MX Ha MPaBO
NPOBEICHUS DKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB OCYILECTBIISIOTCS 3KCIEPTHO-KBATU(PUKAIIMOHHBIMH
KOMHCCHUSIMH B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (elepaIbHbBIM OPraHOM
UCTIOJIHUTENILHOW BJAcTU. YPOBEHb MPO(ECCHOHATBFHONW MOATOTOBKU IKCIEPTOB MOJICKUT MEPECMOTPY
YKa3aHHBIMH KOMHMCCHSIMHU HE PEXE YEM OJIUH pa3 B IIATH JIET.

Hudopmanus 06 usmenenusx: Pedepanrvnvim 3axonom om 22 oexabpsa 2014 2. N 429-D3 uwacme 12
cmamou 16 Hacmosaweeo DedepanvbHo2o 3aKOHA UNONCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
urons 2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

12. IlpaBuia mpoBeneHHs] SKCHEPTH3BI JICKAPCTBEHHBIX CPEICTB W OCOOCHHOCTH JKCIEPTH3BI
OTIENBHBIX BHUJIOB JIGKAPCTBCHHBIX MpenapaTtoB (pedepeHTHBIX JIEKAPCTBEHHBIX  MPENapaToB,
BOCIIPOM3BEJICHHBIX JICKAPCTBEHHBIX IPEMapaToB, OWOJOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB,
OMOaHAIOTOBBIX  (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMpenapaToB (OMOAHAIOTOB), TOMEOTATHYECKUX
JICKApCTBEHHBIX IPEIapaToB, JEKAPCTBCHHBIX PACTUTEIHLHBIX MPENapaToB, KOMOMHAIMH JIEKapCTBEHHBIX
npenapatoB), (GOpPMBI 3aKIIOYCHUH KOMHCCHH DJKCIIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOUIHM
YIIOJTHOMOYEHHBIM (he/IepalTbHBIM OPTaHOM HCTIOJIHUTEIIFHON BIIACTH.

I'APAHT: CM. komMmeHTapuu K ctatbe 16 HacTosmero denepanbHOro 3aKkoHa

Nudopmanus 06 mamenenusx: Pedepanvnvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamos 17
Hacmoswe2o PedepanbHo20 3aKOHA UZNIONHCEHA 8 HOBOU pedakyuu, scmynaowetl 6 cuny ¢ 1 urons 2015 e.
Cm. mexcm cmamwvu 8 npedbloyuyell pedaKyuu

Crarba 17. Ilomaya © paccMOTpeHHE 3asiBICHUSI O TOCYJApCTBEHHOW perucTpanuu
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JIEKapCTBEHHOTI'0 IIpernapara Jyisi BETEpUHAPHOTO IPUMEHEHUS

1. Jlns rocynapCTBEHHOH perucTpanuu JIEKapCTBEHHOIO IIpernaparta s BETEPUHAPHOTO
OpUMEHEHUsT pa3pabOTYMK TaKOTo JIEKAPCTBEHHOTO TpernapaTra WM YIOJIHOMOYEHHOE WM Jpyroe
IOPUAMYECKOE JIMLO (Jajlee B HACTOSIIEW CTAaTbe - 3asBUTENb) IPEACTABISET B YIOJHOMOUYEHHBIN
¢denepanbHBIl OpraH HCIOJHUTEIBHOM BJIACTH, OCYUIECTBISIOMIMN TOCYIapCTBEHHYIO PErHCTPALUIo
JIEKapCTBEHHBIX MPENapaToB il BETEPUHAPHOTO NPUMEHEHHS, B 3JIEKTPOHHOM (hopMe MM HAa OyMakHOM
HOCHTEJIE 3asBJIIEHUE O FOCYJapCTBEHHOM perucTpanuu JEKapCTBEHHOIO INpenapara JUisi BETEpUHAPHOTO
NPUMEHEHHUS, a TaKKe B MOPSAAKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM YIOJTHOMOYEHHBIM (hefepaibHbIM
OpPraHOM HCIIOJIHUTENFHON BJIACTH, B 3JEKTPOHHOU (hopMe miam Ha OyMa)KHOM HOCHUTENE HEOOXOAUMBIE
JIOKYMEHTBI, M3 KOTOPBIX (OpPMHUpPYETCS pPErHCTPallMOHHOE JOChe Ha JIGKAPCTBEHHBIM NpenapaT Ui
BETEPUHAPHOTO IPUMEHEHMS.

2. B 3asBi€HUN 0 TOCYJapCTBEHHOM perucTpaniu JeKapCTBEHHOIO IIpenapara sl BETEpUHAPHOTO
IIPUMEHEHNUS YKa3bIBAIOTCH:

1) HauMeHOBaHUE U aApeC 3asABUTEI, Pa3pabOTUMKa U MPOU3BOAMUTEINS JICKAPCTBEHHOT'O Mpernapara
JUIsL BETEPUHApPHOIO MPUMEHEHUS U aJpec MECTa OCYLIECTBJIEHUS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npenaparta s BETEpUHAPHOTO IMPHUMEHEHHs (B CIydae HAIWYMS HECKOJBKHX YYaCTHHKOB IpoIecca
IPOM3BOJICTBA HEOOXOAUMO YKa3aTh KaXKJJOT0 U3 HHX);

2) HaMMEHOBAHUE JIEKAPCTBEHHOI'O Ipernapara Ajisi BETEpUHAPHOTO NPUMEHEHUS (MEXIyHApOAHOE
HENaTEeHTOBAHHOE, WIH IPYIIIMPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

3) mepeueHb NEHCTBYIOIIMX M BCIIOMOTATENbHBIX BEIIECTB, BXOASIINUX B COCTaB JIEKAPCTBEHHOI'O
npernapara Jyisi BETEpUHApPHOTO IPUMEHEHUS, C YKA3aHUEM KOJIMUECTBA KaXK10T0 U3 HUX;

4) nexapctBeHHas (opma, JO3UPOBKA, CIIOCOObI BBEJACHHUS M MPUMEHEHHS, CPOK T'OJHOCTH
JIEKapCTBEHHOI'0 IIpenapara Jylisi BETEpUHAPHOIO IPUMEHEHUS;

5) papmakoTreparneBTHUECKas TPyNIa;

6) HeOOXOAMMOCTb NMPUMEHEHHsI YCKOPEHHOM MPOIeyphl SKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYTaPCTBEHHOM perucTpaiiy JEKapCTBEHHOIO IIpenapara;

7) KOIIMM TOKYMEHTOB, IOATBEPKAAIOIINX YIIJIATy TOCY1apCTBEHHOM MOLUIMHBIL:

a) 3a MPOBEACHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTH3bl OTHOLICHHUS
OKUJAEMOM TOJIB3bI K BO3MOKHOMY PUCKY NIPUMEHEHMSI JIEKAPCTBEHHOIO IIpenapaTa JUisi BETEpPUHAPHOTO
IPUMEHEHUS IIPU €ro rOCy1apCTBEHHON pEruCTpaluy;

0) 3a BpIJauy PErUCTPAIIMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO MTPETapara;

Nudopmarus 00 usmenenusx: Pedepanvhvim 3axonom om 13 uwna 2015 2. N 241-D3 6 nynkm 8
yacmu 2 cmamvu 17 nacmosweco PedepanbHo2o 3aKOHA BHECEeHbl USMEHEHUS]
Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu

8) Hamuuue coracus, MPEAyCMOTPEHHOTO YacThl0 7 HACTOSIIEH CTaThU, €CJIM C MOMEHTa
peructpanuu peepeHTHOTO JIEKapCTBEHHOT0 Mpernapara Ui BETepUHAPHOTO MPUMEHEHUS MTPOILLIO MEHee
YeM IIEeCTh JIeT.

WNudopmanus 06 usmenenusx: Yacmov 3 uzmenena c 1 aneaps 2021 2. - Pedepanvhviti 3akon om 27
oexabps 2019 2. N 478-D3
Cm. npedvloywyto pedakyuio

3. PerucrpaiiioHHOE JOChE B LENSIX AKCIEPTU3BI JIEKAPCTBEHHOTO Mpenapara A BETEpUHAPHOIO
npuMeHeHUs: GOPMHUPYETCS U3 CIASAYIOMNX JOKYMEHTOB M CBEACHUI:

Hudopmanus o6 usmenenusx: Ilyukm 1 usmenen c 1 amsapsa 2021 e. - Dedepanvubviii 3akon om 27
oexaops 2019 . N 478-D3
Cm. npedvloywyio peoaxkyuro

1) cBeneHus o naTe MPEAOCTABICHUS W PETUCTPALMOHHOM HOMEpE JIMLEH3UU Ha MPOU3BOICTBO
JICKapCTBEHHBIX CPEJCTB, MPEIOCTABICHHON MPOU3BOIUTENIO PETUCTPUPYEMOIO JIEKaPCTBEHHOIO
npernapara Jiisi BETepUHAPHOTO MIPUMEHEHHUS, U1 POCCUMCKUX IPOU3BOIUTENEH;

Nudopmarnus 06 mamenenusix: Ilynkm 2 usmenen c¢ I ameapa 2021 2. - Dedepanvuviii 3akon om 27
oexabps 2019 2. N 478-D3
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Cm. npedvloywyto pedakyuio

2) CBCACHUA O OAaTC MPCAOCTABJICHUA U PCTUCTPAlMOHHOM HOMCPC JIUICH3WMH Ha IMPOHU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB, MPEIOCTABICHHON MPOU3BOAUTENIO (hapMalleBTHUECKON CyOCTaHIINMU, BXOASAIICH
B COCTaB pPCruCTpupyeMoro JICKApCTBCHHOTO Ipfcliapara A4 BCTCPUHAPHOIO IMPUMCHCHUA, IJId
POCCUICKHX NPOU3BOIUTENECH;

Hudopmanus o6 usmenenusx: Yacmo 3 oonoanena nynkmom 2.1 ¢ 15 uronsa 2018 2. - Dedepanvhubii
saxon om 4 urons 2018 2. N 140-D3

2.1) xomusi NOKyMEHTa, BBIAAHHOTO YIIOJIHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOIUTENS JUIS
KOKIOW  TPOU3BOACTBEHHOM  IUIOMIAJIKM  PETHCTPUPYEMOIO  JIEKAPCTBEHHOTO  IpemapaTta Ul
BETEPUHAPHOTO TPHUMEHEHUS M TMOJTBEPXKIAIOUIETO COOTBETCTBUE MPOU3BOJIUTENS JIEKAPCTBEHHOTO
npemnapara TpeGoBaHUSIM MPaBHII HaJIeKaleil MPOU3BOJCTBEHHONW MPAKTUKHU, U €r0 MePeBOJl Ha PYCCKUMN
A3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM IMOpPSAJKE, a TaKXKe KOMUS 3aKIIOYeHHs] O COOTBETCTBUU
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM MpaBUJ HaJUIeKallell MPOU3BOJICTBEHHOM
MPAKTUKY, BBIIAHHOTO YIOJIHOMOYEHHBIM (efiepaibHbIM OPraHOM HCHOJHUTENbHOM BIacTHU ISl Ka)Ioi
MPOU3BOJCTBEHHON IUJIOMIAJAKH PETUCTPUPYEMOTO JIEKAapCTBEHHOI'O IMpernapara i BETEPUHAPHOTO
NPUMEHEHHUs, 100 KOMHs peuieHHs] O MPOBEACHUH HHCIEKTHUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEJICTB, IPUHATOTO YMOJHOMOYEHHBIM (eiepalbHBIM OpraHOM HCIIOJIHUTENBHON BIIACTU JUIS Ka)I0i
MPOU3BOJCTBEHHON IUJIOMAJAKH PETUCTPUPYEMOTO JIEKAapCTBEHHOI'O IMpernapara A BETEPUHAPHOTO
INPUMEHEHHUs. YKa3aHHbIE JTOKYMEHTBHI MPEACTABISAIOTCA B Cilydae, €clid MPOU3BOACTBO JIEKAPCTBEHHOTO
npernapara ocyulecTBisieTcs 3a npeaenamu Poccuiickoit @enepannu;

Hudopmanus o6 usmenenusx: Yacmo 3 donoanena nynkmom 2.2 ¢ 15 uronsa 2018 2. - Dedepanvhuiii
saxon om 4 uons 2018 2. N 140-D3

2.2) xomus JAOKYMEHTAa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOAUTEIS
dapmarieBTHYECKON CyOCTaHIIMH U MOATBEPKAAIONIETO COOTBETCTBUE MPOU3BOAMUTENS (hapMalieBTUIECKON
CcyOCTaHIIMM, BXOJIIEH B COCTaB PErHCTPUPYEMOro JICKApCTBEHHOTO NpenapaTta Ajs BETEPUHAPHOTO
NpUMEHEHHUs, TpeOOBaHMAM TMPABWJI HaJUIekKalled MPOM3BOACTBEHHON NPAKTUKH, U €ro MepeBo] Ha
PYCCKHUH SI3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TOPSIIKE, B CIIydae, €CIH MIPOU3BOICTBO (papMalieBTHUECKOM
CcyOCTaHIIMM OCYIIECTBIIIEeTCS 3a npenenamu Poccuiickoit denepanmu;

3) OpOEKT HOPMATUBHOIO JIOKYMEHTa Ha JIGKapCTBEHHBIM Mpemapar JUisi BETEPHHAPHOTO
NPUMEHEHHUS;

4) MOKyMEHT, coAep X aluil cienyouryo uHpopManuio o (papmaneBTHUYECKOH CyOCTaHIIMM WM
(dapMarieBTUYECKHX CyOCTaHIMAX, BXOAAIINX B COCTaB JICKAPCTBEHHOI'O Ipernapara il BETEPUHAPHOTO
PUMEHEHUS:

)

Nudopmanus 06 mamenenusx: I[loonynkm "a" uzmenen c 13 aszycma 2019 2. - @edepanvhviii 3aKoH om
2 aseycma 2019 2. N 297-D3
Cm. npedvloywyio peoaxkyuro

a) HaumMeHOBaHWE (HapMalleBTHUECKOM CyOCTaHIIMU, €€ CTPYKTypa, oOmmue cBoWcTBa (IpH
TOCYJTapCTBEHHOHN PETUCTPAIlTi UMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX MPETapaToB sl BETEPUHAPHOTO
NPUMEHEHUST TPEJCTABISIOTCS CBEICHHS O IITaMMe, BKIIIOYas €ro HanmMEHOBaHWE, HWH(GOpPMAIHIO O
MPOMCXOXKICHUH, €T0 CBOWCTBAX, XapaKTEPUCTUKAX H MECTE JCTIOHUPOBAHNSA);

0) HAaMMEHOBAHUE M a/IPEC TPOU3BOAUTEIIS,

B) TEXHOJIOTHS MPOU3BOJCTBA C ONMMCAHMEM CTAJUi MPOM3BOJCTBA M METOJIOB KOHTPOJIS Ha BCEX
CTaJUsIX MTPOU3BOJICTBA;

"n,n

Nudopmanus 06 mamenenusx: Iloonynkm "2" usmenen ¢ 13 ascycma 2019 2. - Dedepanvhulii 3aK0H om
2 aseycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

r) uHbopMmMamMsg O TMpUMecsHX (HE TPEACTABISIETCS NPU TOCYJAPCTBEHHOM pETUCTpaIUH
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPETapaToB IJIsl BETEPUHAPHOTO IPUMEHEHHUS);

Nudopmarnms 06 mamenenusx: Iloonynkm "0" usmenen c 13 aszycma 2019 2. - Dedepanvhbiii 3aKoH om
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2 aseycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

n) crieruukanus Ha GpapMareBTHIECKYI0 CyOCTaHIUIO (HE MPEACTABISETCS MPU TOCYAapCTBEHHON
perucTpani UMMYHOOHOIOTUYECKUX JIEKAPCTBEHHBIX MPENApaTOB JJIsi BETEPUHAPHOTO MIPUMEHEHHS );
€) OIUCaHNe METOIUK KOHTPOJIS Ka4eCTBa;

Hudopmanus 06 usmenenusix: Iloonynkm "oxc" usmenen c¢ 13 aszycma 2019 2. - @edepanvhuiii 3aK0H
om 2 ascycma 2019 2. N 297-D3
Cm. npedvloywyio peoaxkyuro

’K) pe3yJIbTaThl aHaidu3a cepuid (papmareBTUYCCKONH CyOCTaHIMU (HE TNPEICTaBISIOTCS TPH
TOCYJTapCTBEHHOHN PETUCTPAIlii UMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO
MIPUMEHEHU );

3) IepeYeHb CTAHIAPTHBIX 00PA3I0B WIIA BEIIECTB, UCIIOIb3yEMbIX TPU OCYIIECTBICHUU KOHTPOJIS
Ka4yecTBa;

1) OTMCAaHUE XapaKTEPUCTHK U CBOWCTB YITAKOBOYHBIX MAaTEPHAIIOB U YKYIIOPOYHBIX CPEJICTB;

Nudopmarus 00 usmenenusx: Iloonynkm "x" usmenen c 13 aezycma 2019 2. - @edepanvhblii 3aK0H om
2 aseycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

K) JaHHble O CTaOWJIBHOCTH (HE TPEACTABISIIOTCA TMPH TOCYJApCTBEHHOM pEerucTpaiuu
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPETapaToB IJsl BETEPUHAPHOTO MIPUMEHEHHUS);
J) CPOK F'OJTHOCTH, YCIIOBHS XpaHEHMUS,

Hudopmanus o6 usmenenusx: IIyukm 5 usmenen ¢ 13 aseycma 2019 e. - @edepanvhviii 3akoH om 2
aseycma 2019 2. N 297-D3
Cm. npedvloywyio pedaxkyuro

5) otdyer o pe3yinbraTax JIOKIMHMYECKOTO HCCIEJI0BaHUS JIEKAPCTBEHHOIO CpeAcTBa s
BETEPUHAPHOTO MPUMEHEHUS, BKIIOYAIOIIMN ONMMCAHHE METOJOB OINpEAENECHUS OCTATOUYHBIX KOJIUYECTB
JIEHCTBYIOMIETO BEIIECTBA (IEHCTBYIONMIMX BEIIECTB), JOCTUTAIOMIETO (IOCTHUTAIOIINX) CHCTEMHOTO
KPOBOTOKa, B MPOAYKLUHU KHUBOTHOTO MPOUCXOXKIEHUS IOCJIE€ MPUMEHEHHS TaKOro JIEKapCTBEHHOTO
CPEJICTBA, a TAK)Ke JOKyMEHTAJIbHOE MOATBEPkKACHNE (BalIUaIUs) YKa3aHHBIX METO/IOB;

6) oTyeT O pe3yJbTaTax KIMHUYECKOIO HCCIIEIOBaHMUs JIEKAPCTBEHHOrO IMpernapara s
BETEPUHAPHOTO NMPUMEHEHHSI Y KaXKJI0TO BUAA KUBOTHBIX, YKa3aHHBIX B MHCTPYKLHHU MO BETEPUHAPHOMY
MPUMEHEHUIO;

7) TpPOEKT HHCTPYKIMH TO BETEPUHAPHOMY MPUMEHEHHUIO JIEKapCTBEHHOTO IIpernapara,
coJieprKalleil caeayone CBeIeHus:

a) HaMMEHOBAaHME JIEKAPCTBEHHOTO IMpernapaTa Jisl BETEpUHAPHOTO MPUMEHEHUs (MEXITyHapOaHOE
HENaTeHTOBAaHHOE, WIH IPYIIHUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nexapcTBeHHas Gopma ¢ ykazaHHEM HaUMEHOBAHHMM M KOJMYECTBEHHOI'O COCTaBa JEHCTBYIOIMINUX
BEIIECTB U KAUECTBEHHOT'O COCTaBa BCIIOMOTATENIbHBIX BELIECTB;

B) OINKMCAHUE BHEIIHErO BU/A JIEKAPCTBEHHOTO MpernapaTa Jijisl BETepUHAPHOTO IPUMEHEHUS;

r) hapmakoTepaneBTHUecKas rpyIina JIEKapCTBEHHOTO Mpernapara Jjisi BEeTEpUHAPHOTO PUMEHEHHS
WJIM yKa3aHHe "TOMEeoNaTU4eCKUi JJEeKapCTBEHHBIN npenapat”;

n) dapmakoguHaMuka W (papMakoKMHETHKAa (32  HUCKIIOYEHHEM  (papMaKOKWHETHUKH
FOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTENBHBIX JIEKAPCTBEHHBIX IIPENapaToB) WU
OINKMCaHNE UMMYHOOHOJIOTMUECKHUX CBOMCTB JIEKAPCTBEHHOTO Mpernapara;

€) MOoKa3aHus AJIs1 IPUMEHEHUS;

) POTUBOIIOKA3aHUS JIsl IPUMEHEHHUS;

3) MepbI IPETOCTOPOKHOCTH MPU MPUMEHEHUU;

M) yKa3aHue BO3MOXHOCTH U 0COOEHHOCTEN MPUMEHEHHs y OEPEMEHHBIX KUBOTHBIX, Y )KHUBOTHBIX
B MIEPUO/ JTAKTAI[UH, Y TIOTOMCTBA KUBOTHBIX;

K) peXHUM JO3UPOBaHUs, CIoco0 BBEJCHHS U MPUMEHEHUs, MpU HEOOXOAUMOCTH BpeMmsl MpHema
JIEKapCTBEHHOI'0 Ipernaparta Jijisi BETepUHAPHOTO MPUMEHEHHUs, TPOAOKUTEIHHOCTD JICUEHUS;
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J) BO3MOXKHBIE TIOOOYHBIE IEHCTBHS, HEXeNlaTeIbHbIE PEakIMy MpU MPUMEHEHHH JIEKapCTBEHHOTO
npenapara Jyisi BETEpUHApHOTO IPUMEHEHUS;

M) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO TIOMOILLY IPU NEPEIO03UPOBKE;

H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IpenapaTaMy U (WJIn) KopMaMu;

0) ¢opMBI BBITyCKa JEKApCTBEHHOTO Mperapara Jjsi BETEPUHAPHOTO IPUMEHEHHS,

n) ykazaHue (Ipu HEOOXOAMMOCTH) OCOOEHHOCTEeH NeHCTBHSA JIEKapCTBEHHOTO NpemnapaTa Jyis
BETEPUHAPHOTO IPUMEHEHHUS TP IIEPBOM NPUEME WIIU IIPU ET0 OTMEHE;

HNudopmanus o6 usmenenusix: Iloonynkm "p" usmenen c 13 aszycma 2019 2. - @edepanvhbiii 3aKoH om
2 aseycma 2019 2. N 297-D3
Cm. npedvloywyio peoaxkyuro

p) onucanue (Ipu HEOOXOAUMOCTH) NEHCTBUMA CHEIMAINCTa B 00JIACTH BETEPUHAPHH, BIIaJIEIIbIa
KMBOTHOTO TIPU TMPOIYyCKE MpHEMa OJHONH WM HECKOJIBKHX J03 JICKApCTBEHHOTO IIperapara Jyis
BETEPUHAPHOTO TPUMCHEHHS,

C) CpOK TOJHOCTH W YyKa3aHHE Ha 3ampeT MNPUMEHEHHs JICKapCTBEHHOTO IIperapara Jyis
BETEPUHAPHOTO IPUMEHEHHS IO UCTCUECHUH CPOKaA TOTHOCTH;

T) YCIIOBUS XpPaHCHUS;

y) yKa3aHHe Ha HEOOXOIMMOCTh XpaHEHHs JIEKaPCTBEHHOTO IIperapara Uil BETEPHHAPHOTO
NPUMEHEHHUS B MECTaX, HEIOCTYITHBIX JIJIS IETCH;

¢) ykazanue (IIpu HEOOXOIUMOCTH) CIICIUATBHBIX MEp MPEAOCTOPOKHOCTH MPU YHHUTOKCHUH
HEWCITOJIb30BaHHBIX JICKAPCTBEHHBIX NPENapaToB I BETEPUHAPHOTO TPHUMEHEHHS,;

X) CPOKH BO3MOKHOT'O HCIOJIB30BAHUS MPOAYKIUH KUBOTHOTO TPOHMCXOXICHUS TIOCIIE BBEICHHS
KMBOTHOMY JICKQPCTBEHHOTO IMpeTapara Jjisi BETEPHHAPHOTO IPUMECHEHUS;

I1) YCIIOBUS OTITYCKa;

9) HAMMCHOBAHHMS M ajpeca IMPOW3BOJACTBEHHBIX IUIOMAJ0K MPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO TPUMEHEHHS,

II) HAaWMMCHOBAaHWE, AaJpec OpraHW3alluH, YIMOJHOMOYCHHOH JepKaTelieM WM BIAJeIbIeM
PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO MTpeTapara Ha MPUHATHE MPETEH3UI OT MOTPEOUTEIIS;

8) MPOEKTHl MaKeTOB NMEPBUYHOIN YITAKOBKH M BTOPHUYHOW YIMAKOBKH JICKAPCTBEHHOTO Iperapara
JUTSL BETEPUHAPHOTO TPUMEHECHHS;

9) crnenyromiye CBeIEHUS O JIEKAPCTBEHHOM TpenapaTe /Ui BETepUHAPHOTO IPUMEHCHUS:

a) OIHMCaHKE U COCTAB JICKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO IIPUMECHEHUS;

0) onucanue papMareBTHIECKOM pa3paboTKu;

", n

HNudopmanus 06 usmenennsx: [loonyuxkm "¢" usmenen c 13 aseycma 2019 2. - @edepanvHuviil 3aKOH om
2 aseycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

B) OMMCaHUE Mpollecca MPOU3BOJICTBA U €r0 KOHTPOJIS, MOANMKUCAHHOE B OPSJIKE, YCTAHOBIEHHOM B
COOTBETCTBUH C YaCThIO 1 HACTOSIICH CTAThH;

"n,n

Hudopmanus o6 usmenenusx: Iloonynkm "2" usmenen c 13 aseycma 2019 2. - @edepanvhulii 3aK0H om
2 aseycma 2019 2. N 297-D3
Cm. npedvloywyio peoaxkyuro

I) ONMCAaHHE KOHTPOJS KPUTHUECKHX CTaJWi TMPOU3BOJACTBA W MPOMEKYTOUHOH MNPOIYKIUH,
MOJIMTMCAaHHOE B MOPSAJKE, YCTAHOBIEHHOM B COOTBETCTBUU C YaCThIO 1 HacTOsIIEN CTaThH;

Hudopmanus 06 usmenenusx: Pedepanvrvim 3akonom om 13 utona 2015 . N 241-D3 6 noonynkm "0"
nynkma 9 uacmu 3 cmamou 17 nacmosiye2o @edepanbHo2o 3aKOHA 6HECEHbl USMEHEHUS
Cm. mexem noonyHkma 8 npeovloyujetl pedaxyuu

J) HAMMEHOBAaHMS W ajpeca pazpaboTuMka, AepXaTeias WM BIaJAeiblla PErHCTPALlMOHHOTO
YAOCTOBEPEHUSI  JIEKApCTBEHHOIO  IIpemnapaTa, IPOU3BOACTBEHHBIX  IUIOLIAJ0K  MPOM3BOAMUTEISA
JIEKapCTBEHHOI'0 IpenapaTa AJis BETEPUHAPHOTO NPUMEHEHHUs C YKa3aHHEM CTaJuil TEXHOJIOIMYECKOIO
Ipolecca, OCYIIECTBISEMBIX Ha IPOU3BOACTBEHHBIX IUIOMIAJKAX IPOU3BOAUTENS JIEKAPCTBEHHOIO
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npenapara Juisi BETepUHAPHOTO TPUMEHEHHS,

€) (hapmarieBTHUECKasi COBMECTUMOCTB;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTHKH;

3) MaTepHaIbHBIN OanaHc IS MPOU3BOICTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONHMCAaHUE XapaKTEePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEpPHAJIOB U YKYIOPOUYHBIX CPEJICTB;

K) TOKyMEHTaJIbHOE MOATBEPKICHUE (BaTugalisl) MpoLEecCoB U (WJIM) UX OLICHKA;

J) TpeOOBaHUS K KAuyeCTBY BCIOMOTaTeNbHBIX BeIIECTB (cepTHU(HKAT, cnenudukanus Ha
BCIIOMOTaTeNbHbIE BEIIECTBA U MX 00OCHOBAHUE);

M) QHAJIUTUYECKUE METOAMKH, HCIOJIb3yEMbIE IpPU OCYILIECTBICHUM KOHTPOJS KadecTBa
BCIIOMOTATENbHBIX BELIECTB;

H) JIOKyMEHTaJIbHOE MOATBEpXKICHUE (BaJUAAIUs) aHATUTUYECKUX METOAMK, HCIIOJB3YEMBIX MPH
OCYIIECTBJIEHUU KOHTPOJISl KaYECTBA BCIIOMOTaTENIbHbBIX BELIECTB;

0) uH(popMaryst 00 HCIOIB30BAHUM BCIIOMOTATEIbHBIX BEIIECTB YEIIOBEUECKOTO0 U KUBOTHOTO
IIPOUCXOXKIECHUS;

n) yrpatuia cuiy ¢ 13 asrycra 2019 r. - @enepanbublii 3akoH oT 2 aBrycra 2019 r. N 297-03

Nudopmanus 06 usmenenusx: Cu. npedvloyuyio peoaxkyuio

p) TpeOoBaHUSI K KadyecTBY JIEKAPCTBEHHOI'O IIperapaTa [Uisi BETEPUHAPHOTO TNPUMEHEHHS
(ceptuduxkar, cienudukanys Ha JEKapCTBEHHBIN MpernapaT U uX 000CHOBAaHHE);,

C) aHaJUTUYECKWE METOJIUKH, HCIHOJIb3yeMble TPU OCYLIECTBIEHHU KOHTPOJS KayecTBa
JIEKapCTBEHHOI'0 Ipernapara Jijisi BETepUHAPHOTO IPUMEHEHUS;

T) JOKYMEHTaJbHOE MOATBEP)KJIEeHUE (BaJUJalvs) aHATUTHYECKUX METOJAUK, UCIOIb3yEMbIX MPH
OCYIIECTBJIEHUU KOHTPOJISl KayecTBa JIEKAPCTBEHHOI'O MIpenapaTa Jjisi BETEpUHAPHOTO MPUMEHEHUS;

y) IOKYMEHT, MOJTBEPKIAIONIMI KayecTBO JIEKAPCTBEHHOIO IpernapaTa TPeX MPOMBIIITICHHBIX
cepuii (MMPOTOKOJI aHAU3a WU CepTU(UKAT aHAIN3a), OJHA Cepusi KOTOPOTO JOJIKHA COBIAJaTh C cepHeit
oOpa3s1ia JIekapCTBEHHOTO Mpernapara, oAaHHOTO Ha PEerucTpaluio;

¢) XxapakTepuCcTUKa IPUMECEH;

X) IepeyeHb CTaHAApPTHBIX 00pa3loB, HCIOJb3YEMBIX MPHU OCYLIECTBICHHU KOHTPOJSI KayecTBa
JIEKapCTBEHHOI'0 Ipernapara Jijisi BETepUHAPHOTO IPUMEHEHUS;

1) TaHHBIE O CTAOMIIBHOCTH JIEKAPCTBEHHOT'O IIperapara Jyuisi BETEpUHAPHOTO MPUMEHEHHUS;

10) xomms MOKyMEHTa, COAeprKamero WHPOPMAIHMIO O HAIMYMA WIH 00 OTCYTCTBHHM (HaKTOB
perucTpanyu JeKapcTBEHHOIO MIperapara Jis BEeTepHUHApHOro NMpUMEHEeHHs 3a mnpeaenamu Poccuiickoit
denepannu;

Hudopmanus o6 usmenenusx: Pedepanrvhoim sakonom om 13 uwona 2015 2. N 241-P3 6 nynkm 11
yacmu 3 cmamvu 17 nacmoawezo PedepanbHo2o 3aKOHA BHECEeHbl U3MEHEHUs]
Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

11) cormacue B mMUCbMEHHOW (opMme, PEAyCMOTPEHHOE YacThbi0 7 HACTOSILIEH CTaTbu, B Cllydyae
perucTpanyy BOCIpOU3BEAECHHOTO JIEKAPCTBEHHOTO Mpenapara;

12) xommss NOOKyMEHTa Ha PYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAHOBJIECHHOM IIOpSIKE H
MOJTBEP)KJAIOLIETO TPAaBOMOYHOCTh 3asBJIEHUS O TOCYJAapCTBEHHON pPETUCTPALUU JIEKapCTBEHHOIO
npernapara Jyisi BETEpUHApHOTO IPUMEHEHUS (JOBEPEHHOCTD);

Hudopmanus o6 usmenenusx: Yacmo 3 donoanena nynkmom 13 ¢ 13 aeeycma 2019 2. - Dedepanvhutii
3akon om 2 ascycma 2019 2. N 297-D3

I'APAHT: PoccuiickuM NpOM3BOAUTENSIM HMMYHOOHMOJIOTMUECKUX JIEKAPCTBEHHBIX IIPENapaTroB
paspemraercss 10 31 gexaOpst 2023 r. He MPenCTaBIATH B COOTBETCTBUU C IYHKTOM 13 cBemeHus o
rocy/1apCTBEHHON perucTpanun T€HHO-WHXEHEPHO-MOIU(DUITUPOBAHHBIX OpPraHHU3MOB,
IIPEIHA3HAYEHHBIX JUIsl BBIIYCKa B OKPYXKAIOLIYyK CpeAy, IpH TOCYJapCTBEHHOM pPETUCTpaluu
MMMYHOOHOJIOTUYECKUX JIEKaPCTBEHHBIX MPENapaToB AJsi BETEPUHAPHOTO NPUMEHEHMS, MOITYYEHHBIX C
NPUMEHEHUEM T'e€HHO-MH)XEHEPHO-MOJU(PHUIMPOBAHHBIX ~ OPraHM3MOB WM  COJCpPXKAIUX  TaKue
OpPraHU3MBbI
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13) cBemeHus O TOCYNAapCTBEHHOW PETUCTpPAMM T'€HHO-WH)KEHEPHO-MOJIU(PHUIIMPOBAHHBIX
OpPraHU3MOB, TIPEIHA3HAUYEHHBIX Ui BBIIYCKa B OKpPYXKalOUIyl0 cpeay (MpH TOCYAapCTBEHHOM
pEerucTpali  JIEKapCTBEHHBIX IMPENapaTroB JUIs BETEPUHAPHOTO MPUMEHEHHs, MOJYYCHHBIX C
NPUMEHEHHEM  T'€HHO-UH)XCHEPHO-MOAU(DUIIMPOBAHHBIX  OPraHU3MOB  WJIM  COJEpXAIlUX  TaKue
OpTraHMU3MBI).

Hudopmanus o6 usmenenusx: Yacmo 4 usmenena ¢ I cenmabpa 2023 e. - ®edepanvhulii 3akon om 28
anpens 2023 2. N 171-D3

Cm. 6y0ywyro peoakyuio

Yacmwb 4 usmenena c 13 aseycma 2019 e. - Dedepanvusiii 3axkon om 2 aseycma 2019 2. N 297-D3

Cm. npedvloywyio peoaxkyuro

4. Ilpm TpoBEOECHHM YCKOPEHHOM NPOLEAYPHl SKCIEPTHU3bI JIEKAPCTBEHHOI'O Mpemnapara st
BETEPUHAPHOTO MPUMEHEHUS B LIENSAX €ro rOCyIapCTBEHHON PETUCTPAllMU BMECTO OTUYETa pa3padoTYhKa O
pe3ynbTarax JOKIMHUYECKOTO UCCIIeI0OBaHMS JIEKapCTBEHHOTO CPECTBA AJIsi BETEPUHAPHOTO PUMEHEHUS
MOKET OBITh IMpeAcTaBiIeH 0030p HAay4YHBIX pPAadOT O pe3ylbTaTax AOKIMHHYECKOTO HCCIIEeIOBaHUS
pedepeHTHOro JIEKapCTBEHHOr0 TMpemnapara Ajs BETEpUHAPHOIO MPUMEHEHHsS, a BMECTO OTdYeTa O
pe3ynbTarax KIMHUYECKOTO MCCIEeIOBaHMs JIEKApCTBEHHOIO IMperapaTa Jisi BETepUHAPHOTO MPUMEHEHUs
OTYET O pe3yibTaTax MCCIEJOBaHUN OHWOAPKBUBAJICHTHOCTH BOCIPOU3BEIEHHOIO JIEKApPCTBEHHOTO
npernapara Jyisi BETepUHAPHOTO TPUMEHEHUSI.

Nudopmarus 00 usmenenusx: Cmamovs 17 Oononmena uacmevio 4.1 c¢ 1 cewmabpa 2023 e. -
Deoepanvruiil 3axon om 28 anpens 2023 2. N 171-D3
Cm. 6y0ywyro pedaxyuio

Nudopmanus 06 mamenenusx: Yacmo 5 usmenena c 13 aseycma 2019 2. - Pedepanvuviti 3akon om 2
aseycma 2019 2. N 297-D3
Cm. npedvloywyo peoaxkyuro

5. Ha »skcnepTu3y pa3iMyYHBIX JIEKQpPCTBEHHBIX (OPM OJHOTO U TOTO K€ JIEKapCTBEHHOIO
mpemnaparta A BETEPUHAPHOTO MPUMEHEHHs 3asBUTENb IMPEACTaBISET OTIENbHbIE 3asBICHUS U
perucTpaioHHbIe JOChe Ha Ka)Xaylo JieKapcTBeHHYI0 Gopmy. [Ipu ycnoBuu oHOBPEMEHHOH Mojadu Ha
AKCTEPTHU3Y OJHOW JIEKapCTBEHHON (OPMBI C PA3TMYHBIMU JTO3UPOBKOM, KOHIICHTpAIMEH, 0O0BEMOM
3asgBUTENb MPEACTABIAECT OJHO 3asfBIIEHUE M PETUCTPALIMOHHOE JO0Che C MPHIOKEHHEM MAaKeTOB
MEPBUYHON YNAKOBKH M BTOPUYHOM ynakoBKW. Ha MakeTax nmepBUYHON yIaKOBKM U BTOPUYHOW YHAaKOBKH
YKa3bIBalOTCA BCE MPOU3BOJUMbBIE TO3UPOBKH, KOHILIEHTPAIMHU, OOBbEMBI M KOJUYECTBO 103 B YIaKOBKE
JIEKapCTBEHHOT'O Tpernapara /i BETepUHAPHOTO IPUMEHEHHS.

HNudopmanus 06 usmenenusx: Yacmov 6 uzmenena c 1 saneapsa 2021 2. - Pedepanvhbviti 3akon om 27
oexabops 2019 2. N 478-D3
Cm. npedvloywyto pedakyuio

6. B cimydae HempencTaBieHUs C 3asBJICHUEM O TOCYAapCTBEHHOM PETrUCTpalMy JIEKAPCTBEHHOIO
rpernapara Juisi BETEpUHAPHOTO MPUMEHEHUS! JOKYMEHTOB, MOATBEPKIAIOIIUX YIUIATy FOCYAapCTBEHHOMU
MOIUIMHBI U YKa3aHHBIX B IMYHKTE 7 4acTH 2 HACTOSIIEH CTaThbU, CBEACHUHN O JUIEH3UIX, YKa3aHHBIX B
nyHKTax | u 2 gacTu 3 HACTOSIIIEH CTaThH, a TAKXKE BbIIaBaeMbIX (TIPEIOCTABISEMBIX) YITOJIHOMOYSCHHBIMHU
denepanbHBIMU OpTaHaMU HCTIOJTHHUTEIHHOM BIIACTH JIOKYMEHTOB (CBEIEHUI), YKa3aHHBIX B IMyHKTE 2.1
yacTh 3 HacTosIIEH CcTaTbH, YIOJHOMOYEHHBIH (enepanbHblii OpraH HCHOJIHUTEIBHOW BIIACTH
3ampanimBaeT yKa3aHHBIC JOKYMEHTHI (CBEJCHHS) B TOPSAKE MEKBEIOMCTBEHHOTO HH(OPMAIIMOHHOTO
B3aUMO/JICHCTBU.

7. He pnomyckaercss WCHOJB30BAaHHE B KOMMEPUECKHX LesaX HHQOpMAIMK O pe3yibrarax
JOKJIMHUYECKUX MCCIENOBAHHUM JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HCCIIENOBAHUN JIEKAPCTBEHHBIX
MpENaparoB [Jisi BETEPUHAPHOTO IPUMEHEHUS, MPEICTABICHHON 3asBUTENEM IS TOCYAAapCTBEHHOU
perucTpanyu JEKapCTBEHHBIX TIpernaparoB, 0e3 ero corjacuss B TEYEHHWE IIeCTH JeT C JaThl
rOCYyIapCTBEHHOW perucTpanuu pedepeHTHOro JeKapcTBeHHOTO npenapara B Poccuiickoit @eaeparuu.

Nudopmarnus 06 mamenenusx: Cmamovs 17 oononnena yacmoio 8 ¢ 13 aszycma 2019 e. - edepanvhuiii
3akon om 2 aseycma 2019 2. N 297-D3
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8. llepkarenb WM Biajelell PETUCTPALMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara AJis
BETEPUHAPHOTO MPUMEHEHHUS MPEJICTABISICT B YIOJTHOMOUYCHHBINH (eepatbHBI OpraH MCTIOIHUTEIHHOM
BJIACTH OTYET IO pe3yJbTaTaMm (GapMakoHAA30pa OJUH pa3 B IIECTh MECAIEB B TEUCHHE JBYX JIET TOCTE
rOCyJIapCTBEHHOW PErMCTpalMu JIEKapCTBEHHOro npenapara B Poccuiickoii deaepanuu, 3aT€EM €KEroaHO
B TEUCHUE NOCIEAYIOIIMX TPEX JIET U B TAJTIbHEUIIEM OJIMH pa3 B TPH rofa.

T'APAHT: Cwm. kommeHTapuu K ctatbe 17 HacTosmiero denepanbHoro 3aKkoHa

Hudopmanus o6 usmenenusx: Pedeparvhoim 3akoHom om 22 Oekabpa 2014 o N 429-D3
Haumenosanue cmamou 18 nacmosweco DedepanrbHo20 3AKOHA U3N0NHCEHO 6 HOBOU pedaKyull,
secmynatoweu 6 cuny c¢ 1 urons 2015 a.

Cm. mexem Haumeno8aHus 8 npedbloyujeli pedaKyuu

Cratba 18. Ilomaua u paccMoTpeHue 3asBIEHMS O TOCYAAPCTBEHHOW pEruCTpaluu
JIEKapCTBEHHOTI'0 IpernapaTta JUisi MEAULUHCKOTO IPUMEHEHUS

Nudopmarnus 06 usmenenusx: Pedepanrvuvim zakonom om 22 oexkabpsa 2014 2. N 429-D3 uyacmo 1
cmamou 18 nacmosaweeo DedepanvHoco 3aKOHA UNONCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
urons 2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

. Jns rocymapCTBEHHOM pErucTpalM JIEKApCTBEHHOIO IMpernapara s MEAUIMHCKOTO
NPUMEHEHUS IOPUIUYECKOe JIHUIO, JCHCTByIolee B COOCTBEHHBIX HHTEpEcax WM YIOJIHOMOYEHHOE
MPEJCTaBISATh MHTEPECHl IPYroro IOPUAMYECKOro JIMIA U 3asBSIONIee JIEKApCTBEHHBIM IpernapaT Ha
rOCyIapCTBEHHYIO perucTpainuio (Jajiee B HACTOSILEH cTaTbe - 3asiBUTENb), NPEICTABISIET B
YIIOJITHOMOYCHHBIN (hefiepalibHbIN OpraH HUCIIOJIHUTEIBHOM BJIACTH, OCYIIECTBISIOMIMA TOCYAapCTBEHHYIO
perucTpaluio JeKapcTBEHHbIX MPENapaToB A MEIUIIMHCKOTO MPUMEHEHHUsI, B JIEKTPOHHOM (popme u Ha
OyMa)XHOM HOCUTEJE 3asiBJICHHE O TOCYAapCTBEHHOW pPETUCTpallMy JIEKapCTBEHHOIO IIperapaTa s
MEAMIIMHCKOTO TPHUMEHEHHUs, a TaKKe B TOPSJIKE, YCTAaHOBJIEHHOM YIOJIHOMOUYEHHBIM (eaepanibHbIM
OpraHOM HCIOJHUTEIBHOW BIIACTH, B AJEKTPOHHOW (opMe M Ha OyMa)kKHOM HOCHTEJE HEOOXOIUMBbIe
JOKYMEHTBI, U3 KOTOPBIX (OPMUPYETCS PErucTpallMOHHOE [0Che Ha JIEKApCTBEHHBIM Mpemnapar ajs
MEAUIMHCKOTO MPUMEHEHHUSI.

Nudopmarus 00 usMeneHusx: Pedepanvrbviv 3akonom om 22 odexabps 2014 2. N 429-D3 uacmo 2
cmamou 18 nacmoawezo DedepanvbHo2o 3aKOHA U3NOHCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
urona 2015 a.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

2. B 3asBieHNH O rOCYJapCTBEHHOM perucTpaluy JEeKapCTBEHHOIO Mpenapara Juisi MEAULIIMHCKOIO
IIPUMEHEHUS YKa3bIBalOTCSA:

Hudopmanus o6 usmenenusx: Ilynkm I usmenen c 1 sansapsa 2018 e. - @edepanvuuiii 3akon om 28
oexaops 2017 &. N 425-D3
Cm. npedvloywyio peoaxkyuro

1) HaumMeHOBaHHWE, aapec 3asBUTENS W TPOU3BOAMUTENS JIGKAPCTBEHHOTO IIpemapara Jyjis
MEJUITMHCKOTO TPUMEHEHHS, CBEJICHUA 00 MX PErucTpallid B KAauyeCTBE HAJOTOIUIATENbIIMKA B CTpaHE
peructpanuu (1T POCCUMCKUX OPUINYECKHUX JIHI - UASHTU(DHUKAITMOHHBIA HOMEp HAJIOTOIIATEeNIbIIINKA
(MHH), nnst vHOCTpaHHBIX IOPUANMYECKUX JIUI - CTPaHA PETHCTPAllUH, HAUMEHOBAHHUE PETUCTPHUPYIOIETO
opraHa, peruCTpaIlMOHHBIM HOMEpP, KOJI HaJIOTOILUIATENIbIIIMKA B CTPAHE PETUCTPAIU (MHKOPITOPAIINH ) WIIH
€ro aHaJioT) U aJpec MeCTa OCYIIECTBICHHS MPOU3BOJICTBA JICKAPCTBEHHOTO TIpenapara (B ciydae HaTuaus
HECKOJIBKMX YYaCTHHUKOB IIpoIlecca €ro IPOM3BOACTBA HEOOXOAUMO YyKa3aTh KaXJOTO0 Y4YacTHHUKA B
COOTBETCTBHUU C OCYIIECTBISEMOM CTaIueH MPON3BOJICTBA);

2) HaMMEHOBaHHE JICKAPCTBEHHOTO MperapaTa I MEIUIIMHCKOTO TTPUMEHEHUs (MEXKIyHApOIHOE
HEMaTeHTOBAHHOE, HWJIA TPYIITUPOBOYHOE, MIIM XUMHUYECKOE U TOPIrOBOE€ HAUMEHOBAHMS);

3) mepeyeHb NEUCTBYIONIMX M BCIIOMOTATEIbHBIX BEIIECTB, BXOSAIIUX B COCTAaB JIEKAPCTBEHHOTO
npenapara Jjisi MEAUIIMHCKOTO MTPUMEHEHHS, C YKa3aHNUEM KOJIMUECTBA KaXKI0T0 U3 HUX;
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4) nexapctBeHHas (opma, JO3UPOBKA, CIIOCOOBI BBEJACHHUS M MPUMEHEHHS, CPOK T'OJHOCTH
JIEKapCTBEHHOTI'0 Ipernaparta JUisi MEAULUHCKOTO IPUMEHEHUS;

5) dapmakoTepaneBTUUECKast rpynna, KOJ aHAaTOMO-TEPaNeBTHUECKO-XUMUYECKON
KJIaccu(uKaly, pEeKOMEHJOBAaHHONW BcemupHOW opraHuzamueil 37paBOOXpaHEHUs, 3asBIIIEMbIC
NOKa3aHus I IPUMEHEHUS JIEKAPCTBEHHOIO IIpenapaTa A1 MEAUIIMHCKOIO IPUMEHEHHS;

6) OTCYTCTBHE HEOOXOJUMOCTH TPENOCTABICHUS OT4YeTa O pe3yjbTaraX KIMHUYECKOTO
UCCIICIOBaHMs, HCCIEeIOBaHUs OMO3KBHBAJICHTHOCTH JIEKAPCTBEHHOT'O IIperapara, pa3pelieHHOro Jyis
MEIUIIMHCKOro npuMeHeHus B Poccuiickoit ®@eneparun 6osee qBaaLATH JIET, C YKa3aHUEM HOPMATHUBHBIX
IIPABOBBIX AKTOB, TOATBEPKIAIOIIUX JAHHBIA CPOK IPUMEHEHUS;

7) HEOOXOAMMOCTh OQOpPMIICHHS pa3pelieHus Ha BBO3 B Poccuiickyro Denepaiuio KOHKPETHOU
NapTUM  3apETUCTPUPOBAHHBIX W (WIM)  HE3apETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB,
IpeIHAa3HAYEHHBIX MJI1 MPOBEIEHUS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LEJAX I'OCYAapCTBEHHOMN
perucrpanuy;

8) HeoOXOAMMOCTh MPOBEACHUS 3KCIEPTU3BI JIOKYMEHTOB, NMPEICTABICHHBIX I OINpEIeICHUS
BO3MOXXHOCTH pacCMaTpuBaTh JIEKApCTBEHHBIM IIpemapaT Uil MEAMLHUHCKOIO TNPUMEHEHHUS IpU
OCYILECTBIIEHUH T'OCYJAPCTBEHHOMN PETUCTPAIlK B KayecTBE OPPaHHOTO JICKApCTBEHHOT'O Mpenapara;

9) HEOOXOIUMOCTh MPUMEHEHUSI YCKOPEHHON MPOLEAyPbl SKCIEPTH3bI JIEKApPCTBEHHBIX CPEICTB B
LEJISIX TOCYTaPCTBEHHOM perucTpaiiy JEKapCTBEHHOIO IIpenapara;

10) xonuu JOKYMEHTOB, IOATBEPKAAIOIINX YIUIATy TOCYJapCTBEHHOM MOIINHBL:

a) 3a MPOBEJIEHUE DKCIEPTHU3bl JOKYMEHTOB, IIPEICTABICHHBIX AJIS ONPEIEIECHUS BO3MOXKHOCTHU
paccmaTpuBaTh JIEKapCTBEHHBIM Mmpenapar Uil MEIUIUHCKOTO IPUMEHEHHUs IIPpU OCYIIECTBICHUU
rOCyIapCTBEHHOM PEruCTpaIiiy B KadyecTBE OPPaHHOTO JIEKapCTBEHHOTO Mperapara;

0) 3a MpoOBEIEHHE SKCIEPTU3bl KayecTBa JICKAPCTBEHHOTO CPEACTBAa U SKCIEPTU3bl OTHOLICHHS
0’KUJAEMOM TIOJIB3bI K BO3MOYKHOMY PUCKY IPUMEHEHMSI JIEKAPCTBEHHOTO IIpenapaTa, pa3pelieHHOro s
MEIUIIMHCKOro TnpuMeHeHus: B Poccwuiickoii ®exepanuu Oosiee IBaALaTH JIET, NPU OCYIIECTBICHHH
rOCyAapCTBEHHOW PETUCTPALINH JIEKAPCTBEHHOTO Mpenapara;

B) 3a IPOBEJCHHE DKCIEPTHU3bl KAueCTBA JIEKAPCTBEHHOI'O CPEJCTBA M 3KCIEPTH3bl OTHOILICHHUS
O’KUJAEMOH MOJIb3bl K BO3MOXXHOMY PUCKY NPUMEHEHMS JIEKAPCTBEHHOI'O Mpenapara il MEJUIIMHCKOTO
IPUMEHEHUS IIPU €r0 FOCy1apCTBEHHON pEruCTpaluy;

I) 3a MPOBENEHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTH3bl OTHOIICHUS
OKUJAEMOH MO0JIb3bl K BO3MOXXHOMY PUCKY NPUMEHEHMS JIEKAPCTBEHHOIO Mpenapara il MEJUIIMHCKOTO
IPUMEHEHNUs, B OTHOIIEHMH KOTOPOTO NPOBEIECHBI MEXIyHApOJHbIE MHOTOLIEHTPOBBIE KIMHUYECKHE
UCCJIENOBAHMs, YacTb M3 KOTOpbIX IHpoBeneHa B Poccuiickoir dPenepauuu, IIpU OCYILIECTBICHUU
rOCyapCTBEHHOW PETUCTPALINH JIEKAPCTBEHHOTO Mpenapara;

11) nanuuue corjacus MPOU3BOAUTENS JIEKAPCTBEHHOTO IMpenapara, MPOU3BOACTBO KOTOPOTO
ocymectsisiercs 3a npexnenamu  Poccmiickoit  ®Dexepanuy, Ha IIPOBEACHHE HWHCIEKTHUPOBAHUS
IPOM3BOJUTENS HA COOTBETCTBUE TPEOOBAHMIM MPABHII HaJUIeXkKaleil MPOU3BOACTBEHHON MPAKTUKH;

12) Hanuuue cornacusi, NpeyCMOTPEHHOIO YacThIO 18 HacTosIIEN CTaThy;

13) ykazaHue BuAA JIEKapCTBEHHOIO Ipenapara, M[pPEeACTaBIEHHONO Ha  PErUCTPALUIO
(pedepeHTHBI  NEKapCTBEHHBI  TpemapaT,  BOCIPOM3BEIEHHBIH  JIGKAPCTBEHHBIM  Ipemapar,
OMOJIOTMYECKUN JIEKApCTBEHHBIN Mpernapar, OMoaHaIOroBbIi (OMOMOO0HBIN) JIEKapCTBEHHBIN Npernapar
(Omoanasior), roMeonaTHYECKUil IeKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN paCTUTEIbHBIN Mpenapar).

Hudopmanus 06 usmenenusx: Pedepanrvnvim sakonom om 22 Oexabpsa 2014 e. N 429-D3 uacmo 3
cmamou 18 nacmosaweeo DedepanvbHoco 3aKOHA UNONCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
saueaps 2016 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3. PerucrpannoHHOEe 10Che Ha JICKAPCTBEHHBIM Mpenapar uisi MEAWUIUHCKOTO TPUMEHEHUS
Mpea0CTaBisAeTCS B popMe 00IIero TEXHUIECKOTO JOKYMEHTA.

Nudopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 22 oexabps 2014 2. N 429-D3 uacme 4
cmamou 18 nacmoawezo DedepanvbHo2o 3aKOHA U3NOHCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
aneaps 2016 2.
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Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

4. Paznen 1OKyMEHTAIMK aJIMUHUCTPATUBHOTO XapaKTepa BKIIOYAET B CeOs:

1) 3asBieHHE O rOCYIApCTBEHHOM PETHUCTpAlMU JIEKAPCTBEHHOTO Mpernaparta Juis MEeIUIITHCKOTO
NPUMEHEHHUS B DJIEKTPOHHOM popme 1 Ha OyMaKHOM HOCHUTEIIE;

2) KONHWIO JOKYMEHTa Ha pPYCCKOM SI3bIKE, 3aBEPEHHOrO B YCTAaHOBJICHHOM TOpPSIKE H
MOJTBEPIKIAIOIIETO MPAaBOMOYHOCTh 3asBHUTENS MOAABATh 3asBIEHHE O TOCYAAapCTBEHHOW pEerHCTpanuu
JIEKapCTBEHHOTO IMperapara JJisi MeIUIIMHCKOTO IPUMEHEHUS (IOBEPEHHOCTb);

Hudopmanus o6 usmenenusx: Ilyukm 3 usmenen ¢ 1 amsapsa 2021 e. - Dedepanvubviii 3akon om 27
oexaops 2019 2. N 478-D3
Cm. npedvloywyio peoaxkyuro

3) cBenmeHUs O Jare MPEAOCTaBICHUS W PETUCTPAIIMOHHOM HOMEpPE JIMIICH3WU Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB WJIM CBEJICHHS O JIaTe MPEAOCTABICHUS M PETUCTPAIIMIOHHOM HOMEPE 3aKITIOUCHUS
O COOTBETCTBUH TPOU3BOJIUTENS JIGKAPCTBEHHBIX CPEJACTB TPEOOBAaHUSAM TPABWI  HaJJICkKaICH
MIPOU3BOACTBEHHOMN MPAKTHUKH, BBIIAHHBIX (MPEIOCTABICHHBIX) YIIOJTHOMOUYEHHBIM (eZiepalbHBIM OpTraHOM
WCITOJTHUTEIILHON BJIACTU B OTHOIICHUH MPOU3BOJICTBEHHOM IIJIOMIAIKH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
nmpemnapara, B Cliy4ae, €Clid MPOM3BOJICTBO JICKAPCTBEHHOTO MpernapaTta ocyllecTBisercs B Poccuiickoit
denepannu;

WNudopmanus 06 nsmenennsx: I[lynkm 4 usmenen ¢ 1 aumeapa 2021 2. - Dedepanvhviii 3akon om 27
oexabps 2019 2. N 478-D3
Cm. npedvloywyto pedakyuio

4) KONHUIO MPEeAOCTaBICHHON YINOJIHOMOYEHHBIM OpraHOM CTPAaHbI MPOW3BOAMUTENS JIMLIEH3UM Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpenapaTa 1 €€ epeBO/] Ha PyCCKUH S3bIK, 3aBEPEHHBIE B YCTAHOBIEHHOM
NOpSZIKE, a TaKKe KOMNMIO 3aKIIOYEHHs] O COOTBETCTBUM IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TPABWI HAJUIEKALIEH TNPOU3BOACTBEHHONW TMPAKTHKH, BBIJAHHOTO YHOJHOMOYEHHBIM
denepaabHBIM OpPraHOM HCIIOJHUTENBHOW BJIACTH B OTHOLICHMM IPOM3BOACTBEHHOM IUIOIIAIKH
PETUCTPUPYEMOTO JIEKApCTBEHHOTO Iperapara, WK KOMUI0 PELICHUs YIOJHOMOYEHHOTO (enepaibHOro
OpraHa WCIIOJHUTEIbHOW BJIACTU O IPOBEIECHUM HHCIEKTHPOBAHMUSA IPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB, B Clyyae, €CJIM IMPOU3BOACTBO JIEKAPCTBEHHOI'O IIperapara OCYIIECTBISAETCS 3a IpeaeaaMu
Poccuiickoit @enepanuu;

5) TNpOEKT HHCTPYKUMH IO MEAULMHCKOMY TIPUMEHEHHUIO JIEKapCTBEHHOrO IIpernapara,
COJEPIKALIEH CIeIYIOIUE CBEICHUS:

a) HaMMEHOBAHHE JICKAPCTBEHHOTO THpenapata (MEXIyHApOJHOE HEMAaTCeHTOBAHHOE, WM
IPYNIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);

0) nekapcTBeHHas popMa ¢ yKazaHHEM HAMMEHOBAHUH U KOJUYECTBEHHOTO COCTaBa JICHCTBYIOIIUX
BEIIECTB M KaUEeCTBEHHOTO COCTAaBa BCIIOMOTATENILHBIX BEIECTB (IIPU HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

B) OIMCAHUE BHEIIHETO BHU/A JIEKAPCTBEHHOIO IIpenapaTa Jilsl MEIULUHCKOTO IPUMEHEHUS;

T') (PU3UKO-XUMHUYECKUE CBOMCTBA (7151 paanodapMalieBTUYECKHX JIEKAPCTBEHHBIX MPETapaToB);

1) (apmakoTepaneBTHUECKasi TpyMIa, KOJ JEKapCTBEHHOTO IMpernapara i MEIUIIMHCKOTO
NPUMEHEHHUS TI0 aHATOMO-TEPANIEBTHYECKO-XMMUYECKON KITacCU(pHUKAIMK, PEKOMEHI0BaHHOW BcemupHon
OpraHM3aluel 31paBOOXpaHeHus, WK yKa3aHue "ToOMeonaTHYECKUi JIeKapCTBEHHBIN ITpenapart”;

e) ¢apmakoauHamMuKa M (apMaKOKMHETHKAa (32  HCKIIOYeHHEeM  (apMaKOKHHETUKU
rOMEONAaTHUYECKUX JIEKAPCTBEHHBIX NPENAapaToB U PACTUTENIbHBIX JIEKAPCTBEHHBIX MPENApaATOB);

) MOKa3aHMsl IS IPUMEHEHUS;

3) IPOTUBOINIOKA3aHUs Ul IPUMEHEHMS;

1) MEpBI IPEAOCTOPOKHOCTH IIPU IPUMEHEHNH;

K) YKa3aHHE BO3MOXXHOCTH U OCOOEHHOCTeH MpHMEHEHHs JIEKapCTBEHHOIO Npenapara Jyis
MEIUIMHCKOTO TPUMEHEHUS OCpEeMEHHBIMH O KCHIIMHAMH, JKCHIIMHAMH B TEPUOJ TPYAHOTO
BCKapMJIMBaHUs, JETbMH, B3pOCIBIMU, HIMEIOLTUMH XPOHUYECKHE 3a00JICBaHNUS;

J) PeXHUM JJO3MPOBAHUS, CIIOCOOBI BBEICHUS U MPUMEHEHHS, IPU HEOOXOIUMOCTH BpeMs Ipuema
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JIEKapCTBEHHOTI'0 IIpernapaTta JUlsl MEAULIUHCKOIO IPUMEHEHMS], IPOIOJKUTEILHOCTD JIEUEHUS], B TOM YHUCIIE
y JleTel 10 U 10CJI€ OTHOTO roj1a;

M) BO3MOXHBIE HEKEJATEJIbHbIE pEaKLUUU IpHU NPUMEHEHMM JIEKApCTBEHHOI'O IIpernapara Ui
MEAULMHCKOTO NPUMEHEHUS;

H) CUMIITOMBI IEPEJO3UPOBKH, MEPHI TI0 OKA3aHUIO TOMOLIY IIPU NEPENO3UPOBKE;

0) B3aMMOJEICTBHE C APYTUMH JIEKAPCTBEHHBIMU NpenapaTaMy U (WJIM) NUIIEBBIMU IPOAYKTAMU;

1) (hOpMBI BBIITyCKa JIEKAPCTBEHHOTO TpenapaTa;

p) ykazaHue (Mpu HEOOXOJUMOCTH) OCOOCHHOCTEH AEWCTBHS JIGKAPCTBEHHOTO Tperapara s
MEAMIMHCKOIO IPUMEHEHHUS IIPU NIEPBOM IIPUEME UJIU NIPU €ETO OTMEHE;

c) omucanue (Mpu HEOOXOIUMOCTH) JeHCTBUI Bpauda (denpamepa) u (WiKM) MaUEHTa TPU
IPOIyCKE IIpHMEMa OJHOM WM HECKOJbKHUX J103 JIEKApCTBEHHOIO IIpemnapara JUlsli MEIUIMHCKOrO
IIPUMEHEHUS;

T) BO3MOJKHOE BIIMSHUE JIEKQPCTBEHHOrO Ipenapara i MEAMIMHCKOIO IPUMEHEHMs Ha
CHOCOOHOCTh YIPABJIATh TPAHCIOPTHBIMU CPEJCTBAMU, MEXaHU3MAaMU;

y) CpPOK TOAHOCTM M YKa3aHHWE Ha 3ampeT IPHUMEHEHUs JIEKapCTBEHHOIO IIpernaparta Ui
MEAMIMHCKOIO IPUMEHEHMSI 110 UCTEUEHUU CPOKA FOJJHOCTH;

¢) ycnoBus XpaHEHHUS;

X) YKa3aHHE Ha HEOOXOIMMOCTh XpaHEHHs JIEKApCTBEHHOTO INpenapaTta A MEAMLUHCKOTO
IPUMEHEHNUS B MECTaX, HEOCTYITHBIX AJIs ACTEH;

1) yKka3aHue (Ipu HEOOXOAMMOCTH) CIEIHAIBHBIX MEp IMPEeIOCTOPOKHOCTH IMPH YHUUTOKECHUH
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX IIPENApaToB sl MEAULIMHCKOTO IPUMEHEHUS;

Y) yCIIOBUS OTIIYCKa;

II) HAaUMEHOBAaHUS W aJpeca IPOU3BOJACTBEHHBIX IUIOIIAJOK IMPOU3BOAUTENS JIEKAPCTBEHHOIO
npenapara;

) HauMEHOBAaHHWE, aJpec OpraHu3alli{, YIOJHOMOYEHHOM JepXkaTelleM WIM BIaJelbleM
PErUCTPAalMOHHOIO YJOCTOBEPEHUS JIEKApCTBEHHOIO Ipenapara i MEAULMHCKOrO INPUMEHEHMs Ha
NPUHSATHE IPETEH3UH OT NOTPEeOUTES;

6) MHCTPYKIIMIO 110 MEIULUHCKOMY IIPUMEHEHHUIO WM KPAaTKYIO XapaKTEPUCTUKY JIEKAPCTBEHHOIO
Ipenapara, yTBEpXACHHbIE B CTpaHe IPOU3BOIUTEIS;

7) MPOEKTHl MAKETOB NEPBUYHOM yNaKOBKHM M BTOPUYHOW YMAKOBKM JIEKAPCTBEHHOI'O Iperapara
JUISL METULIMHCKOTO IPUMEHEHUS;

8) NpPOEKT HOPMATUBHOW JOKyMEHTAallUM WJIM HOPMATUBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIN
npenapar JUisi MEAULIMHCKOTO TPUMEHEHH JTM00 yKa3zaHHe COOTBETCTBYIONIEH (papmMakoIeitHOli cTaThH;

9) OKyMeHT, copepkaluii HHGOPMAIMIO O HAJTUYUH WIM 00 OTCYTCTBHU (DAKTOB pPETUCTpAIUH
JIEKapCTBEHHOIO IIpernapara JJisi MEIULMHCKOr0 IpUMEHEeHus 3a npeaenamu Poccuiickon Penepanuy;

10) xomuu IOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJICHHOM TIOpPSJIKE M MOATBEPKIAOMUX (hakT
pEerucTpany JIEKapCTBEHHOTO IMpernapara B HWHOCTPAaHHBIX TOCYIAapCcTBaX B KayecTBe OPQaHHOTO
JIEKapCTBEHHOTI'O IIPEMapara;

11) nnan ympaBieHHss pUCKaMH JJsl OMOJIOTMYECKUX JICKAPCTBEHHBIX IPErapaTroB IS
MEAUIMHCKOTO NPUMEHEHUS;

12) nokymeHT o cucreme (HapMakoHaI30pa AepiKaTesis WIM BIAJeNbla PErUCTPAIOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO NIpenapara;

13) nOKyMeHT, MOATBEPKAAIOIIMM KayecTBO JIEKAPCTBEHHOI'O Ipenapara TpeX IPOMBIIUIEHHbIX
cepuil (MPOTOKOJ aHAU3a WIKM CepTU(UKAT aHANN3a), OJHA CEPHUsl KOTOPOTO JO0JDKHA COBIAAATh C cepueit
oOpa3ma JIEKapCTBEHHOTO IMpernapara JUlsl MEAMLIMHCKOTO IMPHUMEHEHHs, MpPEICTaBICHHOTO Ha
rOCyapCTBEHHYIO PETHCTPALIMIO.

Nudopmarnus 06 mamenenusx: Pedepanrvuvim sakonom om 22 oexkabpsa 2014 . N 429-D3 uyacmo 5
cmamou 18 nacmosaweeo DedepanvHoco 3aKOHA UNONCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
saueaps 2016 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

5. Paznmen xumuueckow, dapmarieBTUUeCKOd M OMOJIOTHYECKON TOKYMEHTAllUUd BKIIOYAeT B ceOs
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JIOKYMEHTBI, cofieprkalire nHpopMaruo o papMareBTHUECKONW CyOCTaHIIMK U JIGKAPCTBEHHOM TIpernapaTte
JUIsL MEIULIMHCKOTO NPUMEHEHMSI, IPOLECCE €r0 MPOM3BOACTBA U METOJAX KOHTPOJII KadecTBa, B TOM
YyHCIIE:

Hudopmanus o6 usmenenusx: Ilyukm I uzmenen ¢ 28 dexabpsa 2019 e. - Dedepanvubiii 3akon om 27
oexaops 2019 . N 462-D3
Cm. npedvloywyio peoaxkyuro

1) komuio [JDOKYMEHTa, COJEpKallero cleAymoiy uHpopMmanuio o (apManeBTHISCKOM
cyOcTaHIu win (papManeBTUUYECKUX CyOCTaHIUAX, BXOASIINX B COCTaB JIEKApCTBEHHOTO IperapaTa, 3a
UCKJIIOYeHHeM HHpopMmanuu o (apMaleBTHUEeCKUX CyOCTaHIMAX, BKIIOYEHHBIX B TOCYAapCTBEHHBIN
peecTp JeKapCTBEHHBIX CPEJCTB B COOTBETCTBUU CO CTaThel 34 Hacrosiero @eaepaibHOro 3aKoHa:

a) HauMeHoBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTypa, 00IIe CBONCTBA;

0) HAaMMEHOBAHUE U a/IPEC TPOU3BOAUTEIIS,

B) TEXHOJIOTUS MPOM3BOJACTBA C OMUCAHUEM CTaJW{ MPOU3BOJCTBA U METOJOB KOHTPOJS Ha BCEX
CTauAX MPOU3BOJICTBA;

T') ONMCaHKUE Pa3pabOTKH Mpoliecca MPOU3BOICTBA;

1) OMUCAHHE KOHTPOJISI KPUTUYECKUX CTaHi MPOU3BOJICTBA U MPOMEKYTOUHON MPOIYKIIHUH;

€) TOKYMEHTAJIbHOE TIOJITBEPIKIACHHUE (BaTHMIAIINSI) TPOIIECCOB | (MJTN) MX OIICHKA;

’K) CBOMCTBA U CTPYKTYpa JACHUCTBYIOIINX BEIIECTB;

3) XapaKkTepUCTHKa pUMecei;

1) cnernudukays Ha GapMaIleBTUIECKYI0 CyOCTaHIIHIO U €¢ 000CHOBaHNUE,

K) AaHaJUTHYECKHE METOJUKH, HCIOJb3yeMble TPU OCYUIECTBIEHUH KOHTPOJS KadecTBa
dbapmareBTUIECKON CyOCTaHIINH;

J) NOKyMEHTaJbHOE MOATBEPKACHHUE (BalUIalMsl) aHATUTHYECKUX METOAMK, UCIOJIb3YEMbIX MPHU
OCYIIECTBJIEHUU KOHTPOJISI KauecTBa (papMalleBTUYECKOi CyOCTaHINY;

M) pe3yJIbTaThl aHAJIM3a CEPHUI (papMarieBTUIECKON CyOCTaHIINM;

H) MepevyeHb CTaHJAPTHBIX 00pa3llOB WM BEIIECTB, UCIOIb3YEMBIX MPU OCYLIECTBICHUN KOHTPOJIS
KayecTBa;

0) OMMCAaHNE XapaKTEPUCTUK U CBOICTB YIIAaKOBOUHBIX MaTEPUAJIOB U YKYTIOPOUHBIX CPE/ICTB;

1) TaHHBIC O CTAOUITLHOCTH (hapMaIleBTUUECKON CyOCTaHIINH;

P) CPOK F'OJTHOCTH;

Hudopmanus 06 usmenenusx: Yacmo 5 oononnena nynkmom 1.1 ¢ 28 oexabps 2019 2. - edepanvhutii
3axon om 27 dexabps 2019 2. N 462-D3

1.1) B orHomeHMH (papMaLeBTUUECKUX CYOCTaHIMHA, BXOJASALIMX B COCTaB JIEKAPCTBEHHOTO
npenapata M BKIIOYEHHBIX B TOCYJApCTBEHHBIM PEeCTp JIEKApCTBEHHBIX CPEICTB B COOTBETCTBUHU CO
cratbeii 34 Hactosimero @enepanbHOTO 3aKOHA, - KOMHMA JOKYMEHTa, COJAEPIKAIIEro CIeIyHONIyIo
UHPOPMALHUIO:

a) HaUMEHOBaHME (apMaIeBTUUECKON CyOCTaHIINH, €€ CTPYKTypa, o0IIre CBOHCTBA,

0) HAaMMEHOBAaHUE U AJPEC MPOU3BOAUTEIIS;

B) pe3yJIbTaThl aHAIN3a CepUil (papMalleBTUIECKON CyOCTaHIINM;

') CPOK T'OJTHOCTH;

2) JOKyMEHT, COACp)KallMid CJeIylollue CBEACHHS O JIEKApCTBEHHOM Ipemnapare Juls
MEIUIIUHCKOTO MTPUMEHEHHS:

a) ONMMCaHKUE U COCTAB JICKAPCTBEHHOTO Mperapara sl MEIUIIMHCKOTO IPUMEHEHHS;

0) omucaHue QapmaleBTUYeCKOl pa3paboTku (00OCHOBaHME BHIOOpa COCTaBa, INEPBHUUHOU
YIaKOBKU U UHOT'O);

B) TEXHOJIOTHS MTPOU3BOJCTBA C OIMCAHMEM CTaIuil MPOM3BOJCTBA MU METOJOB KOHTPOJI Ha BCEX
CTausIX MPOU3BOJICTBA;

I') ONHMCAaHUE KOHTPOJS KPUTHYECKHX CTaAMi Tpolecca IMPOU3BOACTBA U IMPOMEKYTOUYHOMH
POAYKINH;

J1) HAUMEHOBAHME U aJIpec MECTa OCYIECTBICHHS MIPOM3BOJICTBA JIEKAPCTBEHHOTO IpenapaTa JUls
MEIUIIMHCKOTO TMPHUMEHEHHUs (B Clyyae HalIW4Ms HECKOJbKMX YYAaCTHHKOB IIpoLiecca IMPOU3BOICTBA
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HE00XOIMMO yKa3aTh KaXJI0T0 U3 HUX);

€) (hapmarieBTHUECKasi COBMECTUMOCTB;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTHKH;

3) MaTepHaIbHBIN OanaHc IS MPOU3BOICTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONHMCAaHUE XapaKTEePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEpPHAJIOB U YKYIOPOUYHBIX CPEJICTB;

K) JOKyMEHTaJIbHOE MOATBEPKICHHE (BaTuaalusl) MpoLecCcOB MPOU3BOACTBA U (WJIK) UX OLICHKA;

J) TpeOOBaHUS K KAuyeCTBY BCIOMOTaTeNbHBIX BeIIECTB (cepTHU(HKAT, cnenudukanus Ha
BCIIOMOTaTeNbHbIE BEIIECTBA U MX 00OCHOBAHUE);

M) aHaJUTUYECKHE METOJUKH, HCIOJb3yeMble MpPHU OCYLIECTBICHUM KOHTPOJS KayecTBa
BCIIOMOTATENbHBIX BELIECTB;

H) JIOKyMEHTaJIbHOE MOATBEpXKICHUE (BaJUAAIUs) aHATUTUYECKUX METOAMK, HCIIOJB3YEMBIX MPH
OCYILIECTBIICHUH KOHTPOJISI KAUeCTBAa BCIIOMOTaTEJIbHBIX BEIECTB;

0) uH(popMaryst 00 HCIOIB30BAHUM BCIIOMOTATEIbHBIX BEIIECTB YEIIOBEUECKOTO0 U KUBOTHOTO
POUCXOXKIACHUS;

1) uHpopmanus 00 UCTIOIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEIIECTB;

p) TpeOOBaHMS K KadecTBY JIEKAaPCTBEHHOrO TWpenapara JUIsi MEIMLIHUHCKOTO TNPUMEHEHHS
(ceprudukar, crienuduKanysa Ha JIEKapCTBEHHBIN IpenapaT U uX 000CHOBaHHE);

C) AaHATUTHYECKHE METOIMKH, HCIOIb3yeMble IPH OCYIIECTBICHHUH KOHTPOJS KayecTBa
JIEKapCTBEHHOTO Mpernapara il MEUIUHCKOT0 TPUMEHEHHUS;

T) JOKYMEHTAJIBHOE MOATBEPKACHUE (BAIUIALNS) AaHATUTHUYECKUX METOJUK, MCIOIb3yEeMbIX MPH
OCYILIECTBIICHUH KOHTPOJISI KaUeCTBa JICKApCTBEHHOT'O Mpenaparta il MeIUIIMHCKOTO IPUMEHEHUS;

y) pe3yibTaThl aHATTM30B CEPUI JIEKAPCTBEHHOTO MpernapaTa JUisi MEAULIUHCKOTO TPUMEHEHHUS;

¢) xapakTepucTHKa NpUMecei;

X) TepeueHb CTaHJAPTHBIX OOpPAa3lloB, UCIOJNb3YEMbIX MPU OCYIIECTBICHHH KOHTPOJIS KauecTBa
JIEKapCTBEHHOTO Mpernapara il MEAUIUHCKOT0 TPUMEHEHHUS;

I1) JaHHBIE O CTAOMJIBHOCTH JIEKAPCTBEHHOTO Mpernapara JUisi MEAUIUHCKOTO TPUMEHEHHUS.

Nudopmanus 06 msmenenusx: Pedepanvhvim sakonom om 22 Oexabpsa 2014 2. N 429-D3 uacmb 6
cmamou 18 nacmosaweeo DedepanvbHoco 3aKOHA UNONCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
saueaps 2016 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

6. Paznmen dapmMakomornueckon, TOKCHKOJIOTHYECKON JOKYMEHTAIIMU BKJIIOYAET B CEOSI OTUETHI O
pe3ynbTarax JOKIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHOTO CPECTBA ISl MEAUIIMHCKOTO MPUMEHEHUS,
B TOM YHCIIE:

1) oTder o (hapMakoIMHAMUYECKUX UCCIIEOBAHUSX;

2) oT4eT 0 (papMaKOKHMHETUYECKHUX UCCIEIOBAHUSIX;

3) OTYET O TOKCUKOJIOTUYECKUX HCCIICTOBAHUSX.

Nupopmarus 00 usmenenusx: Pedepanvrvim 3akonom om 22 dexabpa 2014 2. N 429-D3 cmamos 18
Hacmoswe2o PedepanvHo2o 3aKoHa 00NoIHeHa yacmvio 7, ecmynaroueti 6 cuny ¢ 1 aneapsa 2016 2.

7. Pa3nen KIMHUYECKOW NOKYMEHTAILlMM BKIIIOYAET B Ce0S OTYETHI O pe3yibTaTax KIMHUYECKUX
UCCIIEI0BaHMI JIEKAPCTBEHHOTO IIpernapara sl MEAUIMHCKOTO TPUMEHEHHS, B TOM YHUCIIE:

1) ordyersl 00 wuCCIeAOBAaHUAX OHOAOCTYMHOCTH M OHOIKBUBAJIEHTHOCTH, HCCIECIOBAHUSAX,
YCTaHABJIMBAOLINX KOPPEIISIMIO PE3YIbTaTOB, MOJYYSHHBIX B YCIOBHUSX in Vitro  in vivo;

2) ot4eThl 0 papMaKOKMHETUYECKUX HCCIICIOBAHUSAX;

3) oT4eTsl 0 (papMaKOJMHAMUYECKUX UCCIIEJOBAHUSX;

4) oTYeTHI O KJIMHUYECKHUX HCCIe10BaHuAX 3()(HEeKTUBHOCTH 1 0€3011acCHOCTH;

5) OTYET 0 MOCTPETUCTPALMOHHOM OIIBITE IPUMEHEHUS (IIPH HATTUUUH).

Nudopmarnus 06 mamenenusx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18
Hacmosweeo PedepanbHoco 3aKoHa 00NoaHeHa Yacmouio 8, cmynaroweti 8 cuny ¢ 1 ausaps 2016 2.

8. TpeboBanust k 00BeMy MH(MOPMAITUH, MPETOCTABISIEMON B COCTaBE PETHMCTPAIIMOHHOTO J0CHE,
JUTSL OT/CBHBIX BHJIOB JICKAPCTBEHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHHS YCTaHABIUBAIOTCS
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YHOOJHOMOYCHHBIM (beI[epaHBHBIM OopraHomM HWCITIOJTHUTEILHOM BIIACTH.

Nudopmanus 06 mamenenusx: Yacmov 9 usmenena ¢ 1 mapma 2020 2. - Pedepanvuuiii 3akon om 27
oexaops 2019 . N 475-D3
Cm. npedvloywyo peoaxkyuro

9. B oTHOMLIEHUY JEKapCTBEHHBIX MPENaparoB, Pa3pelIeHHbIX A MEIUIIMHCKOTO MPUMEHEHUS B
Poccuiickoii ®eneparnuu Oosee ABaAlaTH JET M B OTHOIICHHMM KOTOPHIX HEBO3MOXKHO IPOBEICHHE
WCCJICIOBAHUM UX OMOIKBHUBAJICHTHOCTH (32 UCKIIOUCHHEM OMOJIOTUYECKHX JICKAPCTBEHHBIX MPEMapaToB),
JIOTyCKaeTCsl BKJIIOUEHUE B COCTaB pasjeiia (hapMaKoJIOTHYeCKOM, TOKCUKOJIOTHYECKON TOKyMEHTAllUU U
paszena KIMHUYECKOW JIOKyMEHTallMd BMECTO OTueTa pa3paboTdyhka O pe3ysbTaTaX COOCTBEHHBIX
JOKJIIMHUYECKUX HMCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HCCIEeIOBAaHUM JIEKAPCTBEHHBIX
IpenapaToB JJii MEIULMHCKOTO MpPUMEHEHHUs 0030pa Hay4dHbIX paboT O pe3yibTaTax JOKIMHUYECKUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX CPEJICTB W KIMHUYECKUX HCCIEJOBAHUM JIaHHBIX JIEKAPCTBEHHBIX
[pernapaToB, B TOM YHCIIE€ BKIIIOYAs OIBIT UX MOCTPETUCTPALMOHHOTO TPUMEHEHHS.

Nudopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 22 dexabpa 2014 2. N 429-D3 cmamus 18
Hacmosawe2o Pedepanvroco 3axona donoanena yacmoio 10, ecmynaroweu 6 cuiy ¢ 1 saneaps 2016 e.

10. Ilpu rocynapcTBEHHOW pPErMCTpAllMy BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB IS
MEIUIIMHCKOTO TPUMEHEHHUS JIONyCKAaeTCs BKIIOYEHHE B COCTaB paszzena  (papMaKoJIOTHUECKOM,
TOKCUKOJIOTMUECKON JOKYMEHTallMM M pa3fena KIMHUYECKOW JIOKyMEHTAllUM BMECTO OT4YeTa
pa3paboTyvka O pe3ysibTaTax COOCTBEHHBIX NOKIMHHYECKUX HCCICIOBAaHUNA JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4HBIX paboOT O pe3yibTaTax JOKIMHUYECKHX HCCIICIOBAHUM peepeHTHOro JICKapCTBEHHOTO
npernapara M IMpeJCcTaBlIeHHEe BMECTO KIMHMYECKHX HCCIICIOBAHUM B TOJIHOM OO0bEME, YCTAaHOBJICHHOM
pa3fenoM KIMHUYECKOH [OKYMEHTAllud, OTYeTa O pe3yJIbTaTax HCCIEAOBAaHMHA OMO3KBUBAJIEHTHOCTH
BOCITIPOM3BEJICHHOTO JICKApPCTBEHHOI'O TIIperapara JUlsi MEAMLUMHCKOro npuMmeHeHus. He TpelOyercs
OpeACTaBJICHUE OT4YeTa O pe3yJbTaTaX HCCIEAOBaHUN OHWOIKBHBAJICHTHOCTH BOCIPOU3BEIECHHOTO
JIEKapCTBEHHOI'0 Mpernapara il MEAUIMHCKOTO IPUMEHEHHUS], ECIIM PETUCTPUPYIOTCSI BOCIIPOM3BEICHHbBIE
JIEKapCTBEHHBIE MPENapaThl 11 MEAULUHCKOIO IPUMEHEHUs, KOTOPBIE:

1) mpenHa3HaueHbl A MAPEHTEPAIBHOIO (MOAKOKHOTO, BHYTPUMBIIIEYHOI'O, BHYTPHUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPUIIOJIOCTHOI'O,  BHYTPHCYCTaBHOIO, BHYTPUKOPOHAapHOIO) BBEAEHUA U
NPECTaBISIIOT cO00 BOJHBIE PACTBOPHI;

2) mpeACTaBISIOT CO00M PacTBOPHI AJISl IEPOPATLHOTO IPUMEHEHUS;

3) npousBenieHb! B OpME MOPOLIKOB WM JTHO(PUIN3ATOB Il IPUTOTOBJICHUS PACTBOPOB;

4) SIBASIOTCS ra3amu;

5) SBJISIOTCA YIIHBIMU WM TJIA3HBIMHU JICKAPCTBEHHBIMH TpenapaTaMu, IpOU3BEICHHBIMU B (opMe
BOJIHBIX PaCTBOpPOB;

6) mpeHa3HAYEHBI JJI1 MECTHOTO IPUMEHEHUS U IIPUTOTOBJICHBI B (hOpME BOJHBIX PACTBOPOB;

7) MpencTaBIsAOT co00i BOIHBIE pACTBOPHI JUIA MCIIOIB30BaHMS B (hOpME MHTAIALUN C TIOMOIIBIO
HeOynaii3epa WK B Ka4eCTBE Ha3aJbHBIX CIPEEB, IPUMEHAEMBIX C TIOMOIIBIO CXOIHBIX YCTPOUCTB.

Hudopmanus o6 usmenenusx: Yacmo 11 uzmenena c 22 oexabpa 2020 2. - @edepanvhuiii 3akon om 22
oexaops 2020 e. N 444-D3
Cm. npedvloywyio peoaxkyuro

11. Jns cinyvaeB, ykazaHHbIX B myHkTax 1 - 3, 5 - 7 wyactm 10 Hacrosmieil craThbu,
BOCIPOM3BEICHHBIA JIEKapCTBEHHBII Mpenapar i MEIUIIMHCKOTO0 NPUMEHEHHS JOJDKEH COJlepiKaTh
TakHe K€ BCIIOMOraTeJbHbIE BEIIECTBA B TAKUX K€ KOJIMYECTBAX, Kak U pedepeHTHHIN JIeKapCTBEHHBIN
npenapar. Ecnu coctaBbl BCIOMOTaTeabHBIX BEIIECTB PA3IMYalOTCS, 3aSBUTENb JIOJDKEH MPECTaBUThH
J0Ka3aTeNbCTBA TOTO, YTO HCIIOJIb3YEMble B JIaHHBIX KOHIIEHTPAIMSX BCIIOMOTATEJIbHBIE BEIECTBA HE
BIUSAIOT Ha Oe3omacHOCTh U (WiH) A(DPEKTUBHOCTH JIEKAPCTBEHHOTO TMperapaTta JJisd METUIIMHCKOTO
npuMeHeHus. B ciydae, ecnu 3asBUTENb HE MOXKET MPEICTaBUTh TaKHe JOKA3aTeNbCTBA U (UJIM) HE UMEET
JOCTyHa K COOTBETCTBYIOLIUMM JIaHHBIM, OH JOJDKEH IMPOBECTH COOTBETCTBYIOIIME HCCIEIOBaHUS st
JTOKa3aTeNbCTBA OTCYTCTBHSI BJIMSIHMSL Pa3HBIX BCIIOMOTATENbHBIX BEIIECTB WJIM BCIIOMOTaTEIbHBIX
YCTpOWCTB Ha Oe3omacHOCTh W (WiH) 3¢h(HEKTUBHOCTH JICKAPCTBEHHOTO MperapaTa Il MEIUIMHCKOTO
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®enepanbublii 3akoH ot 12 anpens 2010 1. N 61-®3 "O6 obpaleHny JeKapcTBEHHBIX CpelCTB" (C U3MEHEHUSMH U

IMPUMCHCHUA B COOTBCTCTBUU C dKTaMU, COCTABJIAIOIIUMU IIPaBO EBpa3HI>'ICKOFO OKOHOMHYECCKOI'0O COr03a.

Nudopmarnus 06 mamenenusnx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18
Hacmosweeo DedepanbHoco 3aKoHa 00noaHeHa yacmoio 12, ecmynaroweti 6 cuny ¢ 1 sueaps 2016 e.

12. Tlpm TOCYZapCTBEHHOM pETHCTpAallud KOMOWHAIIMH  paHee  3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX IPENapaToB AJs METUIIMHCKOTO MPUMEHEHUS JOIMyCKaeTCsl BKIIOYEHHE B COCTaB pas3zela
(dbapMaKoIOTHYECKON, TOKCHUKOJIOIMYECKON MTOKYMEHTAallud W paszfelia KIMHUYECKOW JOKyMEHTAIUH
BMECTO OT4YeTa pa3paboTyvka O pe3yJbTaTaX COOCTBEHHBIX JIOKIMHUYECKHX HCCIEeIOBaHUI
JIEKapCTBEHHBIX CpEACTB 0030pa Hay4yHbIX paboOT O pe3yiabTaTax AOKIMHUYECKHX HCCIeI0BaHUMN
pedepeHTHBIX JIEKapCTBEHHBIX MpENnapaTroB, BXOAAIIMX B COCTaB KOMOMHALIMM JIEKapPCTBEHHBIX
npenaparoB, 1 00 OTCYTCTBUHU MX B3aUMOJCHCTBUS B OJHOU JIEKAPCTBEHHOU (hopme.

Hudopmanus o6 usmenenusx: Pedepanrvhvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamvs 18
Hacmoswe2o PedepanvHo2o 3aKoHa 0onoanena yacmoio 13, ecmynaroweu 6 cuiy ¢ 1 saneaps 2016 e.

13. Ha »skcnepTu3y pa3nu4HbIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
mpenapara Uil MEAMLMHCKOTO IIPUMEHEHUs 3asBUTEIb IPEACTABISIET OTHCNIbHBIC 3asBICHUSA U
PETUCTPAIIOHHBIE I0ChE Ha KaXKIYIO JIeKapcTBeHHYI0 ¢opmy. [Ipu ycrnoBuM OJHOBpEeMEHHOW MOJauu Ha
OKCIEPTH3Y OJHOU JIEKApCTBEHHOH (OPMBI C pa3NUYHBIMH JIO3UPOBKOM, KOHIIEHTpauueil, oObeMoM
3asiBUTEIIb MPEJCTABISACT OJHO 3asBICHUE U PETUCTPALIMOHHOE J10ChE C NMPUIIOKEHUEM MAKETOB YIIaKOBOK
Ha KOKIYIO JO3UPOBKY, KAKAYIO0 KOHIIEHTPAINIO, KaXIbIi 00BEM U KaXk10€ KOJINYECTBO 103 B YIIAKOBKE.

Nudopmarnms 06 mamenenusx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18
Hacmosweeo DedepanbHoco 3aKoHa 00noaHeHa yacmoio 14, ecmynaroweti 6 cuny ¢ 1 sueaps 2016 e.

14. Tlpu rocymapCTBEHHOH peructpanuu OphaHHOTO JIEKAPCTBEHHOTO TIperapara 3asBUTENb
IpesCcTaBiIsieT HHPOpMaIHIo, HE0OXOIUMYIO 175 (hOpMHUPOBaHUS pa3jiena KIMHUYECKON TOKYMEHTalluu, B
o0beMe, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (pe/iepabHbIM OpraHOM HCIIOJHUTENIBHOM BIIACTH.

Nupopmarus 00 usmenenusx: Pedepanvrvim 3akonom om 22 dexabpa 2014 2. N 429-D3 cmamus 18
Hacmoswe2o PedepanvHo2o 3aKona 0onoanena yacmoio 15, ecmynaroweu 6 cuiy ¢ 1 saneaps 2016 e.

15. Ilpu peructpauuu OHOJOTMYECKOTO JICKAPCTBEHHOTO Npernapara, MOJyYeHHOTO U3 KpPOBH,
IUIa3Mbl KPOBM UEJIOBEKa, B COCTABE PETHUCTPAIIMOHHOTO [0ChE Ha JICKApCTBEHHBIM mpemapar s
MEIUIIUHCKOTO MPUMEHEHHUS JJOJKHBI OBITh MPEACTABIECHBI JOMIOIHUTEIBHO!

1) B pasmene JOKyMEHTallMM aJMHHHUCTPAaTUBHOTO XapakTepa JIOKYMEHT, COAEpKalui
UHPOpMALIUIO 0 CyObeKTax oOpalieHus JOHOPCKOW KpPOBU M (WJIM) €e KOMIIOHEHTOB, O TOM, Irjae Obuia
OCYyILIECTBIIEHA JOHAIMs (KpoBHM M (WIM) IIa3Mbl KpPOBHM), a TaKkKe JaHHbIe 00 WHQEKIMOHHBIX
3a00JIeBaHUAX, NEPEAAIONINXCSA TApPEHTEPaIbHBIM IyTeM, HH(popMalus o cyObekTax oOpaiieHus
JIOHOPCKOM KpOBH M (MJIM) €€ KOMIIOHEHTOB, B OTHOLICHMHM KOTOPBIX OCYIIECTBISETCS KOHTPOJIb
JIOHOPCKOM KPOBU U (WJIM) €€ KOMIIOHEHTOB;

2) B pazaene XuMHUECKOH, (hapMalieBTUYECKON 1 OMOJIOrMYeCKON TOKyMEHTAIUH:

a) KpUTEPUH U CIIOCOOBI 0TOOPA, TPAHCIIOPTUPOBAHMS M XPAaHEHUs] JOHOPCKOW KpOBH M (WIIK) ee
KOMITOHEHTOB;

0) pe3ynbTaThl UCCIENOBAaHUNH OTOOPAaHHBIX JOHOPCKOM KPOBU M (MJIM) TUIa3Mbl KPOBU U MYJIOB Ha
Hanmuuue Bo3OyaurTeneidl wHpeknwid, BKiIoYas WHPoOpMANU0 00 UCHOIB30BAHHBIX METOIUKAX
UCCIICIOBAaHUA M B CIIydyae WCCIICOBAHUS IIyJOB IUIa3Mbl KPOBH pE3YJbTAaThl JIOKYMEHTAJILHOTO
NOATBEPKICHU (BaJIHIAIMH) UCTIONb30BAaHHBIX METOJIUK;

B) TEXHMYECKHE XapaKTEPUCTUKU YIAKOBKH /Ui 0TOOpa JOHOPCKON KPOBH U (WJIN) TIIIA3MBI KPOBH,
BKJII04as HHpOpMaInnio 00 UCTIONIb30BaHHBIX PACTBOPAX AHTUKOATYJISTHTOB.

Nudopmarnus 06 msmenenusnx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18
Hacmosweeo DedepanbHoco 3aKoHa 00noaHeHa yacmoio 16, ecmynaroweti 6 cuny ¢ 1 sueaps 2016 a.

16. Knuandeckue WcclieIoBaHUs JICKAPCTBEHHOTO TMperapaTa Jisl MEIUIMHCKOTO MPUMEHECHHS B
LENsAX €ro TOCYJIapCTBEHHOM peructpauud mnpoBoaarcss B Pocculickoit ®depepanuu B TOpSAKE,
yCTaHOBJIICHHOM cTaThaMu 38-44 mnHactosimiero ®denepanbHoro 3akoHa. OT4eT O MPOBEICHHBIX
MCCJICIOBAHMAX BKIIFOYAETCS B COCTAB pasjielia KIMHUYECKOW JOKYMEHTAIIMH PETUCTPAIMOHHOTO JJOChE Ha
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®enepanbublii 3akoH ot 12 anpens 2010 1. N 61-®3 "O6 obpaleHny JeKapcTBEHHBIX CpelCTB" (C U3MEHEHUSMH U

JICKApCTBEHHBIM IIpernapar s MEJULUHCKOrO IpUMEHEHHs. [l JIeKapCTBEHHBIX IpPENnapaToB s
MEJULUHCKOTO IPUMEHEHHs, B OTHOLICHUU KOTOPBIX B PE3yJbTATe 3SKCIEPTU3bl JIOKYMEHTOB,
IIPEACTABJIICHHBIX JJI1 OIPEACICHUs BO3MOXKHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIM IIpemnapar i
MEIUIIMHCKOTO TPUMEHEHHUSI B KauecTBe Op(haHHOIO JICKApCTBEHHOIO Ipernapara, Takas BO3MOXKHOCTh
IIPU3HaHAa U B OTHOIICHMM KOTOPBIX IIPOBEIEHBI KIMHUYECKUE WCCIIEJOBAHUSA, BBIIIOJHEHHBIE 3a
npenenamu Poccuiickoit denepannu B COOTBETCTBHHU C MPaBUIIAMU HaJUIeKaIel 1a00paTOPHOI MPaKTUKU
U IpaBUJIAMU HAJUICKAIleW KIMHUYECKOM IIPAaKTUKH, JOIYyCKAacTCs BKIIOYEHHME B COCTaB pasjena
KJIIMHAYECKON TOKYMEHTAlM BMECTO OTUETa O pe3yJIbTaTax KIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHOIO
mpenapara Uil MEJUUMHCKOrO IPUMEHEHUs, IpoBeAcHHbIX B Poccuiickoi denepauuu, ordera o
pe3yabpTaTax KIMHUYECKUX UCCIIEIOBAHNM, BBIITOIHEHHBIX 3a npeaenamu Poccuiickon denepanum.

Hudopmanus o6 usmenenusix: Yacmo 17 usmenena c 1 aneapa 2021 2. - ®edepanvhulii 3akon om 27
oexaops 2019 . N 478-D3
Cm. npedvloywyio peoaxkyuro

17. B ciiyyae HenmpeACTaBJICHHS C 3asBJICHHEM O TOCYJapCTBEHHOW PErMCTpallUM JIEKAPCTBEHHOTO
npenapara JUisi MEIUIUHCKOTO MPUMEHEHUS! JOKYMEHTOB, MOJITBEPKIAIOUINX YIUIATy TOCyIapCTBEHHON
NOIUIMHBI W YyKa3aHHbIX B IyHKTe 10 wyactm 2 HacTosIIed CTaTbM, a TaKKE BBIIaBAEMBIX
(mpeaocTaBiIsieMbIX ) YIOJTHOMOYEHHBIMU (peiepalbHbIMU OpraHaMU UCTIOJTHUTENBLHOM BIaCTU JOKYMEHTOB
(cBeneHmil), yKa3aHHBIX B MyHKTaX 3 W 4 4acTH 4 HACTOAIIEH CTAaThH, YIMOJHOMOYEHHBIN (henepanbHbIi
OpraH HCIOJHUTEIBHON BJACTH 3alpallluBaeT yKa3aHHblE JOKYMEHTHl (CBEeIEHHs) B TMOpPSAKE
MEXBEJIOMCTBEHHOT0 HH(POPMAILIMOHHOTO B3aUMO/IEUCTBUS.

Hudopmanus o6 usmenenusx: Pedepanrvhvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamvs 18
Hacmoswe2o PedepanvrHoco 3aKona donoanena yacmoio 18, ecmynaroweu 6 cuiy ¢ 1 saneaps 2016 e.

18. He nmomyckaeTcss MCIONB30BaHME B KOMMEPUECKHMX LENsAX HHPOpPMALUU O pe3ybTarax
JOKJIIMHUYECKUX HMCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HUCCIEN0BAHUN JIEKAPCTBEHHBIX
IpenapaToB Uil MEIULMHCKOTNO TNPUMEHEHUs, NPEACTABICHHOW 3asBUTENIEM MJIs TOCYIapCTBEHHOMN
perucTpany JEKapCTBEHHOTO IIpernapara, 0e3 €ero corjlacusi B TEUeHHE IIeCTH JIeT C JaThl
rOCyJIapCTBEHHOM perucTpauu peepeHTHOro JeKapcTBEHHOTo npenapara B Poccuiickoit deaepanmu.

Hudopmanus o6 usmenenusx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18
Hacmosweeo DedepanbHoco 3aKoHa 0onoaneHa yacmoio 19, ecmynaroweti 6 cuny ¢ 1 saueaps 2016 e.

19. Jlepkatenb WM BiaJeNel] PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO MpernapaTa Ha
OMOTEXHOJIOTHYECKUN WM Op(daHHBIN JIEKApCTBEHHBIN MpemnapaT o0s3aH MPEA0CTaBIATh HA BO3ME3THOM
OCHOBe 00pa3iibl pehepeHTHOro JEKapCTBEHHOIO IMperapaTa 3asBUTENSAM Ui NMPOBEICHUS KIMHUYECKUX
uccienoBanuif. CtoumMocTh o00pasua pedepeHTHOro JIEKApCTBEHHOrO Mpernapara, BKIIOYEHHOTO B
nepeyeHb )KU3HEHHO HEOOXOIMMBIX W Ba)KHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, HE JODKHA MPEBBIIAThH
3apETUCTPUPOBAHHYIO MPEACIbHYI0 OTIYCKHYIO IIeHy Ha peepeHTHBINH JIEKapCTBEHHBIH Npenapar WUiu
LIEHY Ha JIEKApCTBEHHBIN MpernapaT B CTpaHe MPOU3BOIUTENSL.

Nupopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 cmamus 18
Hacmoswe2o PedepanvrHoco 3axkona donoanena yacmoio 20, ecmynarowen 6 cuiy ¢ 1 aneapsa 2016 e.

20. 3asBieHME O TOCYIaPCTBEHHON PETUCTPALMU BOCIIPOU3BEACHHOIO JIEKAPCTBEHHOTO IIpenapara
JUIE MEIUIUHCKOTO MPUMEHEHHS MOXKeT OBITh MOJaHO B YIOJHOMOYEHHBIH (enepanbHblii opra
UCIIOJIHUTEIIBHOM  BIIACTH, OCYIUECTBILAIOIIMM TOCYAApCTBEHHYI0 PETUCTPALUI0  JIEKAPCTBEHHBIX
IpenapaToB, MO MCTEUYEHUH YETHIPEX JIET C JaThl TOCYJapCTBEHHON peructpanuu pedepeHTHOro
JIEKapCTBEHHOIO Npenapara B Poccuiickon @enepanuu.

Nudopmarnus 06 msmenenusnx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18
Hacmosweeo DedepanbHoco 3aKoHa 0onoaneHa yacmoio 21, ecmynaroweti 6 cuny ¢ 1 saueaps 2016 2.

21. 3asgBiaeHWe O TOCYJApPCTBEHHOM perucrpanud  OWoaHAIOroBoro  (OMOMOm0OHOTO)
JIEKapCTBEHHOTO TIpenapara (OnoaHagora) MOXeT ObITh MTOJAAHO B YIIOJHOMOUYEHHBIN (penepanbHbIii opraH
UCTIOJIHUTENIFHOW ~ BIIACTH, OCYIICCTBIIIIONIMA  TOCYJApCTBEHHYIO PETHCTPAIlMIO  JIGKAPCTBEHHBIX
npenapaToB, IO HWCTEUYECHHUH TpeX JIeT C JaThl TOCYNapCTBEHHOH perucrpanuu pedepeHTHOro
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®enepanbhbiii 3akoH o1 12 anpenst 2010 1. N 61-03 "O06 obOparueHun JIeKapcTBEHHBIX CPeACTB" (C U3BMEHEHUAMH U

JIEKapCTBEHHOIO Npenapara B Poccuiickont @enepannu.

Nudopmarnus 06 mamenenusnx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18
Hacmosweeo DedepanbHoco 3aKoHa 00NoaHeHa Yacmouio 22, ecmynaowetl 6 cuny ¢ 1 saueaps 2016 e.

22. Jlepkatenb WIM BJIaJeNiel] PETMCTPALIMOHHOTO YJIOCTOBEPEHHUS JICKAPCTBEHHOTO IMpernapara
MPEACTABISIET B YMOJHOMOUYCHHBIN (enepalbHbIi OpraH HCIOTHUTEIBHOW BJIACTH, OCYIICCTBIISIONTUN
(GYHKIIMM MO0 KOHTPOJIIO U HAA30py B cdepe 3ApaBOOXpaHEHUs, OTUET MO pe3yibTaraM (apmMakoHaI30pa
OJIMH pa3 B LIECTh MECSIEB B TE€UEHHUE ABYX JIET MOCIE TOCYIapCTBEHHON PETUCTPALlUU JEKapCTBEHHOTO
npenapara B Poccuiickoii denepaiiv, €KEroJHO B TEUCHUE MOCIECAYIONIUX TPEX JIET U B JalbHEHIIEM
OJIMH a3 B ISITH JIET.

I'APAHT: CwM. xommeHTapuu K ctatbe 18 Hactosmero denepanbHOro 3akoHa

Nudopmarnus 06 msmenenusnx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 19
Hacmosweco PedepanbHo20 3aKOHA UZNIONHCEHA 8 HOBOU pedakyuu, scmynaiowetl 6 cuny ¢ 1 urons 2015 e.
Cm. mexcm cmamwvu 8 npedbloyuell pedaKyuu

Crarbsa 19. [Ipunstue pemieHus O BbIIaY€ HKCHIEPTHOMY YUPEKICHHUIO 3aJlaHsl Ha MPOBEACHUE

9KCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEICTBA

1. B reuenue necsatu paboyux JHEH CO THS MPUHATHS 3asBJICHHS O TOCYIAPCTBEHHON pEeTUCTpaIiu
JIEKapCTBEHHOT'O TIperapara COOTBETCTBYIOIIMK YITOJTHOMOYEHHBIHN (peepanbHbId OpraH UCTIOJHUTEIBLHON
BJIACTH MPOBOAMUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABHIBHOCTH OGOPMIICHHS MpEACTaBICHHBIX
JIOKYMEHTOB PErHCTPAIlMOHHOTO JI0ChEe Ha JIEKAPCTBEHHBIM MpernapaT U NPUHUMAET PELICHHE O Bblaue
3aJjaHus Ha IPOBE/ICHUE:!

1) skcnepTH3bl AOKYMEHTOB, MPEACTABICHHBIX I OMpPENeiIeHHUs BO3MOKHOCTH PAacCMaTpHUBATh
JIEKapCTBEHHBIN MpemnapaT Uil MEAMIMHCKOTO TPHUMEHEHUS MpU OCYLIECTBICHUU TOCYAapCTBEHHOM
perucrpaiuu B KauecTe ophaHHOr0 JIEKAPCTBEHHOT'O IIpernapara;

2) SKcmepTH3bl JIGKAPCTBEHHOTO CPEJCTBA B YacTU OKCIEPTU3bl KayecTBa JIEKAPCTBEHHOTO
CpPEICTBA M OKCHEPTHU3bl OTHOIICHHUS OXHMIAEMOM TOJB3bl K BO3MOXKHOMY PHUCKY TPUMEHEHHS
JIEKapCTBEHHOT'0 Ipernaparta Jiisi MeIULIUHCKOTO IPUMEHEHUS;

3) osKcmepTUs3bl JIEKAPCTBEHHOIO CPEACTBA B YAaCTU HKCIEPTH3bl KAdyecTBa JIEKAPCTBEHHOI'O
CpPEeICTBA M OHKCHEPTHU3bl OTHOIICHHUS OXXHMJAEMOM TOJB3bl K BO3MOXKHOMY PHUCKY TNPUMEHEHHS
JIEKapCTBEHHOI'0 TpernapaTta Jjs MEAULUHCKOrO MPUMEHEHHs B TOPSAAKE YCKOPEHHOW MpOLEeayphl
SKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU CO CTaThel 26 HacTosero @eaepaibHOrO 3aK0Ha;

4) osKcmepTHUsbl JIEKApPCTBEHHOTO CPEACTBA B OTHOILEGHUHU JIEKAPCTBEHHOTO Ipernaparta il
BETEPUHAPHOTO IPUMEHEHHS.

2. YnoaHOMOUYEeHHBIN (enepabHbId OPraH UCTIOTHUTEIHHOM BIACTH YBEAOMIIAET B JIEKTPOHHOM
dopme unu Ha OyMa)KHOM HOCHUTENIEe 3asBUTENSI U DKCHEPTHOE YUPEXKIECHUE O MPHUHITOM PEUICHHH O
BbI/Iaye 3aJ]aHil Ha MIPOBEJECHUE IKCIEPTU3, IPETYCMOTPEHHBIX YacThio | HAcCTOALIEH CTaThH, U B Clyyae
HEOOXOJAMMOCTH O BbIJaue pa3penieHus Ha BBO3 B Poccuiickyro deneparinio KOHKPETHOU MapTHUH, CEPUU
3apETUCTPUPOBAHHBIX M (WJIM) HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIACTB WM 00 OTKasze B
MIPOBEJICHUH MPEAYCMOTPEHHBIX 3KCIEPTU3 C YKa3aHUEM MPUYHH TAaKOr'O OTKa3a.

3. B cinyuae BBISIBIEHUS OTCYTCTBUS WJIM HEAOCTOBEPHOCTH HH(GOpMAlLMU, COJAEpKalleics B
MPEJICTAaBICHHBIX 3asBUTEJIEM JOKYMEHTaX, YMOJHOMOYEHHbIN (enepanbHblii OpraH HCHOJIHUTEIbHOM
BJIACTH HANpABISIET 3asABUTENIO 3ampoc 00 YTOYHEHWH OTOH wuHPoOpMamuu (majgee - 3ampoc
YIOJHOMOYEHHOTO (efepanbHOro OpraHa HCIOJIHUTEIbLHOW BIIACTH), KOTOPHIH MOKET OBITh NepenaH
YIOJHOMOYEHHOMY IPEACTABUTENIO 3asBUTENS JIMYHO MOJI PAaCIUCKy, HANpaBieH MO IMOYTE 3aKa3HbIM
MUCHMOM WM TepeliaH B 3JEKTPOHHOU (popme Mo TeIeKOMMYHUKALMOHHBIM KaHaiaMm CBs3H. B ciyudae
HaIpaBJIeHUs] 3ampoca YHOJHOMOYEHHOTO (penepaqbHOro opraHa HCHOJHUTENBHOM BIACTH MO MOYTE
3aKa3HbIM IMHUCHMOM OH CUMTAETCS IMOJIYYCHHBIM [0 HMCTEYEHMM WLIECTH IHEW ¢ JaThl HamnpaBiIeHUS
3aKa3HOTO MHUCHMA.

4. 3asBuTenp 005f3aH MPEICTaBUTh OTBET HA 3alpOC YHOJHOMOYEHHOTO (enepalbHOro opraHa
HCIIOJTHUTENIbHOM BJIACTH B CPOK, HE NMPEBBIMIAIONIUN JEBIHOCTa paboyuX AHEH CO JHSA €ro MoJy4eHUs.
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Cpok, yka3zaHHBIM B 4acTU 1 HacTosIed CTaThbU, IPUOCTAHABINBAETCS CO JHS HAIPABIICHUS 3asBUTEIIO
3arpoca yIMOJIHOMOYEHHOro (elepajJbHOro OpraHa HCIOJHUTEIBHON BJIACTH A0 THS MOJYYCHHS HM
COOTBETCTBYIOLIETO OTBETA.

5. OcHoBaHMEM U1 OTKa3a B OpraHU3alMy SKCIIEPTHU3, IPEIYyCMOTPEHHBIX 4acThio | HacTosmen
CTaThbu, SBISIETCS NPEACTABICHUE HEOOXOIUMBIX Ui MPOBEACHUS MPEIyCMOTPEHHBIX AKCIEPTH3
JIOKYMEHTOB B HETIOJIHOM OOBEMe WMJIM HETpe/CTaBlICHHE 3asBUTEJIEM B YCTAaHOBJICHHBIH CPOK OTBETa Ha
3arpoc yMOJIHOMOYEHHOTO (heJiepalbHOr0 OpraHa HMCIOJHUTEIBHOM BIACTH, a TaKXKe IMpEICTaBICHUE
JIOKYMEHTOB, HE COACPKAIMX HCUEPITBIBAIOLIETO MEPEUHSI HEOOXOAUMBIX CBEICHHA.

Hudopmanus 06 usmenenusix: Cmamos 19 oononnena yacmoio 6 ¢ 13 aszycma 2019 e. - edepanvhutii
3akon om 2 ascycma 2019 2. N 297-D3

6. IIpu oTkKaze B OpraHM3alMM SKCHEPTHU3bI, MPETyCMOTPEHHON MyHKTOM 4 4acTu | HacTosen
CTaTbH, JOKYMEHTbHI, BXOJSIINE B COCTaB PErHMCTPAIMOHHOTO JOChE€ Ha JIEKAPCTBEHHBIM Mpenapar it
BETEPUHAPHOTO TMPUMEHEHHs, MOTYT OBITb BO3BpAIICHbl 3asBUTEII0 HAa OCHOBAaHUHM €r0 MHUCHMEHHOTO
3arpoca, HalpaBJIEHHOTO B YIOJHOMOYEHHBIN (heepaabHblii OpraH HUCIOJHUTENbHON BJIACTH B TEUEHUE
TpUALATH pabouMX AHEW CO JHS MPHUHATHS YIOJIHOMOYEHHBIM (efiepaabHbIM OpPraHOM HCHOJHUTENIbHOM
BJIACTH PEIICHHsI 00 OTKa3e B OpraHU3AIMM TAaKOW SKCIEPTH3bl. YTIOJHOMOUYCHHBIN (enepaabHbIi opraH
MCIIOJTHUTENIbHOM BJIaCTH BO3BpAIIAET 3asBUTENIO YKa3aHHBIE JOKYMEHTHI B TEUEHHUE JIECATH pabouuX JHE
CO JTHS TIOJYYEHHS] COOTBETCTBYIOIIETO 3aIIPpOCa 3asBUTEISL.

I'APAHT: CM. kommeHTapuu K ctatbe 19 Hactosmero denepanbHoro 3akoHa

Hudopmanus 06 usmenenusx: Pedepanrvnvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 20
Hacmoswe2o PedepanbHo20 3aKOHA UZNIONHCEHA 8 HOBOU pedakyuu, scmynaiowetl 6 cuny ¢ 1 urons 2015 e.
Cm. mexcm cmamwvu 8 npedbloyuyell pedaKyuu

Crarba 20. Oxcneptu3a JOKYMEHTOB, NPEACTABICHHBIX JUISI OMNPEAEICHUS BO3MOMXKHOCTH
paccMaTpuBaTh JIGKQPCTBEHHBIM TIpemapar il MEIUIMHCKOTO TPUMEHEHHS TpHU
OCYIIIECTBIICHUN TOCYIAPCTBEHHON PETUCTpAIliU B Ka4eCTBE OpGaHHOTO JICKAPCTBEHHOTO
npenapara

1. DkcnepTr3a JTOKYMEHTOB, MPEJACTABICHHBIX IJIA OMPEASICHUS BO3MOXKXHOCTH paccMaTpHUBaTh
JIEKapCTBEHHBIA TIpermapar i MEIUIIMHCKOTO TMPUMEHEHHUs IIPH OCYIIECTBICHHH TOCYAapCTBEHHOM
perucTpanuu B KadecTBE Op(aHHOTO JIEKAPCTBEHHOIO Tperapara, COCTaBICHHE KOMHCCHEH SKCIIEPTOB
3aKJTIOYCHUST O BO3MOXXKHOCTH WJIM HEBO3MOXKHOCTH pacCMaTpHBaTh JICKAPCTBEHHBIM TIpemapar Jyist
METUITMHCKOTO TTPUMEHEHHUS TIPU OCYIIECTBICHUN TOCYIaPCTBEHHOM perucTpaluu B KauecTBe ophaHHOTO
JIEKapCTBEHHOT'O TIpernapara W HalpaBJeHUE JAHHOTO 3aKIIOUYCHUS B YIOJHOMOYECHHBIA (enepabHBIN
OpraH UCTIOJHUTEIHHOU BJIACTH OCYIIECTBIISIFOTCS B CPOK, HE MPEBBIMIAOIINN TPUALIATA PAO0YNX JHEH CO
JHS TIONYYECHHs] DKCIEPTHBIM YUPEKICHUEM 3aJaHHs YIOJHOMOYEHHOTO (eIepaibHOTO oOpraHa
WCIIOJITHUTEIIbHONH BJIACTH W B JJICKTPOHHOW (opMe WM Ha OyMaKHBIX HOCHUTEISIX HEOOXOIUMBIX
JIOKYMEHTOB, YKa3aHHbIX B myHkTax 1, 2, 5, 6, 10 wactu 4 u B wactu 7 crtatbu 18 HacTosIErO
®denepaabHOro 3aKOHA.

2. JIOKyMEHTBI, COJEpXkalluecsi B PETHCTPAIMOHHOM JOChE Ha JICKApCTBEHHBIM mpenapar Hu
MOCTYTNHBIIME Ha OYMa)KHBIX HOCUTEISX B OKCIEPTHOE YUPEKIACHHUE ISl OCYIIECTBICHUS UX SKCIIEPTH3bI
JUISL  ONpeNeNieHHusT BO3MOXHOCTH paccMaTpHBaTh JIEKAPCTBEHHBIM Mpernapar Il MEIUIIMHCKOTO
MPUMEHEHUS B Ka4eCTBE Op(HaHHOTO JIEKApCTBEHHOTO Mperapara, MoJjIe)kaT BO3BpaTy B yIIOJTHOMOYEHHBIN
dbenepanbHBIE OpraH HUCIOJHUTEIBHONW BJIACTH OJHOBPEMEHHO C 3aKIIOUYCHUSMH COOTBETCTBYIOIIHUX
AKCTIEPTHU3.

I'APAHT: Cwm. xommeHTapuu K cratbe 20 HacTosuiero denepanbHoro 3akoHa

Hudopmanus o6 usmenenusx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 21
Hacmosweco PedepanbHo20 3aKOHA UZNIONHCEHA 8 HOBOU pedakyuu, scmynalowetl 6 cuny ¢ 1 urons 2015 e.
Cm. mexcm cmamwvu 8 npedbloyuyell pedaKyuu
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Cratbs 21. PemeHue o0 BO3MOXHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM Ipenapar Impu
OCYILECTBIIEHUH I'OCYIapCTBEHHON PETUCTpalUi B KauecTBE Op(haHHOTO JIEKapCTBEHHOTO
npenapara

1. B cpok, He TpeBBIIAOIUI MATH PadOYNX JHEH CO JHS MONyYeHUs 3aKII0UYEHUs, YKa3aHHOTO B
gyactu | cratem 20 Hactosimero ®PenepadbHOrO 3aKOHA, YIMOJHOMOYEHHBIH (heaepalbHBId Opra
VCIIOJTHUTENIBHOM BJIACTU OCYILECTBISET OLIEHKY IOJIYYEHHOI'O 3aKJIIOUEHHUS MJIs OIpPEAEICHHUS €ro
COOTBETCTBUS 33JaHHUI0 HAa NPOBEICHHE COOTBETCTBYIOIIEH 3KCIEPTU3bl M YBEAOMIISIET 3asBUTENS B
SNIEKTPOHHOM (opMe wnnam Ha OyMaKHOM HOCHUTENIE O pe3yjibTaTaX IPOBEICHHOM JKCHEPTH3Bl C
NPUIOKEHUEM KOIHUHU AKCIEPTHOTO 3aKII0UEHUs (C COXpaHEHHEM KOH(HUICHIHMATILHOCTH MH(POPMALUU O
COCTaB€ PKCIEPTHON KOMUCCUHM) U O BO3MOXXKHOCTH MJIM HEBO3MOYKHOCTH PAacCMaTpHUBaTh JIEKAPCTBEHHBIN
npenapar il MEIULUHCKOIO IMPUMEHEHHUS INPU OCYLIECTBIEHUU TOCYJAapCTBEHHOW PETUCTPALUU B
KadyecTBe OpPaHHOTO JIEKApCTBEHHOT'O Mpenapara.

2. Ilpm BbIHECEHMH KOMMCCHEH OKCIIEPTOB 3aKIIOUEHHS O BO3MOKHOCTH pPacCMaTpHUBaTh
JIEKapCTBEHHBIN IpenapaTr Uil MEAMLIMHCKOIO IPHUMEHEHUS IpU OCYLIECTBIEHUH TIOCYAapCTBEHHOU
perucTpaiyy B KauecTBe Op(paHHOrO JEKAPCTBEHHOTO MpenapaTa yrnoJHOMOYEHHBIN (pefiepanbHblid opran
UCTIOJIHUTENIFHOW BJIACTU B CPOK, HE TMPEBBIIIAIONINHA MATH pabodux JHEW CO JHSA MOJY4YEeHHs IAaHHOTO
3aKJIIOYEHHUs, MPUHMMAET pEIIEHWE O BblAAU€ 3aJaHus Ha IPOBEAECHUE OHKCIEPTU3bl KauyecTBa
JIEKapCTBEHHOI'O CpPEJACTBA M OKCIEPTU3bl OTHOLIEHUS OXKUAAEMOM IOJb3bl K BO3MOKHOMY PHCKY
IPUMEHEHNUs JIEKAPCTBEHHOIO Ipenapara i MEIUIMHCKOTO IPUMEHEHUs B MOPSJIKE YCKOPEHHOMU
IPOLEAYPBl SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUU CO CTaTbedl 26 HACTOALIETO
®denepanbHOro 3aKOHa.

3. B ciiydae npuHSTHS pEeLIEHUs] O HEBO3MOXKHOCTH PaccMaTpHUBaTh JIEKApCTBEHHBIN Ipenapar A
MEIUIIUHCKOTO MMPUMEHEHHsSI TIPU TOCYJapCTBEHHOMN PErncCTpaly B KauecTBE OPPaHHOTO JIEKAPCTBEHHOT'O
npernapara YrnoJHOMOUYEHHBIN (elnepanbHblii OpraH HCIOJHUTEIBHON BIACTH HPEKpAIlaeT IMPOLenypy
TOCYJapCTBEHHOM pEerucTpalii JICKapCTBEHHOTO Iperapara. 3asBUTENb BIOpaBe OOpaTUTbCA B
PETUCTPUPYIOLINI OpraH C 3asBJICHHUEM O IOCYAAPCTBEHHOW PETUCTPALMU YKa3aHHOT'O JIEKAPCTBEHHOI'O
Ipenapara B COOTBETCTBUH CO cTaTheil 18 HacTosimero @enepaibHOTO 3aKOHa.

T'APAHT: Cwm. kommeHTapuu Kk ctatbe 21 HacTosuiero denepanbHoro 3aKkoHa

Crarbsa 22. YTpatuna cuny ¢ 1 urons 2015 .
Wudopmanus 06 usmenenusx: Cy. mexem cmamou 22

Nudopmarnus 06 msmenenusx: Pedepanvhvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamos 23
Hacmosweco PedepanbHo20 3aKOHA UZNIONHCEHA 8 HOBOU pedakyuu, scmynalowetl 6 cuny ¢ 1 urons 2015 e.
Cm. mexcm cmamwvu 8 npedbloyuell pedaKyuu

Crarbs 23. DOxcnepTh3a KadecTBa JIEKAPCTBEHHOI'O CPEACTBA M AKCIEPTHU3a OTHOILICHUS
O’KHJaeMOM MOJIb3bl K BOBMOKHOMY PHUCKY NPUMEHEHHs! JIEKAPCTBEHHOI'O Iperapara JJis
MEAMIIMHCKOTO PUMEHEHHUS

1. DkcnepTr3a KayecTBa JIEKAPCTBEHHOTO CPEACTBA M DKCIEPTHU3a OTHOLEHUS 05KUIAEMOMU MOJIb3bI
K BO3MOXXHOMY pPHCKY MPHUMEHEHUs JIEKapCTBEHHOIO IIpernapaTta JUisi MEIUIUHCKOTO MpHUMEHEHUs,
COCTaBJIEHME KOMMCCHUSMM SKCIEPTOB 3aKJIIOYEHUI MO pe3yibTaTaM MpPOBEACHHBIX JKCIEPTU3 U
HaIpaBjICHUE 3THUX 3aKIIOYCHUN B YIOJTHOMOYEHHBIM (helepasbHbId OpraH HCHOJHUTEIBLHON BIACTH
OCYIIECTBIISIIOTCSA B CPOK, HE MPEBBIMIAIONINI CTa JAecsITH pabouux AHEHW CO JTHS MOJyYEHHUS SKCIEPTHBIM
YUpEXKJIEHUEM COOTBETCTBYIOIIETO 3a/laHUSl YIOJIHOMOUYEHHOTO (peiepaJbHOr0 OpraHa MCHOJHUTEIbHOM
BJIACTH U HEOOXOJUMBIX IOKYMEHTOB B JIEKTPOHHOMN (hopMe WM Ha OyMakKHBIX HOCUTENSX.

2. B TeyeHue AEBSHOCTA JHEH CO JHSA MOJYYEHUS PELIECHUS YHIOJHOMOYEHHOTO (helepaibHOro
OpraHa HUCIHOJHUTENbHON BJIACTH O MPOBEACHUU HKCIEPTU3, MPEIyCMOTPEHHBIX YacThio | HacTosmei
CTaTbH, 3asBUTENb MPEACTABIAET B SKCIEPTHOE YUPEXKIEHUE ISl MPOBEICHHS DKCHEPTU3bl KauyecTBa
JIEKapCTBEHHOI'O CpeicTBa 00paslibl JIEKAPCTBEHHOTO Tpernapara Ui MEAUIMHCKOrOo MpHUMEHEHUs,
MIPOU3BEIEHHOTO B COOTBETCTBUH C TPEOOBAHUSMU ONBITHO-NPOMBIIIIEHHOTO U (MJIHM) MPOMBIIIEHHOTO
periaMeHTOB, YTBEPXKICHHBIX PYKOBOJUTENEM MPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB, a TaKXke B
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COOTBETCTBYIOIUX CIydyasx oOpa3isl (hapMaleBTHUECKONW CyOCTaHIINH, TECT-IITAMMa MHUKPOOPTaHU3MOB,
KyJIBTYpPbI KJIETOK, 00pa3Ibl BEIIECTB, MPUMEHIEMBIX JJISi KOHTPOJISI KauecTBa JIEKAPCTBEHHOT'O CPECTBA
IyTEeM CPaBHEHHUS C HUMHU HCCIIEAYEMOTO JIEKAPCTBEHHOI'O CPEJCTBA, B KOJIWYECTBAX, HEOOXOAMMBIX IS
BOCTIPOM3BEICHHUS METOZ0B KOHTPOJISI KAueCTBa.

3. lpu mnonydyeHuu oOpa3LOB JEKAPCTBEHHOTO Ipernapara M (papmaneBTUYECKOH CyOCTaHIINH
OKCIEPTHOE YUPEKICHUE BBIIACT 3asBUTENIO JOKYMEHT, MOATBEPXKIAIONIMNA MOJY4YCHHE YyKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIIAIOIINN TpeX pabounx JHEH, YBEIOMIISIET B AJIEKTPOHHOH (GopMe MiIu Ha
OyMa)KHOM HOCHTEIIE 00 3TOM YIIOJIHOMOYEHHBIH (e/iepaiabHbIi OpraH UCTIOTHUTEIBHON BIACTH.

4. Yka3aHHbIC B 4acCTsIX 2 U 3 HACTOALICH CTaThU CPOK JJISl MPEICTABICHUS 3asiBUTEIEM 00pa3LoB
JIEKapCTBEHHOTO Ipernapara M QapMaleBTUYecKOl CyOCTaHIIMM W CPOK YBEIOMIICHHS 3KCIEPTHBIM
yupexxaeHneM 00 3ToM Ha OyMaXHOM HOCHUTENE YINOJHOMOYEHHOTO (eaepanbHOro  opraHa
UCTIOJIHUTENIHOW BJIACTH HE BKJIIOYAIOTCS B CPOK NMPOBEJCHMS SKCIEPTU3, MPEAYCMOTPEHHBIX 4acThio 1
HACTOSIICH CTaThbU.

5. JIOKyMeHTBI, IOCTYNMBIIHE B OKCHEPTHOE YUYpPEXKICHUE Ui TPOBENEHHUS DSKCIEPTHU3,
NPEIYCMOTPEHHBIX YacThl0 1 HACTOSAIIEH CTAaThH, MOJJICKAT BO3BPATY B YIIOJIHOMOYEHHBIN (heaepabHbINA
OpraH HCIIOJHUTEIBHON BJIACTH OJHOBPEMEHHO C 3aKJIIOYCHUSMH, IOJyUYECHHBIMH MO pe3yJbTaTam
COOTBETCTBYIOIIUX HKCIIEPTH3.

T'APAHT: CM. komMeHTapuH K ctatbe 23 HacTosuiero denepanbHoro 3aKkoHa

Crarbs 24. DOxcnepTh3a KadecTBa JIEKAPCTBEHHOIO CPEACTBA M JKCIEPTHU3a OTHOILICHUS
O’KHJaeMOM MOJIb3bl K BOBMOKHOMY PHUCKY MPUMEHEHHs! JIEKAPCTBEHHOI'O Ipernapara AJis
BETEPUHAPHOTO MPUMEHEHUS

HNudopmanus 06 nsmenenusx: Pedepanvrvim 3axonom om 13 uwna 2015 2. N 241-DP3 6 uacme 1
cmamou 24 nacmoswezo PedepanbHo20 3aKOHA BHECEeHbl U3SMEHEHUS
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. DkcnepTr3a KadecTBa JIEKAPCTBEHHOTO CPEACTBA U SKCIEPTU3a OTHOLLEHUS 05KMIAEMOMU TOJIb3BI
K BO3MOXHOMY pPHUCKY IMPHUMEHEHHS JIEKaPCTBEHHOIO IIpernapara i BETEPUHAPHOIO IMPUMECHECHUS,
COCTaBJICHUE KOMUCCUSIMHU DKCIIEPTOB 3aKJIIOUEHUN 10 PE3YJIbTATAM YKa3aHHBIX JKCIIEPTU3 U HAIIPABICHUE
TaKUX 3aKII0YCHUH B YIOJIHOMOYEHHBIN (peepanbHblii OpraH UCIOJHUTEIBHON BIACTH OCYIIECTBISIOTCS
B CPOK, HE IMPEBBIMAIOUINNA CTa JECATH pabouux IHEH co JHSA MOJYYEHHS SKCHEPTHBIM YUpekIECHUEM
3aJaHusg  YIOJHOMOYEHHOTO (pellepajbHOr0 OpraHa HCIOJHUTENPHOW BIACTH C JOKYMEHTaMH,
yKa3aHHBIMH B 4yacTH 3 ctatbu 17 HacTosero denepanbHoro 3akoHa.

Hudopmanus o6 usmenenusx: Yacmo 2 usmenena c 13 aseycma 2019 2. - @Pedepanvuviti 3akon om 2
aseycma 2019 2. N 297-D3
Cm. npedvloywyio pedaxkyuro

2. B Teuenue Tpuaunatd paboyux AHEW CO [HS TONYYEHHS] PEHICHHUS YTOJIHOMOUYEHHOTO
denepanbHOro opraHa UCHOJHUTENIBLHOM BIACTU O MPOBEACHUH YKa3aHHBIX B 4acTU | HacTosIel CTaTbu
9KCIIEPTHU3 3asBUTENb IMPEICTABISET B AKCIEPTHOE YUPEXKACHUE ISl IPOBEJICHUS DKCIEPTU3bI KauecTBa
JIEKapCTBEHHOI'O CpEJCTBAa OO0pa3llbl JIEKApCTBEHHOTO Tpernapara Uil BETEPUHAPHOTO MpPHUMEHEHUS,
MPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBAHHUSIMH TEXHOJOTUYECKUX PETIAMEHTOB, YTBEPKICHHBIX
PYKOBOJIUTENIEM IPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEJICTB, a TakKXK€ B COOTBETCTBYIOLIUX CIydasx
TECT-IITaMMbl MUKPOOPTaHU3MOB, KYJIBTYPhI KJIETOK, 00pa3ibl (papMarneBTHICCKON CyOCTaHITNH, 00pa3Iibl
BEUIECTB, IMPUMEHsSEMblEe JJs KOHTPOJI KauyecTBa JIEKAPCTBEHHOIO CpEICTBA, B KOJWYECTBaX,
HEOOXOUMBIX JIJIsl BOCIIPOU3BECHHS METOJ0B KOHTPOJIS KayecTBa.

3. Ilpu momyueHun oOpa3lOB JICKAPCTBEHHOTO TMpernapata W (papMameBTHYECKON CyOCTaHITMN
9KCIIEPTHOE YUPEKIACHHE BBIJACT 3asBUTENIO JOKYMEHT, IMOATBEPKAAIONIIMN TOJyYeHUE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIIAIONINN TpeX padounx JHEH, yBEAOMIIIECT B MUCbMEHHOW (opme 00 3TOoM
YIIOJITHOMOYCHHBIN (DeiepanbHbIA OpPTraH NCIIOTHUTEIIBHON BIIACTH.

4. Cpok uid TpeAcTaBiICHHUs 3asBUTENIEM O00paslloB JIEKApCTBEHHOTO TMpemnapara U
dapmaleBTUYECKOM CyOCTaHIIMU M CPOK YBEIOMIICHUS SKCIIEPTHBIM YUPEkKICHHEM 00 TOM B MHChMEHHOM
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¢dopme yrmoIHOMOUYEHHOTO (peepanbHOr0 OpraHa MCIOJHHUTEIBHON BIIACTH, YKa3aHHBIC B 4acTsaxX 2 U 3
HACTOALIEH CTaTbM, HE BKJIIOYAIOTCS B CPOK NPOBEACHMS YKa3aHHBIX B 4acTH |1 HacTosed cTaTbu
OKCIEPTH3.

5. JIOKyMEHTBI, IOCTYNMBILNE B IKCIEPTHOE YUPEKACHHUE AJI IPOBEACHUS YKa3aHHBIX B 4acTu 1
HACTOSIILIEH CTAaTbu OKCHEPTH3, IMOJUIekKAT BO3BpaTy B YIOJHOMOYEHHBIH (eaepaqbHbIi  OpraH
VCIIOJIHUTEJILHOM BIIACTU OJHOBPEMEHHO C 3aKJIIOUCHUAMMU 10 PE3yJIbTaTaM YKa3aHHBIX dKCIEPTH3.

I'APAHT: CMm. koMMeHTapuu K cratbe 24 HacTosmero denepaibHOro 3aK0Ha

Nupopmarus 00 usmenenusnx: Pedepanvubivm  3akonom om 22 Oexabpa 2014 2. N 429-D3
Haumenosanue cmamou 25 nacmoawezo PedepanrbHo20 3AKOHA U3N0NHCEHO 6 HOB0U pedaKyull,
secmynatoweu 6 cuny c¢ 1 urons 2015 a.

Cm. mexem Haumeno8aHUs 8 npedbloyujeli pedaKyuu

Cratbs 25. [ToBTOpHOE IPOBEICHUE SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Nudopmarnus 06 msmenenusx: Pedepanrvnvim sakonom om 22 oexabps 2014 2. N 429-D3 6 uacmo 1
cmamovu 25 nacmoswezo DedepanbHoco 3aKOHA 6HeCeHbl U3MEHeHUsl, cmynaiowue 6 cuny ¢ 1 uwnis
2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. B cuydasx HemocTaTrouHO OOOCHOBAHHOCTH WJIM HETMOJHOTHI 3aKIIOYEHHS KOMHCCHH
9KCIIEPTOB, HAJIWYUS B HEM [MPOTUBOPEUYUBBIX MJaHHBIX, (anbCU(UKALNUKU BBIBOJOB JKCHEPTU3BI
JIEKapCTBEHHOI'O CPEACTBA, COKPBITUS OT YHMOJHOMOYEHHOTO (pelepaibHOro opraHa HCHOJHUTENIbHOM
BJIACTM OCHOBAaHHWM il OTBOJA OJKCIEPTa BCIEJACTBHUE €ro 3aWHTEPECOBAHHOCTH B pe3yJbTaTax
COOTBETCTBYIOIIEH HKCIIEPTU3BI, HATTMUUS JaHHBIX O MPSMOM JINOO0 KOCBEHHOM BMEIIATEIbCTBE B MIPOIECC
COOTBETCTBYIOIIEH SKCIEPTHU3bI JIML, HE YYAaCTBYIOLIUMX B €€ MPOBEJACHHUH, HO OKA3aBIIMX BIUSHUE Ha
IpOLECC M pe3yJbTaThl €€ MPOBEACHHUS, YMOJHOMOYEHHBIM (elepalbHbIM OPraHOM HCIOJIHHUTEIbHOM
BJIACTHM Ha3HAYaAETCsl MOBTOPHAsS IKCIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA U (MJIM) ITHUECKAast SKCIIEPTH3a.

Nupopmarus 00 usmeneHusnx: Peodepanvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 uacmy 2
cmamovu 25 nHacmosuwezo PedepanbHo20 3aKOHA 6HeCeHbl UMEHeHUs, Cmynaiowue 6 cuny c¢ 1 uwona
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. IloBTOpHAs 3KCHEpTU3a JEKAPCTBEHHOI'O CPEJCTBA MPOBOJIUTCS C YYETOM pE3YJIbTATOB paHee
NPOBEIEHHONW SKCIEPTU3bl B CPOK, YCTAHOBJICHHBIM YHOJIHOMOYEHHBIM (elepaibHbIM OpPraHOM
UCTIOJIHUTENILHOW BJIACTU M HE MPEBBINAIONINNA TPUALATH pabounx THEH CO JHS MOTYYEHHUS SKCIEPTHBIM
YUPEKICHUEM 3aJaHUs HA NIPOBEACHUE TIOBTOPHOM 3KCIIEPTU3BI JICKAPCTBEHHOI'O CPELICTBA.

Nudopmanus 06 msmenenusx: Pedepanrvrvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmov 3
cmamou 25 nacmoauezo DedepanvHo20 3aKOHA 6HeCeHbl UZMeHeHUus, ecmynawwue 6 cuny ¢ 1 uwons
2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3. ®unaHcoBoe oOecreueHre BBITIOJIHCHHS 3aJaHWs Ha IPOBEACHHE IOBTOPHOM 3KCIEPTH3bI
JIEKapCTBEHHOI'O CPEJCTBA HE OCYLIECTBIISIETCS.

I'APAHT: CM. koMMeHTapuH K ctatbe 25 HacTosuiero denepanbHoro 3akoHa

CraTbs 26. YckopeHHas npolenypa IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Nudopmanms 06 mamenenusx: Yacmo I usmenena c 1 cenmabpa 2023 e. - ®edepanvrulii 3akon om 28
anpens 2023 2. N 171-D3

Cm. 6y0ywyro peoakyuio

Deodepanvrvim 3akonom om 13 wons 2015 2. N 241-d3 6 uacmv 1 cmamovu 26 nacmosuezo
DedepanbH020 3aKOHA BHECeHbl USMEHEHs]

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
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1. YckopeHHas mnpouenypa 3KCHEPTU3bl JIEKApCTBEHHBIX CPEACTB B LENAX TOCYJapCTBEHHOMN
pEerucTpayy JEeKapCTBEHHbIX IpenapaToB IPUMEHSETCS B OTHOIICHUH OpP(aHHBIX JEKAapCTBEHHBIX
IIPENapaToB, NEPBBIX TPEX JICKAPCTBEHHBIX IpEnaparoB, perucrpupyemsix B Poccuiickoi denepanuu B
KAaueCTBE BOCIPOMU3BEICHHBIX JIEKAPCTBEHHBIX IIPENAPAaTOB, OYEPEAHOCTb KOTOPBIX OIPEHEISICTCS B
COOTBETCTBUM C HOMEpPOM H JaTOW BXOIAIIMX 3asABICHUM O TOCYJAapCTBEHHOM pErucTpalyu
JIEKApCTBEHHBIX IIPENApaToB B paMKaxX OJHOIO MEXAYHAapOJHOIO HENAaTEHTOBAHHOIO HAMMEHOBAHUS
JIEKapCTBEHHOI'0 IIpernapara WIM TIPyINIUPOBOYHOIO HAMMEHOBAHUS JIEKAPCTBEHHOIO IIpenapara, Hu
JIEKapCTBEHHBIX [Ipenaparos, IIPEIHA3HAYECHHBIX UCKJIFOUUTEIILHO JUIS IIPUMEHEHUs
HECOBEPILIECHHOJIETHUMU I'PAKIaHAMH.

Nudopmarnus 06 msmenenusx: Pedepanrvnvim sakonom om 22 Oexabpsa 2014 2. N 429-D3 uacms 2
cmamou 26 Hacmosawe2o PedepaivbHo20 3aKOHA UNOANCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
urons 2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. YCcKkopeHHas TpoIenypa dSKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B IEISAX TOCYIapCTBEHHOMH
pETUCTpAINH JICKAPCTBEHHBIX MPENapaToB HE PUMEHSIETCSI B OTHOLICHUU:

1) GuoaHaoroBsIx (6MOMOAOOHBIX) JIEKAPCTBEHHBIX MperapaToB (0MoaHaIoroB);

2) pedepeHTHBIX JIEKapCTBEHHBIX TPEMapaToB (3a HCKIOYEHHEM Op(aHHBIX JIEKAPCTBEHHBIX
MpenaparoB);

Nudopmarus 00 usmenenusx: Ilynkm 3 usmenen c 1 cenmsabops 2023 2. - @edepanvhuiii 3akon om 28
anpena 2023 2. N 171-D3
Cm. 6y0ywyro pedaxyuio

IF'APAHT: Mo | cenrsiOps 2023 r. poccHiiCKMM MPOU3BOAMUTENSAM JIEKAPCTBEHHBIX IPEnapaToB s
BETEPUHAPHOTO MPUMEHEHHs pa3pellaeTcsl M0JaBaThb PETHCTPALMOHHOE JOChE JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHApHOTr0 IPUMEHEHUS 110 YCKOPEHHOU MPOLIEIyPe rOCY JapCTBEHHON pErucTpaun
JIEKAPCTBEHHBIX CPEACTB JUIsI BETEPUHAPHOIO NPHUMEHEHUS Ha BOCIPOU3BEICHHBIC JIEKAPCTBEHHBIC
npemnapaTsl 6e3 yueTta TpeOoBaHU MyHKTa 3 yacTH 2 cTaTthu 26

3) BOCHpPOW3BENCHHBIX JIGKAPCTBEHHBIX MpenaparoB (3a HUCKIOYEHHEM TNEpPBBIX  Tpex
peructpupyeMbix B Poccuiickoit deaepanuy B Ka4€CTBE BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENApaTOB
M JIGKAPCTBEHHBIX  MpenaparoB,  NpPEAHA3HAYEHHBIX  HUCKIIOYUTENBHO  JUII  NPUMEHEHHS
HECOBEPIICHHOJIETHUMU T'paXkI1aHaMu);

4) HOBBIX KOMOMHAILIMN 3aperUCTPUPOBAHHBIX paHee JEKapCTBEHHBIX MPEnapaTos;

5) nexapcTBEHHBIX MpenaparoB, 3apeTHCTPUPOBAHHBIX pPaHEE, HO MPOM3BEICHHBIX B JIPYrHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUU C MEpEeYHEM HAaMMEHOBAHUU JIEKapCTBEHHBIX (hOpM U B HOBOM
JO3UPOBKE.

Hudopmanus o6 usmenenusix: [Iynkm 2 oOonoanen noonywkmom 6 c¢ 1 cemmabps 2023 e. -
Deoepanvruiil 3axon om 28 anpens 2023 2. N 171-D3
Cm. 6y0ywyro pedaxyuio

Hudopmanus o6 usmenenusx: Pedepanvnvim sakonom om 22 Oexabpsa 2014 2. N 429-D3 uacmo 3
cmamou 26 Hacmosawe2o PedepanvbHo20 3aKOHA UNONCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
urons 2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3. YckopeHHas mpoleaypa SKCIEpPTH3bl JIEKAPCTBEHHBIX CPEACTB MPOBOAUTCS IO PEIICHUIO
COOTBETCTBYIOIIETO YHNOJHOMOYEHHOIO (heepaabHOr0 OpraHa HMCIOJHUTEIBHONW BJIACTH HA OCHOBAaHUU
3asBJICHUS 3asBUTENS B CPOK, HE MPEBBIIIAIOMINNA BOChbMHECATH pabounx aHel. [lpu 3tom skcrepTusa
JIOKYMEHTOB, COJIEpIKAIIUXCS B PErHMCTPAIMOHHOM JOChE€ HA JIEKAPCTBEHHBIA Npemnapar, MPOBOAUTCS B
CPOK, HE MpPEBBILIAIOUINN AecaTh pabodyux IHEH, IKCHepTH3a KadecTBa JIEKAPCTBEHHOTO CPEICTBA U
9KCIIEPTH3a OTHOILIEHHUS OXXHUJAEMOW TMOJIb3bl K BO3MOXHOMY PHCKY MPHUMEHEHHS JIEKapCTBEHHOIO
npernapara MpoBOJSATCS B CPOK, HE MPEBBIIAIONINHI ECTUAECATH pabounx THEH.

Nudopmarus 00 usmeneHusx: Pedepanvrvim 3akonom om 22 oexabps 2014 2. N 429-P3 cmamuva 26
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Hacmosawezo PedepanbHoco 3aKoHa 0onoaneHa yacmoio 3.1, ecmynatroweu 6 cuny ¢ 1 urons 2015 2.

3.1. B otHomeHuH oOp¢aHHBIX JEKAPCTBEHHBIX IMPENapaToB MOTYT OBITh IPEICTaBICHBI
pe3ynbTaThl JOKIMHUYECKUX HCCIECJOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHMYECKUX MCCIEAOBAaHUN
JIEKapCTBEHHBIX IIPENapaToB JJIs MEIULMHCKOrO IPUMEHEHMS], BBIIIOJIHEHHBIX 3a IpeaenaMu Poccuiickoit
@denepaii B COOTBETCTBUHM C TpaBWIAMH HaJUIekKalledl J1adopaTopHOW MPaKTHKH M TpaBUIAMHU
HaJ[JIeXKalel KIMHAYECKON MMPAKTUKH.

4. VYckopeHHas Mpolexypa 3KCIEPTH3bl JEKApCTBEHHBIX CpPEIACTB IPOBOJUTCS B IOPSIKE,
YCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nactosiiero deaepanbHOTO 3aKOHA, U HE 03HAYAET CHHXKCHUS
TpeGoBaHuUi K 0€30MacHOCTH, KauecTBY M 3()()eKTUBHOCTH JICKAPCTBEHHBIX MPENapaToB.

I'APAHT: CM. KOMMEHTapuu K ctatbe 26 HacTosmero denepaibHOro 3aK0Ha

Crartba 27. Penienre o rocygapCTBEHHOM peruCTpalify JICKapCTBEHHOTO Mpernapara

Hudopmanus o6 usmenenusx: Pedepanrvhvim sakonom om 22 dexabps 2014 2. N 429-D3 6 yacmo 1
cmamovu 27 Hacmosueco DPedepanbHoco 3aKOHA 6HECeHbl U3MEHeHUs:, écmynaiowue ¢ cuny ¢ 1 uwns
2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. B cpok, He MpeBBIIAIONINHA ecsITH pabounx THEH cOo AHA MOMyYeHHs 3aKJIIOYCHUH KOMHUCCHU
DKCIIEPTOB I10 pe3yJbTaTaM JKCIEPTU3bl KaueCTBA JICKAPCTBEHHOI'O CPEACTBA U DKCIEPTU3bI OTHOLLICHUS
0’KMJIa€MOH I0JIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHHUsI JICKAPCTBEHHOT'O IIpenapara, COOTBETCTBYIOLIUN
YIOJIHOMOYEHHBIN (heiepanbHbIii OpraH UCIIOJHUTEIBHON BIACTH:

1) pa3memaeT Ha cBoeM O(UIIHATILHOM caifte B ceTH "MHTepHEeT" COOTBETCTBYIOIINE 3aKIIOYCHUS
KOMUCCHM D3KCIIEPTOB M OCYIIECTBISAET HMX OLIEHKY JUIS OIPENEICHUS COOTBETCTBHUs 3aJaHUI0 Ha
IIPOBEICHUE ITUX DKCIEPTU3;

2) MpUHUMAET PeIIeHUE O TOCYAApPCTBEHHOW PETHUCTpalMU JICKapCTBEHHOIO Ipernapara Wid 00
OTKa3€ B 'OCYIapCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOT' O IIPerapara;

3) BHOCHUT NpU NPUHATUHU PELIEHHs O FOCYAAPCTBEHHOW perucTpaluu JEeKapCcTBEHHOIO Ipernapara
JAHHBIE O 3apPETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIperapare, B TOM 4HcIe O (hapMaleBTHUECKOM
cyOCTaHIIMM, BXOSIIEH B COCTaB JIGKAPCTBEHHOrO IIperapara, B TOCYJApCTBEHHBIN peecTp
JICKAPCTBEHHBIX CPEACTB U BBIJACT 3asABUTEII0 PETUCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOIO
npenapara, ¢popmMa KOTOPOTO YTBEPXKAAeTCs YIIOJTHOMOUYCHHBIM (heiepabHBIM OpPraHOM HCIIOJHUTEIBHOM
BJIACTH, COIVIACOBAHHBIE HOPMATHBHYIO JIOKYMEHTALlUIO, HOPMATUBHBIM JOKYMEHT, WHCTPYKLUIO 10
IIPUMEHEHUIO  JICKAPCTBEHHOI'O IIpernapara W  MakeTbl [EPBUYHOM YIAKOBKM M BTOPUYHOM
(MOTpeOUTENbCKOM) YMAaKOBKM € YyKa3aHMEM Ha HHUX HOMEpa pPErucTPallMOHHOTO YJOCTOBEPEHHUS
JIEKapCTBEHHOI'O Iperapara U JaThl €70 roCyAapCTBEHHOM PEruCTPaly WIK B CIIy4ac IPUHATUS PELICHUS
00 OTKaze B TOCYJapCTBEHHOH pErHCTpalMy JIEKApCTBEHHOT'O Ipernapara yBEJOMIISIET B MHCbMEHHOMN
dopme 3asBUTENs 00 ATOM C YyKa3aHHEM INPUYMH TAaKOrO OTKa3za. 3a BbIJAdy pPETrHCTPALlMOHHOTO
YAOCTOBEpEHUs JIEKAPCTBEHHOI'O IIperapara B3UMAcTCsl T'OCYJApCTBEHHAs IOLUIMHA B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit deneparyu o Hajgorax u coopax.

Nudopmanus 06 mamenenusx: Yacmo 2 usmenena c 15 urons 2018 e. - @edepanvrulii 3aK0H om 4 uioHs
2018 2. N 140-@D3
Cm. npedvloywyio peoaxkyuro

2. OcHOBaHHMEM [Ji OTKa3a B TOCYJAapCTBEHHOM pErucTpalyy JEKapCTBEHHOTO Mpernapara s
MEAMIIMHCKOTO MPUMEHEHHUSI SIBIISIETCA 3aKJII0UEHNE COOTBETCTBYIOIIETO YIIOJTHOMOUYEHHOTO (peieparbHOro
opraHa HCIIOJTHUTEIIBHOW BJIACTH O TOM, YTO KadecTBO M (win) 3()(PEKTUBHOCTH PETUCTPUPYEMOTO
JIEKapCTBEHHOTI'O IMpenapaTa AJi MEIUIUHCKOTO MPUMEHEHHS HE MOJITBEPKICHBI MOTYYEHHBIMU JAHHBIMU
WIM 4TO PUCK MPUYMHEHUS Bpela 3/I0POBBIO YEJIOBEKa BCJIEACTBUE MpHEMa JEKapCTBEHHOI'O Ipernapara
JUISL MEIUIIUHCKOTO TIPUMEHEHUS peBbliIaeT 3 (HEeKTUBHOCTH €ro IPUMEHEHUSI.

Hudopmanus o6 usmenenusx: Pedepanrvhvim sakonom om 22 Odexabpsa 2014 e. N 429-D3 uacme 3
cmamou 27 nacmoawe2o PedepanvbHo20 3aKOHA U3NOHCEHA 8 HOBOU pedarkyuu, ecmynaroweli 8 cuiy c 1
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urons 2015 a.
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3. TloBTOpHOE mpeACTaBICHHWE B COOTBETCTBYIOUIMH YHNOJHOMOYECHHBIM QenepaiabHblil opraH
WCIIOJIHUTEJIBHOM BJIACTH JICKAPCTBEHHOI'O IIpenapara, B OTHOLICHMH KOTOPOrO IIOJIy4eH OTKa3 B
rOCYJapCTBEHHON PErucTpaliyd U KOTOPBIM BIIOCIEACTBUU ITOABEPICS U3MEHEHHMIO B 4ACTH €r0 COCTaBa,
paccMaTpuBaeTCs Kak IPEICTaBICHUE HOBOI'O JIEKAPCTBEHHOIO IIpenapara Ha €ro rocyAapCTBEHHYIO
PEruCTPALMIO HE3aBUCUMO OT COXPAHEHMS €r0 IEPBUYHOIO HAUMEHOBAHUS.

Hudopmanus o6 usmenenusx: Cmamovs 27 oonoanena uyacmoio 4 ¢ 15 uronsa 2018 2. - Dedepanvhuiii
saxon om 4 uons 2018 2. N 140-D3

4. Tlpun mpeaoCTaBICHUM 3asIBUTEJIEM B COCTAaBE PETHUCTPALIMOHHOTO JOChE HA JIEKAPCTBEHHBIN
npenapar Ijs BeTEpUHAPHOIO MPUMEHEHMsI KOMHMM PEIIeHHs YMOJIHOMOYEHHOro (efepaibHOro opraHa
MCIIOJTHUTENIbHOM BJIACTH O MPOBEICHUN MHCIIEKTUPOBAHUS MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB CPOK
NPUHATHS PELICHHUsS O TOCYJIapCTBEHHON perucTpaiyy JIEKapCTBEHHOrO IMpernapara A BEeTepHUHAPHOTO
MPUMEHEHHUs MPUOCTAHABIMBACTCS CO JHS MOJTY4YEHHs 3aKIIOUYEHUN, YKa3aHHbIX B 4acTH |1 HacTosmeit
CTaTbH, IO JHS TMPUHATUS YIOJTHOMOYEHHBIM (peiepabHbIM OPraHOM HCIIOJHUTEIBHOM BIACTH PEIICHUS O
BbI1aye Wiu 00 OTKa3e B BblAAaue 3aKIIOYEHHUS O COOTBETCTBUU MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MpaBUJ HaJIeXkKalleld MPOU3BOACTBEHHON MPAaKTUKK, HO HE OoJiee UeM Ha CTO BOCEMbJECAT
pabouux gHEH.

Nudopmarus 00 usmenenusx: Cmamovs 27 dononnena wacmoto 5 ¢ 15 uonsa 2018 2. - Dedepanvhbiii
3axon om 4 uronsa 2018 2. N 140-D3

5. OcHoBaHuEM Ul OTKa3a B TOCYJAapCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOIO Ipernapara Ajis
BETEPUHAPHOTO TPUMEHEHHUsI SBJSIETCA 3aKII0UYEHHE YHNOJHOMOYEHHOTO (hefepasibHOrO  oprasa
UCTIONTHUTENLHOM BIACTH O TOM, 4YTO KauecTBO © (wiu) 3(PQPEKTUBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOTI'0 IIpernapaTta Jilsl BETEpUHAPHOIO IPUMEHEHHSI HE MOATBEPKACHBI IOJyUYEHHBIMU JaHHBIMU
WIM 4TO PUCK NPUYMHEHHUS Bpea 370pPOBbIO KUBOTHOI'O BCIIEJICTBUE NIPUEMA JIEKAPCTBEHHOTO Mpenapara
JUIsS. BETEPUHAPHOTO NMPUMEHEHHS TpeBhIaeT 3(p(HEKTUBHOCTH €r0 MPUMEHEHUS, OTKa3 YIOJIHOMOYEHHOTO
(enepanbHOro opraHa MCIOJHUTEIBLHON BJIACTHU B BbIAYe 3aKIIOUEHHSI O COOTBETCTBUU IPOU3BOIUTENS
JICKapCTBEHHBIX CPEJCTB TPEOOBAHMSIM MPaBUJI HAJIEKAIIEH MPOU3BOJACTBEHHON MPAKTUKH IS KaXIOH
IIPOM3BOJCTBEHHON IIJIOIAAKH PETUCTPUPYEMOIO JIEKAPCTBEHHOI'O Ipenapara Ml BETEPUHAPHOTO
IPUMEHEHNUs B Ciydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpenapaTa AJis BETEpUHAPHOTO IPUMEHEHHUS
OCyIIeCcTBIsIeTCA 3a npenaenamu Poccuiickon denepanny, Uiy OTCYTCTBUE TAKOTO 3aKIIIOUCHHUS.

I'APAHT: CM. KOMMeHTapuu K ctatbe 27 HacTosmero denepaibHOro 3ak0Ha

Nudopmanus 06 mamenenusx: Cmamos 27.1 usmenena ¢ 1 mapma 2020 2. - Dedepanvhwlii 3aKOH Om
27 oexabps 2019 2. N 475-D3
Cm. npedvloywyto pedakyuio

T'APAHT: VYmnomHomModeHHBIH (eaepalibHbI OpraH MCIOJHUTENbHOU Biactu A0 1 sHBaps 2021 roga
ompeesieT B3aMMO3aMEHIEMOCTh JIEKAPCTBEHHBIX MpEnapaToB JUIsl METUIIMHCKOTO MPUMEHEHUS,
KOTOpBIE 3aperUCTPUPOBAHBI 10 IHA BCTyIuleHus B cuity denepanpHoro 3akoHa ot 27 aexadps 2019 r. N
475-®3 u B3aMMO03aMEHSEMOCTh KOTOPHIX paHee He ObuTa OmpenesieHa, B MOPSIKE, YCTAHOBICHHOM
HACTOSIICH CTaTheH, 3a MCKIIOYEHHWEM JIEKApCTBEHHBIX IMpEnapaToB, YKa3aHHBIX B 4acTH 4 cTaThu 3
®denepanpHoro 3aKoHa OT 27 nexadps 2019 r. N 475-D3

Crarbs  27.1. B3anmo3aMeHs€MOCTh JIEKAPCTBEHHBIX MPEMApaToB IS  MEIUIIMHCKOTO
MPUMEHEHUs

1. B3auMmo3aMeHSEeMOCTb JIEKapCTBEHHBIX MpEnapaToB i MEAULHUHCKOTO IPUMEHEHUs

OTIpe/IeIIeTCsl YIOTHOMOUYEHHBIM (pelepalbHbIM OpPraHOM HCIOJIHUTEIbHOW BJIACTH, OCYLIECTBIISIOIIUM

rOCYy/apCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHUS, B paMKax

OJIHOTO MEXIyHApOJAHOTI0 HEMAaTEeHTOBAHHOTO (MJIM XMMHYECKOT0, WM IPyNIHPOBOYHOT0) HAUMEHOBAHUS

01.08.2023 Cuctema 'APAHT 53/136



®enepanbublii 3akoH ot 12 anpens 2010 1. N 61-®3 "O6 obpaleHny JeKapcTBEHHBIX CpelCTB" (C U3MEHEHUSMH U

Ha OCHOBE 3aKJIIOYCHHS KOMHUCCHHM 3KCIIEPTOB HKCHEPTHOTO YUPEKACHUS O B3aMMO3aMEHIEMOCTHU
JIEKapCTBEHHOTO Ipernapara Ui MeIUIIMHCKOTO MPUMEHEHUS MO0 O TOM, YTO JIEKAaPCTBEHHBIN Mperapar
JUIS  MEOUIIMHCKOTO TpPHUMEHEHHs He sBJsieTcs B3auMo3aMeHseMbiM. llopsox — ompexneneHus
B3aMMO3aMEHSEMOCTH JICKAPCTBEHHBIX IMPENapaTroB Uil MEIUIMHCKOrO NpuUMEHeHus u Qopma
3aKJIIOYEHNUS] KOMUCCHH JKCIIEPTOB 3KCIIEPTHOTO YUYPEXKIEHHS O B3aMMO3aMEHSIEMOCTH JIEKapCTBEHHBIX
npenapaToB s MEIUIIMHCKOTO IpHMEHEHHs 100 O TOM, YTO JIEKapCTBEHHBIH mpemapar yis
MEIUIIMHCKOTO TPUMEHEHUs HE SBISETCS B3aMMO3aMEHSEMBbIM, YyCTaHaBIuBaroTcs IIpaBuTenbCcTBOM
Poccuiickoii denepanun.

2. KomMuccusi 3KCIEpTOB 3KCIEPTHOTO YUPEkKACHUS JaeT 3aKII0UYEHHE O B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHOTO Ipernapara Ui MeIUIIMHCKOrO MPUMEHEHHUS 00 O TOM, YTO JIEKAaPCTBEHHBIN Mperapar
JUIS. METUITUHCKOTO IPUMEHEHHUS HE SIBJIIETCS B3aMMO3aMEHSIEMbIM, HA OCHOBAaHHH CJIEIYIONUX KPUTEPHUEB
(XapaKTepUCTHUK):

1) okBUBaJeHTHOCTh (471 OMOAHAIOTOBBHIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX —IpEnapaToB
(0moaHaJIOrOB) - COMOCTABUMOCTD) KQU€CTBEHHBIX U KOJMUECTBEHHBIX XapaKTEPUCTUK (papMalieBTUIECKUX
CyOCTaHIIMIl MM COMOCTaBUMOCTh AHTUTEHHOTO COCTaBa BaKIMH. lcmonb30BaHWE pa3iUYHBIX COJIEH,
3(pHPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAUIMYECKUX (OPM U APYTrUX MPOHU3BOIHBIX OJHOTO M TOTO K€
JICHCTBYIOIErO BEIIECTBA HE SBISETCS TNPEMSATCTBUEM Ui ONpEAETeHHs B3aUMO3aMEHSEMOCTH
JCKapCTBEHHBIX  IpernapaTtoB, €CId NP  MPOBEACHUU  HUCCIENOBaHHA  OHMOIKBHBAJICHTHOCTHU
JIEKApCTBEHHOTO IMperapara WM HUCCIECA0BaHHUS TEepPareBTUYECKONH SKBHBAJICHTHOCTH JIEKAPCTBEHHOTO
npenapara JI0Ka3aHO OTCYTCTBUE KIMHUYECKM 3HAYMMBIX pa3iuyuidi (apMaKOKUHETHKH U (WJIH)
3P PEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Mpenapara /i MEAUIUHCKOTO TIPUMEHEHHUS;

2) SKBHUBAJCHTHOCTh JEKApCTBEHHOM (opMmbl. [1o7 SKBUBaJIEHTHBIMH JIEKAPCTBEHHBIMU (hOpMaMU
NOHUMAIOTCS pa3Hble JIEKapCTBEHHBbIE (OPMBI, MMEIOLINE OJWHAKOBBIE CIIOCOO BBEIEHHUS M CIOCOO
NpUMEHEHHUs, OO0JIaflaloMe  COMOCTaBHUMBIMH  (DapMAKOKHHETHMUECKUMH  XapaKTEPUCTHKAMH U
(apMaKoIOrHIEeCKUM JIECHCTBHEM U 00ECIICUHUBAIOLINE TAKXKe JOCTIKEHHE HEOOXOIMMOT0 KIMHUYECKOTO
apdexra. Paznuuns JgekapcTBEHHbIX (OpM HE SBISAIOTCS NPENATCTBUEM I ONpENeNICHUs
B3aMMO3aMEHSEMOCTH  JIGKAPCTBEHHBIX  TIpenapaToB, €CIM TpU  HPOBEACHUH  HMCCIEIOBAHUSA
OMOOPKBUBAJIEHTHOCTH  JIEKAPCTBEHHOTO  Npemapata WM HMCCICIOBAHUS  TEPaNeBTHYECKOU
HKBUBAJICHTHOCTH JIEKAPCTBEHHOTO MpernapaTta J0Ka3aHO OTCYTCTBUE KIMHMYECKH 3HAUYMMBIX Pa3IHunil
dapmakokuHeTUKHn W (WiaM) S(PQGEKTUBHOCTH M O€30MaCHOCTH JIGKAPCTBEHHOTO IIperapara s
MEIUIUHCKOTO TPUMEHEHHUS;

3) SKBHUBAJCHTHOCTh MJIM COMOCTAaBUMOCTH COCTaBa BCIIOMOTATENIbHBIX BELIECTB JIEKAPCTBEHHOT'O
npenapara JUIs  MEAMLIMHCKOTO TNpUMEHeHus. Pa3nuums cocraBa BCIOMOTAaTEIbHBIX — BELIECTB
JICKapCTBEHHOTO IIperapara He SBISIOTCS MPEMATCTBHEM JJs ONPEACTCHUs B3aUMO3aMEHSIEMOCTH
JCKapCTBEHHBIX  IpernapaTtoB, €CId Tpud  MPOBEACHUU  HUCCIENOBaHHSA  OHWOIKBHBAJICHTHOCTHU
JIEKApCTBEHHOTO IMperapara WM HUCCIEA0BaHHUS TEpPareBTUYECKONH SKBHBAJICHTHOCTH JIEKAPCTBEHHOTO
npenapara JI0Ka3aHO OTCYTCTBHUE KIMHHUYECKM 3HAYMMBIX pa3inyuidi (apMaKOKUHETHKH U (WJIH)
3P PEeKTUBHOCTH M 0€30MacCHOCTH JIEKAPCTBEHHOTO Ipernapara uis MEIULIMHCKOro mnpuMmeHenus. Ilpu
HAJIMYUN KIMHUYECKU 3HAUYMMBIX pa3nuduii (apMakOKMHETUKU U (Win) 3((EeKTUBHOCTH U 0€30IacHOCTH
JICKapCTBEHHOTO TMperapara il MEIUIMHCKOrO NPUMEHEHHS B3aMMO3aMEHSIEMOCTb OIpPENeNsIeTcs C
yKa3zaHHEM Ha MCKIIOYEHUE OTACIbHBIX IPYIII MallueHTOB;

4) UAEHTUYHOCTH CII0cO0a BBEJICHHS U CIIOcO0a MPUMEHEHHS,

5) cOOTBETCTBHE MPOM3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA TPEOOBAHUSAM MPABMII HaJISKaIIEeH
IIPOU3BOACTBEHHOMN MPAKTUKHU.

3. OmnpeneneHue B3aMMO3aMEHSIEMOCTH BOCHPOM3BEACHHBIX JICKAPCTBEHHBIX IPENapaTtoB JUis
MEIUIIMHCKOTO TpPUMEHEHUs, yka3aHHbIX B yactu 10 crarbu 18 Hacrosimero depepanbHOTO 3aKOHA,
OCYILECTBIISICTCS 0€3 HEOOXOMMOCTH JIOKA3aTeIbCTBA X OMOIKBUBAICHTHOCTH.

4.  OcoOeHHOCTH OHpeACNCHUS  B3aUMO3aMEHSIEMOCTH  OHOJOTMYECKHX  JICKApPCTBEHHBIX
npenapaToB, KOMOMHUPOBAHHBIX JIGKAPCTBEHHBIX IMPENapaToB (CoJaepKalux KOMOWHAIMIO IBYX U Oojee
JIEMCTBYIOIIUX BEIIECTB), IEKAPCTBEHHBIX MPENapaToB JJIs MapEHTEPATbHOTO MUTAHKUS U HEIO3UPOBAHHBIX
JIEKapCTBEHHBIX MpenapaToB ycraHasnusarorcs [IpasurensctBom Poccuniickoit denepanun.

5. OmnpeneneHue B3aMMO3aMEHSIEMOCTH HE OCYLIECTBISIETCS B OTHOIICHUHM JIEKapCTBEHHBIX
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PacCTUTENBHBIX IIPENapaToB, FOMEONATHUECKUX JIEKAPCTBEHHBIX IPENapaToB.

6. @opMupoBaHUE NEPEYHS B3aHMMO3aMEHSEMBIX JIEKAPCTBEHHBIX NPENApaToB A MEAULIMHCKOIO
NPUMEHEHHUSI OCYLIECTBIISIETCS AKCIEPTHBIM YUPEKIECHUEM IOCPEACTBOM OOBEAMHEHUS JEKapCTBEHHBIX
IIPENapaToB B OTACIbHBIE TPYyNNbl, B KaXI0H M3 KOTOPBIX JIEKAPCTBEHHBIE NpENapaTsl SIBISIFOTCS
B3aMMO3aMEHSEMbIMH.

7. B ciydae BKIIOUEHUS B HMHCTPYKLUIO 0 MEIUIMHCKOMY IPUMEHEHMIO JIEKAPCTBEHHOI'O
IpernapaTa Ha OCHOBAHHMU PE3YJIbTAaTOB COOTBETCTBYIOIIMX MCCIIEJOBAHMM MOKa3aHUN AJ NPUMEHEHUS,
KOTOpBIE OTIMYAIOTCA OT MOKA3aHUM AJI IMPUMEHEHUsS JPYTuX JEKapCTBEHHBIX IPENapaToB U3 IPYyIIIbI
B3alMO3aMEHAEMbIX JIEKAPCTBEHHBIX IIPENapaToB, B IE€PEUHE B3aMMO3AMEHSEMBIX JIEKAPCTBEHHBIX
IpenapaToB Ui MEIUIIMHCKOTO IPUMEHEHUS I0JKHA OBITh YKa3aHa COOTBETCTBYIOIIAs HHPOPMALIUS.

8. IlepeyeHp B3auMO3aMEHSIEMBIX JIEKAPCTBEHHBIX NPENapaToB I MEIUIMHCKOTO MPHUMEHEHUs
pa3MmeInaeTcs yrnoJHOMOUYEHHBIM (efepaibHbIM OpPraHOM MCIONHHUTEIBHON BIIACTH, OCYIIECTBISIOMINM
rOCyapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO IPUMEHEHUS, Ha CBOEM
ounmansHoM caiite B cetd "UnTtepHer". MHpopMaius B nepeyHe B3aMMO3aMEHIEMbIX JIEKapCTBEHHBIX
IpenapaToB il MEIUIMHCKOTO TPUMEHEHHsT OOHOBISETCS YyKa3aHHbIM (heaepalbHbIM OpPraHoM
VCIIOJTHUTENIBHOM BJIACTU C YUYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparoB st
MEAMIMHCKOIO MPUMEHEHNSI M1 BHECEHHBIX U3MEHEHUH B JOKYMEHTBI, COAECPKAIINUECS B PETUCTPALIMOHHBIX
JI0ChE€ Ha 3apETUCTPUPOBAHHBIE JIEKAPCTBEHHBIE IIPENapaThl A1 MEAULIMHCKOIO IPUMEHEHNS.

9. Ilopsnok UCToNIb30BaHUs WH(POPMALMK O B3aMMO3aMEHIEMBbIX JICKaPCTBEHHBIX MpenapaTax JUls
MEAMLIMHCKOIO MPUMEHEHMsI M MOPSJOK Jaud pPa3bsCHEHWH 110 BOINPOCAM B3aHMMO3AMEHSIEMOCTH
JIEKapCTBEHHBIX IPENapaToB JUIsi MEIUIMHCKOTO INPUMEHEHHUs YycTaHaBiauBaroTcsi IIpaBurenbcTBOM
Poccuiickoit @enepanuu.

IF'APAHT: Cwm. koMmMeHTapuu k ctathe 27.1 HacTosmero deaepaibHOro 3akoHa

Crarba 28. PeructpaiinoHHOE y1I0CTOBEPEHHE JICKAPCTBEHHOIO Mpenapara

1. PeructpanioHHOE YJIOCTOBEpPEHHME JIEKAPCTBEHHOIO IMpernapara ¢ yKa3aHHEM JIeKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAAECTCA OECCPOYHO, 3a HCKIIOYEHHEM PErHUCTPAMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTI'O MperapaTa, BbJaBaeMOro CO CPOKOM JIEUCTBUS MATH JIET, HAa BIIEPBbIE PErHCTPUPYEMBIE B
Poccuiickoit denepainu JekapCTBEHHbBIE MPEMapaThl.

I'APAHT: l'ocynapcTBeHHass pErucTpanusi JIEKapCTBEHHBIX IPENaparoB Uil  BETEPUHAPHOIO
NpUMEHEeHHUs, IeiicTBUE KOTOpoi uctekaer ¢ 14 mapra 2022 r. mo 31 nexabps 2022 r., mpojyieBaeTcs Ha
12 mecanes

2. Tlo ucTedyeHMHM YKa3aHHOTO B 4acTH | HAcTOSIIEH CTaThM CpoOKa BBIAAETCS OeccpodHOe
pPEruCTPallMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOI'O Ipenapara IpH YCIOBUU IOATBEPKACHUS €r0
roCy/apCTBEHHOW PETUCTPALINH.

Hudopmanus 06 usmenenusx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 28
Hacmoswezo PedepanbHozo 3aKoHa O0NoaHeHa Yacmoio 3, cmynaroueti 6 cuny ¢ 1 urons 2015 a.

3. B cnydae BHeceHHs B COOTBETCTBHM cO cTaThsiMu 30 u 31 Hacrosmero denepanbHOro 3aKOHA
W3MEHEHUN B COJEp)KaIlMecs] B PETHCTPAIMOHHOM JIOChE Ha 3apeTHCTPUPOBAHHBIA JICKAPCTBEHHBIN
mpenapar JOKYMEHTBI, 3aTParvBaloOlIUX CBEACHHUS, OTPAKCHHBIE B PETHCTPAIIMOHHOM YIOCTOBEPEHUU
JIEKapCTBEHHOT'O TIpemnapara, yImoJHOMOUYEHHBIN (enepaabHbIi OpraH MCHOJHUTEIBHON BJIACTH BBIIAET
HOBOE PETUCTPAIMOHHOE YyJIOCTOBEPEHHE JICKAPCTBEHHOTO Ipemnapara, CojJepkKaiiee BHECEHHBIC B HETO
W3MEHECHHS.

Nudopmarus 00 usmenenusx: Pedepanvrvim 3akonom om 22 dexabpa 2014 2. N 429-D3 cmamus 28
Hacmosawezo edepanbHo2o 3aKoHa 00noHeHa Yyacmoio 4, ecmynaroweti 6 cuny ¢ 1 urona 2015 a.

4. B cnywyae yTpaThl WIHM MOBPEXKIEHHUS PErMCTPALMOHHOTO YJOCTOBEPEHMSI JEKAPCTBEHHOIO
npenapara IO 3asBJICHHUI0O B TNHCbMEHHOM (opMe JepkaTelss WIM BIAJAEblla PErUCTPALIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapaTa WIA yIIOJHOMOYEHHOIO UMHU APYIrOro I0pUAUYECKOro JIMLA O
BbIJJaue JyOJMKaTa PErHCTPAllMOHHOTO YIOCTOBEPEHHUs JIEKaPCTBEHHOI'O Mpernapara YHOIHOMOYECHHBIH
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(denepanbHBII OpraH UCHOJHUTEIBHOM BIACTH B CPOK, HE MPEBBIMIAIOMINN AeCATH pabounx THEH co THS
NOCTYIUJICHUSI 3asBJICHUS, BBIJACT JyOJIMKAT PErucTPAllMOHHOTO YIAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenaparta. 3a BbIady AyONUKaTa PETUCTPAILMOHHOTO YJIOCTOBEPEHHs JIEKApCTBEHHOTO Iperapara
B3MMAETCS TOCYJAapCTBEHHAs MOLUIMHA B COOTBETCTBHM C 3aKOHOJATENbCTBOM Poccuiickon denepaunu o
HaJorax u coopax.

T'APAHT: CwM. komMmeHTapuH K ctatbe 28 HacTosuiero denepanbHoro 3aKkoHa

Hudopmanus o6 usmenenusx: Pedepanrvhvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamvs 29
Hacmosawezo edepanbHo2o 3aKOHA U3N0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 8 cuny ¢ 1 aueapsa 2017
2.

Cm. mexcm cmamvu 6 npedvloyuell pedaKyuu

I'APAHT: locynapcTBeHHass pEruCTpalusi JIEKapCTBEHHBIX MpEnaparoB Ui  BETEPUHAPHOIO
MIPUMEHEHHUs, IeicTBUEe KOTopoil uctekaet ¢ 14 mapra 2022 r. o 31 gexabps 2022 r., mpojaneBaeTcs Ha
12 mecsieB

Crartba 29. [loaTBepkaeHne rocyJapcTBEHHOM perucTpalyu JIEKapCTBEHHOTO Mpernapara

1. TloaTBepx)aeHNE TOCYJapCTBEHHOM perucTpaiiy JeKapCTBEHHOTO IMpernapaTa OCyIIeCTBISETCS
IpU BbIaye OECCPOYHOTO PETUCTPALMOHHOIO YJOCTOBEPEHHUs JIEKapCTBEHHOIO Ipenapara B cllydae,
yKa3aHHOM B 4YacTu 2 crtatbu 28 Hactosimiero denepalbHOr0 3akOHa, B CPOK, HE MPEBBIMIAIOIINMA
HIeCTUAECATH pabouMx JHEH CO JIHSA IOJy4YeHHUS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (erepalbHbIM
OpraHOM HCIOJHUTENBbHOM BJACTU 3asBICHHUA O MOJATBEPKICHUH TOCYJIApCTBEHHON perucTpanun
JIeKapCTBEHHOro mpemnapaTta. He ocymiecTBisieTcss MOATBEPXKACHUE TOCYAapCTBEHHOW pErucTpanuu B
OTHOIIIEHWH JIEKAPCTBEHHOTO TIperapara, He HaXOJuBIIErocs B oOpamieHnn B Poccuiickoit deaepannn B
T€YeHHe Tpex M Oojee JeT, a TakKe B OTHOIICHUM JIEKapCTBEHHOTO CPEACTBA, MPOU3BEIECHHOIO C
HapyIlIeHueM TpeOOBaHMs, YCTAaHOBIEHHOTO YacThio 3.7 cTtaThu 71 HacTosmero deaepaabHOTO 3aKOHA.

HNudopmanus 06 usmenenusx: Yacmo 2 uzmenena c 13 ascycma 2019 e. - @edepanvubiii 3akon om 2
aszycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

2. 3asBieHNE O MOATBEPKACHUU rOCYAAPCTBEHHOW PETUCTpALlUU JIEKapCTBEHHOTO Mpernapara yis
MEIUIIUHCKOTO TPUMEHEHHUs] TPEACTaBIsIeTCS B COOTBETCTBYIOIIMK YIIOJIHOMOYEHHBINH (heaepabHbINd
OpraH HCIIOJIHUTEJIBHON BJIACTH HE PAHEE YEM 3a CTO BOCEMBIECAT JHEU 10 UCTEYEHUS CPOKa IEHUCTBUS
PEruCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara il MEAULUHCKOIO IPUMEHEHHS.

Hudopmanus o6 usmenenusx: Cmamos 29 oOonoanena uacmeio 2.1 ¢ 13 aszycma 2019 2. -
Deodepanvruiil 3axon om 2 aszycma 2019 . N 297-D3

2.1. 3agBieHue 0 NOATBEPKACHUN IOCYAAPCTBEHHOM PErUCTpallMU JICKAPCTBEHHOTO Mpenapara s
BETEPUHAPHOTO TPUMEHEHHS] NPEICTABISIETCS B COOTBETCTBYIOUIMI YHOJHOMOYEHHBIN (eaepanbHblil
OpraH HMCIIOJHUTEIBHON BJIACTH HE paHEe YeM 3a CTO BOCEMBJECIT JHEW N0 MCTEUEHHs CpOKa NeHCTBUS
PEruCTPaIiOHHOTO YJOCTOBEPEHUS JIEKApCTBEHHOTO Mpernapara Juisi BETEpUHAPHOTO NMPUMEHEHUs U He
MO3/IHEE OKOHYAHUS CPOKa €T0 JIeUCTBUS.

3. IloaTBepxaeHnEe roCyJapCTBEHHON perucTpaiuy JeKapCTBEHHOTO IMpernapaTa OCyIIEeCTBISETCS
[0 pe3yibTaTaM »SKCIEPTH3bl OTHOILIEHUS OXHIAeMOM TMOJb3bl K BO3MOXXHOMY PHCKY HNPUMEHEHUS
JIEKapCTBEHHOI'0 IpernapaTa Ha OCHOBAHUU PE3yJIbTaTOB MOHUTOPHHTA 3((EeKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOI'O  Mpernapara, MPOBOJMMOrO Jep)KaTeleM WM  BIAJAENbIEM  PErucTparioOHHOTO
yAOCTOBEpPEHUS JIEKApCTBEHHOTO IpernapaTa J1M00 YIOJTHOMOYEHHBIM UMHU IOPUIMYECKUM JIMIIOM, a TaKkKe
COOTBETCTBYIOIINUM YIIOJIHOMOUYEHHBIM (eZiepaibHbIM OPraHOM HCIIOTHUTEIBHON BIACTH B COOTBETCTBUU C
TpeOOBaHUAMU CTaThu 64 HacTosmero denepaabHOTO 3aKOHA.

Nudopmarus 00 usmenenusx: dacmo 4 usmenena c 15 urons 2018 2. - Dedepanvubwiii 3aK0H om 4 uions
2018 2. N 140-@D3
Cm. npedvloywyto pedakyuio
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4. K 3asBJCHUIO O MOATBEPKIECHUH T'OCYJApPCTBEHHON PETHUCTpalMy JIEKAPCTBEHHOTO Mpenapara
JUIS. MEIULITHCKOTO TPUMEHEHHS MTPUIIAraroTCst:

1) MOKyMEHTHI, COJAEpKalllhe pe3yJbTaTbl MOHHUTOpUHTAa 3((HEKTUBHOCTH U 0€30IacHOCTH
JICKapCTBEHHOTO TIpenaparta i MEAUIUHCKOTO TPUMEHEHHs, TPOBEIECHHOTO JepiKaTeleM WM
BJIAJICNIBLIEM PErHCTPALMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO IMperapara ajisi MEeIUIMHCKOTO
OpUMEHEHUsT JUO0 YIOJHOMOUYEHHBIM MM IOPUAMYECKHM JIMIIOM, MO0 (QopMe, YTBEP:KICHHOM
YIIOJIHOMOYEHHBIM (pe/iepalibHBIM OPraHOM HCTIOJIHUTEILHON BIIACTH;

Hudopmanus o6 usmenenusx: IIyukm 2 usmenen c 1 amsapsa 2021 e. - Dedepanvubiii 3akon om 27
oexaops 2019 2. N 478-D3
Cm. npedvloywyio peoaxkyuro

2) CcBelIeHUs O JaTe MPEJOCTABJIICHHS M PETUCTPAIIMOHHOM HOMEpE JIMICH3UWU Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB WJIM CBEJICHHS O JIaTe MPEAOCTABICHUS M PETUCTPAIIMIOHHOM HOMEPE 3aKITIOUCHUS
O COOTBETCTBUH TPOU3BOJIUTENS JIGKAPCTBEHHBIX CPEJACTB TPEOOBAaHUSAM TPABWI  HaJJICkKaICH
MPOU3BOACTBEHHON  TPAKTUKH, MPEIOCTABICHHBIX  yIOJHOMOYCHHBIM  (eepaIbHBIM  OpTraHOM
WCITOJTHUTEIIbHON BJIACTH B OTHOIICHHWH MPOW3BOJICTBEHHOW TUIOMIAJKHA JIEKAPCTBEHHOIO Tpemnapara Jjis
MEJUITMHCKOTO MPUMEHEHHUS, TOCYyapCTBEHHAS PETUCTpAIUsl KOTOPOTO MOATBEP)KIAaeTCS B clydae, eCiu
MPOU3BOJACTBO JICKAPCTBEHHOTO TMpernaparta JJisi MEAUIIMHCKOTO TPUMEHEHHS OCYIIEeCTBISICTCS B
Poccuiickoit deneparuu;

Nudopmanus 06 mamenenusix: Ilynkm 3 usmenen c¢ 1 ameapa 2021 2. - Dedepanvuviii 3akon om 27
oexabps 2019 2. N 478-D3
Cm. npedvloywyto pedakyuio

3) Komus NpPEeNOCTaBICHHOW YIIOJHOMOYEHHBIM OPraHOM CTpaHbl NPOM3BOAUTENS JHULEH3UU HA
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O Iperapara M MEIULMHCKOTO IIPUMEHEHUS U €€ IEPEBOJ Ha PYCCKUU
SI3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM IIOPSJKE, a TakKe KONUSA 3aKIYEHUS O COOTBETCTBUU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MpaBWJI HaJUIekKalleil MPOU3BOACTBEHHON
NPaKTUKHU, BBIIAHHOTO YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM MCTIOJHUTENIBHON BIIACTH B OTHOIICHUH
IIPOU3BOACTBEHHON IUIOIIAAKHM JIEKAPCTBEHHOIO IIperapara Uil MEOULUHCKOrO IPHUMEHEHUS,
rOCyJapCTBEHHasl PETUCTpanusi KOTOPOro IMOATBEPXKAACTCS, WIH KOIHUSA PEIICHHS YIOJIHOMOYEHHOIO
¢denepanbHOrO oOpraHa HCIOJHUTEIBHOM BJIACTH O TMPOBEICHUM HWHCIEKTUPOBAHUS TPOU3BOIUTENS
JIEKapCTBEHHBIX CPEICTB B CIIy4ae, €CJIM IMPOU3BOACTBO JIEKAPCTBEHHOIO IIpenapara sl MEIULUHCKOIO
IIPUMEHEHUs OCYILECTBIIAETCA 3a npenenamu Poccuiickoit @enepanuu.

Nudopmanus 06 mamenenusx: Cmamovs 29 oononnena wacmoto 4.1 ¢ 15 uronsa 2018 2. - Dedepanvhuiii
3axon om 4 uronsa 2018 2. N 140-D3

4.1. B oTHOUIEHNH OMOJIOTUYECKUX JIEKAPCTBEHHBIX MPEMapaToB I MEAUIIMHCKOTO MPUMEHEHUS
3agBUTENb JIONOJHUTENIBHO TMPEACTABISAET pPe3yibTaTbl MEPOINPHUATHH, NPETyCMOTPEHHBIX IUIAHOM
YOpaBIEHUS] PHUCKaMH, YTBEPKACHHBIM YIOJTHOMOUYEHHBIM (elepalbHbIM OPraHOM HCIHOJHUTEIbHOU
BJIACTM TMPU OCYLIECTBICHUH TOCYAAPCTBEHHOW pETUCTpallMd JIEKAPCTBEHHOTO Tpernapara s
MEAUIMHCKOTO MPUMEHEHHUSI.

Nudopmarnus 06 mamenenusx: Hacmo 4.2 usmenena c 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2
aszycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

4.2. K 3a8BI€HUIO O OATBEPKACHUM FOCYJapCTBEHHOM PErMCTpallMy JIEKAPCTBEHHOTO IIpernapaTa

JUIE BETEPUHAPHOTO NPUMEHEHHs MPHIATAlOTCS JOKYMEHTBI, COJAEpIKallue pe3yJbTaThl MOHHTOPWHTA

3pPEKTUBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOTO TWpenapara il BETEPUHAPHOTO MPUMEHEHHS,

NPOBOJUMOIO JepXaTeleM WM BJIaJeNbLEeM pPETUCTPALIMOHHOTO YIOCTOBEPEHUs JIEKapCTBEHHOI'O

npemnaparta JJs BETEpUHAPHOTO NMPUMEHEHUS MO0 YIOJTHOMOUYEHHBIM MM IOPUIMYECKUM JIHMIIOM, II0

dopme, yTBEp)KICHHON YHNOJHOMOYEHHBIM (peepanbHbIM OpPraHOM HCIOJHUTENBHONW BIACTH, U
nan

JIOKYMEHTHI, YKa3aHHbIE B TyHKTax 1, 2 - 2.2, moanmynkrax "a", "6", "k", "n" mynkra 4 yactu 3 ctateu 17
HacTosmero denepanbHOro 3aKoHa. B OTHOIIEHHHM WMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENnapaToB
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JUIsl BETEPUHAPHOIO NIPUMEHEHMSI HE NPEACTABIISIOTCS CBEACHMS, YKa3aHHbIE B NOANMYHKTE "K" myHKTa 4
yacTu 3 crathu 17 Hactosero ®denepanbHOro 3aKoHa. B OTHOIIEHMM JIEKAPCTBEHHBIX MPENApaTOB s
BETEPUHAPHOTO TMPUMEHEHUS, MOJYYCHHBIX C NPUMEHEHHEM TI'€HHO-MH)KEHEPHO-MOIUPHUIIMPOBAHHBIX
OpPraHU3MOB WJIU COJEPKALINX TaKUE OPraHU3MBbl, JOMOJHUTENBHO IPEICTABIISIFOTCS CBEICHNUS, YKa3aHHbIE
B yHKTe 13 yactu 3 crateu 17 Hactosmero denepaabHOro 3aKOHA.

Hudopmanus o6 usmenenusx: Yacmo 4.3 usmenena c 1 ansaps 2021 2. - Pedepanvuuiii 3akon om 27
oexaops 2019 . N 478-D3
Cm. npedvloywyio peoaxkyuro

4.3. 3asgBuUTENb BHpPABE TMPEICTABUTH C 3asABJICHUEM O TMOATBEPKIACHUU TOCYIapPCTBEHHON
perucTpalyi  JEKapCTBEHHOTO  Ipemnapara  KOMHUI0  JOKYMEHTa, MOATBEPXKIAIOLIEro  yIUIaTy
rOCyJapCTBEHHOW TMONUIMHBI 33 TOATBEP)KICHHE TOCYAapCTBEHHOW pErucTpanu JeKapCTBEHHOIO
mpenapara, a TakKe BblAaBaeMble (TMpefocTaBisieMble) YIOJIHOMOYEHHBIMU (enepaabHbIMU OpraHaMu
WCITOJTHUTEIILHON BJIACTU JJOKYMEHTHI (CBEJICHHUS ), YKA3aHHbBIC B TyHKTax 2 U 3 4acTH 4 HACTOSIIEH CTaThH.
B ciywae ux HempencTaBlieHHs YIOJHOMOYCHHBIN (enepanbHbIA OpraH HWCIOJTHUTEIBHOW BJIACTH
3arpalivBaeT yKa3zaHHbIE JTOKyMEHTHI (CBEICHMs) B MOPSAKE MEXKBEJOMCTBEHHOTO HH()OPMAIIOHHOTO
B3alUMOJICHUCTBUSL.

5. B Teuenue pnecATH pabouux JAHEW cO JAHS TPUHATUS 3asBICHHUS O TMOATBEPKIACHUU
rOCy/IapCTBEHHOW pEerucTpanuy JIEeKapCTBEHHOrO MpernapaTa U JOKYMEHTOB, COJIEPKallUuX pe3yJbTaThl
MOHHUTOpUHTA 3()(HEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTO Mperapara, MpoBOJUMOrO JeprKaTesieM
WM BJIQJIENbLIEM PETUCTPALIMOHHOTO YIOCTOBEPEHHUSI JIEKaPCTBEHHOT'O MIpernapaTa JIM00 YIoJIHOMOYEHHBIM
MU I0PUINYECKUM JIULIOM, YIIOJTHOMOYEHHbIN (efiepanibHbIii OpraH UCIOIHUTEIBHOMN BIACTH:

1) mpoBOAUT MPOBEPKY IOJHOTHI CBEICHHM, COAEPXKALIUXCA B IPEACTABICHHBIX 3asBUTEIEM
JIOKYMEHTaX;

2) mpUHMMAET pelleHHEe O MPOBEIECHUU WIH 00 OTKa3e B MPOBEACHHUU SKCIEPTU3bI OTHOILICHUS
OKMJAaeMON TOJb3bl K BO3MOXHOMY PHUCKY MPUMEHEHHs JIEKapCTBEHHOI'O Ipenapara Ha OCHOBAaHUU
pe3ynbTaToB MOHUTOpUHTA 3((HEKTUBHOCTH U 0€30MaCHOCTU JIEKAPCTBEHHOIO Mpernapara, MpoBOAUMOIO
JepKaTelieM WM BIIAJeNIbLIEM PETUCTPALlMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOTO Ipernapara Judo
YIOJTHOMOYEHHBIM UMU IOPUIUYECKUM JIUIIOM, a Takxke (heJepaabHbIM OPTaHOM HCIIOJHUTENBHON BIAaCTU
B COOTBETCTBUU C TpeOOBaHUSIMH CTaTh 64 HacTosiero denepanbHOro 3aKOHA;

3) yBemomysieT B JJCKTPOHHOW (opmMe WM THCbMEHHOW (opme 3asBUTENS W JKCIEPTHOE
yUpEeXKJIEHHE O TMPUHATOM pEIIeHUH JHUOO B CiIydae NPUHATHS pelieHuss o0 OTKa3e B IMPOBEICHUU
9KCIIEPTHU3bI YKA3BIBAET MPUYMHBI TAKOTO OTKA3a.

6. B cnywae BBIABICHHS HEIOCTOBEPHOCTH W (WIM) HEJOCTATOYHOCTH HH(POPMAIIHH,
coJiepiKalieiicss B MPEJCTaBICHHBIX 3asBUTENEM JIOKyMEHTaxX, YIOJIHOMOYEHHBIN (eaepaibHblii opraH
HCIIOJTHUTENIbHOM BJIACTH HAMpAaBJISeT 3asBUTENIO 3apoc 00 YTOYHEHUH YKa3aHHON MH(pOopManuu. 3anpoc
YIOJHOMOYEHHOTO  (peepaibHOTO  OpraHa HCIOJHUTENBHONW  BJIAacTM MOXET OBbITh  IepenaH
YIOJTHOMOYEHHOMY IPEACTABUTENIO 3asBUTENS JIMYHO MOJI PAaCHUCKy, HANpaBieH MO IMOYTEe 3aKa3HbIM
MUCHMOM WJIM TepellaH B 3JEKTPOHHOU (opme Mo TeIeKOMMYHHUKALMOHHBIM KaHalaMm CBs3H. B ciyudae
HaIpaBJieHUs] 3ampoca YHNOJHOMOYEHHOTO (penepaqbHOro opraHa HCHOJHUTENBHOM BIACTH MO MOYTE
3aKa3HbIM IMHUCHMOM OH CUMTAETCS IMOJIYYCHHBIM [0 HMCTEYEHMM WLIECTH IHEW ¢ JaThl HamnpaBiIeHUS
3aKa3HOTO MHUCHMA.

7. 3asBUTENb 00s3aH MPEACTABUTH OTBET HA 3allpOC YIMOJIHOMOYEHHOro (elepanbHOro OpraHa
HCIIOJTHUTENIbHOM BJIACTH B CPOK, HE NMPEBBIMIAIONIUN JEBIHOCTa paboyuX AHEH CO JHA €ro MoJydeHUs.
CpoK, yKa3aHHBIM B YaCTH S5 HACTOSINIEH CTaThbW, MPUOCTAHABIMUBAETCA CO JIHA HAIMPABJICHUS 3asBUTEIIO
3arpoca YIMOJIHOMOYEHHOTo (efepanibHOr0 OpraHa HCIOJIHUTEIbHOM BIACTH O AHS MOJY4YEHHUS UM
COOTBETCTBYIOIIETO OTBETA U HE YUUTHIBACTCS IPU UCUMCICHUU CPOKa MOATBEPKACHUS TOCYIapCTBEHHON
perucTpaluu JeKapcTBEHHOIO Mpernapara.

8. OcHoBaHMeM [UIsl OTKa3a B MPOBEJCHUM SKCIEPTU3bl OTHOIICHUS OXHJIAeMOM MOIb3bl K
BO3MOXKHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOI'O IperapaTra SBISETCS MpeICTaBICHHE IOKYMEHTOB,
CoJIeprKalIiX pe3yJbTaTbl MOHUTOPUHTA 3((HEKTUBHOCTH U 0€30MaCHOCTH JEKapCTBEHHOTO Mpernapara, u
(uM) B OTHOLIEHUU OHMOJOTMYECKHX JICKAPCTBEHHBIX IPENapaToB pe3yJjbTaTOB OCYIIECTBICHUS
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MEPONPUITUA B COOTBETCTBUM C IIJJAHOM YIPABIEHUS PUCKAMM, YTBEPKIACHHBIM YIIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIOJHUTENIBHOW BIIACTH MPH OCYIIECTBICHUU TOCYAApPCTBEHHOW pPErucTpaluu
JIEKapCTBEHHOTO Mperapara, B HEMOJHOM 0o0beMe, OTCYTCTBHE HMH(OpMAIMM, MOATBEp)KIaromel (akr
yIUIaThl TOCYAAPCTBEHHOM MOIUIMHBI 32 MOATBEPKACHUE IOCYJapCTBEHHOM pEerucTpaniy JeKapCTBEHHOTO
npenapara, JJu00 HelpeICTaBlIeHHE 3asBUTEIIEM B YCTAaHOBJICHHBIM CPOK OTBETA HAa YKa3aHHBIA B 4acTu 6
HACTOSILEH CTaThU 3alpoc YIMOJIHOMOYEHHOTO (pefiepasbHOro OopraHa MCIOJHUTEIBHON BIIACTH, a TaKKe
OTCYTCTBHUE B YKa3aHHBIX JJOKYMEHTaxX WH(OpPMAIMU, KOTOPAsi T0JKHA OBITh B HUX OTpa)keHa.

9. DOkcnepru3a OTHOLIEHUS OXHAA€MOM IMOJIb3bl K BO3MOKHOMY pPHUCKY NPUMEHEHHUs
JIEKapCTBEHHOI'O Ipenapara B IEJIAX MOATBEPXKAECHUS T'OCYJapCTBEHHON pPEruMCTpaluy JEKAapCTBEHHOI'O
npenapara MpOBOAUTCS KOMHUCCHUEH SKCIIEPTOB AKCIEPTHOIO YUPEKIEHHS B CPOK, HE IPEBBIMLAIOLINI
COpOKa pabouymnx AHEH.

10. B cimyuae HEIOCTaTOUYHOCTH IPEACTABIEHHBIX 3KCIEPTY MATEPHUATIOB JUISl a4 3aKIHOYCHUS
JKCIEPT oOpaIaeTcs K PyKOBOJUTEIIO SKCIIEPTHOTO YUPEKACHHUS O MPEIOCTABICHUU eMy HEOOXOIUMBIX
MaTepHaoB. PyKOBOIUTENb SKCHEPTHOTO YUYPEXKIEHHsS OOpaIlaeTcsi ¢ COOTBETCTBYIOIIMM 3alpocoM B
YIOJIHOMOYEHHBIN (hefepalbHblii OpraH HCHOJHUTENBHOM BJIAacTH, BBIAABIIMH 3aJaHHWE HA MpPOBEICHHE
DKCIEPTU3Bl OTHOILEHUS OXKUAAEMOM IOJIb3bl K BO3MOKHOMY pHUCKY IPHMEHEHHUS JIEKApCTBEHHOTO
npenapata Ha OCHOBAHMU JIOKYMEHTA, COJIEPIKAIllero pe3ysibTaThl MOHUTOPHHra 3((EeKTUBHOCTH U
0€301aCHOCTH JIEKapCTBEHHOTO Mpenapara. B TeueHue msatu pabouux JHEH Co THS MOCTYIUICHHS 3alpoca
PYKOBOJUTENSI 3KCIEPTHOTO YUPEKICHUS YKa3aHHBIA (enepaabHbIi OpraH HCHOJHHUTEIBHOM BIIACTH
HaNpaBiIgeT 3asABUTEIIO 3alpoC O NPEACTABICHUU HEOOXOTUMBIX MaTepUAJIOB, KOTOPHIH MOXXET OBITh
nepeJaH yNOJIHOMOYEHHOMY NPEACTABUTENIO 3asBUTENS JIMYHO IOJ PACIMCKY, HAIpaBleH IO IOuTe
3aKa3HbIM MMMCHMOM WJIM TIepe/iaH B 3JEKTPOHHOM (hopMe MO TeJIeKOMMYHHUKALMOHHBIM KaHajlaM CBsi3u. B
cllyyae HaIpaBJCHHUs 3alpoca YHOJIHOMOYEHHOro (hefepalibHOrO0 OpraHa HCIOJHUTENBHOW BIAcTH IO
IIOYTE 3aKa3HBIM MHCHbMOM OH CUMTAETCS MOJYYEHHBIM 10 MCTEYEHHUM ILIECTH JHEH C AAaThl HalpaBICHUS
3aKa3HOT0 IHUChMa.

11. 3asBurens 00s3aH MPEICTaBUTH OTBET HA 3alPOC YMOJHOMOYEHHOTO (helepanbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBILAIONIMNA MIECTUACCATH PadO4YMX IHEW CO JHS IMONyYCHHS
YKa3aHHOTO 3amnpoca. YTOJIHOMOYEHHBIH (efepasbHblii OpraH HCHOJHHUTENBHOM BIIACTH, BBIIABIIHIA
3a/laHue Ha IIPOBEJECHUE IKCIEPTU3bl OTHOLIEHUS 0KUJAEMON MOJIb3bl K BOZMOKHOMY PUCKY IIPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapaTa Ha OCHOBAaHMU JIOKyMEHTa, COJEpKallero pe3yJjbTaTbl MOHMTOPHMHIA
3P PEeKTUBHOCTH M 0€30MaCHOCTU JIEKApCTBEHHOTO NpenapaTa, B TEUCHHE MATH pabO4MX IHEW cO JHSA
NOCTYIUJICHUS OT 3asiBUTENSI OTBETA HA 3aMpOC YIOJIHOMOYEHHOTO (hefiepaibHOro OpraHa UCIOTHUTEIbHON
BJIACTH HAIPAaBISAET 3TOT OTBET B AKCIEPTHOE ydpexkAeHUEe. B cilydyae HempeacTaBleHUs MO UCTEUEHUU
MIECTUICCATH paboyuX JHEH 3asBUTENIEM OTBETA HAa yKa3aHHBIM 3alpoC YIMOJIHOMOYECHHBIH (heaepaibHbIN
OpraH MCIIOJIHUTEIbHOMN BJIACTH, BBIJABLIMI 3aJaHUE HA ITPOBEJICHUE IKCIIEPTU3bl OTHOLIEHUS 0XKUAAEMON
IOJIb3bl K BO3MOYKHOMY PHCKY IPMMEHEHHUs JIEKQpCTBEHHOrO IIperapaTa Ha OCHOBAaHUM JIOKYMEHTa,
COJZIepKAIETO Pe3yIbTaThl MOHUTOPHHTA 3(P(EKTUBHOCTH U 0€301MaCHOCTH JICKApCTBEHHOTO Iperapara, B
TEUYEHHUE MATH pabouux JTHEH HampaBlisieT B AKCIEPTHOE YUPEXKIECHUE YBEIOMIICHHE O HENPEICTaBICHUN
3asiBUTEJIEM OTBETA Ha 3alpOoC YKa3aHHOro opraHa. Bpems co JHS HampaBieHHs 3alpoca IKCIEPTHOIO
YUpEXKACHUSI B YIOJTHOMOUYEHHBIN (enepanbHblii OpraH HCHOJIHUTENBHOM BJIACTH A0 AHSA TOJYyYEHUS
AKCIEPTHBIM YUPEKICHUEM OTBETA HA 3alIpOC UM YBEIOMIIEHHUS O HENIPEACTABIECHUM OTBETA HA 3aIllpoC HE
YUUTBHIBAETCSI NPU HMCUUCIEHMM CpPOKA IPOBEIEHUS AKCIEPTU3bl OTHOLIEHUS O0KUIAEMOW IONb3Bl K
BO3MO)KHOMY PUCKY NPUMEHEHHS JEKAapCTBEHHOI'O Ipenapara Ha OCHOBAaHUM JOKYMEHTA, COJAEPIKAILETO
pe3yabTaThl MOHUTOPUHTA 3P PEKTUBHOCTH U O€30MMACHOCTH JIEKAPCTBEHHOTO TIpenapara.

12. B cpok, He MPEBBIIAIONINN JeCITH pabOUYUX THEH O THS MOMYYSHHS 3aKITIOUEHHUs] KOMUCCHU
DKCIEPTOB MO pE3yJbTaTaM OJKCIEPTU3bl OTHOIIEHUS OXHAAeMOH IOJb3bl K BO3MOXXHOMY PHUCKY
NPUMEHEHHUsI JIEKaPCTBEHHOI'O IIpernapara, COOTBETCTBYIOIIUI YIOJTHOMOUYEHHBIN (enepaabHbIii opraH
VCIIOJTHUTENIBHOM BIACTH:

1) ocymiecTBiIsS€T OLEHKY 3TOrO 3aKJIIOUEHHUS UIsl ONPEAETICHUS] €r0 COOTBETCTBUS 3aJJlaHUIO0 HA
IIPOBEJCHUE YKa3aHHOMN 3KCIIEPTU3HI;

2) NpUHMMAET pEUIEHHE O MOATBEP)KIECHUU TOCYAAPCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOIO
npenapara uin 00 0TKa3e B MOATBEPKIECHUH rOCYIapCTBEHHON PErUCTpaIliy JEeKapCTBEHHOTO Mperapara;
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3) BHOCUT IpU NPUHATUU PEIMIEHUS O TMOATBEPKACHUU TOCYAAPCTBEHHOM pETrucTpanuu
JIEKapCTBEHHOI'O IIpernapara CBEICHUsS B T'OCYAAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB U BBILAECT
3asBUTEINIO0 OECCPOYHOE PETUCTPAIIMIOHHOE YJOCTOBEPEHHUE JIEKAPCTBEHHOTO Ipernapara.

Hudopmanus o6 usmenenusx: Yacmo 13 usmenena c 15 uona 2018 2. - Dedepanvubiii 3akon om 4
uronsa 2018 2. N 140-D3
Cm. npedvloywyio peoaxkyuro

13. OcHoBaHMEM MJI OTKa3a B MOATBEPKIAECHUHU T'OCYJAPCTBEHHON PErvMCTpaliy JIEKAPCTBEHHOIO
mpenapaTta  SBISETCS 3aKIIOYEHHE COOTBETCTBYIOIIETO YHOJHOMOYEHHOTrO (elepalibHOro opraHa
UCIIOJTHUTENIbHOM BJacTH O TOM, YTO PUCK NMPUYMHEHHUS Bpeda 3J0pPOBbI0 UEJIOBEKa WU >KMBOTHOTO
BCJIE/ICTBHE IIpUEMa JIEKapCTBEHHOTO Mpemnapara npesbiiiaeT 3 (HEeKTUBHOCTh €ro MPUMEHEHHUS.

14. B nmnepuoa mpoBEAEHUS MPOUEAYPhbl MOATBEPKIACHUS TOCYIJAPCTBEHHON pETrHCTpaluu
JIEKapCTBEHHOTO Tpemnaparta ero oopaimienue B Poccuiickoit denepannu He TPUOCTAHABIMBACTCSI.

HNudopmanus 06 usmenenusx: Yacmo 15 usmenena c 13 aseycma 2019 2. - Dedepanvruiii 3aKon om 2
aszycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

15. Homyckaercsi oOpallleHHe JIeKapCTBEHHBIX IIPENapaTroB 1O HMCTEUCHUS CpPOKa TOIHOCTH,
IIPOU3BEJCHHBIX B TEYCHUE CTa BOCBMHUJECATH KAJICHIAPHBIX JHEW II0CIAE€ JaTbl IPUHATHSA
YIOJHOMOYEHHBIM (peiepanbHbIM OpPraHOM HCIIOJIHUTENBHONW BJIACTH PELICHUS O TOATBEP)KICHUU
rOCyJapCTBEHHOM pETUCTpallii, B COOTBETCTBUM C HWH(OpManuel, coaepkamencs B JOKYMEHTax
PEruCTPALIMOHHOIO JOChE Ha JIEKAPCTBEHHBIN IIpernapar 10 AAThl IPUHATUSA TAKOIO PEIICHUS.

T'APAHT: CM. komMmeHTapuH K ctatbe 29 Hactosuiero denepanbHoro 3aKkoHa

Crarba 30. BHeceHne M3MEHEHHMI B JIOKYMEHTBI, COACPKAIIMECS B PETMCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar il MEAUIIMHCKOTO IIPUMEHECHHS

HNudopmanus 06 nusmenenusx: Yacmo 1 usmenena c 15 urona 2018 2. - @edepanvuviii 3ak0n om 4 uioHs
2018 2. N 140-D3
Cm. npedvloywyto pedakyuio

1. B nensix BHeceHUS M3MEHEHUH B JOKYMEHTBI, COAEpIKAILUECS B PErMCTPALMOHHOM JI0ChE Ha
3apEerUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpernapar Uil MEAMIMHCKOIO IPUMEHEHHUs, [ep>KaTellb WU
BIIAJICJICL] PETMCTPALlMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOIO IIpernapara Wil YINOJIHOMOYEHHOE UM
Jpyroe IpUandecKoe JIMLO (Janee B HACTOSALIEH CTaThe - 3asBUTENb) MPEACTABIAET B YIIOJIHOMOUYEHHBIN
(denepanbHBIl OpraH HMCIOJHUTEIBHON BIIACTH 3asBICHHE O BHECEHUHM TaKUX HM3MEHEHHUHl 1o ¢opme,
YCTAHOBJICHHOH YIOJTHOMOUYEHHBIM (e/iepabHbBIM OPTaHOM MCIOTHHUTEIBHON BIAcTH, U MpUJIaracMble K
HEMy W3MEHEHMs B YKa3aHHBIE JOKYMEHTBI, a TaKKe JOKYMEHTHI, MOJITBEPXAAIOUINE HEOOXOIUMOCTh
BHECCHMSI TAKUX U3MECHEHUM.

Nudopmanus 06 mamenenusx: Yacmo 1.1 usmenena c 1 ansapsa 2021 2. - Pedepanvuuiii 3akon om 27
oexaops 2019 . N 478-D3
Cm. npedvloywyio peoaxkyuro

1.1. [Ipn HE0O6XOAMMOCTH BHECEHHUS B JOKYMEHTBI, COAEpKAIIMUECs B PErHCTPAI[MIOHHOM JI0ChEe Ha
3apETUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM TMpemapar MAjas MEAMIMHCKOIO TNPUMEHEHHs, HW3MEHEHHl,
YKa3aHHbIX B MyHKTE 3 4YacTH 2 HACTOSILIEH CTaTbU M TPEOYIOLIMX MPOBEIEHHUS IKCIEPTHU3bl KauecTBa
JIEKapCTBEHHBIX CPEACTB, 3asBUTENIb JTOMOJIHUTEIBLHO MPEICTABISECT B YIMOJHOMOYEHHBIN (erepanbHbIi
OpraH MCIIOJIHUTEIHHON BJIACTH CBEICHHUS O J1aTe MPEJOCTaBICHUS U PETUCTPAIMOHHOM HOMEpE JIUIICH3UH
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB WM CBEACHMS O JaTe MPEAOCTaBICHUS U PETUCTPALMOHHOM
HOMEpE 3aKIIOYEHHS] O COOTBETCTBUH MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUSIM MPaBUI
HaJJIeXKalled MPOU3BOJCTBEHHOM NPAKTHKH, BBIAAHHBIX (MPEAOCTaBICHHBIX) YIIOJIHOMOYEHHBIM
denepanbHBIM OpraHOM HCIIOJIHUTEIBHON BJIACTH B OTHOLICHHMM W3MEHEHHOW M (MJIM) JOIMOJIHEHHOM
MPOU3BOJCTBEHHONW  IUIOIIAJKK JIEKAPCTBEHHOIO Mpemapara, B  clydae, €cld IPOU3BOJCTBO
JIEKapCTBEHHOT'O TIpemapara ocymiecTtBiusieTcss B Poccuiickoit ®eneparuu, au00 CBEACHUS O J1aTe
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IIPENOCTABICHUs M PETrUCTPALMOHHOM HOMEpE BBIJAHHOW YIIOJTHOMOYEHHBIM OpPraHOM CTPaHbI
IIPOU3BOAUTEIIS JTULEH3UM HA IIPOU3BOJACTBO JICKAPCTBEHHOI'O IIPENapara u ee IepeBo/l Ha PYCCKUH A3BIK,
3aBEPEHHBIC B YCTAHOBJICHHOM IIOPSJIKE, & TAKXKE CBEACHUSA O JAaTe NPEJOCTABICHUS U PETUCTPALIIOHHOM
HOMEpE 3aKJIIOYEHHUS O COOTBETCTBUHM IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJACTB TPEOOBAHUSAM IpaBUII
Ha/JIeKalleld MPOU3BOACTBEHHON TNPAKTHUKH, BBIIAHHOTO YIIOJHOMOYEHHBIM (hefepalibHbIM OpraHoM
UCTIONTHUTENLHON BJACTH B OTHOUICHWH W3MEHEHHOW W (WJIM) JOMOJHEHHOW IPOU3BOJICTBEHHOM
IUIOLIAJKH JIEKAPCTBEHHOI'O IIpemnapara, WM CBEACHHS O AAaTe IPEIOCTaBICHUS U PETUCTPAllUOHHOM
HOMEpE pelIeHHs] YIMOJTHOMOUYEHHOTO (eepaJbHOr0 OpraHa HCHOJIHUTENBHOM BJIACTH O TMPOBEACHHUU
UHCIIEKTUPOBAHMS  NPOM3BOJUTENS  JIEKAPCTBEHHBIX CPEACTB B CIy4yae, €CIM IIPOU3BOACTBO
JIEKapCTBEHHOI'O IIpernapara OCyIlecTBisieTcs 3a npeaenaMu Poccuiickoit denepanuu.

Hudopmanus 06 usmenenusx: Yacmo 1.2 usmenena c 1 ansaps 2021 2. - @edepanvuuiii 3akon om 27
oexaops 2019 . N 478-D3
Cm. npedvloywyio peoaxkyuro

1.2. Tlpu HEOOXOAUMOCTH BHECEHHUS B JOKYMEHTHI, COJICPKAIINECS B PETUCTPAIIMOHHOM JIOChE Ha
3apETrUCTPUPOBAHHBIN  JIEKAPCTBEHHBIM Tpermapar Il MEIWIUHCKOTO TPUMEHEHHUS, W3MCHCHHM,
YKa3aHHBIX B MYHKTE 4 4YacTH 2 HACTOSIICH CTaThU W TPEOYIOMIMX MPOBEACHHS IKCIIEPTHU3BI KayecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTEINIb JIOMOJHHUTEIBHO MPEJCTABISET B YIOJTHOMOYEHHBIN (enepanbHbIi
OpraH UCITOJIHUTEJILHON BJIACTH CBEJICHHS O JIaTe MPEAOCTABICHUS M PETUCTPAIITMIOHHOM HOMEpE JTUICH3UH
Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB WIJIM CBEICHUS O JaTe MPEAOCTABIICHUS W PETUCTPAITMOHHOM
HOMEpPE 3aKIIOUYCHUS O COOTBETCTBUHU IPOM3BOIUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM IPaBUI
HaJUIeKaMEed TMPOW3BOJICTBEHHOM TMPAKTUKH, BBIIAHHBIX (MIPEAOCTABICHHBIX)  YIOJIHOMOYECHHBIM
dbenepalbHBIM  OpPTaHOM HCIIOJHUTEIBHOM BJIACTH B OTHOUIEHWH TIPOW3BOJICTBEHHOM IIIOMIAIKU
JIEKapCTBEHHOTO Mperapara, B cIydae, €CJId MPOU3BOJICTBO JICKAPCTBEHHOTO MpernapaTa OCYIIECTBISETCS B
Poccutickoii deneparuu, 1160 CBeICHUS O JIaTe MPEAOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE BBIJAHHOM
YIOJITHOMOYECHHBIM OPTaHOM CTpaHbl TPOW3BOAMUTENS JIMIICH3UHW Ha TPOU3BOJICTBO JICKAPCTBEHHOTO
npenapara u ee ImepeBoj Ha PYCCKHM S3bIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IOPSIKE, a TAK)XE CBEICHHS O
JlaTe TIPEJAOCTaBIICHUS M PETUCTPAIMOHHOM HOMEpPE 3aKIIOUEHUS O COOTBETCTBUU TMPOU3BOJUTEIS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM IPaBUJI HAJJICKAIICH MPOU3BOIACTBEHHON MPAKTUKH, BBIIAHHOTO
YIOJITHOMOYECHHBIM (DeliepaibHbIM OPraHOM HMCIIOJHUTEIHHOW BJIACTH B OTHOIICHHHM ITPOU3BOACTBEHHOMN
TUJIOMIAJKHA JICKAPCTBEHHOTO TIpemnapara, WM CBEACHHS O JaTe NPEIOCTaBICHUS M PETUCTPAIMOHHOM
HOMEpPE PEIICHUS YMOJHOMOUYECHHOTO (eaepaqbHOTO OpraHa HWCIOJHHUTEIBHON BJIACTH O MPOBEACHUH
WHCIIGKTUPOBAHMSI  MPOM3BOJIUTENSI  JICKAPCTBEHHOTO CPEJCTBA B Cydyae, €CIM IPOU3BOACTBO
JIEKapCTBEHHOT0 IIpernapaTa OCyIIeCTBIAETCs 3a npenenamMu Poccuiickoit denepanuu.

Nudopmarus 00 usmenenusx: Cmamovs 30 oononnena uacmoio 1.3 ¢ 15 uonsa 2018 2. - ®edepanvhbiii
3axon om 4 uronsa 2018 2. N 140-D3

1.3. [IpunHsATHE pelIeHHs O BHECEHMHM W3MEHEHUW WM 00 OTKa3e BO BHECCHHHM W3MCHCHHN B
JIOKYMEHTBI, COJEpIKAIIMECS B PETUCTPALIMOHHOM JIOChE HA 3apErMCTPUPOBAHHBINA JIEKAPCTBEHHBIN
npernapar Ak MEIUIWHCKOTO TPUMEHEHUS, B ClIydae HeOOXOIMMOCTH MPOBEICHUS IKCIIEPTU3bI KauecTBa
JIEKAPCTBEHHBIX CPEACTB U (WJIM) SKCHOEPTHU3bl OTHOILICHUS OXXHIA€MOW MOJb3bl K BO3MOXHOMY PHCKY
MIPUMEHEHUS JIEKAPCTBEHHOT'O Ipernapara sl MEIULMHCKOrO MPUMEHEHUS OCYLIECTBISIETCS B CPOK, HE
MPEBBIIAONINIA AEBIHOCTA pa0OYMX JHEU, a B OCTAIBHBIX CIIy4asiX B CPOK, HE MPEBBIIIAIOIINA TPUILATH
pabounx nHEH cOo JHS TPHHSTHS YIOJTHOMOYEHHBIM (pelepalIbHBIM OPraHOM HCIIOJIHUTEIBHOW BIACTU
3asBJICHUSI O BHECEHUH TaKMX U3MEHEHUM.

Nudopmarnus 06 mamenenusx: Cmamos 30 donoanena yacmoio 1.4 ¢ 1 mapma 2020 2. - ®edepanvhulii
saxon om 27 oexabps 2019 e. N 475-D3

1.4. YnomHoMOYeHHBINH (eaepaTbHbIi OpraH HMCTIOJHUTEIBLHOW BIIACTH C YYETOM PE3YyJIbTaTOB
dapmakoHaq30pa U MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB, HAXOIAUIMXCA B TPaKIaHCKOM
000poTe, YCTaHOBJIEHHBIM TPEOOBAaHHSAM K HX KadecTBY B TEUEHHUE JeCATH pabouux JOHEH co JHS
MOCTYIUIEHUSI COOTBETCTBYIOLIEH HWH(GOpMalUK pa3MellaeT Ha CBOEM OQHUIMAIbHOM caiiTe B CETU
"UnTepHer" cBeAeHUS O HEOOXOIUMOCTH BHECEHHUS B HHCTPYKIMIO MO MEAUIIMHCKOMY TPHUMEHEHHUIO
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JICKapCTBEHHOTO TMpernapaTa W3MEHCHWH B OTHOIICHHM CBEACHHWN O TOKa3aHWSIX I MPUMEHEHUS U
MPOTUBOMOKA3AHUAX JJIsI PUMEHEHHsI JICKQPCTBEHHOTO Tperapara, BBISBICHHBIX MOOOYHBIX JCHCTBUSX,
HEXKENATEeNIbHBIX pPeaKIHsIX NpU TPUMEHEHUH JIEKapCTBEHHOTO Tpernapara M yBEAOMISIET 00 ITOM B
AJIEKTPOHHON (opMe WM TUChMEHHOU (opme (Ha OyMaKHOM HOCHTENE) AepiKaTels WIA BIaJenbla
PETHCTPAIIIOHHOTO YJIOCTOBEPEHUS JICKQPCTBEHHOTO TMpemnapara (WM YIOTHOMOYEHHOE UM Apyroe
IOPUIMYECKOE JIMIIO), a TakkKe JepkaTeliedl WIM BIAJENbIEB PETUCTPAIMOHHBIX YJIOCTOBEPECHUMN
JICKapCTBEHHBIX MPENapaToB (MM YIIOJIHOMOYEHHBIX HMH IPYTHX IOPUAUYECKUX JIUIT), KOTOPBIE SBISIOTCS
B3aMMO3aMEHSEMBIMH.

Hudopmanus 06 usmenenusix: Cmamovs 30 donoanena yacmoio 1.5 ¢ 1 mapma 2020 2. - ®edepanvhutii
saxon om 27 oexabps 2019 e. N 475-D3

1.5. depxaTenp Wav BiIaAelel] pEeTUCTPALIMOHHOTO YJIOCTOBEPEHHUSI JICKAPCTBEHHOTO IMpernapara, a
TaKKe JeprKaTelu WIN BIAAeNblbl PErUCTPAllMOHHBIX YAOCTOBEPEHUN JIEKApCTBEHHBIX MpenaparoB (Win
YIOJHOMOYEHHbIE UMU JIpyTUE IOPUIUYECKHE JUIa), KOTOpbIE SBISIOTCS B3aWMO3aMEHSEMbIMH, 00s3aHbI
MPEJICTaBUTh B YIIOJTHOMOUYEHHBIH (eiepanbHblii OpraH UCIOIHUTEIFHOW BJIACTH 3asiBICHUS O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJIep)Kalliecsi B PETUCTPALlMOHHBIX [OChe Ha 3apEerUCTPUPOBAHHBIE
JIEKapCTBEHHbIE Mpenaparbl JUIsl MEIUIUHCKOTO MPUMEHEHHUS, B OTHOIIEHUU CBEICHHM, yKa3aHHBIX B
MHCTPYKLUHU [0 MEAUIIMHCKOMY IMPHUMEHEHHUIO JIEKAPCTBEHHBIX IMPENapaToB, B TE€YEHHE COpoKa paboumx
THEH Cco JHA pa3MelleHUs YIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTU
nHdopmaIuu, ykazaHHOW B yactu 1.4 Hacrosmieit ctathu. J[aHHOE TpeOOBaHME HE PaCIpPOCTPAHSICTCS Ha
Cllydal BHECEHHS B HHCTPYKIHMIO IO MEAMIIMHCKOMY NPHUMEHEHHUIO JIEKapCTBEHHOTO Ipernapara
M3MEHEHUH B OTHOILIEHUHU HOBBIX MMOKa3aHUU JJIs1 MPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara Ha OCHOBaHHUH
Pe3yNbTaTOB COOTBETCTBYIOIIUX UCCIIEIOBAHUM.

Hudopmanus o6 usmenenusx: Pedepanrvhvim sakonom om 22 dexabpsa 2014 e. N 429-D3 uacms 2
cmamou 30 nacmoawezo PedepanbHo20 3aKOHA UNOHCEHA 8 HOBOU pedaKyuu, ecmynaroweli 6 cuiy c 1
aneaps 2016 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. DKcnepTu3a JEKapCTBEHHBIX CPEJCTB B YACTH SKCIEPTHU3BI KAueCTBa JEKAPCTBEHHOTO CPEICTBA
U (WIM) SKCTIEPTHU3Bl OTHOLICHHS 0KUAEMOM MOJIb3bI K BO3MOYKHOMY PHCKY IPUMEHEHUS JIEKAPCTBEHHOTO
npenapara Js MEAULIUHCKOTO MPUMEHEHUS MPOBOJUTCS B CIIydae BHECEHHS M3MEHEHHH B JJOKYMEHTHI,
coJepXaliecs B PEruCTPAllMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JIGKAPCTBEHHBIM Npenapar, B
OTHOILICHHUH:

1) cBeneHuid, yKa3aHHBIX B MHCTPYKIUH MO MEIUIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOTO
npemnapara:

a) JeKapcTBeHHas (hopMa C yKa3aHHEM HaMMEHOBAaHUHM M KOJMYECTBEHHOTO COCTaBAa JICHCTBYIOIINX
BEIIECTB M KaUEeCTBEHHOTO COCTAaBa BCIIOMOTATENILHBIX BEIECTB (IIPU HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTaTEJIbHBIX BEIIECTB);

0) ¢apmakonuHamMuka W (apMakOoKMHETHKa (32  HCKIIOYEHHEM  (apMaKOKHHETUKU
TOMEOIAaTHYECKUX JEKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

B) TMOKa3aHUs JJIs1 IPUMECHEHUS;

T') IPOTUBOIOKA3aHUS I IPUMEHEHHUS;

1) MEpPbI MPEIOCTOPOKHOCTU TIPU IPUMEHEHUH;

€) yKa3zaHHE BO3MOXXHOCTH M OCOOCHHOCTEH NpPHUMEHEHMs JIEKapCTBEHHOIO IpenapaTa Juls
MEIUIIMHCKOTO TPUMEHEHUS OCpEeMEHHBIMH O KCHIIMHAMH, JKCHIIMHAMH B TIEPUOJ TPYAHOTO
BCKapMJIUBaHMs, JETbMH, B3POCIBIMU, HIMEIOLTUMH XPOHUYECKHE 3a00JICBaHNUS;

) PeXHUM J03UPOBaHUs, CIOCOOBI BBEJCHUS M MIPUMEHEHHS, TIPU HEOOXOJUMOCTH BpeMs Ipuema
JIEKapCTBEHHOTO Tpenapara, MpOJOJLKUTEIBHOCTD JICUEHHsI, B TOM YHCJE y JIeTei 70 U TOCie OJHOTO
roja,

3) BO3MOXHbIE TOOOYHBIE ACUCTBUS U HEXEJIAaTeIbHbIE PEaKIIUK IPYU IPUMEHEHNUH JIEKAPCTBEHHOTO
npenapara;

M) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI I10 OKA3aHUIO TIOMOIIH NPH MEPEI03HUPOBKE;

K) B3aUMOJICHCTBHUE C APYTUMH JICKApPCTBEHHBIMHU IIpenapaTaMy U (MJIH) MUILEBBIMUA IPOTYyKTaMHU;
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1) (OpMBI BBIITyCKa JICKAPCTBEHHOTO Mperapara;

M) ykazaHue (Mpu HE0OXOAMMOCTH) OCOOCHHOCTEH AEHCTBHS JICKApCTBEHHOIO IMpemnapaTta Mpu
NIEPBOM IIPHEME WU TIPU €T0 OTMEHE;

H) CBEJICHHSI O BO3MOKHOM BIIMSTHUM JIEKAPCTBEHHOTO Tperapara /i MEJUIIMHCKOTO IPUMEHEHHUS
Ha CIIOCOOHOCTD YIIPABIISATh TPAHCIIOPTHBIMU CPEJICTBAMH, MEXaHHU3MaMU;

0) CPOK I'OJJHOCTH M YKa3aHHE Ha 3alpeT NMPUMEHEHUs JIEKapCTBEHHOIO IpernapaTa Mo UCTCYCHUU
CpOKa TOJTHOCTH;

1) YCIIOBUSL XpaHEHUS;

p) YCIOBUS OTITYCKa;

2) cocTaBa JEKapCTBEHHOTO Mpernapara Jjsi MeJUIIMHCKOTO IPUMEHEHHS;

3) u3MeHeHus MecTa IMPOU3BOICTBA JIEKAPCTBEHHOTO IpenapaTa it MEAUIUHCKOTO PUMEHEHUS;

4) n3MeHeHus Moka3aTesieil KauecTBa JeKapCTBEHHOTO Mpenapara it MEAUIUHCKOTO TPUMEHEHHS
U (WIM) METOJIOB KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOT'O IpenapaTa /Uit MeIUIIUHCKOTO IPUMEHEHUS;

5) U3MeHeHus CpoKa rOJTHOCTH JIEKaPCTBEHHOTO IpenapaTa Uit MeAMIIMHCKOTO MTPUMEHEHHS;

6) cBeaeHUH O HEOOXOAMMOCTH BHECEHHUS MHBIX U3MEHEHHUH B MHCTPYKLHUIO 10 MEIUIIMHCKOMY
NPUMEHEHHIO JIEKapCTBEHHOTO Tperapara, a Takke B MHBIC JIOKYMEHTBI, COZIEp)Kallhecs B
PETUCTPAIIMIOHHOM J0Che Ha 3aperMCTPHPOBAHHBINA JIEKapCTBEHHBIM mpenapar. Ilpu sTom pemieHue o
NPOBEICHUH SKCIIEPTHU3bI KaYeCTBA JIEKAPCTBEHHBIX CPEJCTB M (WJIM) HKCIEPTH3bI OTHOIICHUS 0XKUIaeMON
NOJIb3bI K BOBMOXKHOMY PHUCKY MIPUMEHEHHS JIEKAPCTBEHHOTO TpenapaTa A MEAULIUHCKOTO IPUMEHEHHUS
NPUHUMAETCS B COOTBETCTBUM C  YTBEP)KIEHHOM YIOJIHOMOYEHHBIM (pelepanbHbIM  OpraHoM
UCTIOJIHUTENIFHOW BJACTU KJIacCU(PHUKAIMEHd H3MEHEHUH, BHOCHMBIX B JIOKYMEHTBI, COJIEpKalluecs B
PETUCTPAIIMIOHHOM JI0Che Ha 3apEeTUCTPUPOBAHHBIN JIEKapCTBEHHBIN MTpernapar.

Hudopmanus o6 usmenenusx: Yacmo 3 usmenena c 1 aumeapsa 2021 2. - Pedepanvuuiti 3akon om 27
oexaops 2019 . N 478-D3
Cm. npedvloywyio peoaxkyuro

3. 3agBuUTEND BIIpaBe MPEACTABUTH [0 COOCTBEHHON MHHUIIMATUBE BMECTE C 3asBJIIEHUEM O BHECEHUU
U3MEHEHUN B JIOKYMEHTBI, COJEpKallhecs B PErucTPaliOHHOM JOCh€ Ha 3aperucTpUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar A MEAMIMHCKOIO MPUMEHEHHS, KONUU JOKYMEHTOB, MOATBEPKAAIOIINX
yIJIaTy TOCYJApCTBEHHOH MONUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJEpKallHecs B PETUCTPALMOHHOM
JIOCbE Ha 3apEeTUCTPUPOBAHHBIN JIEKapCTBEHHBIN Ipenapar Ui MEAUIIMHCKOTO MPUMEHEHUSs], U3MEHEHUH,
TpeOyIOIIMX MPOBEIACHHSI HSKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B YacTH OHKCIEPTHU3bl KauecTBa
JIEKapCTBEHHOI'O CpeACTBa U (MJIM) AKCHEPTU3bl OTHOIIECHUS OKUIAeMON MOJb3bl K BO3MOXXHOMY PHCKY
MPUMEHEHHUs JIEKAPCTBEHHOIO Mpenapara Juisi MEAULHUHCKOTO MPUMEHEHHsI, TOCYJapCTBEHHOM MOUUIUHBI
3a BHECEHHE B [OKYMEHTBI, COJEp)KalllMecsi B PETUCTPALMOHHOM J0ChE€ Ha 3aperuCTPUPOBAHHBIN
JIeKapCTBEHHBIN MpemnapaTr JUisi MEIUIIMHCKOTO MPUMEHEHUs, U3MEHEHUH, He TpeOYIOIUX MPOBEICHUS
9KCIIEPTHU3bI JIEKAPCTBEHHOTO CPEACTBA, a TAaK)Ke BblaBaemble (MPeOCTaBIsieMble) YIOITHOMOUYEHHBIMU
denepanbHBIMU OpraHaMH UCTIOJHUTEIBLHOM BIACTH JOKYMEHTHI (CBEACHHUS), yKa3aHHbIe B YacTax 1.1 u
1.2 mHacTosmiel crtaThu. B cilydae WX HENpeCTaBIEHUS YIOJHOMOYCHHBIN QeaepalbHbIii opraH
UCIIOJTHUTENbHOM ~ BJIAacTH  3ampaliMBaeT  yKa3aHHble  JOKYMEHThl  (CBEACHMS) B  TOpSIKe
MEXBEJIOMCTBEHHOT0 HH(POPMAILIMOHHOTO B3aUMOIEUCTBUS.

4. B Tedenue necatu pabounx AHEH CO JHS MOCTYIUICHUS YKa3aHHOTO B YacTH | HAacTOsAIIEH CTaThu
3agBJIEHUS. M HEOOXOIMMBIX JOKYMEHTOB YIOJTHOMOUYEHHBIH (eaepanbHbIi OpraH HCHOJIHUTEIbHOM
BJIACTHU:

1) nmpoBOIUT MPOBEPKY MOJHOTHI U TOCTOBEPHOCTH CBEIECHUH, COAEPKAIIMXCS B MPECTaBICHHbIX
3asBUTEJIEM MaTepuaax;

2) TpUHUMAET pelieHWe O TMPOBEACHWM YKa3aHHBIX B YacTH 2 HACTOAINIEH CTaThu
COOTBETCTBYIOIINX SKCIEPTU3 JIEKAPCTBEHHOTO CPECTBA WM 00 OTKa3€ B UX MPOBEICHHH;

Hudopmanus 06 usmenenusx: Pedepanrvhvim 3akonom om 22 oexkabpsa 2014 2. N 429-D3 ¢ nynkm 3
yacmu 4 cmamou 30 Hacmosawezo PedepanbHo2o 3aKOHA 6HECEeHbL U3MEHEeHUs], cmynarowue ¢ cuny ¢ 1
urons 2015 a.

Cm. mexem nynkma 6 npeduvloyujei peoaKyuu
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3) yBegoMIISIE€T B 3JIEKTPOHHOW WJIM NMUCBMEHHOHM (opMe 3asBUTENS O MPUHIATOM DPELICHUH WIN B
cllyyae MPUHATHS pelIeHus: 00 OTKa3e B MPOBEJCHUN COOTBETCTBYIONIEH SKCIIEPTH3BI C yKa3aHUEM MPUUUH
TaKOI'o OTKa3a.

Hudopmanus 06 usmenenusx: Pedeparvnvim sakonom om 25 noabpa 2013 2. N 317-D3 cmamova 30
Hacmoswe2o DedepanbHo2o 3aKoHA OONOJHEHA Yacmuio 4.1

4.1. B caydae BBISBICHHUS HEAOCTOBEPHOCTH CBEIICHHH, COJEPKAIIUXCA B MPEICTABICHHBIX
3asIBUTEJIEM MaTepHaliax, YIIOJHOMOYCHHBIH (heepanbHbIi OpraH MCIOJHHUTEIBHON BIIACTH HaIpaBiIseT
3asIBUTEIIO 3ampoc 00 YTOYHEHHWHM YKa3aHHBIX CBeIeHHWH. JlaHHBIN 3ampoc MOXKET OBITh IepeaaH
YIOJITHOMOYEHHOMY TIPEACTABUTENIO 3asBUTENS JUYHO TOJ PACTIHCKY, HAlpaBJeH IO TOYTE 3aKa3HbIM
MMMCBMOM WJIM TIepeJiaH B JJICKTPOHHOH (GopMe IO TEICKOMMYHHKAIIMOHHBIM KaHajaMm CBsi3W. B cimydae
HaIpaBJICHUsI JAHHOTO 3aIpoca IO MOYTEe 3aKa3HBIM MHUCbMOM OH CUMTAETCS MOTYYEHHBIM 110 UCTCYCHUH
IIECTH THEH ¢ JaThl HAMIPABJICHUS 3aKa3HOTO MHUChMa.

Hudopmanus 06 usmenenusx: Pedepanrvhoim sakonom om 25 noabpa 2013 2. N 317-D3 cmamuva 30
Hacmosuje2o PedepanbHo2o 3aKOHA 0ONOIHEeHA Yacmuio 4.2

4.2. 3asBurenp 005f3aH MPEICTaBUTHh OTBET HA 3alpoC YIMOJHOMOUYEHHOTO (herepanbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBILAIONIMNA JIeBIHOCTA PAadOUYMX JIHEH CO IHS MONy4YCHHS
naHHoro 3amnpoca. Cpok, ykasaHHBIH B 4yacTH 4 HACTOSIIEW CTaTbd, IMPUOCTAHABIMBAETCS CO [JHS
HaINpaBJICHUS 3asBUTEIIO 3aIpOca YIIOJHOMOUEHHOTO (peepaibHOro OpraHa UCIOJHUTEIBHON BIACTH 110
JHS TIOJIy4E€HHs MM OTBETa Ha JAHHBIM 3alpoC U HE YUYUTHIBAETCS IPHU MCUUCIEHMM CPOKA MPUHATHS
pelIeHHs O BHECEHWU H3MEHEHHH B JOKYMEHTBI, COJEpKallhecs B PETUCTPALMOHHOM JIOChE Ha
3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar JUisl MEAULUHCKOTO IPUMEHEHUS.

Nudopmarnus 06 msmenenusx: Pedepanvhvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 5
cmamou 30 nacmoauezo Dedepanvio20 3aKOHA 6HeceHbl UMeHeHUs, ecmynaowue 6 cuny ¢ 1 uwons
2015 2.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

5. OcHOBaHUEM [IJIs1 OTKa3a B MPOBEJICHUM YKa3aHHBIX B YAaCTH 2 HACTOAIIECH CTaThbU AKCIEPTHU3
ABJISIETCS TIPEJCTABICEHNE JOKYMEHTOB, IEPEUUCIICHHBIX B YacTax | W 3 HacTosIel CTaTbH, B HEMOJIHOM
o0beMe, HENpEeICTABIICHHE 3asSBUTEJIEM B YCTAHOBJEHHBIM CpPOK OTBETa Ha YKa3aHHbIM B dactu 4.1
HACTOALIECH CTaThbH 3allpoC YHMOJHOMOYEHHOTO (heiepaqbHOr0 OpraHa MCIOJHUTEIBHON BIIACTH, a TaKkKe
OTCYTCTBHE B MPEICTAaBICHHBIX JOKYMEHTaX JIOCTATOUYHBIX CBEIACHHI, MOATBEPKAAIOIINX HEOOXOIUMOCTD
BHECEHUS] U3MEHEHU, WM OTCYTCTBUE MH(OpMALIMH, MOATBEPKAAIOIIEH (aKT yIuIaThl TOCYJapCTBEHHBIX
MONUINH, YKa3aHHBIX B YaCTH 3 HACTOSIEH CTAThH.

6. YKazaHHbIE B 4acCTH 2 HACTOSIIECH CTaThU SKCHEPTU3bI MPOBOJATCS B MOPSAIKE, YCTAHOBIECHHOM
cratbeil 23 Hacrosero deaepaibHOro 3aKOHa.

Hudopmanus 06 usmenenusx: Pedepanrvhoim 3akonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 7
cmamou 30 Hacmosweco PedepanvbHoco 3aKOHA 6HECEeHbl U3MeHeHUs, ecmynaowue 6 cuny ¢ 1 uwona
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

7. B cpok, He MpEeBHIAIOUINNA JecsITH pabouux THEH co JHS MOMYyYeHHS 3aKIIOYCHUH KOMHUCCHNA
DKCIEPTOB IO pe3yjbTaTaM YKa3aHHBIX B YacTH 2 HACTOALIEH CTaTbU 3KCIEPTU3, YIOJHOMOYEHHBIN
dbenepanbHBIN OpraH UCIIOJIHUTETHHON BIACTH:

1) npuHMMaeT pelmieHHe O BHECEHMM M3MEHEHMM B JOKYMEHTBI, COJEpKalluecs B
PEruCTPallMOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBINA JICKAPCTBEHHBIM IIpemapar Uil MEIULMHCKOTO
NPUMEHEHHUs, WM 00 OTKa3e BO BHECEHHH TAaKUX M3MEHEHHIA;

2) BHOCUT B TOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHUU PELIEHUS O
BHECEHMM U3MEHEHUH B JJOKYMEHTBI, COACPKALUECS B PETUCTPALIMOHHOM JIOChE HA 3aPETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapat JUIsi MEAUIUHCKOTO PUMEHEHNUs, HeOOXOAMMble N3MEHEHHS U BO3BpAILaeT UX
3asIBUTEIIIO;

3) BbIZaeT 3asBUTEII0 HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOIO Ipernapara B
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Clly4ae U3MEHEHHUs CBEJCHUI, CONEPIKALLUXCS B HEM.

8. OcHoBaHMeM [UIs OTKa3a BO BHECEHHMM HM3MEHEHUN B JIOKyMEHTHI, COJAEpXKallluecs B
pPEruCTPallMOHHOM [JIOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIN Ipenapar A MEIULUHCKOIO
NPUMEHEHHS, SBISIETCS 3aKIII0UEHUE YIIOTHOMOUYEHHOTO (pe/IepaiIbHOT0 OpraHa UCIOJHUTEIBHON BIACTH O
BO3MOXXHOCTH CHIKEHMS 0€30MacHOCTH, KadecTBa, 3(PPEKTUBHOCTU JIEKAPCTBEHHOI'O CPEJCTBA B Clyyae
BHECEHUS TaKUX U3MEHEHUM.

Nudopmarnus 06 msmenenusnx: Pedepanrvuvim sakonom om 22 oexkabpa 2014 . N 429-D3 yacmo 9
cmamou 30 nacmosaweeo DedepanvbHo20 3aKOHA UNOANCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
urona 2015 2.

Cm. mexcm yacmu 6 npeovloyweli pedaKyuu

9. HomyckaeTcsi oOpallleHre JIeKapCTBEHHBIX IpenapaToB ISl MEIWLUHCKOTO MPUMEHEHHUS [0
UCTEUEHHUsI CPOKa FOJHOCTH, MPOU3BEACHHBIX B TEUEHHE CTa BOCBMHJIECATH JAHEH MOCIE NaThl MPUHATHS
YIOJTHOMOYEHHBIM (pe/iepaJbHbIM OPraHOM HCIIOJHUTENIBHON BJIACTHU PEIIEHUS O BHECEHUU U3MEHEHHUI B
JIOKYMEHTBI, COJIepKalliecs] B peruCTPallMOHHOM J0ChEe, B COOTBETCTBUH C HHQOpMaIIHel, coaepxkalencs
B JOKYMEHTaX pPETrHCTPAallMOHHOTO JI0Che Ha JIEKapCTBEHHBIN Npenapar OO0 JaThl MPHUHITHS TaKoro
pelIeHus.

Nudopmarus 00 usmenenusx: Cmamovs 30 dononnena wacmoio 10 ¢ 8 mapma 2022 2. - ®edepanvhbiii
saxon om 8 mapma 2022 2. N 46-D3

10. TIlIpaBurensctBo Poccuiickoit @enepanuu BOpaBe YCTAHOBUTb OCOOCHHOCTH BHECEHHUS
U3MEHEHUN B JOKYMEHTBI, COACpKAIUECs B PETUCTPALMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN
JCKapCTBEHHbIM TpenapaT [uis MEIUIMHCKOrO TNPUMEHEHUs, B chy4dae JedeKTypsl WIM pPHCKa
BO3HHKHOBEHUS J€(PEKTYphI JIeKapCTBEHHBIX MPENAPATOB B CBSI3U C BBEJICHHUEM B OTHOIIEHUH Poccuiickoit
®denepanyy OrpaHUYUTEIIBHBIX MEP SKOHOMUYECKOIO XapaKkrepa.

I'APAHT: Cwm. komMmeHTapuu K cratbe 30 HacTosmero denepaibHOro 3ak0Ha

Crarba 31. BHeceHne M3MEHEHHMI B JIOKYMEHTBI, COACPKAIIMECS B PETMCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Npemapar Jyisi BETEPUHAPHOTO MPUMEHECHHS

HNudopmanus 06 nusmenennsax: Yacmov 1 uzmenena c 1 saneapsa 2021 2. - Pedepanvhbviti 3akon om 27
oexabps 2019 2. N 478-D3
Cm. npedvloywyto pedakyuio

1. B nensix BHeceHUS M3MEHEHUHN B JOKYMEHTBI, COAEpIKAILUECS B PErMCTPALMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIN IpenapaTr Ui BETEPUHAPHOIO IPUMEHEHUS, ACpiKaTelb WIIU
BIIAJICJICL] PETMCTPALlMOHHOIO YAOCTOBEPEHUS JIEKaPCTBEHHOIO IIpernapara Wil YINOJIHOMOYEHHOE UM
Jpyroe IpUaudecKoe JIMLO (Janee B HACTOSLIEH CTaThe - 3asBUTENb) MPEACTABIAET B YIIOJIHOMOUYEHHBIN
¢denepanbHBIl OpraH HMCIOMHUTEIBHON BIIACTH 3asBICHHE O BHECEHUHM TaKUX HM3MEHEHUHl 1o Qopme,
YCTAHOBJICHHOH YIOJTHOMOUYEHHBIM (e/iepabHbBIM OPTaHOM MCIIOJHHUTEIBHON BIAcTH, U MpUJIaracMble K
HEMy W3MEHEHMs B YKa3aHHBIE JOKYMEHTBI, a TaKKe JOKYMEHTHI, MOJITBEPXKAAIOUINE HEOOXOIUMOCTh
BHECEHHUs TakuxX M3MeHeHui. [1pu HeoOXoauMOCTH BHECEHHSI H3MEHEHUH B TOKYMEHTBHI, COJIEpIKaIlInecs B
PErUCTPALlMOHHOM JOChE€ Ha 3aperUCTPUPOBAHHBIA JICKAPCTBEHHBIN IIpenapar Uil BETEPUHAPHOIO
NPUMEHEHHUS, B CIy4asxX U3MEHEHUS U (MJIU) TOTIOJIHEHHs IPOU3BOICTBEHHOM TUIOMIAIKH JIEKAPCTBEHHOT'O
CpPEeACTBa, a TAKXKE M3MEHEHUS II0KAa3aTeIel KadecTBa JIEKAPCTBEHHOIO IIperapara JUlsi BETEPUHApPHOIO
IPUMEHEHUs W (WIM) METOAOB KOHTPOJII KayecTBa JIEKApCTBEHHOIO Ipemnapara JUlsli BETEPUHAPHOTO
NPUMEHEHHUSI 3asBUTENb JIOTOJIHUTENIBHO TIPEJICTABIsET B YIOJHOMOYEHHBIH (eaepanbHblii oprax
VCIIOJTHUTENIBHOM BJIACTH CIEAYIOLIUE TOKYMEHTHI (CBEIEHUA):

Hudopmanus o6 usmenenusx: Ilyukm 1 usmenen c 1 amsapsa 2021 e. - Dedepanvubviii 3akon om 27
oexaops 2019 . N 478-D3
Cm. npedvloywyio peoaxkyuro

1) cBemeHus O mare MPEAOCTABIICHHWS M PETUCTPAIIMOHHOM HOMEpPE JIMIICH3WU Ha MPOU3BOICTBO
JIEKapCTBEHHBIX  CPEJCTB, TMPEJOCTABICHHOW MPOM3BOAUTENIO JICKAPCTBEHHOTO TMperapara s
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BETEPUHAPHOTO PUMEHEHUS, I POCCUMCKUX MPOU3BOIUTEIICH;

Nudopmanus 06 usmenenusx: IIyukm 2 usmenen c 1 amsapsa 2021 e. - Dedepanvubviii 3akon om 27
oexaops 2019 2. N 478-D3
Cm. npedvloywyo peoaxkyuro

2) cBelIeHUs O JaTe MPEJOCTABJIICHHS M PETUCTPAIIMOHHOM HOMEpE JIMICH3WU Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB, MPEIOCTABICHHON MTPOU3BOAUTENO (PapMaIleBTUYECKON CyOCTaHIINM, BXOISIIEH
B COCTaB JIEKAPCTBEHHOT'O TMperapata Ui BETEPUHAPHOTO TMPUMEHEHHS, JUISI POCCHUCKHUX
MIPOU3BOAUTENEH;

3) Komus TOKYMEHTA, BBIIAHHOT'O YIIOJITHOMOYEHHBIM OPTaHOM CTPaHbI IPOU3BOAUTEIS JIJIS KaXKIOU
MPOU3BOACTBEHHON IUIONIAJIKM JIEKAPCTBEHHOTO TIpemapara Hjis BETEPUHAPHOTO TPUMEHEHUS |
MOATBEPKIAIONIETO COOTBETCTBHE TMPOU3BOJUTENS JIEKAPCTBEHHOTO TIperapara TPeOOBAHHSIM IPaBUIT
HaJUIe)KaIed TMPOU3BOJCTBEHHOW TIPAKTUKH, W €ro TIEPeBOJ Ha PYCCKUM S3bIK, 3aBCPCHHBIC B
YCTAaHOBJICHHOM TOPSIZIKE, a TAKXKE KOIMHUS 3aKITIOYCHHUS O COOTBETCTBUU MPOM3BOIUTENS JIEKAPCTBEHHBIX
CpeACTB TpeOOBAHUSM MPABUJI HAJUICKAIIEH TPOU3BOACTBEHHON MPAKTUKH, BBITAHHOTO YTIIOJIHOMOYECHHBIM
dbenepalbHBIM ~ OPTAaHOM  HCTIOJHUTEIBHON BJIACTH I KaXJAOW TPOW3BOJCTBEHHOW  IUIOIIAIKH
JIEKapCTBEHHOT'O TIperapara i BETEPUHAPHOTO MPUMEHEHUs, JIMOO KOMUs PEHICHHS O MPOBEICHUU
WHCIIEKTUPOBAHMSI TIPOU3BOAMUTENIS JIEKAPCTBEHHBIX CPEJICTB, MPUHATOTO YIIOTHOMOYEHHBIM (peiepaabHbIM
OpraHOM WCHOJHUTEIBLHON BIACTH JJIA KaXJOHW MPOM3BOACTBEHHON IUIOMAIKA JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHHS. YKa3aHHBIC JTOKYMEHTHI MPEJCTABISAIOTCS B CiIydae, eCiu
MPOU3BOJACTBO JICKAPCTBEHHOI'O Tperapara [Jjisi BETEPUHAPHOTO TPHUMEHEHHsI OCYIIECTBIACTCS 3a
npenenamu Poccuiickoit @enepanuu;

4) xomus JTOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpraHOM CTpPaHbl IMPOU3BOIUTENS
dapmareBTHUeCKOr CyOCTaHIIMU U TMTOATBEPKIAIOIIETO COOTBETCTBUE MPOU3BOIUTENS (hapMalieBTHUECKOM
cyOCTaHIIMM, BXOMSIIEH B COCTAaB JIGKAPCTBEHHOTO TIpermapara Jyisi BETEPUHAPHOTO MPUMEHEHHS,
TpeOOBaHUAM TIPABUJI HAJIEKAIICH MPOU3BOJCTBEHHONW MPAKTHKH, W €ro MEPEeBOJ Ha PYCCKUU SI3BIK,
3aBEPEHHBIC B YCTAHOBJIEHHOM TOPSJIKE, B CIydae, €CIM IMPOU3BOACTBO (apMalleBTUUECKOW CyOCTaHIIUN
OCYIIIECTBIsAETCS 32 npenenamu Poccuiickoit denepanuu.

Hudopmanus 06 usmenenusix: Cmamos 31 0oononnena wacmoto 1.1 ¢ 15 uonsa 2018 2. - Dedepanvhuiii
3axon om 4 uronsa 2018 2. N 140-D3

1.1. B cny4ae u3mMeHeHus U (WJIM) JOMOJHEHUS MPOM3BOJCTBEHHOH IJIOMIAIKU JIEKAPCTBEHHOTO
CPEICTBA JIOKyMEHTBI, yKa3aHHble B 4YacTU | HACTOALIEH CTaThbW, MNPEACTABIAIOTCS 3asBUTEIEM B
OTHOLIEHUH W3MEHSAEMOW M (MIM) JONOJHSAEMOW IPOU3BOACTBEHHON IUIOUIAJKM JIEKAPCTBEHHOTO
cpencrBa. Pemenue o BHECEHUN U3MEHEHHUM B JJOKYMEHTBI, COACPKAIUEC B PETUCTPALIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Iperapar JUisi BETEPUHAPHOTO MPUMEHEHHs, UM 00 OTKa3e B UX
BHECCHUHU NMPUHUMACTCS B Cllyyae HEOOXOAUMOCTH MPOBEIEHHS IKCIEPTU3bI JEKAPCTBEHHOTO CPEJICTBA B
CPOK, HE MPEBBILAIONINN ACBSIHOCTa pabOYNX IJHEH, a B OCTAIBHBIX CIydasX B CPOK, HE MPEBBIIIAOIINI
TpUALATH pabOUYUX AHEW CO JHS MPHUHATUS YIOJIHOMOYEHHBIM (eiepaabHbIM OpraHOM HCIIOJHUTEIbHON
BJIACTU 3asIBJICHUS O BHECEHUU TaKUX U3MEHEHUM.

Nudopmanus 06 mamenenusix: Cmamvss 31 Oonoanena uacmoio 1.2 ¢ 13 aszycma 2019 2. -
Deodepanvruiiil 3axon om 2 aszycma 2019 . N 297-D3

1.2. B ciydae peopraHuzanuu AepxaTesis WM BiaJelblla PErHCTPAllMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOI'0 Ipernapara Juisi BETEePUHAPHOIO TMPUMEHEHUs, pa3padoTuMKa WIM MPOU3BOAUTENS
JIEKapCTBEHHOI'0 Tpemnapara JUisi BETEPUHAPHOTO MPUMEHEHHUS B 3asBJIIEHUU O BHECEHHWU H3MEHEHHH B
JOKYMEHTBI, COJEp)Kallliecsi B PErucTPalMiOHHOM JOCb€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar Juis BETEpUHAPHOIO NPHUMEHEHHUS, YKa3bIBAIOTCS JaHHbIE JOKYMEHTa, MOJATBEPKIAIOIIEero
BHECCHHE COOTBETCTBYIOIIUX M3MEHEHUW B EAWHBIN rocynapCTBEHHBIN PEeCTp IOPUAWYSCKUX I (715
OpraHu3aIyii, 3aperucTpUPOBAaHHBIX Ha TeppuTopuu Poccuiickoit deneparuu), WM WHOTO JTOKYMEHTA,
MOJITBEP K IAIOLIETO PEOPTraHU3aLUIO IOPUINUECKOro JHUIa (U151 OpraHru3aluii, He 3aperuCTPUPOBAHHBIX Ha
tepputopuu Poccuiickoit deneparun). 3asBaeHue 0 BHECEHUH U3MEHEHUA B JOKYMEHTBI, COACPIKAIITUECS
B PErUCTPAllMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Ui BETEPUHAPHOTO
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NPUMEHEHHUs, U TpujlaraeMble K HEMy JOKYMEHTBHI MPEICTaBISIOTCS B YIOJTHOMOUYEHHBIN (heaepaibHbIN
OpraH HUCIOJHUTEIBHOM BJIACTH HE TMO3JHEE 4YeM 4epe3 TPUALATh pabouux JHEH CO JHS BHECCHHS
COOTBETCTBYIOIIUX H3MEHEHUN B EOUHBIA TOCYIapCTBEHHBI peecTp IOPUAMYECKHUX JIML (U1
OpraHM3aliii, 3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoil ®@epepanuun) wiM co AHS HNPHUHSITHS
COOTBETCTBYIOIIETO JOKYMEHTA, MOJATBEPKAAIOUIETO PEOPraHU3alMI0 IOPUANYECKOTO Jnna  ([uis
OpraHM3aliii, HE 3aperucTpUpoBaHHBIX Ha Teppuropun Poccuiickoit ®enepauun). B ciyuae
peopraHu3anuy JAepKaTesss WId  BJaAelblla PETUCTPAMOHHOIO YIOCTOBEPEHHs JIEKAPCTBEHHOI'O
mpenapara Uil BETEPUHApPHOIO IPUMEHEHMs 3asBJICHHME O BHECCHMM W3MEHEHHMW B JOKYMEHTBHI,
cozepaKalMecss B PETUCTPALMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBINM IIpemnapar Uit
BETCPUHAPHOIO IPUMEHEHHUs, I0JAeTCA IOPUAMYECKUM JIMLOM, KOTOPOMY B XOJE€ pPEOpraHU3aLUU
NIEPEAAHO MIPABO BIAJCHUS TAKUM PETUCTPALIMOHHBIM YIOCTOBEPEHHUEM.

Nudopmanus 06 msmenenusx: Pedepanrvnvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmov 2
cmamovu 31 nacmoswezo DedepanbHoco 3aKOHA 6HeCeHbl U3MEHeHUs, cmynaiowue 6 cuny ¢ 1 uwnisa
2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. B ciyyae BHeceHHMs M3MEHEHUU B JOKYMEHTHI, COACPIKAIIUECS B PErHUCTPAIMOHHOM JIOChE Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIM TMpemnapaTr Jjis BETEPUHAPHOTO TPUMEHEHHs, B OTHOIICHHUH
CBEJICHUH, yKa3aHHbIX B moamynkrax '"e", "x", "k", "n", "H", "c", "X" mynkra 7 wactu 3 crtatbu 17
Hacrosimero defepanbHOrO 3aKOHA, M3MEHEHHUS W (W) JOTIOJHEHHUS MPOWU3BOJCTBEHHOW IIJIOMIAIKH
JIEKapCTBEHHOTO CPEACTBA, a TakKXKe B CilIydyae HM3MEHEHHMs IIOKa3aTejedl KadecTBa JIEKapCTBEHHOTO
npenapara Juisi BETCPUHAPHOTO TPUMEHEHHUS W (WJIM) METOJOB KOHTPOJSI KadecTBa JIEKApPCTBEHHOTO
npenapara i BETEPHUHAPHOTO TPUMEHEHHS MPOBOJMUTCS AKCIEPTH3A JICKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO TpPUMEHEHHs. B ciiydae HEoOXOIMMOCTH BHECEHUS WHBIX W3MCHEHHH B JOKYMEHTHI,
COJIepXKaIiecss B PETUCTPAIMOHHOM JIOChE€ Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN mIpemapar it
BETEPUHAPHOTO NMPUMEHEHHUS, SKCIIEPTHU3a JICKAPCTBEHHOTO CPEJICTBA JIJIsi BETEPUHAPHOTO IPUMEHEHUS HE

MIPOBOJIUTCA.

Nudopmanus 06 mamenenusx: Hacmo 3 usmenena c 1 aumeapsa 2021 2. - Pedepanvuviii 3akon om 27
oexabps 2019 2. N 478-D3
Cm. npedvloywyto pedakyuio

3. 3asBUTENH BIpaBE MPEACTABUTH 110 COOCTBEHHON MHUIIMATHBE BMECTE C 3asBJICHUEM O BHECCHUU
U3MEHEHUN B JOKYMEHTBI, COACpKAlUEeCs B PETUCTPALMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN
JICKapCTBEHHBIN IIpernapar s BETEPUHAPHOIO INPUMEHEHHs, KOIMHU JOKYMEHTOB, IOATBEPKIAIOLINAX
yIUIaTy TOCYJapCTBEHHOM IOLUIMHBI 3a BHECEHUE B JOKYMEHTBI, COJEPKAIIHUECS B PErUCTPALMOHHOM
JIOChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s BETEPUHAPHOIO IPUMEHEHHUs, U3MCHEHUN,
TPeOYIOLIMX MPOBEACHUS AKCHEPTH3bl JICKAPCTBEHHOIO CPEICTBA, WJIM M3MEHEHHWH, He TpeOyromux
NPOBEICHUS AKCIEPTH3BI JIEKAPCTBEHHOTO CPEACTBa. B ciydyae HEOOXOAMMOCTH W3MEHEHHs CBEICHHH,
COZIepXKAIIMUXCS B PETUCTPALMOHHOM YJIOCTOBEPEHUM JIEKAPCTBEHHOI'O IIpernapara Jyuisi BETEPUHAPHOIO
IIPUMEHEHUS, C 3asBJICHUEM, YKa3aHHBIM B 4acTU | HacTOsIIEH CTaThH, 3aBUTENb BIPABE NPEACTABUTD 10
COOCTBEHHOM MHUIIMATHBE KOMHUIO JOKYMEHTA, TOJTBEPKAAIOLIET0 YIUIATy rOCYAapCTBEHHON MOUUTUHBI 32
BbIJIa4y PErMCTPALMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO Npenapara. 3asBUTENb BIIPaBE NPEICTABUTh
10 cOOCTBEHHOH MHMLIMATHBE CBEICHHS O JIMLEH3UAX, YKa3aHHbIC B MyHKTax | u 2 yactu 1 HacTosmen
CTaThbU, a TAKXE BBIABAEMBIC YIIOJHOMOYEHHBIMHU (eliepalbHbIMH OpraHaMU HCIIOJHUTEIBFHONW BIACcTH
JIOKYMEHTBI, YKa3aHHbIEe B yHKTe 3 4yacTu | HacTosel cratbu. B ciydae HempeacTaBieHusl yKa3aHHBIX
JIOKYMEHTOB (CBEJICHUI) YITOJTHOMOUYEHHBIN (elepaibHblii OpraH MUCIOJIHUTENFHON BIIACTH 3allpalidBacT
yKa3aHHbBIE JOKYMEHTHI (CBEICHNUS) B MOPSAIKE MEXKBEIOMCTBEHHOTO HHPOPMALIMOHHOTO B3aMMO/ICHCTBHSL.

4. B cpok, He MPEBBIIAIONINHA JecaTh pabounux THEH co AHS MOCTYIJICHUS YKa3aHHOTO B 4acTH |
HACTOSIILEH CTaThU 3asBICHUS M HEOOXOAMMBIX JOKYMEHTOB, YIIOJHOMOUYEHHBIH (enepanbHblii opraH
UCIIOJIHUTEIILHON BJIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI U TOCTOBEPHOCTH CBEJIECHUH, COAEPKAILNXCS B IIPEICTaBICHHbIX
3asiBUTEJIEM JOKYMEHTAX;

2) IpUHUMAET PELIECHUE O IPOBEIECHUH IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA /JIs1 BETEPUHAPHOTO
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NPUMEHEHHUS WIK 00 OTKa3e B €€ MPOBEICHUH;

3) yBenoMIisieT B MUCbMEHHOW (popMe 3asBUTENS O MPUHSATOM PELICHUM WM B CIydae MPUHSATHS
pemeHust 00 OTKa3e B MPOBEACHMM OHKCHEPTH3BI JIEKAPCTBEHHOTO CPEICTBAa JJsi BETEPUHAPHOTO
IIPUMEHEHUS ¢ YKa3aHUEM IIPUYMH TaKOro OTKa3a.

Nudopmanus 06 mamenenusx: Cmamovs 31 oononnena wacmoto 4.1 ¢ 15 urona 2018 2. - Dedepanvhuii
3axon om 4 uronsa 2018 2. N 140-D3

4.1. B ciiydae BBISIBIIEHUST HEAOCTOBEPHOCTH M (WJIM) HEAOCTATOYHOCTH CBEJICHUM, CONIEPIKAIINXCS
B TPEACTABICHHBIX 3asBUTEIEM JOKYMEHTAX, YIIOJTHOMOYEHHBIM (penepanbHbIi OpraH HUCIIOTHUTEIHHOU
BJIACTH HAIPABJISET 3aBUTEIIO 3aMIPOC 00 YTOYHEHUH YKA3aHHBIX CBEACHHI. 3alpoc MOXKET OBITh MepeaaH
YIOJITHOMOYEHHOMY TPEICTABUTEIIO 3asBUTEIIS 10T PACIIUCKY, HAMPaBJICH MO TOYTE 3aKa3HbIM MHUCHMOM
WJIM TIEPENIaH B DJIEKTPOHHOM (hopMe 10 TeIeKOMMYHHUKAITMOHHBIM KaHaIaM CBsI3H. B ciydyae HampaBieHUs
3ampoca 00 yTOYHEHUHN YKa3aHHBIX CBEJCHUH 10 MOYTE 3aKa3HbIM MTUCHMOM OH CUYHUTAETCS TTOJYYCHHBIM T10
WCTEUYCHUH IIECTH THEH C AaThl HAITPABJICHUS 3aKa3HOTO MHUCHhMA.

Nudopmarus 00 usmenenusx: Cmamovs 31 oononnena uacmoio 4.2 ¢ 15 uons 2018 2. - ®edepanvhbiii
3axon om 4 uronsa 2018 2. N 140-D3

4.2. 3asBurenp 005f3aH MPEICTaBUTHh OTBET HA 3alpoC YIMOJHOMOUYEHHOTO (herepanbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBILAIONIMNA JIeBIHOCTA PAadOUYMX IHEH CO IHS MONy4YCHHS
naHHoro 3ampoca. CpokH, yka3zaHHble B yacTd 1.1 HacTosimieil crartbu, MPUOCTAHABIMBAIOTCS CO JHS
HalpaBJICHUS 3asBUTEIIO 3aIpOca YIIOJHOMOUEHHOTO (peepatbHOr0 OpraHa HUCIOJHUTEIBHON BIACTH 110
JTHS TIOJTyUEHUS OTBETAa HA JJaHHBIN 3aIIpOC U HE YUUTBIBAOTCS IIPU UCUUCIIEHUH CPOKa MPUHATHUS PEILICHUS
O BHECEHMM M3MEHEHMM B JOKYMEHTBl, COJEpXallhecs B PErucTPalMOHHOM [JOChe Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN Npenapar sl BETEpUHAPHOIO IPUMEHEHUS.

Hudopmanus o6 usmenenusx: Yacmo 5 usmenena c 15 urons 2018 e. - @edepanvrulii 3aK0H om 4 uioHs
2018 2. N 140-@3
Cm. npedvloywyio peoaxkyuro

5. OcHoBaHueM Ui OTKa3a B TPOBEACHUM OJKCHEPTU3bl JIEKAPCTBEHHOIO CpEeACTBa s
BETEPUHAPHOTO MPUMEHEHMsI SIBISIETCA MPEICTaBICHHE JOKYMEHTOB, YKa3aHHbIX B dacTax | u 3
HACTOALIECH CTaTbU, B HEMOJHOM O0ObEME WM OTCYTCTBHE B MPEJICTABICHHBIX JOKYMEHTAX JAOCTATOYHBIX
CBEJICHHI, MOATBEPKIAIOIINX HEOOXOAUMOCTh BHECEHUSI M3BMEHEHUH, 1100 HeNpeACTaBlIEHUE 3asIBUTEIIEM
B YCTAHOBJICHHBIN CPOK OTBETA Ha yKa3aHHbBIM B 4acTu 4.1 HACTOSIIEH CTaThU 3alpOC YIOJTHOMOYEHHOIO
denepanbHOro opraHa UCIOJIHUTEIbHON BIACTH.

6. DKcnepTr3a JIEKapCTBEHHOTO CPEACTBA Ui BETEPUHAPHOIO NMPUMEHEHHs B IIENIIX BHECEHUs
U3MEHEHUH B JIOKYMEHTBI, COJepKalllhecs B PErucTPalMOHHOM JOCh€ Ha 3aperucTpUPOBAHHBIN
JIeKapCTBEHHBIN Ipernapar Jijisl BETEpUHAPHOTO MPUMEHEHHUSI, OCYILIECTBIISETCS B MOPSIJIKE, YCTAHOBICHHOM
cratbeil 24 Hactosero deaepaibHOro 3aKOHa.

Nudopmarnus 06 mamenenusx: Yacmo 6.1 usmenena c 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2
aszycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

6.1. B cpok, He MPEBBILAIONINN IECATH PadOYNX THEH CO IHS MOJTyYeHHs 3aKII0UYEHUS KOMUCCHU
IKCIEPTOB IO pPe3yJbTaTaM YKa3aHHOM B YacTH 2 HACTOAILUEH CTaTbM 3KCHEPTU3bI, YIOJIHOMOUYEHHBIN
dbenepanbHBIN OpraH UCIIOJIHUTETHHON BIACTH:

1) npuHMMaeT pelmieHHe O BHECEHMM M3MEHEHMM B JOKYMEHTBI, COJEpKalluecs B
PErUCTPALlMOHHOM JIO0ChE€ Ha 3aperUCTPUPOBAHHBIA JICKAPCTBEHHBIN IIpenapar Uil BETEPUHAPHOIO
NPUMEHEHHUs, WM 00 OTKa3e BO BHECEHHH TAaKUX M3MEHEHHIA;

2) BHOCUT B TOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHUU PELIEHUS O
BHECEHMM U3MEHEHUH B JJOKYMEHTBI, COACPKALUECS B PETUCTPALIMOHHOM JIOChE HA 3aPETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpernapar i BETepUHAPHOTO MPUMEHEHHS, HE00X0AUMbIE U3MEHEHHS U BO3BPAILACT ITH
JIOKYMEHTBI 3asIBUTEIIIO;

Nudopmanus 06 msmenenusx: Yacmo 6.1 oonoanena nynkmom 3 ¢ 13 aszycma 2019 2. - ®edepanvhutii
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saxon om 2 agzycma 2019 . N 297-D3

3) BBIOACT 3asBUTENI0 HOBOE PETMCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOI'O Ipernapara Jis
BETEPUHAPHOTO NMPUMEHEHHUS B CIy4dae HEOOXOJAWMOCTH M3MEHEHHs CBEICHHUH, COJCpIKALIMXCS B HEM, C
COXpPaHEHHWEM HOMEpA PAaHEE BBIAAHHOTO PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara
JUIsl BETEPUHAPHOTO IPUMEHEHUSI.

Hudopmanus 06 usmenenusx: Cmamovs 31 oononnena wacmoto 6.2 ¢ 15 urona 2018 2. - Dedepanvhuiii
saxon om 4 urons 2018 2. N 140-D3

6.2. B cnydyae BHECEHHSI UBMEHEHHI B JJOKYMEHTBI, COACPKAIIMECS B PETUCTPALIMOHHOM JIOChE HA
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpemapar Jjisi BETEPUHAPHOTO MPUMEHEHHS, B YaCTH, KacaroIIecs
W3MEHeHUsT W (WJIM) JIOMOJIHEHHsI TPOU3BOJACTBEHHOW IUIOMIAJKUA JIEKAPCTBEHHOrO Tperapara, IpHu
MIPE/ICTABICHUH 3asBUTEJIEM B COOTBETCTBHHU C IYHKTOM 3 4YacTH | HACTOSIIEH CTaTbU KOIUU PEIICHHS
YIOJIHOMOYEHHOTO (eAepaqTbHOTO OpraHa MCIOJHUTEIHHOW BIACTH O TMPOBEIACHHHM WHCIICKTHPOBAHMS
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB CPOK, YKa3aHHbIM B 4yacth 6.1 Hacrosmend cCraThu,
MPUOCTAHABIMBAETCS CO JIHA TIOJYYCHHS 3aKIIOYCHUS KOMHUCCHU DSKCHEPTOB JO JHS TNPUHATHS
YIOJITHOMOYECHHBIM (peiepabHBIM OPTaHOM HMCTIOJHUTEIBLHOM BJIACTH PEIICHUsI O BbIJade Wik 00 OTKase B
BBIJIa4€ 3aKJIIOUEHUS O COOTBETCTBUU IPOM3BOIUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHHSAM IPaBUI
HaJyIeKaIel TPOU3BOACTBEHHOM MPAKTUKH, HO HE 00Jiee UeM Ha CTO BOCEMBCCAT pabounx JHEH.

HNudopmanus 06 usmenenusx: Yacmo 7 usmenena c 15 utona 2018 2. - @edepanvubiii 3ak0H om 4 uioHs
2018 2. N 140-D3
Cm. npedvloywyto pedakyuio

7. OcHoBaHMEM [UIsl OTKa3a BO BHECEHHMM HM3MEHEHUN B JIOKyMEHTHI, COJAEpXKallluecs B
PErUCTPALlMOHHOM JIO0ChE€ Ha 3aperUCTPUPOBAHHBIA JICKAPCTBEHHBIN IIpenapar Uil BETEPUHAPHOIO
NPUMEHEHHUs, B CIy4asx, He TpeOyIomuX MPOBEACHHUS 3KCIEPTU3bI JEKAPCTBEHHOTO CPECTBA, SBISETCS
NpeCTaBICHUE JTOKYMEHTOB, YKa3aHHbIX B 4acTsAX | M 3 HacTosIed cTaTbH, B HEMOJIHOM OObEME WU
OTCYTCTBHUE B IPE/ICTABICHHBIX JOKYMEHTaX CBEICHUI, KOTOpPBIEC JOKHBI OBITh B HUX OTPAXKEHBI, TNOO
HENPEJCTABICHNE 3asBUTEIIEM B YCTAHOBIIEHHBIM CPOK OTBETa Ha yKa3aHHBI B dacTu 4.1 HacTosmein
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heZepaibHOTO OPraHa UCIIOJHUTEIBHON BIACTH.

Hudopmanus 06 usmenenusix: Cmamovs 31 oononnena wacmoro 7.1 ¢ 15 uronsa 2018 2. - @edepanvhuiii
saxon om 4 uons 2018 2. N 140-D3

7.1. OcHOBaHMEM ISl OTKa3a BO BHECEHHWU HW3MEHEHMH B JOKYMEHTBI, COAEpKaluecs B
pPEerucTpalioHHOM J0Ch€ Ha 3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpemapaT Uil BETEPUHAPHOIO
IPUMEHEHHUs, B Cllydasx, TPEOYIOUIMX MPOBENEHUS 3KCIEPTU3bl JEKApPCTBEHHOTO CPENCTBA, SBISETCS
3aKJIIOUYEHUE YIOJHOMOYEHHOro (heaepaabHOro OpraHa MCIOJHUTEIBHOW BIACTH O BO3MOKHOCTH
CHIDKEHHS 0€30MacHOCTH, KayecTBa, d(PPEKTUBHOCTH JEKAPCTBEHHOTO IpernapaTra BCIEACTBHE BHECEHHS
U3MEHEHUHN B yKa3aHHbIE JOKYMEHTHI, OTKa3 YHOJHOMOYEHHOTO (efepaibHOr0 OpraHa MCHOJIHUTEIbHOM
BJIACTH B BbIJaue 3aKJIIOYEHHS O COOTBETCTBUU MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSIM
NpaBWJI HaJJeXalled NPOU3BOACTBEHHONM MPAKTHUKKM B CiIydae HW3MEHEHUs U (MJU) JIOTOJIHEHHS
MPOM3BOJCTBEHHON IUIOMIAIKK JIEKAPCTBEHHOIO Iperapara, €clid MPOU3BOACTBO JIEKApPCTBEHHOTO
npenapara JJisi BETepUHApHOTO MPUMEHEHMSI OCYHIECTBIISIETCS 3a mnpenenaMu Poccuiickont depepanuu,
WM OTCYTCTBHUE 3TOTO 3aKIIOUECHUSI.

Nudopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 22 oexabps 2014 2. N 429-D3 uacme 8
cmamou 31 nacmoawezo DedepanvbHo2o 3aKOHA UNOHCEHA 8 HOBOU pedaKyuu, ecmynaroweli 6 cuny c 1
urona 2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

8. Jomyckaercst oOpalieHHe JIEKapCTBEHHBIX MPENapaToB JIsi BETEPUHAPHOTO MPUMEHEHHS [0
MCTEUYEHUsI CPOKa FOJHOCTH, NMPOU3BEACHHBIX B TEUEHHUE CTa BOCBMMJECATH AHEH MOCIE NaThl NPUHATHS
YIOJIHOMOYEHHBIM (e/IepajIbHbBIM OpPraHOM HCIIOJHUTEIHHON BJIACTH PEIICHHUs O BHECEHHHM W3MEHEHHH B
JOKYMEHTBI, COJIEPIKaIIMECS B PETUCTPALIMOHHOM JIOChE Ha JIEKApPCTBEHHBIN IIpenapaT, B COOTBETCTBUHU C
uHpopManuel, coaepxaneiics B JOKYMEHTaX PerHCTPALlMOHHOTO JOChEe Ha JIEKapCTBEHHBIN IpenapaT 10
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AAaThl HPUHATHUA TAKOT'O PCIICHUS.

I'APAHT: CwMm. koMMeHTapuu K ctatbe 31 HacTtosmero denepaibHOro 3aKk0Ha

Crarbsa 32. OTMeHa ToCcyJapCTBEHHON PETHCTpalluu JEKApCTBEHHOIO Mpenapara

Pemenne 06 oTMeHe rocyIapCTBEHHON PETUCTpALlMU JIEKapCTBEHHOTO MpenapaTa U UCKIIOYEHUN
JIEKapCTBEHHOI'0 IpernapaTa U3 TOCYIJapCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPEICTB HPUHUMAETCS
YIOJTHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENBHOM BIIACTH B CIIydae:

1) nmpeactaBieHUss ~ COOTBETCTBYIOLUIMM  YIOJTHOMOYEHHBIM  (efiepalbHbIM  OpPraHoM
UCIIOJTHUTENIbHOM BIIACTH 3aK/IIOUYEHHS O pPHUCKE WM 00 Yrpo3e 3J0pOBbIO, XU3HU YEJIOBEKa WIH
JKUBOTHOTO TpHU MPUMEHEHHUU JIEKapCTBEHHOI'O Mpernapara, MpPeBhIIAIIMUX ero 3¢G(eKTUBHOCTh, IO
pe3ynbTaTtaM OCyIIEeCTBISEMOr0 UM MOHUTOPHUHTA 0€30MIaCHOCTH JIEKApCTBEHHOTO Mpenapara;

Nudopmarus 00 usMeneHusnx: Pedepanvrvim 3akonom om 22 dexkabps 2014 2. N 429-D3 ¢ nynkm 2
cmamovu 32 nHacmoswezo PedepanbHo20 3aKOHA 6HeCeHbl UMEHeHUs, Cmynaiowue 6 cuny c¢ 1 uwona
2015 a.

Cm. mexem nynkma 6 npeduvloyujel peoaKyuu

2) mojauu JAeprKaTesleM WIM BIAJENbLEM PErMCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapata WIM YHOJHOMOYEHHBIM MM JIPYTMM IOPHJIMYECKUM JIMIIOM 3asBiIeHUs 00 OTMeHe
rOCyapCTBEHHOW PETUCTPALIMH JIEKAPCTBEHHOTO Mpenapara;

3) HEeNmoATBEP)KJEHUS FOCYAAPCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOIO Mpernapara 1o UCTEYEHUU
CpOKa JEMCTBUS pErMCTPALIMOHHOTO YOCTOBEPEHNUS, BBIIAHHOTO Ha AT JIET;

4) wHempejacTaBIeHUS 3asBUTENEM MHGOpPMAIMM, KOTOpas MOXET TIOBJIeYb 3a CO0Oi
HEOOXOJIMMOCTh BHECCHMS WM3MEHEHHUH B JOKYMEHTBI, COJEpKalluecsi B PErHCTPALlMOHHOM JIOChE Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIM NpenapaT, B TEYCHHE TpHUAUATH padouux J[AHEH co JHA
HACTYIUIEHHSI 3TUX U3MEHEHU;

Hudopmanus 06 usmenenusx: Pedepanvnvim zakonom om 22 dexabpsa 2014 2. N 429-D3 6 nynkm 5
cmamou 32 Hacmosiyeco PedepanbHo20 3aKOHA GHECEeHbl U3MeHeHus, ecmynarwue ¢ cuny ¢ 1 urwons
2015 a.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

5) ocyuiecTBiIeHHsI TOCYJapCTBEHHON PETruMCTpalliy JIEKApCTBEHHOTO Ipemnapara MoJ TOPrOBBIM
HAaUMEHOBAHUEM 3aperMCTPUPOBAHHOTO paHee MOJl 3TUM TOPTOBHIM HAaUMEHOBAaHUEM JIEKAPCTBEHHOTO
npernapara, OTJINYaroIIerocs KaueCTBEHHBIM COCTaBOM JIEHCTBYIOLINX BELIECTB;

Nudopmarnus 06 mamenenusx: Ilyukm 6 usmenen c 15 urons 2018 2. - Dedepanvhuviil 3akon om 4 uons
2018 2. N 140-@D3
Cm. npedvloywyto pedakyuio

6) OCYIIECTBIIEHUS FOCYAAPCTBEHHON pErucTpaly OJHOTO U TOTO K€ JIEKApCTBEHHOI'O Ipernapara
B OTHOIIEHMM OJHOTO U TOIO K€ JAepXkaTeils WIM Biajaeiblla PErHCTPALIMOHHOTO YAOCTOBEPEHUS
JIeKapCTBEHHOTO TNpenapata B BHJE JABYX M 0oJjiee JIGKAPCTBEHHBIX IMPENApaToB MO Pa3INnYHBIMU
TOPrOBBIMU HaUMEHOBAHUSMU;

7) BBIHECEHHUS CYJIOM pEIIEeHUs O HapYLICHUH MpaB MpaBoodIaaTenss 00beKTOB HHTEIICKTYaIbHOM
COOCTBEHHOCTH TP OOpaIIeHUH JIEKaPCTBEHHBIX CPE/ICTB;

Nudopmarnus 06 mamenenusx: Pedepanvhvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamos 32
Hacmosweeo PedepanbHo2o 3aKoHa 00NoaHeHa nyHKmom 8, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

8) oTCyTCTBHsI JIEKapCTBEHHOTO MpernapaTta B oOpamieHun B Poccuiickoit denepanuivi B TCUCHHE
Tpex u OoJiee JeT;

Hudopmanus 06 usmenenusx: Pedepanvhvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamoes 32
Hacmosawezo Dedepanvrozo 3akoHa 0onoaneHa nyHkmom 9, ecmynarowum 6 cuny c¢ 1 urons 2015 a.

9) HEBBINOJIHEHUs JAepXkKaTeleM WId  BIAJENbLIEM PETUCTPALMOHHOIO  yIOCTOBEPEHUS
JIEKapCTBEHHOTO TpenapaTa Ju00 YIOJTHOMOUYEHHBIM UMHU APYTUM IOPUANYECKUM JIMIIOM MEPOTIPHUITUHN 110
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®enepanbhbiii 3akoH o1 12 anpenst 2010 1. N 61-03 "O06 obOparueHun JIeKapcTBEHHBIX CPeACTB" (C U3BMEHEHUAMH U

obOecrieueHHI0  0E30MacCHOCTH  JICKAPCTBEHHBIX  IPEMapaToB, YCTAHOBJICHHBIX  YIIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIOTHUTEIBHON BIACTH B COOTBETCTBUH C YaCTAMU 3 U 4 cTaThl 64 HACTOSIIETO
®denepallbHOTO 3aKOHA, B paMKax OCYIIECTBICHHs (papMaKkoHaA30pa;

Hudopmanus 06 usmenenusx: Pedepanvhvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamos 32
Hacmosweeo Dedepanrvhozo 3axona oonoanena nynkmom 10, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

10) orkaza nepkaTens WM BIAJENblla PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara 100 YHNOJHOMOYEHHOTO MMM APYTOro IOPUAMYECKOro JIHMIa OT BHECEHUS H3MEHEHHH B
MHCTPYKLHUIO TIO0 TPUMEHEHUIO JIEKapCTBEHHOTO IIpernapaTa, KacalolIMXCsl HOBBIX MOATBEPKICHHBIX
JaHHBIX O TOM, YTO PUCK MPUUYMHEHHUS Bpela 3J0POBBIO YEJIOBEKa WM >KMBOTHOTO BCJIEACTBHUE MpHEMa
JIEKapCTBEHHOT'0 Tpernapara npeBbimaeT 3Q(GeKTUBHOCTD €ro NPUMEHEHUS!.

Hudopmanus 06 usmenenusix: Cmamos 32 dononnena nynkmom 11 ¢ 1 ausaps 2026 2. - @edepanvhulii
saxon om 27 dexabpsa 2019 2. N 475-@3 (8 pedaxyuu Dedeparvroeo saxona om 28 uions 2022 2. N
204-D3)

Cm. 6y0ywyro pedaxyuio

I'APAHT: CM. KOMMeHTapuu K ctatbe 32 HacTosmero denepaibHOro 3ak0Ha

Crarbs 33. ['ocy1apCTBEHHBIN PEECTP JICKAPCTBEHHBIX CPEJICTB

I'APAHT: Cwm. IlonoxxeHune o I'ocyapCTBEHHOM pEEcTpe JIEKapCTBEHHBIX CPEICTB, YTBEP)KIEHHOE
MunzzapaBom PO 1 nexabpst 1998 r. N 01/29-15

1. T'ocynapcTBEHHBINl pEECTp JIEKAPCTBEHHBIX CPEICTB COJEPKUT IEPEUYEHb JIEKAPCTBEHHBIX
IpenapaToB, MPOMIEAIINX TOCYJapCTBEHHYIO PETHUCTPAIMIO, NIepedeHb (apMaleBTUUECKUX CyOCTaHIU,
BXOJISIIIUX B COCTAB JICKAPCTBEHHBIX MPENApaTOB, U CIEAYIOIYI0 HH()OPMAIIHIO:

1) B OTHOILIEHNN JIEKAPCTBEHHBIX IIPENIAapaTOB:

Nudopmarnus 06 msmenenusx: Pedepanrvhvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 noonynkm
"a" nynkma 1 uacmu [ cmamvu 33 Hacmosweeo DedepanbHO2O0 3AKOHA BHECEHbl U3MEHeHUs,
scmynarowue 6 cuny c¢ 1 urona 20135 e.

Cm. mexcm noonyHkma 6 npeovioyujell peoaxKyuu

a) HaWMCHOBAHWE JICKQPCTBEHHOTO Tpenapata (MEXKIyHAapOIHOE HEMaTCHTOBAHHOE, WIIH
TPYNIIAPOBOYHOE, HITH XUMHUECKOE U TOPIrOBOC HANMEHOBAHHS);

0) nmekapcTBeHHas (hopma C yKazaHUEM JO3UPOBKHU JIEKAPCTBEHHOTO IIperapara v ero KOJIM4ecTBa B
MOTPEeOUTETHCKON yIIaKOBKE;

", n

HNudopmanus 06 nuamenennsx: [loonyuxkm "e¢" usmenen c I aneapsa 2018 2. - @edepanvruviii 3akon om 28
oexabps 2017 2. N 425-D3
Cm. npedvloywyto pedakyuio

B) HaMMCHOBAHUC ACPKATCIIA UIIN BJIAACIIbIA PECTUCTPAMOHHOTO YAOCTOBCPCHUS JICKAPCTBCHHOTO
npenapara U CBCACHUA O PCrUCTpallU ACPIKATCIIA WU BJIAACIbIA PCTUCTPALUOHHOI0 YIAOCTOBCPCHUA
JICKAPCTBCHHOT'O IpfcIiapaTa AJd MCOAUIUHCKOTIO MPUMCHCHUA B KaAYCCTBC HAJIOTOIUIATCIIBIIUKA B CTPAHC
perucTpanu (I[J'I}I pOCCHﬁCKHX IOPUIUYCCKUX JIUIT - I/IIICHTH(l)I/IKaHI/IOHHLIfI HOMCPp HaJIOTrOIJIaTCIIbIIIUKA
(MHH), nns wHOCTpaHHBIX IOPUAMYECKUX JIUIL - CTPaHA PETUCTPALUY, HAMMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, perucTpallMOHHBIA HOMED, KOJ HAJIOTOIUIATENbIIMKA B CTPAHE PETUCTPAaLUU (MHKOPIIOPALUN) WIH
€ro a”ajor);

"n,n

Hudopmanus 06 usmenenusx: Illoonyukm "2" usmenen c 1 aneaps 2018 e. - @edepanvuuiii 3akon om 28
oexaops 2017 &. N 425-D3
Cm. npedvloywyio pedaxkyuro

I') HAMMEHOBAHUE M aApeC MPOU3BOIUTENS JIEKAPCTBEHHOTO TIPeraparTa U CBEACHUS O PETUCTpaIluu
MPOU3BOAMUTENS  JICKAPCTBEHHOTO  TMpermapara Juisli  MEIUIIMHCKOTO TNPUMEHEHHUS B KadyecTBE
HAJIOTOTUIATEIBIIIMKA B CTPaHE PETUCTPAIUH (ISl POCCUUCKUX IOPUIUICCKUX JIUIT - UACHTU(OUKAITMOHHBINA
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HoMep Hanoromnatensiiuka (MHH), 11 WHOCTpaHHBIX IOPUAMYECKUX JUI[ - CTpaHa PETrUCTpAIHH,
HaNMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, peruCTPAIlMOHHBIA HOMEp, KO/ HaJOrOIUIaTeNbIIUKa B CTpaHe
perucTpanyy (MHKOPIOPALMU) UK €r0 aHaJlor);

Hudopmanus 06 usmenenusx: Pedepanvhvim 3akonom om 22 dexabps 2014 2. N 429-D3 noonynxm
"0" nynkma 1 wacmu 1 cmamou 33 nacmosweco DedepanvbHo20 3aKOHA U3NONCEH 8 HOBOU pedaKyul,
scmynarowen 8 cuny ¢ 1 urona 20135 e.

Cm. mexcm noonyHkma 6 npeovioyujell peoaxKyuu

) dapmakoTepaneBTHUECKAS rpynmna, KOJ JIEKapCTBEHHOTO npemnapara o
aHATOMO-TEPANEeBTUYECKO-XMMHUIECKON KiaccuduKalii, peKOMEHIOBaHHONW BcemupHON opranuzanuei
3JIpaBOOXPaHEHMUS;

€) MOKa3aHus ¥ MPOTUBOIOKA3aHUs K IPUMEHEHHIO JIEKApCTBEHHOTO Mpenapara;

’K) TOOOYHBIE JCHCTBHUS JIEKAPCTBEHHOTO Mpernapara;

3) CPOK I'OJTHOCTH JIEKApPCTBEHHOTO Mpenapara;

1) YCJIOBUS XpaHEHUs JIEKApCTBEHHOTO Mpernapara;

K) YCJIOBHSI OTIIyCKa JIEKAPCTBEHHOT'O IIpernapara;

7) HoMmep (apMakoNeWHOW CTaThbM WM B Clly4ae €€ OTCYTCTBHSI HOMEpP HOPMAaTHBHOM
JIOKYMEHTAIUH JINO0 HOPMAaTUBHOTO JIOKYMEHTA;

Hudopmanus 06 usmenenusx: Pedepanrvhoim 3akonom om 22 dexadps 2014 2. N 429-D3 6 noonynkm
"m" nynkma 1 uwacmu 1 cmamou 33 Hnacmosweco DedepanvHo20 3AKOHA BHECEHbl U3MEHEHUs,
scmynatowue 6 cuny c¢ 1 urons 2015 a.

Cm. mexem noonyHkma 8 npeovloyujell pedaKyuu

M) JaTa TOCyJapCTBEHHON perucTpalnyy JIEKapCTBEHHOI'O IpernapaTa M €ro perucTpaliMoOHHBIN
HOMEp, JaTa 3aMEHbl PErHCTPAllMOHHOTO YJOCTOBEPEHHUs JIEKAPCTBEHHOrO Ipernapara Ha OeccpouHoe
pEruCTpallMOHHOE  YAOCTOBEPEHME JIEKapCTBEHHOI'O Ipenapara, Jara [oJaud  3asBJIEHUS O
NOJATBEP)KJIEHUN  TOCYJApCTBEHHOM  perucTpalud JIEKAPCTBEHHOrO  Ipenapara, Jara OTMEHBI
rOCyAapCTBEHHOW PETUCTPALINH JIEKAPCTBEHHOTO Mpenapara;

Nudopmanus 06 usmenenusx: Pedepanrvuvim zakonom om 22 Oexkabpa 2014 2. N 429-D3 nynkm 1
yacmu 1 cmamou 33 nacmosuwezco DedepanvHoco 3aKOHA OONOAHEH noonywkmom "n'", ecmynarowum 6
cuny ¢ 1 uronsa 2015 2.

H) Ka4eCTBEHHBIM COCTaB W KOJWYECTBEHHBIH COCTaB JICMCTBYIOIIMX BEIICCTB W KAaYCCTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JICKAPCTBEHHOTO Mperapara;
Nudopmarus 00 usmenenusnx: Pedepanvrviv 3akonom om 22 Odexabps 2014 2. N 429-D3 nynkm 1
"_n

uacmu 1 cmamou 33 nacmosiwezo @edepanrbHozo 3aKOHA 0ONoaHeH noonyukmom "o", ecmynaowum 6
cuny ¢ 1 urona 2015 a.

0) uHpopMalus 000 BCeX pa3pelIeHHBIX BHIaX BTOPHUYHOU (MOTPEOUTEIHCKOM) yITAKOBKH;

Wy 11

Nudopmarnus 06 mamenenusx: I[loonynkm "n" usmenen ¢ 1 mapma 2020 2. - @edepanvhulii 3aK0H om
27 oexabpsa 2019 2. N 475-D3
Cm. npedvloywyio peoaxkyuro

M) JaTa MPHUHITHUS PEIIeHHs O BO3MOXKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIN Mpenapar mpu
rOCy/IapCTBEHHOW perucTpaly B KauecTBE OpPaHHOIO JIEKAPCTBEHHOTO MpernapaTa (AJis JIeKapCTBEHHBIX
IpenapaToB JUIsl MEIUIIUHCKOTO IPUMEHEHUS);

.

WNudopmanus 06 usmenenusx: [loonyukm "p" usmenen ¢ 1 mapma 2020 2. - ®edepanvhulii 3aKkoH om
27 oexabps 2019 2. N 475-D3
Cm. npedvloywyto pedakyuio

p) HaMMuYue JEKapCTBEHHOTO Tperapara B IMEpPeYHe >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKAPCTBEHHBIX MPEMapaToB (AJi JIEKApCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO IIPUMEHEHHS ),

Hudopmanus o6 usmenenusx: Pedepanrvuvim zakonom om 22 oexkabpa 2014 2. N 429-D3 nynkm 1

”,n

yacmu 1 cmamou 33 nacmoawezo DedepanvHozo 3akona dononaner noonynkmom "c", ecmynarowum 6
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cuny ¢ 1 urona 2015 a.

C) HAJIMYUE B JICKAPCTBEHHOM Ipenapare HapKOTUUYECKUX CPEACTB, MCUXOTPOIHBIX BELIECTB U UX
MIPEKYPCOPOB, NOMIECKAMX KOHTPOIt0 B Pocculickoit denepanniv, B COOTBETCTBUM € 3aKOHOATEIbCTBOM
Poccuiickoit @enepanunu, Mexx1yHapoaHbIMU JoroBopamu Poccuiickoit denepanuu, B ToM unciie Equnon
KOHBEHIIMEH 0 HapkoTudyeckux cpeactBax 1961 roga m KonBenuuel o ncuxoTpornHbeix BemectBax 1971
rona;

Nudopmanus 06 usmenenusx: Pedepanrvuvim zakonom om 22 oexabpa 2014 2. N 429-D3 nynkm 1
yacmu 1 cmamou 33 nacmosuwezco DedepanvHozo 3aKOHA OONOIHEH NOONYHKmom "m'", ecmynarowum 6
cuny ¢ 1 uronsa 2015 2.

T) uHboOpMalus O TOM, SBJSETCS JIM JaHHBIM JIEKApCTBEHHBIM mpenapar pedepeHTHHIM
JIEKapCTBEHHBIM IPErapaToM;

Nudopmarus 00 usmenenusx: Pedepanvrviv 3akonom om 22 Odexabps 2014 2. N 429-D3 nynkm 1

yacmu I cmamou 33 nacmosiwezo edepanrbHo2o 3aKkoHa 0onoanen noonyukmom "y", ecmynaowum 6
cuny ¢ 1 urona 2015 a.

y) CBeIeHMs O Mojaye 3asBICHHUS O BHECEHHWH H3MEHEHHMH B JIOKYMEHTHI, COZIEp)KalIhecs B
PETUCTPAIIIOHHOM JI0ChE Ha JIEKapCTBEHHBIH Mpenapar;
¢) yrpatun cuiny ¢ 1 mapta 2020 r. - @enepanbhelii 3akoH oT 27 aexadpst 2019 r. N 475-03

Nudopmanus 06 usmenenusx: Cu. npedwvloyuyio peoaxkyuio
Nudopmarus 00 usmenenusx: Pedepanvhubiv 3akonom om 22 Odexabps 2014 2. N 429-D3 nynkm 1

"n,.rn

yacmu I cmamou 33 nacmosiwezo edepanrbHo2o 3aKOHA OONOIHeH noonyHkmom "x", ecmynaowum 6
cuny ¢ 1 urona 2015 a.

X) CPOK BBEICHUS JIEKAPCTBEHHOTO IpenapaTa B rpa)JIaHCKUI 000poT;
2) B OTHOUICHUU (papMaIleBTUYECKUX CYOCTaHIIHIA:

Nudopmarnus 06 msmenenusx: Pedepanrvhvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 noonynkm
"a" nynkma 2 uwacmu [ cmamvu 33 Hacmosweco DPedepanbHO2O0 3AKOHA BHECEeHbl U3MEHeHUs,
scmynarowue 6 cuny c¢ 1 urona 20135 e.

Cm. mexcm noonyHkma 6 npeovioyujell peoaxKyuu

a) HanmMeHoBaHHE apMaleBTUUECKOW CcyOcTaHmmu (MEXIYHApOJAHOE HEMAaTeHTOBAHHOE, WIIN
rPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

0) HAMMEHOBAaHUE M aJIpeC IPOU3BOAUTENS (DApMaIeBTUUIECKON CyOCTaHITNH;

B) CPOK TOAHOCTH (papMaIneBTHIECKON CyOCTaHITNH;

T') YCJIOBHS XpaHEeHUs (papMarieBTHIECKON CyOCTaHIINM;

n) HoMmep (apMakoNeHOW CTaTbU WM B Clly4ae €€ OTCYTCTBHSI HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIUH JIN0O0 HOPMAaTUBHOTO IOKYMEHTA;

Hudopmanus o6 usmenenusx: Pedepanrvhvim sakonom om 22 Odexabpsa 2014 e. N 429-D3 nynxkm 2

yacmu I cmamvu 33 nacmosiwezo ®edepanrbHo2o 3aKOHA 0onoaHen noonyukmom "e", ecmynaowum 6
cuny ¢ 1 urona 2015 a.

€) Hanu4Ke (hapMaleBTHUECKOW CyOCTaHIIMU B MEepeyHe HAPKOTUUECKUX CPENICTB, MCUXOTPOIHBIX
BEIIECTB M MX IPEKYPCOPOB, MOIJIEKAMUX KOHTpoito B Poccuiickoii denepanuu, B COOTBETCTBUU C
3akoHonarenscTBOM Poccuiickoit denepanuu, MexayHapoaHsiMu gorosopamu Pocceuniickoit denepanuu, B
TOM uncie EnquHol KoHBeHIMEN 0 HapkoThdeckux cpeactBax 1961 rona n KonBeHuuen o NCUXOTPOMHBIX
BeuiectBax 1971 roapa.

Nudopmarnus 06 msmenenusx: Pedepanrvnvim sakonom om 22 Oexabpsa 2014 2. N 429-D3 uacms 2
cmamou 33 Hacmosawe2o DedepanvbHo20 3aKOHA UNOANCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
urons 2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. ®apmarneBTHUECKas CyOCTaHIMS, TPOU3BEACHHAS IS pealn3aluid, MOXKET ObITh BKIIIOYCHA B
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TOCYJIapCTBEHHBIN peecTp JIEeKapCTBEHHBIX CPEACTB HAa OCHOBAaHUM 3asBJICHUS pa3paboTuMKa WM
NPOM3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA JIMOO YIOJIHOMOYEHHOTO WMH IOPUIMYECKOrO JIMIAa TpU
YCIOBUM TPOBEACHUS B OTHOLICHUM TaKOH (hapManeBTHUECKOM CyOCTaHIIMM 3KCIEPTHU3bl KayecTBa
(dapmarieBTUYECKON CyOCTaHIIMM B TOPs/IKE, YCTAHOBJICHHOM cTaTtbed 34 Hactosmiero PenepaibHOTO
3akoHa. B oTHomeHuM (apManeBTHUECKUX CYOCTaHIMH, MPOU3BEJACHHBIX JUIs pealu3alud, B
rOCyJJapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPEACTB COACPKHUTCS CIIEAYIOIIas HHPOpMAaLIUs:

1) HaumeHoBaHME (apMaleBTUYECKONH CyOCTaHIMHU (MEXIyHApOJHOE HEMaTeHTOBAaHHOE, WIIU
IPyNIHAPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

Hudopmanus o6 usmenenusx: Ilynkm 2 usmenen c¢ 1 saneapsa 2018 e. - @edepanvuviii 3akon om 28
Ooexaops 2017 e. N 425-D3
Cm. npedvloywyio pedaxkyuro

2) HauMEHOBaHUe, aipec MPOU3BOIUTENS (apMaIleBTUIECKON CYyOCTaHIINH, a TAK)KE B OTHOIICHHUH
JIEKapCTBEHHBIX CPEACTB [UJII MEIUIMHCKOTO TPUMEHEHHUS CBEIACHUS O PETUCTPAIMH MPOU3BOIUTENS
dapmareBTUUECKOW CyOCTaHIIMM B KaueCTBE HAJOTOIUIATENIbIIMKA B CTpaHE perucrpanuu (s
POCCHUHCKHMX HOPHIWYECKHX JIMI - HICHTU(PUKAIUOHHBIM HoMep Hajoromiarensimka (MHH), nns
WHOCTPAHHBIX IOPHUIWYECKHX JIMI[ - CTpaHAa PETUCTpAIlii, HAUMEHOBAHHE PETUCTPUPYIOIIETO OpraHa,
PETUCTPAIIMOHHBI HOMEp, KOJI HaJOTOIUIATENbIIMKa B CTPAaHE PETUCTpalii (MHKOPIMOPAIMH) WIH €ro
aHajor);

3) cpok rogHOCTH (papMaIIEBTUIECKON CYyOCTaHITNN;

4) ycnoBus XpaHeHHsl (papMarieBTUIECKON CyOCTaHIINM,

5) Homep dapmakonelHoOl cTaTbu JUOO B clydae €€ OTCYTCTBHS HOMEpP HOPMAaTUBHOM
JIOKYMEHTAITMX WM HOPMATUBHOTO IOKYMEHTA;

6) Hamumure GapmareBTUIECKON CyOCTaHIIMK B MEpEeYHE HAPKOTHUYECKUX CPEJICTB, ICUXOTPOITHBIX
BEIIIECTB M UX MIPEKYpPCOPOB, MOJJIEKANUMX KOHTpoito B Poccuiickoii denepanuiu, B COOTBETCTBUU C
3aKoHoAaTenbCcTBOM Poccuiickoit denepannu, MexyHapoaHbIMU ToroBopamu Poccuiickoit denepaiuu, B
TOM uHuciie EnMHON KOHBEHIIMEN 0 HapKoTHUecKuX cpeacTBax 1961 roga u KonBeHimen o ncuXoTponHbIX
BemecTBax 1971 ropa;

7) nata BKIOYEHUs (PapMaleBTUYECKOW CYyOCTaHIIMU B TOCYAAPCTBEHHBIA PEECTP JICKAPCTBEHHBIX
CPE/CTB, JlaTa BHECEHUS W3MEHEHUW B JOKYMEHTHI (DapMaleBTHYECKOW CyOCTaHIIWH, JlaTa MUCKIIOUYCHUS
(bapmareBTUUeCKON CyOCTaHIIMHN U3 TOCYAapCTBEHHOTO peecTpa JICKaPCTBEHHBIX CPECTB.

3. Tlopsimok BedeHUs TOCYAApCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEICTB JJIST METUITMHCKOTO
NPUMEHEHUsST H TOPSJAOK BEIEHUS TOCYJApCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPEICTB IS
BETCPUHAPHOTO TIPUMEHEHUSI YTBEPKIAIOTCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (peepaabHbIM
OpraHOM UCIIOJIHUTEIILHON BIIACTH.

I'APAHT: CwM. kommeHTapuu K ctatbe 33 Hactosuiero denepanbHoro 3aKkoHa

Nudopmarus 00 usmenenusnx: Dedepanvhvivm  3akonom om 22 Odexabpa 2014 o N 429-D3
Haumenosanue cmamou 34 Hacmosweco DedepanrbHo20 3AKOHA U3NO0NCEHO 6 HOB0U pedaKyull,
scmynarowen 8 cuny ¢ 1 urona 2015 e.

Cm. mexcm HaUMEHO8AHUA 8 NPeOdblOYWel peOaKyuu

Crarba 34. BritoueHue B rocy1apCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEACTB U UCKIIIOYEHUE U3
rOCYy/IapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB (papMalleBTUYECKOW CyOCTaHIuH,
MIPOU3BEICHHOM JIJIsl peaan3anuu

Nupopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 ¢ uacmob 1
cmamovu 34 nacmoswezo PedepanbHo20 3aKOHA 6HeCeHbl UMEHeHUs, Cmynaiowue 6 cuny c¢ 1 uwona
2015 a.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

. Jna BxmroueHus (apManeBTHYECKOW CYOCTAHIIMM, NPOU3BEACHHOM Ul pealu3alud, B
1 yo , ,
TOCYAapCTBEHHBIN PEeCTp JEKAPCTBEHHBIX CPECTB, MPOBOIUTCS IKCIIEPTH3a €¢ Ka4eCTRa.

Nudopmanus 06 n3MEHEHUX:
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Hudopmanus o6 usmenenusx: Yacmo 2 usmenena c 1 aumeapa 2021 2. - Pedepanvuuiti 3akon om 27
oexaops 2019 . N 478-D3
Cm. npedvloywyio peoaxkyuro

2. DKcmepTu3a KauyecTBa YKa3aHHOW B dYacTh | Hacrosmiedl cratbu  (papMameBTHIECKOM
CcyOCTaHIIMM, COCTaBJICHHE KOMHCCHEW IKCIEPTOB 3aKIIOYEHHMM MO pe3ysibTaTaM ATOW 3KCHEPTU3BI U UX
HalpaBJieHUE B YMOJIHOMOYEHHBIH (enepaabHblii OpraH HCIOJIHUTEIbHOW BJIACTH OCYIIECTBISIOTCA B
CPOK, HE MPEBBIIAIONINN IIECTUACCITH paboynX IHEH CO JHSA MOJTY4YEHHs] SKCIEPTHBIM YUpPEkKIACHUEM
COOTBETCTBYIOIIETO 3aJaHMsl YIMOJIHOMOYEHHOIro (hefepaibHOro OpraHa HCIOJIHUTEILHOW BIIACTH U
CJIEYIOMNX JOKYMEHTOB (CBEICHHM ):

Nudopmanus 06 mamenenusx: Ilynkm 1 usmenen c I ameapa 2021 2. - Dedepanvuviii 3akon om 27
oexabops 2019 2. N 478-D3
Cm. npedvloywyto pedakyuio

1) cBeneHusa o naTe NMPEAOCTaBIECHUS U PETMCTPALMOHHOM HOMEpE JIMLEH3UHM HA IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB UM CBEACHUS O JAaT€ IIPEIOCTABICHUS U PETUCTPALlMOHHOM HOMEPE 3aKIIIOUEHUS
O COOTBETCTBUU NPOM3BOJIUTENS JIEKAPCTBEHHBIX CpPEJCTB TPEOOBAHUSAM TIPABMIJI  HAIJIEXKaIIeH
IPOM3BOJICTBEHHOM NMPAKTHKH, BBIAAHHBIX (IIPEIOCTABICHHBIX) YIIOJTHOMOYCHHBIM (heiepaTbHbIM OPTaHOM
VCIIOJTHUTENIBHOM BJAacTH, B cly4ae, €CIM MPOU3BOJACTBO JEKAPCTBEHHOI'O CPEJCTBA OCYIIECTBISAETCS B
Poccuiickoit denepanuu;

Nudopmarnus 06 mamenenusx: [lyukm 2 usmenen c 15 urons 2018 2. - Dedepanvhviii 3akon om 4 utoHs
2018 2. N 140-®3
Cm. npedvloywyio peoaxkyuro

2) komusi JOKYMEHTAa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOJUTENS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKAAIOIIEr0 pa3pelieHne MPOoru3BO/ICTBA JEKAPCTBEHHOIO CPEICTBRA, U
€ro MepeBoJi Ha PYCCKH SI3bIK, 3aBE€pEHHBIE B YCTAHOBJICHHOM TOPSAKE, a TaK)Ke KOIMHUS 3aKIIOYEHHUS O
COOTBETCTBUU  MPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHUSM  TMpPaBUI  HajAJexalen
MPOU3BOJCTBEHHON MPAKTHKH, BBIAAHHOTO YIIOJHOMOYEHHBIM (peliepaibHbIM OpraHOM HCHOJIHHUTEIbHOM
BJIACTH, JMOO KONHUS pPEIIEHUs YMOJIHOMOUYEHHOTO (elepalibHOrO OpraHa HCIOJIHUTEIBHOW BJIACTH O
NPOBEJCHUN HHCIIEKTUPOBAHUS TPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA. YKa3aHHbIE JOKYMEHTHI
MPEJICTaBIISIIOTCS B CIIydae, €CJId IPOU3BOJICTBO JIEKAPCTBEHHOTO CPEACTBA OCYIIECTBISIETCS 3a MpeaeIaMu
Poccuiickoit deneparuu;

3) IOKYMEHT, COAEP KA CISAYIOIMNE CBeICHHsI O (hapMalleBTHUECKOM CyOCTaHITUH:

a) HauMeHoBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTypa, 00IIe CBONCTBA;

0) HAaMMEHOBAHUE U a/IPEC TPOU3BOAUTEIIS,

B) TEXHOJIOTUS MPOM3BOJACTBA C OMUCAHUEM CTaJW{ MPOU3BOJCTBA U METOJOB KOHTPOJS Ha BCEX
CTaUAX MPOU3BOJICTBA;

T') ONMCaHKUE Pa3pabOTKH Mpoliecca MPOU3BOICTBA;

N) OINHCAaHUE KOHTPOJIS KPUTHYECKHX CTaguil mpolecca IPOU3BOACTBA U IMPOMEKYTOUHOM
MPOAYKIIHH;

€) TOKYMEHTaJIbHOE TIOJITBEPIKIACHHUE (BaTHIAIINSI) TPOIIECCOB M (MJTN) MX OICHKA;

’K) CBOMCTBA U CTPYKTypa JACHCTBYIOIINX BEIIECTB;

3) XapakTepUCTHKa puMeceii;

1) cnerudukaims Ha GapMaIreBTUUECKYI0 CyOCTaHIIIO U €¢ 000CHOBaHHUE;

K) AaHaJUTHYECKHE METOJUKH, HCIOJb3yeMble TIPU OCYUIECTBIEHUH KOHTPOJS KadecTBa
dbapmareBTHIECKON CyOCTaHIINH;

J) NOKyMEHTAJbHOE MOATBEPKACHHUE (BalUIalMsl) aHATUTHYECKUX METOAMK, UCIOJIb3YEMbIX MPHU
OCYIIECTBJIEHUU KOHTPOJISl KauecTBa (papMalieBTUYEeCKOi CyOCTaHIUY;

M) pe3yJIbTaThl aHAJIM3a CEPHUM (papMarieBTUIECKON CyOCTaHIINM;

H) MepevyeHb CTaHJAPTHBIX 00pa3lIOB WM BEIIECTB, UCIIOIb3YEMBIX MPU OCYLIECTBICHUN KOHTPOJIS
KayecTBa;

0) OMKCAaHNE XapaKTEPUCTUK U CBOICTB YIIAaKOBOUHBIX MAaTEPUaJIOB U YKYTIOPOUHBIX CPE/ICTB;
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1) JaHHBIC O CTA0MIILHOCTH (papMaIieBTHUECKON CyOCTaHIIHH;
P) CPOK FOJIHOCTH;

Hudopmanus o6 usmenenusx: Yacmo 2 donoanena nywkmom 4 c¢ 1 saneapsa 2018 o. - Dedepanvhulii
saxon om 28 oexabps 2017 e. N 425-D3

4) TOKYMEHT, coiepKallliil CBEJCHHSI O PETUCTPALIUU TPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEAMIIMHCKOTO MPUMEHEHUs B KauecTBE HAJIOTrOIIATENbUIMKA B CTpaHE perucrpauuu (A pOCCHUICKUX
IOpUINYCCKUAX JIUI] - WACHTU(GUKAIMOHHBIA Homep Hamororatenpimuka (MHH), anms wmHOCTpaHHBIX
IOPUAMYECKUX JIUI] - CTpaHa PerucTpalvi, HAUMEHOBAaHUE PETHCTPHUPYIOIIETO OpraHa, perucTpaliioHHbIHN
HOMED, KOJT HAJIOTOTUIATEIIBIIIMKA B CTPAHE PETUCTPAIuU (MHKOPIIOPAIIMHT) HJIH €T0 aHaJIoT).

3. Jlns mpoBeneHWs OSKCIEPTU3bl KayecTBa YKAa3aHHOW B 4YacTM | HacTosimIed CTaTbu
dapmaiieBTUYECKON CyOCTaHLIMM 3asBUTENb MPEACTABISET B YIOJIHOMOYEHHBIH (eaepaibHbli Opra
UCIIOJTHUTENbHOM BIAaCTHU:

1) 3asBieHHME O BKIIOYEHUU B TOCYJApCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB JaHHOU
dbapmareBTUUeCKON CyOCTaHIINH;

Nudopmarus 00 usmeneHusx: Pedepanvubviv 3akonom om 22 o0exabps 2014 2. N 429-D3 nynkm 2
yacmu 3 cmamvu 34 nacmoawezo PedepanbHoco 3aKOHA U3N0NHCEH 8 HOBOU peoaKyuu, eCmynaroueli 6
cuny ¢ 1 urona 2015 a.

Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

2) xonusl JAOKyMEHTa, NOJATBEP)KJAIOLIET0 YIUIATy IOCYAAapCTBEHHOW MOLUIMHBI 32 BKIIOYEHHE B
rOCyJTapCTBEHHBIIN peecTp JIEKapCTBEHHBIX CPEACTB (hapMalleBTUUECKON CyOCTaHIINMU, TPOU3BEIEHHON IS
peanu3anuu, J100 1Mo cOOCTBEHHON MHMLIMATHBE YKa3aHHBIA TOKYMEHT. B cilyuae ero HempencTaBieHHs
3asBUTEJIEM YIIOJHOMOUYCHHBIN (peepanbHblii OpraH MCIOJHUTENBFHONW BIACTU MPOBepsieT (DaKT yImiiaThl
rOCyJapCTBEHHOM MOIIIMHBI 3aBUTEJIEM C HUCHOJIb30BaHHWEM HMH(pOpMaIMU 00 yIuiate rocyJapCTBEHHOM
NOUUIMHBI, conepxkaieiicss B ['ocynapcTBeHHOH HWH(POPMALMOHHOM CHUCTEME O TOCYJapCTBEHHBIX W
MYHULUIIAIBHBIX IIJIAaTEXaX, HAa OCHOBAaHUU IPEACTABICHHOM 3asABUTEJIEM KOIHMHU JIOKYMEHTA,
MOATBEPKJAOLIEr0 yIIaTy rOCY1apCTBEHHOM MOLIINHBL,

Nudopmarnus 06 mamenenusx: Pedepanrvnvim zakonom om 22 oexkabps 2014 2. N 429-D3 ¢ nynkm 3
yacmu 3 cmamou 34 Hacmosiueeo PedepanbHo2o 3aKOHA 6HECEeHbL USMEHEeHUs, 6cmynarowue ¢ cuny ¢ 1
urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

3) IOKyMEHTBI, yKa3aHHBIC B 4aCTH 2 HACTOAIICH CTaThU;

Nudopmarus 00 usmeneHusx: Pedepanvrbviv 3akonom om 22 odexabps 2014 2. N 429-D3 uacmo 3

cmamvu 34 Hacmoswezo PedepanvbHoco 3aKOHA 0ONOIHEHA NYHKMOM 4, ecmynaiowum 6 cuiy ¢ 1 uions
2015 2.

4) 3asBiEeHME O BblJaye paspelieHus Ha BBO3 B Poccuiickyro @enepanuio KOHKPETHOW MapTHH
HE3apEerUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA, IPEIHA3HAYCHHOIO I IIPOBEICHUS YKa3aHHOU
JKCIIEPTU3BL.

Hudopmanus o6 usmenenusix: Cmamovs 34 oononnena yacmoio 3.1 ¢ 1 saneaps 2021 2. - ®edepanvhulii
saxon om 27 oexabps 2019 e. N 478-D3

3.1. B ciyyae HempeiCTaBlICHHS C 3aABJICHUEM O BKIIOYEHHWU B TOCYJAPCTBEHHBIA PEECTP
JIEKapCTBEHHBIX CPeICTB (apMaleBTUYECKON CyOCTaHIIMU JOKYMEHTOB, MMOATBEP)KIAIOIIUX YIUIATy
roCy/1apCTBEHHOMW MOIUIMHBI U YKa3aHHBIX B MYHKTE 2 4acTH 3 HACTOSIICH CTaTbhH, a TAK)KE BbITaBAEMBIX
(mpenocTaBisieMbIX) YIOJTHOMOYEHHBIMU (eiepabHBIMU OPraHaMU UCIIOJHUTENIBHON BIACTH IOKYMEHTOB
(cBeneHnmit), yKa3aHHBIX B IMyHKTax | W 2 4acTu 2 HACTOSIICH CTaThH, YIOJIHOMOYECHHBINH (eaepaabHbIil
OpraH HCIOJHUTEIBHON BJACTH 3alpalliuBaeT yKa3aHHblE JOKYMEHTHl (CBEIEHHs) B TMOpPSAKE
MEXBEJIOMCTBEHHOTO0 HMH(POPMAIIMOHHOTO B3aUMOIEUCTBUS.

Hudopmanus 06 usmenenusx: Pedepanvhvim sakonom om 22 dexabps 2014 2. N 429-D3 6 yacmo 4
cmamovu 34 nHacmoswezo PedepanbHo20 3aKOHA 6HeCeHbl UMEHeHUs, Cmynaiowue 6 cuny c¢ 1 uwona
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2015 a.
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

4. B Teuenue necsatu pabouux JHEH CO THS MPUHATHS 3asBJICHHS O BKIIOUEHUH YKa3aHHOM B 4acTH
1 Hactosmiel craTbM (apMaleBTUYECKOH CYOCTaHIIMM B TOCYAAPCTBEHHBIH DPEECTp JEKapCTBEHHBIX
CPEICTB U JOKYMEHTOB, IMEPEUYMCIEHHBIX B 4YacTH | M NyHKTe 2 4YacTM 3 HAaCTOSILEH CTaThH,
YIOJIHOMOYEHHBIN (heiepanbHbIii OpraH UCIIOJHUTEIHON BIACTH:

1) mpoBOaUT MPOBEPKY MOJHOTHI U JTOCTOBEPHOCTH JIAHHBIX, COAEPXKAIIMUXCS B IPEICTaBICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHMMAET PEIICHUE O HAIPAaBJICHHUU B SKCIIEPTHOE YUPEKIEHHUE 3a/laHusl Ha IPOBEICHHE
HKCIEPTH3bl KauecTBa yKa3aHHOM B yacTu | HacTosImeil craThi (apMaleBTUYECKON CyOCTaHIIMM WK 00
OTKa3€ B TAKOM HaIIPABJICHUH;

3) yBegOMIISET B 3JIEKTPOHHOW WMJIM NMUCBMEHHON (opMe 3asBUTENS O MPUHATOM DPELICHUU WIN B
ClIy4ae OTKa3a ¢ yKa3aHHEM IIPUYMH TaKOro OTKasa.

Hudopmanus 06 usmenenusx: Pedepanrvrvim sakonom om 25 noabpsa 2013 2. N 317-D3 cmamva 34
Hacmoswe2o PedepanbHoco 3aKOHA OONONHEHA Yacmuio 4.1

4.1. B caydae BBISBICHHUS HEAOCTOBEPHOCTH CBEICHHH, COJEPKAIIUXCA B MPEICTABICHHBIX
3asIBUTEJIEM MaTepHaliax, YIIOJHOMOYCHHBIH (heepanbHbIi OpraH WCIOJHUTEIBHON BIIACTH HaIpaBiIseT
3asIBUTETIO 3ampoc 00 YTOYHEHHWHM YKa3aHHBIX CBeleHHWH. JlaHHBIH 3ampoc MOXKeT OBITh IepefaH
YIOJITHOMOYEHHOMY TIPEACTABUTENIO 3asBUTENS JTUYHO TOJ PACTHCKY, HAlpaBjeH IO TOYTE 3aKa3HbIM
MMMCBMOM WJIM TIepeJlaH B DJICKTPOHHOH (GopMe IO TEICKOMMYHHKAIIMOHHBIM KaHajaMm CBsi3W. B cimydae
HaIpaBJICHUsI JAHHOTO 3aIpoca IO MOYTe 3aKa3HBIM MHCHbMOM OH CUMTAETCS MOJTYYEHHBIM 110 UCTCYCHUH
IIECTH THEH ¢ JaThl HAMPABJICHUS 3aKa3HOTO MHUChMa.

Hudopmanus 06 usmenenusx: Pedepanrvhvim sakonom om 25 noabpsa 2013 2. N 317-D3 cmamvsa 34
Hacmosawe2o Pedepanvbro2o 3aKoHA OONOAHEHA Yacmbio 4.2

4.2. 3asBurenb 005f3aH MPEICTaBUTHh OTBET HA 3alpoC YIMOJHOMOUYEHHOTO (herepanbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBILAIONIMNA JIeBIHOCTA PAadOYMX JIHEH CO IHS MONy4YeHHS
naHHoro 3amnpoca. Cpok, ykasaHHBIH B 4yacTHM 4 HACTOSIIEW CTaTbd, IMPUOCTAHABIMBAETCS CO [JHS
HalpaBJICHUS 3asBUTEIIO 3aIpOca YIIOJHOMOUEHHOTO (peepaibHOro OpraHa HUCIOJHUTEIBHON BIACTH 110
JIHS TIOJTY4EHMsI UM OTBETAa Ha JIaHHBIM 3allpoCc U HE YUUTHIBAECTCSA MPU MCUUCIEHUM CPOKA AKCIEPTU3BI
KadyecTBa (papMalleBTUYECKOH CyOCTaHIIMHM, HEHCIONb3yeMOHl IpH TNPOU3BOACTBE JIEKAPCTBEHHBIX
IIPENapaToB.

Nudopmarnus 06 mamenenusnx: Pedepanrvrvim zakonom om 22 oexkabpsa 2014 . N 429-D3 uyacmo 5
cmamou 34 nacmosaweeo DedepaivbHo20 3aKOHA UNONCEHA 8 HOBOU pedaKyuu, ecmynaroweli 8 cuiy c 1
urons 2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

5. OcHOBaHUEM I OTKa3a B HANpPaBJICHUU B SKCIIEPTHOE YUPEXKJACHUE 3a/laHUsl HA MPOBEACHUE
AKCTEPTU3BI KAUYECTBA YKa3aHHOM B yacTH | HacTosIIeH cTaThu (papMarieBTUISCKON CyOCTaHINM SBISETCS
HENpPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4YacTH 2 HACTOSALIEH cTaThbu, OTCYTCTBHE HWH(pOpMaLUH,
MOJTBEpXKJAtoNIel (QakT ymiaaTbl TOCYJapCTBEHHOM MONUUIMHBI 3a BKIIOYEHHE (apMalleBTUUECKOM
cyOCTaHIMM, MPOU3BEICHHON A peanu3allid, B TOCYIAapCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEJCTB,
HETPEJICTABIICHUE 3asBUTENIEM B YCTAaHOBJIEHHBIM CPOK OTBETAa Ha YyKa3aHHbIM B yactu 4.1 HacTosmen
CTaThH 3alpoC YHOJHOMOYEHHOTO (elepaibHOTO OpraHa HCIOJIHUTEIbHOW BIACTH WJIM MPEACTaBIICHUE
JIOKYMEHTOB, HE COJIEPKAIUX NCUYEPIBIBAIOIIETO MePeUHs HEOOXOUMBIX CBEACHUM.

Nudopmarus 00 usmeneHusx: Pedepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 uacmv 6
cmamovu 34 nacmoswezo PedepanbHo20 3aKOHA 6HeCeHbl UMEHeHUs, Cmynaiowue 6 cuny c¢ 1 uwona
2015 a.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

6. B Teuenme mnsATHagmaTM paboumx JHEH CO JHS TOMYYEHHUS PELICHUS YIOJIHOMOYEHHOTO
(enepaabHOro OpraHa MCIHOJHUTEIBHOW BJIACTH O HANPABICHUU B SKCIEPTHOE YUPESKICHHUE 3aaHUS Ha
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NPOBE/ICHUE SKCIEPTU3bl KauecTBa yKa3aHHOM B vacTh | HacTosmed cTarbu (apMareBTHYECKON
CyOCTaHIIMM 3asBUTENb MPEJCTABISAET B SKCIIEPTHOE YUPEXKJEHHE IS MPOBEICHHS AAHHOW 3KCIIEPTU3BI
o0pa3iiel (papMaleBTUIECKOW CyOCTaHIIMM B KOJMYECTBE, HEOOXOJUMOM JJisi BOCIIPOU3BEICHUS METOJIOB
KOHTPOJISI KauecTBa. DKCIIEPTHOE YUPEKACHUE MTPU MOTYyUYSHUN 00pa3LioB YKa3aHHOW B 4acTH | HacTosen
cTaThu (papmMaleBTUUECKON CyOCTaHIMU BBIJACT 3asABUTENIO JOKYMEHT, MOATBEP)KIAIOIINN IOJydYeHHE
3TUX 00pa3loB, U B CPOK, HE MPEBBIIIAIOMUN TpeX padouyux IHEH, yBeJOMIISIET B 3JEKTPOHHOM WU
NUCbMEHHOU (hopMe 00 3TOM YNOJIHOMOYEHHBIH (elnepaibHbIil OpraH HMCIOJHHUTEIBHON BIAacTH. DTH
CPOKH HE BKJIIOYAIOTCS B CPOK IPOBECHUS JaHHOM SKCIIEPTU3BI.

7. JOKyMEHTBI, IOCTYIIUBILKE B DKCIEPTHOE YUPEKICHUE IS IIPOBEACHUS DKCIIEPTU3bI KaueCTBa
yKa3aHHOH B YacTtu | HacTosmiel craTbM (QapMaleBTUYeCKOH CyOCTaHIUH, TOAJIEKAT BO3BPATy B
YIOJHOMOYEHHBIA (hefiepalibHbIii OpraH HMCIOJHUTEIBHON BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU IO
pe3yabpTaTaM IIPOBEACHHON SKCIIEPTU3BL.

8. B cpok, He NpeBBIIAIOIIUN MATH paboyux AHEW CO JHS IMOJNYyYEHHs 3aKIIOYEHUS KOMHCCUHU
DKCIEPTOB IO pe3yibTaTaM »J3KCIEPTU3bl KayecTBa YKa3aHHOM B dYacTW | HacTosed CTaTbu
(dapmarieBTUYeCKOi CyOCTaHIIMH, YITOTHOMOUYEHHBIH (peepanbHblii OpraH UCTIOIHUTELHON BIACTH:

1) ocyiecTBIsIET OLEHKY TAaKOTO 3aKIIOYEHHs Ui ONPEACIICHUSI €ro COOTBETCTBUS 3aJaHMIO HA
IIPOBEICHNUE NAHHOW DKCIIEPTU3BI,

2) DpUHMMaeT peUIeHHWE O BKJIYEHMHM YKa3aHHOM B dYacTh | HacTosued CTaTbu
dapmarieBTHYeCKOl CyOCTaHIIMM B TOCYIApPCTBEHHBINH PEECTp JEKAPCTBEHHBIX CPEICTB WM peIIeHue 00
OTKa3€ B TAKOM BKJIIOYCHUU;

Hudopmanus o6 usmenenusx: IIyukm 3 uzmenen ¢ 28 dexabps 2019 e. - Dedepanvubiii 3akon om 27
oexaops 2019 2. N 462-D3
Cm. npedvloywyio peoaxkyuro

3) BHOCHUT MpU TPUHATHH PEHICHWS O BKIIOYCHHHM YKAa3aHHOW B YacTH | HACTOAIMIEH CTaTbh
dapmaneBTUYECKOM CyOCTaHIIMK B TOCYAapCTBEHHBINA PeecTp JIEKApCTBEHHBIX CPEJCTB MPETyCMOTPEHHYIO
yacTelo 2 crtathu 33 Hacrosmiero denepasibHOrO 3akoHa HH(OpMAIMIO W yBeAOMIIIET 00 3TOM B
3JICKTPOHHOW WUJIM TMCbMEHHOU (popMme 3asiBUTEIS.

HNudopmanus 06 nuamenennsx: Yacmo 9 usmenena c 15 urona 2018 2. - @edepanvhviii 3ak0n om 4 uioHs
2018 2. N 140-D3
Cm. npedvloywyto pedakyuio

9. OcHoBanueM i OTKa3a BO BKJIIOYEHHHM YyKa3aHHOM B yactu |  Hacrosmiei
CTaTh¥l (papMareBTUIECKONW CyOCTaHIIMU B TOCYJAPCTBEHHBIN peecTp JIGKAPCTBEHHBIX CPEICTB SBISETCS
3aKJIFOYEHHUE COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (peepalbHOTO OpraHa HMCIOTHHUTEIHHOW BIACTH O
TOM, YTO Ka4eCTBO (papMaIleBTUUECKON CyOCTaHIIMH HE TIOTBEPKICHO MOTyYCHHBIMH JaHHBIMHU.

Hudopmanus o6 usmenenusx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 34
Hacmosweeo Dedepanvrozo 3axona donoanena yacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

10. He nomyckaercsi BKJIIOYEHHE B TOCYJAapCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEACTB OJHOM
dapmanieBTUYECKON CyOCTaHIIMK, MPOM3BEACHHON JI peaju3alii U BBITYCKAa€MOW OJHUM U TEM XKe
IIPOU3BOJUTENEM, B BUJIE ABYX U O0Jiee peecTPOBBIX 3alHCEH.

Hudopmanus 06 usmenenusx: Pedepanrvuvim 3axonom om 22 dexabps 2014 o. N 429-D3 cmamvs 34
Hacmosawezo Dedepanrvhozo 3axkoHa 0onoanena yacmoio 11, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

11. BHecenne u3MeHeHUH B JOKYMEHTHI Ha (hapMaleBTHUECKYIO CyOCTaHIUIO, TPOU3BEACHHYIO IS
peanu3ali M BKJIIOYEHHYIO B T'OCYJAapCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPEICTB, OCYLIECTBIISETCS B
nopsiike, ycraHoBieHHOM crtatbasMu 30 u 31 Hacrosimero @enepaqbHOro 3aKoHa, € YIJIATOU
rOCyJIapCTBEHHOW MOILUIMHBI, ITPELYCMOTPEHHOM 3aKOHO1AaTeNIbcTBOM Poccuiickorn denepanu 0 Hajgorax
u coopax.

Hudopmanus o6 usmenenusx: Pedepanrvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 34
Hacmosweco DedepanbHozo 3aKoHa 0onoanena yacmoio 12, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

12. Jlommyckaercs obparnieHue dapMareBTHIECKUX CyOCTaHIIMM, TPOU3BECHHBIX IS peanu3allnH,
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B TEUEHHE CTAa BOCBMHUECATU IHEU N0 U TOCIE MPUHATHS YIMOJTHOMOUYEHHBIM (erepaabHbIM OpPraHoOM
UCTIOJIHUTENIHOW BJIACTH DEUICHHWS O BHECEHMHM HM3MEHEHUH B JIOKYMEHTHl Ha (hapMaleBTHUECKYIO
CyOCTaHIIMIO, TPOW3BEIACHHYIO JJs peaJd3alid M BKJIIOUYEHHYI0O B TOCYJapCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEICTB.

Nudopmarus 06 msmenenusx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 34
Hacmosweco DedepanbHozo 3aKoHa 0onoanena yacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

13. Pemenne 00 WCKIIOUEHWH W3 TOCYJAPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB
dapmainieBTUYECKON CcyOCTaHLMM, MPOU3BEICHHOW Ui peald3aliy, MPUHUMAETCS YHIOJTHOMOYEHHBIM
denepanbHBIM OPTaHOM HCIIOHUTEILHON BJIACTH B CIyYae:

1) nmpeactaBieHUss ~ COOTBETCTBYIOLIMM  YIOJTHOMOYEHHBIM  (efiepalbHbIM  OpPraHoM
UCIIOJTHUTENIbHOM BIACTH 3aKIIOYEHHS] O PUCKE WM 00 Yrpo3e *U3HU WU 30pOBBIO YeJIoBeKa JHO0
YKUBOTHOT'O IIPH HUCIIOJIb30BAHUH JIEKAPCTBEHHOTO CPEJICTBA;

2) mogauu pa3pabOTYUKOM JIEKAPCTBEHHOI'O CPEJCTBA WM MPOU3BOAMUTEIEM JIEKapCTBEHHOIO
cpelcTBa JUOO0 YHNOJHOMOYEHHBIM UMHU JIPYTMM IOPUIWYECKUM JIUIOM 3asBIICHUS 00 HCKIIOYEHUH U3
rOCy/IapCTBEHHOI'O peecTpa JEKAPCTBEHHBIX CPEICTB (papManeBTUUECKOW CyOCTaHLIMU, MPOU3BEACHHOMN
JUISL peanu3aluy;

3) oTcyTcTBUs (hapMalleBTHUECKOM CyOCTaHIIUU, TPOU3BEICHHON MIJIsl peanun3alyu, B 0OpanieHuu B
Poccuiickoii @enepanuu B TEUCHUE TPEX U O0JIEe JIET.

I'APAHT: CwM. kommeHTapuu K ctatbe 34 Hactosuiero denepanbHoro 3akoHa

Cratbs 35. YrpaTtmia cuiy ¢ 1 uronst 2015 r.

WNudopmanus 06 uzmenenusx: Cu. mexcm cmamou 35

Nudopmanus 06 mamenenusx: Cmamos 36 usmenena ¢ 1 mapma 2020 . - Dedepanvubviii 3akon om 27
oexabps 2019 2. N 475-D3
Cm. npedvloywyto pedakyuio

Crarbs 36. OOxanoBaHue pelieHuss 00 OTKa3e B BblAaYe pas3pelIeHUs] Ha IPOBEICHHE
KJIMHUYECKOTO HCCIIEeIOBaHMsl JIEKAPCTBEHHOI'O TpernapaTa, pemieHuss o0 oOTkaze B
TrOCYJapCTBEHHON PETUCTpALU JIEKAPCTBEHHOI'O IIperapara, 3aKIIOYCHHs KOMHUCCUU
JKCIIEPTOB HKCIIEPTHOTO YUPEXKACHUS WIN 3aKII0YEHUS COBETA 10 TUKE

Pemienne cOOTBETCTBYIOLIETO YIIOJIHOMOUYEHHOTO (pelepajIbHOr0 OpraHa MCHOJHUTEIBHON BIIACTH

00 OTkaze B BbIJaU€ paspelieHHs Ha NPOBEIEHHE KIMHHUYECKOTO MWCCIIEOBAHUS JIEKAPCTBEHHOTO
npenapara, peleHHe YKa3aHHOTO (elepalbHOr0 OpraHa HCIOJHUTENPHOW BJIacTH 00 OTKaze B
TrOCYJapCTBEHHOM PpErucTpalyy JICKapCTBEHHOIO IIpenapara, 3akiIIOYEeHHEe KOMHMCCHUH JKCIIEPTOB
HKCHEPTHOTO YUYPEXKICHHUs] WIM 3aKIIOYCHHE COBETa 0 3TUKE MOXKET OBITh 00KaJOBaHO B MOPSJKE,
YCTAaHOBJIEHHOM 3aKoHojaTenbcTBOM Poccuiickoit denepanunu. 3axio4eHHE KOMHUCCHUM JKCIEPTOB
DKCIIEPTHOTO YYPEKIACHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IIPENapaToB Uil MEJULUHCKOIO
NpUMEHEHHUsI MO0 O TOM, YTO JIGKAPCTBEHHBIN INperapar sl MeIUIIMHCKOTO NMPUMEHEHHs HE SBIISETCS
B3aMMO3aMEHSAEMBbIM, MOXET OBITh O00KaJIOBaHO Jep)KaTeleM WM BIAAEIbIEM PETUCTPALIHOHHOTO
yIOCTOBEPEHHsI JIEKAPCTBEHHOT'O Iperapara B YIOJHOMOUYEHHBIH (enepanbHblii OpraH HCIOJHUTEIBHON
BJIACTH, KOTOPBIH MPHUBIEKAET K PACCMOTPEHUIO YKAa3aHHOW >KajoO0bl MOABEIOMCTBEHHBIC €My Hay4HbIE
OpraHu3ali ¥ 00pa3oBaTeNbHbIC OPraHNU3ALMHU BBICIIET0 00pa30BaHMs, OCYIIECTBISIIOIINE 1EATEIEHOCTh
B cdepe oOpamieHus JEKApCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMHCCHHM OJKCIEPTOB HKCHEPTHOTO
yUpexkaAeHus, 0OPMIIEHHOE 110 UTOT'aM MEePecMOTpa 00KaTOBAaHHOTO 3aKIIIOYCHHUS SKCIIEPTa, MOXKET OBITh
OCIIOPEHO JAEprKaTeIeM WIH BIIAJEIbLEM PErUCTPALIMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOIO Iperapara
a100 YMOJTHOMOYEHHBIM HMMH JIMIIOM B TMOPSAKE, YCTAaHOBJIEHHOM 3aKOHOJATeIhCTBOM Poccuiickoii
Oeneparun. [lpu o6xkanoBaHUM pelIeHUs YIOJIHOMOYEHHOTO (elepaabHOro OpraHa HCIOJHUTEIbHON
BJIACTH, 3aKJIIOYEHUS DKCIIEPTa WM KOMUCCUU HKCIIEPTOB DKCIEPTHOIO YUPEKIACHUS, 3aKI0YEHUS COBETA
10 3TUKE JIepXKaTedb WIN BIaJeJell PErUCTPAIMOHHOIO YIOCTOBEPEHHUS JIEKAapCTBEHHOTO TpenapaTa JInbo
YIIOJIJHOMOYEHHOE MMM JIMLO BIIPaBE MPEICTABUTh PE3YJIbTAThI SKCIEPTU3BI JIEKAPCTBEHHOIO Iperapara,
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MPOTOKONBI  TOJTYYCHHBIX  AKKPEAUTOBAHHBIMU  HCHBITATENLHBIME  JIaOopaTopusiMu  (LIEHTpaMu)
pe3yJIbTaTOB UCCIEIOBAHUM, UCTIBITAHUMN.

I'APAHT: CMm. koMMeHTapuu K ctatbe 36 HacTosmero denepaibHOro 3aKk0Ha

Crarbn 37. Undopmamus, cBs3aHHAs C OCYIICCTBICHHEM TOCYJApPCTBEHHON pPErHCTpaIUH
JICKapCTBEHHBIX TpenaparoB, WHGOpMalUs O 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npernaparax U JIEKapCTBEHHBIX MpernapaTax, UCKIOYEHHBIX U3 TOCYIapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJICTB

Nudopmanus 06 msmenenusix: Yacmo | usmenena c 13 aszycma 2019 2. - Pedepanvubviti 3akon om 2
aszycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

1. CoOTBEeTCTBYIOIIMK YHNOJHOMOYECHHBIH (hefepalbHblii  OpraH HCIOJHUTENBHOW — BIAcTH
pasmemaer Ha cBoeM oduuuanbHoM caiite B cetu "HMHTepHer" wuHpOpManMio, CBS3aHHYIO C
OCYIIECTBJIEHUEM T'OCYAAPCTBEHHOW PpETUCTpAllMy JIEKApCTBEHHBIX IIpernapaToB, B TOM 4YHCIIE
NPOBEICHUEM SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB (BKIIIOYAs pe3yIbTaThl €€ MPOBEACHHS), HHPOPMAIIUIO
0 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpenaparax M JIEKAPCTBEHHBIX Ipenaparax, UCKIIOYEHHBIX W3
rOCyJJapCTBEHHOT'O peecTpa JEKapCTBEHHBIX CPECTB, HE MO3HEE YeM depe3 MATh padouux AHEW CO JAHA
NOJYYEeHUsI YNOJHOMOYEHHBIM (pefiepabHbIM OpPraHOM HCIIOJIHUTENBHOW BJIAcTH COOTBETCTBYIOLICH
UH(pOpMaLIUH.

Hudopmanus o6 usmenenusx: Pedepanrvnvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmov 2
cmamou 37 Hacmosiyeco PedepanbHo20 3aKOHA GHECEeHbl U3MeHeHus, ecmynarowue ¢ cuny ¢ 1 uwns
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. Cpoku W TOPSAOK pa3MElIeHUs yKa3aHHOWM B dYacTH | HacTosmied cTaTbd HHQPOpMaIUH
YCTaHABIMBAIOTCS YIOJHOMOYECHHBIM (efepalibHBIM OpPraHOM HCIIOJIHUTENIbHOW Biactu. MHbopmarms,
yKa3aHHas B 4acTH | HACTOAIMIEH CTAaThH, SBISAETCS OTKPBITOM M OOIIECTOCTYITHONW M TPEIOCTaBISETCS
3aMHTEPECOBAHHBIM JIMI]AM B COOTBETCTBHHM C 3aKOHOAATENLCTBOM Pocculickoit @enepanuu.

I'APAHT: CwM. xommeHTapuu K ctatbe 37 Hactosuiero denepanbHoro 3akoHa

I'masa 7. KninHn4eckue uccjieJ0BaHUA JEKAPCTBEHHBIX MPENapaToB 1 MeIMIHMHCKOI0
NpUMEeHeHUs, I0T0BOP 00 UX NMPOBe/IEHUH, PABA NALHEHTOB, YYACTBYIOIIMX B ITHX HCCJIeJOBAHUSAX

Crarba 38. KimHnueckue uccienoBaHUs JIEKapCTBEHHBIX MPENaparoB Uil MEIULUHCKOIO
IPUMEHEHUS

Hudopmanus o6 usmenenusx: Pedepanvnvim sakonom om 22 oexabps 2014 2. N 429-D3 6 uacmo 1
cmamou 38 Hacmosiyeco PedepanvbHoO20 3aKOHA GHECEeHbl U3MeHeHus, ecmynarwue ¢ cuny ¢ 1 uwns
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. Knunuyeckue ucciaenoBaHus JEKapCTBEHHBIX MPENapaTroB Il MEAUIIMHCKOTO MPUMEHEHUSs, B
TOM YHUCJIE MEXIyHapOAHbIE MHOTOIICHTPOBbIE, MHOTOLICHTPOBbIE, MIOCTPETUCTPALIMOHHBIE, IPOBOJSATCS B
OJIHOM WM HECKOJbKMX MEIUIMHCKUX OpraHu3alusX B COOTBETCTBUM C MpaBUJIaMH HaJJexaleit
KJIMHUYECKON MPaKTHKH, YTBEP)KICHHBIMU YIOJHOMOYEHHBIM (peiepaqbHbIM OpraHOM HCHOJIHHUTEIbHOU
BJIACTH, COOTBETCTBEHHO B CJIEIYIONINX LENISX:

1) ycraHoBieHHe 0€30MaCHOCTH JIEKApPCTBEHHBIX MpEnaparoB Ui 370POBBIX JOOPOBOJIBLEB U
(WIM) TEepPEeHOCMMOCTH HX 3I0POBBIMH J0OpPOBOJIBLIAMH, 33 MCKJIIOUEHHEM TaKHUX HCCIIeI0BaHUM
JIEKapCTBEHHBIX MPEMapaToB, MPOU3BEACHHBIX 3a NpeaenamMu Poccuiickont denepannu;

2) noa0op ONTHUMANBHBIX JTO3UPOBOK JIEKAPCTBEHHOT'O IpernapaTa 1 Kypca JIeUeHHs! 1711 allieHTOB
C OIpeneseHHbIM 3a00JIeBaHUEM, OINTUMANbHBIX JI03 M CXEM BaKIMHAIIMM HMMYHOOHOJIOTMYECKUMU
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JIEKapCTBEHHBIMHU IperapaTaMy 310pPOBBIX JOOPOBOJIBIICB;

3) ycTaHoBieHHE OE€30MIaCHOCTH JICKApPCTBEHHOTO Mpernapara u ero 3(p(GeKTUBHOCTH Il TALUEHTOB
C ONpeAeleHHbIM 3a0oJjeBaHHMEM, MNPOPUIAKTUYECKOH 3(PPEKTUBHOCTH HMMYHOOMOJOTHUECKUX
JIEKapCTBEHHBIX MPENapaToB /Ui 30POBLIX JOOPOBOJIBLIEB;

4) wu3ydyeHHe BO3MOXKHOCTH pACIIMPEHUS TOKA3aHUW JUII METUIMHCKOTO NPUMEHEHUS H
BBISIBJICHHSI paHEee HEM3BECTHBIX OOOYHBIX JCHCTBUI 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMAapaToB.

2. B OTHOWIEHMHM BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX NPENapaToB Uil MEIUIIMHCKOTO
NPUMEHEHUsI  TPOBOAATCS  MCCIEJOBAHUS ~ OMOPKBUBAJICHTHOCTH W (WIHM)  TepameBTHYECKOU
SKBUBAJIEHTHOCTH B  TOPSJKE, YCTAaHOBJICHHOM  YIIOJHOMOYEHHBIM  (elepalbHbIM  OpPraHoM
UCTIOJIHUTENILHON BJIACTH.

3. OpraHuzanuio TNPOBEACHHUS KIMHUYECKUX HCCIEI0BAaHUN JIEKapCTBEHHOIO Ipernapara Jyis
MEIUIIUHCKOTO IPUMEHEHUS BIPABE OCYIECTBISATh:

1) pa3pa®oTuMK JIeKapCTBEHHOT'O IpenapaTa WiH yIOJIHOMOYEHHOE UM JIUIIO;

Hudopmanus 06 usmenenusx: Pedepanvrvim zakonom om 2 utona 2013 . N 185-D3 nynkm 2 yacmu 3
cmamou 38 Hacmoswe2o PedepanbHo20 3aKOHA UNIONCEH 8 HOBOU pedarkyuu, ecmynarouei 6 cuy ¢ 1
cenmsops 2013 e.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

2) oOpa3oBaTelnbHBIE OpPraHWU3allMM BBICIIETO OOpa30BaHUS, OPraHW3AHMU JOTIOJHUTEIHLHOTO
npoeCCHOHATBHOTO 00pa30BaHus;
3) Hay4HO-UCCIIEIOBATEIILCKUE OpPTraHU3aIINH.

Hudopmanus o6 usmenenusx: Pedepanrvnvim 3axkonom om 13 uions 2015 e. N 241-D3 6 uacme 4
cmamou 38 Hacmoswezo PedepanbHo20 3aKOHA BHECEeHbl USMEHEHUS
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

4. KnuHU4YecKHe HCCIEN0BaHMUs JIEKaPCTBEHHOI'O Ipenapara A MEIUIUHCKOTO INPUMEHEHUsS
IIPOBOJATCA HAa OCHOBAHUM PA3PELICHUs HA MPOBEACHUE KIMHUYECKOTIO HCCIENOBAHMS JIEKAPCTBEHHOI'O
npenapara, BBIJAHHOTO  YHOJHOMOYEHHBIM  (eiepalibHBIM  OpPraHOM  HCIOJHHUTEIBHON  BIIACTH.
YHoIHOMOYEHHBIH (eepanbHblii OpraH UCHOJHUTEIBHOM BIACTH BEIET PEECTP BBLAAHHBIX pa3pellieHHH
Ha MPOBEACHUE KIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHOI'O IIperapara, CoACpKaluil yKa3aHue Ha UX
L[€JIb WIH LI€JIU, B YCTAHOBJICHHOM 3TUM OPraHOM IOpPSIIKE.

5. VYrpatuna cuny c 1 urons 2015 r.

Wudopmanus 06 usmenenusx: Cu. mexcm wacmu 5 cmamou 38

6. K opranmsanuu mnpoBeleHUs KIMHUYECKUX HCCIEAOBAHUN JIEKapCTBEHHOIO IperapaTa s
MEAMIIMHCKOTO TNPUMEHEHHUs pPa3pabOTYMKOM JIEKAPCTBEHHOIO TMpernapara MOTYT IPHUBJIEKaThCS
IOPUIMYECKUE JIUIA JII000H OpraHU3alMOHHO-TIPAaBOBOM (hOPMBI IPU YCIOBUU 00ECTIEYEHHS] COOTBETCTBHS
9THUX HCCIeI0BaHUI TpeboBaHUsAM HacToslero denepalbHOTO 3aKOHA.

7. KnuHudeckue HccleOBaHUS JIEKAPCTBEHHBIX MPENnaparoB Ui MEIUIUHCKOTO NpPUMEHEHUs
OPOBOASTCS B MEIUIUHCKUX OpraHU3alusiX, aKKpPEIUTOBAHHBIX YIOJIHOMOYEHHBIM (enepalbHbIM
OpraHoM MCIOJIHUTEIBHOM BJIACTH B OpPsiAKE, ycTaHOBIEHHOM [IpaButensctBoM Poccutickoit @eneparumu.

IF'APAHT: C 1 sauBaps 2021 r. akkpeautanus MEAMLIMHCKMX OpTraHM3allMd Ha IpPaBO IPOBENEHUS
KJIIMHUYECKHUX UCCIIEI0BaHUM JIEKAPCTBEHHBIX MPENapaToB 1l MEAULIMHCKOTO IPUMEHEHUS] OTMEHEHA

8. IlepeyeHp MEAMLIMHCKMX OpraHM3alMii, HMEIOLUMX NPaBO MPOBOJUTH KIMHUUYECKHE
UCCJIEIOBAHMsI JIEKApPCTBEHHBIX IpEenaparoB Uil MEAWLMHCKOIO NPUMEHEHHUS, U PEeCTp BBIJAHHBIX
pa3pelieHnii  Ha  NPOBEJEHUE  KIMHUYECKMX  MCCIEAOBAHMH  JIEKAPCTBEHHBIX  IIpErapaToB
OIyOJIMKOBBIBAIOTCS U Pa3MELIAIOTCS YIIOJIHOMOYEHHBIM (pe/iepaIbHbBIM OPraHOM HCIIOJIHUTENIFHON BIIACTH
B YCTaHOBJICHHOM UM TOPSJIKE Ha CBOEM OQHIIMAIBHOM caiiTe B ceTH "MHTepHeT".

I'APAHT: CMm. koMMeHTapuu K ctatbe 38 HacTosmero denepaibHOro 3ak0Ha

Nudopmarus 00 usmenenusx: Pedepanvuvim 3axonom om 22 dexabpa 2014 2. N 429-D3 cmamus 39
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Crarbsa 39. PemieHue o npoBeleHNN KIMHUYECKOIO MCCIIENOBAHUS JIEKAPCTBEHHOIO INpernapara
JUISL MEJUIIUHCKOTO IIPUMEHEHUS

1. KnuHuueckoe wucciaenoBaHue JIEKAPCTBEHHOI'O Ipenapara il MEAWLHMHCKOIO IPUMEHEHUs
IIPOBOJIUTCA HAa OCHOBAHMM pa3pelICHUs Ha NPOBEACHUE KIMHUYECKOIO HCCIEAOBAHMS JIEKAPCTBEHHOIO
npenapara, BBIJAHHOTO YIOJHOMOYEHHBIM (elepajbHbIM OpraHOM HCHOJHHUTENIBHOM BIACTH IO
pe3yibpTaTaM SKCIEPTU3bl JOKYMEHTOB, HEOOXOAMMBIX JJIsl TOJyYEHHs pa3pelleHUs] Ha MpPOBEICHUE
KJIIMHAYECKOI'0 MCCIIEOBAHUs JIEKAPCTBEHHOIO IIperapaTa ¥ S TUYECKOM SKCIIEPTU3BI.

2. Jlns mosrydeHusl pa3pellieHus] Ha IMPOBEJIECHUE KIMHUYECKOI'O HMCCIEAOBAaHUS JIEKAPCTBEHHOIO
npenapara Jyuisi MEIUIIMHCKOTO MPUMEHEHUs 3asiBUTENb MPEJCTABISACT B YIOJTHOMOUYSHHBIH (enepanbHbIit
OpraH UCIIOJHUTEIILHON BIIACTH:

1) 3asBieHne O BblJAYE pa3pelIeHUs Ha [POBEACHHE KIMHUYECKOTO  MCCIEIOBAHUSA
JIEKapCTBEHHOIO IIpernapara il MEAULMHCKOTO IPUMEHEHNS,

Nudopmanus 06 usmenenusx: IIyukm 2 usmenen c 1 amsapsa 2021 e. - Dedepanvubviii 3akon om 27
oexaops 2019 . N 478-D3
Cm. npedvloywyio peoaxkyuro

2) KONHMH JOKYMEHTOB, MOJATBEPKIAIONIMX YIUIATy TOCYAapCTBEHHOW MONUIMHBI 32 TPOBEICHHE
STHYECKOW DKCTIEPTH3bl, SKCIEPTHU3bl JTOKYMEHTOB Ha JIGKAPCTBEHHBIM Npenapar Uil MOJydYeHHS
paspenicHuss Ha TMPOBEJCHHE KIMHUYECKOTO WCCICIOBaHHS JIEKAPCTBEHHOTO Mperapara  JUls
MEIUIIUHCKOTO TPUMEHCHHUs, 32 BbIAAady pa3pelieHHss Ha TMPOBEICHHE KIMHUYCCKOTO WCCIIEIOBAHHS
JICKapCTBEHHOTO Mperapara JUisi MEAUIIUHCKOTO MPUMEHEHHSI, 32 MPOBEJICHUE IKCIIEPTH3BI JOKYMEHTOB Ha
JCKapCTBEHHBIM  TIpenapaT Ui [OJNydeHHsl pa3pelieHuss Ha TPOBEACHHE  MEXIYHAPOIHOTO
MHOTOIEHTPOBOTO KJIMHUYECKOTO HCCIICOBAaHUS JICKAPCTBEHHOTO Tpernapara il MEIUITMHCKOTO
NPUMEHEHHS, 32 BbIIady pa3pelieHus Ha IPOBEICHUE MEKIYHAPOTHOTO MHOTOIIEHTPOBOTO KIMHUYECKOTO
UCCIICIOBaHMS JIEKAPCTBEHHOTO Tperapara JUisi MEIUIIMHCKOTO MPUMEHEHHS, 32 POBEICHUE ITUICCKON
AKCHEPTHU3bI, IKCIEPTH3Bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Iperapar s MOJIyYeHHs] pa3pelieHus Ha
NPOBEICHUE IMOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO WCCIICIOBAHUS JIEKAPCTBEHHOTO TIpenapara Juis
MEIUIIMHCKOTO TPUMEHEHHMs, 32 BbIAa4y pas3pelieHuss Ha TPOBENEHHE IOCTPETUCTPAIIMOHHOTO
KJIMHUYECKOTO MCCIIEIOBAHMS JICKAPCTBEHHOTO Mperapara JAJisi MEIUIIHHCKOTO TIPUMEHEHUS;

3) MPOTOKOJ KIMHUYECKOTO WCCIICAOBAHUS JICKAPCTBEHHOTO TMpernapara il MEIUIIHHCKOTO
PUMEHCHUS;

4) OpoIIopy UCCIIeI0BaTEIs;

5) uHpOpPMaIMOHHBIH JIMCTOK MAIIUEHTA;

6) cBemeHuss 00 ombITe pabOTHI MCCIeNIOBaTENeH MO COOTBETCTBYIOIIMM CIHEIHATBHOCTSIM M HMX
OTIBITE PAOOTHI MO MPOBEICHHUIO KIIMHIUUECKUX HUCCIICAOBAHMIA,

7) cBemeHUS O MEAMIMHCKUX OpraHU3alMsX, B KOTOPBIX MpEIIojiaraeTcs IMPOBEICHUE
KJIMHUYECKOTO HCCIICOBAaHUS JIEKAPCTBEHHOTO Mperapara Uil MEAWIWHCKOTO NMPUMEHEHUs (TIOJIHOE H
COKpAIlleCHHOE HAaMMEHOBAHWS, OpraHU3aIllMOHHO-TIpaBOBas (opMa, MECTO HaXOXKICHHS ¢ MECTO
OCYIIECTBIICHUS JCATEIBHOCTH, TenedoH, Tenedakc, aapec MEKTPOHHOW MOYTHI KaKIOW METUIIMHCKON
OpraHU3aINH ),

8) cBeeHHMS O TPEANONIaraeMbIX CpPOKax TNPOBENCHHUS  KIMHUYECKOTO  HCCIICOBAaHUS
JICKApCTBEHHOTO Tperapara ik MEAUITUHCKOTO IPUMEHEHHUS;

9) xomui0 JOTOBOpa 00S3aTEIHHOTO CTPAXOBAHHS, 3aKIFOYEHHOTO B COOTBETCTBUU C THUIIOBBIMH
npaBWIaMyd O0S3aTENFHOTO CTPaxOBaHWs, C yKa3aHHEM TMPENEIbHON YHCICHHOCTH MAIlMEeHTOB,
YYaCTBYIOIIMX B KIMHHUYECKOM WCCICIOBAaHMM JIEKAPCTBEHHOTO TMpemapara Juisi MEIUIUHCKOTO
PUMEHCHUS;

10) napOpManHIO 0 cOCTaBe JIEKAPCTBEHHOTO Npenapata Uit MEAUIUHCKOTO IPUMEHECHHUS;

11) DOKyMEHT, COCTaBJICHHBIA MPOM3BOJUTEIEM JICKAPCTBCHHOTO Tpernapara JUisi MEIUIIHTHCKOTO
NPUMEHEHUST W COJIECPKAIIMK TIOKa3aTenu (XapakTepUCTHKH), a TaKKe CBEACHUS O JIEKapCTBEHHOM
npenapare Uil MEAWIUHCKOTO TPUMEHEHUS, TPOHM3BEACHHOM JUISI TIPOBEICHHS KIMHUYECKHX
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HCCIIeIOBAHUIM;

Nudopmanus 06 mamenenusx: [lyukm 12 usmenen ¢ I sansaps 2021 2. - @edepanvhuiii 3akon om 27
oexaops 2019 2. N 478-D3
Cm. npedvloywyo peoaxkyuro

12) cBeneHust o0 mare MPEIOCTaBICHUS U PETUCTPAIMOHHOM HOMEPE JIMIICH3WW Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPENICTB B Cllydae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOT'O IperapaTa OCYIIECTBISETCS B
Poccuiickoii ®Denepanuu, WIM CBEICHHUS O JaT€ TMPEJOCTaBICHHS M PErMCTPAllMOHHOM HOMeEpe
3aKJTIOYEHUSI O COOTBETCTBUU TPOU3ZBOAMTEINS JIEKAPCTBEHHOI'O IIpemapara TpPeOOBaHUSM IPaBUI
HaJUIeKaIEed MPOW3BOJACTBEHHON TMPAKTHKH, MPEIOCTABICHHOTO YIOJTHOMOYEHHBIM OPraHOM CTpPaHbI
MIPOU3BOAMUTEIIS JIEKAPCTBEHHOTO Tperapara.

HNudopmanus 06 usmenenusx: Cmamovs 39 donoanena wacmoio 2.1 ¢ 1 ausaps 2021 2. - @edepanvhuiii
3axon om 27 dexabops 2019 2. N 478-D3

2.1. B cmyuae HempeAcTaBleHUs C 3asABICHUEM O BbIJAYe pa3pellleHUus Ha IMPOBEACHUE
KJIMHUYECKOI'0 MCCIIEA0BaHUs JEKaPCTBEHHOIO INpenapaTa AJil MEJULMHCKOrO NPUMEHEHHUs TOKyMEHTOB
(cBeneHui), MOATBEPXKAAIOLIUX YIUIATYy TOCYJAapCTBEHHOM IMOLIJIMHBI M YKa3aHHBIX B ITyHKTE 2 4acTH 2
HACTOSIILIEH CTaTbu, a TaKXe BBIAABAEMBIX (TPEAOCTABISEMBIX) YIOJIHOMOYEHHBIMU (herepanbHbIMU
OpraHaMH UCIIOJIHUTENBHOM BJIACTH TOKYMEHTOB (CBEACHUI), YKa3aHHBIX B IyHKTE 12 yacTu 2 HacToAILEn
CTaThbu, YIOJHOMOYEHHBIA (eepanbHblii OpraH HCHOJIHUTENBHOM BIACTH 3alpaliuBacT yKa3aHHbIC
JIOKYMEHTBI (CBE/ICHUS) B IOPS/IKE MEXBEIOMCTBEHHOT'O HH(POPMAITMOHHOTO B3aUMO/ICHCTBHSI.

3. B cpok, He mpeBbIMAIOIINN IATH pabodnx JTHEH cO JAHSA MPUHATHS YKa3aHHOTO B IMyHKTE | 4acTH
2 Hacrosmell cTaTbM 3asBJICHUS M HEOOXOIMUMBIX JIOKYMEHTOB, YIIOJHOMOYCHHBINH (enepaibHbIil opraH
VCIIOJTHUTENIBHOM BIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI U TOCTOBEPHOCTH CBEJIECHUM, COAEPKAILNXCS B IIPEICTaBICHHbIX
3asiBUTENIEM JTOKYMEHTAX;

2) IpUHUMAET PELIEHUE O IPOBEICHUM KCIEPTU3bl JOKYMEHTOB JJIs MOJIyYEHHUS Pa3pelIeHUs] Ha
IIPOBEJCHUE KIMHUYECKOTO UCCIIEJOBAHNS JIEKAPCTBEHHOIO IIpenapaTa A1 MEAULIMHCKOIO IPUMEHEHUS U
TUYECKOMN SKCTIEPTU3BI MU 00 OTKa3e B MPOBEJACHNUN YKAa3aHHBIX 3KCIIEPTHU3;

3) yBemomisieT B DJEKTPOHHOH ¢opme MiaM Ha OyMa)KHOM HOCHTENE 3asBUTENS O MPUHITOM
pereHnn 100 B Cilydae MPUHATHS PELICHUs 00 0TKa3e TaKKe C yKa3aHUEeM MPUYHH TaKOTo 0TKAa3a,

4) MoOAroTaBIMBAaET W HANpPABIAET B DKCIEPTHOE YUYPEKIACHHE M COBET IO 3TUKE 3a/JaHue Ha
IPOBEIECHUE COOTBETCTBYIOIINX IKCIEPTHU3.

4. B cny4ae BBISBICHHS HETOJHOTHI W (WJIM) HEJOCTOBEPHOCTH MH(OpPMAILMHU, COAEpIKaIIencs B
NPECTABICHHBIX 3asBUTENEM JIOKYMEHTaX, YIOJHOMOUYCHHBIN (enepanbHblii OpraH HMCIOJHUTEIbHON
BJIACTH HAIPABIISAET 3asABUTEIIO 3alPOC 00 YTOYHEHMH YKa3aHHOW mHpopmanuu. J[aHHBINA 3alpoc MOXKET
OBITH TIepe/iaH YIOJIHOMOYEHHOMY MPEICTABUTENIO 3asBUTENIS JIMYHO MO/ PACIHCKY, HallpaBlieH MO 1MoYTe
3aKa3HbIM [MMCHMOM WJIM TIEpE/iaH B 3JEKTPOHHOM (hopMe MO TeIeKOMMYHHUKALMOHHBIM KaHajlaM CBsi3u. B
cllydae HaIlpaBJIEHHs JAaHHOTO 3alpoca IO IOYTE 3aKa3HbIM IHCbMOM OH CUUTAETCSl IOJYYEHHBIM II0
UCTEUCHNUHU HIECTH JTHEH C JaThl HANPaBICHMS 3aKa3HOTO MUChbMA. 3asBHUTENb OO0s3aH NMPEICTaBUTH OTBET
Ha 3aIpocC YIOJHOMOYEHHOTO (eiepaJIbHOro OpraHa UCIIOIHUTEIBHONM BIACTH B CPOK, HE MPEBBIIAIOIINI
JeBsIHOCTa pabounx AHEH co aHsA ero monmydyeHus. Cpok, yKa3aHHBIH B 4yacTH 3 HACTOSIIEH CTaThbH,
NPUOCTAHABIIMBACTCS CO THS HAIPABJICHUS 3asBUTENIO 3alIpoca YIOJIHOMOYEHHOTO (ellepalbHOro OpraHa
VCIIOJTHUTENIBHOM BJIAcTH 1O JHS IOJYyYEHUS MM COOTBETCTBYIOLIETO OTBETA M HE YUMTHIBAETCS IPHU
UCUUCIICHUN CpOKa TPUHATHUSA YIOJIHOMOYEHHBIM (peepalbHbIM OpPraHOM HCIOJIHUTEIBHOW BIAcTH
pelleHus O IIPOBEJEHUM SKCIEPTU3bl JOKYMEHTOB JUIsl IOJIy4EHHs pa3pelleHHsi Ha IMPOBEACHUE
KJIMHUYECKOI'O UCCIIEI0OBaHM JIEKAPCTBEHHOTO Mpenapara A MEAULMHCKOTO IPUMEHEHMSL.

5. OcHoBaHMEM AJI OTKa3a B IPOBEICHUM SKCIIEPTU3bl JOKYMEHTOB JUIS MOJTYYEHUs pa3peleHus
Ha TPOBEJACHHME KIMHUYECKOTO MCCIEN0BAaHUS JIEKApCTBEHHOIO Ipenapara il MEIUIIMHCKOrO
INPUMEHEHNUS U 3TUYECKON DKCIIEPTHU3BI SBISIETCS NIPEACTABIEHUE TOKYMEHTOB, IPEyCMOTPEHHBIX YaCThIO
2 HacTOAIICH CTaThH, B HEMOJIHOM 00BbeMe, HEMPEACTABICHUE 3aBUTEJIEM B YCTAHOBJICHHBIA CPOK OTBETA
Ha YyKa3aHHbII B dYacTd 4 HacTOSIIEH CTaTbu 3ampoc YHOJIHOMOYEHHOTO (QenepaJbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH JIMOO OTCYTCTBHE B NPEACTABICHHBIX JOKYMEHTaX HCUEPIBIBAIOLIETO TEPEUHs
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HeoOXxonuMol MHpOpMaLMU WM HH(QOpPMAIUMM, KOTOpas NOJDKHA OBITh OTpakeHa B HHUX, a TaKxke
OTCYTCTBUE MH(OPMAINH, MOATBEPKIAAIONIEH (aKT ymiaaThl roCy1apcTBEHHON MOLUIMHBI 3a MPOBEICHHE
TUYECKON DKCHEPTU3bl, 3KCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IpemapaTr i IOJy4YeHUus
pa3pelieHuss Ha IPOBEJIEHUE KIMHUYECKOTO HCCIIENOBAaHUS JIEKAPCTBEHHOIO Ipenapara A
MEAMIMHCKOIO IMPUMEHEHMSI, 3a BblAAUy pa3pellieHUus Ha IMPOBEACHHUE KIMHUYECKOI'O MCCIIEN0BAHUS
JIEKapCTBEHHOTI'0 IIpernapaTta Uil MEAULIMHCKOIO IPUMEHEHHS, 3@ IPOBEACHHUE SKCIIEPTU3bI TOKYMEHTOB Ha
JEKapCTBEHHBIN IpemapaT s [OJy4eHMs] pPa3pelieHusT Ha IPOBEIACHHE  MEXAYHapOIHOIO
MHOTOLIEHTPOBOI'O  KJIIMHUYECKOTO HCCJIEN0BAaHUS JIEKApCTBEHHOIO Mpenapara il MEIUIIMHCKOTO
IPUMEHEHNS, 3a BblJjauy pa3pellieHNs Ha IPOBEIECHUE MEXIyHApOAHOIO MHOTOLIEHTPOBOI'O KIIMHUYECKOTO
MCCJIEIOBAHMsI JIEKAPCTBEHHOI'O IIpenapaTa Uil MEAULUHCKOIO MPUMEHEHUS, 32 MPOBEACHUE 3TUYECKOU
AKCIEPTU3BI, DKCHEPTU3Bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IpemapaTr A IOJY4YeHHUs pa3pelleHus Ha
IIPOBEJCHUE TOCTPErMCTPALMOHHOTO KIMHUYECKOIO HCCIIEI0BaHUS JIEKAPCTBEHHOIO IIpernapaTra iUl
MEAMIMHCKOIO TPUMEHEHMs], 3a BblJauy pa3pelleHHs Ha IPOBEIEHUE MOCTPETUCTPALMOHHOTO
KJIMHUYECKOI'O UCCIIEI0BaHMS JIEKAPCTBEHHOTO Npenapara A MEAUIMHCKOTO IPUMEHEHMSL.

6. IlpoBeneHme »HKcnepTHU3bl JOKYMEHTOB Ui IIOJIy4EHMs pa3pelieHUss Ha IPOBEACHUE
KJIMHUYECKOI'0 MCCIIE0BaHMs JIEKAPCTBEHHOIO IIpenapaTa JUisl MEIULUHCKOTO IPUMEHEHUS U 3TUYECKOU
AKCIEPTU3BI, COCTABIECHUE KOMUCCUEN SKCIIEPTOB U COBETOM I10 3TUKE 3aKJIFOUEHUH O BO3MOKHOCTH WJIU
HEBO3MOKHOCTH IPOBEIEHMS TAKOTO KIMHUYECKOIO MCCIEAOBAHUSA M HANpaBICHUE ITHX 3aKIOYCHUN B
YIOJHOMOYEHHBIA (peiepanbHblii OpraH MCIOJHUTEIBHON BIIACTH OCYILECTBIISIOTCS B CpPOK, He
NPEBBIIAIOIINANA TpPUALATH pabodnx JHEH €O JHSA TMOJNyYeHHs] SKCIEPTHBIM YUPEXKICHHEM 3aaHus
YIOJIHOMOYEHHOTO (pesiepabHOr0 OpraHa HCIOJHUTEIBHONM BIACTH C MPUIIOKEHHEM JOKYMEHTOB,
ykazaHHbIX B myHkTax 3, 4, 10 m 11 yactm 2 HacToslleld CTaTbU, M COBETOM IO 3TUKE 3aJaHUS
YIOJHOMOYEHHOT0 (pesiepabHOr0 OpraHa HCIOJHUTEIBHONM BIACTH C MPUIIOKEHHEM JOKYMEHTOB,
YKa3aHHBIX B TyHKTax 3 - 6, 8 1 9 yacTu 2 HaCTOALIEH CTAaThU.

7. B cpok, He MPEeBBIMIAIONINA TATH padoUYnX JHEH CO AHA MOTYUYCHUS 3aKIIOYCHHUN, YKa3aHHBIX B
yacTu 6 HACTOSIIEH CTaThH, YIIOJTHOMOUYEHHBIH (peiepanbHbIi OpraH UCTIOIHUTEILHON BIACTH:

1) ocymiecTBiseT OLIEHKY IOCTYNMBLIMX 3aKIOYEHMH i ONPENENIEHHUS HMX COOTBETCTBHUSA
3a/laHUsAM Ha MPOBEJIECHNE COOTBETCTBYIOIINX IKCIIEPTHU3;

2) IpUHMMAET pPEUICHHE O BBIJAYE PA3PELICHUS HA IMPOBEIECHUE KIMHMUYECKOTO HCCIIECJOBAHUS
JIEKapCTBEHHOTO Npernaparta A MEAULIMHCKOrO TPUMEHEHHUS WM 00 OTKa3e B BblIade YKAa3aHHOTO
paspenieHus;

3) BBIOAET pa3pelleHUE Ha NPOBEACHUE KIMHUYECKOIO MCCIIE0BaHMsI JIEKAPCTBEHHOIO Mpernapara
JUISE MEIULIMHCKOTO MTPUMEHEHHS UJTH pelieHre 00 0TKa3e B BbJaue YKa3aHHOTO Pa3pelICHUs C YKa3aHueM
IPUYUH OTKa3a.

8. OcHOBaHMEM [yl OTKa3a B BbIJay€ pa3pelIeHUs Ha MPOBEIECHUE KIMHUYECKOIO MCCIIEN0BAHUS
JIEKapCTBEHHOI'0 IIpenapaTa A MEAUIMHCKOTO MPUMEHEHUS SBJIETCS HAJIM4YUE 3aKIIIOUYEHUS KOMHUCCUU
DKCIEPTOB WIJIM 3aKIIOYEHHS COBETa 10 JTHUKE O HEBO3MOXKHOCTH IPOBEACHUS KIMHUYECKOTO
UCCIIEIOBaHMs JIEKapCTBEHHOI'O Ipenapara s MEIUIUHCKOrO MPUMEHEHUS 10 pe3ysibTaraM
IIPOBEJEHHBIX IKCIIEPTU3, PEIYCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTAaThH.

9. Pemenne 06 oTKa3e B MPOBEACHUU SKCIEPTU3bI JOKYMEHTOB JJISl MOJYYCHUs pa3pelieHus Ha
IIPOBEJCHUE KIMHUYECKOTO MCCIIEJOBAHNS JIEKAPCTBEHHOIO IIpenapaTa A1 MEAULIMHCKOIO IPUMEHEHUS U
ATUYECKOM D3KCHEPTU3bl M B BbAAUE paA3pEIICHHUs Ha MPOBEACHHE KIMHUYECKOIO HCCIIEI0BaHUS
JIEKapCTBEHHOTO Mpernapara il MEIUIMHCKOTO MPUMEHEHHS MOXeT OBITh O00KaJoBaHO B MOPSJKE,
YCTaHOBJICHHOM 3aKoHOAaTenbcTBOM Poccuiickoit denepanuu.

I'APAHT: CwMm. koMMeHTapuu K ctatbe 39 HacTosmero denepaibHOro 3akoHa

Nudopmarus 00 usmeneHusx: Pedepanvuvim 3axkonom om 22 dexabps 2014 2. N 429-D3 nacmoswyuii
DedepanvHulil 3aKkoH donoanen cmamveti 39. 1, ecmynaroweii 6 cuny ¢ 1 utonsa 2015 2.

Cratbsa 39.1. DTuyeckas sKcnepTusa
1. DTuyeckas 3KcrepTU3a NPOBOAUTCS COBETOM I10 3TUKE, CO3JaHHBIM B MOPSIKE, YCTAHOBIECHHOM
YIOJTHOMOYEHHBIM (pelepabHBIM OPTraHOM HCIIOJHUTENBHON BIACTH, B LESIX BBIAAYM 3aKIIOYEHUS 00
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TUYECKOH OOOCHOBAHHOCTH BO3MOKHOCTH NPOBENEHUS KIMHUYECKOTO HCCIICAOBAHMS JIEKAPCTBEHHOI'O
npenapara Jyisi MEAULUHCKOTO IPUMEHEHUS.

2. DKcmepraMu COBETa IO 3THKE MOTYT OBITh MPEICTaBUTENM MEIUIIMHCKUAX OpTaHU3aIHid,
HaYYHBIX OpraHu3aluii, 00pa3oBaTeNbHBIX OpPraHU3alUui BBICIIET0 00pa30BaHUs, a TAKXKE MPEICTABUTEIN
OOIIIECTBEHHBIX OpPTraHU3aAIMM, PETUTHO3HBIX OpraHM3alUi M CpeACTB MaccoBoi mH(popmaruu. JlaHHbIe
OKCHEPTHl HE JOJDKHBI HAXOMUTHhCA B KaKOH-TMOO 3aBHCHUMOCTH OT pa3pabOTUYMKOB JIEKApCTBEHHBIX
IIPENapaToB U APYrUX JIUL, 3aMHTEPECOBAHHBIX B pE3yJIbTaTaX dTUYECKON IKCIIEPTUSBI.

3. Ommara ycioyr S3KCHEPTOB COBETa IO 3THUKE OCYILECTBISETCS HAa OCHOBAaHUM JOrOBOpA,
3aKJIFOYEHHOTO MEXKJy YMOJHOMOYEHHBIM (eiepabHbIM OPraHOM MCIOJHHUTEIBHON BIIACTH, KOTOPHIM
CO3/laH COBET II0 OJTHUKE, U DOKCIEPTOM COBETa IO JTHKE, 3a CYET OIO/KETHBIX aCCUTHOBAHUM,
IPEIYCMOTPEHHBIX YIOJTHOMOYEHHOMY (peepaibHOMY OpraHy UCIOJIHUTEIbHON BIACTH, KOTOPHIM CO3aH
COBET 10 3THKE, B (hefiepaTbHOM OIOJI’KETe Ha COOTBETCTBYIOIIUH IO/l HA 00ECIIEUeHNE ero JIeATEIbHOCTH,
B pa3Mepax, ycraHoBiaeHHBIX [IpaBurensctBoM Pocculickont @enepanyu.

4. DkcnepThl COBETa M0 3THUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBHM C 3aKOHOJATEIHLCTBOM
Poccuiickoit @enepanuu.

5. CoctaB coBeTa 10 ATHUKE, MOJIOKEHHE 00 ATOM COBETE, MOPAIOK €ro ACATEIbHOCTH, TPEOOBaHUS
K KBaIM(UKALMU M OMBITY pabOTHl MO SKCIEPTHOM OICHKE HAYYHBIX, MEIUIIMHCKUX M ITHYECKUX
aCIIeKTOB KJIIMHMYECKUX MCCIICJOBAHUN JICKAPCTBEHHBIX IIPENapaToB I MEIULMHCKOIO NPUMEHEHMUS,
IPEABABIISIEMBIE K DKCIEPTAM COBETa II0 JTUKE, IOPANOK OpraHu3allMd U IPOBEICHUS ITHUYECKOU
OKCHEPTH3bl, (POpMa 3aKITIOUEHUS COBETA IO 3TUKE YCTAaHABIUBAIOTCS YIOJHOMOUYEHHBIM (herepabHbIM
OpraHOM HCIIOJIHUTEJIBHOW BiacTUu. UYucCio npeacraBUTenedl MEIMLMHCKUAX OpPraHU3aldid HE MOXKET
IPEBBIIIATH [TOJIOBUHY OT OOLIETo YKcia SKCIEPTOB COBETA MO ATHKE.

6. Mudopmarnuss o coctaBe COBeTa IO ATHKE, IUIAaHAX €ro pabdOThl M TEKyLIeH AEATEIbHOCTH
pa3mernaeTcs Ha O(HUIUATBHOM CaiTe YIOJIHOMOYEHHOTO (heepabHOrO OpraHa NCIIOTHUTEIBHOW BIACTH
B ceTH "MHTEpHET" B yCTAaHOBIEHHOM UM HOPSIKE.

IF'APAHT: Cwm. komMmeHTapuu k ctathe 39.1 Hactosmero deaepaibHOro 3aKoHa

Crarba 40. IIpoBegeHue KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOrO IIpenapara s
MEAMIIMHCKOTO PUMEHEHHUS

Nupopmarus 00 usmenenusx: Pedepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 ¢ uacmob 1
cmamou 40 nacmosaueco DedepanvHoco 3aKOHA 8HeCeHbl UZMeHeHUs, ecmynaiowue 8 cuny ¢ 1 utona

2015 a.
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. PykoBoauTenp MEOUIIMHCKOM OpraHM3alH, KOTOpas MPOBOIUT KIMHUYECKOE HCCIIEIOBaHHE
JIEKapCTBEHHOI'O Ipernapara JUisi MEAULUHCKOrO IIPUMEHEHHS, Ha3Ha4aeT UCCIIE0BATENsl, OTBETCTBEHHOIO
3a TMPOBEACHUE TAKOTO HCCIEAOBAaHMS WM HMEIOMIETO JIeYeOHYI0 CHEIHaIbHOCTh, COOTBETCTBYIOUIYIO
IPOBOJUMOMY KJIMHHYECKOMY HCCIEIOBAaHUIO JIEKAPCTBEHHOTO IIpernapara, O CTaXeM paboThl IO
IporpamMmaM KJIMHUYECKUX MCCIICIOBAHUN JIEKAPCTBEHHBIX NPENapaToB HE MEHEE YeM TPU IoJa U 10 €0
IIPEIIOKEHUIO Ha3HAYAeT COMCCIIEI0BATENIEH U3 YUCIIA Bpadyel TOM MEIULIMHCKOM OpraHU3alluu.

2. HccnenoBaTenb OCYLIECTBISET BHIOOP MALMEHTOB, KOTOPbHIE MO MEIMIIMHCKUAM MOKAa3aHUAM
MOTYT OBITh HPUBJICUYCHBI K YYacTUIO B KIMHHUYECKOM HCCIEIOBAaHUU JICKAPCTBEHHOIO Iperapara Jyis
MEJIULUHCKOIO IPUMEHEHUS.

3. HccnenoBarenb W COUCCIIEAOBATENM JOJDKHBI OBITh O3HAKOMJIGHBI C pe3yJibTaTaMH
JOKITMHUYECKOTO UCCIIEIOBAHUS JIGKAPCTBEHHOTO CPEJICTBA, COJIEPKAIUMHUCS B OpOIIIOpe UCCIeI0BaTes,
IIPOEKTOM IIPOTOKOJIA KJIMHUYECKOTO HCCIICAOBAHMS JIEKAPCTBEHHOIO IIpernapara sl MEJULUHCKOIO
NPUMEHEHHUs, Pa3pabOTaHHBIM Pa3padOTUMKOM JIEKAPCTBEHHOTO Ipernapara WM HHBIM IOPUINYECKUM
JULOM, IPUBJICKAEMBIM K OpPraHHM3alUy IPOBEICHUS KIMHUYECKOTO MCCIIECIOBAaHUSA JIEKaPCTBEHHOIO
npenapara Juisi MEAULMHCKOIO IPUMEHEHHUs, U JPYTUMU MaTepUalaMH TAKOT'O UCCIIEIOBAHHUS.

Nudopmanus 06 mamenenusx: Pedepanrvnvim 3akonom om 29 noabps 2010 e. N 313-D3 cmamos 40
Hacmosweco PedepanvHozo 3aKoHa onoanena yacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 saueaps 2011 a.
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3.1. PykoBoauTeNnb MEAULIMHCKONW OpraHU3aliy B CPOK, HE MPEBBIIIAIOIMINN TpeX pabouux JHEH co
JHS Hayaja MPOBEICHUS KIMHUYECKOIO0 HCCIIEIOBAaHUs JIEKAPCTBEHHOI'O Ipernapara Il MEIULMHCKOrO
OPUMEHEHHUs, cOO0IaeT 00 TOM B YIMOJHOMOYEHHBIN (enepalnbHbIii OpraH HCIOJHUTEIbHON BIIACTH,
BBIJIABIINI pa3pelieHre Ha MPOBEICHUE TAKOTO UCCIIEI0BaHMs, TI0 YCTAaHOBJICHHOM UM (GopMme.

Nudopmarnus 06 msmenenusx: Pedepanrvrvim zakonom om 11 okmaops 2010 2. N 271-P3 6 yacme 4
cmamou 40 nacmoswezo Pedepanbio2o 3aKOHA GHECEeHbl U3MEHEHUs
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

4. OpraHuzanuy, OCYIIECTBIISIONIME OpPTraHU3alUIO0 IMPOBEIEHUS KIMHUYECKOTO HCCIIEeI0BaHUS
JIEKapCTBEHHOI'0 Ipemnapara Uis MEIWLUHCKOTO TNPUMEHEHHs M YKa3aHHble B 4YacTd 3 crtaTbM 38
HacTtosmero denepaabHOro 3aKOHA, B cilydae HEOOXOAMMOCTHM BHECEHHsS] HM3MEHEHMH B IPOTOKOJ
KJIIMHUYECKOT'0 HCCIIeI0BaHuUs JIEKapCTBEHHOT'O MpernapaTa Al MEAUIIMHCKOT0 IPUMEHEHHUs! COO0IIaT 00
9TOM B YIIOJITHOMOYCHHBIH (eJepaibHbIi OpraH HMCIOJHUTEIHPHOW BIIACTH, BBIAABIINN pa3pelieHrue Ha
IPOBEJICHUE TAKOT'O UCCIIEJOBAHMUS, [0 YCTAaHOBJICHHON UM (opMe.

Nudopmarnus 06 mamenenusx: Pedepanvroim saxonom om 11 okmaopsa 2010 2. N 271-DP3 cmamos 40
Hacmosawe2o Dedepanvbro2o 3aKoHa OONOAHeHA Yacmoio 4.1

4.1. ®opma cooOImIEHNST O BHECEHHMH WM3MEHEHHMH B TPOTOKOJ KIMHHUYECKOTO HCCIIECIOBAHUS
JIEKapCTBEHHOI'O Mpernapara s MEIUIUHCKOr0 IPUMEHEHHUSI I0JKHA COAEPKATh CIASAYIOIINE CBEICHHUS:

1) HaumeHOBaHMe, UACHTU(DUKAIIMOHHBIM HOMED U JaTa MPOTOKOJIA KIMHUYECKOTO HCCIIeIOBAHUS;

2) naTa BHECEHUSI U3MEHEHUN B MPOTOKOJI KIIMHUYECKOT0 UCCIEOBAHUS;

3) HaMMEHOBaHUE U MECTO HaXOXKJCHUSI 3asIBUTEIIS;

4) HaMMEHOBAaHHWE OPTraHM3AIMH, MPHUBICYCHHONW pPa3pabOTYMKOM JIEKAPCTBEHHOI'O MperapaTra K
OpraHU3alMK IPOBEICHUS KIMHUYECKOTO UCCIEA0BAHMS (MPU HAJIMYUN);

5) HauUMEHOBaHUS M MECTAa HAXOXKJEHUS MEIUIMHCKUX OpraHU3alMi, B KOTOPBHIX MPOBOJUTCS
KIMHUYECKOE HCCIIEIOBAHHUE;

6) nata BBIJIAYU Pa3pPEIICHUS HA TMPOBEJCHUE KIMHUYECKOrO HCCIEOBAHUA U HOMEp 3TOro
paspenieHusi;

7) ©3MEHEHUs, BHOCUMBIE B IPOTOKOJI KIMHUYECKOTO HCCIIEIOBAHUS.

Hudopmanus 06 usmenenusx: Pedepanvnvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 5
cmamovu 40 nacmoswezo DedepanbHoco 3aKOHA 6HeCeHbl UBMEHeHUs, cmynaiowue 6 cuny ¢ 1 uwnasa
2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

5. B cpok, He PEeBBIMAIINA TPUAATH padOUnX JHEH CO JTHS MOJYUYEHUs] YKa3aHHOTO B YacTu 4
HACTOSIIIICH CTaTbU COOOIICHUS, YIOJTHOMOYEHHBIM (enepanbHblii OpraH HMCHOJHUTEILHON BJIACTH
paccMaTpuBaeT 3TO COOOIEHHWE B YCTAHOBJICHHOM UM MOpSAKE W NPUHUMAET pelleHHe O BHECEHUU
M3MEHEHUH B MPOTOKOJ] KIMHUYECKOrO MCCIEeIOBAaHUS JEKApCTBEHHOI'O IpernapaTa A METUIMHCKOTO
NpUMEHEHHs WIH 00 OTKa3e BO BHECEHMH Takux wu3MeHeHuil. [Ipum paccMmoTpeHun cooOueHus o
HEOOXOJMMOCTH BHECEHHS H3MEHEHHH B TMPOTOKOJ KIMHHYECKOTO HCCIIEeIOBaHUS JIEKApCTBEHHOTO
npemnapara Jiisi MEAMIMHCKOTO IPUMEHEHHSI B LEJSIX OIIEHKH 00OCHOBAHHOCTH IMpeJiaraeMbIX H3MEHEHHH
U OTpeJIeNIeHUs] CTENEHN PUCKa I MAllMeHTOB, MIPUHUMAIOIINX y4acTUE B KIMHUYECKUX HCCIIEIOBAHUSAX,
YIOJHOMOYEHHBIM (heiepadbHbIM OpPraHOM HCIIOJTHUTEIBLHOW BIACTH MOTYT IPHUBIIEKATHCS SKCIEPTHI
COBETa IO 3THUKE.

6. Knunuueckoe wuccienoBaHue JIEKapCTBEHHOIO Mpernapara i MEIULHWHCKOrO IpPUMEHEHUs
MOKET OBITh NPHUOCTAHOBIEHO WM NPEKpPalIeHO, €ClIM B TPOIECCe €ro IpOoBEJIeHUs OOHapyKeHa
OIACHOCTb JIS JKU3HHU, 370POBbs MAIIUEHTOB. B cilyyae BOSHUKHOBEHHUS OMACHOCTH JJISl )KU3HU, 310POBbS
MaIeHTa, YYaCTBYIOIIEro B KIMHUYECKOM HCCIIEOBAHUHN JIEKAPCTBEHHOT'O MpernapaTa Al MEJUIIMHCKOTO
NPUMEHEHHUs, HUCClenoBaTenu o0sf3aHbl NPOMHGOPMUPOBATH 00 3TOM PYKOBOAUTENS METUIIMHCKOM
OpraHM3alli ¥ OpraHu3allkio, MMOJIYYMBIIYIO pa3pelleHue YIOJIHOMOUYEHHOro (enepaqbHOro opraHa
WCIIOJTHUTENbHOM BJacTH Ha OpraHU3alUI0 MPOBEACHUS KIMHMYECKOTO HCCIIEIOBaHUS JIEKapCTBEHHOTO
npemnaparta. Perienre o mpuOCTaHOBIEHUM KIMHUYECKOTO MCCIIEA0BAaHUS JIEKAPCTBEHHOTO Mpemnapara Juist
MEAMIIMHCKOTO TMPUMEHEHUS MPUHUMAIOT PYKOBOAMTEIb MEAMIIMHCKOW OpraHum3auud # (W)
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OpraHu3aiysi, IOJIyYWBIIas pa3pelieHUe YMOJTHOMOYEHHOTO (eaepaibHOr0 OpraHa HCIOJHUTEIbHON
BJIACTU HA OPraHU3aLMIO IPOBEIACHUS KIMHUYECKOIO HCCIIEIOBAaHMs JICKAPCTBEHHOIO IIpernapara s
MEJULUHCKOTO IPUMEHEHHUs, PEIICHHE O IPEKPAllCHUM TaKOro HCCIENOBaHUSA IMPUHUMACT
YIOJHOMOYEHHBIA (peepanbHblii OpraH MCIOJHUTEIBHONH BIACTM HAa OCHOBAaHMU COOOIICHHUS B
NUCbMEHHOW (opMe pPYKOBOIUTENS MEIUIIMHCKOM OpraHu3alid WM OpraHu3alys, I0JyYnBIIas
paspelieHue yrnoJIHOMOYEHHOTO (hefepaJbHOITO OpraHa HWCHOJIHUTENBHOM BIIACTH Ha OpPraHU3alUio
IIPOBEICHUS KIMHUYECKOIO UCCIIEN0OBaHUS JIEKapCTBEHHOIO IIpernapara il MEIULUHCKOrO IPUMEHEHUS.

7. B cpok, HEe MPEBBIMIAIOMUI MATH PabOYMX JTHEH CO JHS 3aBepIlleHUs, IPUOCTAHOBICHUS HIIU
IIPEKpallCHUs] KIMHUYECKOTO  MCCIEJOBaHUS JIEKapCTBEHHOIO Ipemapara Uil  MEJUIUHCKOIO
NPUMEHEHHUs, COOOIIeHHEe 00 3TOM HAIPaBISETCS OpPraHU3alMAMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
Hacrosero denepaibHOTO 3aKOHA, B YIIOJHOMOUYEHHBIN (eiepalibHbI OpraH MCIOJHUTEIBHON BIAcTH
M0 YCTAaHOBJICHHOW UM (opMe.

8. ®opma coOOIIEHUSI O 3aBEpIICHUH, NPHOCTAHOBICHUH WJIM MPEKPAIIEHUH KIMHUYECKOTO
UCCJIE0BAHMS JIEKAPCTBEHHOIO IIpenapara st MEIULIMHCKOTO IPUMEHEHUS JOJIKHA COEPKATh:

1) uadopMaIyio 0 MEIUIIMHCKON OpraHU3aliy WM METUIMHCKUX OpraHU3alMsix, MPOBOJANUBIINX
JIAHHOE UCCIIEI0BAHNUE;

2) onucaHue JaHHOTO UCCIIEIOBAHMUS;

Hudopmanus 06 usmenenusx: Pedepanvnvim zakonom om 11 oxmabps 2010 2. N 271-P3 6 nynkm 3
yacmu 8§ cmamou 40 Hacmosweco PedepanbHo20 3aKOHA BHECEHbI USMEHEHUS
Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

3) manHble uccienoBarens (hamuins, UM, OTYECTBO, MECTO PabOThI, 3aHUMaeMas JOJKHOCTD,
CIIENUATILHOCTh, CTaX PaOOTHI MO MPOTpaMMaM KIMHHUYECKUX HMCCIEAOBaHHUI JIEKapCTBEHHBIX MPEMapaToB,
MepevYeHbh KIMHUYECKUX HCCIEAOBAaHUH JIEKAPCTBEHHBIX IMPENapaToB, B KOTOPHIX OH MPUHUMAJ y4acTHE
(mepuoabl y4acTHsi) B KAYECTBE UCCIICIOBATENS UITH COUCCIIEIOBATENS ),

4) pe3yJbTaT JaHHOTO MUCCIEA0BaHM (3aBepllieHne, TPUOCTAHOBIICHNE WK MIPEKpaIieHue JaHHOTO
MCCJICIOBAHMS C yKa3aHUEM MX NMPUYHMH U BIUSHUS HA OICHKY €Tr0 Pe3yJIbTaToB, OOIIYIO OLIEHKY PHCKa U
O)KMJIaeMOW  TIOJIB3bI OT TPUMEHEHHUs HCCIAEAYEeMOro JICKapCTBEHHOTO TIpemapara, a TaKxke
npeanoaraeMbie JaTbHEHIIE TeHCTBYS).

Nudopmarnus 06 msmenenusx: Pedepanvuoim saxonom om 13 wwona 20152. N 241-D3 uyacmo 8.1
cmamou 40 Hacmosuwezo PedepanbHo20 3aKOHA U3NOHNCEHA 8 HOBOU PeOaKyuu
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

8.1. Ilpum BbIsABICHMM (enepaTbHbIM OPraHOM HWCHOJIHUTENBHOM BIIACTH, OCYILECTBIISIOLUINM
(GYHKIMU TIO KOHTPOJIO W HAA30py B cdepe 3ApaBOOXpPAHEHHUs, HAPYIICHUH MpaBHJ HajjeKalei
KJIIMHAYECKON IIPAKTUKYU IPU IMPOBEACHUU KIMHUYECKOTO MCCIIECIOBAaHUs JICKAPCTBEHHOI'O IIperapara,
BIMSAIONMX HA IMOJHOTY M (WIM) JOCTOBEPHOCTh JAHHOTO KIMHHYECKOTO HCCIECIOBAHUS, yKa3aHHBIH
(denepanbHBIl OpraH MCIOJHHUTENIBHON BIIACTH MPHOCTAHABIMBAET MPOBEIECHHE TAHHOTO KIMHUYECKOTO
UCCJICNOBAHNUS U BBIHOCUT MEIULIMHCKOM OpraHu3alud, B KOTOPOM INPOBOAUTCS JAHHOE KIMHUYECKOE
UCCIIeIOBaHMe, TMpeanucaHue 00 YCTpaHEeHMM BBISBICHHBIX  HapymeHuil. [lpy  HeycTpaneHun
MEIULMHCKOW OpraHU3alMeld BBIABICHHBIX HApYIICHWM B YCTAHOBIEHHBIM B IIPEANMCAHUU CPOK
yKa3aHHBIH (QenepajabHbIii OpraH HCIOJHUTENLHOW BJIACTH NPUHUMAET pEUICHHE O TPEKpaleHUN
NPOBEICHUS KIMHUYECKOT'O HMCCIEIOBAHUS JICKAPCTBEHHOTO Mperapara W HampasisieT B (eaepabHbINA
OpraH HCIHOJHHUTEIbHOM BJIACTH, OCYILECTBISIOUIMA (YHKIMM 1O BbIpaOOTKE U pealu3alnuu
rOCYJapCTBEHHON MOJIMTUKA M HOPMAaTHBHO-IIPABOBOMY PETYJIHMPOBAaHUIO B cdepe 3ApaBOOXpaHEHHMS,
3aKJIIOYEHUE O BBIABIICHUU IPU MPOBEACHUU JaHHOI'O KIMHUYECKOTO HCCIEAOBAHUS HAPYLICHUN NPaBUI
HaJUJIeKaIled KIMHUYECKOM MPAaKTUKH JUIS NPUHATHS pelieHust 00 OTMEHE pa3pelIeHus] Ha OpraHu3aIuio
IIPOBEICHNS JAHHOIO KJIMHUYECKOTO HCCIEAOBAHMS C JNAThl IPUHATUS DPEIICHHUS O NPUOCTAHOBIICHUU
IIPOBEICHMS KIMHUYECKOTO UCCIIEN0BaHUs JIEKapCTBEHHOIO IIpenapara.

9. VYmnomHoMoueHHBIH (enepanbHbIi OpraH MCIOJHUTEIBHON BJIACTH OIYOJMKOBHIBACT H
pasmemiaeT Ha CcBoeM oduuuanbHOM caiite B cern "MHTepHer" cooOlieHME O 3aBEpLICHHUH,
IIPUOCTAHOBJICHUN WM IPEKPALEHUN KIMHUYECKOIO HCCJIEAOBAHMS JIEKAPCTBEHHOIO Ipenapara Uit
MEIUIIUHCKOTO TMPUMEHEHUSI B CPOK, HE MPEBBIIIAIONINN NATH pab04YMX JHEW cO JHS ero MOJy4eHus, B
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YCTaHOBJICHHOM UM IIOPSIAKE.

10. YnmomHOoMOueHHBIH (enepanbHblii OpraH HCHOJHHUTENIBHOM BJIACTH OCYIIECTBISCT BEICHHE
peecTpa uccieoBaTeNnei, NPOBOAIIIMUX WU IIPOBOAUBIINX KIMHUYECKUE UCCIIEIOBAHUS JIEKAPCTBEHHBIX
IIPENnapaToB JUIsi MEAULUHCKOIO MPUMEHEHHS, B COOTBETCTBMM C YTBEP)KICHHBIMH MM INpPaBUIAMH U
pa3MmeInaer ero Ha cBoeM o¢uIHaTbHOM caiite B cetn "HHTepHET" B YyCTaHOBIIEHHOM MM MOPSIKE.
YkazaHHBIN peecTp COACPKUT HH(OPMAIHIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSIIEH CTaThU.

11. Otuer o pe3ynbrarax KIMHUYECKOTO HCCIEJOBAHMs JIEKAPCTBEHHOIO Ipenapara Jis
MEAMIMHCKOIO MPUMEHEHUS COCTABIIAETCS OpraHU3alMel, yKa3aHHOW B 4acTu 3 cTaTbu 38 HACTOALIETO
@denepanbHOrO 3aKOHA, HA OCHOBAHMM 3aKIIOYEHUN MEIULMHCKUX OpraHMu3alui, IPOBOJUBIIUX I3TO
UCCIIE/IOBAaHNEe, U TPEJCTABISCTCA B YINOJHOMOUYEHHBIN (elepanbHblii OpraH MCIOJHUTENLHONW BIIACTH,
BBIJIABIINI PA3pEILICHUE HA IPOBEICHUE 3TOTO UCCIEAOBAHMSA, B CPOK, HE IIPEBBILIAIOIINN TPEX MECALICB
CO [JHSA €ro 3aBEepUICHUs, IPUOCTAHOBJICHUS WIM MPEKpalICHUs, B IOPSAKE, YCTAHOBIECHHOM
YIOJIHOMOYEHHBIM (heiepabHBIM OPraHOM HCTIOJIHUTENBHON BIIACTH.

Hudopmanus 06 usmenenusx: Pedepanrvnvim zaxonom om 22 dexabps 2014 2. N 429-D3 ¢ uacmo 12
cmamou 40 Hacmosiyeco PedepanvbHo20 3aKOHA 6HECEeHbl U3MeHeHUs, ecmynarwue ¢ cuny ¢ 1 uwns
2015 a.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

12. Hapymenue mpaBui HajjieKameld KIMHUYECKONW NpPaKTUKH, (ambcudukanus pe3yabTaToB
KJIMHUYECKOTO HCCIIEJIOBAaHMS JIEKapCTBEHHOTO Ipemnapara JUisi MEAUIIMHCKOTO MPUMEHEHHs BJIEKYT 3a
c000# OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATENHCTBOM Poccuiickoit denepanun.

Hudopmanus o6 usmenenusx: Pedepanrvhoim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ uacms 13
cmamvu 40 Hacmosiweco DPedepanbHoco 3aKOHA 6HECeHbl U3MEHeHUs:, écmynaiowue ¢ cuny ¢ 1 uwns
2015 2.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

13. Ilpu npoBeneHUM KIMHUYECKOIO HCCIECJOBAHMS JIEKApCTBEHHOIO Ipemapara  Juis
MEIUIIMHCKOTO TPUMEHEHHUS JIOIyCKaeTcs 3a00p y MAIlMeHTOB OHMOJIOTMYECKHX MaTepuajioB (0Opasiibl
OMOJIOTUYECKUX  JKUAKOCTEH, TKaHEeH, CEeKpPeTOB U TPOAYKTOB JKHU3HEACATEIbHOCTH YEJIOBEKa,
(U3UOTOTHUECKUX M TATOJIOTUYECKUX BBIIEICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHU3MOB,
OuoncuiiHbBI MaTepuan) i ux uzydeHus B Poccuiickoit deneparyu u (uian) 3a npeaenamu Poccuiickoit
Denepanuu.

Hudopmanus 06 usmenenusx: Pedepanvnvim 3axonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 14
cmamou 40 Hacmosiwyeco PedepanvbHo20 3aKOHA 8HECEeHbl U3MeHeHUs, ecmynarowue ¢ cuny ¢ 1 uwns
2015 a.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

14. Tlopsimox BBO3a B Poccuiickyro denepanuio U BbiBO3a 3a npenenbl Poccuiickon denepanun
OMOJIOTMUECKMX  MAaTepuajoB, IIOJYYEHHBIX TIPH  TPOBEACHUHM  KIMHUYECKOTO  HCCJICIOBAHMS
JIEKapCTBEHHOT'O TIpenapara Juisi MEIWIIMHCKOTO TPUMEHEHHs, YycTaHaBiuBaeTcs I[IpaBuTenncTBOM
Poccuiickoit ®eneparumu.

I'APAHT: Cwm. kommeHTapuu k cratbe 40 HacTosuiero denepanbHOro 3akoHa

CraTtbsa 41. JloroBop 0 NpOBEAECHUH KIMHUYECKOTO HCCIIEJOBAHMSI JIEKAPCTBEHHOrO Iperapara
JUISL MEJULIUHCKOTO IIPUMEHEHUS

1. KnuHuueckoe wucciaenoBaHue JIEKAPCTBEHHOIO Ipenapara il MEAMLHMHCKOIO IPUMEHEHUs
IIPOBOJUTCS B COOTBETCTBUU C JOTOBOPOM O MPOBEIECHUU KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO
mpenapara il MEAMLMHCKOTO IPUMEHEHMs, 3aKIYacMbIM MEXAY OpraHu3auued, I0J1y4YuBIICH
paspelieHue yrnoJIHOMOYEHHOrO (eepaJbHOrO OpraHa HWCHOJIHUTENBHOM BJIACTH HAa OpraHU3aluio
IIPOBEICHNS TAaKOI'O0 MCCIIEIOBAaHUA, M MEIULUHCKONM OpraHUu3alhel, OCYLIECTBIAIOLIEH ITPOBEICHUE
TaKOI'0 UCCIICIOBAHUS.

2. JloroBop O MpOBENEHUU KIMHUYECKOTO WCCIIEIOBAaHUS JIEKapCTBEHHOIO Ipemnapara Jis
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MEAMIMHCKOIO IPUMEHEHHUS TOJIKEH COIEPKATh:

1) ycnoBus ¥ CpPOKM NIPOBENEHNUS JAHHOTO UCCIIEJOBAHMS;

2) ompezneneHue OOIEH CTOMMOCTH TMPOrPaMMBbl JAHHOTO HCCIIEOBAHUS C YKa3aHHUEM CYMMBI,
IpeIHa3HavyaroIencs Ui BBIIUIAT UCCIIE0BATENSAM, COUCCIIEI0BATENAM;

3) ompenenenue GoOpMbI IPEACTABICHUS PE3YIbTATOB JaHHOTO UCCIIEJOBAHUS B YIIOJTHOMOYCHHBIN
dbenepanbHBIN OpraH UCIIOJIHUTETHHON BIACTH.

I'APAHT: CwMm. koMMmeHTapuu K ctatbe 41 HacTosmero denepaibHOro 3aK0Ha

Cratbs 42. ®uHaHCOBOE OOECIIeUeHUE KIMHUIECKOTO MCCIIECIOBaHMs JIEKAPCTBEHHOTO Mpemnapara
JUTSL METUIIUHCKOTO TPUMEHEHUS

@®uHaHcoBOe oOOecrneueHnue KIMHUYECKOTO MCCIEAOBaHUs JICKapCTBEHHOIO Tpernapara Jyis
MEAMIMHCKOTO MTPUMEHEHHUS OCYIIECTBIISIETCS 32 CUET:

1) cpeactB deneparbHOTO OIOKETA;

2) cpencTB OpraHM3alMid, MOJYYMBIIUX pa3pellieHue Ha OpraHu3aldio MPOBEACHUS TaHHOTO
HCCJIEIOBAHMSI, B COOTBETCTBUU C YCIOBUSMHU JIOTOBOPA O €r0 MPOBEACHUU;

3) MHBIX HE 3alPEIICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit deaepanui HCTOUHHUKOB.

I'APAHT: CM. komMmeHTapuu K ctatbe 42 Hactosuero denepanbHoro 3akoHa

CraTtbsa 43. [IpaBa manueHTOB, y4acTBYIOUIUX B KJIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOIO
npenapara Jyisi MEAULUHCKOTO IPUMEHEHUS
1. YuacTue mnanuMeHTOB B KJIMHMYECKOM MCCIEIOBAaHUU JIEKAPCTBEHHOIO IIpernapara JUis
MEIUIIUHCKOTO IPUMEHEHHUS SBISETCS JOOPOBOIBHBIM.

T'APAHT: OO0 opraHuzanuy OTHIEICHUN KIMHUYECKUX HCIBITAHUN JIEKAPCTBEHHBIX IIPENapaToB Ha
3I0POBBIX JTOOPOBOJBIIAX CM. Mpuka3z Munzapasa P® ot 25 aBrycra 1992 r. N 235

2. [ManmmMeHT WM ero 3aKOHHBIA TMPEACTaBUTENb JIOJDKCH OBITh MH(POPMHPOBAH B MHUCHMEHHOM
dbopwme:

1) o JexapcTBEHHOM TMpemnapare A MEAUIMHCKOTO MPUMEHEHMs] M CYIIHOCTH KIMHHUYECKOIO
HCCJIETOBAHMSI 3TOTO JIEKAPCTBEHHOTO MpernapaTta;

2) o 6e30IacHOCTH JIEKAPCTBEHHOTO IMpernapaTa Juisi MEAUIIMHCKOTO MTPUMEHEHHUS, €ro 0KH1aeMOi
3(PEKTUBHOCTH U CTETICHH PUCKA /IS MMAIUCHTA;

3) 00 ycnoBUsX ydacTus MallMEeHTa B KIMHUYECKOM HCCIIeI0BAaHUU JIEKAPCTBEHHOTO Mpenapara JJis
MEAUIIMHCKOTO MPUMEHEHUS;

4) o uenu WM UENIX U MPOAOJDKUTENBHOCTH KIMHUYECKOTO HCCIENOBaHUS JIEKapCTBEHHOTO
npemnapara JUisi MEIULIUHCKOTO IPUMEHEHUS;

5) o [nelcTBUSAX TNAalMieHTa B Cly4yae HENpeABUAECHHBIX 3((EKTOB BIHAHUSA JIEKAPCTBEHHOIO
npemnapara Juisi METUIIUHCKOTO MPUMEHEHHS Ha COCTOSIHUE €T0 3710POBbSI;

6) 00 yCIIOBHSX 0053aT€IILHOTO CTPaXOBAHMSI )KU3HH, 3/I0POBbSI MMAIMCHTA,;

7) o rapaHTUSX KOHOQUICHIMAIBLHOCTH Y4YacTHs NAaleHTa B KIWHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOT'0 MpernapaTta Jijisi MeIULUHCKOTO TPUMEHEHHS.

3. oOpoBosbHOE corjacHe MalyueHTa Ha y4acTue B KIMHUYECKOM HCCIIEI0BAaHUU JIEKAPCTBEHHOTO
npenaparta Juisi MEIUIMHCKOTO TPUMEHEHHsS] MOATBEP)KIAeTCS €ro MOJMUCHI0 WM TOAMHCHIO €ro
3aKOHHOTO MPEeJCTaBUTENs Ha HUHPOPMAIITMOHHOM JIMCTKE MallUeHTa.

4. TlanyeHT WM €ro 3aKOHHBIA TMPEICTaBUTENh HMEET IPaBO OTKa3aTbCsl OT YYacTHUs B
KJIMHUYECKOM HCCIIEJJOBAaHUU JIEKApPCTBEHHOTO Ipemnapara JUisi METUIIMHCKOrOo MPUMEHEHHsS Ha Jt00oi
CTa/IuY MPOBEJICHUS TAKOTO HCCIIETOBAHUSI.

Nudopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 22 okmsabps 2014 . N 313-®@3 6 uacmo 5
cmamou 43 Hacmosweco DedepanvHo20 3aKOHA GHECEHbl USMEHEHUs, 6CMYnaiowue 6 CULy no
ucmeueHuy mpuoyamu OHeli nocie OHA OPUYUATLHO20 ONYOIUKO8AHUS HA36aHH020 PedepanbHo2o
3aKoHa

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu
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5. IlpoBeneHne KIMHUYECKOIO MCCIEAOBAaHUS JIEKAPCTBEHHOI'O Ipenapara Juisi MEAMLMHCKOIO
IPUMEHEHNUs C YYaCTHEM B KayeCTBE MALIMEHTOB JETEM JOIYCKAeTCsl TOJNBKO C COrJacHsi B MHCbMEHHOU
dopme ux poaurTenel, ycblHOBUTenei. JleTh MOryT paccMaTpuBaTbCs B KaueCTBE IMOTEHIIMATBHBIX
NAIMEHTOB TaKOTO MCCIEIOBAHMUS, TOJIBKO €CIH €ro MPOBEeACHUE HEOOXO0AUMO ISl YKPEIUICHHUS 310POBbs
nerei Wi npoMIakTUKA MUH(EKIMOHHBIX 3a00JIeBaHUN B JETCKOM BO3pacTe JIMOO €CIIU IENIBI0 TaKOro
UCCIIEIOBAHMsI ABJIAETCS IOJYUYEHHE NaHHBIX O HAWJIydlled HO3MPOBKE JIEKAPCTBEHHOrO Ipernapara s
JedeHuss Jeted. B aTux ciydasx TakoMy HCCIIEIOBAaHUIO JODKHO NPEIIIECTBOBATH KIMHUYECKOE
UCCJIEIOBAaHNME JIEKAPCTBEHHOI'O IIpernapaTa A MEAMIMHCKOIO INPUMEHEHUS Ha COBEPIIEHHOJIETHUX
IpaXkAaHax, 32 UCKIIIOUEHUEM CIIy4aeB, €CJIU UCCIIEyEeMbIH JIEKApCTBEHHBIN Ipenapar A MEIULMHCKOTO
IPUMEHEHNUs [IPEIHA3HAYEH UCKIIOYUTEIBHO ISl UCTIOIb30BaHMsI HECOBEPIIEHHOJIETHUMH Tpak1aHAMU.

6. 3ampemaercss MPOBEIEHUE KIMHUYECKOTO HCCIIEI0BAaHUS JIEKAPCTBEHHOIO IIpenapara ajs
MEAMIMHCKOIO IPUMEHEHHUS C YUYAaCTHEM B KaU€CTBE NAIL[UEHTOB:

1) nereif-cupoT U AeTei, ocTaBIIMXCs O3 MONeUeHHs POJUTENCH;

2) KEHUIMH B TEpHOJ OEPEeMEHHOCTH, JKEHIIMH B IEPHOA TPYIHOIO BCKapMJIMBAaHHUSA, 32
UCKJIIOYEHHEM CIIy4aeB, €CIM IPOBOJAUTCS KIMHUYECKOE HCCIIEI0BAaHUE JIEKAPCTBEHHOIO IIpenapara,
NpPEHA3HAYCHHOTO I YKa3aHHBIX JKEHIIWH, IPU YCJIOBHH HEOOXOAMMOCTH TOJYy4EeHHUS HUHPOpPMALUU
TOJIKO BO BpEMsS MPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKMX HCCIEIOBAaHUI M NPHUHATHA BCEX
HEOOXOIMMBIX MEp IO HCKJIIOYEHHUIO pPUCKAa HAHECEHHs Bpela >KCHIIMHE B TEpHOj OCpeMEHHOCTH,
KEHIIMHE B IEPUOJ] TPYAHOTO BCKApMIIMBAHUS, IUIOAY MU pEOCHKY;

3) BOCHHOCIYXalllUX, 3a HCKIIOYEHHEM CIy4yacB IPOBEACHUS KIMHUYECKOTO MCCIEA0BaHUs
JIEKapCTBEHHOTO IIperapara, CHelHalbHO pa3padOTaHHOTO JUIsI NPUMEHEHHS B YCIOBHUSX BOCHHBIX
NeHCTBUHM, Ype3BbIYAMHBIX CUTyalUi, NPOQWIAKTUKA M JIeYeHUs 3a00JeBaHUN U TOpaKEeHHH,
NOJYYCHHBIX B  pe3yJibTaTe BO3JCHCTBHA  HEOJArONpUATHBIX ~ XUMHYECKHX, OHOJOTHUECKHUX,
panuanuoHHbIX (akTopoB. KimHHUYEcKoe HCCIeOBaHME TaKOro JIEKAPCTBEHHOTO IIperapara MOKET
IIPOBOAMUTHCA C YYaCTUEM B KA4ECTBE NALIMEHTOB BOCHHOCIYXKAILIMX, 32 UCKJIIIOUEHUEM BOECHHOCIYKAIUX,
IPOXOJSAIIMNX BOCHHYIO CIykOy IO MPHU3BIBY, C COONIOICHHEM TPeOOBaHUM, YCTAHOBIEHHBIX HACTOSALINM
®enepalbHBIM 3aKOHOM B OTHOLIEHUH IPaKJAHCKUX JIULL;

4) cOTpyIHUKOB ITPaBOOXPAHUTEIBHBIX OPIaHOB;

5) nun, OoTOBIBAIOIIMX HAaKa3aHWE B MECTAaxX JIMLICHUS CBOOOBI, a TAKXKE JIUI, HAXOMSIIUXCS IMOJ
CTpaXkeil B CJIIECTBEHHBIX M30JIATOPAX.

7. Jlomyckaercs NpOBEAECHHE KIMHUYECKOIO MCCIEIOBAHMS JIEKapCTBEHHOIO Ipenapara ajs
MEIUIIUHCKOTO TIPUMEHEHUS, NPeIHa3HaueHHOr0 7S JICUSHHs ICUXUYECKUX 3a00JIeBaHMi, C y4acTHEM B
Ka4yecTBE MAIlMEHTOB JIUI] C IICUXMYECKUMH 3a00JIeBaHUAMH, IPU3HAHHBIX HEIEECIIOCOOHBIMHU B MOPSJIKE,
YCTAaHOBJIEHHOM  3akoHojaTtenbcTBoM  Poccuiickoit ~ ®epepanun. KinumHuueckoe — uccienoBaHue
JIEKapCTBEHHOTO Iperapara B 3TOM CJy4ae MPOBOAUTCS MPH HAIWYHM COTJIACHS B MUCbMEHHOU (opme
3aKOHHBIX IIPEICTABUTENEH YKa3aHHbIX JIULI.

I'APAHT: CwMm. koMMeHTapuu K ctatbe 43 HacTosmero denepaibHOro 3aKk0Ha

Nupopmarus 00 usmenenusx: Pedepanvuvim 3axonom om 29 nosopa 2010 2. N 313-P3 cmamova 44
Hacmosuwe2o PedepanbHo2o 3aKOHA U3N0HCEHA 8 HOBOU pedakyuu, ecmynaiouje 6 cuny ¢ 1 aneapsa 2011
2.

Cm. mexcm cmamvu 6 npedvloyuell pedaKyuu

Cratbsi 44. OOs3arenbHOE CTPaxOBaHWE JKU3HHM, 370POBbs MAIlMEHTA, YYacTBYIOILETO B
KJIMHUYECKOM  HCCIIEIOBAaHUM  JIEKAPCTBEHHOI'O  Ipemapata Il  MEIULUHCKOIO
IPUMEHEHUS
1. OpraHuzanus, NOJy4yuBLIas pa3pelleHHE Ha OPraHu3alyi0 MPOBEJACHHS KIMHUYECKOIO
UCCIICIOBAaHMs JICKApPCTBEHHOTO TpemnapaTa Uil MEAMLMHCKOrO IpPHUMEHEHHs, 00s3aHa B KayecTBe
CTpaxoBaTeisl CTPaxoBaTb PHUCK IPUYMHEHUS Bpeda JKU3HM, 3J0pPOBbIO TAllMEHTa B pe3yJbTare
IIPOBEJECHUS KIMHUYECKOIO MCCIEA0BaHUs JIEKAPCTBEHHOIO INpenapara JUisi MEAULUHCKOTO NPUMEHEHUS
3a CBOM CHUET IyTeM 3aKJIIOYCHHUS JOTOBOpa 00s3aTeIbHOTO CTPaXOBAHUS.
2. OOBEKTOM 0053aTeIbHOTO CTPAXOBAHUS SBISETCS HMYIIECTBEHHBIH HHTEpEC NalueHTa,
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CBSI3aHHBIN C IPUYMHEHHUEM BpEla €ro XU3HU WIIU 3J0pPOBBIO B PE3YJIbTATE IPOBEICHUS KIMHUYECKOIO
UCCJIE0BAHMS JICKAPCTBEHHOT'O IIpenapara s MEJULUHCKOTO IIPUMECHEHMUS.

3. CTpaxoBBIM ClTyyaeM IO JOTOBOPY 0053aTEIBHOTO CTPaXOBAHUS SABJSIETCS CMEPTh MAllUEHTa WIN
YXyIIIEHUE €ro 3I0pOBbs, B TOM YMCJE BIEKYIIEe 32 COOOH yCTaHOBJIEHUE MHBAJIUIHOCTH, MIPH HAIUYUU
NPUYMHHO-CIIEICTBEHHOM CBSI3M MEXAYy HACTYIUICHHEM JTOr0 COOBITMS M y4yacTHEM NallMeHTa B
KJIIMHAYECKOM HCCIIEOBAaHUU JIEKAPCTBEHHOT'O IIpenapara.

4. TpeOoBaHHs O BO3MEIICHUH BpeAa, NPUUMHEHHOTO JKU3HM WIM 370POBBIO TMAIMEHTa,
NPEABABISIIOTCA B TEYEHUE  CPOKOB  MCKOBOM  JIaBHOCTH,  YCTAQHOBJICHHBIX  I'PAKIAHCKUM
3aKOHOJIaTEIbCTBOM.

5. Pa3zmep cTpaxoBoOii BHIIUIATHI IO JOTOBOPY 0053aTEIBHOTO CTPAXOBAaHUS COCTABIISCT:

1) B ciyuae cMepTH MaIMeHTa JBa MUJUIMOHA pyOJiell Ha Ka)KAOro MalMeHTa, y4acTBOBABIIECTO B
KJIIMHAYECKOM HCCIIEOBAaHUU JICKAPCTBEHHOTO IIPerapara;

2) npu yXyALLIEHUH 370POBbs MMALIUEHTA!

a) MOBJIEKIIEM 3a cO00# yCTaHOBJIEHUE WHBAIMUIHOCTH | TPYIIIBI, OJUH MUJUTMOH MATHCOT THICAY
pyOseii Ha KaXAOro NAalMeHTa, YYacTBOBABILETO B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
npenapara;

0) momiekmeM 3a coboil ycTaHOBICHME WHBANUAHOCTH Il rpymmbl, oaMH MMJUIMOH pyOneil Ha
KaQ)KJIOTO NIAIMEHTa, Y4aCTBOBABIIIETO B KIIMHUYECKOM HCCIIEI0BAHUM JIEKAPCTBEHHOIO IpeIapara;

B) TOBJEKIIEM 3a co00il yctaHoBieHue uHBamuaHOCTH III rpynmsl, mATbCOT ThICSY pyOJseil Ha
KQ)KJIOTO NAIMEHTa, Y4aCTBOBABIIIETO B KIIMHUYECKOM HCCIIEI0BAHUY JIEKAPCTBEHHOIO IpeIapara;

Hudopmanus 06 usmenenusx: Pedepanvnvim sakonom om 22 dexabps 2014 2. N 429-D3 noonynxm
"2" nynkma 2 wacmu 5 cmamvu 44 nacmosweco @edepanrbHoco 3aKOHA U3NONHCEH 8 HOBOU pedaKyuu,
scmynarowen 8 cuny ¢ 1 urona 20135 e.

Cm. mexcm noonyHkma 6 npeovioyujell peoaxkyuu

') HE MOBJIEKIIIEM 3a COO0H YCTaHOBJICHUSI MHBAIMIHOCTH, HE OOJiee YeM TPUCTa ThICAY pyOsieit Ha
Ka)KJ0T0 MalleHTa, y4acTBOBABIIETO B KJIMHUUECKOM HCCIIeI0BAaHUU JIEKaPCTBEHHOTO MpenapaTa, UCXO0/s
U3 HOPMATHBOB, OTPAXAIOIIMX XapaKTep W CTENEHb MOBPEXKACHUS 3[0pOBBS, a Takke (PakTHUeCKH
MOHECEHHBIX MAallMEHTOM PacXoJOB, BbI3BAHHBIX MOBPEKICHUEM 3J0POBbs, Ha MEAMIIMHCKYIO MOMOIIIb,
proOpeTeHNE JIEKAPCTBEHHBIX MPENapaToB.

6. Ytparuia cuiy ¢ 1 urons 2015 r.

Wudopmanus 06 usmenenusx: Cu. mexem uacmu 6 cmamou 44

7. Cpok moroBopa 00sI3aTEIILHOTO CTPAaXxOBAaHMS HE MOXKET OBITh MEHEEe, YeM CPOK IMPOBEICHUS
KIIMHUYECKOT'O UCCIIeIOBAHUS JIEKAPCTBEHHOTO Mpernapara.

Nudopmarnus 06 mamenenusx: Pedepanvhvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 8
cmamou 44 nacmoauezo Dedepanvro20 3aKOHA 6HeCeHbl USMeHeHUs, ecmynaowue 6 cuny ¢ 1 uwons
2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

8. YcioBus noroBopa 00s3aTETBHOTO CTPaxXOBaHWs, B TOM YHCJIE CTPaXxOBbIe TapU(bI IO
00513aTEIILHOMY CTPAaxXxOBAaHHUIO, MEPEYCHbh HEOOXOAWMBIX IOKYMEHTOB JUIsl OCYIICCTBIICHHS CTPaXOBOU
BBIIJIATHI, TOPSAOK YCTAHOBIICHHS CTpPaxoBaTeleM HHIWBHIYaJbHOTO HICHTH()HUKAIMOHHOTO KOJa
NaIMeHTa, MOPSAI0K HHOOPMUPOBAHHS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBJICUCHHBIX K KIMHUYECKOMY
UCCIIC/IOBAaHHUIO JICKAPCTBEHHOTO TIpernapara Uil MEIWIIMHCKOTO TPUMEHEHHs TMaIMeHTaX, MOPSI0K
yILIaTBl CTPAXOBOW MPEMUH, TIOPSIIOK peasTU3alliy ONPEICICHHBIX HacToAmMM DenepaibHbIM 3aKOHOM H
IpyruMu  ¢defepalbHBIMH 3aKOHAMH TpaB W OOS3aHHOCTEH CTOPOH IO JOTOBOPY 00S3aTE€IBLHOTO
CTpaxOBaHHs, a TaKXKe HOPMATHBBI, OTPAKAIONIME XapaKTep W CTENEHb IOBPEKICHUS 370POBBS,
YCTaHABJIMBAIOTCS] TUITOBBIMU MPABHIIAMH 00S13aTEIIHBHOTO CTPAXOBAHUSI.

9. B ciryuae npuuuHEHUs Bpe/ia )KU3HU MAIMEHTa, YYaCTBOBABIIETO B KITMHHYECKOM HCCIICIOBAHUH
JICKApCTBEHHOTO TIpernapaTa, BBITOJONPUOOPETATEISIME TI0 JIOTOBOPY 00S3aTEIBHOTO CTPaXOBaHHS
SBIISIIOTCSI TPaKIaHe, WMEIOIIME MPaBO Ha BO3MEIICHHWE Bpeaa B Ciydyae CMEPTH KOPMWIIbLIA B
COOTBETCTBUH C TPAKIAHCKUM 3aKOHOJIATEIILCTBOM, MTPH OTCYTCTBHH TAKUX TPAKIAH - POJUTEIH, CYTPYT,
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JIETH YMEPILETO MMalMEHTa, y4aCTBOBABILErO B KIIMHUYECKOM MCCIIEA0BAaHNN JIEKApCTBEHHOIO Tpernapara, B
cllydyae CMEpTH NAllMEHTa, YyYaCTBOBABILEIO B KJIIMHUYECKOM HMCCIEI0BAHNUH JIEKAPCTBEHHOTO IIpenapaTa u
HE MMEBILEr0 CaMOCTOSITEJIBHOTO J0XOZa, - TpakJaHE, Ha WXKAMBEHMHM KOTOPHIX OH HaXOAWJCS, B
OTHOLICHUM BO3MELICHHUS pPACXOJOB Ha TOrpeOCeHHE MAIMEeHTa, YYacTBOBABLIETO B KIMHUYECKOM
MCCJIEIOBAaHUHM JIEKAPCTBEHHOI'O IIperapara, - M0, OHECLIEE TaKKE PaCcXO/bl.

10. CrpaxoBasg BbIIUIaTa B CYET BO3MEILEHUS BpENA, IPUUYMHEHHOTO JKM3HU NAIUEHTA,
y4acTBOBABLIETO B KJIMHUYECKOM MCCIEAOBAHUU JIEKAPCTBEHHOIO IIpenapara, paclpeacisercss MExXIy
BBITOJIOTIPHOOPETATEISIMUA POTIOPLIMOHATIBHO UX KOJTUYECTBY B PABHBIX JIOJISX.

11. Ilpm HacTymiIeHHHM CTPaxoOBOTO cilyyass [allUEHT, YYacTBOBABIIMNW B KIMHUYECKOM
UCCIIEIOBaHUHU JIEKAPCTBEHHOTO MPETapara, BHIT0A0NpHoOpeTaTeNb BIpaBe MPEAbIBUTh HETTOCPEICTBEHHO
CTPaxoBIIMKY TpeOOBaHHWE O BO3MELICHMM NPUYMHEHHOro Bpena. CTpaxoBas BbIIIATa OCYILECTBISCTCS
CTPaxXOBIIMKOM B TEUEHHE TPUILATH THEH CO JHA MPEACTaBICHUS HEOOXOIUMBIX JOKyMEHTOB. [lanuenr,
YYacTBOBABIIMH B KJIMHUYECKOM MCCIIEJOBAHUH JIEKAPCTBEHHOTO MpernapaTa, Win BBIFOJ0NPUOOpeTaTeb
00si3aH  COOOLIUTH CTPAXOBIIUKY JUIA OCYIIECTBJICHUS CTPaxOBOM BBHIMIATHl MHIWBUAYAJIbHBINA
UICHTU(QHUKAIIMOHHBIN KOJ| MAaIMEeHTa, YCTAHOBJCHHBIM CTpaxoBaTeleM B COOTBETCTBHUH C THIIOBBIMHU
IpaBUIaMU 0053aTEIIEHOTO CTPAXOBaHMUSL.

12. Jlo momHOro ompezeneHus pasMepa MOJIEKALIEr0 BO3MEIIECHUIO Bpela CTPaxOBUIMK IIO
3asIBJICHUIO MallMEHTA, Y4aCTBOBABILErO B KIIMHUYECKOM MCCIIEI0BAHUU JIEKAPCTBEHHOIO Ipemnapara, Uiu
3asBJICHHUIO BBITOJONPUOOpETATENs BIPaBE OCYIIECTBUTH YacTh CTPAXOBOW BBIMIATHI, COOTBETCTBYIOIIYIO
(akTHUECKH ONpeeIeHHON YacTH MPUYUHEHHOTO Bpea.

13. CrpaxoBas BbIILIaTA B COOTBETCTBUM C JIOTOBOPOM  OO0S3aTENBHOIO  CTPaxXOBAaHUS
OCYILIECTBJISIETCS HE3aBUCUMO OT BBIILJIAT, IPUUUTAIOLUIUXCS IO IPYTMM BHJIaM CTPaXOBAaHHUS.

14. He pomyckaerca ydacTMe TMallUEHTAa B IPOBENEHUU KIMHUYECKOTO MCCIEIOBAHUSA
JIEKapCTBEHHOTO Mperapara Ipu OTCYTCTBUH JJOTOBOPa 0053aTEILHOIO CTPaXOBaHMUA.

15. KoHTposib 3a HCHOJHEHHEM OpraHM3allel, MOIY4YMBIIEH pa3pellleHue Ha OpraHHU3alUio
IIPOBEJCHUS KIMHUUYECKOTO MCCIIEOBAHMS JEKAPCTBEHHOIO Ipenapara JUisi MEIUILMHCKOrO MPUMEHEHUS,
YCTAHOBJICHHON HAacTosIIIe cTaThell 00sS3aHHOCTH IO 00S3aTENILHOMY CTPaxXOBAHUIO KU3HHU, 3/I0POBbS
NAIUEHTa, YYaCTBYIOIIETO (Y4acTBOBABILIET0) B KIIMHUYECKOM HMCCIIEA0BAaHUY JIEKAPCTBEHHOIO MpEnapara,
OCYILIECTBIISICTCSI  YIIOJIHOMOYEHHBIM (peliepaibHbIM OpPraHOM MCIOJHHUTEIBHON BIIACTH, BbIIABUINM
pa3pelieHne Ha IPOBEACHHE KIMHUYECKMX HCCIIEJOBAaHMM JIEKapCTBEHHBIX IpernaparoB  AJs
MEAMIMHCKOIO PUMEHEHUS.

I'APAHT: CwMm. koMMeHTapuu K cratbe 44 HacTosmero denepaibHOro 3ak0Ha

I'naBa 8. HpOI/I3BOHCTBO U MAapKHPOBKA JICKAPCTBEHHBIX CPEACTB

Crartba 45. [Ipou3BoACTBO JIEKAPCTBEHHBIX CPEACTB

Nupopmarus 00 usmenenusnx: Pedepanvuvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 ¢ uacmob 1
cmamou 45 nacmoaweco DedepanvHoco 3aKOHA 8HeCeHbl UZMeHeHUs, ecmynalowue 8 cuny ¢ 1 utona
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. TIpou3BOACTBO JIEKapPCTBEHHBIX CPEICTB JOJDKHO COOTBETCTBOBATh TPEOOBAHUSM IPaBUII
HaJJIeKalel MPOU3BOICTBEHHON MPAKTUKH, YTBEP>KACHHBIM YIIOJIHOMOYEHHBIM (peepanibHbIM OpraHOM
UCTIOJIHUTENbHON BracTU. OCOOCHHOCTH MEpexoa MPOU3BOACTBA OTICIBHBIX JIGKAPCTBEHHBIX CPEACTB K
UX TPOU3BOJACTBY B COOTBETCTBHM C TPEOOBAHMSMHU MPaBUI HaJUIeXkKalleil MPOU3BOJCTBEHHONW MPAKTUKU
ycraHaBnuBaroTcs [IpaButensctBom Poccuiickont @enepauuu. Bpigaua 3akilO4eHUAd O COOTBETCTBUHU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MpaBWJI HaJUIekalleil MPOU3BOACTBEHHOMN
IIPAaKTUKHU OCYILECTBIISIETCS 110 PE3YJIbTATAM UHCIIEKTUPOBAHUS ITPOU3BOJUTENICH JICKAPCTBEHHBIX CPEACTB
B 1opsiake, ycraHoBiieHHOM IlIpaBurensctBoM Poccuiickonn ®enepanuu. Pasmep miatel 3a Bblgady
3aKJIIOYEHHUST O COOTBETCTBUU IPOU3BOJAMTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAaHHUSAM IPaBUI
HaJUIeKalled IPOU3BOICTBEHHON IIPAaKTUKKU ycTaHasiuBaeTcs [IpasurensctBom Poccuiickont denepanun.
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ITopsimok opraHu3alMyv U MPOBEICHUS MHCIIEKTUPOBAHUSA INPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBUE TPEOOBAHUSAM TMpaBWJI HaJUIekKalleld MPOU3BOACTBEHHONM NPAKTUKUA YCTAHABIMBACTCA
IIpaBurensctBoM Poccuniickoit denepanun.

Hudopmanus 06 usmenenusx: Pedepanrvnvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmov 2
cmamou 45 Hacmosiwyeco PedepanvbHo20 3aKOHA GHECEeHbl U3MeHeHus, ecmynarowue ¢ cuny ¢ 1 uwons
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. Ilpou3BoncTBO JIEKapCTBEHHBIX cpenctB B Poccuiickoit depepanuu  OCyIIECTBIACTCS
MIPOU3BOAUTEIISIMU JICKAPCTBEHHBIX CPEJICTB, MMEIONIMMHU JIUIICH3UIO Ha MPOW3BOJICTBO JICKAPCTBEHHBIX
cpeact. IloaTBepkIeHHWE COOTBETCTBHS JIMIICGH3WATa TMpaBWJIaM HaJUIeKaIEeH MPOU3BOICTBEHHOM
MPAKTUKH OCYIICCTBIISIETCS B PaMKax JIMIIEH3MOHHOTO KOHTPOJS B COOTBETCTBUM C 3aKOHOIATEIHCTBOM
Poccuiickoii @enepanuu ¢ y4eToM 0COOCHHOCTEH, YKAa3aHHBIX B YaCTH | HACTOSIIEH CTaThH.

Hudopmanus o6 usmenenusx: Cmamos 45 dononnena wacmoio 2.1 ¢ 25 uionsa 2022 2. - ®edepanvhulii
saxon om 14 uronsa 2022 2. N 311-D3

2.1. Jna uenedd NMUIEH3UPOBAHHS MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB IS MEAULUHCKOTO
NPUMEHEHUST M WHCIEKTUPOBAHMS CyOBEKTOB OOpaleHHs JIEKAPCTBEHHBIX CPEICTB HAa COOTBETCTBHE
TpeOOBaHUSAM MPAaBUJI HAMJIEKAIIEH MPOU3BOACTBEHHON MPAKTUKU (eiepabHbIN OpraH UCTIOJHUTETbHON
BJIACTH, OCYLIECTBISIONIMNA TOCYJAapCTBEHHYIO PErHCTPAlUI0 JICKAPCTBEHHBIX IpernapaTtoB  JUis
MEIUIIUHCKOTO TPUMEHEHUs, MpeJocTaBisieT (enepanbHOMY OpraHy HCIOJHUTEIbHON — BIIACTH,
OCyILECTBIISIIONIEMY (hefepabHbIi TOCYJapCTBEHHBIM JIMIIEH3MOHHBIM KOHTPOJIb JIEATENBHOCTH TI0
IPOM3BOJICTBY JIEKAPCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TMPUMEHEHHUs, IO €ro 3ampocy B paMKax
MEKBEJJOMCTBEHHOTO HMH()OPMAIIMOHHOTO B3aMMOJCUCTBHS B TOPSJIKE, YCTAaHOBJICHHOM (eaeparbHbIM
OpPraHOM HCIIOJHUTENIBHOW BIACTH, OCYLIECTBISIOMIMM JIUIICH3UPOBAHUE TPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB JUIsI MEIUIMHCKOTO TPHUMEHEHHUs, M (eaepaJbHbIM OpPraHOM HCIIOJHUTENBHONW BIIACTH,
OCYILECTBIISIIOLUIMM TOCYAapCTBEHHYIO PETUCTPAIMIO JICKAPCTBEHHBIX MNPENapaToB Ui MEIUIIMHCKOTO
NPUMEHEHHUs, CBEICHUS O JIEKAPCTBEHHBIX CPE/ICTBAX, YKa3aHHbIE B YacTH 5 craThM 18 HacTosImIero
®denepanbHOTO 3aKOHA, B TOM YHCJIE B CIIy4ae, €CIM TAaKUEe CBEJICHHUS COCTABIIAIOT KOMMEPUECKYIO TalHYy.

3. IIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCS € COOMIOJeHHeM TpeOoBaHU
NPOMBIIIJICHHOTO PETrJIaMEeHTa, KOTOPbIM YTBEP>KAAETCS PYKOBOAUTEIIEM HMPOU3BOIUTENS JEKAPCTBEHHBIX
CpPeACTB M BKJIIOYAaeT B ce0s TMEpeYeHb HCIOJIb3yeMbIX (apMaleBTUYECKUX CyOCTaHUUH U
BCIIOMOTATENbHBIX BEIIECTB C YKa3aHHEM KOJHMYECTBA Ka)XIOTr0 M3 HHX, JaHHbIE 00 HCIOJIb3yeMOM
000pYyIOBaHWH, OMHCAHUE TEXHOJOTHYECKOro Tpolecca M METOAOB KOHTPOJS Ha BCEX JTamax
IPOM3BOJICTBA JICKAPCTBEHHBIX CPECTB.

Nudopmanus 06 mamenenusnx: Yacmo 4 usmenena c 4 aszycma 2023 2. - Dedepanvuviii 3akon om 24
urons 2023 2. N 341-D3
Cm. npedvloywyio peoaxkyuro

4. Tlpm mnpoW3BOACTBE JICKAPCTBEHHBIX IMPEMaparoB Il MEIUIIMHCKOTO PUMEHEHHS
UCTIONB3YIOTCS (papMalieBTHYeCKre CyOCTaHIIMU, CBEACHUS O KOTOPBIX COJACPIKATCS B TOCYAapCTBECHHOM
peecTpe JICKapCTBEHHBIX CPEACTB JUISI MEIWIIMHCKOTO TIPUMEHEHUS W (MJIM) eIJHHOM peecTpe
3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3Hiickoro SKOHOMHUYECKOTO COI03a, 32 UCKIIIOUCHHEM
(dapMarieBTHYECKIX CYOCTaHITUI, TPOM3BOIUMBIX JIJISI TIPOBEJCHHS KIIMHHYECKUX HCCICIOBAHUN U (WIJIH)
i dkcropTa. [Ipw  MpoOW3BOACTBE JICKAPCTBEHHBIX CPEICTB ISl BETEPHUHAPHOTO TPUMEHCHUS
UCTIONB3YIOTCST (papMalieBTHYeCKne CyOCTaHIIMU, CBEACHUS O KOTOPBIX COJACPIKATCS B TOCYAapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPECTB ISl BETEPHHAPHOTO MPHUMEHEHHS, M (MJIM) TOCYJapCTBEHHOM peecTpe
JICKApCTBEHHBIX CPEJCTB IS MEAUIIMHCKOTO MMPUMEHEHHSI, U (FITH) SITHOM PEeCcTpe 3apeTruCTPpUPOBAHHBIX
BETCPUHAPHBIX JICKAPCTBEHHBIX MpenapatoB EBpa3miickoro 3KOHOMHYECKOTO CO03a, W (WJIH) eIWHOM
peecTpe 3aperiuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBPa3WiiCKOro SKOHOMHYECKOTO COI03a, 3a
UCKITIOUCHHEM  (apMaIleBTUYCCKUX CyOCTaHIMK, TPOM3BOIUMBIX U TPOBEICHHUS KIMHUYECKHX
ucciaenoBanuii u (wim) Ui 3kcropta. K mpormeccy mpousBojacTBa (hapMaleBTHUECKOW CyOCTaHIIUN
OTHOCATCSl JIIOOBIE CTaJMK TEXHOJOTHYECKOTO MPOIECCa, MO3BOJSIONIME MOTYYHTh TOTOBBIA MPOIYKT,
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COOTBETCTBYIOIIUI TpeOoBaHMUSIM (apMaKONEeWHOW CTaThu, B TOM 4YHcie (epMEHTalus, SKCTPAKIHA,
OYHCTKA, BBIIEJICHUE, MEPEKPUCTAIUIN3ALMS, BBICYIIMBaHHE, M3MelbueHue. B cimydae HeoOXonmmocTu
UCTIOJIb30BaHUSl 3TUJIOBOTO CHHPTa, B TOM 4Hcie (DapMaleBTUUECKOW CyOCTaHIMU CHUpPTA 3THUIOBOTO
(oTaHONA), TpPH TPOU3ZBOJCTBE JICKAPCTBEHHBIX CPEACTB B KadecTBE JCUCTBYIOMIETO U (WIIN)
BCIIOMOTATENFHOTO BELIECTBA, a TAKXKE B MHBIX TEXHOJOTMYECKHX LENAX JOJDKHA OBITh MCIOIB30BaHA
TOJILKO (papmarieBTHUECKasi CyOCTaHIIHsI CITUPTA 3TUIOBOTO (3TAHOM).

Nudopmarnus 06 msmenenusx: Pedepanrvuvim sakonom om 14 dexabpsa 2015 2. N 374-D3 uacmo 4.1
cmamou 45 Hacmosawe2o PedepanbHo20 3aKOHA UZNOHCEHA 8 HOBOU PedaKyuu
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

4.1. TlepeyeHbp JEKapCTBEHHBIX IPENApaTOB NS MEAULHUHCKOIO MPUMEHEHHS, B OTHOLICHUH
KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHUSA K 0O0bEMYy Tapbl, YMAaKOBKE W KOMIUIEKTHOCTH, MEpeYeHb
JIEKapCTBEHHBIX IPENapaToB JAJsl BETEPUHAPHOIO MPUMEHEHHS, B OTHOILIEHUU KOTOPBIX YCTaHABIMBAIOTCA
TpeOoBaHUsI K 0OBEMy Taphl, a Takke TpeOOBaHHUSA K OO0BEMYy Tapbl, YIAKOBKE M KOMILJIEKTHOCTH
JICKapCTBEHHBIX IMpEnapaToB i MEAULMHCKOTO TpUMEHEHHus, TpeboBaHUA K OO0BEMY Tapbl
JIEKapCTBEHHBIX MPENapaToB MJisi BETEPUHAPHOTO MPUMEHEHUS ONPEIENAIOTCS COOTBETCTBYIOIMIMMHU
YIOJTHOMOYEHHBIMH (peIepaIbHBIMU OpraHAMH HCIIOJIHUTEIBHONW BIIACTU B MOPSAJIKE, YCTAHOBJICHHOM
IIpaBuTtenscTBOM Poccuiickoit denepanuu.

Hudopmanus o6 usmenenusx: Yacmo 4.2 usmenena c 29 dexadps 2020 2. - @edepanvuuiii 3akon om 27
oexabops 2019 2. N 481-D3
Cm. npedvloywyto pedakyuio

4.2. OpraHu3anuy, OCYIIECTBIISIONIME MPOU3BOACTBO (PapMaleBTHUECKON CyOCTaHLMHU CHHpTa
3TUJIIOBOTO (3TaHONA) JAJS MPOU3BOJCTBA CIUPTOCOAEPIKAIIMX JICKAPCTBEHHBIX MpPENapaToB, OO0s3aHbI
OCYILECTBIISATh YUET B MOPSAIKE, YCTAHOBICHHOM CTaThiMu § U 14 DenepanbHOro 3akoHa OoT 22 HOsAOps
1995 romga N 171-®3 "O rocyaapcTBEHHOM PEryJIMPOBAHUH MPOU3BOJCTBA U 000POTA 3TUIOBOTO CIHPTA,
QJIKOTOJIBHOM M CHHPTOCOJEpKalled MNpOAyKIMH M 00 OrpaHW4YeHUH TNOTpedieHus (paciuTHs)
asikoronbHOM mpoaykuuu'. [Ipou3BoacTBO (hapManeBTHUECKONW CyOCTaHIIMM CIIMPTA 3TUIIOBOTO (3TAaHOIA)
JIOITyCKAETCsl TOJIBKO OpTaHU3alfel, OCYIIECTBIIAIONIECH MPOU3BOJICTBO PEKTU(PHUKOBAHHOTO 3THUIIOBOTO
CIUpTa M3 MHILEBOTO ChIpbs HAa OCHOBAHMU JIMLEH3MHM HA IPOM3BOACTBO 3TUJIOBOIO CHHMpTA JUIS
MPOU3BOACTBA (hapMaIleBTHUECKON CyOCTaHIIMM COHUPTa OJTHIOBOTO (dTaHOJIA) B COOTBETCTBUH C
tpeboBanusimu dDenepanbHoro 3akoHa oT 22 HosOps 1995roma N 171-@3 "O rocymapcTBEHHOM
peryIupoBaHUM IMPOU3BOJACTBA M 000pOTa STHIIOBOIO CIHUPTA, AJIKOTOJIBHOM M CHHPTOCOIEpIKareit
IPOAYKIIMH U 00 OrpaHHMYEHUH MOTPeOIeHUs (PaCIUTHUS) aJIKOTOIBLHON MPOIYKIMU'", METOOM pa3BeACHUS
BOJIOM OYMILEHHONW TaKOro JSTUJIOBOIO CHMPTA, IPOU3BEACHHOIO JAHHOW OpraHu3alued I0 MECTy
OCYILIECTBIICHUS IPOU3BOICTBA (hapMaIleBTUUECKON CYyOCTaHIIMH CIIUPTA STUIIOBOTO (3TAHOIA).

Hudopmanus o6 usmenenusix: Cmamovs 45 donoanena yacmoio 4.3 ¢ I sineapsa 2018 2. - Dedepanvhutii
saxon om 29 uronsa 2017 2. N 278-D3

4.3. NnauBunyaibHble NpeANpUHUMATENN U IOPUIWYECKUE JIMIA, OCYIIECTBIISIOMINE 3aKyNKy M
HCIIOJIb30BaHKEe (DapMaleBTUUYECKOW CYOCTaHIIMU CIHUPTa THUIOBOTO (3TAHOJA), a TaKKe MPOU3BOJICTBO,
W3TOTOBJICHHE © (WIM) O00O0pOT (32 HMCKIIOYEHUEM PO3HUYHOW TMPOJAXKH) CHUPTOCOACPIKAIITIX
JICKapCTBEHHBIX MPErapaToB, O0S3aHbl OCYHIECTBIATh WX YYe€T M JACKIapUPOBAHUE B TMOPSIKE,
YCTAaHOBJICHHOM cTaThsiMu 8 u 14 denepanpHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O
rOCYJapCTBEHHOM PETryJUPOBAaHUU TPOU3BOJICTBA U 000pOTa HTHIOBOTO CIUPTA, AJIKOTOJBHOM U
CIIUPTOCOEPIKAIIEH TPOTYKIIUHA U 00 OTpaHMYCHUN TTOTPEOIeHUs (PACTIUTHS) aJIKOTOJIBHOW TTPOTyKIIUH'".

Nupopmarus 00 usmenenusnx: Cmamovs 45 oOononnena uacmvio 4.4 c¢ 13 aeeycma 2019 . -
Deoepanvruiil 3axon om 2 agzycma 2019 . N 297-D3

4.4. llpu nDpOU3BOACTBE JIEKAPCTBEHHBIX IPENaparoB M BETEPUHAPHOTO IPUMEHEHHUS
JIOMTyCKAETCsl HCIOJBb30BAHMWE TPOM3BENEHHBIX JUIS peainu3aluu (apManeBTHUECKUX CyOCTaHIUM,
BKJIIOYCHHBIX B TOCYJAapPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB YIOJIHOMOYEHHBIM (heaepanbHbIM
OpPraHOM  HCIIOJIHUTEJIBHOM  BJIACTH, OCYLIECTBISIOIIMM  BEICHHE TOCYAAPCTBEHHOIO  peecTpa
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JICKAPCTBCHHLIX CPCACTB IJII MCAUIUHCKOI'O IIPUMCHCHU.
5. 3anpemiaercs Npou3BOACTBO:

Hudopmanus o6 usmenenusx: Ilyukm 1 usmenen ¢ 4 ascycma 2023 2. - ®Pedepanvuuiii 3akon om 24
uronn 2023 2. N 341-D3
Cm. npedvloywyio peoaxkyuro

1) JekapCTBEHHBIX CPENICTB, CBEJCHHS O KOTOPBIX HE COJNEPIKATCS B TOCYJApCTBEHHOM PEECTpe
JICKapCTBEHHBIX CPEACTB ISl MEIHWIIMHCKOTO TPHMEHEHHs, W (WIM) TOCYyJapCTBEHHOM peecTpe
JEKapCTBEHHBIX  CPEIACTB  JUISI ~ BETEPHHAPHOTO  TPUMEHEHHWs, W  (WIM) E€IMHOM  peecTpe
3apEerUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB EBpa3uiicKOro SKOHOMHUYECKOTO CO03a, U (WIM) eIUHOM
peecTpe  3apeTUCTPUPOBAHHBIX  BETEPHHAPHBIX  JICKAPCTBEHHBIX  MpemaparoB  EBpa3uiickoro
SKOHOMHYECKOTO CO03a, 32 MCKIIOUEHHEM JIGKAPCTBEHHBIX CPEICTB, MPOHM3BOJUMBIX IS MPOBEICHHUS
KJIMHUYECKUX UCCIICIOBAHUN WIIH ISl DKCTIOPTA;

2) panbcupuIpoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) nexapcTBEHHBIX CPEACTB O€3 JIMIICH3UH Ha MPOU3BOICTBO JICKAPCTBEHHBIX CPE/ICTB;

4) nexapCTBEHHBIX CPEICTB C HApPYyIICHHEM NpPaBWI OpPraHU3allMd TPOHM3BOJCTBA M KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuny ¢ 29 nexadps 2020 r. - denepanbhbiii 3ak0oH oT 27 aexadps 2019 r. N 481-D3

Hudopmanus 06 usmenenusx: Cu. npedvloyuyio pedakyuio

Nudopmanus 06 mamenenusx: Cmamvs 45 Oonoanena nynkmom 6 c¢ 29 oekabps 2020e. -
Deodepanvruiil 3axon om 27 dexabps 2019 e. N 481-D3

6) CIHPTOCOAECPKAIMUX JICKAPCTBEHHBIX IPEMapaToB MO MECTY OCYIICCTBJICHUS MPOU3BOICTBA
dapmareBTUUeCKOd CyOCTaHIIMM CIIHpPTa ATHIOBOTO (dTaHOoNa) WM (WJIM) 1O MECTy OCYIICCTBICHHS
MPOM3BOJICTBA STUJIOBOTO CITUPTA;

Nudopmarus 00 usmenenusx: Cmamovs 45 oOononmena nywkmom 7 c¢ 29 Oexabps 2020e. -
DedepanvHulii 3akon om 27 dekabps 2019 2. N 481-D3

7) dapmaneBTUYECKON CyOCTaHIIMM CHUpPTa 3TUIOBOTO (3TaHONA) U (WIU) CHUPTOCOEPKAIINX
JICKapCTBEHHBIX TMPErnapaTtoB Ha OCHOBHOM TEXHOJIOTUYECKOM O0OOpYyIOBaHMU Ui TPOU3BOCTBA
3TUJIOBOTO CHUPTA, yKazaHHOM B myHKTe 1.1 crateu 14.1 denepanpHoro 3akoHa ot 22 Hos0ps 1995 roga
N 171-®3 "O rocynapCTBEHHOM pETyJIMPOBAHWU TPOM3BOACTBA U 00OpOTa ATHIOBOTO CIHUPTA,
QJIKOTOJIBHOM M CHHPTOCOJEpKalled MNpOAYKIMH M 00 OrpaHWYeHUH TNOTpedseHus (paciuTHs)
AJIKOTOJIBHOM MPOTyKIUu".

Hudopmanus 06 usmenenusx: Pedepanvuvim sakonom om 22 dexaops 2014 2. N 429-D3 6 uacmov 6
cmamovu 45 nacmoswezo DedepanbHoco 3aKOHA 6HeCeHbl U3MEHeHUs, cmynaiowue 6 cuny ¢ 1 uwnasa
2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

6. Ilpu BBOAE JEKAPCTBEHHBIX CPEACTB B TPAKIAHCKHH OOOPOT YIOJIHOMOYECHHOE JIUIIO
MIPOU3BOJUTENS JEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIET MOATBEPKICHUE COOTBETCTBHS JIEKAPCTBEHHBIX
CPEICTB TpeOOBaHUSAM, YCTAHOBJIEHHBIM NPU UX TOCYHApCTBEHHOM PETUCTpAllUU, U TapaHTUPYET, 4YTO
JIEKapCTBEHHbIE CpEACTBA MPOU3BEIACHBl B COOTBETCTBUUM C TPeOOBaHUSAMH NPaBWJI HaJexalen
MIPOU3BOJICTBEHHON MPAKTUKH.

Nudopmanus 06 mamenenusx: Yacmo 7 usmenena c 13 aszycma 2019 2. - Pedepanvubviti 3akon om 2
aszycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

7. YIOTHOMOYECHHBIM JIMIIOM TPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB SBIISCTCS €ro paOOTHUK,
aTTECTOBAHHBI B YCTAHOBJICHHOM YITOJIHOMOYEHHBIM (eJepaTbHBIM OPTaHOM HCIIOTHUTEIBHOW BIIACTH
MOPSAIKE M UMEIOIIUN CTaxk paboThl HE MEHEe 4eM TSTh JIET B 001acTh MPOU3BOJACTBA M (MIJIH) KOHTPOJIS
KauyecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00OPa30BaHME COOTBETCTBEHHO MO OJTHOW M3 CHEIUAIBHOCTEH
U (WIM) OJHOMY U3 HampaBIIGHUH TOATOTOBKU: OWOJIOTHS, OWOTEXHOJIOTHS, BETEpPHHAPUS,
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BCTCPUHAPHO-CaAHUTAPHAA OKCIICPTHU3d, KIHMHHUYCCKAsA MCAUIMHA, paauallMOHHAasA, XHMHUUYCCKasd U
Ouosoruyeckas 3aliuTa, (bapMaumI, (bsz[aMeHTaanaﬁ MEAUIIMHA, XUMHNYCCKAasA TCXHOJJIOTHUA, XUMU.

Hudopmanus o6 usmenenusx: Yacmo 8 usmenena c I ansapa 2018 e. - Dedepanvuulii 3akon om 29
uronn 2017 2. N 278-D3
Cm. npedvloywyio peoaxkyuro

8. [IpousBoauTeny JIEKapCTBEHHBIX CPEACTB (3a UCKIIOUCHHEM (apMaIleBTUUECKONW CyOCTaHITMH
CIIUPTa ATUJIOBOTO (3TaHOJA) MOTYT OCYIIECTBIIATH MPOJIAXy JICKAPCTBEHHBIX CPEJICTB WIIN MEepeIaBaTh UX
B YCTAHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoi denepanun nopske:

1) ipyrum mpoOU3BOAUTEIISM JIEKAPCTBEHHBIX CPEJICTB VISl IPOU3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB;

2) opraHu3aiusiM ONTOBOM TOPTOBJIH JICKAPCTBEHHBIMHU CPEJICTBAMH;

3) anTeyHbIM OpraHU3alMsIM, BETCPUHAPHBIM AaNTEUYHBIM OPTraHU3AIUSAM, WHIUBHUIYaIbHBIM
MpEANPUHUMATEISAM, HUMEIOMUM JIMIEH3UI0 Ha (apMalleBTHUECKYI0 NESITEIbHOCTh WM JIMIEH3UIO Ha
METUITMHCKYIO ICSITEIBHOCTD;

4) HayYHO-HMCCIICIOBATEIHCKAM OPTaHU3aIUsAM TSl HAYYHO-HCCIICIOBATEIHCKOM padOTHI;

5) MEIMIIMHCKUM OpPTaHU3AIMSAM U BETEPUHAPHBIM OpraHU3aIHsIM;

HNudopmanus 06 usmenenusx: [lynkm 6 usmenen c¢ 13 aszycma 2019 2. - @edepanvhuvlii 3axon om 2
aszycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

6) opraHM3auMsM ¥ HHAMBHIYaJbHBIM MPEINPUHUMATEISIM, OCYIIECTBIISIONIMM pa3BeleHHE,
BBIpAIMBAaHHUE U COJCPKAHNE )KUBOTHBIX (32 UCKITIOUEHHEM MPOJaKU UM (papMareBTUIeCKUX CyOCTaHIHA
WIM UX Tepeaaun).

Nudopmanus 06 mamenenusx: Yacmo 9 usmenena c 29 oexabpa 2020 2. - Pedepanvubiii 3akon om 27
oexaops 2019 . N 481-D3
Cm. npedvloywyo peoaxkyuro

9. TlpomsBomutenu QapmareBTUYCCKON CyOCTaHIIMM CHUpPTAa STWIOBOTO (dTaHOJA) 0O0s3aHbI
OCYIIECTBIISATh pealn3aiuio (rmepeaady B YCTaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit ®deneparim
nopsiike) papMarieBTUIECKON CyOCTaHIIMK CITUPTA STHJIOBOTO (3TaHOJIA) MPOU3BOIUTENSAM JICKAPCTBEHHBIX
CPEICTB JJIsl MPOM3BOJACTBA JIEKAPCTBEHHBIX CPENICTB, MPOU3BOAUTENSAM (M3TOTOBUTENSAM) METUIIMTHCKUX
U3JIeNUN U1 TPOU3BOJACTBA M M3TOTOBJIEHUS MEAMIMHCKHX HM3JEIUNA B €MKOCTAX 00beMoM He Ooiee 1
mutpa U (unu) He meHee 1000 muTpoB, a OpraHU3aIysaM, YKa3aHHBIM B IMyHKTaxX 3 - 5 9acTu § HacTosIIEH
CTaThH, B Tape 00beMOM He Oosiee 1 ymuTpa.

Nudopmarus 00 usmenenusx: Cmamovs 45 Oononnwena uacmvio 10 ¢ 29 Oexabps 20202. -
DedepanvHulii 3akon om 27 dekabps 2019 2. N 481-D3

10. Peanuzaums (mepenaya B YCTAaHOBJIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit ®Denepannu
nopsinke) (GapMamneBTHYECKON CyOCTaHIIMM CIUPTAa OSTUIOBOTO (3TaHOJA) OpraHW3aIUsM ONTOBOM
TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMH HE JIOIYCKAETCHI.

Hudopmanus o6 usmenenusix: Cmamvs 45 Oononmena uacmvio 11 ¢ 29 oexabps 2020e. -
Deodepanvruiil 3axon om 27 dexabps 2019 e. N 481-D3

11. TlepeBo3ku apmarieBTUIECKON CyOCTaHIIUM CIIUPTA STHJIOBOTO (3TAaHOJA) OCYIIECTBIISIOTCS C
cobmoieHneM TpeOOBaHWM, YCTAaHOBJIICHHBIX ab3aleM 4eTBEpPThIM MyHKTa 3 cratbu 9 denepanbHOro
3akoHa OT 22 Hos0ps 1995 roma N 171-®3 "O rocymapCTBEHHOM peryJHpPOBAaHWUU TPOW3BOJICTBA H
000poTa STWJIOBOTO CHHPTA, AJKOTOJIBHOW W CHHpPTOCOAepXkamieid NpOAYKIMH U 00 OrpaHUYeHHH
noTpeOaeHus (PaCTIUTHS) aIKOTOJIBHON MTPOTYKIIMH'".

I'APAHT: CM. komMmeHTapuu K ctatbe 45 Hactosuiero denepanbHOro 3aKkoHa

CraTtbs 46. MapkupoBKa JIEKapCTBEHHBIX CPEICTB

I'APAHT: Cwm. IlosoxeHue O TPOBEIEHHHM OKCIEPUMEHTA [0 MAapKUPOBKE KOHTPOJIbHBIMHU
(uneHTUUKALIMOHHBIMU) 3HAKAMU M MOHMTOPUHTY 3a OOOPOTOM OTHEIbHBIX BHJIOB JIEKAPCTBEHHBIX
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MpernapaToB JUIsi MEJUIIMHCKOTO MPUMEHEHUs, YTBEpKACHHOE nocTtaHoBiaeHueM [IpaBurtensctBa PO ot
24 suBaps 2017 r. N 62

Hudopmanus 06 usmernenusx: Deodepanvrvim 3akonom om 11 oxkmabpa 2010 2. N 271-D3 6 yacme 1
cmamou 46 Hacmosiweeo DedepanbHo20 3aKOHA BHECEeHbL U3MEHEHUS
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. JlekapCTBEHHBIC TMpEMaparhl, 3a UCKIIOUYEHHEM JICKapCTBEHHBIX IMPEMapaToB, M3rOTOBICHHBIX
anTeYHBIMH  OPTaHHW3alMsSIMH, BETCPHUHAPHBIMH AalTEYHBIMHA OPTaHU3AIMSIMH, WHAWBUIYAITbHBIMA
NpeANPUHIMATENSIMA, UMEIOIIMMH JIMIICH3UI0 Ha (apMaleBTHUECKYIO EATEILHOCTD, JOJDKHBI TIOCTYIIATh
B OOpaleHue, eciiu:

Nudopmarus 00 usmeneHusx: Pedepanvrvim 3akonom om 22 oexkabps 2014 2. N 429-D3 ¢ nynkm 1
yacmu 1 cmamou 46 Hacmoswezo PedepanbHo2o 3aKOHA 6HeCEeHbl U3MEHEeHUs, cmynarowue 6 cuny ¢ 1
urona 2015 a.

Cm. mexem nynkma 6 npeduvloyujeis peoaKyuu

1) Ha WX mNEepBUYHONM YMAKOBKE (32 MCKIIOYCHHEM MEPBUYHON YIAKOBKU JIEKAPCTBEHHBIX
PacCTUTENIBHBIX TPENapaToB) XOPOUIO YUTAEMBIM HIPU(TOM Ha PYCCKOM S3bIKE yKa3aHbl HAMMEHOBAaHHE
JIEKapCTBEHHOTI'0 IpemnapaTa (MexXayHapoAHOE HEMATEHTOBAHHOE, WK IPYIIIMPOBOYHOE, MM XUMUYECKOE,
WM TOPrOBOE HAMMEHOBAHUE), HOMEP CEPHH, J1aTa BBIMTYCKa (TSI IMMYHOOHUOJIOTHYECKUX JICKAPCTBEHHBIX
IpenapaToB), CPOK TOAHOCTH, JTO3UPOBKA MM KOHIEHTpaIHs, 00beM, aKTUBHOCTh B €JMHULIAX NEHCTBUS
WU KOJIMYECTBO J03;

Hudopmanus 06 usmenenusx: Pedepanvnvim zakonom om 22 dexabpsa 2014 2. N 429-D3 ¢ nynkm 2
yacmu 1 cmamou 46 Hacmosiueco PedepanbHozo 3aKOHA 6HECEeHbL USMEHEHUs, cmynarowue ¢ cuny ¢ 1
urons 2015 2.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu

2) Ha WX BTOPUYHOM (TIOTPEOUTENHCKOM) YMAKOBKE XOPOIIO YHWTAEMbIM HIPU(PTOM Ha PYCCKOM
S3bIKE yKa3aHbl HAWMMEHOBAaHWE JIGKAPCTBEHHOTO Tpemapara (MEeXIyHapOoJAHOE HENMaTeHTOBAHHOE, WIIH
TPYNIAPOBOYHOE, WM XHMHYECKOE M TOProBOC HAaWMEHOBaHUS), HAMMEHOBAHHE MPOU3BOAUTEIS
JICKApCTBEHHOTO TpernapaTta, HOMEp CEepHH, Jara BBIMYCKa (IS MMMYHOOHOJIOTHYECKHX JICKApCTBEHHBIX
npenapaToB), HOMEpP PErHCTPAIMOHHOTO YAOCTOBEPEHUS, CPOK TOIHOCTH, CII0OCOO TPUMEHEHHS,
JO3MPOBKA WIIM KOHIICHTpAIUs, 00bEeM, aKTHBHOCTh B E€IMHUIAX JEHCTBUS JHOO KOJMYECTBO 103 B
YIIaKOBKeE, JIEKapCTBEHHAs (popMa, YCIIOBUS OTITYCKa, YCIOBHSI XpaHEHHS, TIPEAYIPEAUTETbHBIC HAIIUCH.

Hudopmarus 00 usmeneHusx: Pedepanvuvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 uacmy 2
cmamovu 46 nHacmoswezo PedepanbHo20 3aKOHA 6HeCeHbl UMEHeHUs, GCmynailowue 6 cuny c¢ 1 uwona
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. dapmareBTHUECKHE CYOCTaHIIMU JOJDKHBI TOCTYNaTh B OOpalleHUe, €Clid HAa WX TEPBHYHON
YIaKOBKE XOPOIIO YHTAEMbIM MIPHU(PTOM Ha PYCCKOM SI3bIKE yKa3aHbl HAUMEHOBaHHE (DapMaIleBTHUECKON
cyOcTaHIMK (MEXIYHAPOJHOE HEMATCHTOBAHHOE, WM TPYIIIUPOBOYHOE, WM XUMHUYECKOE M TOPTOBOE
HAUMEHOBAHHUS), HAUMECHOBAHUE MPOU3BOAUTENS (papMaIeBTUUECKONW CYOCTaHIIMM, HOMEP CEepHH U JaTa
M3TOTOBJICHHS], KOJMYECTBO B YIMAKOBKE M €IUHUIIBI U3MEPEHUS KOJIUYECTBA, CPOK T'OJHOCTH U YCIOBUS
XpaHEeHHUS.

3. JlekapcTBEHHBIE CpEICTBA B KadeCTBE CHIBOPOTOK JOJDKHBI MOCTyHaTh B OOpalleHHe ¢
yKa3aHUEM KUBOTHOTO, U3 KPOBH, TIa3Mbl KPOBH, OPTaHOB U TKAHEH KOTOPOTO OHU MOTYUYEHBI.

4. Ha BTOpU4HYIO (IOTPEOUTENHCKYI0) YIAKOBKY JIEKAPCTBEHHBIX CPEJICTB, OTYUYECHHBIX U3 KPOBH,
11a3Mbl KPOBU, OPTaHOB U TKaHEN 4YeloBeKa, JOJKHA HAHOCUThCS Haanuch: "AnTtutena k BUY-1, BUY-2,
K BUpycy renarura C v MOBEpXHOCTHBIM aHTUTEH BUpYyca renatuta B orcyrcTBytor".

5. Ha MEPBUYHYIO YIaKOBKY u BTOPUYHYIO (TOTPEOUTENBCKYIO) YIaKOBKY
paarodapMareBTHUECKHUX JICKAPCTBEHHBIX CPEJICTB JOKEH HAHOCUTHCS 3HAK PATUAIIMOHHON OMACHOCTH.

6. Ha BTOpuuHyI0 (MOTpEOUTEIHCKYIO) YIIAKOBKY TOMEONATHYECKUX JICKAPCTBEHHBIX NPENapaToB
JIOJDKHA HAHOCUTHCS Haanuck: "'omeonatuueckuii”.
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7. Ha BTOpuuHyIO0 (NMOTPEOMTENHCKYI0) YHNAKOBKY JICKAPCTBEHHBIX PACTHTEIBHBIX IpenapaToB
JIOJKHA HAHOCUThCS HaAmuch: "[Ipoaykius npomuuia paaualioHHbI KOHTPOJIb' .

Hudopmanus o6 usmenenusx: Pedepanrvhvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 8
cmamovu 46 nacmoswezo DedepanrbHoco 3aKOHA 6HeCeHbl U3MEHeHUs, cmynaiowue 6 cuny ¢ 1 uwnaa
2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

8. Ha mnepBuuHyl0 YNakoBKy (€ciM MJii 3TOrO CYHIECTBYET TEXHHUYECKass BO3MOXKHOCTb) U
BTOPUYHYIO (TMOTPEOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX IMPErnapaToB, IpeIHA3HAYCHHBIX IS
KIMHUYECKUX HUCCIIEAOBAaHMH, TOIKHA HAHOCUTHCS HaANUCh: "JIJ1s1 KITMHUYECKUX UCCIeqOBaHuM" .

9. VYnakoBka JEKapCTBEHHBIX CpPEICTB, MNPEAHA3HAUYEHHBIX HCKIIOYUTEIBHO IS DJKCIOpTa,
MapKUpPYyeTCsl B COOTBETCTBUU C TPEOOBAHUSMHU CTPAHBI-UMIIOPTEPA.

10. Ha TpancmopTHyio Tapy, KOTOpas HE MpeaHa3HaueHa I MOTpeOuTeIeii U B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CpPEICTBO, IODKHA HAHOCHTbCS HMH(OpMAlMs O HaUMEHOBAaHUM, CEpUU
JIEKapCTBEHHOI'O CPEJCTBa, JaTe BBIMYCKa, KOJIWYECTBE BTOPUYHBIX (MOTPEOUTENHCKUX) YIAaKOBOK
JIEKapCTBEHHOI'O CPEJICTBA, MPOU3BOAUTENE JIEKAPCTBEHHOTO CPEACTBA C yKa3aHWEM HAMMEHOBaHUS U
MECTOHAXO0XACHUS IPOU3BOAUTENS JIEKAPCTBEHHOIO CPeACTBa (aapec, B TOM YHUCIe cTpaHa U (MJIM) MECTO
IIPOU3BOJICTBA JIEKAPCTBEHHOTO CPE/ICTBA), a TAKKE O CPOKE T'OAHOCTH JIEKAPCTBEHHOTO CpeAcTBa U 00
YCIIOBUSIX €r0 XpaHEHHs U MEePEeBO3KU, HEOOXOAUMbIE MPeIynpeaUTebHbIE HAAMUCH U MaHUIYJISTOPHBIE
3HAKH.

11. Ha mepBHuYHyIO0 yMakoBKY M BTOPUYHYIO (IOTPEOUTEIHCKYIO) YIMAKOBKY JIEKApPCTBEHHBIX
CPEICTB [UIsi BETEPUHAPHOTO NPUMEHEHHUS JIOJDKHA HAHOCUTbCS HaAmuch: "J{Is BeTepuUHApPHOTO
MpUMEHeHus".

12. Ha BropuuHyt (MOTpeOUTEIHCKYI0) YHAKOBKY JICKAPCTBEHHOTO IIpenapara HAHOCHUTCS
IITPUXOBOM KO/I.

I'APAHT: CM. komMmeHTapuu K ctatbe 46 HacTosuiero denepanbHOro 3akoHa

Nudopmarnus 06 msmenenusx: Pedeparvnvim 3akonom om 6 Oexabps 20112 N 409-D3 ¢
Haumenosanue 2nasvl 9 Hacmoswyeco PedepanbHo2o 3aKOHA BHECEHbl USMEHEHUsl, BCIYNAWUe 8 CULY
no ucmeyenuu mpuoyamu OHel nocie OHs OQuUYUAILHO2O0 ONYOIUKOBAHUS HA38aHH020 DedepanbHo2o
3aKOHA

Cm. mexcm HauUMeHO8AHUA 8 NPedblOYuel peOaKyuu

I'maBa 9. BBo3 1ekapcTBeHHBIX cpeaAcTB B Poceniickyio ®denepanuio 1 BbIBO3 JIEKAPCTBEHHBIX
cpeacrs u3 Poccuiickoit @exepanun

Hudopmanus o6 usmenenusx: Pedeparvhvim 3akonom om 6 Oekabps 20112. N 409-@3 ¢
Haumenosanue cmamvu 47 nHacmoswe2o PedepanrbHo20 3aKOHA 6HECEeHbl U3MEHEHUs, 8CMmynaruue 8
CUIy no ucmeueHuu mpuoyamu OHeu nocie OHA OQUYUATLHO2O ONYOIUKOBAHUS HA36AHHOZO
DedepanvHozo 3aKOHA

Cm. mexem HaumeHo8aHUs 8 npedbloyujeli pedaKyuu

Cratba 47. Ilopsnok BBO3a JIEKapCTBEHHBIX cpeacTB B Poccuiickyro Penepanuio U BbIBO3a
JIEKapCTBEHHBIX cpeacTB U3 Pocculiickoit @enepanuu

Hudopmanus 06 usmenenusx: Pedepanrvrvim zaxkonom om 6 oexabpsa 2011 2. N 409-D3 & uacmo 1
cmamou 47 Hacmosiuweeo DedepanrbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, GCmynarwue 6 CUiy no
ucmeyenuu mpuoyamu OHell Nnocie OHSA OQUYUATbHO2O ONYOIUKOBAHUS HA38aAHHO20 DedepanbHoco
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. BBo3 mekapcTBeHHBIX cpenacTtB B Pocculickyro @enepanuio OCYLIECTBISIETC B TMOPSIIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoii @Deaepanuu, B COOTBETCTBUH C TaMOKEHHBIM
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®enepanbublii 3akoH ot 12 anpens 2010 1. N 61-®3 "O6 obpaleHny JeKapcTBEHHBIX CpelCTB" (C U3MEHEHUSMH U

3aKOHO/IaTenbCcTBOM TamoskeHHOoro coro3a B pamkax EBpA3DC (nmanee - TamokeHHBIH COI0O3) U (WIIK)
3aKOHOJaTeNbcTBOM Poccuiickort denepanniv 0 TAMOKEHHOM JEJIE.

Hudopmanus 06 usmenenusx: Yacmo 2 usmenena c 28 oexabpa 2019 2. - Pedepanvuuiii 3akon om 27
oexaops 2019 . N 462-D3
Cm. npedvloywyio peoaxkyuro

2. Brosumbie B Poccuiickyro ®enepanuio JEKapCTBEHHBIE CPEACTBA MOJKHBI COJEPKATHCS B
rOCy/apCTBEHHOM peecTpe JIEKAPCTBEHHBIX CPECTB.

Hudopmanus o6 usmenenusx: Pedepanvhvim 3akonom om 6 oexkabpsa 2011 2. N 409-D3 6 uacme 3
cmamou 47 Hacmoswezo DedepanrbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, CMmynarwue 6 Cuiy no
ucmeueHuu mpuoyamu OHel nocie OHA OQUYUATLHO20 ONYOIUKOBAHUA HA36aHH020 DedepanbHo2o
3aKOHA

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

3. Homyckaercs BBo3 B Poccuiickyro denepainio KOHKPETHOM NapTUU 3aperMCTPUPOBAHHBIX U
(M) HEe3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB, MpPEJHA3HAYCHHBIX Ui  IPOBEACHUS
KJIIMHAYECKUX MCCIICIOBAHUN JIEKAPCTBEHHBIX IIPENapaToOB, IPOBEICHUs HKCIEPTU3bl JIEKAPCTBEHHBIX
CPEACTB I OCYILECTBJICHMS TOCYJAapCTBEHHOM PErMCTpald JICKApCTBEHHBIX IIPENApaToOB WU UL
OKa3aHUs MEIULMHCKOM IOMOIUM IO >KM3HEHHBIM II0Ka3aHUAM KOHKPETHOI'O IAlME€HTa Ha OCHOBAHUH
paspelieHrs, BBIIAHHOTO YIOJHOMOYEHHBIM (eiepajbHBIM OpPraHOM HCIIOJHUTENILHOW BJIACTH 11O
3asBJICHUSAM JIML, YKa3aHHbIX B cTaThe 48 Hactosmero denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBICHUS W [PUHATHE pEUICHUS O BbAAYE PpA3pelICHHss Ha BBO3 KOHKPETHOW IapTUU
3apEerUCTPUPOBAHHBIX U (WIJIM) HE3aperuCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB, MPEIHA3HAYCHHBIX IS
IIPOBEICHNS KIMHUYECKUX HCCIEHOBAHUM JICKAPCTBEHHBIX IIPENapaToB, IPOBEICHUS DKCIEPTU3bI
JICKApCTBEHHBIX CPEACTB I OCYLIECTBICHUS TOCYJApCTBEHHONW PETUCTpPALU  JIEKAPCTBEHHBIX
[IpEenapaToB WIA I OKa3aHUs MEAMIMHCKOM IIOMOIIM II0 >KM3HEHHBIM II0Ka3aHUSIM KOHKPETHOIO
namnueHTa 1ubo 00 OTKa3e B BBIAAYE YKA3aHHOTO pa3pelieHHs MPOU3BOAATCS B CPOK, HE MPEBBIIIAOIINI
nsaTH pabounx anel. [1nara 3a Beijauy yKa3aHHOTO pa3perieHus He B3UMAeTCsl.

Nudopmanus 06 mamenenusx: Cmamovs 47 donoanena yacmoio 3.1 ¢ 1 mapma 2020 2. - ®edepanvhulii
saxon om 27 dexabps 2019 e. N 475-D3

T'APAHT: Ilonoxenus yactu 3.1 npumenstorcs 1o 31 gexadps 2023 .

3.1. JJomyckaercs BB03 B Poccuiickyto denepanyio KOHKPETHON MAapTUHU HE3aperMCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIPENapaToB, COAEpXKAIIMX HAPKOTHUUYECKHE CPEACTBA WM IICUXOTPOIIHBIC BEILECTBA, B
nopsiake, ycraHoBiaeHHOM I[IpaButensctBoM Poccuiickoit ®Penepauuu, s OKa3aHUS MEIUIIMHCKOU
IIOMOILY 110 JKU3HEHHBIM IOKa3aHMUSAM KOHKPETHOIO ITAlMEHTa WU TPYIMIbl NALUEHTOB B ClIydaec, €ClIu
UMEETCsl pelIeHHe BpayeOHOW KOMHCCHM MEAMLMHCKOW OpraHu3alud o Hed(P(PEKTUBHOCTH WU
HEBO3MOYKHOCTH IIPUMEHEHHsI y KOHKPETHOIO IIAlIMEHTa WHBIX 3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX
IpenapaToB, B TOM YHCJE COACPXKALIMX Ipyrue JACHCTBYIOLIME BELIECTBAa, U O HEOOXOIMMOCTH BBO3a
OIIPEJIETICHHOI0 HE3apErUCTPUPOBAHHOTO JICKAPCTBEHHOT'O IIperapara ¢ yKa3aHUEeM €r0 MEXKIyHapOIHOIO
HEMaTeHTOBAaHHOTO (MJIM XUMHMYECKOrO, WJIM TPYNIHPOBOYHOTO) HAMMEHOBAaHHUS, (OPMBI BBIIYCKAa H
konmyectBa. IlepedeHp 3a00yieBaHMI M COCTOSIHUHA M COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MPENapaToB,
COZIepKAIIMX HAPKOTUYECKUE CPEACTBA U IICUXOTPOIIHBIE BELIECTBA, B LIEJAX OCYLIECTBICHUSA UX BBO3a B
COOTBETCTBUH C TpeOOBaHMAMHU HACTOAILICH YacTH YTBEPXKIACTCS YIMOJHOMOUYEHHBIM (heaepanbHbIM
OpraHOM HUCIIOJIHUTEIILHOM BIIACTH.

Hudopmanus o6 usmenenusx: Yacmo 3.2 uszmenena c 1 ansapsa 2023 2. - Pedepanvuowiti 3akon om 19

oexaops 2022 2. N 519-D3
Cm. npedvloywyio peoaxkyuro

3.2. lo 31 nexaGps 2024 roga momyckaroTcsi BBO3 Ha TeppuToputo Poccuiickoii denepanuu u
obpamenue B Poccmiickoit ®enepanyi ¢ y4eToM OCOOEHHOCTEH, yCTaHOBIICHHBIX I[IpaBUTEIHCTBOM
Poccuiickoii ®Penepanvu, 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApaToB ISl MEIUIIMHCKOTO
INPUMEHEHHUs B yMAaKOBKaX, MpeJIHa3HAYEHHBIX ISl OOpalleHUs] B MHOCTPAaHHBIX TOCYJapCcTBax, B Cllydae
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neeKTypbl JIEKAPCTBEHHBIX IPEMapaToB WM pHCKAa €€ BO3HUKHOBEHHS B CBSI3M C BBEJACHUEM B
otHowmeHun Pocculickorn denepanvy OrpaHUYUTENBHBIX MEP YKOHOMHMYECKOIO Xapakrepa IpU YCIOBUU
COOTBETCTBUSI BBO3MMBIX JICKAPCTBEHHBIX MPENapaToB TPeOOBAHUSAM, YCTAHOBJIEHHBIM TMPH HX
perucTpanyy, 3a HCKIIOYCHHEM TpeOOBaHMI K MEPBUYHOM YMAKOBKE, BTOPHUYHOW (TMOTPEOUTENHCKOIN)
YyIaKOBKE, a TaKkKe MpPH HAIWYMM Ha BTOPUYHOM (MOTPEOHUTENHCKOH) YIAKOBKE JIEKApPCTBEHHBIX
IpenapaToB, HAXOAIIUXCS B OOpallleHHH, CaMOKJICAIICHCS STHUKETKH, coAepkaliedl MHPOpManuio o
JIEKapCTBEHHOM IIpernapare Ha pyCCKOM SI3bIKE.

Hudopmanus 06 usmenenusx: Pedepanrvuvim zaxonom om 6 oexabpsa 2011 2. N 409-D3 & uacmo 4
cmamou 47 Hacmosiweeo DedepanrbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, GCmynarwue 6 CUiy no
ucmeyenuu mpuoyamu OHel Nnocie OHSA OQUYUATbHO2O ONYOIUKOBAHUS HA38AHHO20 DedepanbHo2o
3aKOHA

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

4. B Poccuiickyro @enepalidio MOXXHO BBO3UTh JICKAPCTBEHHBIE CPEICTBA, KAYECTBO KOTOPBIX
MOJITBEPKJICHO CEPTU(PUKATOM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB, YIOCTOBEPSIONINM COOTBETCTBUE
BBO3HMMBIX JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUIM (hapMaKONEWHBIX cTaTel JTMOO B Cilydyae UX OTCYTCTBUS
HOPMATHUBHOM JTOKYMEHTAIlUU WJIM HOPMATUBHOTO TOKYMEHTA.

Nudopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacmo 5
cmamou 47 Hacmoswe2o DeoepanvHo20 3aKOHA GHECeHbl USMEHEHUs, 6CMmYnaiowue 6 CULy no
ucmeueHuy mpuoyamu OHeli nocie OHA OPUYUATLHO20 ONYOIUKO8AHUS HA36aHH020 PedepanbHo2o
3aKoHa

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

5. 3anpemaetrcs BB03 B Poccuiickyto @enepanuio (pambcHPUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeZCTB, HeTOOPOKAaYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTPA(paKTHBIX JEKAPCTBEHHBIX CPEACTB.

Nudopmarnus 06 mamenenusx: Pedepanrvuvim zaxkonom om 6 oexabpsa 2011 2. N 409-D3 & uacmb 6
cmamou 47 Hacmosiweeo DedepanbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, GCmynarowue 6 CUiy no
ucmeyenuu mpuoyamu OHel Nnocie OHSA OQUYUATbHO2O ONYOIUKOBAHUS HA38aAHHO20 DedepanbHo2o
3aKOHA

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

6. ®@anbcuuIUpPOBaHHbIE JIEKAPCTBEHHBIE CPEJCTBA, HEI0OPOKAUYECTBEHHBIE JIEKAPCTBEHHBIC
CpEICTBA MOIeKAT UIBATHIO U MOCIEAYIONIEMY YHUUTOXEHUIO WK BbIBO3Yy M3 Poccuiickoit denepanuu,
KOHTpa(aKTHBIE JIEKAPCTBEHHBIE CPEACTBA - U3BATUIO U MOCIEAYIONIEMY YHHUUYTOKEHUIO. YHUUYTOXKEHHUE
uin  BbeIBO3 u3  Poccuiickoit  ®Depepanmu  (anbCUDUIIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
HEJ0OPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB,  KOHTpPAa(akTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYIIECTBIISIETCS 3a CUYET JIMIa, OCYIIECTBUBLIETO HX BBO3. I[lOpAAOK YHUYTOXKEHHS H3IBATHIX
danbcuPUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEAOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB,
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEACTB ycTaHaBiuBaeTcs [IpaButenscTBoM Poccuiickoit deaepanmm.

Nudopmarus 00 usmenenusx: Pedepanvhvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacmo 7
cmamvu 47 nacmoawjeco PedepanrbHoco0 3aKOHA GHECEeHbl USMEHEHUs, 6cmynarowue 6 Culy no
ucmeuenuu mpuoyamu OHeu nocie OHA OQPUYUATLHO2O ONYOIUKO8aHUs Hazeannoz2o DedepanbHozo
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

7. Jluma, ocymectBustomme BBo3 B Poccuiickyio ®epepanmio  (anbcuUIMpOBaHHBIX
JCKApCTBEHHBIX  CPENICTB, HEJOOPOKAUECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C TAMOXEHHBIM 3aKOHOJATEIHCTBOM
TamM0>keHHOT0 cOr03a U (MJIN) 3aKOHOIaTeIbCTBOM Poccuiickoit deaepanniv 0 TaMOKEHHOM JIeJIe.

Nudopmarnus 06 mamenenusx: Pedeparvhvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 8

cmamou 47 Hacmosiwyeco PedepanbHo2o 3aKOHA 6HECEeHbl U3MeHeHus, ecmynarowue ¢ cury ¢ 1 uwons
2015 a.
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
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8. BrIB03 nekapcTBEHHBIX cpeAcTB U3 Poccuiickoit dexepanuu ocymecTBisieTcs 0e3 TpUMEHEHUs
OTpaHUYEHUI, YCTAHOBJIEHHBIX TAMOXEHHBIM 3aKOHOAATEIbCTBOM TaMOMKEHHOro corw3a M (WMin)
3aKoHoOmarensCcTBOM Poccuiickon ®enepanuu 0 rocyJapCTBEHHOM pEryJMpPOBaHUU BHEIIHETOPrOBOMN
JeATEIbHOCTH.

Nudopmarnus 06 mamenenusx: Cmamovs 47 oononnena wacmoto 9 ¢ 29 noabpsa 2019 e. - ®edepanvhuiii
saxon om 28 nosaops 2018 e. N 449-D3

9. BBoa B rpaxkaaHcKuil 000pOT JIEKAPCTBEHHBIX MpENaparoB IJii MEAUIMHCKOTO NMPUMEHEHMUS,
BBEe3eHHBIX B Poccuiickyto ®Deneparuio, OCymecTBIIETCS ¢ COOMI0EHUEM TpeOOBaHUHN, YCTAaHOBICHHBIX
cratbeil 52.1 Hacrosero @eaepanbHOTO 3aKOHA.

Nudopmarus 00 usmenenusx: Cmamovs 47 Oonoanena uacmoro 10 ¢ 1 cemwmabpa 2023 2. -
Deoepanvruiil 3axon om 2 urons 2021 2. N 317-D3
Cm. 6y0ywyro pedaxyuio

T'APAHT: CwM. kommeHTapuu Kk ctatbe 47 HacTosuiero denepanbHoro 3aKkoHa

Hudopmanus 06 usmenenusx: Pedepanrvhvim 3akonom om 6 oexabps 2011 . N 409-P3 ¢ cmamvio 48
Hacmosawe2o PedepanbHo20 3aKOHA GHECEHbl USMEHEeHUS, 6CMYNarowue 6 CUIY no UcmedeHuu mpuoyamu
OHell nocie OHs 0uUYUATLHO20 ONYOAUKOSaAHUS Ha36aHH020 DedepanbHo2o 3aKoHa

Cm. mexcm cmamvu 6 npedvloyuell pedaKyuu

Crarba 48. IOpuguueckue nMua, KOTOPHIM pa3pelleH BBO3 JIEKAPCTBEHHBIX CPEJICTB B
Poccuiickyro @enepanuro

JlexapcTBenHsle cpenctBa B Poccuiickyro denepanuto MOryT BBO3UTH:

1) mnpousBoAMTENM JIEKAPCTBEHHBIX CPEICTB JUISL LeJed COOCTBEHHOTO IPOU3BOJCTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) WHOCTpaHHBIE pPa3pabOTUMKU JIEKAPCTBEHHBIX CPEICTB W HMHOCTPAHHBIC IPOU3BOAUTEIN
JICKapCTBEHHBIX CPEACTB WU JIPyrue IOPUANYECKHE JIMLA 110 MOPYUYEHHUIO Pa3pabdoTUrKa JIEKapCTBEHHOTO
CpEICTBA AJIs INPOBEJIEHUS KIMHUYECKHX MCCIEN0BAaHUM JIEKapCTBEHHOTO Ipernapara, OCYLIECTBIICHUS
rOCyJJapCTBEHHOM PEruCTpaIiy JIEKapCTBEHHOT O IpernapaTa, BKIIOUEHHs (papMalieBTUIeCKOl CyOCTaHIINH
B I'OCYJapCTBEHHBIN PEECTp JIEKapCTBEHHBIX CPEACTB, KOHTPOJII KauyecTBa JIEKAPCTBEHHBIX CPEICTB NPHU
HAJIMYUM pa3pelieHus YHNOJHOMOYEHHOTO (elepaJbHOro OpraHa HCHOJHHUTENBbHOM BJIacTH Ha BBO3
KOHKPETHON NapTUH JIEKAPCTBEHHBIX CPEACTB;

3) opranusanuy ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMU CPEACTBAMY;

Hudopmanus 06 usmenenusx: Pedepanrvnvim zaxowom om 2 uwons 2013 e. N 185-DP3 6 nynkm 4
cmamou 48 Hacmosueco PedepanbHo20 3aKOHA BHECEHbl USMEHEeHUs, 6cmynalowue 6 cury ¢ 1 cenmsaops
2013 a.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu

4) HaydHO-MCCJENIOBaTEIbCKUE OpraHu3alud, o0pa3oBaTejIbHbIE OpPraHU3allMM  BBICIIETO
o0pa3oBaHMs, MPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEICTB ISl pa3paOOTKH, HCCIeNOBAaHUM, KOHTPOJIS
0e30MacHOCTH, KayecTBa, OH(PQPEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB TMPU HAJIUUYUU DPa3pelIeHUs
YIOJHOMOYEHHOTO (eIepaibHOr0 OpraHa UCIOJHUTENbHOM BIIaCTH;

Hudopmanus 06 usmenenusx: Pedepanrvhvim sakonom om 12 mapma 2014 2. N 33-D3 6 nynkm 5
cmamou 48 Hacmoswezo PedepanbHo20 3aKOHA BHECEeHbl U3MEHEHUS
Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

5) MEAMIIMHCKUE OpPraHMU3allMM, UHBIE YKa3aHHbIE B MyHKTaX 1 - 4 HacCTOALIEN CTaTbU OpraHu3aluu
JUIsL OKa3aHUs MEIULUHCKON ITOMOIIY 110 »KM3HEHHBIM II0Ka3aHUSAM KOHKPETHOI'O MAlMEeHTa IIPU HAINYUU
paspelieHns yrnoJHOMOYEHHOTO (efepalbHOr0 OpraHa HCIOJHUTENBHONW BJIACTH Ha BBO3 KOHKPETHOM
HNapTUH JIEKapCTBEHHOTO IpenapaTa, BBIJIAHHOTO B YCTAaHOBJICHHOM MOpsAKe B (QOpMe 3IIEKTPOHHOTO
JOKYMEHTA, TOANNUCAHHOTO YCUJIEHHOW KBaJTU(UIUPOBAHHON 3JIEKTPOHHOMN MOAINHUCHIO;

Nudopmanus 06 mamenenusx: Cmamovs 48 dononnena nynkmom 6 ¢ 1 mapma 2020 2. - @edepanvhutii
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3axon om 27 dexabps 2019 2. N 475-D3

T'APAHT: IlonoxxeHust myHKTa 6 mpuMeHstoTcs 10 31 mexabps 2023 r.

6) ToCyIapCTBEHHBIC YHUTAPHBIC MPEANPUITHS, UMYIIECTBO KOTOPBIX HAXOAUTCA B (penepanbHOM
cobctBeHHOCTH, onpenensiembie [IpaButenscTBOM Poccuiickoit deaepannu, B yacTu BB0o3a B Poccuiickyro
denepannio  HE3aPETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX IPEMapaToB, COJACPKAIMUX HAPKOTUUYECKHE
CpeICTBa WM TICUXOTPOITHBIC BEIIECTBA, /I OKa3aHUS MEIUIIMHCKONW TIOMOIIA IO J>KU3HEHHBIM
MOKa3aHUSIM KOHKPETHOI'O MAallMeHTa WJIM TPYMIbI MAlMEHTOB B COOTBETCTBHM C 4yacThio 3.1 crarbu 47
HacTosmero depepaabHOTO 3aKOHA.

I'APAHT: CwM. kommeHTapuu K ctatbe 48 HacTosuiero denepanbHoro 3akoHa

Hudopmanus o6 usmenenusx: Pedeparvnvim 3akonom om 6 Oexabps 20112. N 409-D3 ¢
Haumenosanue cmamvu 49 nacmosiweco DedepanrbHo20 3aKOHA 6HECEeHbl U3MEHeHUs, GCMmynaruue 8
cumy no ucmeweHuu mpuoyamu OHell nocie OHA OQUYUATbHO2O ONYOIUKOBAHUS HA38AHHO20
DedepanbHo2o 3aKOHA

Cm. mexcm HaUMEHO8AHUA 8 NPedblOYUWel PeOaKyuu

Crarba 49. JIoKyMeHTHI, peICcTaBIsIeMble B TaMOXEHHbIE opranbl Poccuiickoit dexneparuu npu
BBO3€ JIEKAPCTBEHHBIX CpeacTB B Poccuiickyro dexnepariuto

Hudopmanus o6 usmenenusx: Pedepanrvhvim 3axkonom om 6 oexabpsa 2011 e. N 409-D3 ¢ uacms 1
cmamou 49 Hacmoswezo DedepanbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, GCMmynarowue 6 Cuiy no
ucmeveHuu mpuoyamu OHel nocie OHA OQUYUATLHO20 ONYOIUKOBAHUA HA36aHH020 DedepanibHo2o
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. Ilpu BBO3e JekapcTBEHHBIX cpencTB B Poccuiickyro denepanyio B TaMOXXEHHBIE OpraHbI
Poccuiickoit denepanuu HapsALy ¢ JOKYMEHTaMHU, IPEACTABICHUE KOTOPBIX MPELyCMOTPEHO TaAMOKEHHBIM
3aKOHO/IaTeNbCTBOM TaMOKeHHOro coro3a W (wid) 3akoHogatenbcTBoM Poccuiickoit denepamuu o
TaMOKEHHOM JIeJIe, IPEJICTABIISIFOTCS CAEAYIONE TOKYMEHTHI:

1) cepTuduKaT NPOU3BOAMTENS JIEKAPCTBEHHOI'O CPEICTBA, YJOCTOBEPSIOMIUNA COOTBETCTBHE
BBO3UMOI'O JIEKAPCTBEHHOI'O CpeAcTBa TpeOoBaHMSAM (apMakoneidHOW cTaTh JHOO B cloy4yae ee
OTCYTCTBHSI HOPMAaTUBHON JOKYMEHTAIMM UM HOPMATUBHOI'O JOKYMEHTA;

2) paspelmieHHe YHOJIHOMOYEHHOTO (hefepanbHOro OpraHa HCHOJHHUTENBHOM BIIACTH HAa BBO3
KOHKPETHOM NIapTUU JIEKAPCTBEHHOI'O CPEICTBAa B CIyyasX, YCTAaHOBJIEHHBIX 4acTbio 3 cratbu 47
HacTosuero denepanbHOroO 3aKOHA.

Hudopmanus 06 usmenenusx: Pedeparvrvim 3axonom om 6 oexabpsa 2011 2. N 409-D3 & uacms 2
cmamou 49 Hacmosiweeo DedepanbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, GCmynarwue 6 CUiy no
ucmeyenuu mpuoyamu OHel Nnocie OHSA OQUYUATbHO2O ONYOIUKOBAHUS HA38aAHHO20 DedepanbHo2o
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. JIokyMeHThI, yKa3aHHbIe B MyHKTax 1 u 2 yactu 1 HacTosimeld CTaTbu, MPEACTABISIOTCA B
TaMOXeHHBIe opraHbl Poccuiickoit deneparu nmpyu NPHOBITHN JICKAPCTBEHHBIX CPeACTB B Poccuiickyto
denepanuio.

I'APAHT: CwM. kommeHTapuu K ctatbe 49 Hactosuiero denepanbHOro 3akoHa

Nudopmanus 06 mamenenusx: Pedepanvuvim zaxonom om 29 urons 2015 2. N 160-D3 6 naumernosanue
cmamovu 50 nacmoawezo PedepanbHO20 3aKOHA 6HECEHbl USMEHEHUS.
Cm. mexcm HauUMeHO8AHUA 8 NPedblOYuel peOaKyuu

Cratbsa 50. BBo3 nekapcTBeHHbIX mpenapatoB B Poccuiickyto ®dexpepamuio sl JUYHOTO
UCIIONIb30BAaHUSl UM HWHBIX HEKOMMEpPYECKHX IleJiel, a Takke UId HCIOJIb30BaHUS Ha
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TEPPUTOPUU MEKTYHAPOIHOTO METUIIMHCKOTO Ki1acTepa

Nudopmarnus 06 msmenenusx: Pedepanrvuvim 3axonom om 6 oexabpsa 2011 2. N 409-D3 6 uacmo 1
cmamou 50 Hacmosiwyeeo DedepanbHO20 3AKOHA 6HECEeHbl U3MEHeHUsl, GCmynarowue 6 CUiy no
ucmeyenuu mpuoyamu OHel Nnocie OHSA OQUYUATbHO2O ONYOIUKOBAHUS HA38AHHO20 DedepanbHo2o
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. JlexkapcTBeHHBIE TperapaThl MOTYT ObITh BBe3eHbI B Poccmiickyio @Dexnepanmio 0e3 ydera
TpeOOBaHM, MPEIYCMOTPEHHBIX YacTaMH | - 4 cratbu 47, ctaThsiMu 48 u 49 Hactosmero deaepanbHOTO
3aKOHa, €CJIM OHM MpeAHAa3HAUEHBI JIIS:

Nudopmarus 00 usmenenusx: Pedepanvrbvim sakonom om 2 utons 2016 2. N 163-D3 nynxkm 1 vacmu 1
cmamou 50 Hacmoswezo PedepanbHo20 3aKOHA UNOHCEH 8 HOBOU PeOaKyul
Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

1) nu4yHOTO MCMONB30BaHMS (PU3UUECKUMHU JMIAMH, MpuObBIIMMH B Poccuiickyio deneparmio.
Ilpu »>Tom BBO3 B Poccuiickyto Denepanuio JEKapCTBEHHBIX  IPENAPATOB,  COACPKALIMX
CHIIBHOJCHCTBYIOIME M (WJIM) SOBUTHIE BEIECTBA, BKJIIOYEHHBIE COOTBETCTBEHHO B CIHCOK
CUJIBHOJICHCTBYIOIIUX BEIIECTB JUIA LIEJIEW YroJIOBHOrO 3akoHonaresnbcTBa Poccuiickoii deneparuu u B
CIIMCOK SIIOBUTBIX BEUIECTB [UJIs LIEJIEWM YrOJOBHOTO 3akoHojarenbcTBa Poccuiickonn denepanuu,
yTBepxkaeHHble [IpaButensctBom Poccuiickoit denepanuu, OCyLIECTBIAETCS IIPU HAJIUYMKU JTOKYMEHTOB
(3aBepeHHBIX KOIMUH JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMUCOK M3 HUX), MOATBEPXKIAIOIIMX HA3HAUCHUE
¢u3uueckoMy JHIy YKa3aHHBIX JIGKAPCTBEHHBIX IpenapaToB (3a HUCKIIOUEHHEM JIEKAPCTBEHHBIX
IpernaparoB, 3aperucTpupoBanHbiX B Poccuiickoit @enepannu u otimyckaeMbix B Poccuiickont deneparuu
0e3 perenra Ha JeKapCTBEHHbIN npenapar). [loaTBepkaaromue TOKyMEHTHI (X 3aBepEHHbIC KOMUU WU
3aBEPEHHBbIE BBINIMCKM M3 HUX) JOJDKHBI COJEpP)KaTh CBEACHHUS O HAaWMEHOBAaHMM M KOJIMYECTBE
Ha3HAYEHHOI'0 JIEKAPCTBEHHOrO IIpernapara. B ciydae, eciau DNOATBEp)KAAlOUIME JOKYMEHTBI (HX
3aBEpEHHbIE KOIIMU WM 3aBEPEHHBIE BBIIMCKM W3 HUX) COCTABJIEHBbl HA MHOCTPAHHOM f3BbIKE, K HUM
IIPWJIAraeTCsl HOTapUAJIBHO 3aBEPEHHBIN NIEPEBOJ HA PYCCKUU SI3BIK;

2) wucmonb30BaHUs pabOTHHKAMU  JMIUIOMAaTHYECKOTO  KOpIyca MM  MPEACTaBUTEISIMH
MEXIYHApOAHBIX OpraHu3alui, akkpeauToBaHHbIX B Poccuiickoit denepanuu;

3) neuyeHHWs] MACCAXUPOB W WICHOB HSKUNAXEH TPAHCIOPTHBIX CPEICTB, MOE3IHBIX Opuran u
BOJIUTENEH TPAaHCIIOPTHBIX CPEACTB, NpUOBIBIINX B Poccuiickyto deaepanmio;

4) nedyeHus! y4aCTHUKOB MEKIyHAPOIHBIX KYJbTYPHBIX, CHOPTUBHBIX MEPOIPUATUNA U YUYACTHUKOB
MEXIYHAPOAHBIX IKCIIECIULINAN;

Hudopmanus o6 usmenenusx: IIyukm 5 usmenen ¢ 13 aseycma 2019 e. - @edepanvhbviii 3akoH om 2
aseycma 2019 2. N 297-D3
Cm. npedvloywyio pedaxkyuro

5) nedyeHHs] KOHKPETHBIX JKMBOTHBIX B 300IMapKax, 300Cajax, LHpPKax, OKeaHapuyMax,
nenbQUHApUSAX, JI€UEHUS TUKUX JKUBOTHBIX, IMOCTOSHHO WJIM BPEMEHHO HACENSIOUIMX TEPPUTOPHIO
Poccuiickoii denepannn, HAXOIANIUXCS B COCTOSHUU €CTECTBEHHON CBOOOABI M MPHUHAICKANIUX K
BHUJIaM, 3aHeceHHBIM B KpacHyro kaury Poccuiickoit ®enepanuu W (WJId) KpacHbIE KHUTH CYOBEKTOB
Poccuiickoii Denepanniv, a Takke >KMBOTHBIX, BBO3UMBIX B Poccuiickyto depeparuio s ydacTusi B
CHIOPTUBHBIX U 3PEMIIHBIX MEPOIPHUITHSIX;

Hudopmarus 00 usmenenusnx: Pedepanvruviv 3axonom om 29 uwona 2015 2. N 160-P3 uacme 1
cmamou 50 nacmosawe2o PedepanrbHo2o 3aKOHA OONONHEHA NYHKMOM 6

6) UCTIOIB30BaHUS HA TEPPUTOPUHN MEXKTYHAPOIHOTO MEIULIMHCKOTO KiacTepa.

Hudopmanus 06 usmenenusx: Pedepanrvuvim 3axonom om 6 oexabpsa 2011 2. N 409-D3 & uacmo 2
cmamou 50 Hacmosiweeo DedepanbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, GCmynarowue 6 CUiy no
ucmeyenuu mpuoyamu OHell Nnocie OHSA OQUYUATbHO2O ONYOIUKOBAHUS HA38AHHO20 DedepanbHoco
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
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2. B ciydasx, npeyCMOTPEHHBIX 4acThl0 | HacToOAILIEH cTaThy, JOMycKaeTcs BBO3 B Poccuiickyro
denepannio JIEKapCTBEHHBIX IIPENapaToB, HE 3apEruCTpUpPOBaHHbIX B Poccuiickon denepanuu.

Hudopmanus 06 usmenenusx: Pedepanrvnvim 3axkonom om 6 oexkabpsa 2011 2. N 409-D3 ¢ uacmo 3
cmamou 50 Hacmosiweco DedepanbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, GCmynarwue 6 CUiy no
ucmeyenuu mpuoyamu OHel Nnocie OHSA OQUYUATbHO2O ONYOIUKOBAHUS HA38AHHO20 DedepanbHo2o
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3. JlekapcTBeHHBIC TIpeNapaThl, MpeAHa3HAYEHHBIC ISl TYMaHUTAPHOU TTOMOITHU (COACHCTBHUSA) WIIH
MOMOIIM TPU YPE3BbIYAWHBIX CUTyalusiX, BBO3sATCA B Poccuiickyro @enepanuio B MOPSIKE,
ycraHoBiieHHOM [IpaBurenbctBoM Poccuiickoir ®denepamuu. 3ampeniaetcas BBO3 B Poccuiickyro
@Denepalliio He3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, NpeIHa3HAYCHHBIX JJI1 TyMaHUTApHOU
MOMOIIH (CONENUCTBUS) WM TIOMOIIM MTPH YPE3BbIUYAHHBIX CUTYaAIUIX.

I'APAHT: Cwm. xommeHTapuu K cratbe 50 Hactosuiero denepanbHOro 3aKkoHa

Crartbs 51. CoTpyaHn4ecTBO (peepanbHOro opraHa UCIOJIHUTEIBHON BIACTH, YIIOJIHOMOYEHHOTO
B 00JaCTH TaMOXXEHHOTO JieNa, W JPYIHX YIOJIHOMOYEHHBIX (elepabHbIX OpPIraHOB
VCIIOJTHUTENIBHOM Bl1acTu
1. VYnomnomoueHHble (¢enepaabHble OpraHbl HCIOJHUTEIBHOH BJIACTH IPENOCTABISIOT B
pacniopsbkeHue  (eaepanibHOr0 OpraHa HWCIHOJIHUTENBHOM BJACTH, YIOJHOMOYEHHOTO B 00JIacTH
TaMOXXEHHOTO JIeJla, TOCYAapCTBEHHBIH pEeCTp JIEKapCTBEHHBIX CPEICTB, a Takke HH(POPMAIHIO O
BBIIaHHBIX pAa3pelICHUsIX Ha BBO3 KOHKPETHOM MapTHM JIEKapCTBEHHBIX CpPEICTB B CilydasX,
YCTaHOBJIEHHBIX YacTbl0 3 cTaThk 47 HacTosero denepajbHOTO 3aKOHa.

Hudopmanus 06 usmenenusx: Pedepanrvuvim zaxonom om 6 oexabpsa 2011 2. N 409-D3 & uacmo 2
cmamou 51 Hacmosiweeo DedepanbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, GCMmynarwue 6 CUiy no
ucmeyenuu mpuoyamu OHel Nnocie OHSA OQUYUATbHO2O ONYOIUKOBAHUS HA38aAHHO20 DedepanbHoco
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. ®enepalbHBI OpraH MCIOJHUTEIHHOM BJIACTH, YIMOJHOMOYEHHBIH B 00JIACTH TaMO>XEHHOTO
nena, UHGOpMHUpPYeT yKazaHHbIE B 4acTH | HAcTOSIIEH CTaTbU YIMOJTHOMOYEHHBIE (eiepalbHbIe OpraHbl
WCIIOJTHUTEJIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX cpelacTB B Poccuiickyro ®depepaiuio U BbIBO3E
JIEKapCTBEHHBIX cpeAcTB u3 Poccuiickoit denepanunu mo ¢opMe W B MOPSJKE, KOTOPHIE YCTAHOBJICHBI
[IpaBuTtenscTBOM Poccuiickoit denepanuu.

I'APAHT: CwM. xommeHTapuu K ctatbe 51 Hactosuiero denepanbHOro 3akoHa

I'naBa 10. ®apmaneBTH4YecKas 1eATeJIbHOCTD

TF'APAHT: Cwm. T'ocymapctBennyto mporpammy P® "Pa3sutue dapmareBTHYeCKOd W MEIUIIMHCKOMN
npombinuieHHOCTH" Ha 2013 - 2020 rr., yrBep)kaeHHYy0 nocraHoBieHueM IIpaBurenscrBa P® ot 15
anpeins 2014 r. N 305

Cratbs 52. OcymectBiieHne GpapMarieBTUIECKOM IS TEIIBHOCTH

Hudopmanus o6 usmenenusx: Pedepanrvhoim 3axkonom om 25 nosops 2013 e. N 317-D3 6 uacmo 1
cmamou 52 Hacmosuwe2o PedepanbHo20 3aKOHA BHECEeHbl U3MEHEHUS
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. ®apmareBTuyeckas JIEATEIBHOCTh OCYIIECTBISCTCS OPraHU3AlUSMH OINTOBOM TOPTOBIU
JCKapCTBEHHBIMM  CpPEACTBAMH,  alTEUYHbIMU  OPraHU3aLUSMH,  BETEPHUHAPHBIMH  aNTEYHBIMH
OpraHu3alUsIMH, UHIUBUAYAIbHBIMA  TIPEINPUHUMATEISIMH, UMCIOIIUMH  JINLEH3UIO Ha
(apMaleBTUYECKYI0 JESATEIbHOCTh, MEIUIMHCKUMU OpraHU3alMsIM{, WMEIONIMMHU JIMICH3HIO Ha
(dapMarieBTUYECKyI0 JIeSTeNbHOCTh, W HX 000COOJICHHBIMH MOJpAa3/CiCHUsAMHU (aMOyIaTOPUSIMH,
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enpamepckuMu U QeNbIImepCeKo-aKyIepCKUME ITyHKTaMH, LIEHTpaMu (OTAEICHUsIMH) 00111ei BpaueOHOM
(ceMeitHOI) TPaKTUKHU), PACIIONOKEHHBIMH B CENbCKUX HACENCHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble  OpraHu3allii, W  BETEPUHAPHBIMU  OPraHU3AlMsIMH, HMMCIOUIMMH JIMLIEH3UIO  Ha
(apMarieBTUYECKYIO ACATEIbHOCTb.

TF'APAHT: Cwm. IlomokeHue O JUIEH3UPOBAHMH (PapMaIleBTUYECCKON MEATeILHOCTH, YTBEP)KICHHOE
noctaHoBienreM lIpasurensctBa PO ot 31 mapra 2022 r. N 547

CM. MeToMYEeCKHEe YKa3aHMs M0 OCYIIECTBICHHIO OpraHaMH I'OCYJapCTBEHHOH BiacTu cyObekToB PO
nepenaHHbIX nosHomounit PO mo nurensupoBanuio hapMaleBTHUECKON JesITeIbHOCTH, YTBEPKICHHbIE
npukazoMm Munszapasconpassutusa Poccun ot 6 urons 2008 r. N 2631

HNudopmanus 06 nusmenennsx: Yacmov 2 uszmenena c 28 anpena 2023 2. - ®edepanvhulii 3akon om 28
anpensa 2023 2. N 149-D3
Cm. npedvloywyto pedakyuio

I'APAHT: Yactb 2 B 4acTu aKKpeIWTallM CIECIHUAINCTOB B 00JIaCTU BETEpUHAPUHU, OCYIIECTBIISIONINX
(bapManeBTUUYECKYIO AEATENBHOCTh M MMEIOLIUX BBHICIIEE WIM CpeJHEee BeTepuHapHoe 00pa3oBaHUE,
npumensiercd ¢ 1 mapra 2026 1.

2. ®dusnyeckuwe JHNA MOTYT OCYIIECTBIATH (PapMaIeBTHYECKYIO NEATEIBHOCTh IMPH HAIWYHA
BBICIIIETO WJIH CpeaHero (apManeBTHUECKOro o0pa3oBaHus M cepTU(dUKaTa CHEIUaINCTa JIH0o
NPOMICHHON aKKpPEJAWTAIMH CIICIUAMNCTA, BBICIIETO WM CPEJIHEro BETEPUHAPHOTO 00pa3oBaHUs U
cepTUdUKaTa CHenuanucTa JU00 MPOHJACHHOW aKKpPEIWUTAIMK CICNUAINCTa, a TaKXKe BBICHIETO WU
CpeIHEr0 MEIUITMHCKOro 00pa3oBaHUs, cepTh(dUKaTa CIeNUaIMCTa JUO0 MPOWICHHOW aKKpEeTUTAIuu
CHENHAINCTAa W JOMOIHUTEIHHOTO MPOo(ecCHOHANBHOT0 00pa30BaHUS B YacTH PO3HUYHOW TOPTOBIA
JICKApCTBCHHBIMH  TIperapaTtaMi JUIi MEAWIUHCKOTO TPUMEHEHHsS TIIPH YCIOBHH HX pPa0dOThI B
000COOJICHHBIX TIOPA3IeIICHISIX MEIUITMHCKIX OPTaHU3allHii, yKa3aHHbBIX B YaCTH | HACTOSIIEH CTAThH.

I'APAHT: CM. komMeHTapuu K ctatbe 52 Hactosuiero denepanbHoro 3akoHa

Hudopmanus 06 usmenenusx: Pedepanvuuiii 3akon donoanen cmamveti 52.1 ¢ 29 noabpa 2019 e. -
Deodepanvrulii 3axon om 28 Hosops 2018 e. N 449-D3

Cratbs 52.1. BBog B TrpakIaHCKHl 000pOT JIEKAPCTBEHHBIX MPENapaToB JJIsi METUITMHCKOTO
MPUMEHEHUs

1. ITepen BBOJIOM B TpakIaHCKUK 000POT KKIOW CEpUU WM KaXKJIOW MapTHH MPOU3BEICHHOTO B
Poccuiickoii denepanyu JeKapCTBEHHOTO Mpenapara i MEAUIMHCKOTO MPUMEHEHHUS, 32 UCKIIOUCHUEM
MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOIUTENb TAKOTO JIEKAPCTBEHHOTO Mpenapara
npenacTaBisier B (enepandbHBI  OpraH MCIOJHUTENBHOM BIACTH, OCYUIECTBISAIOMUN (QYHKIMHU IO
KOHTPOJIIO U Haa30py B cdepe 3apaBOOXpaHEHHS, TOKYMEHT MPOU3BOAUTENS JIEKApPCTBEHHOTO CPEJCTBa,
MOJITBEPKIAIOLINI KAayeCTBO JIEKAPCTBEHHOTO Ipemnapara, W IMOATBEPXkACHHUE YIMOJIHOMOYEHHOTO JuIa
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBHS JIEKAPCTBEHHOIO IIpernapara TpeOOoBaHUSM,
YCTaHOBJICHHBIM IPU €r0 TOCYIapCTBEHHON pPErUCTpaIliy.

2. Tlepen BBOOOM B TpaxKAaHCKUW OOOPOT KaXJAOW CEPUU WM KaKIOW TMapTUU BBO3UMOIO B
Poccuiickyio denepaninio iIeKapcTBEHHOTO Mpernapara Jisi MEIULUMHCKOTO IPUMEHEHHMS], 332 UCKITIOUEHUEM
MMMYHOOHMOJIOTHYECKUX  JIEKAPCTBEHHBIX  IpenapaToB, OpraHM3alus, OCYLIECTBIAIONIIAs  BBO3
JIEKapCTBEHHOTO Tmpemnapata B Poccuiickyro ®enepamnuio, mpeacTtaBisieT B ¢eaepalbHBId  OpraH
UCIIOJTHUTENbHOM  BJIACTH, OCYIIECTBISIOMMM (YHKIMM 1O KOHTPOJIIO U Hau3opy B cdepe
3[paBOOXpAHEHUs, CEepTUPUKAT MPOUZBOIUTENS  JIEKAPCTBEHHOTO  CPEICTBA,  YAOCTOBEPSAIOIINN
COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOI'O MpernapaTa TpeboBaHUsAM (apMaKoNeWHOil cTaThy, a B clyyae
OTCYTCTBUS (papmakomeiHON cTaTbu TpeOOBAaHUSAM HOPMATHBHOW JOKYMEHTAIlMH, W MOJTBEPXKICHUE
MPEJCTABUTENSl OpraHU3alllMM, OCYLIECTBIISIIONICH BBO3 JIEKAPCTBEHHOI'O IMpemnapara B PoccuiicKyio
®denepalliio U yIOJTHOMOYEHHON MHOCTPAHHBIM MTPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBUS
BBO3MMOI'O JIEKAPCTBEHHOI'O IIpernapaTa TpeOOBaHMSIM, YCTAaHOBJIEHHBIM IIPH €ro ToCyJapCTBEHHOMN
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PErucCTpaLyH.

3. Ilopsok mpencTaBiaeHHs] B COOTBETCTBUU € YacTsMM 1 M 2 HAcTOALIEH CTaTbU TOKyMEHTOB U
CBEJICHMII O JIEKapCTBEHHBIX IMIpenaparax, BBOJAWMBIX B TPaXKIaHCKUHA 00OpOT, yCTaHABIMBACTCA
IIpaBurensctBoM Poccuniickoit denepanun.

4. B oTHOmIEHMM MEPBBIX TPEX CEPUIl WM NAapTUH JIEKAPCTBEHHOTO IIpernapaTra, BIIEPBBIE
npousseeHHOro B Pocculickorn ®enepauuu Wid BIiepBble BBO3MMOro B Poccuiickyro Pexepanuio, B
(denepanbHBI OpraH MCHOJIHUTENBHOM BJIACTH, OCYLIECTBISIOMMN (YHKIMU MO KOHTPOJIO M HAI30py B
cdepe 31paBOOXpaHEHUs], JOMOJHUTEIBHO MPEACTABISIETCS IPOTOKO UCIBITAHUNA O COOTBETCTBUHU CEPUU
WIM TapTUH JIEKAPCTBEHHOIO IIpernapara Il MEIULUHCKOrO IMPHUMEHEHHMS II0Ka3aTeiisiM KadecTBa,
IIPEyCMOTPEHHBIM HOPMAaTUBHOM JOKyMEHTaluel (Jajee - MPOTOKOJ HCHBITaHUM), MPOBOAUMBIX
AKKPETUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit Denepaiuu 00 akKpeIuTaruu B
HAIlMOHAJIBHOM  CHCTEMe  aKKpenuTanuud  (enepaJbHbIMH  TOCYJNApCTBEHHBIMH  OIOJKETHBIMU
YUPESKACHUSAMH,  TOJBEJIOMCTBEHHBIMH  (ellepaJbHOMY  OpraHy  HCIOJHHUTEIbHOH  BIIACTH,
OCYILECTBIISIIOLIEMY (YHKUMH 1O BBIpaOOTKE W peanu3ali TOCyJapCTBEHHOH MOJUTHKH U
HOPMATHUBHO-TIPABOBOMY pETyJIMpOBaHHIO B cdepe 3apaBoOXpaHeHUs, M (QelnepalbHOMY OpraHy
UCTIOJIHUTENIFHOW  BJIACTH, OCYIIECTBISONIEMY (YHKIMM TI0O KOHTPOJIIO U Haa3opy B cdepe
3npaBooxpaHeHus. [lopsaok BeIgauM yKa3aHHBIMH (elepaJbHBIMH TOCYAAPCTBEHHBIMU OIOKETHBIMU
YUPEKICHUSMHU JAHHOTO IPOTOKOJIA U pa3Mep ILIATHI 3a €r0 BblIady ycTaHaBiuBaroTcs IIpaBurenscTBoM
Poccuiickoit @enepanuu.

5. ExeronHo He mo3aHee 1 ¢eBpasst MpOM3BOANUTENN JIEKAPCTBEHHBIX CPEACTB WM OpraHU3allly,
OCYILECTBISIOIIKME BBO3 JIEKAPCTBEHHBIX IpenaparoB B Pocculickyro denepanuio, NPEACTABISIOT B
(denepanbHBI OpraH MCHOJIHUTENBHOM BJIACTH, OCYLIECTBISIOMMN (DYHKIMU MO KOHTPOJIO M HAA30py B
cdepe 3ApaBOOXpaHEHUs, TPOTOKOJ UCIBITAHUN MOCTYNHUBIIETO B TEYEHUE IoJla B TPAKIAHCKUNA 000pOT
JICKapCTBEHHOTO TIpernapara KOHKPETHOTO TMPOW3BOAMTENS (HA OJHY CEpHIO KaXXJIOro TOPrOBOTO
HaNMEHOBAHUS C YYETOM JICKapCTBEHHOH (POPMBI M JTO3UPOBKH), MPOBOJUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUHM C 3aKoHOIATeNnbCTBOM Poccuiickoit dexeparmu 00 akKpeAUTAMM B HAIMOHAIBHON
CHCTEME aKKPEIUTALMHU HCIIBITaTeIbHBIMU JIA00OPATOPUSAMH (LIEHTPAMH).

T'APAHT: Ilynkr 6 BctymaeT B cuity ¢ 28 Hos0pst 2018 r.

6. IlpousBonuTenu JIEKApCTBEHHBIX CPEACTB WM OpraHU3alMd, OCYIIECTBISAIONINE BBO3
JIeKapCTBEHHBIX MIpemnapaTtoB B Poccuiickyro @enepanuio, He MEHEe YeM 3a OJUH TOJ 0 TUIaHUPYEMBIX
MPUOCTAHOBJICHUS! WJIU TMPEKpallleHUus MPOU3BOJACTBA JIEKAPCTBEHHBIX IpEnapaTroB WM HUX BBO3a B
Poccuiickyro ®enepanuio yBemOMISIOT 00 3TOM (QeAepaabHbIii OpraH HCIOTHUTEIBHOW BJIACTH,
OCYHIECTBIISAIOMUN (PYHKIIMK IO KOHTPOJIIO M HAaa30py B cepe 3apaBoOXpaHeHuss U (eepanbHblil opran
UCIIOJTHUTENbHOM  BJAcTH, OCYHIECTBISAIOMMN  (QYHKIMM 1O JIMIEH3UPOBAHHIO  IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB.

7. BBoa B rpakmaHCKuUN 00OpPOT KXKIOW CEPUH WM KaKIOW MapTUH HUMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTr'0 Tpernapara, npousBeaeHHoro B Poccuiickoit @eaepanuy Wik BBO3UMOIO B POCCHICKYIO
Qenepalliio, OCYIIECTBISETCS HAa OCHOBAaHMM pa3peUIeHMs, BBIJAHHOTO (eAepalbHBIM OpraHOM
UCIIOJTHUTENbHOM  BJIAaCTH, OCYHIECTBIAIOMIMM (YHKIMHM TIO KOHTpPOJIIO W Haa3opy B cdepe
3[paBOOXpPAHEHMs, HA OCHOBAHWU BBLIAHHOTO (eAepalbHBIMU TOCYJAapPCTBEHHBIMH OIOJKETHBIMU
YUpEXKIEHUSMH, YKa3aHHbIMU B 4acTH 4 HACTOSIIEW CTaThbU, 3aKJIIOUYEHUS O COOTBETCTBUU CEPHUH WU
napTUd MMMYHOOHOJIOTHYECKOrO JIEKApCTBEHHOTO IMpenapara TpeOOBaHMSM, YCTAHOBJIEHHBIM IIPU €ro
rocyaapcTBeHHOU peructpanuu. [lopsnok Bblaaun paspelieHus Ha BBOJ B TpakJaHCKUN 00OpOT cepuu
WIM TapTUXM UMMYHOOHMOJIOTMYECKOTO JIEKAPCTBEHHOI'O Mpernapara, a Takke NOpSAJO0K BbIAaud YKa3aHHOIO
3aKJIOYEHUST M pasMep IUIaThl 3a €ro BblJauy ycTaHaBiauBaroTca IIpaBurenbctBoM Poccuiickoi
denepanuu.

8. 3a HempeacTaBlICHUE WM HECBOEBPEMEHHOE TIPEACTaBICHHE JIOKYMEHTOB W CBEICHUH,
MPEyCMOTPEHHBIX YacTsMu 1, 2, 4, 5 1 6 HacTOALIEH CTaTbU, TPOU3BOJAUTENH JIEKAPCTBEHHBIX CPEACTB U
OpraHM3alliK, OCYILIECTBISIONINE BBO3 JIEKAPCTBEHHBIX MpemnapaToB B Poccuiickyio ®enepanuio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

HNudopmanus 06 nusmenennsax: Yacmov 9 uzmenena ¢ 1 mapma 2020 2. - Pedepanvuviti 3akon om 27
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®enepanbublii 3akoH ot 12 anpens 2010 1. N 61-®3 "O6 obpaleHny JeKapcTBEHHBIX CpelCTB" (C U3MEHEHUSMH U

oexabps 2019 2. N 475-D3
Cm. npedvloywyto pedakyuio

9. IlpeacraBneHue AOKYMEHTOB M CBENEHHUM, NPEIyCMOTPEHHBbIX yacTsaMHu 1, 2 u 4 HacTosAmei
CTaTbl, M TOJYYEHHE MPEAYCMOTPEHHOIO 4YacTbl0 7 HACTOSIIEW CTAaTbu pa3pellieHus Ha BBOJ
UMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTO MpernapaTa B rpaXIaHCKUI 000pOT He TpeOyIOTCS B OTHOIICHUT
JIEKapCTBEHHBIX IPENapaTroB, IPEIHA3HAYEHHBIX [UISI TPOBEIACHMSI KIMHUYECKHX MCCIEAO0BaHUN
JIEKapCTBEHHBIX IIPENapaToB, MPOBEAECHUS HKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB MJS OCYILIECTBICHHUS
TrOCyapCTBEHHOW  PETUCTpAallMM  JIEKAPCTBEHHBIX  IpEnaparoB, a TaKkKe B  OTHOILIEHUU
HE3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX INPENaparoB, MPEAHA3HAUYEHHBIX JUId OKa3aHHUS METULMHCKOU
IIOMOIIY IO KU3HEHHBIM IOKAa3aHUSAM KOHKPETHOIO MallMEeHTa WIM IpyIIbl MNAllMEHTOB, BBO3UMBIX B
Poccuiickyto ®@enepanuio B cooTBeTcTBUM ¢ yacTsasMu 3 u 3.1 crateu 47 Hactosmero deaepanbHOro
3aKOHA.

10. IIpu BBIIBICHMM B T'Pa)XIaHCKOM 00OpOTE CEpHM WM MAPTHU JICKApCTBEHHOTO Iperapara,
JOKYMEHTBl M CBEJIEHHUS O KOTOPBIX, NPEJYyCMOTPEHHblE 4HacTsAMU 1, 2 u 4 HacTosAlEd cTaTbu, HE
npeicTaBieHbl B (efepalibHbId OpraH HCIOJHUTEIBHON BIACTH, OCYIIECTBISIOMUN (QYHKIUU IO
KOHTPOJIIO M HaA30py B cdepe 3ApaBOOXpaHEHUs, JUOO cepuH WIM NapTHH UMMYHOOMOJIOTHYECKOTO
JEKapCTBEHHOTO TMperapara, HE UMEIOIUX pa3pelieHdus Ha BBOJ B TPAXAAHCKUH  000poT,
NPEIYyCMOTPEHHOTO YacThl0 7 HacTosIIed craThH, (eaepanbHblii OpraH HCIHOJIHUTEIBHOW BIIACTH,
OCYILECTBIISIIOUIMM (YHKIMU IO KOHTPOJIO M HAA30py B cdepe 3ApaBOOXpaHEHUS, B MOPSJKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickonn ®Penepauyy, NPUHUMAECT PELICHHE O IPEKpalCHUU
IpaXkIaHCKOT0 000pOTa TaKUX CEPHU WM MAPTUHU JI0 MPEICTABICHHUS YKAa3aHHBIX TJOKYMEHTOB U CBEJICHHMA
100 MOMYyYSHHS YKa3aHHOTO pa3pelieHHUsI.

Hudopmanus 06 usmenenusx: Pedepanvuuiii 3akoH oonoanen cmamveti 52.2. ¢ 1 cenmsaopa 2023 2. -
Deodepanvruiil 3axon om 2 uroas 2021 e. N 317-D3
Cm. 6y0ywyro peoakyuio

Nudopmarnms 06 mamenenusx: Cmamos 53 usmenena ¢ 1 ansapsa 2018 2. - @edepanvhviil 3akon om 29
urona 2017 2. N 278-D3
Cm. npedvloywyto pedakyuio

Cratba 53. Ilponaxa, nepenada JIEKApCTBEHHBIX CPEACTB OpraHU3alMsIMU ONTOBOM TOPrOBIIN
JIEKapCTBEHHBIMHU CPEACTBAMU

Nudopmanus 06 mamenenusx: Yacmo I usmenena c 29 oexabpa 2020 2. - Pedepanvuuiii 3akon om 27
oexaops 2019 . N 481-D3
Cm. npedvloywyio peoaxkyuro

1. Opranusanuu ONTOBOM TOPTOBIIM JEKAPCTBEHHBIMH CPEICTBAMH MOTYT OCYIIECTBISTH MPOJAKY
JICKApCTBEHHBIX CPEJICTB WM TepelaBaTh WX B YCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM Poccuiickoi
denepanun mopsake (3a UCKIIOYCHHEM (GapMaIieBTUYECKON CyOCTaHIIMK CITUPTa ATHIIOBOTO (3TaHOJA):

1) ApyruM opraHu3aIUsaM ONTOBOM TOPTOBJIN JIEKAPCTBEHHBIMHU CPE/ICTBAMH,

2) IpOU3BOUTEIISIM JICKAPCTBEHHBIX CPECTB IS TIeJIei MPON3BOICTBA JIEKAPCTBEHHBIX CPEJICTB;

3) anTe4YHbIM OPTaHU3AIUSAM U BETCPUHAPHBIM alITEYHBIM OPTaHU3AIUSIM;

4) HAyYHO-HCCIIEIOBATEICKUM OPTaHU3AIMIM JUTs HAyYHO-HCCIIeIOBATENBCKOM paboTHI;

5) WHIWBUAYAIbHBIM TPEINPUHUMATEISIM, WMCIONIMM JIMIEH3UI0 Ha (hapMaleBTHUECKYIO
JeSITeIbHOCTD WJIH JIMIICH3UIO0 HA METUITMHCKYIO JICSTEIbHOCTB;

Nudopmanus 06 uamenenusx: Ilyukm 6 usmenen ¢ 6 ascycma 2019 2. - @edepanvhuiii 3akon om 26
urona 2019 2. N 240-D3
Cm. npedvloywyto pedakyuio

6) MCIUIIUHCKUM OpraHu3anuvsiM, B TOM YHUCIIC CO3OJaHHBIM W 3apCruCTpupoOBaHHBIM B
COOTBCTCTBUH C 3aKOHOAATCIILCTBOM MHOCTPAHHOT'O IroOCyAapCTBa - 4JICHA OpI‘aHI/ISaL[I/II/I 9KOHOMHYECCKOI'O
COTPpyAHUYICCTBA n Pa3sBUTUA HWHOCTPaHHBIM IOPUIUYCCKHUM Janam, WHIWBUYAJIbHBIM
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®enepanbhbiii 3akoH o1 12 anpenst 2010 1. N 61-03 "O06 obOparueHun JIeKapcTBEHHBIX CPeACTB" (C U3BMEHEHUAMH U

IPEIITPUHUMATENSAM, SIBISIFOIIMMCS yYaCTHUKAMU IPOEKTa B COOTBETCTBUM ¢ PenepasbHbIM 3aKk0HOM "O
MEXIyHapOJAHOM MEIMIIMHCKOM KJacTepe U BHECEHUU M3MEHEHUN B OTHEIbHBIC 3aKOHOAATEIbHBIE AKThI
Poccuiickoit @denepanun, 1 BETepUHAPHBIM OpraHU3aLUsAM;

Hudopmanus o6 usmenenusx: IIyukm 7 usmenen ¢ 13 aseycma 2019 e. - Dedepanvhbviii 3akoH om 2
aseycma 2019 2. N 297-D3
Cm. npedvloywyio peoaxkyuro

7) opraHM3anusM W WHIAWBHIYaJIbHBIM MPEIIPUHUMATEISIM, OCYIIECTBIIIIONINM pa3BelCHHE,
BBIPAIIMBAHHUE U COJICPKAHNE )KUBOTHBIX (32 UCKITFOUEHHEM MPOJaKU UM (PapMarieBTUIECKUX CyOCTaHIIHA
WM UX TIEpeIavn ).

Nudopmarus 00 usmenenusx: Yacmov 2 usmenena c 29 dexabpa 2020 e. - @edepanvhulii 3akon om 27
oexaops 2019 2. N 481-D3
Cm. npedvloywyto pedakyuio

2. OpraHuzanuy ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMHM CPEICTBAMU HE BIPABE OCYIIECTBIATH
npofaxy (mepemady B yCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccwiickoir @enmepanmuu TOPSIKE)
(bapmarieBTHYECKON CyOCTaHIIMM CIIUPTA STUIIOBOTO (3TAHOJA).

I'APAHT: CM. KOMMeHTapuu K ctatbe 53 HacTosmero denepaibHOro 3ak0Ha

HNudopmanus 06 nsmenennsax: Cmamovs 54 usmenena ¢ 26 mapma 2022 2. - @edepanvubiii 3axkon om 26
mapma 2022 2. N 64-D3
Cm. npedvloywyto pedakyuio

Cratbs 54. [IpaBuia onToBOM TOProBIIM JIEKAPCTBEHHBIMU CPEICTBAMU

Hudopmanus o6 usmenenusx: Yacmo I usmenena ¢ 1 cenmabpa 2023 e. - ®edepanvhulii 3akon om 28
anpens 2023 2. N 171-D3
Cm. 6y0ywyro peoakyuio

1. OnroBas TOProBisl JEKAPCTBEHHBIMU CPEACTBAMM OCYIIECTBISETCS IPOU3BOIAUTEISIMU
JICKapCTBEHHBIX CPEJCTB W OpraHU3alUsIMU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEACTBAMU I10
IpaBWJIaM HaaJiexaled AUCTpUObIOTOPCKON MPAKTUKU U MpaBWJIaM HaJJiexkalled MpaKTUKU XpaHEHHs U
MEPEBO3KU JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIM COOTBETCTBYIOIIUMHU YIOJIHOMOYEHHBIMU
benepanbHBIMU OPraHAMU UCIIOJHUTEIBHOMN BIACTH.

2. Opra#ms3anys ONTOBOM TOPTrOBIM JIEKAPCTBEHHBIMH CPEACTBAMHU 00s3aHa COONMIOAATH
npeebHble CPOKU OTTPY3KHU 3aTpeOOBaHHBIX alTEYHOM OpraHu3alueil JeKapCTBEHHBIX MpernapaToB st
MEAMIMHCKOTO MPUMEHEHHSI M HE BIIpaBe OTKa3bIBaTh allT€YHOW OpraHU3alliy, C KOTOPOH y Hee 3aKIIIoueH
COOTBETCTBYIOIIUI JOTOBOP O MOCTABKAaX JIEKAPCTBEHHBIX MPENapaToB JIsl MEAULIMHCKOTO MPUMEHEHHUS, B
MIOCTABKE JIEKAPCTBEHHBIX MpPENnapaToB IJIs MEAMIIMHCKOIO NMPUMEHEHHs MPHU HaTW4YUHU 3aTpeOOBaHHBIX
JICKapCTBEHHBIX MpEenaparoB i MEIUIMHCKOTO NPUMEHEHHS y OpraHu3allud OMNTOBOW TOPTOBIU
JIEeKapCTBEHHBIMU cpeacTBamMu. [IpenenbHble CPOKH OTIpY3KH 3aTpeOOBAHHBIX aNTEYHOW OpraHU3anueit
JIEKapCTBEHHBIX MPENnapaToB Ui MEAMIIMHCKOIO MPUMEHEHHS B 3aBHCHMOCTH OT PAacCIOJIOKEHUS MecTa
OTTPY3KH  JIEKAPCTBEHHBIX  IpenapaToB Uil  MEIUIUHCKOTO TMPUMEHEHHUS  YyCTaHaBIMBAIOTCS
YIOJTHOMOYEHHBIM (e/iepalIbHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

I'APAHT: CwM. komMmeHTapuu K ctatbe 54 Hactosuiero denepanbHoro 3aKkoHa

Cratbs 55. [lopsaok po3HUYHOMN TOPTOBJIM JIEKAPCTBEHHBIMU IIpENIapaTaMu

Nudopmanus 06 msmenenusx: Pedepanrvnvim sakonom om 22 oexaops 2014 2. N 429-D3 6 uacmo 1

cmamou 55 Hacmosiyeco PedepanvbHoO20 3aKOHA GHECEeHbl U3MeHeHUs, ecmynarwue ¢ cuny ¢ 1 uwns
2015 a.
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. Po3ununas TOProBJIsA JICKAPCTBCHHBIMU IIp€liapaTaMu B KOJHUYCCTBAX, HGO6XO,Z[I/IMI)IX JJIA
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®enepanbublii 3akoH ot 12 anpens 2010 1. N 61-®3 "O6 obpaleHny JeKapcTBEHHBIX CpelCTB" (C U3MEHEHUSMH U

BBIMOJIHEHHST BpadeOHBIX ((enpamepckux) HazHAuCHUM WM Ha3HAuYCHHWH CIEUATUCTOB B 00JacTu
BEeTCpUHAPUH,  OCYIIECTBIACTCS  ANTCYHBIMH  OpraHM3alMsMH,  BETEPHUHAPHBIMH  aNTEYHBIMU
OpraHu3alUsIMH, WH/IMBUYaIbHBIMA IpeaNpUHIMATEISMHY, UMEIOIUMHU JMLIEH3UIO Ha
(dapMaleBTUYECKYI0 JESATEIbHOCTh, MEIUIMHCKUMU OpraHU3alMsIM{, WMEIONIMMHU JIMICH3HI0 Ha
dbapMaleBTUYECKYIO JESATEIBHOCTh, W UX O000COOICHHBIMU TOApa3ACIeHUSIMU (aMOyIaTopUsMHU,
benpamepckuMu U QeNbaImepCeKo-aKyIepCKUMH ITyHKTaMH, IEHTpaMu (OTAEICHUsIMH) 00111ei BpaueOHOM
(ceMeitHOI) TPaKTUKHN), PACIIONOKEHHBIMH B CENTbCKUX HACENCHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble  OpraHM3allii, W  BETEPUHAPHBIMU  OpraHU3AlMsIMH, HMMCIOUIMMH JIMLEH3UIO  Ha
(dapMarieBTUYECKYI0 JesTeIbHOCTh. PaspelieHa po3HWYHAs TOPrOBIS TOJBKO JIEKAPCTBEHHBIMHU
rpernaparamu, 3aperucTpupoBaHHbIMU B Poccuiickor @enepauuv WIM W3TOTOBIEHHBIMHU ANTEYHBIMU
OpraHu3alUsIMH, BETepUHAPHBIMU aNTEeYHBIMU OpTaHU3aIIsIMH, WH/IMBUYIbHBIMU
OpeANPUHUMATENISIMY, HMMEIOLIIMMH JIMLIEH3UI0 Ha (apMaleBTUYECKYIO NesTeIbHOCTh. Po3HMUYHAs
TOPTOBJIA JIEKAPCTBEHHBIMU TNIperapaTaMM OCYILECTBIIICTCS 1O TpaBWIIaM HaJUIeXallell anTeuyHou
NPaKTUKH, YTBEPKJACHHBIM YIIOTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM UCIOJHUTEIBHOM BIACTH.

Nudopmarnus 06 mamenenusx: Cmamovs 55 oonoanena yacmoio 1.1 ¢ 3 anpens 2020 2. - ®edepanvhulii
s3akon om 3 anpens 2020 2. N 105-D3

1.1. Po3HuuHas TOProBjsl JIEKAPCTBEHHBIMH MpenaparaMy JUIsi MEAMIIMHCKOTO MpUMEHEeHHus (3a
UCKJIIOYEHHEM JICKapCTBEHHBIX IpEenapaToB, OTIIYCKaeMbIX IO PELENTy Ha JIEKapCTBEHHBIM IMpemnapar,
HapKOTUYECKUX JIEKAaPCTBEHHBIX IPENapaTtoB M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB, a TaKkKe
CITUPTOCOJIEPIKAIUX JICKAPCTBEHHBIX IpEnaparoB ¢ OOBEMHOHN JOJEH STUIOBOTO CHHUpPTa CBBINIE 25
MPOLEHTOB) MOJET OCYIIECTBIATHCS ANTEYHBIMH OPraHu3alUsSIMU JUCTAHLHUOHHBIM  CIOCOOOM.
Po3Hn4HYI0 TOProBIIIO JIEKAPCTBEHHBIMU NpeNapaTaMu AJii MEIUIIUHCKOTO IPUMEHEHUS TUCTAaHIIMOHHBIM
CIIocoOOM MOTYT OCYIIECTBIISITH alT€YHbIE OPTaHM3AlMM, WUMEIOLIUE JIMIEH3MI0 Ha (hapMalleBTHUECKYIO
NEeSTeIbHOCTh M COOTBETCTBYIOIIEE paspelieHue ¢eaepalbHOro oOpraHa HCHOJHUTENbHON BJIAacTH,
OCYIIECTBIISONIEr0 (DYHKIMU 1O KOHTPOJIO M Haa30opy B cdepe 3apaBooxpanHeHus. [lopsaok Belnadu
pa3pelleHrs Ha OCYILEeCTBICHHE PO3HUYHON TOPrOBIIM JIEKAPCTBEHHBIMU IpernapaTaMu JUCTAHLIHMOHHBIM
crocoboM, TpeGoBaHMsI K alTEYHBIM OpPraHU3AlMSIM, KOTOPbIE MOTYT OCYILIECTBISATH TaKyl0 TOPIrOBIIO, U
MOPSAZIOK €€ OCYIIECTBJICHHUS, a TaKKe MpaBuia JOCTaBKHU JIEKAPCTBEHHBIX MpPENapaToB TIpakIaHam
ycranaBnuBaoTcs  [IpaButensctBoM  Poccuiickoit  ®enepanuu. HWHbOpMammss 00  omiadyeHHBIX
(OTHYIIEHHBIX) U MOJYYEHHBIX JIEKaPCTBEHHBIX MpenapaTax BHOCUTCS B CUCTEMY MOHUTOPHUHTA ABUKCHUS
JIEKapCTBEHHBIX MpPENapaToB JJIi MEAULIHUHCKOTO NPUMEHEHUs B MOPSAKE, MPEIyCMOTPEHHOM YacThio 7
cratbu 67 HacTodiero PeaepanbHOro 3aKOHA.

Hudopmanus 06 usmenenusx: Pedepanrvhoim 3axonom om 25 nosops 2013 e. N 317-D3 6 uacmp 2
cmamou 55 Hacmoswezo PedepanbHo20 3aKOHA BHECEeHbl USMEHEHUS
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. Buapl anTe4yHbIX OpraHM3aluil W TpaBWia OTIyCKa JICKAPCTBEHHBIX MPENapaToB JUIs
MEIUIIUHCKOTO TMPUMEHEHUS] anTeYHBIMH OpPTraHU3aLUSAMH, WHIUBUAYAIBHBIMU IPEIIPUHUMATEISIMH,
UMEIOIMMHU JIMLEH3UIO Ha (apMalleBTUYECKYIO JesITeIbHOCTD, a TAK)KE MPAaBUiIa OTIYCKa JEKapCTBEHHBIX
IpenapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHHS MEIUIMHCKUMHI OPTaHU3alUsIMK, UMEIOIIMMHU JIUIIEH3UIO Ha
dbapManeBTUYECKYI0 JESATEIBHOCTh, U UX O000COOJICHHBIMU TOApa3AeIeHUSIMU (aMOylaTopusIMHU,
¢enpamepckuMu U QeNbaIepCeKo-aKyIIepCKUMH ITyHKTaMH, LIEHTpaMu (OTAEICHUsIMH) 00111ei BpaueOHOM
(ceMeitHOI) MPaKTUKHU), PACIIONOKEHHBIMH B CENbCKUX HACENCHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpPraHU3alMM, YTBEPXKAAIOTCS YIOJHOMOUYEHHBIM (elepajbHbIM OpPraHOM HCIOJHUTEIbHON
BJIACTH.

Hudopmanus 06 usmenenusx: Pedeparvnvim szakonom om 3 uions 2016 2. N 305-DP3 6 uacmv 3
cmamvu 55 Hacmoawezo DedepanbHO20 3aKOHA 6HECEHbl U3MEHEHUS]
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3. IIpaBuna oTmycka HAPKOTHYECKHUX CPEJICTB U NMCUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KayecTBE JICKAPCTBEHHBIX IIPENapaToB, JEKAPCTBEHHBIX IMPENapaToB, COJEPKAlINX HApPKOTHYECKHE
CpPEICTBA M TICUXOTPOIIHbIE BEIIECTBA, YTBEPXKIAIOTCA YIOJIHOMOYEHHBIM (eepalbHBIM OpPraHOM
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UCTIOJIHUTENIFHOW BJACTH 10 COMJIACOBaHMIO C (hefepalibHBIM OpPraHoOM HCIOJHHUTEIBHON BIIACTH,
YIOJIHOMOYEHHBIM B chepe BHYTPEHHHX JIE.

Hudopmanus o6 usmenenusx: Yacmo 4 usmenena c 13 aseycma 2019 2. - @Pedepanvuviti 3akon om 2
aseycma 2019 2. N 297-D3
Cm. npedvloywyio peoaxkyuro

4. JlekapcTBEHHblE€ Tpemaparbl JUIsl BETEPUHAPHOTO MNPHUMEHEHHUS TMOJUIeKaT  OTIYCKY
BETEPUHAPHBIMU ANTEUYHBIMH OpPraHU3alUsIMU, BETEPUHAPHBIMU OPTaHU3ALUSIMH, WHAUBHUAYAIbHBIMU
OpEeINpPUHUMATEISIMU, HMEIOIUMHU  JIMIEH3UI0 Ha  (apManeBTHUECKYyl0 JeATelnbHOCTh.  OTIycK
JIEKapCTBEHHBIX [MpenapaToB [UIsl BETEPUHAPHOTO TNPUMEHEHHS] OCYIIECTBISETCS B COOTBETCTBUU C
IpaBWJIaMU HaAJeXKalleld anTeyHOW MpPaKTHUKU JIEKApCTBEHHBIX MPErnapaToB Ui BETEPUHAPHOTO
MIPUMEHEHUS, YTBEPKICHHBIMH YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM HCIIOJIHUTEIHHON BIACTH.

Hudopmarus 00 usMenenusx: dacmov 5 usmenena ¢ 3 anpens 2020 2. - Pedepanvuuiii 3akon om 3
anpensa 2020 2. N 105-D3
Cm. npedvloywyto pedakyuio

5. IlepeueHb MEAMUIMHCKUX OpraHM3aLMH, HMEIOMIMX JIMICH3HI0 Ha (apMaleBTHUECKYIO
NesTeIbHOCTh, M HUX  000COOJIEHHBIX  Mojpa3zieieHui  (amOynaropuil,  QenpIepckux |
(enpaIepcKo-aKymepcKuX MyHKTOB, EHTPOB (OTAeleHnit) obmiell BpaueOHOW (CeMeiHOW) MPaKTHUKH),
PacCIOIOKEHHBIX B CEIIbCKUX HACENICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIEe OpraHU3aluu, a
TaKXKe IepeueHb JICKapCTBEHHBIX NPEnapaToB, MPOJaka KOTOPBIX MOXKET OCYIIECTBIATHCS yKa3aHHBIMHU
OpraHu3alsIMU M UX 000COOJICHHBIMH MOAPA3CICHUSIMHU, YCTAaHABINBAIOTCS OPraHaMH MCIIOTHUTEIBHOM
BiacTu cyowrekToB Poccuiickoit denepannu.

Nudopmanus 06 msmenenusx: Pedepanrvnvim 3axonom om 25 nosabpsa 2013 2. N 317-D3 uwacmev 6
cmamou 55 Hacmosawe2o PedepanbHo20 3aKOHA UZNONCEHA 8 HOBOU PedaKyuu
Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

6. AnTeuHble OpraHU3alMd, WHIUBUAYaJbHbIE MPEINPUHUMATENH, WMEIOLIUE JUIEH3UI0 Ha
dapManeBTUYECKYI0  JAESITEIbHOCTh, 00si3aHBl  OOecreunBaTh  yTBEpKAeHHbIM  [IpaBuTEnbCTBOM
Poccuiickoii @eaepannu u GOpMUPYEMBIH B YCTAHOBJICHHOM WM TOPSJIKE MHUHUMAIBHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX ISl OKa3aHHsI MEIUIIMHCKOMN TOMOIIIH.

Nudopmarus 00 usmenenusx: Yacmov 7 usmenena ¢ 3 anpens 2020 2. - Pedepanvuuiii 3akon om 3
anpensa 2020 2. N 105-D3
Cm. npedvloywyto pedakyuio

7. AnTedHble OpraHU3allM, WHIMBUAYAJIbHBIC NPEANPHUHAMATENIH, WMEIOIINE JIMICH3UI0 Ha
(apMareBTUYECKYIO NeSITeTbHOCTD, HAPSAY C JIEKAPCTBEHHBIMHU INperapaTaMu UMEIOT MPaBo MPUOOpeTaTh
U TpojaBaTh, B TOM YHUCIIE€ AUCTAHIMOHHBIM CIIOCOOOM, MEAMIMHCKUE H3ACIHA, Ae3HH(PUIUpPYIOIIHe
CpeICTBa, MPEAMEThl M CPEJICTBA JIMYHOM TUTHEHBI, MOCYAy JUISI MEIUIMHCKHUX LeJed, NpeaMeThl U
CpeZCTBa, MpeAHA3HAYCHHBIC U1 yXoJa 3a OOJIbHBIMU, HOBOPOKICHHBIMU U J€TbMH, HE JOCTHTIIMMHU
BO3pacTa Tpex JIeT, OYKOBYIO OINTHKY M CpPEICTBa yXoJa 3a HEW, MUHEpaJbHBIE BOJbI, MPOMYKTHI
J1e4eOHOro, NETCKOr0 W JUETHYECKOro MUTAaHUs, OMOJOTMYECKH aKTHUBHBIC NOOaBKH, Nap(pIOMEpHbIE U
KOCMETHYECKHE CpEICTBA, MEIUIMHCKAE W CAHUTAPHO-TIPOCBETUTEIbHBIC I[€YaTHBIC W3JaHMA,
npeHa3HaYeHHbIE I IPONaraH/ibl 3J10pOBOro o0pasa KU3HH.

Nudopmanus 06 mamenenusx: Pedeparvuvim zaxkonom om 13 uons 2015 2. N 262-D3 ¢ uacme 8
cmamovu 55 Hacmosiweco PedepanbHo20 3aKOHA 6HeCeHbl USMEHeHUs, ecmynarowue 6 cuny ¢ 1 ansaps
2016 2.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

8. JlesTenbHOCTh anTe4yHBIX opranu3anuii Boopyxkennbix Cun Poccuiickoit ®@enepaunu, Ipyrux
BOMCK, BOMHCKMX (OPMHUPOBAHWUN W OPraHOB, B KOTOPBIX 3aKOHOJATEILCTBOM Poccuiickoni deneparim
NPEIyCMOTPEHO TMPOXOKJIECHHE BOCHHOM CIy>)kObl wWiu (enepanbHOM TOCyAapCTBEHHOW CITyKOBbI,
CBA3aHHOM C MPABOOXPAHUTEIBHOM JAESITEIbHOCTBIO, perjaMeHTHpyeTcs HacTosimuM DenepanbHbBIM
3aKOHOM M YTBEPXJACHHBIMH COOTBETCTBYIOIIMMHU (eAepalbHbIMU OpPraHaMy HCIOJIHUTEIBHOM BIIACTH
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®enepanbublii 3akoH ot 12 anpens 2010 1. N 61-®3 "O6 obpaleHny JeKapcTBEHHBIX CpelCTB" (C U3MEHEHUSMH U

nojoxeHussMu. KoHTponb 3a coOMIOAeHHMEM YKa3aHHBIMH aNTeYHBIMH OpraHU3alMsIMU TOJO0XKEHUH
Hacrosimero denepanbHOrO 3aKOHA OCYIIECTBIISCTCS COOTBETCTBYIOIIMMH (peliepalbHbBIMH OpraHaMu
VCIIOJTHUTENIBHOM BJIACTH.

9. He npumensiercs ¢ 1 suBaps 2021 r. - @enepanbHblii 3akoH oT 3 anpens 2020 r. N 105-03

Nudopmarus 06 msmenenusx: Cu. npedvioyuyio peoaxyuio

I'APAHT: CM. koMMeHTapuH K ctatbe 55 Hactosuero denepanbHoro 3akoHa

Hudopmanus o6 usmenenusx: Pedepanvuviti 3akon oonoanern cmamvetl 55.1 ¢ I mapma 2023 2. -
Deodepanvruiil 3axon om 20 oxkmsaops 2022 2. N 405-D3

I'APAHT: Ilonoxenus crarbu 55.1 npumenstorcs no 1 mapra 2026 r.

Cratbs 55.1. [lopsiiok ocyliecTBIEHUS pO3HUYHON TOPIOBJIN JIEKAPCTBEHHBIMU MpenapaTaMu JJis
MEAMIMHCKOIO MPUMEHEHMS, OTIYyCKaEMBbIMU IO PELENTY Ha JIEKapCTBEHHBIN Mpemnapar,
JNUCTAHIIMOHHBIM CIIOCOO0OM

1. B nepuon ¢ 1 mapra 2023 rona n1o 1 mapra 2026 roga B ropoae QenepaibHOr0 3HAYCHUS
Mockse, B benropojckoit 1 MockoBckol 00nacTsax (Janee B HACTOSIIEH cTaTbe - CyOBeKThl Poccuiickoit
®denepanyn) NpeaycMaTpuBacTCs MPOBEAECHNUE SKCIIEPUMEHTA IO OCYIIECTBIECHUIO PO3ZHUYHOW TOPTOBIU
JIEKapCTBEHHBIMU INIpenapaTaMM Uil MEAMLHMHCKOIO IPUMEHEHMs, OTIYCKAaeMbIMU IO pELEenTy Ha
JIEKapCTBEHHBIH Mpernapar, TMCTAHIUMOHHBIM CIIOCOOOM (J1anee - SKCIEpPUMEHT).

2. B pamkax 3KcrepUMEHTa ero YYacTHUKH BIpaBe JUCTAHIIMOHHBIM CIOCOOOM OCYIIECTBISTH
PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU INpeNapaTaMy sl MEAULUHCKOIO NIPUMEHEHNUs, OTIyCKaeMbIMU
[0 pPELeNnTy Ha JICKapCTBEHHBIH Ipemapar (B TOM 4ucie CPOPMHUPOBAHHOMY B (OpPME 3IIEKTPOHHOTO
JOKyMEHTa B JIMYHOM KaOMHETe TpaxJaHHMHA B (QenepajabHON TOCyJapCTBEHHON HH(OpMAIMOHHON
cucreMe "EnuHBIA TOpTan rocyAapCTBEHHBIX W MYHUIMNAIBHBIX yciayr (¢yHkumid)" u (wim) Ha
PErHMOHAIBHBIX IOpTajaxX IOCYAApCTBEHHBIX M MYHMIMIAIBHBIX YCIYT) M BKJIIOUEHHBIMM B IIE€PEUYEHb
JCKapCTBEHHBIX TpenapaToB M  (papMakoTepaneBTHUECKUX TPYMI JIEKAPCTBEHHBIX IPENaparos,
pa3pelIeHHbIX K peain3allui B paMKax 3KCIIEPHUMEHTA, YTBEP)KICHHbIM yIIOJIHOMOYEHHBIM (eiepaibHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIACTH (32 MCKIIOYEHMEM JIEKAPCTBEHHBIX IIPEMApaToB, COAEPIKAILIUX
HapKOTUYECKUE CPEICTBA, NCHUXOTPOIIHBIE BEIIECTBA U UX IPEKYPCOPHI, JEKAPCTBEHHBIX IPENaparos,
CoJepXKallMX CHJIbHOJCHCTBYIOIINE BEIIECTBa, pagrodapMaleBTHUECKUX JIEKAapCTBEHHBIX NpenapaTos,
UMMYHOOHOJIOTMYECKUX JICKAPCTBEHHBIX MPENapaToB, a TAKXkKe JIEKAPCTBEHHBIX MPEMapaToB, A1 KOTOPIX
B COOTBETCTBUM C HMHCTPYKLUMEH IO TPUMEHEHHMIO JIEKAPCTBEHHOI'O IIpernapara YCTaHOBIIEH
TEMIIEPATYPHBII pPEeXUM XpaHeHMs HMke 15 rpamycos llenbcus, cnupTocoAepX allux JIEKapCTBEHHBIX
npenapaToB ¢ 0OBEMHON 0JIeH ATUIOBOTO CIIUPTA CBHIIIE 25 MPOLIEHTOB U JIEKAPCTBEHHBIX MPENapaToB,
M3TOTOBJIEHHBIX aNTEYHbIMU oOpraHu3auusMu). KpuTepun BKIIOYEHMS JEKAPCTBEHHBIX IPENapaToB U
(apMakoTepaneBTUYECKUX IPYIII JIEKAPCTBEHHBIX MPENAapaToB B yKa3aHHbIM NepevyeHb YCTaHABIUBAIOTCS
IIpaBurensctBoM Poccuiickonn @enepannu. IlonoxkeHuss HACTOSIIEW CTaTbU HE PACHpPOCTPAHAIOTCSA Ha
JIeKapCTBEHHbIEC MpenapaThl, OTIyCKaeMble OECIIIATHO WM CO CKUAKOW TpakJaHaM, MMEIOLINM IMPaBoO Ha
o0ecrieyeHre JIeKapCTBEHHBIMU TpenapaTaMy 3a CUeT CPeACTB OI0PKETHBIX aCCUTHOBAHUM (enepaabHOro
Oroxera u Or0pKkeToB cyObekToB Poccuiickoit deneparym.

3. YyacTHMKaMu O3KCIIEPHUMEHTa  SBIIOTCS  YNOJHOMOYEHHBIM  (efepanbHbBli  Oprax
UCTIOJIHUTENILHOW BJIACTH, YHNOJHOMOYECHHbBIE OpraHbl MCIIOJHUTENILHOW BIAacTH cyObekToB Poccuiickoit
Odenepanuy, MEIUIIMHCKUE OPraHU3allid U anTeyHble OpPTaHU3alUHU, COOTBETCTBYIOIME TPEOOBAHHSIM,
YCTaHOBJIEHHBIM B COOTBETCTBHH C 4acThIO 4 HACTOSLIEH CTAaThU.

4. ITonoxeHue O MOPSIIKE MPOBEICHUS SKCIIEPUMEHTA, B TOM 4YHUCIie TpeOOBaHUS K MEAULIUHCKUM
OpraHM3alsIM M alTe4YHbIM OpraHU3alMsM, SBISAIOIIMMCS YYaCTHHKaMH SKCIIEPUMEHTA, MOPAIOK
OCYILIECTBJICHUSI PO3ZHUYHON TOPrOBIIM JIEKAPCTBEHHBIMU IIpenapaTamMy A MEAULMHCKOTO IMPHUMEHEHUS,
OTITyCKaeMbIMU IO PEILeNTy Ha JIEKapCTBEHHBIM NpemnapaT, TUCTAHIHMOHHBIM CIIOCOOOM, TpeOOBaHHS K
JIOCTaBKE TaKUX JIEKapCTBEHHBIX MpENaparoB TIpaKAaHaM, [paBuia BblIaYM pPa3pelICHUs Ha
OCYILIECTBJIEHUE PO3HUYHON TOPIOBIIM JIEKAPCTBEHHBIMU IIpenapaTamMH s MEAULMHCKOTO IMPHUMEHEHUS,
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OTITyCKaeMBbIMU IO PELENTy Ha JIEKApCTBEHHBIN Mpenapar, AUCTAHIIMOHHBIM CIOCOOOM, YTBEpPXKIAeTCs
[IpaBurensctBoM Poccuiickoit @enepanuu. TpeOoBaHMS K anTEYHBIM OPTraHU3ALUAM, SBISIOIIUMCS
YYaCTHUKAMHU 3KCIIEPUMEHTa, HE MOTyT OBbITh HMXKe TpeOOBaHMWN, YCTAaHOBJICHHBIX K AalTE€YHbIM
OpraHU3alMsIM B COOTBETCTBUU C 4acThio 1.1 cTaThu 55 HacTosimero denepaibHOTO 3aKOHA.

5. YnonHoMoueHHBIH (enepanbHblii OpraH UCIOJHUTEIBHON BIACTH:

1) ocymecTBIsSET METOOUYECKOE CONPOBOXACHUE OHKCIEPUMEHTA, BKJIKOYAas METOAUYECKOE
COIPOBOXKACHUE JCATEIBHOCTH MEAULUHCKUX OpraHU3allMi U alTeYHBbIX OpPraHU3alldl, YYacCTBYIOLIUX B
HKCIEPUMEHTE, 10 0(POPMIICHHIO, UCTIOIH30BAHUIO U XPAHEHHUIO PEIIETITOB Ha JIEKAapCTBEHHBIN Mpemnapar, B
TOM 4Hcie cHOPMUPOBAHHBIX B (POPME AIEKTPOHHBIX JOKYMEHTOB;

2) npencrasisier B IlpaBurensctBo Poccuiickoit ®enepanuu npeaBapUTENbHbIA (B IEpUO
IIPOBEICHMS DKCIEPUMEHTa, HO HE II03JHEE 4YeM 3a JBa MecCsla 10 HMCTCUYCHHs CpPOKa IIPOBEICHHUS
HKCIEPUMEHTA) U UTOTOBBIM (110 OKOHYAHUM JKCIIEPUMEHTA, HO HE MO3JHEE YEM Yepe3 JiBa Mecsla Mocie
UCTEUEHUsI CPOKa MPOBEACHUS SKCIIEPUMEHTA) AOKIAAbl O pe3yJjbTaTaxX MPOBEACHUS SKCIEPUMEHTA U
NPEeUIOKEHHS O BHECEHUH N3MEHEHHH B 3aKOHOAATEIBCTBO 00 00OpAIIeHUH JIGKAPCTBEHHBIX CPEJICTB.

6. YII0OJTHOMOUYEHHBIN OpraH UCIOJHUTENbHOM BiacTu cyobekta Poccuiickoit deneparym:

1) BpaBe yCTaHOBUTH OCOOCHHOCTHU MPOBEICHHS SIKCIICPUMEHTA;

2) yTBepXKIaeT MOPAJOK OTOOpa MEAMIMHCKMX OpTaHU3allMii M anTeuHbIX OpraHM3alui Ui
y4acTHs B 3KCIIEPHUMEHTE, a TaKKe IMPOBOIUT TaKoW OTOOp M YTBEPXkKAAET MepeueHb MEIUITMHCKHX
OpraHu3alfil ¥ MepeueHb anTeYHbIX OpraHU3alui, COOTBETCTBYIOIIUX TPEOOBAHUSAM, YCTAHOBJICHHBIM B
COOTBETCTBUU C YaCTbIO 4 HACTOALIEH CTAaThU, U SBJIAIOIINXCS Y4aCTHUKAMM SKCIIEPUMEHTA;

3) ocyIecTBISET MOHUTOPUHI NPOBEACHUS SKCIIEPUMEHTAa U TNPEICTABISAET €r0 pe3ysbTaThl B
YIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOJTHUTEIHHOMN BIIACTH;

4) obecneunBaeT HMH(POPMAITMOHHO-TEXHUUECKOE OOECIeYeHHe TMPOBEICHUS OSKCIEPUMEHTA
MOCPEICTBOM HCIOJIb30BAHUS TOCYIAPCTBEHHON MH()OPMAIIMOHHONW CHCTEMBI B chepe 3ApaBOOXpaHEHUS
cyobekra Poccuiickoit @eneparuu U (WIKM) MEIUIUHCKHX HH()OPMAITMOHHBIX CHUCTEM MEIUIIMHCKHUX
OpraHu3alui, SBIAIOIIUXCA YYaCTHUKAMHM OKCIIEPUMEHTAa, M HX B3aUMOJCUCTBUSA C E€IUHOU
rocyIapCTBEHHON MH(OPMAIIMOHHON CUCTEMOH B chepe 31paBOOXpaHEHHS.

7. MegunuHCKHE OpraHM3alUMy W anTeyHble OpraHU3allMM BIIPABE OTKA3aTbCA OT Y4acTUs B
HKCIEPUMEHTE, MOJaB B YIOJHOMOYEHHBIH OpraH HCIOJHUTENbHON BiacTH cyOwbekTa Poccuiickoit
®denepalyivi COOTBETCTBYIOIIEE OOpalieHne B MUCbMEHHOU (hopMme.

8. AnreuHble OpraHM3ALUU, SBIAIONIMECS YYaCTHUKAMU HKCIEPUMEHTA, 00s3aHBbl MPU IMPOJake
JMCTAHIIMOHHBIM CIIOCOOOM JIEKapCTBEHHOT'O MpenapaTa il MEJUIIMHCKOTO MPUMEHEHHs, OTITyCKaeMOro
[0 peLeNnTy Ha JIEKapCTBEHHBIN IpenapaT, 00eCeunTh MPU OCYIIECTBICHUU TOCTAaBKU UICHTU(DUKAIIUIO
JUYHOCTH TPAXKJIAHMHA, IIOJyYarOUIEro TAaKOW JIEKApCTBEHHBIM IIpenapar, B LEIAX YCTAHOBJICHUS
COOTBETCTBUS €r0 JUYHOCTH M JIMLA, YKA3aHHOTO B PELIENTE Ha JIEKAPCTBEHHBIN IIpenapat (€ro 3aKOHHOTO
NpeACTaBUTeNsA), MO0 JIMLA, YIOJTHOMOYEHHOTO JIMIIOM, YKa3aHHBIM B pEIENTe Ha JIEKAapCTBEHHBIN
npenapar (€ro 3aKOHHBIM IIPEACTABUTEIEM), Ha MOJIY4YEHHME JIEKapCTBEHHOIO Ipenapara (mainee B
HACTOSALIEHN cTaThe - U0, YKa3aHHOE B PELENTE (3aKOHHBIN MIPEICTaBUTEIND, YIIOTHOMOUYEHHOE JIULIO).

9. Jlumo, ocymecTBifAONIEE [OOCTaBKY JIEKAPCTBEHHOIO Ipenapara JUisi MEAMIMHCKOIO
NPUMEHEHHUs, OTIyCKAaeMOIo IO pELEenTy Ha JIEKapCTBEHHBIH Ipemapar, o00s3aHO NOTpeOOBaTh Y
IPaKJIaHMHA, MTOJIyYalOlEero TaKO! JIESKapCTBEHHBIN Mpenapar, IpeIbsiBUTh JOKYMEHT, yI0CTOBEPSIOMUN
€ro JINYHOCTb, Ul WIACHTU(PUKAIMH JUYHOCTH 3TOTO Tpa)KTaHWHA M YCTAHOBJIEHUS COOTBETCTBHS €TO
JMYHOCTH M JIMIA, YKa3aHHOI'O B PeLeNTe (3aKOHHOTO MPEACTaBUTENS, YIIOJIHOMOUEHHOr O Ju1a). B cinydae
BBISIBJICHUS HECOBIIAJCHUS JUYHOCTU TIPAKJAHUHA, IOJYYAIOLIETO JIEKAPCTBEHHBIM Ipenapar, U JuLa,
YKa3aHHOTO B pelenTe (3aKOHHOI'O MPEACTABUTENS, YIOJIHOMOUYEHHOIO JIMLA), @ TAKXKE B ClIydyae OTKas3a
IPaKJIaHMHA, IOJyYarOUIEr0 JIEKAPCTBEHHBINM IIPENapar, MpPeIbsSBUTh JOKYMEHT, YAOCTOBEPSIOIIUNA €ro
JUYHOCTh, JIMLO, OCYIIECTBISIOIIEE JOCTABKY JIEKAPCTBEHHOIO IIpenapara i MEIULHUHCKOro
NPUMEHEHHUs, OTIyCKAaeMOTO M0 pELEeNTy Ha JIEKapCTBEHHBIH mpenapaT, O0sM3aHO BEpPHYTh TaKOMH
JIEKapCTBEHHBIN IIPENapar B allTEYHY0 OpPraHUu3aluIo.

10. TloatBepknenueMm (akTa Tmepefadd JIEKapCTBEHHOrO IMperapara s MEIUIIMHCKOTO
IIPUMEHEHUs, OTIIyCKAEMOI'0 IO PELENTY Ha JICKapCTBEHHBIN IIpenapar, JIMIY, YKa3aHHOMY B PELENTe
(3aKOHHOMY NPEJCTaBUTEINIO, YIOJIHOMOUYEHHOMY JIMILY), SIBJSIFOTCS KacCOBBIM Y€K M IOJIUCH JIMLA,
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IIOJyYMBIIETO TAaKOM JIEKApCTBEHHBIN IpemnapaT, Ha JOKYMEHTE O IOJyYEHMH TaKOI'o JIEKApCTBEHHOTO
npenapata mo ¢opme, YTBEpXKAaeMOW YIOJIHOMOYECHHBIM (peepanbHbIM OpPraHOM HCIOJHUTEIbHON
Biactu. [locne mepemaum JeKapCTBEHHOTO TIpenapaTa JHIly, yKa3aHHOMY B pelente (3akoHHOMY
IPEJICTAaBUTEN0, YINOJIHOMOYEHHOMY JHILy), 3TOT JAOKYMEHT II€peNaeTcsl JMUIOM, OCYIIECTBUBIINM
JIOCTaBKy TAaKOro JIEKAPCTBEHHOI'O IIpernapaTa, B alTE4YHYI0 OpPraHM3alll0, OCYIIECTBHUBIIYI OTIIYCK
JEKapCTBEHHOI'0 Ipemnapata. B ciydae BbIABICHMS NpU IepeAaude JMIly, yKa3aHHOMY B peLENTe
(3aKOHHOMY  TIPEJICTABUTENIO, YIOJIHOMOYEHHOMY JIMIly), JIEKApCTBEHHOrO Tpemnapata (pakToB
MEXAHUYECKOTO TOBPEXKJEHUS €ro WM €ro YyHNaKOBKM TAaKOW JIEKapCTBEHHBIM Ipenapar JIHIOM,
yKa3aHHBIM B pelenTe (3aKOHHBIM IPEICTaBUTEIEM, YIOJIHOMOYEHHBIM JIMIIOM), HE MPHHUMAETCA H
BO3Bpalaercss 0e3 ero OomiaThl JIMIly, OCYIIECTBHBIIEMY [OCTaBKY JIEKapCTBEHHOTO IIpenapaTta H
o0ecreynBaroIeMy €ro BO3BpaT B aTEYHYIO0 OPraHU3aIHIo.

11. 3a Hapymenus 3akoHozatenbecTBa Poccuiickoit @enepanum, COBEPLIEHHBIE NPU IPOBEACHUU
AKCIEPUMEHTA, €70 YYaCTHUKH HECYT OTBETCTBEHHOCTh, YCTAHOBJIEHHYIO 3aKOHOAATEILCTBOM Poccuiickoit
denepanuu.

12. KoHTponb 3a WHCHOJHEHHEM TpeOOBaHMU, CBS3aHHBIX C IPOBEACHUEM OSKCIIEPUMEHTA,
OCYILECTBIIsICTCS (hefiepaIbHBIM OPTaHOM HCHOJIHUTEIBHOW BIIACTH, OCYILECTBISIOUIMM (YHKIHUU IO
KOHTPOJIIO U HaJ30py B cepe 3ApaBOOXpaHEHUS, B MOPsAKe, YyCTaHOBICHHOM DenepalbHbIM 3aKOHOM OT
31 nrons 2020 roma N 248-D3 "O rocynapcTBEHHOM KOHTpOJIE (HaA30p€e) U MYHULIUIIAIBHOM KOHTPOJIE B
Poccuiickoit ®eneparun'.

CraTbs 56. 13roToBieHne u OTIIyCK JIEKAPCTBEHHBIX IIPENapaToB

TF'APAHT: Cwm. Enunsle npaBuia ohopMIICHHS JEKAPCTB, TPUTOTOBISIEMBIX B alITEYHBIX YUPEIKICHUSIX
(TpennpusATHIX) pa3IUIHBIX (OPM COOCTBEHHOCTH, YTBEPKICHHBIE MUHUCTEPCTBOM 3/IpaBOOXPAHCHUS
P® ot 24 virons 1997 r.

Nudopmanus 06 mamenenusix: Yacmo I usmenena ¢ 1 mapma 2025 2. - Pedepanvuviti 3akon om 30
oexabps 2021 2. N 463-D3

Cm. 6y0ywyro pedaxyuio

Yacmo 1 usmenena c 1 cenmsabops 2023 2. - @edepanvhulii 3akon om 5 dexadps 2022 2. N 502-D3

Cm. 6y0ywyro pedaxyuio

1. M3roToBieHuEe JEKapCTBEHHBIX IPENApaToB alTEYHBIMU OpraHU3aLUsAMH, BETEPUHAPHBIMU
anTeYHbIMM OpPraHU3aLUsAMU, WHIAUBULYAIBHBIMUA MPEANPUHUMATEISAMHA, WMEIOIIMMH JIMLEH3UI Ha
(apMareBTUYECKYIO0 JeSTEIbHOCTh, OCYILECTBIISICTCS 1O pElenTaM Ha JIeKapCTBEHHbBIE MpenapaThl, 10
TpeOOBaHUSAM MEIUIIMHCKUX OpraHU3allfii, BETEPUHAPHBIX OpPraHU3alMii B COOTBETCTBUHU C IMPABHIAMH
U3FOTOBJICHWSIT W OTIyCKa JICKAPCTBEHHBIX  IIPENapaToB, YTBEP)KICHHBIMU  YIOJHOMOYEHHBIM
(enepaabHBIM OPraHOM UCIIOJIHUTEFHON BIACTH.

Hudopmanus o6 usmenenusx: Yacmo 2 usmenena c 1 cenmsabpsa 2023 2. - Pedepanvuoili 3akoH om 5
oexaops 2022 2. N 502-D3
Cm. 6y0ywyro peoakyuio

2. IIpu U3roTOBICHUH JICKAPCTBEHHBIX MPENApaToB allTeYHBIMU OPTaHU3AIUSIMH, BETEPUHAPHBIMHU
anTeYHbIMM OpPTaHU3AIUSAMU, WHIAUBUIYAIbHBIMA TPEANPUHAMATEISIMHA, WMCEIOIUMH JIUIEH3UI0 Ha
(dapMareBTUUECKyl0 JIeATeIbHOCTh, HCIOIB3YIOTCS (apMalleBTUUECKHEe CYOCTaHIIMM, BKJIIOYCHHBIC
COOTBETCTBEHHO B TOCYJapPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO PUMEHEHUS U
TOCYJITaPCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEICTB JJII BETEPUHAPHOTO MPUMEHEHHUS B yCTAaHOBJICHHOM
nopsinke. He momyckaercs WM3rOTOBJICHHE aNTEYHBIMU OPTaHM3AIUSMH, BETEPUHAPHBIMU aNTCYHBIMHU
OpraHU3aIMIMH, WHIUBUTy ATbHBIMH MpEANPUHUMATEIISIMH, AMEIOIIUMU JIALICH3UIO Ha
(bapmareBTUUECKy0 JesATEIbHOCTh, JIGKAPCTBEHHBIX IPENapaToB, 3apeTUCTPUPOBAHHBIX B Poccuiickoii
denepanuu.

Hudopmanus o6 usmenenusnx: Yacmo 3 usmenena c 1 cenmsaopsa 2023 2. - @edepanvhuiii 3ak0H om 5
oexabps 2022 2. N 502-D3
Cm. 6y0ywyro pedaxyuio
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3. MapkupoBka JEKapCTBEHHBIX IIPENapaToB, M3TOTOBJIEHHBIX AaNTEYHBIMU OPraHU3ALUSIMH,
BETCPUHAPHBIMY ANTEYHBIMU OpPraHU3ALUAMU, WHIUBUIYAJIbHBIMU IMPEAINPUHUMATEISAMU, HUMEIOIUMU
JHMLEH3MI0 Ha (apMaleBTHUYECKYI0 JAEATENbHOCTh, U O(OPMIIGHHE TaKHX NpPEnapaToB TOJDKHBEI
COOTBETCTBOBAThH IIPaBUJIAM, YKa3aHHBIM B YaCTH | HACTOSIIEN CTaTbU.

Nudopmanus 06 mamenenusx: Yacmo 4 usmenena c 1 cenmsabpa 2023 2. - Pedepanvuoiti 3akoH om 5
oexaops 2022 2. N 502-D3
Cm. 6y0ywyro peoakyuio

4. AnTeuyHble OpraHu3allHd, BETEPUHAPHBIC aNTEUHbIE OpPTaHWU3AIMH, HWHIUBUyaIbHBIC
MpEeANPUHUMATENN, UMCIOIIHNE JTUIIEH3UI0 Ha ()apMalleBTHUECKYIO JIEATeIbHOCTh, HECYT OTBETCTBEHHOCTh
3a HECOOJIO/ICHWE TPAaBWJI HM3TOTOBJICHUS W OTIYCKa JICKAPCTBEHHBIX IPENapaToB B COOTBETCTBUH C
3akoHogaTenbcTBOM Poccuiickoit deneparum.

I'APAHT: CM. koMMeHTapuH K ctatbe 56 HacTosuiero denepanbHOro 3aKkoHa

Cratbs 57. 3ampemenue npofaxu QarbCU(PUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
HETOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX
CpeZCTB
[Iponaxa banbcupUIIPOBAaHHBIX JIEKApCTBEHHBIX CPEJCTB, HET00pOKaYECTBEHHBIX
JICKapCTBEHHBIX CPEJICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB 3aPelIacTCs.

I'APAHT: CMm. KOMMeHTapuu K ctatbe 57 HacTosmero denepaibHOro 3aKk0Ha

Crarbsa 58. XpaHeHHE JIEKapCTBEHHBIX CPEIICTB

Nudopmarus 00 usmenenusnx: Pedepanvrviv 3akonom om 22 oxmsabpa 2014 2. N 313-D3 6 uacme 1
cmamvu 58 Hnacmoawjeco PedepanrbHoco 3aKOHA GHECEeHbl USMEHEeHUs, 6cmynarowue 6 Culy no
ucmeuenuu mpuoyamu OHel nocie OHA OPUYUATLHO2O ONYOIUKO8aHUs Hazeannoz2o DedepanbHozo
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. XpaHeHue JIEeKapCTBEHHBIX CpPEICTB OCYILECTBISETCS IPOU3BOAUTENSMHU JIEKAPCTBEHHBIX
CPEACTB, OpPraHU3alUsIMU ONTOBOM TOPrOBIIM JICKAPCTBEHHBIMU CPEACTBAMU, alITEYHBIMU OpraHU3aALMIMU,
BETCPUHAPHBIMY ANTEUYHBIMU OpPraHU3ALUSAMU, WHIWBUAYAJIbHBIMU IMPEAIPUHUMATEISAMU, HUMEIOIIUMU
JMLEH3MI0 Ha (apMaleBTUYECKYIO ACATEIbHOCTh WM JIMLIEH3UI0 Ha MEIUIMHCKYIO JesTeIbHOCTD,
MEIULUHCKUMU  OpPraHM3alUsIMM, BETEPUHAPHBIMU OpraHU3allUsAIMHM U WHBIMA  OpraHU3ALMIMY,
OCYILECTBIISIIOLUIMMH OOpaIlleHUue JICKApCTBEHHBIX CPEACTB. XpaHEHHE JIEKapCTBEHHBIX CPEIACTB IS
BETEPUHAPHOI0 IIPUMEHEHUs OpPraHu3alUsAMU U HMHIMBHUAYaJIbHBIMU IPEANPUHUMATEISIMA B CIydasx,
€CIIM OHM MCIOJIB3YIOTCSI MCKIIIOUMUTENIBHO IIPU Pa3BEICHUM, BBIPAIMBAHWM, COACPKAHUM U JICUCHUU
KUBOTHBIX, MOYET OCYIIECTBIATHCS 0€3 MOTyUYeHHUs JIULEH3UU Ha (apMaIleBTUYECKYIO IS TEIbHOCTb.

2. IlpaBuna XpaHeHHs  JIEKAPCTBEHHBIX CPEICTB  YTBEPKAAIOTCS  COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (heiepaibHBIM OPraHOM HCTIOJIHUTENBHON BIIACTH.

3. XpaHeHHEe HAPKOTHUYECKHUX JIEKAPCTBEHHBIX CPEICTB, IICUXOTPOIHBIX JEKAPCTBEHHBIX CPEACTB,
pannodapManeBTUYeCKUX  JIEKApCTBEHHBIX  CPEICTB  OCYILECTBIISIETCSI B COOTBETCTBHHM  C
3aKoHoarenscTBoM Poccuiickoit denepanuu.

I'APAHT: CMm. koMMeHTapuu K ctatbe 58 HacTosmero denepaibHOro 3ak0Ha

Nudopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 25 dexabps 2012 2. N 262-D3 enasa 10
Hacmosawe2o PedepanbHoeo 3aKkOHa donoaneHa cmamoell 58.1, ecmynaroweri 6 Cuny no ucmedeHuu cma
gocbMuoecsamu OHell nocie OHs OPUYUATLHO20 ONYOIUKO8AHUsA HA36aHH020 PedepanbHO20 3aKOHA

Cratbsa 58.1. IIpeaMeTHO-KOJINYECTBEHHBIN YYET JIEKAPCTBEHHBIX CPEACTB AJIS MEIULIUHCKOIO
IPUMEHEHUS
1. TlepedueHp JE€KapCTBEHHBIX CPEICTB JUIsI MEAMLMHCKOIO IPUMEHEHMs, MOJJIeKalINX
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MNPpEAMCTHO-KOJIMUCCTBCHHOMY  YUCTYy, YTBCPXKAACTCA  YIIOJIHOMOYCHHBIM @eﬂepaﬂbHLIM OopraHoM
HUCITOJTHUTEILHOM BIACTH.

Hudopmanus o6 usmenenusx: Pedeparvnvim szakonom om 3 uions 2016 2. N 305-DP3 6 uacmo 2
cmamou 58.1 nacmoswezo DedepanvbHo2o 3aKOHA BHeCeHbl USMEHEHUS.
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. Tlopsimok BKJIIOUEHHUS JIEKAPCTBEHHBIX CPEACTB AJS MEAUIIMHCKOTO MPUMEHEHUS B MepedyeHb
JIEKapCTBEHHBIX CPEJICTB AJII MEAMIIMHCKOTO MPUMEHEHUS, MOJISKAUUX MPEAMETHO-KOJIUYECTBEHHOMY
yuYeTy, YCTaHaBJIMBACTCS YIOJHOMOYEHHBIM (elepallbHbIM OpPraHOM HCIHOJHUTENBHOM BIAcTH IO
COTJIACOBAaHUIO C (peiepallbHBIM OpPraHOM HCIIOJIHUTEIbHOM BJIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEJI.

3. IlpeaMeTHO-KOJIMYECTBEHHBIN y4eT JIEKapCTBEHHBIX CPEACTB JJISi MEIULUHCKOTO MPUMEHEHUs
BEAyT NPOU3BOIUTENN JIEKAPCTBEHHBIX CPEACTB, OpPraHU3allid ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU
CpEIICTBAaMH, alTeyHble OpraHU3allui, WHAWBHyallbHbIE NpEANpPUHUMATENN, WMEIOIUE JINLIEH3UI0 Ha
(bapMaleBTUYECKYIO JEATEIbHOCTh WJIM JIMLEH3UI0 HAa MEAMIMHCKYIO NEATENbHOCTh, M MEAMIIMHCKHE
OpraHM3aliK, OCYIIECTBIISIONINEe 00palleHne JEeKapCTBEHHBIX CPEACTB AJIS MEIUIIMHCKOTO MpUMEHEHUS,
MyTEM PpErucTpanuu JIOBIX CBS3aHHBIX C WX OOpalleHHEeM OIepaluil, MNP KOTOPBIX H3MEHSIETCS HX
KOJIMYECTBO U (WJIM) COCTOSIHHE, B CIIEHUANBHBIX JKypHalaX y4yeTa orepaluii, CBI3aHHBIX C OOpaleHueM
JIEKapPCTBEHHBIX CPEJICTB JJI1 MEAUIIMHCKOTO IPUMEHEHUS (Aaliee - CrieUalIbHbIE KypHabl).

4. IlpaBuna perucTpauuu orepanuii, CBI3aHHBIX C OOpallleHHeM JIEKApCTBEHHBIX CPEACTB IS
MEAMIIMHCKOTO TPUMEHEHUS, BKIIIOUYEHHBIX B IEpEeYEHb JIEKAPCTBEHHBIX CPEACTB MAJISi METUIIMHCKOTO
NPUMEHEHHUs, MOAJIeKAIIUX MPEIMETHO-KOJIMUYECTBEHHOMY yUeTy, B CIEHUalbHBIX KYypHAJIaX M MpaBuiia
BEJICHUS U XPAHEHHUS CHEIHAIbHBIX JKYPHAJIOB YTBEP)KIAIOTCS YIOJTHOMOYEHHBIM (heiepaabHbIM OPraHOM
HCIIOJTHUTENIbHOM BJIACTH.

5. Kontponp 3a coOmofeHHEM TpaBWJ PETUCTpAIlMU ONEpaIyii, CBA3aHHBIX C OOpalleHUEeM
JICKapCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO MPUMEHEHMsI, BKIIOYEHHBIX B IEpPEUeHb JIEKapCTBEHHBIX
CPEICTB [UIsl MEIUIMHCKOTO MPHUMEHEHHUs, TMOJUIekKAIIUX MPEAMETHO-KOJUYECTBEHHOMY Y4YeTy, B
CHEIHMANIbHBIX KYpHAJax, a TAaKXkKe 3a COOJII0/IEHNEM TPaBUJI BEACHUS U XpaHEHUs CIEIUAIbHBIX KYypHAJIOB
BO3JIaraeTcsi Ha YINOJIHOMOYEHHBbIE (QelepaNbHble OpraHbl HCIHOJHUTENBHOM BIIACTH U OpraHbl
WCIIOJTHUTEIIbHON BJAcTH CyObekTOB Poccuiickoit ®denepanuu, OCYIIECTBISAIONMNE JUIIEH3UPOBAHKE
IPOU3BOJCTBA  JIEKAPCTBEHHBIX  CPEJICTB, (apMaleBTUYECKOW JAEATeTbHOCTH UM METUIIMHCKOM
NEeSITeIbHOCTH, U OCYIIECTBISETCS B paMKax JIMIEH3UOHHOTO KOHTPOJISL.

IF'APAHT: CM. AOMUHHMCTpPaTHBHBIA perjlaMeHT UCHoJHEHHs DenepanbHON CiIyk00H MO Haa30py B
cdepe 3ApaBOOXpAHEHUsI TOCYAAPCTBEHHOW ()YHKIMU IO OCYIIECTBICHHMIO JHIIEH3MOHHOTO KOHTPOJIS
(bapMarieBTUYECKON JEATENIbHOCTH, YTBEPXKACHHBIH mpukazom Mun3zapaBa Poccun ot 1 ceHtsOps
2017 r. N 585H

IF'APAHT: Cwm. koMMeHTapuu k ctathe 58.1 HacTogiero deaepaibHOro 3akoHa

I'naBa 11. YHnuTOXKeHHE JICKAPCTBCHHBIX CPEACTB

Crarbsa 59. OcHOBaHUA U MOPAIOK YHUUTOKEHUS JIEKAPCTBEHHBIX CPEACTB

Nupopmarus 00 usmenenusx: Pedepanvuvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 ¢ uacmob 1
cmamovu 59 nacmoswezo PedepanbHo20 3aKOHA 6HeCeHbl UMEHeHUs, 6Cmynaiowue 6 cuny c¢ 1 uwona
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. HenoOpokadecTBeHHBIC JIEKaPCTBEHHBIE CpEACTBA, (PambCHPUIMPOBAHHBIE JIEKAPCTBEHHBIC
CpeACTBa TOJIEKAT M3IBATHIO U3 OOpalleHHs W YHUYTOXKEHHIO B TIOPSJAKE, YCTaHOBJICHHOM
[IpaButensctBoM Poccuiickoit ®denepannn. OCHOBaHMEM MJI1 YHUYTOXKEHMS JIEKAPCTBEHHBIX CPENCTB
SIBJIIETCSL pELIEHHE Bia/ieiblia JEKaPCTBEHHBIX CPEJCTB, PEIIEHUE COOTBETCTBYIOLIETO YIIOJTHOMOUYEHHOTO
(enepaabHOro OpraHa UCIOIHUTEIBHOM BIACTH WK PEIICHUE Cy/a.

Nudopmanus 06 n3MEHEHUX:
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Hudopmanus 06 usmenenusx: Pedeparvnvim sakonom om 22 dexabps 2014 2. N 429-D3 6 uacmov 2
cmamou 59 Hacmosiwyeco PedepanvbHo20 3aKOHA 6HECEeHbl U3MeHeHus, ecmynarowue ¢ cuny ¢ 1 uwns
2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. KonTpadakTHbie TeKapCTBEHHBIC CPEJICTBA MOJICKAT UIBATHIO U3 OOpAIICHUS U YHUUTOXKCHHUIO
no pemieHuto cyaa. [lopsaok yHUUTOKEHUS KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJICTB YCTAHABIMBACTCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.

3. Pacxompl, CBs3aHHBIE C YHHUYTOXKEHHEM KOHTPAa(aKTHBIX JICKAPCTBEHHBIX CPEJCTB,
HeJI0OOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (PalbCHPUIIMPOBAHHBIX JICKAPCTBEHHBIX CPECTB,
BO3MEINIAIOTCS UX BJIaJIENIbIIEM.

4. Bnazenen J€KapCTBEHHBIX CPEJICTB JIOJDKEH MPEJICTABUTHh B YIOJIHOMOYEHHBIN (eaepaibHbIi
OpraH WCIIOJIHUTEIIbHOW BJIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBIICHHOM IOPSJIKE €ro KOIIHIO,
MOATBEPKIAOMINE (DAKT YHHUTOKCHHS JICKAPCTBEHHBIX CPE/ICTB.

5. CoOOTBETCTBYIOIIUMA yIOJHOMOYCHHBIH (efepalbHbIi  OpraH HCIOJHUTEIBLHON BJIACTH,
NPUHSABIIMNA pEIICHHEe 00 YHUYTOKEHUU JICKAPCTBEHHBIX CPEACTB, OCYIIECTBISET KOHTPOJL 3a HUX
YHUYTOKECHHUEM.

6. YHUYTOXKEHHE JIEKAPCTBEHHBIX CPEJCTB IMPOM3BOIAUTCS OpPraHU3ANUSAMH, HWMEIOIMUMH
COOTBETCTBYIOIIYIO JINIICH3HUIO, HA CIEIHAIIBHO 000PY0BAaHHBIX IUIONIAIKaX, MOJUTOHAX M B CHEIUATBHO
000pYTIOBaHHBIX MOMENICHUSAX C COOJIIOJCHHEM TpeOOBaHUN B OOJACTH OXPaHBI OKPYKAIOIIEH Cpeabl B
COOTBETCTBUU C 3aKOHOJIaTeNIbcTBOM Poccuiickoil dexneparumu.

7. HapkoTruueckue JEKapCTBEHHBIE CPEACTBA, IICUXOTPOMHBIC JICKAPCTBEHHBIE CPEACTRA,
pamuodapmarieBTUYECKUe  JICKAPCTBEHHBIE  CPEJICTBA  YHHMUYTOXKAIOTCS B COOTBETCTBHM  C
3akoHoHaTenbCcTBOM Poccuiickoit deneparum.

I'APAHT: CM. komMeHTapuu K ctatbe 59 Hactosuiero denepanbHoro 3aKkoHa

I'naBa 12. I'ocynapcTBeHHOe peryJiMpoOBaHMe IleH HA JIeKAPCTBEHHbIE Npenaparthl s
MEAUIHUHCKOI0O NPpUMCHCHUSA

Cratbs 60. ['ocynapcTBEHHOE pETyJMPOBAaHHE IIEH Ha JIEKApCTBEHHBIE IIpemnaparsl AJis
MEAMIMHCKOIO MPUMEHEHUS

Hudopmanus o6 usmenenusx: Yacmo I usmenena ¢ 26 mapma 2020 2. - Dedepanvhbviii 3akon om 26
mapma 2020 2. N 67-D3
Cm. npedvloywyio pedaxkyuro

1. TocynapcTBeHHOE pEryqupOBaHUE LIEH Ha JIeKapCTBEHHbIE MpemapaThl A MEIULHUHCKOTO
MPUMEHEHHUS OCYIIECTBIISIETCS TOCPEACTBOM:

Nudopmanms 06 mamenenusx: Ilynkm I usmenen c 13 uona 2020 2. - @edepanvhuiii 3akon om 13 urona
2020 2. N 206-D3
Cm. npedvloywyto pedakyuio

1) yrBepxnaenus [IpaButensctBoM Poccuiickoit @enepanuu nepedHs )XU3HEHHO HEOOXOIUMBIX U
BRXHEHUININX JICKAPCTBEHHBIX MPENapaToB, KOTOPBIA (opMmupyercs U He pexe OAHOrOo paza B TOA
[IEpECMAaTPUBACTCSI B YCTAHOBJIEHHOM KM IOPSAKE HAa OCHOBE KOMIUIEKCHOW OLICHKH JIEKAPCTBEHHBIX
MpernapaToB, BKIIIOYAsl aHAJIU3 CBEICHUH O CPABHUTEIBHOM KIIMHUYECKOW 3(PPEeKTUBHOCTH U OE30MTaCHOCTH
JIEKapCTBEHHOI'0 CPEJCTBA, OLIEHKY SKOHOMUYECKHUX MMOCIEACTBUI MPUMEHEHHUS JIEKAPCTBEHHOTO CPEACTBA
Y M3y4YECHUE JONOJHUTENIBHBIX MMOCIEACTBUI TPUMEHEHUS JIEKAPCTBEHHOTO CPEACTBA;

Hudopmanus o6 usmenenusx: [Iyukm 2 usmenen ¢ 7 urons 2019 2. - ®edepanvhviii 3ak0H om 6 uioHs
2019 2. N 134-@3
Cm. npedvloywyio pedaxkyuro

2) yTBEpXKIEHHS METOAMKH pacyeTa TMpeAeNbHBIX OTIYCKHBIX II€H TPOU3BOAUTENECH Ha
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JICKapCTBEHHbIE TMpernaparbl, BKIIOUYECHHBIC B TEPEUYEHb KU3HEHHO HEOOXOMUMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX MpPENapaToB, a TAKXKe BHEJAPEHHUS MEXaHU3MOB (POPMHPOBAHUS CHCTEMBI peepeHTHBIX
LCH;

Hudopmanus o6 usmenenusx: IIyukm 3 usmenen ¢ 7 utons 2019 2. - @edepanvhviii 3ak0H om 6 uioHs

2019 2. N 134-@3

Cm. npedvloywyio peoaxkyuro

3) TOCyIapCTBEHHOM perucTpalyy MpeAeNbHbIX OTHYCKHBIX II€H [POU3BOJIUTENEH Ha
JIEKapCTBEHHBIE TMpenapaThl, BKIIOUYEHHBIE B TMEPEYEHb IKUZHEHHO HEOOXOAUMBIX U Ba)KHEHIIMX
JIEeKapCTBEHHBIX MPENapaToB;

4) BeneHHs TOCYHApCTBEHHOTO peecTpa MpelNeibHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH Ha
JICKapCTBEHHBIE TMIpenapaThl, BKIIOUYEHHBIE B TMEPEYEHb KUZHEHHO HEOOXOAUMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX MPENapaToB;

5) yTBepXkIEHHS METOOUKH YCTAHOBJCHHS OpraHaMH HCIIOJIHUTEIbHOW BIIACTH CYOBEKTOB
Poccutickoii deneparuy npeaeabHBIX pa3MepOB ONTOBBIX HAI0ABOK M MPEEIBHBIX Pa3MEPOB PO3ZHUYHBIX
Ha70aBOK K (DaKTUYECKUM OTIYyCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOU3BOJIUTENISMH JIEKAPCTBEHHBIX
[pernapaToB, Ha JIEKAPCTBEHHBbIE MpenapaThl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOTUMBIX U
BaXHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB;

6) yCTaHOBJIEHHMS NPEACTBHBIX Pa3MEPOB ONTOBBIX HAZ0ABOK M MPEIEIbHBIX Pa3MEPOB POSHUUHBIX
Ha70aBOK K (DaKTUYECKUM OTIyCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOU3BOJIUTENISMH JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKAPCTBEHHbIE MpenapaThl, BKIIOYCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOTUMBIX U
BaXHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB;

7) yTBEp)KIeHHs TOpSAKA BbIAAUW MPEANUCAHUN OpraHaM MCIOJHUTEIbHOUW BJIACTU CYyOBEKTOB
Poccuiickoii @enepanuu 0 NPUBEICHUN B COOTBETCTBUE C 3aKOHOAATENbCTBOM Poccuiickont deneparuu
pemieHuid 00 YCTAHOBJIIEHMU TPEICNIbHBIX pa3MEpOB ONTOBBIX HAA0AaBOK U MPEIENbHBIX pa3MepoB
PO3HUYHBIX HaA0aBOK K (AKTUUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM HPOU3BOJUTEISIMU
JICKapCTBEHHBIX MpErnapaToB, Ha JIEKAPCTBEHHbIE Ipenaparbl, BKIIOYEHHbIE B MEpEeYeHb >KU3HEHHO
HEOOXOJUMBIX M BaXHEMIIUX JIEKAPCTBEHHBIX IPENapaTtoB, €clId OHM MPUHATHl C HapyIICHHEM
3aKoHoHaTenbcTBa Poccuiickoit @enepanuu, B Mopsake, ycTaHOBIeHHOM [IpaButenscTBoMm Poccuiickoi
denepannu;

8) HampaBiIeHHUs YIOJHOMOYEHHBIM (eaepaabHbIM OpPraHOM HCHOJIHUTEIBHOM BIIACTH OpraHaM
WCIIOJTHUTENIbHONW BJacTH CyOBekToB Poccmiickoit denmepanuu npennucaHuii O TNPUBEACHUH B
COOTBETCTBHME € 3aKOHoJarenbcTBOM  Poccuiickoit ~ ®denepauuu NOpUHATBIX € HApyUIEHUEM
3aKoHoIaTenbcTBa Poccuiickoit denepannun pemieHnii 00 yCTaHOBICHUH MPEACIbHBIX Pa3MEPOB OMTOBBIX
HaJ0aBOK M TMpENEeNbHBIX pa3MEpOB PO3HUYHBIX HAJA0aBOK K IIEHaM Ha JIeKapCTBEHHbIE Mpenaparshl,
BKJIIOUEHHBIE B N€PEUEHb KUZHEHHO HEOOXOIMMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaTosB;

Hudopmanus 06 usmenenusx: Pedepanvrvim 3akonom om 25 utons 2012 2. N 93-D3 nynkm 9 cmamou
60 nacmosawezo DedepanbHO20 3aKOHA U3LOHCEH 8 HOBOU PedaKyuu
Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

9) ocymecTtBieHus (eaepadbHOr0 TOCYJapCTBEHHOTO Haa3opa B cdepe  oOparieHus
JIEKapCTBEHHBIX CPEICTB M PETHOHAIBHOIO T'OCYAApCTBEHHOIO KOHTPOJIS 3a NPUMEHEHHUEM ILIEH Ha
JeKapCTBEHHbIE  NpenapaTbl  COOTBETCTBEHHO  YIOJIHOMOYEHHBIMH  (peepalbHbBIMH  OpraHamMu
UCTIOJIHUTENIFHOW BJIACTH M OpraHaMU HCIOJHMUTENBbHOM Biactu cyOwnekToB Poccuiickoit depepanuu
COTIJIaCHO MX KOMIIETEHIIMU B MOpsiKe, ycTaHOBIEHHOM [IpaBurensctBoM Poccuniickoit denepanuu;

Nudopmanus 06 mamenenusx: Ilyukm 10 usmenen ¢ I mapma 2020 2. - @edepanvuulii 3akon om 27
oexaops 2019 . N 475-D3
Cm. npedvloywyio peoaxkyuro

10) npuMmeHeHUsT TNPEAYCMOTPEHHBIX 3aKOHOMATEIbCTBOM Poccuiickoir  denmeparmuu  Mep
OTBETCTBEHHOCTH 3a HapyIlIeHHE MOpsSAKa IEHOOOpa30BaHus Ha JeKapCTBEHHbIE MpenapaThl, BKIOYCHHbBIE
B [I€peUeHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX JIEKAPCTBEHHBIX MPENapaToB.

Hudopmanus 06 usmenenusx: Cmamos 60 dononnena uwacmoio 2 ¢ 26 mapma 2020 2. - ®edepanvhulii

01.08.2023 Cuctema 'APAHT 117/136



®enepanbublii 3akoH ot 12 anpens 2010 1. N 61-®3 "O6 obpaleHny JeKapcTBEHHBIX CpelCTB" (C U3MEHEHUSMH U

saxon om 26 mapma 2020 2. N 67-D3

2. B ycnoBusiX 4pe3BbIYaHOW CUTYallMM U (WJIM) IPU BOZHUKHOBEHUHU YTPO3bI PacIpOCTPaHEHHS
3a00JeBaHMsA, MPEICTABISIONIEI0 OMACHOCTh JAJISl OKPYXKAIOIIMX, a TAaKKe B Cllyyae, €Cld B TECUCHHE
TPUALATH KaJleHAApHbIX AHed rnocie npuHsatus IIpaBurensctBoM Poccuiickoit @enepannu pemeHus o
IIPOBEICHUY MOHMTOPUHIA PO3HUYHBIX LICH HA JIEKAPCTBEHHBIC IIPENapaThl, HE BKIIOYCHHBIC B IIEPCUCHb
XKU3HEHHO HEOOXOJMMBIX W BAXKHEMIIMX JICKApPCTBEHHBIX IpPENapaToB, Ha TEPPUTOPHUSIX CYOBEKTOB
Poccniickoii denepanuu BBISABIECH POCT PO3HUYHBIX LIEH HA YKA3aHHBIC JICKAPCTBEHHBIC Ipenaparsl Ha
TpUILATh MpoLEHTOB U Ooisee, [IpaButenscTBO Poccuiickoii @enepaniuu BIipaBe yCTAHOBUTD MPEJICIbHBIC
OTIIyCKHBIE LIEHBI IIPOU3BOAMUTEIICH HA YKa3aHHbBIC JICKAPCTBEHHBIC IIPENapaThl, NPEACIbHBIE pa3MeEpbl
OINTOBBIX HAJ0aBOK U TpeAeTbHBIC pa3Mepbl PO3HUYHBIX HaI0ABOK K (PaKTUUYECKHUM OTIYCKHBIM IIeHaM
IIPOU3BOAUTEIICH HA YKA3aHHBIC JICKAPCTBEHHBIC IIpenaparsl. [lepedeHs IeKapCTBEHHBIX NIpenapaTroB, HE
BKJIIOYCHHBIX B TIEpEUEHb J>KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKApCTBEHHBIX IMPENaparoB, U
nopsok ero popmupoBanus onpenenstorcs [IpaBurenscTBoM Poccuiickoit @eneparuu.

Hudopmanus 06 usmenenusx: Cmamovs 60 dononnena uacmoio 3 ¢ 26 mapma 2020 2. - ®edepanvhulii
3akon om 26 mapma 2020 2. N 67-D3

3. B TeueHue neBsSHOCTa KajJeHIApHBIX IHEW co aHs yrBepxkaeHusa [IpaButensctBom Poccuiickoi
denepanun MepeyHs, yKa3aHHOTO B YaCTH 2 HACTOSIIECH CTaThH, HE JOIMYCKAIOTCS peain3aius U OTIYCK
BKJIFOYCHHBIX B HETO JICKAPCTBEHHBIX IMPENapaToB MO II€HAM, MPEBBIMIAIONIUM MPEISIbHBIE OTITYCKHbBIC
[IEHbl TPOM3BOAMTENICH Ha yKa3aHHBIC JIEKAPCTBEHHBIC MpeENapaThl, MPEAeIbHBIE pPa3Mephbl ONTOBBIX
Hag0aBOK W TIPEAENbHBIE pPa3Mephl PO3HUYHBIX HAM0aBOK K (DaKTHYECKUM OTIYCKHBIM IICHaM
MPOM3BOAUTENICH Ha yKa3aHHBIC JICKAPCTBEHHBIC TMperapaThl C Y4YeTOM Hajora Ha J00aBIECHHYIO
CTOMMOCTb.

I'APAHT: Cwm. xommeHTapuu K cratbe 60 HacTosuiero denepanbHOro 3aKkoHa

Hudopmanus o6 usmenenusx: Cmamovs 61 usmenena c¢ 7 uona 2019 2. - @edepanvuviii 3ak0H om 6
uronsa 2019 2. N 134-D3
Cm. npedvloywyio pedaxkyuro

Crarba 61. ['ocymapcTBeHHasi pErHCTpAlUMsl U TMEPEPErucTpanus MPelebHbIX OTIMYCKHBIX IEH
MIPOM3BOJUTENIEH HA JIEKAPCTBEHHBIE Mpenaparhbl, BKIIOYEHHbIE B MEpPEUEHb >KU3HEHHO
HEOOXOJUMBIX M BaXKHEHUIINX JIEKAPCTBEHHBIX MPENapaToB

1. IlpenenbHas OTMYCKHAsl IIEHA MPOU3BOJIMUTEINSI HA JIEKAPCTBEHHBIM MpernapaT, BKIIOUYECHHBIN B
nepeyeHb JKM3HEHHO HEOOXOAMMBIX U BaKHEMINUX JIEKApCTBEHHBIX MPENapaToB, IMOJUICKUT
rOCYyIapCTBEHHOW PETUCTpAIMU B TOpsiaKe, ycTaHOBIeHHOM IIpaButensctBom Poccuiickoit denepanuu,
Ha OCHOBAaHUU IPEICTABJICHHOIO B YIOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIBHON BIIACTH
3asBJICHUS JIepKaTensl WM BIaJeNblla PErUCTPAllMOHHOTO YAOCTOBEPEHUS JEKapCTBEHHOTO Ipernapara
(YTIOJTHOMOYEHHOTO MM JIUIIA).

2. 3apeructpupoBaHHas IMpeleibHas OTIYCKHAs IleHa MPOU3BOAUTENS Ha JIEKapCTBEHHBIH
npenapar, BKJIIOYEHHBI B TepedeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHUIIMX JIEKaPCTBEHHBIX
[PEenapaToB, MOXKET ObITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIMUYECHUS OJMH pa3 B KaJIEHAAPHOM IOy Ha
OCHOBAHHWU TIPEJICTABJICHHOTO B YIOJTHOMOYEHHBIN (peepaabHbIii OpraH MCHOJHUTEIBLHON BIacTH A0 1
OKTSIOps. KaXXIOro roja 3asBICHUS Jep)KaTeis WU BiaJelblla PErHCTPAllMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TMpernapaTa (yImoJTHOMOYSHHOTO UM JIUIIA).

3. 3aperucTtpupoBaHHas TNpeaelbHas OTHYCKHas II€Ha MPOU3BOJIUTENS Ha JIEKApCTBEHHBIN
npenapar, BKJIIOYEHHBI B TepedeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHWIIMX JIEKaPCTBEHHBIX
IIPEnapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY CHIKEHUSI HA OCHOBAHUHU MPEJICTABICHHOTO B
YIOJHOMOYEHHBIN (efepanbHbIil OpraH UCHOJHUTEILHON BIACTH 3asBICHUS JepKaTessd WX Bladesbla
PEruCTpaOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOT 0 Mpenapara (YIoJIHOMOYEHHOTO UM JIUIIA).

4. JlepxaTenb WIHM BJIaJeJel] PErHCTPALlMOHHOTO YIOCTOBEPEHHUs JIEKAPCTBEHHOrO IMperapaTa
(YIIOTHOMOYEHHOE WM JIMIIO) O0O0si3aH TMPEJACTaBUTh B YIOJHOMOYCHHBIH (enepaibHbId  OpraH
WCITIOJTHUTEJIPHOW BJIACTH 3aBJICHUE O MEPEPErucTpalyy 3apErUCTPUPOBAHHON MPENEIbHON OTIMYCKHOU
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LICHBI POU3BOMTENS HA JIGKAPCTBEHHBIN MpenapaT, BKIIOYSHHBIH B IEpeYeHb KU3HEHHO HEOOXOUMBIX U
BAKHEUIIUX JICKAPCTBEHHBIX IIPENIAPATOB, B CTOPOHY CHUXKECHUS B CIEAYIOLIUX CIIydasx:

1) cHM>KEeHNE 1IeHbl B NHOCTPAHHOW BaJIIOTE HA JIEKAPCTBEHHBIN Mpenapar B CTPaHEe MIPOU3BOIUTEINS
u (WIM) B CTpaHaxX, B KOTOPBIX JIEKAPCTBEHHBIN IIpemnapaT 3aperucTpUpoBaH M (MJIM) B KOTOpbIE
IIOCTABJISAETCS IPOU3BOJUTENIEM;

2) cHWXEHHE IIeH Ha peepeHTHHIC JIEKAPCTBEHHBIE INpernapaTrbl B COOTBETCTBUU C IyHKTOM |
HACTOSIIIEH YacTh (JUII COOTBETCTBYIOIIMX BOCIPOU3BEICHHBIX, OMOAHANOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX NIPENApaTOB);

3) mpeBbllIEHHE MPEAETbHON OTITYCKHOM IEHBI Ha MEPBbIM BOCIPOU3BEICHHBIN, OMOAHAIOTOBBIN
(Omoro100HBIN) JIeKapCTBEHHBIM MpenapaT MHOCTPAHHOTO IMPOW3BOACTBA HAJl NMPEAEIbHON OTITyCKHOU
[IEHOW TPOU3BOUTENSI HA BTOPOU BOCIPOHM3BEICHHBIN, OMOaHATOTOBBIN (OMOMOIOOHBIN) JTeKapCTBEHHBII
Ipenapar, pacCUYMTaHHOW B COOTBETCTBMM C METOIMKOW, yTBepxkaAcHHOU IIpaBurensctBoM Poccuiickoi

denepanuy;
4) npeBbIIEHNE MPEAEbHONW OTIYCKHOM IIEHBI Ha MEPBBIH BOCHPOM3BEICHHBIN, OMOaHAIOTOBBIH
(Omoro100HBIN) JIEKApCTBEHHBIN MpernapaT NPOM3BOAUTENS TrocynapctBa - wieHa EBpasuiickoro

DKOHOMHUYECKOTO COK3a HAJX IPENEIbHOM  OTIYCKHOM LIEHOM IIPOU3BOAMTEN HA  BTOPOH
BOCIIPOM3BEJICHHBIN, OMOaHAIOroBbIi (OMOMOAOOHBIN) JEKapCTBEHHBIM Mpernapar NpPOU3BOIUTENS
rocygapcrsa - wieHa EBpasuiCKOro 53KOHOMHMYECKOIO COK03a, PACCUYMTAHHOM B COOTBETCTBUH C
METOJMKOM, yTBEpKAeHHOM [IpaBuTenscTBOM Poccuiickoit @enepanumu.

5. llopsamok  mepeperucTpanyy  3aperUCTPUPOBAHHBIX  NPEIAEIbHBIX  OTIIYCKHBIX  LIEH
NPOM3BOJUTENCH Ha JIEKAPCTBEHHBIE IPENapaThl, BKIIOUYEHHBIE B MEPEYCHb JKU3HEHHO HEOOXOIUMBIX H
BaXHEHMILINX JIEKApPCTBEHHBIX IPENAapaToB, B Clydasx, MPEAyCMOTPEHHBIX 4YacTAMHU 2 - 4 HacToALIEH
craTbu, ycraHasnusaercs [IpaBurensctBoM Pocculickon denepanum.

6. DKOHOMMUYECKHUH aHaIMU3 MPEAEIbHOM OTIYCKHOW IIEHBl IMPOU3BOAMTENS Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYCHHBIM B TMEpEeYeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX JIEKapCTBEHHBIX
[IpenaparoB, IpU €€ TOCYAAPCTBEHHOW pPETUCTpAlUU WM IEPEPEerucTpaluu  OCYLIECTBIAETCS
denepaabHBIM  OpPraHOM HCIOJHHUTENBHOM BIIACTH, OCYLIECTBISIOMIMM (YHKIMM 1O MPUHATHIO
HOPMATUBHBIX TIPAaBOBBIX AaKTOB M KOHTPOJIO 3a COONIONEHHEM 3aKOHOJATeIbCcTBA B  cdepe
rOCyJJapCTBEHHOTO PEryJIMpOBaHus LieH (TaprudoB) Ha TOBapHI (YCIYyTH).

7. PacueT npenenbHbIX OTIYCKHBIX LIEH, YKA3aHHBIX B 4acTAX | M 2 HAcTOsALIEH CTaTbH, NpU HX
rOCYJapCTBEHHON PErucTpaliy WIHA NEPEePEruCcTpaliid OCYIIECTBIAECTCS B COOTBETCTBUU C METOIUKOM,
yTBepkaeHHou [IpaBurensctBoM Pocculickor Denepanyv U y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobGmonenne 6anaHca WHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX MPENapaToB, BKIIOUYEHHBIX B
nepevyeHb JKU3HEHHO HEOOXOAMMBIX M BA)KHEHIIMX JIEKApCTBEHHBIX IPENapaTtoB, U IMPOU3BOAUTENICH
JICKapCTBEHHBIX IpPENapaToB, BKIIOYCHHBIX B IE€PEYCHb >KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIIUX
JIEKapCTBEHHBIX IIPEIAPATOB;

2) daxTHUECKYIO OTITYCKHYIO LIeHY Ha JIeKapCTBEHHbIE mpenapathl B Poccuiickoit dexepanuu, 1eHy
BBO3a JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro denepanuro, a TakKe LIEHBl HAa AHAJIOTUYHBIE
JIeKapCTBEHHBIE MTpenapaThl, Haxosmuecs B oopamenun B Poccuiickoit @enepanuy;

3) 3aTpaThl NPOU3BOAMTENS JIEKAPCTBEHHOIO IIperapaTa Ha IPOU3BOJACTBO U PeaIU3aLUI0
JIEKapCTBEHHOI'O IIperapara;

4) ueHy Ha JIEKapCTBEHHBIN Mpenapar, ero LeHy B CTpaHe IPOU3BOJUTEINS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Npenapar 3aperucTpupoBaH U (WIKN) B KOTOPbIE IOCTABISAETCS IPOU3BOJAUTEIIEM.

8. He momyckaroTcs peanuzanus U OTIYCK JIEKAPCTBEHHBIX MPENAPAaTOB, BKIIOUYEHHBIX B I1€PEUYEHb
KU3HEHHO HEOOXOJWMBIX M BaKHEHIIMX JIEKaPCTBEHHBIX MpPENapaToB, Ha KOTOPBIE MPOU3BOAUTEISIMU
JICKApCTBEHHBIX IIpenapaToB HE 3aperUCTpUpOBaHa IPEACNIbHAs OTIYCKHas LIeHA, pealnu3anus
IIPOU3BOAUTEIIAMU JIEKAPCTBEHHBIX IIPENAPAaTOB IO LEHAM, IPEBBIMIAIOIIAM 3aPErUCTPUPOBAHHBIC WIH
[IEPEPETUCTPUPOBAHHBIC NIPECIIbHBIE OTITYCKHBIE LIEHBI Ha JICKAPCTBEHHBIC IIPENApaThl ¢ y4eTOM Hajora
Ha 100aBJIEHHYIO CTOUMOCTb.

Nudopmanus 06 mamenenusx: Yacmo 9 usmenena c¢ 8 mapma 2022 2. - Pedepanvuviti 3akoH om 8
mapma 2022 2. N 46-D3
Cm. npedvloywyio pedaxkyuro
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9.  Oco0eHHOCTH  TOCYJapCTBEHHOTO  DPErYJIMpPOBAaHUS  MPEENbHBIX  OTIIYCKHBIX  IIeH
NPOM3BOJUTENCH Ha JICKAPCTBEHHBIE IPENapaThl, BKIIOUYEHHBIE B MEPEYCHb KU3HEHHO HEOOXOIUMBIX H
BaXHEHMIINX JIEKAPCTBEHHBIX IIPENApPaTOB, B 3aBUCUMOCTH OT 3KOHOMHMYECKMX M (WJIM) COLHUAIbHBIX
KpUTEpHEB (M3MEHEHHME YCIOBMH, MOPAIKAa M CTOMMOCTH IPOU3BOJACTBA JIEKAPCTBEHHBIX NpPENapaToB,
UCTIOJIb30BaHUE HOBBIX (OpPM, METONOB U CIIOCOOOB TOCYJApCTBEHHOTO pErYJIMpPOBAaHUS LIEH Ha
JIeKapCTBEHHbIC MpenapaThl, B TOM YHCJIE€ HAa OCHOBE MeEXaHuW3Ma pe(depeHTHOro IIEHOOOpa3OBaHMA,
WU3MEHEHUH NOpsAJIKa OKa3aHUs MEIULMHCKONW MOMOIIY, U3MEHEHHUE Kypca MHOCTPAHHOW BaJIIOThI U UHBIE
U3MEHeHus1) ycraHaBnuBaroTcs [IpaBurensctBoM Poccuiickoit @eneparui.

T'APAHT: CwM. komMmeHTapuu K ctatbe 61 HacTosmiero denepanbHoro 3aKkoHa

Crarbs 62. ['ocyaapCTBEHHBIM PEECTpP MPEAETbHBIX OTHYCKHBIX II€H MPOU3ZBOAUTEIEH Ha
JIEKapCTBEHHBIE Tpenaparhl, BKIIOUYEHHBIE B NEPEYCHb >KU3HEHHO HEOOXOAMMBIX H
BaYKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

Nudopmarnus 06 mamenenusx: Yacmo I usmenena c 7 uionsa 2019 2. - @edepanvhviil 3akon om 6 uons
2019 2. N 134-D3
Cm. npedvloywyto pedakyuio

1. 3aperucTpupoBaHHBIE WIM IEPEPETUCTPUPOBAHHBIE IPEAEIbHBIE  OTIYCKHBIE LIEHBI
HpOPI?;BOI[PITCHeﬁ Ha JICKAPCTBCHHLIC NPCHAapaThl, BKIIIOYCHHBIC B MCPCUCHL KU3HCHHO HCOGXOI[I/IMBIX u
BOKHEMIIMX JIEKAPCTBEHHBIX IMPENapaToB, MOJJIEKAT BKIIYEHUIO B TOCYNAPCTBEHHBIA peecTp
MMPEACIIbHBIX OTIIYCKHBIX LCH HpOI/I3BOI[I/ITeJ16ﬁ Ha JICKAPCTBCHHLIC NPCIIapaThl, BKIITOYCHHBIC B MCPCUCHDL
KU3HCHHO HCOGXOI[I/IMLIX U Ba)KHEHUIINX JICKApCTBCHHBIX ITPCIIApPAaTOB.

2. I'ocynapcTBEHHBIN peecTp NPEENbHBIX OTIYCKHBIX LIEH ITPOU3BOJAUTENIEH Ha JIEKApCTBEHHBIE
nmpenaparbl, BKIOYCHHBIC B ICPCUCHbL JKU3HCHHO HCOGXOI[I/IMBIX A BaXHEUIINX JICKApPCTBCHHBIX
MpernapaToB, COJIEPKUT B ceOe CIEeTyIONIy0 HH(OPMAIIUIO:

Hudopmanus o6 usmenenusx: Ilynkm I usmenen c 1 sansaps 2018 e. - @Pedepanvuviii 3akon om 28
oexaops 2017 &. N 425-D3
Cm. npedvloywyio pedaxkyuro

1) HanMeHOBaHMe AeprKaTeNs Wi BiaJesblia PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKaPCTBEHHOTO
npenapaTta, HaWMEHOBaHUE MPOU3BOAMUTENS JIEKAPCTBEHHOI'O Mpenapara, CBEIACHHS O pPerucTpanuu
JeprKaTelsd WK Blafieliblia PEruCTPallMOHHOTO yIOCTOBEPEHHS JIEKApCTBEHHOrO MpernapaTa, CBEACHUS O
perucTpainyy npou3BOJUTENS JIEKAPCTBEHHOTO IMpernaparta A MEAMIIMHCKOTO MPUMEHEHHS B KauecTBE
HAJIOrOIUIaTENbIINKA B CTPAHE PETUCTPALMU (U1l POCCUMCKUX IOPUIUYECKUX JIUI - UACHTU(DUKAITMOHHBIH
HoMmep Hanoromuarenbinuka (MHH), nns wHOCTpaHHBIX IOPUAWYECKUX JIMIL - CTpaHa pPETUCTpALUH,
HAaUMEHOBAHUE PETUCTPUPYIOLIErO OpraHa, perUCTPallMOHHBI HOMEp, KO/ HAJIOTrOIUIaTeNbIIuKa B CTpaHe
peructpanuu (MHKOPIOpAIMKM) WM €r0 aHaJloT), MECTO HaXOKJIEHHUS IMPOU3BOJICTBEHHBIX IIOLIA/IOK,
y4acTBYIOUIMX B IpOIecce MPOM3BOACTBA JIEKAPCTBEHHOrO MpernapaTa, ¢ yKazaHHEM CTaJluu Tpoliecca
MIPOU3BO/ICTBA;

Hudopmanus 06 usmenenusx: Pedepanvhvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 ¢ nynkm 2
yacmu 2 cmamou 62 Hacmosueeo PedepanbHo2o 3aKOHA 6HeCEeHbl U3MEHEeHUs, cmynarowue 6 cuny ¢ 1
urons 2015 a.

Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

2) HaMMEHOBAaHWE JIEKAPCTBEHHOTO Ipernapara (MEeXIyHapoJHOE HENMaTeHTOBAHHOE, WU
IPyNIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);
3) HOMep perucTpalioOHHOrO Y0CTOBEPEHNUS JIEKapCTBEHHOTO Ipenapara;

Hudopmanus 06 usmenenusx: Pedepanvnvim zakonom om 22 dexabpsa 2014 2. N 429-D3 ¢ nynkm 4
yacmu 2 cmamou 62 Hacmosiueco PedepanbHo2o 3aKOHA 6HECEeHbL USMEHEHUs], cmynarowue ¢ cuny ¢ 1
urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu

4) nekapcTBeHHas opMa C yKazaHHUEM JO3WPOBKH JICKAPCTBEHHOTO Iperapara M ero KOJIMYecTBa
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BO BTOPUYHOMH (ITOTPEOUTENHCKOMN) YIIAaKOBKE, a TAK)KE KOMIUIEKTHOCTB;

Nudopmanus 06 usmenenusx: Ilyukm 5 usmenen ¢ 1 mapma 2020 2. - Dedepanvubviii 3akon om 27
oexaops 2019 . N 475-D3
Cm. npedvloywyo peoaxkyuro

5) 3aperucTpupoBaHHasi IpeiebHas OTITYCKHAs IIeHa Ha JIEKApCTBEHHBIN MpenapaT B pyosix;

WNudopmanus 06 namenenusx: [lynkm 6 usmenen ¢ 7 uona 2019 e. - @edepanvhbiii 3ak0H om 6 UioHs
2019 2. N 134-D3
Cm. npedvloywyto pedakyuio

6) nata ¥ HOMEp IpUKa3a YMOJIHOMOYEHHOIO (peaepanibHOr0 OpraHa MCIOJHHUTEIBHON BIIACTH O
rOCYJIApCTBEHHOW PETUCTPALMU WM NEPEPETUCTPALMU MTPEAEIBHON OTIYCKHOM LIEHBI HA JIEKAPCTBEHHBIN
npenapar, BKJIIOYCHHBIM B TMEPEeYeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX JIEKapCTBEHHBIX
IpenapaTos;

Hudopmanus o6 usmenenusx: Yacmov 2 dononnena nynkmom 6.1 c¢ 7 uwonsa 2019 2. - Dedepanvhuii
saxon om 6 urons 2019 2. N 134-D3

6.1) nata BCTyIJIEHUS B CHIIy IIPHUKa3a YIOJIHOMOYEHHOTO (heJiepaabHOr0 OpraHa UCIOIHUTEIbHON
BJACTM O TOCYAApCTBEHHOM perucTpalyv WIH TMepeperucTpaluu MpeAeTbHON OTIYCKHOM IIEHbI
MIPOM3BOJUTENSI HAa JICKAPCTBEHHBIM IpernapaT, BKIIOYEHHBIH B MEepeYeHb >KU3HEHHO HEOOXOIAMMBIX M
BaXHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB;

Nudopmarus 00 usMeneHusnx: Pedepanvhviv 3akonom om 22 odexabps 2014 2. N 429-D3 uacmo 2
cmambvu 62 Hacmoaue2o PedepanrbHo2o 3aKOHA OONONHEHA NYHKMOM 7, 6cmynarowum 6 cury ¢ 1 urwona
2015 a.

7) WTPUXOBOU KOJ, HAHECEHHBIH Ha BTOPHUYHYIO (ITOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO
pernapara;
Nudopmarnus 06 msmenenusx: Pedepanrvnvim sakonom om 22 Odexabpsa 2014 e. N 429-D3 uacme 2

cmamvu 62 nacmosiweeo Pedepanvbiozo 3aKoHA OONOIHEHA NYHKMOM 8, 6cmynaiowum 6 cury ¢ 1 uions
2015 2.

8) KOJ JEeKapCTBEHHOIO IMpernapara Mo aHaTOMO-TepaneBTUYECKO-XMMHUYECKON Kilaccu(UKalnu,
peKOMEeHI0BaHHOM BceMupHoO opranuzanuei 31paBoOXpaHeHus.

Nudopmarnus 06 mamenenusix: Yacmo 3 usmenena c 7 uionsa 2019 2. - @edepanvhviil 3akon om 6 uoHs
2019 2. N 134-D3
Cm. npedvloywyto pedakyuio

3. T'ocynapcTBeHHasl perucTpanys WM IEepeperucTpanus NpPeAesbHbIX OTIYCKHBIX IIEH Ha
JICKAPCTBCHHLBIC IIPCIIapaThbl, BKIOYCHHLBIC B TIMCPCUCHL KU3HCHHO HGO6XOILI/IMLIX A BaXHEUIIINX
JICKAPCTBCHHBIX MPCIapaToB, BCACHUC TOCYAAPCTBCHHOTO pCeeCTpa MNPCACIbHBIX OTIIYCKHBIX IICH
HpOHBBOI[PITCJIefI Ha JICKAPCTBCHHLIC NPCHAapaThl, BKIIIOYCHHBIC B MCPCUCHL KU3HCHHO HGO6XOILI/IMLIX u
Ba)KHEUIITNX JICKApCTBCHHLIX IMPEIApaTOB, OCYIICCTBIAIOTCA B TOPAAKE, YCTAHOBJICHHOM HpaBI/ITeJILCTBOM
Poccuiickoit @enepanuu.

I'APAHT: CMm. AjaMUHUCTpaTHBHBIM periiaMeHT MunsnpaBa Poccum 1o mpegocTaBlIeHHIO
rOoCy/IapCTBEHHOW YCIyr'M IO TOCYJapCTBEHHOM pETrUCTpalliyd TMpEeAeNbHBIX OTIYCKHBIX LIE€H Ha
JIEKapCTBEHHbIE IMperapaThl, BKIIOUYEHHBIE B MEPEUEHb MKU3HEHHO HEOOXOJUMBIX W BaKHEHIINX
JIEKapCTBEHHBIX MpEnaparoB, YTBEPKIECHHBIA MpUKka3oM MHHHCTEpPCTBA 3[paBOOXpPaHEHUs OT 24 HIoJs
2012 r. N 42u

I'APAHT: CM. koMMeHTapuH K cTatbe 62 Hactosuero denepanbHOro 3akoHa

Nudopmarnus 06 mamenenusx: Haumenosanue usmeneno c¢ 1 mapma 2020 2. - @edepanvhbviil 3aKOH Om
27 oexabpsa 2019 2. N 475-D3
Cm. npedvloywyio pedaxkyuro
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Cratbsi 63. VYcraHOBJIeHHME OpraHaMHM HCIOJHUTENBHOW BIAcTH CyOBEeKTOB Poccuiickoit
@enepanuy  TpeeNbHBIX Pa3MEpOB ONTOBBIX HAN0ABOK U MPEIENIbHBIX pa3MEpoB
PO3HMYHBIX  HaN0aBOK K  (AKTHMYECKHMM  OTIYCKHBIM IIGHaM, YCTAHOBJICHHBIM
IPOU3BOJUTENSAMU  JIEKAPCTBEHHBIX IpPENapaTroB, Ha JIEKAPCTBEHHbIE IIpeNapaThl,
BKJIIOYCHHBIE B IE€pPEUCHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX JIEKAPCTBEHHBIX
IIpenapaToB

Nudopmanus 06 mamenenusx: Yacmo I usmenena ¢ 1 mapma 2020 2. - Pedepanvueiii 3akon om 27
oexaops 2019 . N 475-D3
Cm. npedvloywyio pedaxkyuro

1. Opranbl HCHOJHUTEIBLHOW BIAacTH CyOBeKTOB Poccuiickoit denepaniud yCTaHaBIUBAIOT
npeebHble pa3Mepbl ONTOBBIX HA/I0aBOK U MpeAeNbHbBIE pa3Mephbl pO3ZHUYHBIX HAZA0aBOK K (PAKTHUECKUM
OTIYCKHBIM IIeHaM (0e3 ydera Hajora Ha J00aBJIEHHYIO CTOMMOCTD), YCTAHOBIICHHBIM MPOU3BOIUTEIISIMU
JICKapCTBEHHBIX MpErnapaToB, Ha JIEKAPCTBEHHbIE Ipenaparbl, BKIIOYEHHbIE B MEpEeYeHb >KU3HEHHO
HEOOXOJMMBIX M BaKHEHIIMX JIEKApPCTBEHHBIX MPENapaToB, B COOTBETCTBUM C YTBEP:KICHHOU B MOpPSIKE,
ycraHoBiieHHOM [IpaButenbctBoM Poccuiickoii ®enepanuu, METOIUKOW YCTaHOBJIEHUSI OpraHaMu
WCITOJTHUTENIbHON BilacTh CyOBekToB Poccuiickoit denepanun npeaebHBIX pa3MepPOB ONTOBBIX HaJA0aBOK
U TpeAeNbHBIX Pa3MEepOB PO3HUYHBIX HAJ0aBOK K (DaKTHMUECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
MIPOU3BOJUTEINSMHU JIEKAPCTBEHHBIX MPENapaToB, Ha JIEKApCTBEHHBIE MPENapaThl, BKIIOUEHHbIE B IIEpEeYCHb
KU3HEHHO HEOOXOAMMBIX M Ba)XHEMIIMX JIEKapCTBEHHBIX MpernapaToB. [IpoekTsl pelieHuil opraHoB
WCIIOJTHUTENIbHON BiacTu cyOnbekToB Poccuiickoii ®denmeparuu 00 ycTaHOBIEHWW W (WJIM) HU3MEHCHHUH
IpeleibHbBIX pa3MepoB ONTOBbIX HAA0AaBOK U MpEAENbHBIX pPa3MEPOB PO3HUYHBIX HAI0aBOK K
(aKkTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM MPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IMpenaparoB, Ha
JICKapCTBEHHBIE IMIpenapaThl, BKIIOUYEHHBIE B TMEPEYEHb KU3HEHHO HEOOXOAUMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX IMPErapaToB, MOJJIEKAT COIVIACOBAHUIO C YIMOJHOMOYEHHBIM (heepasbHbIM OpraHOM
UCIIOJTHUTENbHOM BJIACTH, OCYIIECTBISIIOIIMM (DYHKLIHU MO NPUHATHIO HOPMATHUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 32 COOJIIOJIGHHEM 3aKOHOJATEeNbCTBA B cdepe TrocydapCTBEHHOTO pEryJMpOBaHUS IIEH
(TapudoB) Ha ToBapsI (YCIyTH), B IOPsAKE, ycTaHOBIeHHOM [IpaBuTenscTtBoM Poccuiickoit deaeparnmm.

HNudopmanus 06 nusmenennsx: Yacmo 2 uzmenena ¢ 1 mapma 2020 2. - Pedepanvhviti 3akon om 27
oexabps 2019 2. N 475-D3
Cm. npedvloywyto pedakyuio

2. OpraHu3anuy ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpEACTBAMH, aNTEeYHbIC OpraHU3alHH,
UHIMBUAYAIbHbIE MPEINPUHUMATENIH, HMEIOUINE JHUICH3UI0 Ha (apMaleBTUYECKYIO IESTEIbHOCTbD,
MEIUIIMHCKHE OpraHu3aliy, WMEIOIINE JHMIEH3UI0 Ha (PapMaleBTUUYECKYIO JeATeNbHOCTh, M HX
o0ocobseHHble monpaszaeneHus (amOynatopuu, (enbpamepckue U (QeabaAlepcKo-akyIepcKie MyHKTBI,
HeHTpHl (OTAeneHus) oOmel BpadeOHON (ceMelHOW) TMpaKTUKU), PACIONOKEHHBIE B CEITBCKUX
HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIE OPraHM3allid, OCYIIECTBIISIOT peau3aIlfio
JICKapCTBEHHBIX TpENapaToB, BKIIOYCHHBIX B IE€PEYCHb >KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIIUX
JIEKapCTBEHHBIX NpenapaToB, IO II€HaM, KOTOpble (OPMHUPYIOTCI B COOTBETCTBHHM C TOPSIKOM,
ycranoBneHHbIM [IpaButenscTBoM Poccuiickoit @enepanuu, U ypoBeHb KOTOPBIX (0e3 ydera Hamora Ha
N00aBJIEHHYIO CTOMMOCTb) HE TOJDKEH MPEBBIIIATh CyMMY (aKTHUECKON OTITYCKHOH LIEHBI, yCTaHOBJICHHOM
NPOM3BOJIUTENIEM  JIGKAPCTBEHHOTO  Iperapara, He TPEeBBbIIAIOMIEH 3aperUCTPUPOBAHHON — WIIK
NepeperucTpUPOBAHHON TNpPENeNbHOM OTIMYCKHOM IIeHbl TNPOM3BOAMTENS (HAa JaTry pealu3alnuu
JIEKapCTBEHHOTO IIperapara IPOU3BOAMTENEM), W pa3Mepa ONTOBOM HaabaBku H (MIM) pa3mepa
PO3HMYHON HaJI0AaBKH, HE MPEBBIIIAIONIUX COOTBETCTBEHHO pa3Mepa IMpeleNbHONW ONTOBON Hal0aBKU H
(unm) pa3Mepa MpeaesbHOW PO3HUYHOM Ha10aBKHU, YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoii @eneparu.

Hudopmanus o6 usmenenusx: Yacmo 3 usmenena ¢ 1 mapma 2020 2. - Pedepanvueiii 3akon om 27
oexaops 2019 . N 475-D3
Cm. npedvloywyio peoaxkyuro

3. Opranbsl WCTHOJHUTEIBLHOW BIacTH CyObekTOB Poccuiickoit denmepanuu pasMmemarT B CETH
"Untepuetr" mHMOpPMAIUIO O 3apErUCTPUPOBAHHBIX MPEACIBHBIX OTIMYCKHBIX II€HAX MPOM3BOIUTENCH Ha
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JICKapCTBEHHBIC TMperapaThl, BKIIOUYEHHBIE B TIEPEUEHb IKU3HEHHO HEOOXOIMMBIX W BaKHEHIIHX
JICKapCTBEHHBIX MpEnapaToB, 00 YCTaHOBIEHHBIX B cyObekre Poccuiickoii Demepanuul mpeaenbHbIX
pasMepax ONTOBBIX HAI0ABOK W (WIJIM) MPEAENbHBIX pa3Mepax PO3HUYHBIX HAA0aBOK K yCTaHOBJICHHBIM
MPOU3BOTUTENSIMU JIEKAPCTBEHHBIX MpemnapaToB (AaKTUYECKUM OTIMYCKHBIM I[€HAM Ha JIEKapCTBCHHBIE
mpemnapaTsl, BKIIOUYEHHBIE B TEPEYCHb JKU3HEHHO HEOOXOIWMBIX M BAXKHEUIINX JIEKAPCTBEHHBIX
MIPEINaparoB, a TAKKE O CyMME 3apETrMCTPUPOBAHHBIX MPEAEIBHBIX OTIIYCKHBIX LIEH IPOU3BOJAMUTENIECH Ha
JICKapCTBCHHBIE TMperapaThl, BKIIOUEHHBIE B TIEPEUEHb IKU3HEHHO HEOOXOIMMBIX W BaKHEHIIHX
JIeKapCTBEHHBIX MPENapaToB, yCTAaHOBJICHHBIX B cyObekTe Poccuiickoit @enepannu npeeabHbIX pa3sMepoB
ONTOBBIX HAM0ABOK M TPEICIBbHBIX pa3MEpOB PO3HUYHBIX HAA0ABOK M Halora Ha J00aBJICHHYIO
cTouMocTh. WH(DoOpManus, mnperycCMOTpPEHHAs HACTOSIICH 4YacThio, [OJDKHA HAaXOIUTHCS TaKkKe B
ANTEeYHBIX OPTaHU3ANMSIX B JIOCTYITHOW JJIsi BCEX 3aMHTEPECOBAHHBIX JTUI] PopMe U OOHOBISATHCS IO Mepe
€e pa3MEIIeHUs OpraHaMu HWCIOJHUTENBHON BiacTu CcyOnekToB Poccuiickoii denmepanuu B ceTH
"NuTepuer".
4. Yrparuna cuny ¢ 1 mapta 2020 r. - @enepanbHeblii 3akoH oT 27 nekadps 2019 r. N 475-03

Nudopmarus 06 msmenenusnx: Cu. npedwvioyuyio peoaxkyuio

I'APAHT: CM. komMeHTapuu K ctatbe 63 Hactosuiero denepanbHoro 3akoHa

Hudopmanus o6 usmenenusx: Pedeparvnvim 3akoHom om 22 oOexkabpa 2014 o N429-D3 ¢
HaumeHoganue 2nasvl 13 nacmosawezo PedepanrbHO20 3aKOHA 8HECEHbl USMEHEHUs, CMYNAlouue 8 CULy
c luwna 2015 a.

Cm. mexcm HauUMeHO8AHUA 8 NPeOdblOyUuel peOaKyuu

I'nmaBa 13. MoHUTOPHUHT 3(p(PeKTUBHOCTH M (€30NMACHOCTH JIEKAPCTBEHHBIX MPENapaTos,
Haxoasimuxcs B oOpamennu B Poccuiickoii @egepaunu

Hudopmanus 06 usmenenusx: Pedepanrvhvim 3axonom om 22 dexabps 2014 o. N 429-D3 cmambvs 64
Hacmosiuwe2o PedepanbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroueti 6 cuny ¢ 1 uons 2015 .
Cm. mexcm cmamvu 68 npedvloyuell pedaKyuu

Cratbsa 64. ®apmakoHaI30p

Nudopmanus 06 mamenenusx: Yacmo 1| usmenena c 13 aseycma 2019 2. - Pedepanvuviti 3akon om 2
aseycma 2019 2. N 297-D3
Cm. npedvloywyio peoaxkyuro

1. JlekapcTBeHHBIE TpenapaThl, HaXoAIIMecs B oOpameHnn B Poccuiickoit deneparnuu, moaiexar
MOHHUTOPUHTY 3(G(EKTUBHOCTH U 0O€30MacHOCTH B LEJISAX BBISBICHUS BO3MOXKHBIX HEraTHBHBIX
MOCNEACTBUM MX NPUMEHEHUs, WHIUBUIYaJbHOW HENEPEHOCHUMOCTH, NPEAyNpEeXKICHUS METUIIMHCKUX
pabOTHUKOB, CIELUUATMCTOB B 00JacTH BETEpUHAPHM, MAIlMEHTOB WM BIAJENbLEB >KUBOTHBIX U HX
3alIUTHl OT MPUMEHEHHSI TAKUX JIEKaPCTBEHHBIX MPENapaToB.

2. @®apMakoHAA30p OCYILECTBISETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (peepanbHbIM
OpraHOM HCIOJHUTENIbHON BJIACTH B YCTAHOBIIEHHOM WM IMOpSJIKE MyTeM aHajiu3a MpeloCTaBlIIeMOil
cyObekTamMu oOpareHus JEKapCTBEHHBIX CPEACTB HH(MOPMAITUU O MOOOYHBIX JACHCTBUSAX, HEXKETATCIbHBIX
peaKkUusaxX, CEphE3HbIX HEXKENATeNbHbIX PEaKUUsiX, HEMPEABUICHHBIX HEXKENaTeNbHbIX peakuusx Mpu
NPUMEHEHUU JIEKApPCTBEHHBIX MpenaparoB, 00 WHAMBUAYAJIbHONH HENEPEeHOCUMOCTH, OTCYTCTBUU
3 PEeKTUBHOCTH JIEKAPCTBEHHBIX IMpemaparoB, a Takke 00 WHBIX ¢akTax U O00CTOATEIbCTBAX,
NPEJCTaBISIIONIMX yrpo3y JKU3HM MM 3[0POBBI0 4YelOBeKa JHOO >KMBOTHOTO NPU TNPUMEHEHHUH
JIEKapCTBEHHBIX MpENapaToB M BBISBICHHBIX HAa BCEX 3Tanax oOpallleHus JIEKapCTBEHHBIX IMpernapaToB B
Poccuiickoit denepanuu u Apyrux rocy1apcrnax.

3. CyOnekThl oOpaleHus IeKapCTBEHHBIX CPEICTB B MOPSIIKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM
dbenepalbHBIM OPraHOM MCIIOJIHUTEIBLHOM BIACTH, 00s3aHBI COOOIIATh B YIIOJHOMOYCHHBIN (penepanbHbIi
OpraH UCIHOJHUTENbHON BIIACTH O TMOOOYHBIX JEHUCTBUSAX, HEXKENATENbHBIX PEaKIUIX, CEPbE3HBIX
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HE)KENIATEJIbHBIX ~ pEakUUsX, HENPEABUACHHBIX  HEKEIATENbHBIX  pEakUuusAX NpU  [PUMEHEHUH
JIEKapCTBEHHBIX MpenaparoB, 00 WHAWBUAYAJIbHOM HENEPEHOCHMOCTH, OTCYTCTBHU 3(deKkTuBHOCTH
JICKapCTBEHHBIX MpPENapaToB, a Takke 00 MHBIX (hakTaX U OOCTOATENBCTBAX, MPEACTABISIOMUX YTPO3y
KHU3HU WM 30POBBIO YEJIOBEKa JIMOO >XMUBOTHOTO IPH NPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB H
BBISIBJICHHBIX Ha BCEX JTamax oOpalleHHs JeKapCTBEHHbIX mpemnapatoB B Poccuiickoit denepanyu u
JPYIUX TOCy1apCcTBax.

4. [lepxaTenu WM BIAAENbLBI PETMCTPALIMOHHBIX yIOCTOBEPEHUI JIEKAPCTBEHHBIX IMPENapaTros,
IOPUIMYECKUE JINIA, HA UMsI KOTOPBIX BBIJAHBI pa3pelIeHMs HA MPOBENCHNE KIMHUYECKUX UCCIIEN0BAaHUMN
B Poccuiickoit ®enepanuu, 1u0O0 YMOJTHOMOYECHHBIE UMM JPYTHE IOPHIMYECKHE JHIA B paMKax
oOecrieyeHnss 6€30MaCHOCTH JIGKAPCTBEHHBIX MPENapaToB B MOPSIKE, YCTAHOBICHHOM COOTBETCTBYIOLIHM
YIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOJHUTENILHOW BIIACTH, OOS3aHBI OCYIIECTBIATH TPHEM,
yuer, 00pabOTKy, aHaimM3 M XpaHEHHE TOCTYMAIOMMX B HUX agpec OT CyOBeKTOB OOpaleHHs
JIEKapCTBEHHBIX CPEJICTB W OPraHOB TOCYIAapCTBEHHON BJIACTHM COOOLICHWH O MOOOYHBIX JEHCTBUSX,
HE)KEJIATEJIbHBIX PEAKLMAX, CEPbE3HBIX HEXKEJIATENbHbIX U HEMPEABUIACHHBIX HEXKENIATEIbHBIX PEaKLUAX
Opyd TMPUMEHEHHH JIEKapCTBEHHBIX NpenapaToB, 00 OCOOCHHOCTSAX HMX B3aHUMOACUCTBUS C APYTUMH
JICKapCTBEHHBIMH IIperapaTaMy, WHAMBHUIYaIbHON HENEpPEeHOCHMOCTH, a Takke 00 HMHbBIX (akrax u
0OCTOSATENILCTBAX, MPEICTABISAIONIMX YTPO3y JKU3HM WM 3JI0POBBIO YEJOBEKA JINOO >KUBOTHOTO WIIU
BIUSIOIIMX HAa M3MECHEHHME OTHOIUCHMS OXUIAEMOM IOJIb3bl K BO3MOXKHOMY PHCKY IIPUMEHEHHUS
JIEKapCTBEHHBIX NPENapaToB.

5. Ilpu BbIsBIEHUM MHPOPMALUU O CEPHE3HBIX HEKEJIATENBHBIX PEAKLUUAX M HENpeIBUICHHBIX
HEXKEJIATENbHBIX PpEaKIUsIX INpU TMPUMEHEHHH JIEKapCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTIX HX
B3aMMOJEHCTBHSI C OPYIMMHM JIEKAPCTBEHHBIMU IpenapaTraMy, WHIMBUIYaJbHOW HENEPEHOCHMOCTH, a
Takke 00 MHBIX (haKkTax U 0OCTOATENbCTBAX, BIUSIOMINX HA U3MEHEHHE OTHOIICHUS 0’KUIAEMOM MOJIB3bI K
BO3MO)KHOMY PHUCKY TIPUMEHEHMsI JIEKAPCTBEHHBIX IIPENapaToB, JAepXaTedd WIM  BIJIAJENbLIbI
PEruCTpPalMOHHBIX yIOCTOBEPEHHM JIEKAPCTBEHHBIX IPENapaToB, IOPUANYECKUE JIMLA, HA UM KOTOPBIX
BBIJIaHBl pa3pellieHUs] Ha NpOBeIeHHe KIMHUYECKUX uccienoBanuii B Poccuiickoit deneparym, 6o
YIOJHOMOYEHHBIE WMH JApYyrue OpUAWYECKHE JuIa oO0sf3aHbl NPHUHATH MEphbl, HANpaBJICHHBIE Ha
YCTPAaHEHUE  HETAaTUBHBIX  IOCIEACTBUII  IPUMEHEHUS  TaKMX  JIEKAPCTBEHHBIX  IIPENaparos,
OpeaynpexaeHue NPUUNHEHHUS Bpea >KU3HU MM 37J0POBBIO YEJIOBEKa JHOO >KMBOTHOTO, 3AIIUTY UX OT
NPUMEHEHHUSI TaKUX JIEKAPCTBEHHBIX IMPENapaToB, Ha JOMOJHUTEIbHBIN cOOp MaHHBIX 00 3((deKTuBHOCTH
1 0€30MaCHOCTH TaKHX JIEKAPCTBEHHBIX MPEMapaToB.

6. 3a HecooOIIeHNE UITH COKPBITHE MH(OPMAIIHH, TPETYCMOTPEHHOM YacThio 3 HACTOALICH CTaThH,
JEepKaTeld WM  BJIAJENIbLbl  PErMCTPALlMOHHBIX  YIAOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENaparos,
IOPUIMYECKUE JINIA, HA UMsI KOTOPBIX BBIJAHBI Pa3pelIeHMs HA MPOBENCHNE KIMHUYECKUX UCCIIEN0BAaHUMN
B Poccuiickoii ®enepanuu, U0 YHNOJTHOMOYEHHbIE HMMHU JIpyrHe IOPHAMYECKHE JIMIa, a TaKkKe
JOJDKHOCTHBIC JIMIIA, KOTOPHIM 3Ta HMH(OpMAalUs CTaja HM3BECTHA MO POAY HMX MpodhecCHOHATBbHOU
JIeATEIIbHOCTH, HECYT OTBETCTBEHHOCTDb B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickont denepanun.

7. Ilpu moy4eHUH YIIOJTHOMOUYEHHBIM (heiepabHBIM OpraHOM HCIIOJHUTENILHOW BIIACTH B paMKax
OCYILIECTBIICHUSI UM (papMakoHaA30pa JOKa3aTelIbCTB O HECOOTBETCTBUM JICKAPCTBEHHOIO Iperapara
YCTAHOBJICHHBIM TpPEOOBAaHUSAM WM MpPH MOJYYCHHH HH(POpPMAIMKM O HECOOTBETCTBUU JaHHBIX 00
3pPEKTUBHOCTH U O OE30MAaCHOCTH JICKApPCTBEHHOI'O MpernapaTa JaHHBIM O JIEKapCTBEHHOM Ipemnapate,
COJIepKalIMMCsl B MHCTPYKIMH 110 €r0 IPUMEHEHUIO (B TOM YMCJIE BBISBIECHHBIX B XOJI€ OCYLIECTBIICHUS
(dapmakoHa 30pa KOHTPOJIBHO-HAJA30PHBIME OpraHaMHM WHOCTPAaHHBIX TOCYAApCTB), YIOJHOMOYEHHBIN
(denepanbHBII OpraH WCHOJIHUTEIBHOM BIACTH B YCTAHOBIIEHHOM UM TOPSJIKE pacCMaTpPHBAET BOIPOC O
IIPUOCTAHOBIICHUN IIPUMEHEHHU TAKOT'0 JIEKAPCTBEHHOT'O IIpenapara.

T'APAHT: Cwm. Metonuueckne pexkoMeHmanuu "OpraHuzamus CiIyKObl MOHUTOPHHIA O€30MacHOCTH
JIEKapCTBEHHBIX CpeACTB ((hapMakoHam30pa) B KOMIIAHUSX MPOU3BOAUTENSAX JIEKAPCTBEHHBIX CPEJCTB
WU JIepKaTeNsiX PETUCTPAIMOHHBIX YJIOCTOBEpEeHHU'", yTBepkaeHHbIe Poc3apaBHam3zopom ot 25
okTs10ps 2008 1.

Cwm. koMMeHTapuu K ctathe 64 HacTosiiero deaepaibHOrO 3aKOHA

WNudopmanus 00 n3MEHEHHSX:
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Hudopmanus o6 usmenenusx: Pedepanrvuvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamvs 65
Hacmosweco PedepanbHo20 3aKOHA UZNIONHCEHA 8 HOBOU pedakyuu, scmynaowetl 6 cuny ¢ 1 urons 2015 e.
Cm. mexcm cmamwvu 8 npedbloyuyell pedaKyuu

Crarba 65. [IprocTaHoBIIEHME TPUMEHEHUS JIEKAPCTBEHHOT O IIpenapara

1. ITpu monydeHun uHGOPMAITUU O HEKETATEIBHBIX PEAKIUAX MPHU MPUMEHEHHUH JICKApCTBEHHOTO
nmpenapara, He YKa3aHHBIX B HMHCTPYKIMHM IO MPUMEHEHHIO JICKAPCTBEHHOTO Iperapara, Cepbe3HBIX
HEXENNAaTeNbHBIX peaknusIX, 00 OCOOEHHOCTSX €ro B3aUMOJCHCTBUS C JPYTMMHU JICKAPCTBEHHBIMH
npenaparaMmu, KOTOPbIE MOTYT MPEICTABIATh YIPO3y KU3HHU WU 3J0POBBIO YeJIOBEKa JIMOO )KUBOTHOTO, a
TaKkK€ O HECOOTBETCTBUHU JAaHHBIX 00 A(pPeKTUBHOCTH W O OE30MACHOCTH JEKAPCTBEHHOIO Mperapara
JIAHHBIM O JICKQPCTBEHHOM Ipemnapare, COACPKAIIMMCS B MHCTPYKIIMH IO €T0 MMPUMEHEHUIO, B TOM YHCIIe
OT YIOJHOMOYEHHBIX OPraHOB WHOCTPAHHBIX TOCYJIAapCTB, OOMEH KOTOPOM OCYIIECTBISCTCS B
COOTBETCTBUHU C COTJIAIICHUSMH MEXIY YIOJTHOMOYEHHBIM (elepaibHbIM OPTraHOM HCIIOTHUTEIHHOM
BJIACTH U YIOJTHOMOYEHHBIMH OpraHaMW HMHOCTPAHHBIX TOCYAApCTB, YIOJHOMOYECHHBIA (eaepaabHbIil
OpraH MCHOJHUTEIHLHON BIACTH PacCMAaTPUBAET BOIPOC O BO3MOKHOCTH NMPHUOCTAHOBJICHHSI OOpaIICHHS
TAKOr0 JIEKAPCTBEHHOT'O TIperapara B TOPSAKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM (eaepabHbIM
OpraHOM UCITOJIHUTEIILHON BIIACTH.

2. Tlpu HEWCTIOTHEHWW WU HEHAJUIC)KAIIEM WCIOMHCHUH JEp)KaTelsIMA WU BJae/IbIlaMu
PETUCTPAIIMOHHBIX YAOCTOBEPEHUN JICKAPCTBEHHBIX IMPEMapaTroB, HOPUAMYECCKUMHU JIUIAMUA, HA HUMS
KOTOPBIX BBIAAHbI pa3pelIcHUs] HA MPOBEICHUE KIMHUYECKUX HcciienoBanuil B Poccuiickoit deneparuu,
WM YIIOJITHOMOYCHHBIMH UMU JIPYTUMH IOPUANYCCKUMU JIMIIAMH 00SI3aHHOCTEH, YCTAHOBJICHHBIX YacTsIMHU
3 u 4 cratbu 64 Hactosmiero denaepaabHOTO 3aKOHA, MO0 B CIyYasiX MPEICTaBICHUS COOTBETCTBYIOUTUM
YIOJITHOMOYECHHBIM (heZIepaIbHBIM OpPraHOM HCIIOTHUTEIIBHONW BIJIACTH 3aKITIOYCHHUS O HEJOCTOBEPHOCTH
Pe3yIbTAaTOB KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO TIpenapara Jyisi MEIUIIMHCKOTO TPUMEHEHUS,
KOTOpO€ OCHOBAaHO Ha pe3yJIbTaTax MPOBEPKH MEIUIIMHCKOW OpTraHHW3allid, MPOBOAMBIICH YKa3aHHOE
KIIMHUYECKOE MCCIIEOBAaHUE C HAPYIICHUEM MPABWI HaJUIeKaIeH KIMHUYECKON MPAKTHKH, U TIPUBEIO K
MOJIYYCHUIO HEIOCTOBEPHBIX PE3YyJIbTAaTOB, JHOO B ClIydyae HEBBIIOJTHEHHUS MPEINUCAHUS, BBIAAHHOTO
YIOJIHOMOYECHHBIM ~ (peepaTbHBIM OPTraHOM HCIOJHUTEIBLHOM BJIACTH TI0 HWTOTAM OCYIIECTBIICHUS
BBIOOPOYHOT'O KOHTPOJISI KayecTBa JIEKAPCTBEHHOIO Tpernapara, YIOJTHOMOYEHHBIN (eaepaabHbIii opraH
WCITOJTHUTEIILHON BJIACTH B YCTAHOBJIEHHOM WM TOPSJIKE pPacCMAaTPUBAET BOMPOC O MPHUOCTAHOBIICHUU
MPUMEHEHHS TaKOTOo JICKApCTBEHHOTO Tperapara.

T'APAHT: O mpenoctaBieHHH TeppUTOPUAILHBIMU YTpaBieHussMU Poc3npaBHagzopa HHGOpMALUU O
HE00pPOKAYECTBEHHBIX U (habCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPENCTBaX cM. Mpuka3 denepanbHOi
CIIy’)KOBI TIO HAA30py B cepe 3ApaBOOXpaHEHUS U COLMAIBHOTO pa3BUTHUsA OT 8§ Qespans 2006 T.
N 255-I1Ip/06

Hudopmanus 06 usmenenusx: Cmamovs 65 oonoanena uyacmoro 3 ¢ 15 uronsa 2018 2. - Dedepanvhuii
saxon om 4 uons 2018 2. N 140-D3

3. YmosmHOMOYEeHHBIH (eaepanbHblii OpraH HCHOJHUTEIBLHON BIACTH TPH TMPEICTABICHUU €My
CBEJICHHI O HECOOTBETCTBUH MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IPAaBUJI HaJJIexkalen
MPOU3BOACTBEHHON MPaKTUKA W (WJIM) O HAPYUIEHWW JUIEH3WOHHBIX TpeOOBaHUH, KOTOpBIC OBLIH
BBISIBJICHBl B XOJI€ IPOBEJIEHUS WHCIEKTHUPOBAHUS MPOUZBOJUTENS JICKAPCTBEHHBIX CPEACTB WU
OCYIIECTBJICHUS JIMIIEH3MOHHOTO KOHTPOJISL B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB W MPUBEIU
WIM MOTYT TPUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaTroB IS MEIUIUHCKOTO MpHUMEHEHUS,
NPUYUHUBIINX WIN CIIOCOOHBIX MPUYMHUTH BPEJl )KU3HU WU 3I0POBBIO TPa)/JIaH, pacCMaTpUBaAET BOIPOC
O TPHUOCTAHOBJIECHUH TPUMEHEHHs JIEKaPCTBEHHBIX MPENapaToB i MEAULUHCKOrO TMPUMEHEHHUS B
YCTaHOBJICHHOM UM MOPSAKE B CAEAYIOIIUX CIyYasax:

1) coctaB u (WIM) TEXHOJOTUS NPOU3BOJICTBA JIEKAPCTBEHHOIO Ipernapara A MEAUIMHCKOIO
IpUMEHEHUs (C OMHCAHWEM CTaJui TMPOU3BOACTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PErHCTPAIMIOHHOM
JI0ChE;

2) nexapCTBEHHBbIN MpenapaT Uil MEAULUHCKOTO IPUMEHEHHs! TPOU3BEACH Ha IPOU3BOICTBEHHON
IUIONIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChHE;
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3) y HpOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBI, IMOATBEPKIAIOIINE
COOTBETCTBME KauyeCTBA JIEKAPCTBEHHOIO IIpernapara il MEIUIMHCKOrO IMPUMEHEHHUs, BBOJMMOIO B
TpaXXTaHCKUI 000pOT, TpeOOBAHUSM, YCTAHOBJICHHBIM MPHU €r0 TOCYJapCTBEHHOMN PErUCTpallvi;

4) NpOU3BOJIUTEIEM JIEKAPCTBEHHBIX CPEJICTB B COIJIACOBaHHBIM C  COOTBETCTBYIOILIUM
YIOJTHOMOYEHHBIM (pellepabHBIM OPTaHOM HCIOJHUTENIBHON BJIACTH CPOK HE yCTPAaHEHBI HAPYIICHUS
TpeOOBaHUI TpaBWI HaJJIEXKAIIEH MPOU3BOJICTBEHHOW MPAKTUKU W (WJIM) JIMIIEH3WOHHBIX TPEOOBaHUM,
KOTOpBbIe OBUIM BBISIBJICHBI B XOJE€ MPOBEICHUS HHCICKTHPOBAHUS TPOW3BOJUTENS JIEKAPCTBEHHBIX
CPEJIICTB WM OCYIIECTBJICHHSI JIMIIEH3HOHHOTO KOHTPOJSL B cpepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB
YU TIPUBEIIM WJIA MOTYT INPUBECTH K HIPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENAPATOB I MEIULIMHCKOTO
MPUMEHEHUS, TPUYNHUBIINX WIH CIIOCOOHBIX TPUYUHUTH BPE]] KU3HU WIN 3I0POBBIO TPAKIAH.

HNudopmanus 06 usmenenusix: Cmamovs 65 oonoanena uyacmoio 4 ¢ 15 urons 2018 2. - Dedepanvhuii
saxon om 4 uons 2018 2. N 140-D3

4. YNoTHOMOYEHHBIN (QeaepaabHblii OpPraH HWCIOJIHUTEIBHOW BIACTH TPH HAJIWYUU Y HETO
CBEJICHHUI O HECOOTBETCTBUH MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IPAaBUJI HaJJIexkKalen
MPOU3BOACTBEHHON MPaKTUKA W (WJIM) O HAPYUIEHWW JIUIEH3WOHHBIX TpeOOBaHUH, KOTOpBIC OBLIH
BBISIBJICHBl B XO/I€ IPOBEJIEHUS WHCIEKTHUPOBAHUS MPOUZBOJUTENS JICKAPCTBEHHBIX CPEACTB WU
OCYIIECTBJICHUS JIMIICH3MOHHOTO KOHTPOJIsi B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIU
WIM MOTYT NPUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX IMPEMapaToB il BETEPUHAPHOIO MpPUMEHEHUS,
NPUYUHUBIINX WA CIOCOOHBIX NPUYMHUTH BPEI KU3HU WU 3J0POBBIO KHUBOTHBIX, paccMaTpUBaeT
BOIPOC O NMPUOCTAHOBIIEHUHU peaIN3allui U PUMEHEHHS JIEKapCTBEHHBIX MPENapaToB AJIsi BETEPUHAPHOTO
INPUMEHEHHUS B YCTAHOBJICHHOM UM IMOPSIIKE B CIAEAYIOUIUX CIydasix:

1) coctaB u (WiM) TEXHOJOTHS MPOM3BOJACTBA JIEKAPCTBEHHOTO IpernapaTta Uis BETEpUHAPHOIO
IpUMEHEHHUs (C OMHCAHWEM CTaJui TPOU3BOACTBA) OTIMYAIOTCS OT 3aSBJICHHBIX B PErHCTPAIMIOHHOM
JI0ChE;

2) nexapCTBEHHBIN Ipernapar Jijisl BETEpUHAPHOTO MPUMEHEHHSI IPOU3BEIEH HA IPOU3BOJCTBEHHON
IUIOMIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChHE;

3) y mnpou3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPXKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOIO Mpernapara s BETEPUHAPHOTO MPUMEHEHMs, BBOIAMUMOIO B
rpaXXAaHCKHUI 000pOT, TpeOOBAHUSAM, YCTAHOBJIEHHBIM IPU €r0 rOCYJapCTBEHHOM perucTpalmy;

4) mpoW3BOOUTENIEM JIEKAPCTBEHHBIX CPEJICTB B COMVIACOBAHHBIM C  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (pe/iepabHBIM OpPraHOM HCIOJHUTENIBHON BJIACTH CPOK HE YCTPAaHEHbl HApyIIECHUS
TpeOOBaHWI TIpaBWJI HAJJICKAIIEH MPOW3BOJACTBEHHON MPAKTHKW W (WJIM) JIMIIEH3MOHHBIX TpeOOBaHUH,
KOTOpble ObUIM BBISIBJICHBI B XOJ€ MPOBEIEHUS HHCIEKTHUPOBAHUS TMPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEJICTB WJIM OCYILECTBJICHHS JIMLIEH3HOHHOTO KOHTPOJIS B cpepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
U TPHUBEIM WIA MOTYT MPHUBECTH K MPOU3BOJACTBY JIEKAPCTBEHHBIX MpENapaTtoB [Js BETEPUHAPHOTO
MPUMEHEHUS, TPUYNHUBIINX WIH CIIOCOOHBIX MPUYUHUTH BPEJl AKU3HU WIH 310POBbIO )KUBOTHBIX.

Nudopmarus 00 usmenenusx: Cmamovs 65 Oononnena wacmamu 5 u 6 c¢ 1 ameapa 2026 . -
Dedepanvrulii 3axon om 27 oexabps 2019 2. N 475-D3 (8 pedaxyuu Dedepanvrozo 3axona om 28 uroHs
2022 2. N 204-D3)

Cm. 6y0ywyro pedaxyuio

Cmamws 65 dononnena yacmoio 7 ¢ 1 cenmsabopsa 2023 2. - @edepanvuwiii 3akon om 2 utons 2021 2. N
317-D3

Cm. 6y0ywyro pedaxyuio

I'APAHT: CMm. koMMeHTapuu K ctatbe 65 HacTosmero denepaibHOro 3aKk0Ha

Nudopmarus 00 usmenenusx: Cmamovs 66 usmenena ¢ 1 mapma 2020 2. - @edepanvubviii 3akon om 27
oexabops 2019 2. N 475-D3
Cm. npedvloywyto pedakyuio

Cratbs 66. Tndopmarus o peynbTaTax hapMakoHaI30pa
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YnoaHOMOYeHHBIH  (enepadbHBIi  OpraH  HCIOJHUTEIBHONW  BJIACTH,  OCYIIECTBISIOMINN
(dapmakoHaq30p, MO €ro pe3ysibTaTaM pasMellaeT Ha cBoeM oduiuansHOM caiite B cetd "MHTepHet"
UH(POPMALIUIO O:

1) BbISBIEHMM HOBBIX IOATBEPXKACHHBIX TaHHBIX O MOOOYHBIX JACHCTBUSX, HEXKeIaTeIbHBIX
peakUusX, CEphE3HBIX HEXKENATENbHbIX PEaKLUsAX, HENPEABUICHHBIX HEXENATENbHbIX pEeakUusix Ipu
IPUMEHEHNH JIEKAPCTBEHHOIO IIpernapaTa, B TOM YMCIIE BIMSIONIMX HAa OTHOLUIEHHE 0)KMIAEMOM MOJIB3bI K
BO3MO>KHOMY PUCKY NPUMEHEHMSI JAHHOTO JIEKAPCTBEHHOI'O IIPENapara;

2) NPUHATBIX PELIEHUAX O BHECEHUH U3MEHEHUM B MHCTPYKLUIO 110 IPUMEHEHUIO JIEKAPCTBEHHOTO
npemnapara, 0 NMPHUOCTAHOBJIEHUN TMPUMEHEHUS JIGKAPCTBEHHOTO Iperapara, 00 M3BATHH U3 OOpaIleHUs
JIEKapCTBEHHOTO Tperapara Win 0 BO30OHOBJICHUU IIPUMEHEHUS JIEKAPCTBEHHOTO Iipenapara.

I'APAHT: CM. KOMMeHTapuu K ctatbe 66 HacTosmero denepanbHOro 3aK0Ha

Hudopmanus o6 usmenenusx: Haumenosanue usmenero ¢ 1 aneapa 2018 2. - @edepanvhviii 3aKon om
28 oexabps 2017 2. N 425-D3
Cm. npedvloywyto pedakyuio

I'nasa 14. Undopmanusi o JekapcTBeHHbIX npenaparax. CucreMa MOHMTOPHHIA ABUKEHHUS
JIEKapPCTBEHHBIX NPenapaToB A MeJUIIUHCKOT0 PUMeHeHHs

Nudopmarnus 06 usmenenusx: Haumenosanue usmenero c 1 aneapsa 2018 2. - Dedepanvhblii 3aKoH om
28 0exabpsa 2017 2. N 425-D3
Cm. npedvloywyio peoaxkyuro

Cratbs 67. Nudopmarus o nekapcTBEHHBIX mpemnaparax. CucTeMa MOHHUTOPHHTA JBHIKEHUS
JIEKapCTBEHHBIX MPENapaToB AJs MEAUIIMHCKOTO IPUMEHEHUS

Nudopmarnms 06 mamenenusx: Yacmo | usmenena c 13 aszycma 2019 2. - Pedepanvubviti 3akon om 2
aszycma 2019 2. N 297-D3
Cm. npedvloywyto pedakyuio

1. Madopmarus 0 JTeKapCTBEHHBIX Mpenaparax, OTIYCKAaeMbIX MO PELENTy Ha JIEKapCTBEHHBIH
npernapar, JODKHA COJEPKAThCS TONBKO B CICNUATHM3UPOBAHHBIX HW3JAHUSAX, MPEIHA3HAYCHHBIX IS
MEAWIMHCKIX, (papMalleBTUYECKUX PAOOTHHUKOB, CIICIIHAIMCTOB B 00JIacTH BeTepuHapuu. Mapopmarms o
JICKapCTBEHHBIX Tperaparax JUisl CIEIUAIMCTOB B 00JaCTH OOpalleHHsI JICKQpPCTBEHHBIX CPEACTB MOKET
CONIep)KaThCs B MOHOrpadusiX, CIPaBOYHUKAX, HAYYHBIX CTaThAX, B JIOKIQJaxX Ha KOHIpeccax,
KOH(QEPEHIUAX, CHUMIIO3UYMax, HAYYHBIX COBETaX, a TaKke B UWHCTPYKIUSAX IO MPUMECHEHUIO
JICKapCTBEHHBIX MPENapaToB.

2. Undopmanus o JeKapCTBEHHBIX MpemapaTax, OTIIyCKaeMbIX Oe3 pelernTta Ha JIeKapCTBEHHBIN
mperapar, MOXET COJIepKaThCs B MyONUKAlUsAX W OOBSBICHUSX CPEICTB MacCcOBOM WH(pOpMAaInH,
CIEIMAIM3UPOBAHHBIX U OOIIUX TMEYATHBIX U3JaHUSIX, WHCTPYKIUSAX MO MPUMEHEHHUIO JIEKAPCTBEHHBIX
MpernapaToB, UHBIX M3JAHUSIX CyOBEKTOB OOpaIleHHs JEKaPCTBEHHBIX CPEICTB. PekiIamMHbIe MaTepuaibl O
JEKapCTBEHHOM TMpemnapare, OTIyCKaeMoM O0e3 pelenrta Ha JIEKapCTBEHHBIM MpemapaT, JOJKHBI
COOTBETCTBOBATHh MHCTPYKIIMH IO IPUMEHEHHIO JIEKAPCTBEHHOTO TIperapara.

3. JlomyckaeTcs HMCHOJB30BAaHUE IFOOBIX MaTepUATbHBIX HOCHUTENEH, MO3BOJSIONINX XPAHUTh,
nepeaBaTh U UCIOJIb30BaTh HH()OPMAIIHIO O JIEKAPCTBEHHBIX Mpenaparax 0e3 ee UCKaKCHHS.

Hudopmanus o6 usmenenusix: Cmamovs 67 donoanena wacmoro 4 ¢ 1 uonsa 2020 e. - Dedepanvhulii
saxon om 28 dexabpsa 2017 e. N 425-D3 (8 peoaxyuu Dedeparvrozo 3axona om 27 dexaops 2019 e.
N 462-D3)

Cm. npedvloywyio pedaxkyuro

4. Jns ueneil uaeHTU(PUKALMK YHIAKOBOK JIEKAPCTBEHHBIX MpENapaTtoB i MEIUIIMHCKOTO
IPUMEHEHUs TPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB B MOpsAKe, ycTaHOBJIEHHOM [IpaBuTenbcTBOM
Poccuiickoii deneparuu, HAHOCAT HA TIEPBUYHYIO YIIAKOBKY (B OTHOIICHHH JICKAPCTBEHHBIX MpENapaToB
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JUISL MEIMLIMHCKOTO NMPUMEHEHMS], Il KOTOPBIX HE MPEAYCMOTpPEHA BTOPUYHAS YIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENBCKYI0) YIAKOBKY JIGKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO MPUMEHEHHs CpEeACTBa
UICHTU(QHUKAIMY, 33 HWCKIIOYEHHEM JIEKaPCTBEHHBIX MPErnapaToB s MEIUIMHCKOTO MPUMEHEHHS,
IIPOU3BOAUMBIX I MPOBEICHUS KIMHUYECKUX MCCIIEIOBAHUN, DKCIOPTA, JIEKAPCTBEHHBIX IIPENapaToB
JUIsT MEAMIIMHCKOIO NPHUMEHEHHUs, YKa3aHHBIX B 4dacTsAX 5 m 8 crarbu 13 Hacrosimero denepalibHOTO
3aKOHa, paanoQapMalleBTUYECKUX JIEKAPCTBEHHBIX MPENapaToB, MUSBOK MEAWIUHCKUX W Ta30B
MEIULUHCKUX.

Hudopmanus 06 usmenenusix: Cmamovs 67 oononnena yacmoio 5 ¢ 1 ansapsa 2018 2. - Dedepanvhuiii
saxon om 28 oexabps 2017 e. N 425-D3

5. XapakTepuCTUKH CpeAcCTBa HACHTHU(UKAIMHM, TOPSIAOK €ro HAaHECEHHs W TpeOOBaHHS K
cTpykTtype u (opmaty wHGOPMAIHMH, KOTOPYIO COJIEPKHT CPEACTBO HACHTHU(HUKAINH, OIPEACIISTIOTCS
[IpaBuTtenscTBOM Poccuiickoit denepanuu.

Hudopmanus 06 usmenenusx: Cmamos 67 oononnena uacmoio 6 ¢ 1 ansapa 2018 e. - Dedepanvhulii
3axon om 28 dexabps 2017 2. N 425-D3

6. Ilopsnok co3naHus, pas3BUTHs, BBOJA B OSKCIUIyaTallUIO, AKCIUIyaTallud M BbIBOJA U3
JKCIUTyaTallud CUCTEMbl MOHMTOPUHIA JBUXXCHHUS JICKAPCTBEHHBIX IIPENApaToB Uil MEIULIMHCKOIO
NPUMEHEHHUS, TOPSAIOK NPEAOCTaBICHUS HWH(POPMALMHU, COJAepXkalleiics B CUCTEME MOHHTOpPWHTA
JBHKECHUS JICKAPCTBEHHBIX IIPENApaToB I MEIULMHCKOIO IPUMEHEHHMs, U IMOPSAOK B3aUMOACUCTBUS
YKa3aHHOM  CHCTEMBl C  HMHBIMM  TOCYJAapCTBEHHBIMH  HMH()OpPMAlMOHHBIMH  CHUCTEMaMH H
MH(POPMALMOHHBIMUA CHCTEMaMH IOPUAMYECKUX JIMI U MHIUBUIYaTbHBIX MpEANpUHUMATENICH, YKa3aHHBIX
B vacTax 7 m 10 HacTtosmen crateu, ycraHaBiuawoTcs lIpaBurensctBoMm Poccuiickoit denepaunn.
OneparopaMu cHUCTEMBl MOHUTOPHHIA JBHXKEHHMS JIEKApCTBEHHBIX IpPENapaToB s MEIUIIMHCKOTO
NPUMEHEHHUsI SIBISIIOTCS  (DefiepasibHBId  OpraH HMCIOJHUTENBHOW BIACTH M (WJIM) OpraHu3alus,
ynosiHoMoueHHble [IpaBurenscTBoM Pocculickont @enepanuu.

Hudopmanus 06 usmenenusix: Cmamovs 67 donoanena wacmoro 7 ¢ 1 uonsa 2020 e. - Dedepanvhulii
saxon om 28 dexabpsa 2017 e. N 425-D3 (8 peoaxyuu Dedeparvrozo 3axona om 27 Oexaops 2019 e.
N 462-D3)

7. Opunuyeckue auia U MHANBUAYATbHbIE TPEANPUHUMATEH, OCYIIECTBIISIONINE TPOU3BOJICTBO,
xpaHeHue, BBO3 B Poccuiickyro @enepanuio, OTHYCK, pealu3aluio, Nepeaadyy, HTPUMEHEHUE U
YHUUTOKEHHUE JIEKaPCTBEHHBIX MPEnapaToB sl MEAUIIMHCKOTO MPUMEHEHHs, 00eCIeYrBalOT B MOPSIKE U
B cocTaBe, KoTopble ycraHoBieHbl IIpaButensctBoM Poccuiickoit dPenepanuu ¢ y4eToM BHUJA
OCYIIECTBIIIEMON HMH JESATENIbHOCTH, BHECEHHE HWH(OpPMalUKd O JEKapCTBEHHBIX Ipemnaparax [yl
MEAMIMHCKOTO NPUMEHEHHUSI B CHUCTEMY MOHUTOPUHIA JBM)KCHUS JIEKAPCTBEHHBIX IMpPENapaTroB s
MEAUIMHCKOTO MPUMEHEHHUSI.

HNudopmanus 06 usmenennsx: Yacmo 7.1 usmenena c 13 uwona 2020 2. - ®edepanvholii 3akon om 13
urons 2020 2. N 206-D3

Heticmeue nonoocenuti wacmu 7.1 (6 pedaxyuu @edepanvroco 3axona om 13 uwons 2020 2. N 206-D3)
pacnpocmpausemcs Ha npagoomHuoueHus, sosHuxkwuue ¢ 1 uons 2020 a.

Cm. npedvloywyto pedakyuio

7.1. JlexkapcTBEHHbIE IpenapaThl I MEAULMHCKOIO IPUMEHEHMs, IIpeIHAa3HAYEHHbIE MJIs
oOecrieyeHus JUL, OONBHBIX TreMopuiIned, MYyKOBHCUUIO030M, TUIO(PH3apHBIM HAHU3MOM, OOJE3HBIO
lomre, 370KadecTBEHHHIMH HOBOOOPA30BaHMAMHU JTHM(OUIHON, KPOBETBOPHOW M POACTBEHHBIX MM
TKaHEH, pacCesHHBIM CKIIEPO30M, JIMI OCJE TPAHCILUIAHTALIMM OPraHOB M (WJIM) TKAaHEH, MPOU3BEICHHbIE
1o 31 nexabpst 2019 rona, a Takke WHBIC JIEKAPCTBEHHBIC MpenapaThl Ui MEIUIMHCKOTO MPUMEHEHHUS,
npousBeneHHple 10 1 wmrong 2020 rona, mouIeKaT XpPAaHEHWIO, INEPEBO3KE, OTIYCKY, peaau3aluu,
nepeaaye, NPUMEHEHUIO 0e3 HAHECEHUS CPEICTB MACHTH(HKAIMU 10 UCTEYCHHUS CPOKA MX TOIHOCTH.
[IpaBurenbcTBO Poccuiickoit @enepaniuu BpaBe yCTaHOBUTH OCOOEHHOCTH BBOJA B TPAKIAHCKUN 000pOT
JIEKapCTBEHHBIX MPENaparoB il MEIULMHCKOTO IPUMEHEHUs, MPOU3BENEHHBIX B NEepuox ¢ 1 urois
2020 roma mo 1 oxts10pst 2020 roga. B mensix BBoJa B rpa)IaHCKUIl 00OPOT JIEKapCTBEHHBIE MpPEnapaThl
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JUISE MEIULIMHCKOTO MPUMEHEHHS, 32 UCKIIOUEHUEM JICKapCTBEHHBIX IMPENaparoB, MpeIHa3HAUYCHHBIX JUIS
oOecrieyeHus JUL, OONBHBIX TreMopuiIned, MYyKOBHCLUUIO030M, THIO(PH3apHBIM HAHU3MOM, OOJE3HBIO
lomre, 370KadecTBEHHBIMH HOBOOOPA30BaHMAMHU JTHM(OUIHON, KPOBETBOPHOW M POACTBEHHBIX MM
TKaHEH, pacCcessHHBIM CKIIEPO30M, JIUI] MOCJIE TPAHCIUTAHTAIIMA OPTaHOB M (MJIM) TKaHEH, MPOU3BEICHHBIC
3a mpexaenamu teppuropun Poccuiickoit @enepanuu 10 1 oktadpst 2020 roma, MoryT OBITH BBE3CHBI B
Poccuiickyto @enepanmto 1o 1 suHBaps 2021 roma B mopsake, ycTaHoBieHHOM IIpaBurtenbcTBOoM
Poccuiickoit ®denepannu, 6e3 HaHECEHUS CPEACTB UACHTU(PHUKAIIH.

Hudopmanus 06 usmenenusix: Cmamovs 67 oononnena yacmoto 8 ¢ 1 ansapsa 2018 2. - Dedepanvhuii
saxon om 28 oexabps 2017 e. N 425-D3

8. Opranmzauus uWHGOPMALMOHHOTO B3aUMOACUCTBHUS CHUCTEMbl MOHUTOPHHIA JIBHKEHUS
JIEKapCTBEHHBIX TMpEnaparoB Ui MEIWLIUHCKOTO MPUMEHEHHS C HMHBIMH TOCYAapCTBEHHBIMU
MHGOPMAIIMOHHBIMU  CHUCTEMaMH OO0ECreunBaeTcsi B TOM 4YHUCIE MOCPEICTBOM HH(PACTPYKTYpHI,
oOecnieunBaromel MHGOPMAIMOHHO-TEXHOJOTUYECKOE B3aWMOJEUCTBUE HH(POPMAIMOHHBIX CHCTEM,
UCIIONB3YEMBIX JJI TMPEAOCTaBICHHUS] TOCYJApPCTBEHHBIX WM MYHUIMNAIBHBIX YCIYT U HCIOJTHEHUS
rOCYyAapCTBEHHBIX U MyHUIIMMNAIBHBIX QYHKIUI B 3JIEKTPOHHOM popme.

Hudopmanus o6 usmenenusx: Cmamos 67 0ononnena yacmoio 9 ¢ 1 ansapa 2018 2. - Dedepanvhuiii
3axon om 28 dexabps 2017 2. N 425-D3

9. OO6wenocrynHas uHpOpMaLKs, COJEpXKAIAsCI B CUCTEME MOHUTOPHHIA JIBHXKCHHS
JIEKapCTBEHHBIX IIpenapaToB TUISL MEAMIMHCKOIO IPUMEHEHNUS, pasmMeniaercs B
UH(POPMALMOHHO-TEJIEKOMMYHHUKAIIMOHHON cetn "HMHTepHeT" (B TOM 4mcie B (OpME OTKPBITHIX JTAHHBIX)
B IIOpsiIKe, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickont @enepanuu.

Nudopmarnus 06 mamenenusx: Cmamovs 67 oonoanena yacmoto 10 ¢ 1 ansapa 2018 2. - ®edepanvhutii
saxon om 28 oexabps 2017 e. N 425-D3

10. TIponsBoauTenn JIEKApPCTBEHHBIX CPEJCTB MOMYYAIOT COAEPKAIIYIOCS B CUCTEME MOHUTOPHHTA
JBIDKCHUS JIEKAPCTBEHHBIX MPENapaToB IJsi MEAUIIMHCKOTO TMPUMEHEHUS HH(POpMAlUI0 O CEepHsiX H
MapTUAX JIEKAPCTBEHHBIX IMPENapaToB, MPOU3BOJAUMBIX UMM W HAXOISIIUXCS B TPaXKIAHCKOM O0OpOTE B
Poccutickoii deneparuu, 6€3B03ME3THO.

Hudopmanus 06 usmenenusix: Cmamos 67 donoanena wacmoio 11 ¢ 1 uiona 2020 e. - @edepanvhuiii
3axon om 28 oexabps 2017 2. N 425-D3 (8 peoaxyuu Dedepanvrozo 3axona om 27 dexabps 2019 .
N 462-D3)

11. 3a mpou3BOJCTBO WK MPOJAXKY JIEKAPCTBEHHBIX MIPENapaToB AJii MEIUIIUHCKOTO MPUMEHEHUS
0e3 HaHeceHUs CPeACTB WACHTU(DHKAINK, C HAPYIICHHEM YCTAHOBJICHHOTO IMOPSJKA WX HAHECCHHs, a
TaKKE€ 32 HECBOCBPEMEHHOE BHECEHHUE JAHHBIX B CUCTEMY MOHUTOPHUHIA [IBHKEHHUS JIEKAPCTBEHHBIX
MPENapaToB i MEAULIUHCKOIO IPUMEHEHUS WIM BHECEHUE B HEE HEIOCTOBEPHBIX TaHHBIX HOPUAUYECKUE
YA U UHAUBUAYaJIbHbIE NPEINPUHUMATEIN, YKa3aHHbIE B 4acTsX 4 W 7 HAcTOsAUIEH CTaThbu, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEIBCTBOM Poccuiickon Penepanuu.

Hudopmanus 06 usmenenusx: Cmamovs 67 oononnena yacmoto 12 ¢ 1 ansapsa 2018 2. - ®edepanvhulii
saxon om 28 oexabps 2017 e. N 425-D3

12. TlpaButenbctBo Poccwmiickoit denmeparuu BOpaBe yCTAaHOBHUTh OCOOCHHOCTH BHEAPCHUS
CUCTEMbl MOHUTOpPUHIA JBW)KEHHS JIEKQpPCTBEHHBIX IIPErapaTtoB s MEIULUHCKOTO MpHUMEHEHUs,
BKJIIOYasi CPOKM €€ BHEIPEHHUs, B OTHOIICHUM JIEKAPCTBEHHBIX MPENaparoB M MEIUIIMHCKOTO
INPUMEHEHHUS, BKJIIOYEHHBIX B TNEpEeYeHb >KU3HEHHO HEOOXOJHWMBIX M BaKHEHUIINX JIEKAPCTBEHHBIX
[pernapaToB, JIEKAPCTBEHHBIX IMpenapaToB, NpeJHA3HAYEHHBIX MJisi oOecreyeHus: Jul, OOJbHBIX
remounueii, MyKOBUCIMI030M, THMNO(U3apHBIM HaHU3MOM, Ooyie3HbIO [olle, 3JI0Ka4yeCTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUM(OUTHON, KPOBETBOPHOU M POJACTBEHHBIX UM TKAaHEU, PACCESIHHBIM CKIIEPO30M,
JUI TIOCJE TpPAaHCIUIAHTAllUM OpPraHOB W (MJM) TKaHEW, WHBIX JIGKAPCTBEHHBIX IIpernapaTroB s
MEAUIMHCKOTO MPUMEHEHHUSI.

I'APAHT: CM. koMMeHTapuH K ctatbe 67 HacTosuiero denepanbHOro 3akoHa
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Nudopmarnms 06 msmenenusnx: Pedepanrvrvim 3akonom om 25 nosabpa 2013 2. N 317-DP3 nacmoawuii
DedepanvHulil 3aKoH 0onoHeH enagot 14. 1

I'nasa 14.1. Orpa}mqelmﬂ, HaJlara€éMbI€ HA OPpraHu3aluy, OCYmeCTBJIAAIIINE NEeATEC/IbHOCTD 110
06pameﬂmo JICEKAPCTBCHHBIX CPEACTB

Cratbs 67.1. OrpannyeHusi, HaJaraeéMble IIPU OCYIIECTBICHUH JICSITEIIBHOCTH B chepe oOparneHust
JIEKapCTBEHHBIX CPEJICTB

1. Opranuzanuy, 3aHUMArONIMECs pa3pabOTKOM, TPOU3ZBOACTBOM U (WIHM) peamu3amuei
JIEKapCTBEHHBIX MpEenapaTroB AJs METUIIMHCKOTO MPUMEHEHHUs, OpraHu3aluy, o0Jajaroniie mpaBaMu Ha
HCIIOJIb30BaHUE TOPTOBOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara Ui MEJUIIMHCKOTO MpUMEHEHUS,
OpraHM3allii ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH CpPEJICTBAMH, AaNTEUHble OpraHu3anmuu (Ux
NpEJCTaBUTENN, UHbIE (U3NYECKUE U IOPUIUYECKHE JIUIa, OCYLIECTBIISIONINE CBOIO NEATEIBHOCTH OT
MMEHHU 3THX OpraHu3aluii) B OTHOIICHUU MEIUIMHCKUX PAOOTHUKOB M PYKOBOIUTENIECH METUIIMHCKUX
OpraHu3alvii HE BIpaBe:

1) Bpy4aTh mojapku, BBIIJIAUMBATh JCHEKHBIE CPEICTBA (32 UCKIIOYEHHEM BO3HArPaXACHUN MO
JIOTOBOpaM  MpU  TPOBEACHUM KIMHUYECKUX MCCIEJAOBAaHUN JIEKApCTBEHHBIX MpernapaToB s
MEAMIMHCKOTO TMPUMEHEHMs, BO3HATPAXKICHHM, CBSI3aHHBIX C OCYIIECTBICHHEM MEAUIMHCKUM
pabOTHHKOM TeIarornyeckor u (WJIM) HAyYHOUM JESITEIBHOCTH), B TOM YHCIIC OIJIAYMBATh Pa3BJICUCHUS,
OTJIBIX, MPOE3] K MECTy OTIbIXa, a Tak)Ke MPUBJIEKATh K yYaCTHUIO B pa3BIIEKATEIbHBIX MEPONPHUATHUSX,
MPOBOJAMMBIX 32 CUET CBOUX CPEJICTB;

2) 3akioyaTh COTVIAUIEHHWsS O Ha3HAUYEHUWU WJIM PEKOMEHJAIMU TMalMeHTaM JIeKapCTBEHHBIX
[penapaToB Ui MEAUIIMHCKOTO MPUMEHEHHs (32 UCKIIOYEHHEM JOTOBOPOB O MPOBEACHUM KIMHUYECKUX
MCCJIETOBAaHUM JIEKAPCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO MPUMEHEHHUS );

3) mpenocTaBiATh 00pa3iibl JIEKaPCTBEHHBIX MPENapaToB i MEIUIIMHCKOTO MIPUMEHEHUS B LENSIX
BpYUYEHHUs MalMeHTaM (32 HCKIIOYEHUEM CIIy4aeB, CBA3AHHBIX C TPOBEIACHHEM KIMHUYECKUX
UCCJIETOBAaHUM JIEKAPCTBEHHBIX MPENapaToB AJIsi MEAUIIMHCKOTO IPUMEHEHHUS );

4) TpenoCTaBNATh HEIOCTOBEPHYIO W (WJIM) HEMOJHYI0 WHOOPMAIMI0O O JIEKapCTBEHHBIX
npenaparax i MEIUIIMHCKOTO PUMEHEHUS;

5) mocemaTth uX B pabouee BpeMsl Ha pabOuMX MecTaX, 3a MCKIIOYCHUEM CIIy4aeB, CBA3AHHBIX C
MPOBEJICHUEM KIMHUYECKUX HCCIEA0BAHUMN JI€KapCTBEHHBIX MPEnapaToB ISl MEIUIIUHCKOTO PUMEHEHUS,
C ydacTHeM B TNOpsSAKE, YCTAaHOBJIEHHOM PYKOBOJIUTEIEM MEIUIMHCKON OpraHu3alud, B COOpaHUSIX
MEAMIMHCKUX pa0OTHUKOB U  HHBIX MEPONPUATHSAX, HANPaABICHHBIX Ha  TOBBIIIEHHE HX
npohecCHOHAIBFHOTO YPOBHS WM Ha MpPENoCTaBlieHHE HH(OpMAlMM, CBA3aHHONW C OCYLIECTBJICHHEM
MOHHMTOpPUHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB;

6) mo0y>XIaTh K BBHIMUCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB A MEAMIIMHCKOTO MPUMEHEHUS Ha
OllaHKax, coJep)KaluX HHPOpPMAIMI0 PEeKJIaMHOTO XapakTepa, a TaKKe Ha pelenTypHbIX OjlaHKax, Ha
KOTOpBIX 3apaHee HaleyaTaHO HaWMEHOBAHME JIEKapCTBEHHOIO IIpernapara Uil MEIUIIMHCKOTO
MPUMEHEHUS.

2. Opranuzanuu, ykazaHHble B a03arie MepBOM 4acTH | HACTOSIIEH CTaThU, U UX MPEJCTAaBUTEIH B
OTHOIIECHUHU (hapMalleBTHUECKUX paOOTHUKOB U PYKOBOJIUTENEH alTeUHbIX OpraHU3aliil He BIIpaBe:

1) BpyuaTh MoJapKH, BBIIIAUMBATH JECHEKHbBIE CPEACTBA, B TOM YHCIE OIJIaYMBaTh pa3BIICUCHMUS,
OTIBIX, MpOE3J K MECTy OTAbiXa, W TPUBIEKAaTh K YYacCTHIO B pPAa3BJIEKATENIbHBIX MEPONPUSITHSIX,
MPOBOJAMMBIX 32 CUET CBOUX CPEJICTB;

2) mpenocTaBiATh 00pa3lbl JIEKAPCTBEHHBIX IMPENapaToB ISl MEAUIMHCKOTO MPUMEHEHUS IUIs
BpPYUYEHHS HACETICHUIO;

3) 3akimoyaTh COMVIALIEHUS O MPEIJIOKEHUM HACENEeHUIO ONPEeIeNIEHHBIX JIeKapCTBEHHBIX
IpenapaToB sl MEIUIUHCKOTO IPUMEHEHUS;

4) TpenoCTaBNIATh HEIOCTOBEPHYIO W (WJIM) HEMOJHYI0 HWHOOPMAIMI0O O JIEKapCTBEHHBIX
npenapartax Juisi MEIUIUHCKOTO MPUMEHEHHS, B TOM YHCIE UMEIONIMX OJMHAKOBOE MEXIyHapOAHOE
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HCIIaTCHTOBAHHOC HAMMCHOBAHMUC.

I'APAHT: Cwm. koMMeHTapuu K ctathe 67.1 HacTosero deaepaibHOro 3aKoHa

Cratbsi 67.2. TpeGoBaHHs K OpraHU3allMd ¥ TPOBEACHUIO HAYYHBIX MEPOIPHUATHN, WHBIX
MEPONpPUITUI,  HANpaBJICHHBIX HA  TOBBIIIEHHE  MPO(PECCHOHAIBHOTO  YPOBHSA
MEAMIMHCKUX pa0OTHHKOB WJIM Ha TMpeJocTaBieHHe HHQPOpPMAIMH, CBA3aHHON C
OCYIIECTBJIEHUEM MOHUTOPUHTA O€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB

1. IIpu mpoBeaEeHUH HAYYHBIX MEPONPUATHI, UHBIX MEPOIPUATHIA, HAIIPABICHHBIX HA MOBBIIICHUE
npo(hecCHOHATLHOTO YPOBHS MEIUIMHCKUX paOOTHUKOB WM Ha NPEJOCTaBICHUE CBSI3aHHOW C
OCYIIECTBJIEHUEM MOHUTOPUHIa 0€30aCHOCTH JIEKapPCTBEHHBIX MpenapaToB HHPOPMAIHU, OPTaHU3yEMbIX
OpraHu3aIysIMH, YKa3aHHBIMU B a03aiie mepBoM 4acTu 1 crateu 67.1 Hacrosmiero denepaibHOrO 3aK0Ha,
UX MPEeACTaBUTEISAMU U (MJIU) PUHAHCUPYEMBIX 3a CUET CPEACTB dTUX OPraHU3aLUN U UX IPEICTaBUTENEH,
3alpellaeTcss MpensTCTBOBAaTh YYacTHIO B YKa3aHHBIX MEPONPHUSATUSX HHBIX OpPraHU3alMid, KOTOpbIe
MPOU3BOJAT WM PEaTU3yIOT JIEKAPCTBEHHbIEC MpenapaThl A MEIUIMHCKOTO MPUMEHEHHUS CO CXOXKUM
MEXaHU3MOM (PapMaKoJIOrHUECKOro AecTBUsL, MO0 cO3/1aBaTh AUCKPUMUHAIIMOHHBIE YCIOBUS ISl OJTHUX
YYaCTHUKOB 10 CPABHEHHIO C IPYTUMH YYaCTHUKAMH, & UMEHHO:

1) mpenocTaBiATh pa3IuYHOE KOJIMUYECTBO BPEMEHH ISl BHICTYIUICHUN YUYaCTHUKOB, Pa3INYHbIE MO
pa3Mepy 3aHMMaeMoll IUIOIIaTu MecTa JJIs JEMOHCTpallu oOpa3loB JIEKAPCTBEHHBIX MPEnaparoB IJis
MEAMIMHCKOTO TPUMEHEHUS WM pPEKIaMHBIX MaTepHalioB O JIEKAPCTBEHHBIX IMpernaparax s
MEAMIMHCKOTO MPUMEHEHHUSI Ha HKCIO3UIUAX, CTEHIaX, 32 UCKIIOYEHHEM CIy4yaeB, €CIIU TaKue YCIIOBUS
3aKpeIUIeHbl B COTJIAIICHUSAX STUX OpraHu3alil, WX MpeacTaBUTeNe o (MHAHCUPOBAHUU YKa3aHHBIX
MEPONPUITHIA U 00YCIIOBJICHBI PA3TUYHBIMU 3aTPaTaMU YYaCTHUKOB HA UX OpPraHU3alUIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA JUIsl YYACTHUKOB MEPONpPUSITUH, yKa3aHHBIX B ab3alle mepBOM
HACTOAIICH YacTH, MPEBBIIAIONINN CYMMY 3aTpaT Ha OPraHU3alyI0 YKa3aHHBIX MEPONPUATUN U BEAYIIHI
K HeOOOCHOBAHHOMY OTPaHUUYEHUIO YHCIIAa UX YYACTHUKOB.

2. Opranuzanuu, yka3zaHHble B a03are nepBoMm ydactu 1 crateu 67.1 Hacrosimiero denepaibHOro
3aKOHA, UX MPEACTABUTEIM, OCYIIECTBIISIONIME OpraHU3aluio U (Win) QUHAHCUPOBAaHHE MEPONPUSATHUH,
yKa3aHHBIX B yacTu | HacTosmiel cratbu, 00s3aHbl 0OecTeyuBaTh JOCTYN K HHGOpMaIMU O JaTe, MecTe U
BPEMEHH TMPOBEACHUSA YKa3aHHBIX MEPOINPUATHI, TIUIaHaX, MPOrpaMMax MPOBEACHUS YKa3aHHBIX
MEPONPUITUIA U TeMaX, MIIAHUPYEMBIX Uil PACCMOTPEHUS, COCTaBe UX YYACTHUKOB IMYTEM pa3MEUICHHs
COOTBETCTBYIOIICH MH(OpPMAIIMK Ha CBOUMX O(HUIMAIBHBIX caiiTax B cetn "MHTepHET" HE mO37aHEE NBYX
MecCSIEB J0 Hayaja MPOBEACHUS YKAa3aHHBIX MEPOMPUSITUH.

3. Uadopmanust o mpoBeCHUN MEPOTPUITHI, YKa3aHHBIX B YacTH | HACTOSAIIEH CTaThH, B CPOK,
YCTAHOBJICHHBIM YacThIO 2 HACTOAINIEH CTaThH, JOJDKHA OBITh HampaBieHa B (enepanbHBIA OpraH
UCIIOJTHUTENbHOM  BJIACTH, OCYIIECTBISIONMMKM (YHKIMM 1O KOHTPOJIIO U Hau3opy B cdepe
3/IpaBOOXpAHEHUS, AJISl MOCIEAYIOIIEro pa3MelleHus ee Ha o(QUIMaIbHOM caiiTe 3TOro OpraHa B CETU
"UnTepnet".

I'APAHT: CwM. koMMeHTapuH K ctatbe 67.2 HacTodmero denepagbHOro 3aKkoHa

I'maa 15. OTBeTCTBEHHOCTH 32 HApPYLIEHUE 3aKOHOAaTeIbCcTBA Poccuiickoit @enepanuu npu
o0paleHnH JeKApCTBEHHBIX CPEeJACTB U BO3MellleHHe Bpela, IPUYHHEHHOI 0 310POBbIO IPaKIAaH
BCJICACTBHE IPUMECHCHHUSA JICKAPCTBCHHBIX IPEmapaTronB

Nudopmarnus 06 msmenenusx: Pedepanrvhvim zakonom om 22 oexabpsa 2014 2. N 429-D3 ¢ cmambio
68 nHacmosiwe2o PedepanbHoe0 3aKOHA BHECEHbL UsMeHeHUs, scmynalowue 6 cuny ¢ 1 uons 2015 e.
Cm. mexcm cmamwvu 8 npedbloyuell pedaKyuu

Crarbs 68. OTBETCTBEHHOCTh 3a HapyIIECHHE 3aKOHOAaTeabcTBa Poccuiickoit denepanuu npu
oOpallleHnH JIEKapCTBEHHBIX CPEICTB
1. Hapymenue 3akonomarenbctBa Poccuiickoit ®enepanuu mpu oOpamnieHUH JIEKapCTBEHHBIX
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CPEICTB BIIEYET 3a CO0OW OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATENLCTBOM Poccuiickoit
denepanuu.

Hudopmanus o6 usmenenusx: Yacmo 2 usmenena c 15 urons 2018 2. - @edepanvrulii 3aK0H om 4 uions
2018 2. N 140-@3
Cm. npedvloywyio peoaxkyuro

2. 3a HempeAcTaBICHUE WIM HECBOEBPEMEHHOE NpecTaBieHrue nHGopMaluu U (Win) JOKYMEHTOB
00 TMpeICTaBIeHUe HEIOCTOBEPHBIX MH(POpMaNUU U (W) TOKYMEHTOB, ITPEAYCMOTPEHHBIX HACTOSIUM
@DenepalibHBIM  3aKOHOM, CYOBEKTHl OOpallleHusl JEKapCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJIaTesIbcTBOM Poccuiickoit dexneparumn.

I'APAHT: CM. koMMeHTapuu K ctatbe 68 HacTosuiero denepanbHOro 3aKkoHa

Cratba 69. Bo3MenieHue Bpena, MPUUMHEHHOTO 3JI0POBBIO TPaXkJaH BCIEACTBHE IPHUMEHEHUS
JIEKapCTBEHHBIX IIPENApaToOB

1. IlpousBoauTeNh JIEKAPCTBEHHOT'O IpenapaTa 00s3aH BO3MECTUTh Bpe, IPUUUHEHHBIH 370POBBIO
IPaKJaH BCIEACTBUE IIPUMEHEHUs JIEKApCTBEHHOIO IIpernapara, eciid JoKa3aHo, 4To:

1) nexapcTBEHHBII mpenapar NPUMEHSIICS MO0 HAa3HAYEHUIO B COOTBETCTBUM C MHCTPYKLHUEH IO
NPUMEHEHHIO JIEKapCTBEHHOI'O Ipernapara W MPUYUMHOM Bpena sSBUJICS BBOJ B TpaXJIaHCKUH 000poT
He100pOKaYeCTBEHHOTO JIEKAPCTBEHHOTO MPernapara;

2) Bped 3I0pOBBIO TNPHUYMHEH BCJIEJICTBHE HEIOCTOBEPHOW HH(POpPMALUMHU, COJAEpKaIleics B
MHCTPYKLUU 10 IPUMEHEHHUIO JIEKAPCTBEHHOI'O IIperapara, U31aHHON IPOU3BOJUTEIEM JIEKAPCTBEHHOTO
nmpenapara.

Nudopmarnus 06 msmenenusx: Pedepanrvhvim 3axonom om 25 nosops 2013 e. N 317-D3 6 wacmy 2
cmambvu 69 nacmoawezo PedepanbHO20 3aKOHA 6HECEHbl USMEHEHUS]
Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

2. B cnydae, ecnu Bpel 340pOBbIO Tpak/laH MPUYMHEH BCIIEJCTBUE MPUMEHEHHSI JIEKapCTBEHHOIO
npernapara, MPUILEANIEr0 B HETOAHOCTh B pe3yibTaTe HapylIeHUs MpPaBUJ XPaHEHMs JIEKaPCTBEHHBIX
CPEJIICTB, TPaBUJI ONTOBOI TOPTOBJIM JIEKAPCTBEHHBIMU IperapaTamMu, MpaBUil OTIYCKa JIEKAPCTBEHHBIX
[pernapaToB, NpPaBUJI M3TOTOBJICHHUS W OTIyCKa JIEKAPCTBEHHBIX IpPENapaTroB, BO3MEILIEHHE Bpeaa
OCYIIECTBJISIETCS. COOTBETCTBEHHO OpraHu3alyell ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CpPEJICTBAMU,
anTeyHON oOpraHuM3alnuel, WHIUBUIAYaJbHBIM MpeANpUHUMATENIEM, HUMEIOUIMMH JIMLIEH3UI0 Ha
(dapManeBTUYECKYIO JEATENbHOCTh WM JIMLEH3UI0O HAa MEIUIMHCKYIO JEeSTeNIbHOCTb, MEIUIIMHCKON
OpraHu3amyeil, WMEIoNmed JUIEH3UI0 Ha (apMaleBTUYECKYI0 IeATEIbHOCTh (€€ 000COO0IECHHBIM
nojapasaeneHueM (amOynaTopuend, GenpamepckuM u (HerbaIepCeKo-aKymepckuM MyHKTaMHu, LEHTPOM
(otnenenuem) oOmel BpadueOHOHM (CeMEWHOM) MPaKTHUKH), PACIONOKCHHBIM B CEIICKOM HACEJICHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET alTe€4Has OpTaHu3alys), JOMYyCTUBIIMMHU MPOJAXKY WIH OTIYCK TaKOTO
JIEKapCTBEHHOI'O Ipernapara.

3. Boswmemenue Bpena, NPUYMHEHHOTO 30POBBI0 TIpaXKAaH BCIEACTBUE IPUMEHEHUs
JIEKapCTBEHHBIX IPENapaToB WM COBEPUICHHUS MPOTHBOIPABHBIX ACHCTBHI cyObekTamMu oOpalleHus
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIAETCS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit
denepanuu.

I'APAHT: CM. koMMeHTapuH K ctatbe 69 HacTosuiero denepanbHOro 3aKkoHa

I'nasa 16. 3akiaouureJabHbIE TOJOKEHUS

Cratbs 70. O nmpu3HAaHUM YTPATUBIIUMHU CHUIY OTICIIBHBIX 3aKOHOAATEIHHBIX aKTOB (MOJIOKEHUMN
3aKOHO/IaTeNbHbIX akTOB) Poccuiickoit deneparu
[Ipu3Hath yTpaTUBLUIUMU CUITY:
1) ®epepanbubiii 3akoH oT 22 wutoHa 1998 roga N 86-®3 "O nekapcTBeHHBIX cpencTBax”
(Cobpanue 3akonomarenscTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);
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2) ®enepanbhblii 3akoH 0T 2 sHBaps 2000 roga N 5-@3 "O BHeCeHUU U3MEHEHUSI U JOTIOJHEHUN B
Oenepanbubiii 3akoH "O jekapcTBeHHbIX cpencTtBax” (CoOpanue 3akoHomarenbcTBa Poccuiickoit
®epnepauun, 2000, N 2, cT. 126);

3) crarbto 40 @enepanbHoro 3akoHa ot 10 sHBapst 2003 roga N 15-®3 "O BHeceHUM U3MEHEHUN U
JOTIOJIHEHUH B HEKOTOpbIE 3aKOHOAATENbHbIE aKThl Poccuiickoi denepauuy B CBSI3U C NPUHATHEM
OenepanbHoro 3akoHa "O  JHMIIEH3MPOBAHUM  OTACNBHBIX BHIOB jaearenbHocTH"  (CobOpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2003, N 2, ct. 167);

4) crarpio 31 denepanbHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHMM U3MEHEHUN U
JIOTIOJIHEHU B HEKOTOpPBIE 3aKOHOJATeIbHble akThl Poccuiickon denepanuu, NpU3HAHUU YTPATUBLINMU
CWIIy OTHENbHBIX 3aKOHOJATENbHBIX akTOB Pocculickon @Penepauuu, IPEAOCTAaBICHUH OTACIBHBIX
rapaHTUi COTPYIHMKAM OPraHOB BHYTPEHHHX JEJ, OPraHOB MO KOHTPOJIIO 32 000OPOTOM HApKOTHUECKUX
CPEZCTB U IICUXOTPOIHBIX BEIECTB U yNpa3qHIEMbIX (elepabHbIX OpPraHOB HAJIOTOBOM MOJIHIIUU B CBS3H
C OCYIIECTBICHHEM Mep 10 COBEpUICHCTBOBAHMIO TocylapcTBeHHOro ympasieHus" (CoOpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crareto 101 ®epepanbHoro 3akoHa or 22 asrycra 2004 roma N 122-®@3 "O BHeceHuu
U3MEHEHUN B 3aKOHOJATenbHble akThl Poccuiickoi Penepauyy M OPU3HAHUM YTPATUBIUMMH CUILY
HEKOTOPBIX 3aKOHOJATENIbHBIX akTOB Poccuiickoit dexepammu B CBSI3M € NPHHATHEM (peaepanbHbIX
3akoHOB "O BHECeHHMHM W3MEHEHUH u jomnonHeHuid B DenepanbHblii 3akoH "OO 00mMX TPHHIIUIAX
OpraHM3ali 3aKOHOAATEIbHBIX (IIPEICTABUTENIBHBIX) U MCIIOJIHUTEIBHBIX OPraHOB IOCYIapCTBEHHOMN
BiIactu cyObekToB Poccuiickoit @enepaumu" u "OO oOmMX NOpUHOMIAX OpraHU3allMd MECTHOTO
camoynpasiieHust B Poccuiickoii @enepaunn" (Cobpanue 3akoHomarenbcTBa Poccuiickoit denepanyu,
2004, N 35, ct. 3607);

6) ctarpio 28 denepanbHOro 3akoHa oT 18 nexadbps 2006 rona N 231-D3 "O BBeaeHUH B JCHCTBHE
gactu 4eTrBepToil ['paxkmanckoro koaekca Poccuiickoit @Denepanuu" (CoOpaHne 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2006, N 52, ct. 5497).

I'APAHT: CwMm. koMmMmeHTapuu K ctatbe 70 HacTosmero denepanbHOro 3akoHa

Crarba 71. Betymienue B cuity Hactosiero @eaepaibHOro 3akoHa

1. Hacrosmuit @enepanbHblil 3aKOH BeTymaeT B cuiy ¢ 1 centsiops 2010 roxa.

2. JlekapcTBeHHBIE CpEICTBa, 3apETUCTPUPOBAHHBIC 1O JHS BCTYIUICHHS B CUJIY HACTOSIIETO
@DenepalIbHOTO 3aKOHA, MOJUIEkKAT BKIIIOUEHUIO B FOCYAAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEJICTB C
BHECCHHEM YKa3aHHBIX B 4dacTh | crtathu 33 Hactosmiero demepaqbHOTO 3aKOHA CBEACHHH 00 ATHX
JICKapCTBEHHBIX CpEACTBaX ©0€3 MPOXOXKAECHUS BHOBb MPOLEAYpPhl TOCYAapCTBEHHOW pPETUCTpalluu
JIEKapCTBEHHBIX MPENapaToB.

Nudopmarnus 06 mamenenusx: Pedepanvnoim sakonom om 11 oxmaops 2010 2. N 271-D3 ¢ uacmo 3
cmamou 71 nacmoswezo DedepanbHo20 3aKOHA BHECEeHbl U3MEHEHUS
Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3. I'ocynapcTBeHHas perucTpalys JEKapCTBEHHBIX MPENapaToB, 3a UCKIIOYEHUEM JIEKapCTBEHHBIX
[IpenaparoB Uil MEAULMHCKOIO IPUMEHEHHs], NPEJACTABICHHBIX HAa yKa3aHHYI0 PErUCTPAaLMIO A0 IHS
BCTYIUICHHUS B CUiIy Hacrosmero denepajibHOro 3aK0HA, OCYIIECTBIISIETCS B COOTBETCTBUU € HACTOSLIUM
®denepanbHbIM 3aKOHOM Ha OCHOBAaHMM JOKYMEHTOB M JAHHBIX, IPEICTABICHHBIX 1O IHS BCTYIUICHUS B
cuiny Hacrosmero PeneparbHOro 3aKoHa.

Hudopmanus o6 usmenenusx: Pedepanrvuvim zaxkonom om 29 noabpa 2010e2. N 313-D3 uacmo 3.1
cmamou 71 nHacmosiweco PedepanvbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedaKyuu, 6CMynanwel 8 Cuny co
OHA ouyuanvHoco onybnuxkosauus Hazeannozco DedepanvHo2o 3aKOHA U PACHPOCMPAHAIOWENC Ha
npasoomuoutenus:, goznuxuue ¢ 1 cenmsaops 2010 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3.1. l'ocynapcTBeHHast perucTpaius JeKapCcTBEHHbBIX MPENapaToB s MEIULMHCKOTO TPUMEHEHHUS,
MPEJCTAaBICHHBIX Ha TOCYJapCTBEHHYIO PETUCTpAalMIO A0 [JHS BCTYIUIGHHUS B CHIIy HACTOALIETO
@denepallbHOTO 3aKOHA, U TOCYAAPCTBEHHAs pEerucTpalys JeKapCTBEHHBIX NMPEnapaToB AJ MEIUIIMHCKOTO
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IIPUMEHEHUs], MPEICTABICHHBIX Ha JKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHSA BCTYIUICHUS B CHILY
Hacrosimiero PenepaJbHOrO 3aKOHA B LEIAX HUX IOCIEAYIOIIEH TOCYJapCTBEHHOM pErucTpanuu,
OCYILECTBIISIOTCS HA OCHOBAaHUM JOKYMEHTOB U JAHHBIX, IIPEACTABJICHHBIX 1O IHS BCTYIUICHUS B CHILY
Hacrosimiero  PenepaJbHOrO  3aKOHA, A TakyKe 3asABICHUA O TOCYAAPCTBEHHOW PErucTpaldu
JIEKapCTBEHHOI'O IIperapara, IIPEICTaBICHHOIO IIPOM3BOJAUTENEM JICKAPCTBEHHBIX IIPEIApaTOB WU
YIIOJIJHOMOYEHHBIM UM JIMLIOM B COOTBETCTBHMU ¢ HacTosAuM DenepaibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
(denepanbHBIl OpraH HUCHONHUTENBbHOW BinactH 10 1 mapra 2011 roma, ©e3 TpeOoBaHMS YIUIATHI
rOCyJIapCTBEHHOW MOIUIMHBI, ITPELYCMOTPEHHOM 3aKOHOIAaTeNIbCTBOM Poccuiickorn denepannu 0 Hajgorax
u coopax.

Nudopmarnus 06 mamenenusx: Pedepanrvnvim zaxkonom om 29 nosabpa 2010 2. N 313-DP3 yacme 3.2
cmamou 71 nHacmosiweco PedepanvHo20 3aKOHA U3N0NCEHA 8 HOBOU pedaKyuu, 6Cmynanwet 8 Cuny co
OHA ouyuanvHoco onyobnuxkosauus HazeanHnozco DedepanvbHo2o 3aKOHA U PACHPOCMPAHAIOWENC Ha
npasoomuoutenuss, goznuxuue ¢ 1 cenmsaops 2010 e.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

3.2. TloaTtBepxkaeHUWE TOCYIAPCTBEHHOM PErUCTpallid JIEKQpCTBEHHBIX MpenapaTtoB A
MEAMIMHCKOTO MPUMEHEHHUS, PEICTaBICHHBIX IJI1 MOATBEPKICHUS TOCYJapCTBEHHOM pEerucTpaluuu 10
IHS BCTyIUIEHUsI B cuiy Hacrosimero ®denepanbHOro 3akoHa, W MOATBEP:KIECHUE TOCYAApCTBEHHOM
perucTpalnyy JIEKapCTBEHHBIX IpenapaToB [UIsl MEIUIIMHCKOTO TPUMEHEHHs, MpEeICTaBICHHBIX Ha
9KCIIEPTHU3Y JIEKAPCTBEHHBIX CPEJCTB 0 JTHS BCTYIUIEHHMS B cuily Hactosmero denepaabHOro 3akoHa B
HENSIX TOCIEAYIOIIEero IMOATBEPKACHUS MX TOCYJapCTBEHHOM perucrpanuy, OCYIIECTBISIOTCS Ha
OCHOBAaHMHU JIOKYMEHTOB M JaHHBIX, MPEICTaBICHHBIX [0 JHS BCTYIUIGHHS B CHUJIY HACTOSIIETO
@enepallbHOTO 3aKOHA, a TaKXKe 3asBICHUS O TMOATBEPKACHUU TOCYIapCTBEHHOW perucTpaiuu
JIEKapCTBEHHOI'0 IIperapara, IpeJCTaBICHHOIO MPOU3BOJUTENIEM JIEKApPCTBEHHBIX IMpenapaToB WU
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTOAIUM DepepanbHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN
dbenepanbHBIE  OpraH HWCMOJHHUTENbHONW Biaactd 10 1 Maprta 2011 roma, 6e3 TpeGoBaHUS YIUIATHI
roCyIapCTBEHHOW MOIUIUHBI, TPEYCMOTPEHHOM 3aKOHOIaTeIbcTBOM Poccuiickorn denepanyii 0 Hajorax
U cOopax.

Hudopmanus 06 usmenenusx: Pedepanrvhvim 3axkonom om 29 nosaopa 2010 2. N 313-DP3 uacme 3.3
cmamou 71 nacmosweco PedepanbHo2o 3aKOHA U3NOHCEHA 8 HOBOU PeoaKyuu, 6CMynaoueli 8 Cuiy co
OHsl 0uUYUAILHO20 ONYOIUKOBAHU HA36aHH020 DPedepanbHo20 3aKOHA U PACNPOCMPAHAIOWeENCcs Ha
npasoomuoutenus:, goznuxuue c¢ 1 cenmaopsa 2010 e.

Cm. mexcm yacmu 6 npeovloywetli pedaKyuu

3.3. IlpunsATHe pemeHuss O BHECEHMHM M3MEHEHHH B JOKYMEHTBI, COJEp)Kalluecss B
PETUCTPAIIIOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIH Mpemapar A MEAMLUHCKOTO
NPUMEHEHUsI W TPEJCTaBICHHbIE MO JHS BCTYIUICHHsS B CHIIy HacTosuiero ®enepaabHOro 3aKkoHa, U
NPUHATHE PELICHUsI O BHECCHUH M3MEHEHUH B IOKYMEHTBI, COAEPIKAIIMECs B PErUCTPALIMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIH Mpenapar A MEAUIMHCKOTO MPUMEHEHHS U TPEACTaBICHHBIC HA
IKCHEPTH3Y JICKApPCTBEHHBIX CPEACTB JIO0 THS BCTYIUIEHUS B Cuily Hacrosmero denepanbHOro 3akoHa,
OCYILIECTBIISIIOTCS. HA OCHOBAaHUHM JOKYMEHTOB U JAHHBIX, MPEICTABICHHBIX IO JHS BCTYIUICHUS B CHITY
Hacrosimero denepanbHOro 3aKoHA, a TaKXKe 3asBICHUS O BHECEHUHM HW3MEHEHHUH B JOKYMEHTHI,
coJepKaliecs B PETUCTPAIMOHHOM JOChe Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIM MNpemapar yis
MEIUIIMHCKOTO TPUMEHEHHsI, TPEICTaBICHHOIO IPOU3BOAUTENIEM JIEKAPCTBEHHBIX MPENapaToB MU
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU C HacTosAmUM DenepaabHbIM 3aKOHOM B YHOJTHOMOYECHHBIH
(denepanbHBIl OpraH HUCHONHUTENBbHOW BiactH 10 1 mapra 2011 roma, ©e3 TpeOoBaHMS YIUIATHI
rOCyJIapCTBEHHOW MOLUIMHBI, ITPELYCMOTPEHHOM 3aKOHO1AaTeNIbcTBOM Poccuiickorn denepannu 0 Hajorax
u coopax.

Nudopmarnus 06 mamenenusx: Pedepanrvuvim zaxkonom om 29 noabpa 2010 2. N 313-D3 uacmo 3.4
cmamou 71 nHacmosiweco PedepaivbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedaKyuu, 6CMynanwel 8 Cuny co
OHA ouyuanbHoco onybnuxkosauus Hazeannozco DedepanvHo2o 3aKOHA U pACHPOCMPAHAIOWENC Ha
npasoomuoutenuss, goznuxuue ¢ 1 cenmsaops 2010 e.
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Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3.4. Bplgaua paspelleHUd Ha NPOBEACHHE KIMHUYECKUX HCCIIEIO0BAaHUI JIEKapCTBEHHBIX
[IpenaparoB Il MEAUIMHCKOIO NMPUMEHEHMS I10 3asBICHUSAM, IOJAHHBIM 10 AHS BCTYIUICHUS B CHUILY
Hacrosuero PeaepanbHOro 3aK0Ha, a TAKXKE IO 3asBJICHUSM, IIOJAHHBIM II0CJIE JHS BCTYIUICHHUS B CHILY
Hacrosuero denepanbHOrO 3aKOHA HA OCHOBAHUU JKCIIEPTHU3, IIPOBEACHHBIX 10 IHS BCTYIUICHHUS B CHUILY
Hacrosero PenepanbHOrO 3aKO0HA, OCYLIECTBIISETCS B COOTBETCTBUM C HacTosmuM PenepanbHbIM
3aKOHOM Ha OCHOBAHUU JIOKYMEHTOB U JJaHHBIX, IIPEICTABIICHHBIX WM MTOJYYEHHBIX 0 AHS BCTYIUICHUS B
cuity Hacrosero denepaabHOro 3aKOHA, a TAKKE€ HA OCHOBAHMM KOIMM IIPEABAPUTEIIBHOIO OrOBOpa
00513aTEILHOTO CTPAXOBAHUS KU3HH, 370POBbS MAIIMEHTOB, YYaCTBYIOIINX B KIMHUYECKOM HCCIIEIOBAHUU
JICKapCTBEHHOTO TIIperapara Ajis MEJUIMHCKOTO TNPHUMEHEHHs, WIM KOINHH JIOTOBOpa 005S3aTebHOTO
CTPaxOBaHMs JKU3HHM, 3I0pOBbi IALMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM  HCCIEAOBAHUU
JIEKapCTBEHHOTO TpenapaTa JUlsi MEJUIIMHCKOTO NPUMEHEHHs, JTUOO0 IMpe/CTaBICHHON KONMHH JI0TOBOpa
00513aTEIFHOTO CTPAXOBAHUS, 3aKJIIOYEHHOTO B COOTBETCTBHM C THUIOBBIMM IpaBHJIAMH 0053aTENBHOTO
CTPaxOBaHMs, C YKA3aHUEM IPEACIBHOM YHUCICHHOCTH IALMEHTOB, YYAaCTBYIOLIUX B KIMHUYECKOM
UCCIICIOBAaHUM JIEKaPCTBEHHOTO Iperapara Juil MEJUIIMHCKOTO MpHUMEHEeHHs, 0e3 TpeOOBaHMS YIUIATHI
rOCyJIapCTBEHHOW MOLUIMHBI, ITPELYCMOTPEHHOM 3aKOHO1AaTeNIbcTBOM Poccuiickorn denepanuu 0 Hajgorax
u coopax.

Hudopmanus 06 usmenenusx: Deodepanvuvim 3axonom om 11 okmabpa 2010 e. N 271-P3 cmamovs 71
Hacmoswezo edepanbHo2o 3aKoHA OONOJHEHA Yacmuio 3.5

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaJIIOTE A0 JHS BCTYIUIEHHUS B CHUJIy HACTOSIIIETO
@DenepalIbHOTO 3aKOHA Mpe/iebHbIE OTIYCKHBIE LIEHbl MHOCTPAHHBIX NMPOU3BOAUTENCH Ha JIEKapCTBEHHBIE
npenaparsl, BKIIOYEHHbIE B MEpEUYCHb JKU3HEHHO HEOOXOIMMBIX M BaXKHEUIIMX JIEKaPCTBEHHBIX
MpenaparoB, MOJIeKaT mepecuery B pyosiau no kypey lLlenTpanbHoro 6anka Poccuiickoit denepannn Ha
naty, ycraHoBieHHyI [IpaBurenbctBoM Poccuiickoit denepanum, 0e3 MpeacTaBICHUs 3asBICHUS O
nepecyeTe IEeHbl C BHECEHHEM COOTBETCTBYIOLIUX M3MEHEHUH B rOCYJapCTBEHHBIM peecTp IMpeneiabHbIX
OTIIYCKHBIX II€H MPOU3BOAMTENECH Ha JIEKApCTBEHHBIE IMpernapaThl, BKIIOUYEHHbIE B MEPEUYCHb KU3HEHHO
HEOOXOUMBIX M BaXKHEHUIITNX JIEKAPCTBEHHBIX MPENapaToB.

HNudopmanus 06 nusmenenusx: Pedepanvrvim saxonom om 11 oxmabpa 2010 2. N 271-DP3 cmamovs 71
Hacmosawezo DedepanbHo2o 3aKoHa 00NOaHeHa Yacmouio 3.6

3.6. 3aperucTpupoBaHHBIE 10 [HS BCTYIUIEHHA B cuily Hactosiuero denepanpHOro 3akoHa
IpElIeIbHbIE OTIHYCKHBIE LIEHBl POCCUHCKMX TNPOM3BOAMTENECH Ha JIEKQpCTBEHHBIE IIpenaparsl,
BKJIIOYCHHBIE B IE€PEYCHb JKU3HEHHO HEOOXOAMMBIX M BAXHEUIIMX JICKApPCTBEHHBIX NPENapaTos,
nojuiexar uHaekcauuu ¢ 1 Hos0ps 2010 roma wucxoas U3 MPOTHOZUPYEMOTO YPOBHS HHMIAMH,

n
ycraHoBieHHOTO DenepaiabHbIM 3akoHOM oT 2 niekadps 2009 roxa N 308-D3 "O denepanbHoM Oromxkere
Ha 2010 rox u Ha manoBsIi nepuoa 2011 u 2012 ronos" Ha 2011 rox.

Hudopmanus o6 usmenenusx: Pedepanvhvim 3akonom om 6 dexabps 2011 2. N 409-D3 ¢ uacmo 3.7
cmamou 71 Hacmosiweeo DedepanbHO20 3AKOHA 6HECEeHbl U3MEHeHUs, GCmynarowue 6 CUiy no
ucmeyenuu mpuoyamu OHell Nnocie OHSA OQUYUATbHO2O ONYOIUKOBAHUS HA38AHHO20 DedepanbHoco
3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3.7. Ilocne 1 mapra 2011 roga He OoMyCKarOTCA MPOU3BOJCTBO U BBO3 B Poccuiickyro denepannio
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKaxX ¢ MAPKUPOBKOM, KOTOpas Obljla HAHECEHA JI0 JTHS BCTYIUICHUS B
cuny Hacrosimero depepanbHOro 3akoHa. [lo MCTEUEeHWM yKa3aHHOTO CpOKa JIaHHBIE JICKAPCTBEHHBIE
npenaparbl MOTYT OTIYCKAThCs, PEATM30BBIBATHCS, ITEPEAaBAThC M IPUMEHATHCS 0 UCTCUCHUS UX CPOKa
TOJHOCTH.

4. Co gHs BCTyIuleHUs B cuiy Hacrosmero denepanpbHoro 3akoHa u nmo 30 ampens 2011 roga
BKJTFOYUTEIIBHO JIOMYCKAETCS MPOBEJCHNE SKCIIEPTHU3BI JICKAPCTBEHHBIX CPEJICTB IKCIIEPTAMHU SKCIIEPTHOTO
VUPEKICHUS 1O TPOXOXKICHUS HWMH aTTeCTalli B TIOPSAIKE, YCTAHOBJIEHHOM YIOJHOMOYCHHBIM
benepalbHBIM OPraHOM HCITOJTHUTEIIBHON BIIACTH.

5. Co gns BeTymuieHust B cuiny Hacrtosimero denepanpHoro 3akoHa u mo 31 mekadbps 2013 roga
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®enepanbhbiii 3akoH o1 12 anpenst 2010 1. N 61-03 "O06 obOparueHun JIeKapcTBEHHBIX CPeACTB" (C U3BMEHEHUAMH U

BKJIIOUMTEJIBHO OCYLIECTBIIAETCS NEPEXOJ K IPOM3BOACTBY JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
IpaBWJIaMU OpPraHU3alliy MPOU3BOACTBA M KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEICTB, YKa3aHHBIMU B
ygactu | crateu 45 Hactosiero denepanbHOro 3aK0Ha, B MOJHOM 00beMe. CpoKH mepexoa Mpou3BoICTBA
JIEKapCTBEHHBIX CPEACTB K MX MPOU3BOJACTBY B COOTBETCTBMU C KOHKPETHBIMU TPEOOBAaHMSIMHM JaHHBIX
IpaBWI, BKJIIOYas CPOKU aTTECTAlMM YIOJHOMOYEHHBIX JIMI, YKA3aHHBIX B 4HacTAXx 6 u 7 cratbu 45
Hacrosuero PenepanbHOro 3aKoHa, ycranasinusaroTcs IIpasurensctBom Poccuiickont @enepannn.

6. JIuueH3un Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbE 10 1 sHBaps 2014 ropa,
neiictByrot nocne 1 guBaps 2014 roga 10 MCTEUEeHHUS CpOKa UX JNEUCTBUS MPHU YCIOBUHM COOTBETCTBUS
JUIIEH3UaTa IMpaBUiaM OpPraHU3alliy IPOU3BOJCTBA M KOHTPOJS KayecTBa JIEKAPCTBEHHBIX CPEACTB,
YKa3aHHBIM B yacTH 1 ctarbu 45 HacTodmero denepanbHOro 3aKoHa.

Hudopmanus o6 usmenenusx: Pedepanrvuvim 3akonom om 29 noabps 2010 e. N 313-DP3 cmamos 71
Hacmosiujeco DedepanbHo20 3aKOHA OONOIHEHA YACMbIO 7, 6CIMYnarwell 8 CUIy co OHi 0QuyUaIbHOZO
onyonuUK08anus Ha3eanHo2o PedepanbHO20 3aKOHA

7. ®dopmupoBaHHE TOCYIAapCTBEHHOI'O 3a/laHHs Ha IMPOBEJEHUE SKCIEPTH3bl JIEKApPCTBEHHBIX
cpelcTB (heaepaabHOMY TOCYIApPCTBEHHOMY OIOJKETHOMY YUYPEKICHHIO IO IMPOBEIEHHUIO0 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB M (PMHAHCOBOE OOECIeueHHE BBIMOIHEHUS 3TOTO 3aJaHHsl OCYIIECTBISIOTCSA B
nopsiike, ycranoBiieHHOM DenepanbHbIM 3aKOHOM OT 12 stuBapst 1996 roga N 7-®3 "O HeKOMMepUeCKUX
Oopranu3anusx’.

I'APAHT: CwM. kommeHTapuu K ctatbe 71 Hactosuiero denepanbHOro 3aKkoHa

IIpesunent Poccuniickoit denepanuu . Mensenes

Mocksa, Kpemib
12 anpens 2010 r.
N 61-03
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