®Oenepanbhblil 3akoH oT 12 ampenst 2010 r. N 61-D3 "O6 obparnieHnn TeKapcTBEHHBIX cpeacTB" (¢
WU3MEHEHHSIMH ¥ JTOTIOJTHCHHUSIMH )

C n3MeHeHHSIMH H JAOIMOJTHCHUSAMM OT:

27 nrons, 11 oxtsa6pst, 29 Hos0ps 2010 1., 6 nexadps 2011 r., 25 urons, 25 nexadps 2012 r., 2 urons, 25 Hos16ps 2013
r., 12 mapTa, 22 okTs0ps, 22 nekadbps 2014 r., 8 mapra, 29 urons, 13 utons, 14, 29 nexadbps 2015 r., 2 uroHs, 3 HrOIsA
2016 r., 29 urons, 28 nexadps 2017 r., 4 utons, 28 HosA0ps, 27 nexadbps 2018 r., 6 uroHsA, 26 urons, 2 aBrycra, 27
nekabps 2019 r., 26 mapra, 1, 3 anpens, 13 urons, 8, 22 nexadps 2020 r., 11 utons, 2 urons 2021 r.

IIpunsar I'ocynapcreennoii lymoii 24 mapra 2010 roga
Onoopen Coserom ®enepanun 31 mapra 2010 roxa
MPUMEYAHUE:

CwMm. KOMMCHTApPHUHU K HACTOSAIICMY CDeI[epaJ'IBHOMy 3daKOHY

T'naBa 1. O01ue moJ10KeHust

Cratss 1. [Ipenmer perynupoBanus HacTosuero denepanbHOro 3akoHa

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv I cmamvu [ Hacmoswezo
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHUsl, CIMYNAIowWUe 6 CULY N0 UCIEeYeHUU mpuoyamu OHell nocie
OH5L 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. Hacrosiuii ®enepanbHbli 3aKOH pPETyJUPYeT OTHOILEHHUS, BO3HUKAIOIIME B CBSI3U C
oOpaiieHueM - pa3paboTKO#, JOKIMHUYECKHMH HCCIEAOBAHUSIMH, KIMHUYECKUMHU HCCIEIOBAaHUSIMU,
SKCIEPTU30M, TOCYIapCTBEHHOW pPErucTpauuend, cO CTaHAAPTH3alMEd W C KOHTPOJEM KaudecTBa,
MIPOU3BOJICTBOM, U3TOTOBIIEHUEM, XpaHEHUEM, ITEPEBO3KOI, BBO30M B Poccuiickyro denepainio, BHIBO30M
n3 Poccuiickoni ®@enepaunu, pekIaMoM, OTHYCKOM, peajnu3alueld, Mepenadei, NPUMEHECHHEM,
YHUUTOXXEHUEM JIEKAPCTBEHHBIX CPENICTB.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3akoHom om 25 uwna 2012 2. N 93-@3 6 uwacmv 2 cmamovu [ Hacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUs

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2.  Hacrosumii  ®enepaibHblii  3aKOH  YCTaHABIMBAET IPHOPUTET  TOCYIAPCTBEHHOIO
perynupoBaHus 0€30I1aCHOCTH, KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB MPU UX 0OpAIlIECHUH.
TIPUMEYAHHE:

CMm. KoMMeHTapuH K cTaThe 1 Hacrosniero @eaepanbHOro 3aKkoHa

Crarbs 2. Cdepa npumeneHus Hactosiero denepanbHOro 3aKoHa
Hactosaumuit @enepalibHblil 3aKOH MPUMEHSIETCS K OTHOLICHHUSIM, BOSHUKAIOLUIUM IIPU OOpalieHUH
JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon @enepanuu.
[IPUMEYAHHUE:

Cwm. KOMMCHTApPHHU K CTAaThC 2 HaCTOAIICTO d)e;[epaJILHoro 3aKOHa

CraTbs 3. 3aK0OHOJATENHCTBO 00 OOpAIIeHUH JIEKAPCTBEHHBIX CPENICTB

1. 3akoHomaTtenbcTBO 00 OOpalIeHWH JEKAPCTBEHHBIX CPEJICTB COCTOUT W3 HACTOSIIETO
CDez[epaanoro 3aKOHa, ):[pyrI/Ix Q)e;[epaanHx 3aKOHOB H HWHBIX HOpMaTI/IBHBIX HpaBOBbIX aAKTOB
Poccuiickoit deneparnum.

Wndopmarus 06 H3MEHEHHSX:



Deoepanvrvim 3axonom om 29 urons 2015 2. N 160-DP3 cmamwvs 3 nacmosweco PedepaibHo2o 3aKoHA
oonoanena yacmoio 1.1

1.1. 3akoHoaarenscTBO 00 OOpALIEHUH JEKAPCTBEHHBIX CPEJCTB B OTHOIICHUU FOPUIUYECKUX JIUIL
U UHAUBUAYAIbHBIX  [PEANPUHUMATENCH, OCYUIECTBISIOMIUX  JCSITEIIbHOCTh HAa  TEPPUTOPUH
MEXIYHApOJAHOIO MEIULMHCKOrO KjacTepa, MPUMEHSIeTCS C YYeTOM OCOOEHHOCTEH, yCTaHOBJICHHBIX
OenepanbHbiM  3aKOHOM "O  MEXIYHApOJHOM MEIUIIMHCKOM KJIAacTepe M BHECEHWUM H3MEHEHUU B
OT/ACJbHBIE 3aKOHOAaTeNbHbIE akThl Poccuiickoit denepanun’.

2. [eiictBue Hacrosimero ®emepanbHOTO 3aKOHA  PACIPOCTpAHSICTCS Ha  OOpaieHue
HAapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB M ICUXOTPONHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM
O0COOCHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJATeNbcTBOM Poccuiickoii ®exepanuu 0 HApKOTHUYECKUX
CPEICTBaX, ICUXOTPOITHBIX BEHIECTBAX U 00 UX MpPeKypcopax.

3. JedictBue Hactosimero @eaepalbHOrO 3aKOHA  PaCIpOCTpaHsieTCss Ha  oOpalleHue
panrodapMalleBTUUECKUX  JICKAPCTBEHHBIX CPEACTB C Y4eTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoAaTenbcTBOM Poccuiickoit denepannu B o01actu odecriedeHus paaAuallioHHOW O€30acHOCTH.

4. Ecu MexayHapoJHbIM J0roBopoM Pocculickoin @enepanini yCTaHOBIICHBI HHBIE TIPABUIIA, YEM
T€, KOTOpble TMpeaycMoTpeHbl HactosumM dDenepaabHbIM 3aKOHOM, [PUMEHSIOTCA IpaBHiIa
MEXIYHAPOJAHOTO JI0rOBOpA.

Undopmaris 06 n3MEHEHUAX:
Cmamws 3 donoanena uacmoio 4.1 ¢ 8 oexaopsa 2020 2. - @edepanvhsiii 3akon om 8 oexabpsa 2020 2. N
429-d3

4.1. PemeHuss MEXrocydapCTBEHHBIX OPIraHOB, MPUHATbIE HA OCHOBAHMM  IOJIOKEHUHN
MEXIYHApOAHBIX J0roBopoB Poccuiickoin ®enepanuu B UX UCTOJKOBaHUM, IIPOTHBOpEYAILEM
Koucturynuu Poccuiickoit ®enepanuu, He nojiexar ucrnoinHeHuto B Poccuiickoit @enepaunn. Takoe
MPOTUBOPEYHE MOXKET OBITh YCTAHOBIJICHO B TMOPSAKE, OMpPEACIEHHOM (eaepaabHbIM KOHCTUTYIITMOHHBIM
3aKOHOM.

5. B Poccniickoit denepanun B COOTBETCTBUU C MEXIYHAapOJIHBIMU JoroBopamu Poccuiickoit
Qenepanii 1 (WIM) HAa OCHOBE TMPHUHIIMIIA B3aMMHOCTH TPU3HAIOTCS PE3YNIbTAaThl KIMHUYECKUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB JUIsl MEAMIMHCKOIO IPUMEHEHMs, IPOBEACHHBIX 3a
npenenaMu reppuropun Poccuiickon @enepauum.

MPUMEYAHHUE:

Cwm. KOMMCHTApHHU K CTAThC 3 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Cratbs 4. OcHOBHBIE IOHATHS, UCTIOJIb3yeMble B HacTosieM deepaabHOM 3aKOHE

Jlna nenent Hacrosiero denepalbHOTO 3aKOHA MCIIONb3YIOTCS CIEAYIOLUINE OCHOBHBIE TIOHATHS:

1) nekapcTBeHHbIe CpeACTBAa - BEUIECTBA WJIM MX KOMOWHAIlMM, BCTYMAMOIIME B KOHTAaKT C
OpraHM3MOM YE€JIOBEKa WM >KMBOTHOIO, IMPOHHUKAIOLUIME B OpraHbl, TKAaHM OpPraHM3Ma YEJIOBEKa WIH
KUBOTHOTO, IMpHUMEHseMble JUIsi NPO(UIAKTUKH, TUATHOCTHKU (32 MCKJIIOYEHHEM BEIEeCTB WU HX
KOMOUWHAIMH, HE KOHTaKTHPYIOUIUX C OPraHU3MOM 4YeJlOBeKa WJIM JKMBOTHOIO), JIEUEHHUs 3a00JeBaHus,
peabunuTaiuu, s COXpaHEHHUs, MPEJOTBPAIICHUs WIM MpephiBaHUs OEpPEeMEHHOCTH U MOJy4YeHHbIE W3
KpOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAaHEW OpraHU3Ma 4YeIOBEKa WM KUBOTHOI'O, PACTEHHUM, MUHEPAIOB
METOJJaMH CHHTE3a WU C MPUMEHEHHEM OHOJOTMYecKHX TexHosoruil. K jexapcTBeHHBIM cpeicTBam
OTHOCATCS (hapMalleBTUYECKHE CyOCTaHIIMU U JIEKapCTBEHHBIE MIPENapaThl;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 nynkm 2 cmamovu 4 nacmosweco
DeodepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu
2) ¢papmaneBTHYeCKAasi CYOCTAHIMA - JICKAPCTBEHHOE CPEICTBO B BUJE OJJHOTO HMIIM HECKOJIBKUX
obnanaromux (papMakoIOTHUECKON aKTUBHOCTBIO JICUCTBYIOMIMX BEIIECTB BHE 3aBHCHUMOCTH OT MPHUPOJIBI
MPOMCXOXKICHUS, KOTOPOE MpeIHa3HAUCHO ISl TPOM3BOJICTBA, H3TOTOBJICHUS JIGKAPCTBEHHBIX MPENapaToB



u onpenenseT ux 3pPeKTUBHOCTS;

3) BcnoMmorarejibHbIe BelIeCTBA - BCIIECTBA HEOPTaHMYECKOTO WM OPraHu4ecKoro
IPOMCXOXKICHHUS, UCIIOJIb3YEeMbIC B IMPOIIECCE MPOU3BOJICTBA, U3TOTOBJICHHS JICKAPCTBEHHBIX IPEIapaToB
JUTSI IPUAAHUAS UM HEOOXOUMBIX (PU3UKO-XUMHUYECKUX CBOWCTB;

4) JexkapcTBeHHbIe TpemnapaTbl - JICKAPCTBCHHBIC CPEACTBA B BHJIC JICKAPCTBEHHBIX (POPM,
OpPUMEHSEMbIE Ui NPO(PWIAKTUKH, JUArHOCTUKU, JICYCHUsS 3a00JeBaHMs, peaObWIuTaIum, IS
COXPaHCHHS, IPEIOTBPAIIICHHS WU TIPEPhIBAHUS OCPEMEHHOCTH;

5) nekapcTBeHHas (popma - COCTOSTHUE JIGKAPCTBEHHOTO Mpemnapara, COOTBETCTBYIOIIEE criocobam
€ro BBEJICHUS U IPUMEHEHUS U 00ECIIEYMBAIOIIEE TOCTIKECHIUE HE00X0IMMOTro JiedeOHOoro 3 dekra;

Wndopmarius 06 H3MEHEHUX:

Deoepanvrovim 3axkonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmoswezo DedepanvHozo
3aKoHa oonoanena nynkmom 5.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.

5.1) mo3UpoOBKa - COJCp)KAHHE OJHOTO WM HECKOJIbKHX JICHCTBYIOIIMX BEINECTB B
KOJIMYECTBEHHOM BBIPQXCHUM HA CIWHUILY J03bl, WJIU CIUHUILy O0BheMa, WJIH EIAWHHIY MAacChl B
COOTBETCTBUH C JICKAPCTBEHHOHN (HOpMOii JINOO ISl HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX (DOPM KOJIMUYECTBO
BBICBOOOKIaEMOT0 U3 JISKAPCTBECHHON ()OPMBI ICHCTBYIOIIETO BENIECTBA 3 CIMHUILY BPEMEHH;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 6 uzmenen c 13 urons 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

Cm. npeodvloywyro peoakyuio
6) mepedeHb JKM3HEHHO HEOOXOAMMBIX M Ba)KHEHIIHX JIEKAPCTBEHHBIX MNpenapaTroB -
yrBepxkaaeMmsli IIpaButensctBom Poccuniickoit Penepanyu nepeyeHsb JICKapCTBEHHBIX IPENapaToB Ul
MEAMIIMHCKOTO MPUMEHEHHsI, 00€CIIeUNBAIONINX TPUOPUTETHBIE MOTPEOHOCTH 3PAaBOOXPAHEHHS B LIEAX
npo(UIaKTUKK U JieueHus: 3a00JIeBaHU, B TOM 4HUCIE NMpeolialaloluX B CTPYKType 3a00J€BaeMOCTH B
Poccuiickoit denepanuu;

Wndhopmarrust 06 n3MEHEHUSX:

DedepanvHuim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 4 nacmosawezo DedepanbHo2o
3aKoHa dononena nynkmom 6.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.
6.1) oppaHHbIe JIeKapCcTBeHHbIE NMpenaparbl - JIEKAPCTBEHHbIE Mpenaparthl, NpeJAHa3HaueHHbIe
UCKJTFOUUTENIFHO JUI JUArHOCTHKU WM TATOT€HETHYECKOro JIeYeHHs (JICYCHHUs, HANpaBJIEHHOTO Ha
MEXaHU3M pa3BUTHS 3a0051eBaHMs) peKuX (OpdaHHbIX) 3a00JI€BaHMIA;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvnvim 3axkonom om 22 odexabpa 2014 2. N 429-D3 cmamvs 4 nacmosawezo PedepanbHozo
3aKoHa dononxeHa nyHkmom 6.2, ecmynarowum 6 cuny ¢ 1 urona 2015 a.

6.2) Omosrornyeckme JeKapcTBeHHbIE MpenapaTthl - JEKapCTBEHHbIE Mpenaparkl, JeiCTByoIIEe
BEIIECTBO KOTOPBIX MPOHM3BEACHO WM BBIIEICHO M3 OHOJIOrMYECKOrOo HMCTOYHMKA M JJISl OINpeJlesIeHUs
CBOICTB M KauecTBa KOTOPBIX HEOOXOAMMAa KOMOMHAIINS OUOIOTrHYECKUX U (PU3UKO-XUMUYECKUX METO/I0B.
K OuonormueckuM JeKapCTBEHHBIM IpenapaTaM OTHOCATCS HWMMYHOOHOJOTHUYECKHE JIEKAPCTBEHHBIE
npemnaparsl, JeKapCTBEHHbIE MpenapaThl, MOJyYeHHbIE U3 KPOBH, IJIa3Mbl KPOBH YEJIOBEKA M YKUBOTHBIX
(3@  HMCKJIIOYEHMEM  LEeNbHOM  KpoBH),  OHMOTEXHOJIOTMUYECKHWE  JIEKapCTBEHHbIE  Iperaparsl,
reHOTEepaneBTUYECKUE JIEKapCTBEHHbIE NpEenapaThl;

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3akoHom om 22 Oexabpsa 2014 2. N 429-@3 nynkm 7 cmamovu 4 Hacmosue2o
DedepanbHo20 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynaroujeti 8 cuny ¢ 1 uronsa 2015 a.

Cm. mexem nynkma 6 npeduvloyuel peoaKyuu
7) MMMYHOOMOJIOTHYECKHE JIEeKAPCTBEHHbIE TMpemaparbl - JIEKApCTBEHHBIE IPEraparsbl,
npeHa3HAYCHHbIC JUISI ()OPMHUPOBAHUS AKTUBHOTO HWIJIM TMMACCHBHOIO HUMMYHHTETa JIMOO TUATHOCTHUKU
HAJIMYUST ~ MMMYHHTETa WM~ JHArHOCTUKK  CIECHU(PHUYECKOr0  MPUOOPETCHHOTO  W3MCHEHHS
UMMYHOJIOTHUECKOTO ~ OTBETa Ha  ajUleprusupymomue  BemecTBa. K MMMyHOOHMOJOTHYECKUM



JEKapCTBEHHBIM  IIpemaparaM  OTHOCATCS ~ BaKLUMHBI,  AHATOKCUHBI,  TOKCHUHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUIEPTeHBbI;

Wndopmarus 06 H3MEHEHHSIX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 4 nacmoswezo DedepanbHoco
3aKoHa oonoanera nynkmom 7.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.

7.1) OuHOTeXHOJOrHYecKHe JIeKAPCTBEHHbIEe Mpemaparbl - JICKAPCTBEHHbIC IIpenaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYLIECTBIIAETCS C UCIOJIb30BAHUEM OMOTEXHOJOTHYECKHX MTPOLIECCOB U METOOB
(8 Tom uncine JHK-pekoMOMHAHTHOW TEXHOJOTHUU, TEXHOJOTUHM KOHTPOJIUPYEMOM 3KCIPECCHUU TEHOB,
KOAUPYIOMIUX OMOJOTMYECKH aKTUBHbIE OCNKM B IMPOKApUOTaX M IYKAPHUOTaxX, BKIIOYAs H3MEHEHHBIE
KJIETKY MJICKOITUTAIOIINX ), THOPUIOMHOTO METOJIa K METO0/1a MOHOKJIOHAJILHBIX aHTHUTET;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrovim 3axkonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3aKoHa 0ononxena nyHkmom 7.2, ecmynarowum 6 cuny ¢ 1 utona 2015 a.

7.2) reHoTepaneBTHYECKHE JIeKAPCTBEHHbIE IpenapaTrbl - JICKapCTBEHHBIE IIpemnaparsl,
dapmaiieBTUUYECKass CYOCTaHIIMSI KOTOPBIX SIBISIETCS PEKOMOMHAHTHOW HYKJIECMHOBOW KHCIOTOW WU
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIOTY, ITO3BOJISIIOIIYIO  OCYIIECTBISATH
peryivpoBaHue, perapaluio, 3aMeHy, 100aBJIeHrne WIN yaleHHe TeHETUYECKOM MOCIe10BaTEIbHOCTH;

8) HapKOTH4YeCKHMe JIeKAPCTBEHHbIe CpeACTBAa - JIGKAPCTBEHHBIE  IIpemaparbl |
dapmalieBTUYECKHE CYOCTaHIIMM, COJEpKalllie HApKOTHUYECKHUE CPEICTBAa M BKIIOUYEHHbIE B llepedyeHb
HApKOTHUYECKUX CPEJCTB, TCUXOTPOMHBIX BEIIECTB M HX MPEKYpCOPOB, MOMJIEKAIIMX KOHTPOJIO B
Poccuiickoit  ®denepanriu, B COOTBETCTBUM C 3aKOHOJATeIbCTBOM  Poccuiickoit  dexpeparuu,
MEXAYHApOAHBIMA JoroBopamu Pocculickorn ®enepanuu, B TOM uuciae EQuHONM KOHBEHLIHMEW O
HapKOTHYeCKHX cpenactBax 1961 rona;

9) ncuxoTponHbIe JIeKAPCTBEHHbIE CPEICTBA - JIEKAPCTBEHHBIC MTpenapaTsl U (hapMalieBTHIeCKIe
CyOCTaHIIMM, cojAep)Kallue TCHUXOTPOMHBIE BEIIeCTBA W BKIIOUEHHBIE B llepedeHh HAPKOTHUECKHX
CPEICTB, TICUXOTPONHBIX BEMIECTB W HMX TMPEKypCOpOB, TMOJISKAMMUX KOHTpoito B Poccuiickoit
®denepanny, B COOTBETCTBUM C 3aKOHOJAaTenbCcTBOM Poccuiickoit ®enepanuu, MexayHapOAHBIMU
noroBopamu Poccuiickoit @enepanun, B ToM yrcie KonBeHiuen o mCUXoTponHbIX BemiectBax 1971 rona;

10) paanodapmaneBTHYECKHE JIEKAPCTBEHHBIE CPEICTBA - IEKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
cojiepaT B TOTOBOW JJisi MCHOJB30BaHUS (DOpME OJUH PATUOHYKIHMJ WM HECKOJIBKO PaJMOHYKIUIOB
(paznoaKTUBHBIX U30TOIOB);

Wndhopmarrust 06 n3MEHEHUSX:

Cmamos 4 oononnena nynkmom 10.1 ¢ 1 mapma 2020 2. - @edepanvviii 3akon om 27 dexabpa 2019 a.
N 475-D3
10.1) opurMHaIbHBIA JEKAPCTBEHHBIH Ipenapar - JIEKAPCTBEHHBIM Ipenapar ¢ HOBBIM
JICHCTBYIOIIMM BELIECTBOM, KOTOPBIM MEPBBIM 3aperucrpupoBaH B Poccuiickoin ®enepanun win B
MHOCTPaHHBIX IOCY/apCTBaX HA OCHOBAaHUM PE3YJITATOB JOKIMHUUYECKUX UCCIIEI0BAHUM JIEKAPCTBEHHBIX
CPEICTB M KIMHUYECKUX HCCIIEJOBAaHUM JIEKapCTBEHHBIX IPENapaToB, MOATBEPKIAIONIMX €ro KauecTBo,
3¢ heKTUBHOCTH U 6€30MTaCHOCTS;

Wudopmanust 06 U3MEHEHUIX:
Ilynkm 11 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axkon om 27 dexabpsa 2019 2. N 475-D3

Cm. npedvloywyro pedakyuio

11) pedepeHTHBIN JIeKapCTBeHHBIH MNpenapar - JEKapCTBEHHBIN IpenapaTr, KOTOPBIH
UCIIONIB3YETCSl JJIi OLEHKH OMO3KBUBAJICHTHOCTH WJIM TEParneBTHUECKON HSKBUBAJIEHTHOCTH, KadyecTBa,
3 PexTUBHOCTH M OE30MaCHOCTH BOCIPOU3BEAECHHOTO JIEKAPCTBEHHOTO MperapaTa Wiu O0H0aHaJIOrOBOTO
(buomo00HOT0) NIeKapCTBEHHOTO mpenapara (Ouoananora). B kagectBe pedepeHTHOro JIeKapCTBEHHOTO
npenapara s MEIUIMHCKOTO NPUMEHEHHsI UCIHOJIb3YEeTCS OPUTMHAIBHBIM JIEKAPCTBEHHBINM Ipenapar
1100, €CIM OPUTHHAIBHBIN JICKAPCTBEHHBIN Tpenapar He 3aperucTPUPOBaH MU HE HaXOAUTCS B 000poTe
B Poccuiickoit denepanuu u HE HAXOIUTCSA B 000pOTE€ B MHOCTPAHHBIX TOCY/IapCTBAX, BOCIIPOU3BEICHHBII



JIEKapCTBEHHBIN Tpenapar Wik OMoaHaJIOroBbld (OMOMO00HBIN) JIEKapCTBEHHBIN mpernapaT (OuoaHasor),
KOTOpPBIA TMEpBBIM 3apErMCTPUPOBAH M3 yHUCIa Haxondmuxcs B obopore B Poccuiickoit deneparuu,
OMOSKBUBAJIEHTHOCTh HMJIM  TEpameBTUYECKas HSKBUBAJIEHTHOCTb, KadyecTBO, J(P(EKTUBHOCTh W
0€30MacHOCTh KOTOPOTO OLIEHUBAIKCH [0 OTHONICHUIO K OPUTHHAILHOMY JICKAPCTBEHHOMY TIpernapary, a
TaKkKe KauecTBO, d3(PPEKTUBHOCTL M 0E30MACHOCTh KOTOPOTO MOJATBEPKIAIOTCS —pe3yJibTaTaMu
dbapMakoHaa30pa U MPOBEPOK COOTBETCTBHSI JIEKAPCTBEHHBIX CPEICTB, HAXOISANIMXCS B TPAXKITAHCKOM
000poTe, YCTaHOBJICHHBIM TPeOOBaHHSIM K UX KauecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npernapara JUisi BETepUHAPHOTO IPUMEHEHHUS UCIIONIb3YETCS JIGKAPCTBEHHBIN Mpernapart i BETEPUHAPHOTO
NPUMEHEHHUs, 3aperucTpupoBaHHbli B  Poccuiickoit @exepanui Ha OCHOBaHMHM  PeE3yJIbTaTOB
JOKJIMHUYECKUX HCCIIEIOBAHUHN JICKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX HCCIICIOBAHHN JIEKAPCTBEHHBIX
[penapaToB, MOATBEPXKIAIOLINX €ro KauyecTBO, 3P(HEKTUBHOCTh U 0€30IaCHOCTH;

Wndopmarius 06 M3MEHEHHSX:

Ilynkm 12 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexkabpa 2019 2. N 475-D3

Cwm. npedvioyuyio pedakyuio

12) Bocnmpou3BeleHHBbIN JIeKAPCTBEHHBIH Mpemapar - JIEKapCTBEHHBbIM mpemapar Jyis
MEIUIUHCKOTO TPUMEHEHUs, KOTOpBbI MMEeT SKBHUBAJEHTHBIH pepepeHTHOMY JIEKAPCTBEHHOMY
Ipenapary KadeCTBEHHBIM COCTAB M KOJIMYECTBEHHBIN COCTaB JCUCTBYIOIIMX BELIECTB B YKBUBAJICHTHOU
JeKapCcTBEHHOI ¢opme, TUOO JIEKapCTBEHHBIM MNpemapar s BETepUHAPHOIO IMPUMEHEHUs, KOTOPBIH
UMEeT Takue Ke, YTo U pedepeHTHBIH JEeKapCTBEHHBIM Iperapar, KadeCTBEHHBIH COCTaB U
KOJINYECTBEHHBI  COCTaB  JEMCTBYIOIIMX  BEIIECTB B  TaKOM e  JIGKApCTBEHHOW  Qopme,
OMOPKBUBAJIEHTHOCTh ~ WJIM  TEpaleBTUYECKass SKBUBAJEHTHOCTb  KOTOPBIX  COOTBETCTBYIOILEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipenapary MOATBEPKIeHa COOTBETCTBYIOIUMH UCCIIE0BaHUSIMY;

Undopmaris 06 n3MEHEHUAX:

Ilynkm 12.1 usmenen ¢ 1 mapma 2020 2. - @edepanvhwviii 3axon om 27 dexabpsa 2019 . N 475-D3

Cwm. npedvioywyio pedaxyuio
12.1) TepanmeBTHYecKasi 3KBMBAJEHTHOCTb JIEKAPCTBEHHBIX MpeNnapaTroB - JOCTH)KEHHE
KJIMHUYECKH COIMOCTaBUMBIX TepaneBTHUecKoro 3 dexra u nokaszateneil 3¢p(HeKTUBHOCTH U OE30MACHOCTU
OpY TNPUMEHEHHWU JIEKAPCTBEHHBIX MpenapaTroB A MEIUIMHCKOIO NPUMEHEHUs, HMEIONIMX OHO
MEXIyHApOJHOE HEMaTeHTOBaHHOE (WM XHWMHYECKOe, WM TpPYNIHPOBOYHOE) HAWUMEHOBAaHUE, B
9KBHUBAJEHTHBIX JIO3UPOBKAX IO OJHMM U TEeM >K€ IOKa3aHUAM K MPUMEHEHHMIO U IMpPHU OJAWHAKOBOM
criocoOe BBE/IEHUs Y OHOM U TOM )K€ IpyMNIbl OOIbHBIX;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvnvim 3axkonom om 22 odexabpa 2014 2. N 429-D3 cmamvs 4 nacmoswezo PedepanvHozo
3axona donoanena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

12.2) OuoanayioroBblii (0MOMOMOOHBIN) JieKAPCTBEHHBI mnpenapar (0uMoaHajor) -
OMOJNIOTMYEeCKUI JIEKapCTBEHHBIM Npenapar, CXOXKHUHA IO mapameTrpaMm KayecTBa, H(PQPEKTUBHOCTH U
6e30MacHOCTH C peepeHTHBIM OHMOJIOTUYECKUM JIEKAPCTBEHHBIM MIPENapaToM B TaKOi ke JIeKapCTBEHHOM
dbopMe 1 UMEIOLINI HIASCHTUYHBIH crloco0 BBEACHUS;

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 4 nacmosawezo DedepanbHoco
3aKoHa oonoanena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3amMo3aMeHsieMbIil JIEKADCTBEHHBbIN T@penapar - JIEKapCTBEHHBIM Mpenapar c
JIOKa3aHHOW  TEPaNeBTUYCCKOW HDKBHBAJCHTHOCTHIO WM OHOIKBHBAJICHTHOCTHIO B  OTHOIICHUU
pedepeHTHOTO JIEKApCTBEHHOTO TMperapara, WMEIIINK SKBHBAJIICGHTHBIE €My KayeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBIA COCTaB JICHCTBYIOIINX BEIIECTB, COCTAB BCIIOMOTATEIBHBIX BEIIECTB, JICKAPCTBEHHYIO
dbopMy U criocod BBEACHHS,

Wndopmarus 06 H3MEHEHHSIX:

Cmamws 4 oononnena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dexabps 2019 e.



N 475-D3

12.4) OHMO’KBHBAJEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - JOCTHKEHUE COMOCTAaBUMBIX
MoKa3aTeJIel CKOPOCTH BCAChIBaHUS, CTETICHU TOCTYIUICHUS K MECTY JCHCTBUS M CKOPOCTH BBIBEICHUS
OJIHOTO WJIM HECKOJIbKHX O0Jagarommx (hapMakoIOrHuecKOi aKTHBHOCTBIO JIEHCTBYIONIMX BEIIECTB MPHU
MPUMEHEHUN JICKAPCTBEHHBIX TMpENapaToB JJIi MEIUIIMHCKOTO TMPUMEHEHHS, WMEIONIUX OIHO
MEXIYHAPOJAHOE HEMAaTeHTOBaHHOE (WIM XWMHUYECKOe, WIM TPYNIHUPOBOYHOE) HAMMEHOBAaHHE, B
SKBUBAJICHTHBIX JIO3UPOBKAX M MPU OAMHAKOBOM CIIOCOOE BBEICHUS,

13) nexkapcTBeHHOE PACTUTEIbHOE ChIPhe - CBEXKUE WIH BBICYIIEHHBIC PACTCHHS JINOO WX YaCTH,
WCIIOJIB3YeMbI€ JIJI1 TPOM3BOJICTBA JICKAPCTBEHHBIX CPEJCTB OPTaHHM3alUSAMH - IPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEJACTB WJIM M3TOTOBJICHUS JIEKAPCTBEHHBIX IMPENapaToB anTEYHBIMU OpPraHU3aALUSIMHU,
BETCPUHAPHBIMHM AaNTCYHBIMHA OPTraHU3AIUSAMU, WHIUBUIYAIbHBIMUA MPEAIPUHUMATEISIMU, HUMEIOIUMU
JUICH3UIO Ha (apMalleBTUYECKYIO IeATEITHbHOCTE;

14) nexapcTBeHHBIH pacTHTEJbHBIH NMpenapart - JEKapCTBEHHBIN Iperapar, MpOu3BeICHHBIN
WM W3TOTOBJICHHBIM W3 OJIHOTO BHUA JIEKAPCTBEHHOI'O PACTUTEIBHOTO CHIPhSl HIJIM HECKOJIBKUX BHJIOB
TaKOT'0 CHIPBS M pean3yeMblil B pac)acOBaHHOM BHUJIE BO BTOPUYHON (TOTPEOUTEIbCKOI) YyIIaKOBKE;

Undopmaris 06 n3MEHEHUAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 nynkm 15 cmamwvu 4 nacmosiwe2o
DedepanbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaiowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
15) romeonaTnyeckuii JJeKapCcTBeHHbIH Npenapar - JeKapCTBEHHbIH Npenapar, Ipou3BeACHHbIN
WIM M3TOTOBJIIEHHBI U3 (apMaleBTUYECKON cyOcTaHIMM Wik (apMaleBTUUECKUX CYOCTaHLIMNA B
COOTBETCTBUM C TpeOOBaHUAMH OOIIMX (apMakONEeWHBIX CTaTell K rOMEONAaTUYECKUM JICKapCTBEHHBIM
npernapartaM WM B COOTBETCTBUM C TpeOOBaHUSAMHU (papMakomeu CTpaHbl IMPOU3BOAUTENS TAKOTO
JIEKapCTBEHHOT O Npenapara;

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3akoHom om 22 oexabpsa 2014 2. N 429-@3 ¢ nynkm 16 cmamvu 4 nacmosiue2o
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxKyuu
16) MekayHapogHOe HeNATEHTOBAHHOe HAMMEHOBAHHE JIEKAPCTBEHHOIO CpeacTBa -
HalIMEHOBaHME JICMCTBYIOIEro BemiecTBa  (hapmaneBTHUECKON  CyOCTaHIMM, PEKOMEHOBaHHOE
BcemupHo opranusanuei 31paBoOOXpaHEHUs;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvnvim 3akonom om 22 oexaopsa 2014 e. N 429-D3 6 nynkm 17 cmamvu 4 nacmoswezo
DeodepanvbHo20 3aKOHA 6HeceHbl U3MeHeHUs, ecmynatowue 6 cury ¢ 1 uonsa 2015 e.

Cm. mexem nynkma 6 npeduvloyuel peoaKyuu
17) ToproBoe HaMMeHOBAHHE JIEKAPCTBEHHOI0 CPEACTBA - HAUMEHOBAaHHE JICKAPCTBEHHOTO
CpeICTBa, TPHUCBOCHHOE €ro pa3padOTYMKOM, JepXKaTejleM WIH BIIAJCNbIEM PErUCTPAI[HOHHOTO
yIOCTOBEPEHHsI JICKAPCTBEHHOTO pernapara;

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3axona dononnena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

17.1) rpynnupoBoYHOe HaMMEHOBAHHME JIEKAPCTBEHHOI0 Mpenapara - HauMEHOBaHUE
JICKapCTBEHHOTO Tpemnapara, He MMEIOIIEr0 MEXIYHAPOJHOTO HEMaTeHTOBAHHOTO HAMMEHOBAHUS, HIIU
KOMOWHAIMH JIEKaPCTBEHHBIX IMPENapaToB, HCIOIb3YeMOE B IEISIX OOBEAMHEHHS WX B TPYIIY TOJ
€/IMHBIM HAaMEHOBAHUEM MCXO/ISl U3 OIMHAKOBOTO COCTABA JACHCTBYIOIIUX BEIIECTB;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 6 nynkm 18 cmamvu 4 nacmosweco
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.



Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu

18) oO0mas d¢apmakoneiiHass CcTaTbsl - JOKYMEHT, YTBEPXICHHBI YIIOJIHOMOYEHHBIM
(benepanbHbIM OpPraHOM MCIIOJHHUTEIBHON BIACTH M COJEpKallMi IMepeyeHb IoKa3aTelell KadecTBa U
(M) METOJIOB KOHTPOJISI Ka4eCTBa KOHKPETHON JICKApCTBEHHOH ()OPMBI, TEKAPCTBEHHOTO PACTUTEIHHOTO
CBIpPbs, ONMCAHUS OHOJOIMYECKHX, OHOXUMHUYECKUX, MHKPOOHMOJIOTUUECKUX, (PU3UKO-XUMUYECKUX,
($U3nUeCKUX, XUMUYECKUX U APYTHX METOJOB aHaIN3a JEKApPCTBEHHOTO CPECTBA, a TAKXKEe TPeOOBaHMS K
UCNOJBb3YyEeMbIM B LEISAX HPOBEAEHUS [@HHOI'O aHalM3a pEeakTHBaM, TUTPOBAHHBIM pacTBOpPaM,
UH/IMKaTOpaM;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 nynkm 19 cmamvu 4 nacmosweco
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npeovloyujelt peoaKyuu
19) ¢apmakoneiinas craTbsl - JOKYMEHT, YTBEP)KIACHHBIH YHNOJHOMOYEHHBIM (ereparbHbIM
OpPraHOM MCIIOJIHUTEILHOM BJIACTU U COJEprKalluii epeyeHb MoKa3aresneil KauecTBa U METOJI0B KOHTPOJIS
Ka4yeCTBa JICKAPCTBEHHOTO CPEJCTBA;

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axkonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3axona oononnena nynkmom 19.1, ecmynarowum 6 cuny c 1 urons 2015 2.

19.1) crangapTHble 00pa3ubl - BELIECTBA, IOCPEACTBOM CPABHEHHS C KOTOPBIMHU OCYILECTBIIACTCS
KOHTPOJIb KauecTBa HCCIEAYEMbIX JIEKapCTBEHHBIX CpPEACTB C IOMOUIbIO (PU3MKO-XMMHUYECKHX H
OMOJIOTHYECKUX METOJOB B LIEJSIX MOATBEPKIECHUS COOTBETCTBHS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
HOPMAaTUBHOM JIOKYMEHTAllUM, YCTAaHOBJIEHHBIM IIPH OCYLIECTBICHUM T'OCYAAPCTBEHHOM pErucTpanuu, u
KOTOpbIE TPUMEHSIOTCS Ui KaTUOpPOBKH CTaHAAPTHHIX OOpa3loOB MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPE/CTB, HCIOJNb3YEMBIX JUIsI KOHTpPOJS KadecTBa M MHBIX IeJed Npu oOpalleHHH JeKapCTBEHHBIX
CPEICTB;

Wndopmarys 06 H3MEHEHHSAX:
Deodepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3axona donoanena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

19.2) ¢dapmakoneiinblii cTaHAApTHBIH o0pa3en - CTaHAAPTHBIA 00Opazel, NPOU3BEJIEHHBIH B
COOTBETCTBUM ¢ (hapMaKOIEeHHOM cTaTbel;

20) HopMaTMBHAsi JOKYMEHTAIUsl - JTOKYMEHT, COJCpKAIIMA IEepEeYeHb ONPEACISIeMbIX IO
pe3ysibTaTaM COOTBETCTBYIOLIMX OKCIEPTU3 IOKa3aTeNeil KadyecTBa JIEKAPCTBEHHOIO CpeAcTBa IJis
MEIUIIUHCKOTO IPUMEHEHHSI, METOJIOB KOHTPOJISI €T0 Ka4eCTBa U YCTAHOBJICHHBIN €T0 MPOU3BOIUTEIIEM;

21) HOpPMATHBHBIH [OKYMEHT - JOKYMEHT, COJIepXKalluii MepedeHb OIpeJesseMbIX IO
pe3ysbTaTaM COOTBETCTBYIOIIMX IKCHEPTU3 MOKa3areseil kauecTBa U (WJIM) METOJ0B KOHTPOJI KauecTBa
JeKapCcTBEeHHON  (opMbl, OMHMCaHUS  OHOJOTMYECKHX, OHOXMMHUYECKHUX, MHKPOOHOIOTHYECKHUX,
(U3UKO-XMIMHUYECKHUX, PU3NIECKUX, XUMUIECKAX U JPYTUX METOAOB aHAJIN3a JIEKAPCTBEHHBIX CPENICTB JIJIS
BETEpUHAPHOIO TNPUMEHEHHs, TpeOOBaHMS K HCIONb3yeMbIM B LEJISAX IMPOBEACHUS TAHHOTO aHalu3a
peakTHBaM, TATPOBAHHBIM PAaCTBOPaM, HHINKATOPAM W YCTAHOBJICHHBIN €T0 MPOU3BOIUTEIIEM;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3axonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3axoHa oonoanena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

21.1) o0mumii TeXHMYECKHIl JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTEpHUAJIOB, COCTOSIIHUNA U3
HECKOJIbKMX  pa3fesNoB -  JOKyMEHTaluW  aJMHUHHUCTPATHUBHOIO  XapakTepa,  XUMHUYECKOH,
dbapmareBTUUeCKOW W OWOJOTHYECKON JTOKyMEHTaluu, (HapMaKOIOTHYECKON, TOKCHKOJIOTHYECKOM
JOKYMEHTAllMY, KJIMHUYECKOW JOKYMEHTAllUM W IPEICTaBISIEMbI OJHOBPEMEHHO C 3asBICHHEM O
roCy/IapCTBEHHOW perucTpanuy JeKapcTBEHHOI O Mpenapara Juisi MEAUIIMHCKOTo IpUMeHeHus B opmare,
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (hesiepaibHbIM OpraHOM UCHIOJHUTEIBHOM BIACTH;

22) Ka4vecTBO JIEKAPCTBEHHOr0 CpeACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpEACTBa



TpeOoBaHUsIM (hapmMakomneiHoN craThu JTHOO B Ciy4yae ee OTCYTCTBHsSI HOPMATHUBHOM JOKYMEHTALIUU WU
HOPMATUBHOTO JOKYMEHTA;

23) 0e30macHOCTb JIEKAPCTBEHHOI'0 CpPeICTBA - XapaKTEPUCTUKA JIEKAPCTBEHHOT'O CPECTBA,
OCHOBAaHHAas HAa CPAaBHUTCIIbHOM aHAJIMU3EC €ro 3(1)(1)CKTI/IBHOCTI/I " pUCKa NPpUYNHCHHA BpEaa 30J0POBbIO,

24) 3(p(peKTHBHOCTDH JIEKAPCTBEHHOI'0 NMpenapara - XapakTepUCTHKA CTEIICHH IMOJI0KUTEILHOTO
BIUSHUS JICKAPCTBEHHOTO TIperapara Ha TEUYEHHWE, MPOJOJDKUTEIBHOCTh 3a00JIeBaHUS WM  €ro
MpeoTBpalleHIe, peaduINTAalNI0, Ha COXPaHEHUe, MPeA0TBpallleHHe WK IPpephIBaHle OEpEeMEHHOCTH;

25) cepus JIEKAPCTBEHHOI'0 CPeCTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPE/ICTBA, POU3BEACHHOE B
pe3yJbTaTe OJHOTO TEXHOJIOTHYECKOr0 IIUKIIA ero MPOU3BOIUTEIIEM;

26) perucTpalMoOHHOEe Y/AOCTOBepPeHHE JIEKAPDCTBEHHOI0 Ipemapara -  JIOKYMEHT,
MOJTBEPXKIAIOLIUH (aKT roCyJapCTBEHHOM perucTpaiiy JIeKapCTBEHHOTO Mpernapara;

Wndopmarius 06 M3MEHEHUSX:

DedepanvHuim 3akoHom om 22 Oekabps 2014 2. N 429-@3 cmamwvsa 4 nacmosawezo DedepanbHo2o
3aKoHa donoanena nynkmom 26.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

26.1) pnepskarejb WJIM Biajesiell PEerHCTPAIMOHHOIO Y/AOCTOBEPEHHS] JeKAPCTBEHHOIO
npenapara - pa3paboTuuK JIEKapCTBEHHOTO CPEACTBA, IIPOU3BOIUTEIH JIEKAPCTBEHHBIX CPEACTB MM HHOE
IOPHJIMYECKOE JIMIIO, O0Ja/aroliee IpaBOM BJIAJICHUS PETUCTPAIMOHHBIM YIAOCTOBEPCHUEM, KOTOPHIE
HECYT OTBETCTBEHHOCTb 32 Ka4eCcTBO, 3(()EeKTUBHOCTh M OE30MaCHOCTH JICKAPCTBEHHOTO MpEMapara;

27) PperucTpamuoOHHBIi HOMepP - KOJOBOE€ O0003HAYCHHUE, TPUCBOCHHOE JICKAPCTBCHHOMY
nperapary IpH ero ToCyIapCTBEHHON PETUCTPAIIUK;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 ¢ nynkm 28 cmamvu 4 unacmosuwezo
DedepanbHoco 3aKOHA HECEeHbL USMEHEHUS, 6CMYNAIOWUe 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA 0huYUaAIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu

28) oOpameHue JIeKApCTBEHHBIX CPeACTB - pa3palboTKa, MOKJIMHUYECKUE HCCIIeAOBaHMUS,
KJIMHUYECKHE UCCIIEJOBAHMS, IKCIEPTU3a, TOCYJAapCTBEHHAsl perucTpaius, CTaHAapTHU3alus U KOHTPOJIb
KauecTBa, IPOU3BOJICTBO, U3TOTOBIIEHUE, XPaHEHHE, NIEPEBO3Ka, BBO3 B Pocculickyro denepanuio, BbIBO3
n3 Poccuiickoit ®Penepanuu, pekiama, OTIYCK, pealn3alus, Iepefada, NPUMEHEHUE, YHMUYTOXKECHHUE
JIEKapCTBEHHBIX CPEJNICTB;

29) cyObekThl OOpalleHMsl JeKAPCTBEHHBIX CpeACTB - (U3MYECKUE JMIA, B TOM YHUCIE
WHAVBUAYAJIbHbIE MNPEANPUHUMATENN, W IOPUAUYECKHE JIMIA, OCYIIECTBISIONIME JESATEIBHOCTH IIPH
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrovim 3axonom om 22 oexaops 2014 2. N 429-d3 6 nynkm 30 cmamvu 4 Hacmoswezo
DedepanvHo20 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem nynkma 6 npeduvloyuel peoaKyuu

30) pa3paGoTYMK JIeKAPCTBEHHOI0 CpeIcTBAa - OpraHu3aius, obiajarolias MpaBaMH Ha
pe3yabTaThl TOKIMHUYECKUX HWCCIICAOBAHUHN JICKAPCTBEHHOTO CPENCTBA, KIMHHUYECKUX WCCIIEIOBAHHMA
JIEKapCTBEHHOTO Npernapara 1 (WIK) Ha TEXHOJOTHIO MPOU3BOCTBA JIEKAPCTBEHHOTO CPEJICTBA;

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JCSITEIHHOCTH MO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPE/ICTB OpraHU3aIMSIMH - TIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX CPEJICTB Ha OJTHOM CTauH, HECKOJILKUX WU
BCEX CTaJMSX TEXHOJOTHYECKOTO TpOIecca, a TaKKe IO XPAaHCHHWI0O W pPeaM3allid MPOU3BEIACHHBIX
JIeKapCTBEHHBIX CPECTB;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamvs 4 nacmosawezo Dedepanvrozo
3axoHna oonoanena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

31.1) nmnpou3BoACTBeHHasi IJIOIIAJKA - TEPPUTOPHAIBHO  O00OCOOJEHHBIM  KOMILIEKC

MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, MpEAHA3HAUYEHHBIM [Js BBHINOJIHEHHMs] BCEro Ipolecca



IIPON3BOACTBA JICKAPCTBECHHBIX CPCACTB UJIN €TI0 OHpGI[CJ'ICHHOﬁ cTaguu,
32) MPOU3BOAUTENDL JIEKADCTBCHHLIX CPEACTB - OpraHu3anusd, OCyHICCTBIIAOIIAas MpoOu3BoACTBO
JICKAPCTBCHHEBIX CPEACTB B COOTBCTCTBHHU C Tpe60BaHI/I$IMI/I HaCTOAIICTO CbeﬂepaﬂbHOFO 3dKOHa,

Wndopmarius 06 H3MEHEHUX:
Ilynkm 33 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

Cm. npeovloywyro peoakyuio

33) ¢dapmaneBTHUYecKas IeSTeJbHOCTb - JICATEIHHOCTh, BKJIIOYANONIAs B CeOSl OMTOBYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJCTBAMH, MX XpaHEHHE, MEepPeBO3KY M (WJIM) PO3HUYHYIO TOPTOBIIIO
JICKapCTBCHHBIMHU TpernapaTaMd, B TOM YHCIE IUCTAaHIIMOHHBIM CIOCOOOM, WX OTIYCK, XpaHEHHE,
MEPEBO3KY, U3TOTOBJICHHE JIEKAPCTBEHHBIX MIPEMapaToB;

34) opraHuzanusi ONTOBOM TOPIOBJM JIEKAPDCTBEHHBIMM CPeACTBAMHU - OpraHu3alus,
OCYIIECTBIISIIONIASl ONTOBYI) TOPrOBIIO JIEKAPCTBEHHBIMU CPEICTBAMHU, HMX XpaHEHHE, MEPEBO3KY B
COOTBETCTBUU C TPeOOBaHUAMH HacTosMEero deaepaibHOro 3aKOHA;

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 35 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

Cm. npeodvloywyro peoakyuio
35) anTeyHas opraHu3anMs - OPTraHHW3AIMs, CTPYKTYPHOE IOAPA3JICICHHEC MEIUIIMHCKON
OpraHu3aIiK, OCYIICCTBIISIFOIINE PO3HUYHYIO TOPrOBIIO JICKAPCTBEHHBIMH IIperiapaTaMy, B TOM YHUCIIE
JTUCTAHIIMOHHBIM CIIOCOOOM, XpaHCHHE, TIEPEBO3KY, H3TOTOBJICHUE M OTIYCK JICKAPCTBEHHBIX IMPEIapaToB
JUTS. METUITUHCKOTO TIPUMEHEHUSI B COOTBETCTBHH C TPeOOBaHUSAMYU HacTosiero depepaibHOrO 3aK0Ha,

Undopmarus 06 n3MEHEHUAX:
Ilynkm 36 usmenen ¢ 3 anpensa 2020 2. - @edepanvruiil 3akon om 3 anpens 2020 2. N 105-D3

Cm. npedvioyuyio pedaxyuio
36) BeTepHHApHasl anTe4yHAas OPraHU3AlUs - OPraHU3alMsA, CTPYKTYpHOE NOJApa3fieieHue
BETEpUHAPHON OpraHU3aIH, OCYILECTBIISAIONINE PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU MpenapaTaMu, B
TOM YHCJIE TUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, H3TOTOBJICHNE M OTITYCK JIEKAPCTBEHHBIX TPEIapaToB
JUIs BETEpUHAPHOT'O IPUMEHEHHUSI B COOTBETCTBHHM € TpeOOBaHUSIMHU HacTosero deaepanbHOro 3aK0Ha;

37) daabcupuUMpPoOBaHHOE JIEKADCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE  CPEICTBO,
COITPOBOXKIAEMOE JIOXKHON HH(POpMAIUEH 0 ero cocTaBe U (M) IPOU3BOIUTEIIE;
38) HenoOpokavecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEJICTBO, HE

COOTBETCTBYIOLIEe TpeOoBaHUAM (papmakomneiiHON cTaThbu MO0 B CiIydae €€ OTCYTCTBHs TpeOOBaHMAM
HOpM&THBHOﬁ JOKYMCHTAIIUHU UJIM HOPMATHUBHOI'O JOKYMCHTA,

39) koHTpadakTHOe JIeKapCTBeHHOE CPeICTBO - JIEKApCTBEHHOE CPEICTBO, HAaXOJsIleecss B
000poTe ¢ HapyIIeHHEeM T'PaXkIaHCKOTO 3aKOHOIATEIhCTBA;

40) JOKIMHMYECKOE HCC/Ie0BAaHMEe JIEKAPCTBEHHOI0 CpeiAcTBa -  OMOJIOTHYECKHE,
MI/IKpO6I/IOJ'IOFI/I‘—IeCKI/Ie, HUMMYHOJIOTHYECKHUEC, TOKCHKOJIOTMYCCKHUE, q)apMaKOJ'IOFI/ItIeCKI/Ie, (1)I/I3I/I'-IGCKI/IG,
XUMHUYECKHE U JPyTrue UCCIEeIOBaHMs JIEKaPCTBEHHOI'O CPEJCTBA MyTeM NMPHUMEHEHHs] HayYHBIX METO/I0B
OIICHOK B IIEJISIX TIOJYYEHHUS JOKA3aTeIbCTB 0€30MacHOCTH, KauecTBa U APPEKTUBHOCTH JICKAPCTBEHHOTO
CpPEICTBA;

41) KIMHUYECKOE HCCIeI0BAHME JIEKAPCTBEHHOT0 Mpenapara - U3ydeHHe JAUarHOCTHYECKUX,
7e4eOHBIX, MPOPUIAKTHYECKUX, (HapMaKOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOIO Iperapara B Ipoliecce
€ro TPUMEHEHHUs y YeJOBEKa, JKMBOTHOTO, B TOM YHCJIE IPOIECCOB BCACHIBAHUS, paCIpEACICHHUS,
U3MEHEHHUS M BBIBEJCHMs, IyTeM IPUMEHEHUS HayYHBIX METOJIOB OLIEHOK B IENsAX TOJTy4eHHUs
JI0Ka3aTeNbCTB OE30MacCHOCTH, KadecTBa M 3()(EKTHUBHOCTH JIEKapCTBEHHOI'O Ipernapara, JIaHHBIX O
HE)KEJIaTEeNbHBIX PEAKIMAX OpraHu3Ma 4YeJOBeKa, KHUBOTHOTO Ha MIPUMEHEHHE JIEKapCTBEHHOIO Mpernapara
u 00 sddekre ero B3aUMOACHCTBUA C APYTMMHU JICKAPCTBEHHBIMU TpenaparamMu W (Wd) THUIICBBIMH
POAYKTaMHU, KOPMaMU;

42) MHOrOLEHTPOBOe KJIHMHHYECKOEe HCC/Ie0BaHMe JIEKAPCTBEHHOro Ipenapara uJis



MEINIUHCKOTO TPHUMEHEHHsl - KIMHMYECKOe KCCIICIOBAaHUE JIGKAPCTBEHHOTO Iperapara s
MEIUIIUHCKOTO MPUMEHEHHs, IPOBOIMMOE Pa3padOTYNKOM JIEKApCTBEHHOTO Ipernapara B JIByX M Ooiee
MEIUIUHCKUX OPTraHM3alUsAX IO €IMHOMY IPOTOKOJY KIMHUYECKOTO HCCICIOBAHUS JICKAPCTBEHHOTO
npenapara;

43) MeXIyHApOAHOEe MHOTOLEHTPOBOE KJIMHHYECKOEe HCCJIeA0BAHUE JIEKAPCTBEHHOIO
npenapara s MeJUIMHCKOIr0 NPUMeHEeHHs - KIMHUYECKOE UCCIIeI0OBaHNE JICKApCTBEHHOTO Mpernapara
JUTSE MEUIIMHCKOTO MTPUMEHEHHUS, POBOAUMOE pa3pabOTYMKOM JIEKAPCTBEHHOTO Mperapara B Pa3InIHbIX
CTpaHax Mo eIMHOMY MTPOTOKOIY KIIMHUYECKOTO UCCIIEA0BAaHUS JIEKaPCTBEHHOTO Tpenapara;

44) mocTperncTpanuoHHOEe KJIWHMYECKOe HCCJIeA0BAHUE JIEKAPCTBEHHOr0 mpemapara uis
MEIMUMHCKOI0 TPHMeHeHHsl - KIMHUYECKOe HCCIIeIOBaHWE JIGKAPCTBEHHOTO Iperapara s
MEIUIIUHCKOTO MPUMEHEHHS, TIPOBOJMMOE IPOU3BOJIUTEIEM JICKAPCTBEHHOTO Iperapara, TpakIaHCKHUMA
000pOT KOTOPOTO OCYIIECTBIISIETCS MOCIE TOCYJAapCTBEHHON PErHCTpaluy, B LENAX JOMOJHUTEIHHOTO
cOopa TaHHBIX O ero 0e30MacHOCTH U APPEKTUBHOCTH, PACIIUPEHUS MOKA3aHUH K TIPUMECHEHUIO TAHHOTO
JICKapCTBEHHOTO TMpeTiapara, a TAaK)Ke BBISIBICHUS HEXeNAaTeIbHBIX PEaKIMii MAIlMeHTOB Ha €To JCHCTBUE,

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-®@3 nynkm 45 cmamvu 4 nacmosuezo
DedepanbH020 3aKOHA U3ONHCEH 8 HOBOLL pedakyuu, ecmynatoujeti 8 cuny ¢ 1 uronsa 2015 2.

Cm. mexkcm nynkma 6 npeovloyujelt peoaKyuu

45) unccnenoBaHue OMOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOIO Npenapara - BUJ KIMHUYECKOTO
UCCIICIOBaHMs JIEKAPCTBEHHOr0 IpenapaTa, IpOBeJIeHHE KOTOPOIro OCYIIECTBIISAETCS Ul OIpelesIeHUs
CKOPOCTH BCAaChIBaHHMS W BBIBEACHUS OJHOTO WJIM HECKOJBKHX OONagaromux (HapMaKoIoTuIecKoi
aKTUBHOCTBIO JICMCTBYIOIMX BEILECTB, KOJIMYECTBA JIEKApPCTBEHHOIO IIperapara, JAOCTUraroIlero
CHCTEMHOT'O KPOBOTOKAa, W PE3YJIbTaThl KOTOPOTO MO3BOJISIIOT CAENAaTh BHIBOA O OMOIKBHBAJCHTHOCTH
BOCIIPOM3BEICHHOT'O JIEKAPCTBEHHOTO Ipernapara B ONpeesIeHHbIX JIEKApCTBEHHON (hopMe U J03UMPOBKE,
COOTBETCTBYIONINX (hOpME U JO3UPOBKE peepeHTHOTO JEKAPCTBEHHOTO MPETapara;

46) uccaenoBaHMe TepaneBTHYeCKOH IKBHBAJIEHTHOCTH JIeKAPCTBEHHBIX MPeNnapaToB - BUJ
KJIMHUYECKOTO MCCIIE0BaHUS JICKAPCTBEHHBIX IPENapaToB, MPOBEIECHHE KOTOPOTO OCYIIECTBISETCS IS
BBISIBJICHHSI OJIMHAKOBBIX CBOMCTB JIEKapCTBEHHBIX MPENapaToB OMpEAETICHHOM JeKapCTBEHHOH (OopMbI, a
TaKXe HaJMYUs OJIMHAKOBBIX IMOKa3aTesieil 6e30macHoCT! U 3()()EeKTUBHOCTH JIGKAPCTBEHHBIX MPENapaToB,
OJIMHAKOBBIX KJIMHUYECKHUX 3(P(PEKTOB NpH UX NPUMEHEHUH;

47) nmpoTOKOJ KJINHMYECKOr0 HCC/IeI0BAHHS JIEKAPCTBEHHOIO0 mpemapara - TOKYMEHT, B
KOTOPOM OIpeNeNsioTcs Lend, (OpMbl OpraHu3allid M METOJOJIOTHS MPOBENEHUS KIMHUYECKOTO
UCCIICIOBAaHMS, CTATHCTUYECKHE METOJbl OOpabOTKH pEe3ylbTaTOB TAaKOTO HCCIEIOBAHHUS M MEpHI II0
o0ecreyeHnt0 0e30MacHOCTH  (PU3MUYECKUX JIMI, YYacTBYIOIIUMX B KIMHMYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOTO TIpeTapara;

48) Opomropa wuccjaegoBaTeNss - CBOJHOE M3JIOKEHUE PE3YIbTATOB  JOKJIMHUYECKOTO
UCCIIEIOBaHMS JICKAPCTBEHHOTO CPE/ICTBA M KIIMHUYECKOTO MCCIIEIOBAHMS JIGKAPCTBEHHOTO TTperapara Jijis
MEIUIIUHCKOTO TPUMEHEHHUS;

49) uH(pOPMALMOHHBIH JHCTOK NMALMEHTA - JOKYMEHT, B KOTOPOM COJEp>KaTcsi B JOCTYIHOMN
¢dopme cBeneHuUs, Kacalolecs MPOBOIUMOr0 KIMHUYECKOTO MCCIIeI0BaHUs JIEKAPCTBEHHOTO Mperapara,
U B MMMCBMEHHOU (opMe T0OpOBOILHOE COTIache MAalMeHTa Ha y4acTHe B KIMHUYECKOM HCCIIEIOBAaHHU
JIEKapCTBEHHOTO IMIperapara IMocje O3HAKOMIJIEHHS C OCOOCHHOCTSAMH KIMHUYECKOTO HCCIEeI0BaHMS,
UMEIOIIMMH 3HAYCHHE IS BBIPAKEHHSI TAKOTO COTIIACHS;

50) noOouyHoe neiicTBHE - peaklMs OpraHU3Ma, BO3HHUKIIAs B CBS3U C IPUMEHEHUEM
JICKApCTBEHHOTO TMperapara B J103aX, PEKOMEHIYEeMBIX B HWHCTPYKIIMA TIO €ro TNPHUMEHEHHIO, IS
npoHIAKTUKHU, THATHOCTUKY, JICUeHUs 3a00JIeBaHMs WM JUI peaOUINTaLUY;

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 4 nacmoswezo DedepanbHoco
3axona oonoanena nynkmom 50. 1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.



50.1) HexkenaTeqbHasi peakuusi - HENpeJHAMEpeHHas HeOJaromnpusTHas peakUus OpraHu3Ma,
KOTOpPasi MOXKET OBITh CBsI3aHa C MPUMEHEHUEM JICKApPCTBEHHOTO MPEMapara;

51) cepbe3Hasi HexesJaTeJbHAsl PeaKLUsl - HEKENaTesIbHAs PEaklUsi OpraHu3Ma, CBs3aHHas C
IPUMEHEHUEM JIEKapCTBEHHOI'O IIpernapara, IpUBEIIIAas K CMEPTH, BPOKICHHBIM aHOMAIUAM WIIU
IIOPOKAaM pa3BUTHUA JUOO MNpeacTaBiAoolas coO00H yrpo3y *H3HHM, TpeOyrolas TFOCIUTAIN3aLUU WU
IpUBEALIAs K CTOMKON yTpaTe TpYAOCIOCOOHOCTH U (MJIM) UHBAJIMAHOCTH;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 o. N 429-®@3 nynkm 52 cmamovu 4 nacmosiwe2o
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, ecmynarowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu

52) HenmpeaBHIeHHAS HeKeJIaTeIbHAs PeaKIus - HeXellaTelbHasi PEaKIusi OpraHu3Ma, KoTopas
CBsi3aHA C TPUMCHEHHEM JIEKaPCTBEHHOrO IIperapara B J103aX, PEKOMEHIYEMBIX B MPOTOKOJIE €ro
KJIMHAYECKOTO HCCIENOBAaHUs, OpOIIIOpe WCCIIENoBATeNsd, WM C TPUMEHEHHEM JIEKapCTBEHHOTO
npenapara B J103aX, PEKOMECHIYEMbIX B HMHCTPYKIIMM IO €ro MNPUMEHEHHWIO Ui NPO(UITaKTUKH,
JTUATHOCTHKY, JICYCHUS 3a00JICBAHUS WIIM METUITMHCKOW peaOuIuTaluy MAUeHTa, U CYIIHOCTh, TSHKECTh
WIA HMCXOJ] KOTOPOH HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBCHHOM IMperapare, COoIepiKalleics B
IPOTOKOJIE €ro KJIMHUYECKOTO WCCIICAOBaHMs, OpOLIIOpe KCCIeNoBaTeNsl WIA B WHCTPYKIHH TI0
NPUMEHEHHIO JICKAPCTBEHHOTO MpeIapara;

Undopmarist 06 n3MEHEHUAX:

DedepanvHuim 3akoHom om 22 Oekabps 2014 2. N 429-@3 cmamwvsa 4 nacmosawezo DedepanbHo2o
3aKoHa oonoanena nynkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.1) ¢papmakoHan30p - BUJ JACATEIBHOCTH 10 MOHHTOPUHTY I(PPEKTUBHOCTH U 0€30MaCHOCTH
JICKapCTBEHHBIX TPENapaToB, HANIPABICHHBIM HA BBISBICHUE, OIICHKY W MPEI0TBPAIICHAE HeXEIaTeIbHBIX
MOCTEACTBHUI MPUMEHEHHUSI IEKAPCTBEHHBIX MPENapaToB;

Wndhopmarrust 06 n3MEHEHUSX:

DedepanvHuim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvsa 4 nacmosawezo DedepanbHo2o
3aKoHa donoanena nynkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.2) nia" ynpaslieHUsl PUCKaMU - TIOJPOOHOE OMHCAHME MEPONPUATHH Mo (hapMaKOHAI30DY,
HAPaBJICHHBIX HAa BBISBICHHUE, OIEHKY W TMPEIOTBPAIICHUES WIM MHUHHMH3AIUIO PUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMU TpenapaTaMu, BKII0Yas OleHKY 3 PEeKTUBHOCTH JaHHBIX MEPOTIPUSATHH;

Wndhopmarust 06 n3MEHEHUSX:

Ilynkm 53 usmenen c 13 ageycma 2019 2. - @edepanvuviii 3akon om 2 aseycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio
TIPUMEYAHUE:

[Tonoxenus mynkra 53 ctateu 4 (B penakiuu denepanpHoro 3akoHa oT 29 utons 2017 r. N 242-D3) B
4acTH, Kacarouieiics (GopMUpOBaHMS U BbIIAYM PELIENTOB HA JIEKAPCTBEHHBIE MpenapaThl, CoAeprKalinue
Ha3HaYeHHe HAPKOTHUUECKUX CPEJCTB WM ICUXOTPOIHBIX BEIIECTB, B (hOpME IIEKTPOHHBIX TOKYMEHTOB,
npumessitores ¢ 1 ssaBaps 2019 r.

53) peuent Ha JieKApCTBEHHbIH Npenapar - MEIULIUHCKUNA JTOKYMEHT YCTaHOBJIEHHOW (OpMBI,
CoJiepKalllii Ha3HA4YEHHE JIEKapCTBEHHOI'O Ipemnapara il MEIULUHCKOrO INPUMEHEHMS], BbIJAHHBIN
MEAMIIMHCKUM DPAOOTHUKOM B LENSIX OTHYCKa JIEKAPCTBEHHOTO Npernapara WM €ro HM3rOTOBIICHUS U
OTITycKa Ha OyMa)KHOM HOCHUTEJIE WJIM C COTJIacHsl MallMeHTa WM €ro 3aKOHHOTO MpPEeCTaBUTeNs B (hopme
JIEKTPOHHOTO JIOKYMEHTA, TMOJMHCAHHOIO C HCIIOJIb30BAHHEM YCHJIEHHOM KBaIM(PHUIMPOBAHHON
AJIEKTPOHHON MOJIUCH MEAUIIMHCKOTO pabOTHHKA, TMOO JOKYMEHT YCTaHOBIEHHON (DOPMBI, COepKAIIHii
Ha3Ha4YeHHE JIEKapCTBEHHOTO IpernapaTa JUisi BETEpUHAPHOTO MPUMEHEHHUs, BbIJAHHBINA CIIEHUAINCTOM B
00J1acTH BETEpUHAPHUH B IENIAX OTIYCKa JEKApCTBEHHOTO MpernapaTta Wi €ro U3roTOBJICHHS M OTIYCKa Ha
OyMa)KHOM HOCHTEIE;

Wndopmarius 06 H3MEHEHUSX:



Ilynkm 54 usmenen ¢ 13 aseycma 2019 e. - @edepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio
54) TpeGoBaHHWe MeIMIIMHCKOI OpraHu3anuyi, BeTEPUHAPHON OpraHW3alMU - JIOKYMCHT
YCTAHOBJICHHON (POPMBI, KOTOPBI BBINMHMCAH MEAUIMHCKUM PAaOOTHUKOM WIIM CIICIUAIMCTOM B 00JacTh
BETEPUHAPUH, HMMCIOIIMMU Ha STO MPaBO, W COJEPKUT B NMUCHbMEHHOW (opMe yKazaHUE aNTeUHOU
OpraHu3alliy WK BETEPUHAPHOW aNTeYHOW OpraHu3auu 00 OTIYCKE JIGKAPCTBEHHOTO Iperapara Wil O
€ro M3rOTOBJICHUU U 00 OTITyCKe JUIs oOecredeHus JedeOHOro mporecca B MEAUIIMHCKON OpraHu3aluy,
BETCPUHAPHOW OpPTraHU3AIIHH;

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrovim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovs 4 nacmoswezo Dedepanvrozo
3aKOHA OONOIHeHa nyHKmom 55, ecmynarouum 6 cuny ¢ 1 urons 2015 2.

55) KoMIUIEKCHas OIICHKAa JICKQpCTBECHHOTO Ipermapara - OlEHKa 3aperuCTpUpPOBaHHOTO
JIEKapCTBEHHOTO TIpernapara, BKIOYaomas B ce0sl aHaIu3 UHPOPMALUU O CPaBHUTEIBHONW KIMHUYECKON
3¢ (GEKTUBHOCTH U 0E30IIACHOCTH JIEKAPCTBEHHOTO TMperapaTa, OIEHKY SKOHOMUYECKUX IMOCIIEICTBUI €ro
MPUMEHCHUS, U3YYCHUE JOMOJTHUTEIBHBIX MMOCICICTBUN IPUMEHEHUS JICKApCTBEHHOTO TIperapara B messax
NPUHATHS PEIICHUH O BO3MOXHOCTH BKIIFOYCHHS JICKAPCTBEHHOTO Iperapara B IEepeueHb >KU3HEHHO
HEOOXOJUMBIX W BAXHEHUINUX JICKAPCTBCHHBIX IPENApaToB, HOPMATHBHBIC IPABOBHIC AKThl W HWHBIC
JOKYMEHTBI, ONPEACISAIONIAE MOPSJAOK OKa3aHWs MEIUIIMHCKON TOMOIIM, WM HCKIIOYCHHUS €ro W3
YKa3aHHBIX MTEPEUHs, aKTOB H JOKYyMEHTOB;

Wuopmarus 06 H3MEHEHHSX:

Cmamuws 4 oononanena nynkmom 56 ¢ 1 aneaps 2018 2. - @edepanvhuiti 3axon om 28 dexaops 2017 a.
N 425-D3
56) cucTeMa MOHHMTOPUHIA JABHWKEHHS JIEKAPCTBEHHBIX MPENapaTroB JJs METUIMHCKOTO

npuMeHeHus - QernepanbHas TOCyIapCTBeHHas WHGOpPMAIMOHHAs CUCTEMa MOHHMTOPHUHTA JIBUKCHHS
JICKapPCTBEHHBIX IMPENapaToB JUIsl MEIUIIUHCKOTO IMPUMEHEHUS OT TPOU3BOAMTENS JIO KOHEYHOTO
noTpeOuTenss C HCHOJIB30BAaHMEM B OTHOIIEGHUH JIEKAPCTBEHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO
MPUMEHEHHUS CPEJICTB UACHTU(DHUKAITHH.

TIPUMEYAHUE:

CM. koMMeHTapuu K cTaTthe 4 Hacrosero deaepanbHOro 3aKOHa

I'maBa 2. [TonHomouus ¢enepajbHbIX OPraHOB HCIIOJHUTEIbHON BJIACTH, OPraHOB
HCIIOJIHUTEIbHOM BJ1acTH cy0beKTOB Poccuiickoii @egepanumn npu oopamieHnH JIeKapcTBEHHbIX
CpeacTB

Crarba 5. ITloaHoMouus ¢enepanbHBIX OpPraHOB MCIOJIHUTEIBHOW BIIACTH MpH oOpalleHuu
JIEKapCTBEHHBIX CPEJCTB
K nmnonHomouusM QenepaqbHbIX OpraHoB HCIOJIHUTENBHOM BIACTH NpH  OOpalleHuu
JIEKapCTBEHHBIX CPEJICTB OTHOCSTCS:

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrovim 3akoHom om 22 Oekabps 2014 2. N 429-d3 6 nynkm 1 cmamwvu 5 Hacmosiujeco
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
1) mpoBenenue B Poccuiickoii ®Penepauuu €IWHOW TrOCyJapCTBEHHOM NOJUTUKM B 00JacTu
obecrieueHus IeKapCTBEHHBIMHU TpernapaTaMu rpaxkaan B Poccutickoit deneparmy;

Wndopmarus 06 H3MEHEHUSX:

DeoepanvHovim 3akoHom om 22 Oexabpa 2014 e. N 429-d3 6 nynkm 2 cmamvu 5 Hacmosuje2o
DedepanbHo20 3aKOHA 8HeCceHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.



Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
2) yrBepkaeHHE OOMmMX (QapMakoNeWHBIX cTaTei, (apMakONeHHbIX CTaTed, W3/1aHue
rocynapcTBeHHOU (hapmakoneu, Co3JaHne U BeJeHHe peecTpa papMaKoleHHbIX CTaHIaPTHBIX 00pa3loB;

Wndopmarius 06 H3MEHEHUX:
Ilynkm 3 usmenen c 1 urons 2021 e. - @edepanvuwiii 3akon om 11 urons 2021 2. N 170-D3

Cm. npeovloywyro peoakyuio
3) ocymiectBieHue (eAepatbHOr0 TOCYAapCTBEHHOrO KOHTpOJs (Ham3opa) B chepe obOparmeHus
JICKapCTBEHHBIX CPEJICTB;

Wndopmarius 06 H3MEHEHUX:
Ilynkm 4 usmenen c 1 urons 2021 e. - @edepanvuwiii 3akon om 11 urons 2021 2. N 170-D3

Cm. npeovloywyro peoakyuio
4) TnUUEH3UPOBAaHHWE MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uucie (enepanbHbIii
TOCY/IapCTBEHHBIN JIMIICH3MOHHBI KOHTPOJIb JESITEILHOCTH IO MPOU3BOJICTBY JCKAPCTBEHHBIX CPEJICTB,
NEPUOANYECKOE MOJITBEP)KICHUE COOTBETCTBUS JIMIICH3MATa, MMEIOLIEro JIHUIICH3UI0 Ha IPOU3BOJICTBO
JICKaPCTBEHHBIX CPENCTB, W (DapMaIleBTUYECKOH NEATEIHbHOCTH B COOTBETCTBUU C 3aKOHOJATEIBCTBOM
Poccuiickoit ®eneparuu;
TMIPUMEYAHUE:

CMm. IlonoxeHue o JULEH3UMPOBAHUM IPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJCTB, YTBEP)KIECHHOE
nocranoBieHueM [IpasutenbctBa PO ot 6 urong 2012 r. N 686

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oOexkabps 2014 2. N 429-d3 6 nynkm 5 cmamvu 5 Hacmoswezo
DedepanbHo2co 3aKOHA 6HeCeHbl uUsMeHeHus:, ecmynarowue 6 cury ¢ 1 urons 2015 2.

Cm. mexcm nynkma 6 npeovloyujelt peoaKyuu
5) opraHM3anusi SKCIEPTU3Bl JIEKAPCTBEHHBIX CPEJICTB, ATHUYECKOW JKCIIEPTH3BI BO3MOKHOCTH
NPOBE/ICHUS KIIMHUYECKOT0 UCCIIE0BAaHUS JIEKAPCTBEHHOIO MpenapaTa [l MEIULUHCKOTO MPUMEHEHNH,
OKCHEPTU3bl  JTOKYMEHTOB, TPEJACTABICHHBIX JUISI  ONpPEACTCHHS BO3MOXXHOCTH  PacCMaTpUBATh
JIeKapCTBEHHbIM NpenapaT A MEAMIHMHCKOTO NPUMEHEHHs IPH TOCYAapCTBEHHOM pEerucTpauuu B
Ka4ecTBe Op(aHHOTO JICKApCTBEHHOT'O MPEnapaTa;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKona dononnena nynkmom 3.1, ecmynatowum 6 cuny c¢ 1 uronsa 2015 a.

5.1) opraHu3zanusi NpPOBEACHMUS KOMIUJIEKCHON OILEHKH JIEKapCTBEHHOIO Ipenapara B LENIxX
HOPUHATHS pEIIeHUl O BO3MOXHOCTH BKJIFOUEHHS JIEKApCTBEHHOTO Ipernapara B IepeueHb >KU3HEHHO
HEOOXOJMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX IIPEIapaToB, HOPMATHBHBIC TPABOBBIE aKTHl M WHBIC
JIOKYMEHTBI, ONpEIENSIONIe IMOPSJ0K OKa3zaHWs MEIUIMHCKOM IMOMOINM WM HCKIIOYEHHS €ro u3
yKa3aHHBIX MEPEYHS, aKTOB U JIOKyMEHTOB;

6) BbIJaua pa3pelieHnil Ha MPoBeIeHNE KIMHUYECKUX HCCIIEeIOBAHUH JIEKapCTBEHHBIX MpenapaTos,
BEJICHUE PEeCTpa BBIIAHHBIX Pa3pelICHWH Ha MPOBEICHUE KIMHHYECKHX HCCIICIOBAHUI JIEKAPCTBEHHBIX
IpernapaTos;

7) ToCymapCTBEHHAs PETrHCTpalusl JIEKAPCTBEHHBIX TIIPEIapaToB, BEICHHE TOCYIapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJICTB;

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-D3 nynkm 8 cmamovu 5 nacmosueco
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaowell 6 cuny ¢ 1 aueaps 2016 e.

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu
8) opranmuzanus ¥ (WIM) TPOBEICHUE WHCIICKTUPOBAHMS CYOBEKTOB OOpAIICHHS JIEKApCTBEHHBIX
CPEICTB Ha COOTBETCTBHE MpaBUJIaM HaJUJICKANIEH TabOpaTOpHOW MPAKTUKH, MpaBHIIaM HaJIexaliei
KJIMHUYECKOW TPAKTHKH, TpaBWIaM HAJICKAIIeH NMPAKTUKHA XPAaHCHHS W TIEPEBO3KU JICKApPCTBEHHBIX



[penapaToB, MpaBUiaM HaJJIeKalled AUCTPUOBIOTOPCKOM MPaKTUKU, MpaBUjlaM HaJJiexalleld anTeuyHou
MPAKTUKH;

Wndopmarus 06 H3MEHEHHSIX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 5 nacmoswezo DedepanbHoco
3akoHa oonoanera nynkmom 8.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.

8.1) opranuzanus u (UIH) MPOBEJCHUE HHCIIEKTUPOBAHUS CYOBEKTOB OOpAIICHHUs JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSAM IPaBWJI HAJJICKAIICH MPOU3BOJCTBEHHOHN NPaKTHUKH, Bblaua
3aKJIOUYEHUA O COOTBETCTBHMM NPOU3BOJAUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBaHUSIM  IPaBUI
HaJJIeXkallel IPOU3BOJCTBEHHON IPAKTHKHY;

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa dononnena nynkmom 8.2, ecmynarouum 6 cuny ¢ 1 urons 2015 e.
8.2) ycTaHOBIICHHE TOpsJKA BEACHUS M BEACHUE TOCYIAPCTBEHHOTO peecTpa 3aKIYCHUH O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB  TPECOOBAHWSAM  TPABUI  HAJJICKAIICH
NIPOM3BOJICTBEHHOH MPAKTHKH;

Undopmaris 06 n3MEHEHUAX:
Ilynkm 9 usmenen c 7 urons 2019 e. - @edepanvhuiii 3akon om 6 uona 2019 . N 134-D3

Cm. npedvioyuyio pedaxyuio
9) rocynmapcTBeHHas pETHCTpalMs NpPEACTbHBIX OTIIYCKHBIX IIEH IIPOW3BOJIUTENCH Ha
JICKapCTBEHHBIC TIperaparbl, BKIIOUYEHHBIE B IE€PEYCHb JKU3HEHHO HEOOXOAWMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, M BEICHHE TOCYJapCTBEHHOTO pEecTpa NpEAEIbHBIX OTIYCKHBIX IIeH
NPOM3BOIUTENCH Ha JICKAPCTBEHHBIE IMPENapaThl, BKIOYECHHBIC B IEPEUCHb KU3HEHHO HEOOXOIMMBIX H
Ba)XHEHIINX JIEKAPCTBEHHBIX MIPENapaToB;

Wndopmarys 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 utona 2015 . N 241-D3 cmamoes 5 nacmosawe2o DedepanvHo2o 3aKoHa
oonoarnena nynkmom 9.1
9.1) cornacoBaHue MPOEKTOB PELIEHUH OPraHOB UCIIOJHUTENBHONW BiacTH cyObekTOB Poccuiickoit
@enepanii 00 yCTaHOBJIEHMM W (WJIM) W3MEHEHUHU MPEJCNIbHBIX pPAa3MEpOB OITOBBIX HAJI0aBOK H
OpeJeNbHBIX pa3MEpOB PO3HUUYHBIX HaJ0aBOK K (DAaKTUUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOM3BOIUTEIISIMH JIEKAPCTBEHHBIX TPEMapaToB, Ha JEKapCTBEHHBIE TIpenapaThl, BKIIOYEHHBIE B IEPEYCHD
XKHU3HEHHO HEOOXOAMMBIX M BaKHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB;

Wndhopmarust 06 n3MEHEHUSX:

Ilynkm 10 usmenen c 13 ageycma 2019 2. - @edepanvuviii sakon om 2 aseycma 2019 2. N 297-D3

Cm. npedvloywyro pedakyuio
10) BbIgaua, YCTaHOBJIIGHHWE TMOPSAKA BBIAAYM pa3pelIeHHs Ha BBO3 KOHKPETHOW MapTHH
JIEKapCTBEHHOTO cpecTBa B Poccuiickyro deneparniuio;

Wudopmanust 06 U3MEHEHUSX:
Ilynkm 10.1 usmenen ¢ 13 asecycma 2019 2. - @edepanvusiii 3axon om 2 aszycma 2019 2. N 297-D3

Cm. npedvloywyro pedakyuio

10.1) BbImaya, ycTaHOBIIEHUE MTOPSAJIKA BbIAAUU U (OPMBI JOKYMEHTA, KOTOPBIN MOATBEPIKIAET, UTO
IIPOU3BOJACTBO JICKAPCTBEHHOI'O IIpernapara Uil MEIULIWHCKOIO IMPHUMEHEHHUS OCYIIECTBIECHO B
COOTBETCTBUM C TpeOOBaHUSAMHU MPaBUI HAJJIeKaIIled MPOU3BOJICTBEHHOW MPAKTHUKU WM UTO
JIEKapCTBEHHBIM Mpemnapar JUlsi BETEPHUHAPHOTO MPHUMEHEHMs JOoNylleH K oOpameHuio B Poccuiickoit
®denepaliiu, U MOAJIEKHUT MPEACTABICHUIO IO TPEOOBAHUIO YIIOJIHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO
BBO3UTCS JICKAPCTBEHHBIN IIpenapar;

[IPUMEYAHHUE:

CM. AgMUHHCTpAaTUBHBINA perinameHT DenepanbHON CIIyXObI 0 BETEPUHAPHOMY B (PUTOCAHUTAPHOMY
HaJ30py 1O TMPEJOCTABICHUID TOCYIapCTBEHHOW YyCIyTM IO BblJade JIOKYMEHTa, KOTOPBII



MOATBEPHKIAET, UTO JIEKAPCTBEHHBIA TMpemapaT Majs BETEPUHAPHOIO MPUMEHEHHs JIOMYyHIeH K
obOpamenuto B Poccuiickoit @enepanuu, W MOMISKHT MNPEACTABICHUIO MO TPEOOBAHUIO
YIOJHOMOYEHHOI'O OpraHa CTPaHbl, B KOTOPYIO BBO3HUTCS JICKAPCTBEHHBIN Mpernapar, YTBEp>KICHHBIN
npukazom Poccenpxo3nanzopa ot 28 nexadbps 2020 r. N 1402

CM. AIMUHUCTPATHUBHBIM PErJIaMEeHT IO MpejcTaBieHnio Munnpomtoprom Poccun rocynapcTBeHHON
YCJIYTH IO BblJIau€ IOKYMEHTA, KOTOPbI MOATBEPKAAET, YTO IPOU3BOJICTBO JIEKAPCTBEHHOIO IIpenapara
JUTSE METUIIMHCKOTO MMPUMEHEHHSI OCYIIIECTBICHO B COOTBETCTBUH C TPEOOBAHUSMU MIPABIII HAJIJICKAIICH
MIPOM3BOJICTBEHHOMN MPAKTUKH, U TOJJICKUT MPEICTABICHUIO TT0 TPeOOBAHUIO YIIOJTHOMOUYEHHOT'O OpraHa
CTpaHbl, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN IMpenapar, yTBEPKACHHBIM IMPUKa3oM MHUHIpoOMTOpra
Poccum ot 31 nexabpst 2015 r. N 4369

Wndopmarius 06 H3MEHEHUX:

Deoepanvnvim 3akonom om 13 wuronsa 2015 2. N 241-D3 6 nynkm 10.2 cmamvu 5 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUS

Cm. mexcm nynkma 8 npeovioyujell peoaKyuu
10.2) BhIgaYa, yCTAaHOBICHHE MOPSIKA BBIAAYM M (HOPMBI TOKYMEHTA, COAEPIKAIIETO CBEJICHHUS O
CTaaUsIX TEXHOJIOTMYECKOro Ipoliecca IMPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA ISl MEIULMHCKOIO
IPUMEHEHHUS, OCYILECTBISIEMBIX Ha TeppUTOpun EBpasuiickoro 3KOHOMHYECKOI0 COI03a;
MPUMEYAHUE:

CM. AaMuHUCTpaTUBHBIN periiaMeHT MuHnpoMTopra Poccuu 1o mpeaocTaBlIeHHIO TOCYIapCTBEHHOMN
YCIYTH TI0 BBbIJa4€ JTOKYMEHTa, COACPIKAIIEro CBEACHHS O CTaAMSIX TEXHOJOTHYECKOIOo IMpoIecca
MPOU3BOJCTBA JICKAPCTBEHHOTO CPEJICTBA JJII MEAUIIMHCKOIO TPHUMEHEHHS, OCYIICCTBISICMBIX Ha
Tepputopun EBpazniickoro SKOHOMHUYECKOTO COI03a, YTBEPKACHHBIN mpukazoM Munnpomropra Poccun
ot 31 nexabps 2015 r. N 4368

11) cozmanue coBeTOB MO BOMPOCAaM, CBI3aHHBIM C OOpaIlleHUEM JIEKaPCTBEHHBIX CPECTB;
12) aTTecTanus u cepTUPUKALMS CICIIHATUCTOB;
13) yrparun cuiy;

Wndopmarys 06 H3MEeHEHHSAX:
Cm. mexcm nynkma 13 cmamou 5

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 nynkm 14 cmamwvu 5 nacmoswe2o
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu

14) ocymecTBienue hapMakoHaI30pa;

15) yuactue B MeXIyHApOAHOM COTPYJHHUYECTBE;

16) monyyeHue Mo 3ampocaM YIMOJIHOMOUYEHHOTO (eepalbHOrO OpraHa UCTIOTHUTEILHON BIACTH
OT OpraHOB HCIIOJIHUTEIbHOW BIIacTH CyOBekTOB Poccuiickoit denepanun, a TakkKe OT CyOBEKTOB
oOpallieHusl JIGKApCTBEHHBIX CPEACTB MJII MEAMIIMHCKOTO TpUMEHEHUs HH(popMmanuu TO BOMpocam
YCTaHOBJICHUS U IPUMEHEHUS 1I€H Ha JICKapCTBEHHBIE MpeTapaThl U HaI0AaBOK K HHUM;

17) npumeHeHue Mep OTBETCTBEHHOCTHM 3a HapylIeHHWE 3aKOHOJATeNbCTBAa Poccuiickoit
denepanuu;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa donoanena nynkmom 18, ecmynarowum 6 cuny ¢ 1 uona 2015 e.

18) yTBepkneHuEe TMpaBWJI HaJuIeXkaled JabopaTOpHOM MpPaKTHUKW, MpaBW HaJJIeKallen
KIIMHUYECKOW TMPaKTUKU, TMPaBWI HAAJEXKAIEH MPOU3BOJCTBEHHONW MPAKTUKH, MPaBUI HaAlexKalei
NPaKTUKUA XPaHEHHS W TIEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB, MPaBUil HaUICKAIIEH AUCTPUOBIOTOPCKOM
MPAKTUKHU, TIPABUI HAJUIekKAIIEH aTeYHON MPaKTUKH, MPaBWII HAJUJISKAIIeH NMpakTUKU (papmakoHaa30pa
JICKapCTBEHHBIX TPENapaToB Il METUIIMHCKOTO IPUMECHEHUS;

Wndopmarus 06 H3MEHEHUSX:



Deoepanvrovim 3axkonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 5 nacmosawezo DedepanvHoco
3aKoHa oonoanena nynkmom 19, ecmynarowum 6 cuny c¢ 1 urons 2015 a.
19) ycraHoBineHue TOpsAKa (HOPMUPOBAHHMS PETHCTPAIIMOHHOTO JIOChE HA JIEKAPCTBEHHBIN
npenapar u TpeOOBaHUH K JOKYMEHTaM B €T0 COCTAaBE;

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 5 nacmoswezo DedepanrbHoco
3axona oonoanera nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
20) yTBepXkaeHUE MPaBWJI PAllMOHAIBFHOTO BHIOOpAa HAMMEHOBAHUH JIEKAPCTBEHHBIX IpENapaToB
JUTSL METUIIUHCKOTO IPUMEHEHHS,

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrovim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmoswezo Dedepanvrozo
3akoHa oonoanena nynkmom 21, ecmynarowum 6 cuny c¢ 1 urons 2015 2.
21) yTBepKIeHHE TIEPEYHS HANMCHOBAHHH JIGKAPCTBEHHBIX OPM;
22) yrpatun cuiry ¢ 1 mapta 2020 r. - @enepanbHblii 3akoH ot 27 nexkadps 2019 r. N 475-03

Wuopmarus 06 H3MEHEHHSX:
Cm. npeovloywyro peoakyuio

Deodepanvrovim 3axkonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmoawezo Dedepanvrozo
3aKoHa 0onoanena nyHkmom 23, ecmynarouum 6 cuny ¢ 1 urons 2015 a.
23) yTBepKIeHHE TPeOOBaHUI K MHCTPYKIIMH TO MEIUIIMHCKOMY MPUMEHEHHIO JICKApCTBEHHBIX
MPerapaToB U K MHCTPYKIIUU IO BETEPHHAPHOMY IIPUMEHEHUIO JICKApPCTBEHHBIX IIPENapaToB;

Undopmarus 06 n3MEHEHUX:
Ilynkm 24 usmenen ¢ 3 anpensa 2020 2. - @edepanvruiil 3akon om 3 anpens 2020 2. N 105-D3

Cm. npeodvloywyro peoaxkyuio

24) npuHATHE pEUICHU, SBISIONIMXCS OCHOBAHUSMH JJIsi BKIIOUEHHUS JTOMEHHBIX MUMEH U (WJIH)
yKazaTelel CTpaHuIl CaWTOB B WH(OpPMAIMOHHO-TEIEKOMMYHUKAIMOHHOW cetu "WHTepHeT", a Takke
CeTEeBbIX aJIPECOB B €IMHYIO ABTOMAaTH3MPOBaHHYK HH(OpManuoHHyo cucremy "Enunbiii peectp
JIOMEHHBIX HUMEH, YyKa3zarejell CcTpaHull calToB B HWH(OPMALMOHHO-TEIEKOMMYHUKAIIMOHHON CETU
"NuTepuer” U CETEBBIX aipecos, MO3BOJISFOIINX UACHTU(UIIUPOBATH CalThI B
UH(})OpMaAITMOHHO-TEIEKOMMYHUKAITMOHHON ceTu "Untepuer", coJiepKalme nHpOopMaIuio,
pactipocTpaHeHue Kotopod B Poccuiickoit ®enepauuu 3ampenieHo", B OTHOIIEHHMH WHGOpMaIMH,
coJiepKalleil MpelyIoKEeHHUE O PO3HUYHOW TOProBil€ JIEKAPCTBEHHBIMU IpenaparaMd, B TOM YHCIE
TUCTAHIIMOHHBIM  CIIOCOOOM, pPO3HHYHAS TOPTOBIs KOTOPHIMH OTpaHWYEHAa WM 3ampelieHa B
COOTBETCTBUU C HAcTOSAIUM DeiepanbHbIM 3aKOHOM, U (WJIM) HHPOPMAIUH, COAepKallel MPeI0KEHHE O
PO3HUYHOI TOProOBIE JEKAPCTBEHHBIMU IpenapaTaMy, B TOM YUCIIE JUCTAHIIMOHHBIM CIIOCOOOM, JTUIIAMH,
HE MMEIOMIMMH JIUIEH3UU W pa3pelieHHs] Ha OCYIIECTBIIEHHWE TaKOW NeATeNbHOCTH, €CIU TOJIydYeHHe
JIMIIEH3UHU U pa3pelieHus IpeayCMOTPEHO 3aKOHOIATEILCTBOM 00 0OpallieH!H JeKapCTBEHHBIX CPE/ICTB;

Wudopmanust 06 U3MEHEHUIX:

Cmamws 5 dononnena nynkmom 25 ¢ 29 nosaops 2019 2. - @edepanvusiii 3axon om 28 nosops 2018 2. N
449-@3
25) BbIIaya pa3peuicHuid Ha BBOJI B TPAXKIAHCKH 000pPOT UMMYHOOHOJIOTHUECKUX JICKAPCTBEHHBIX
npernaparos.
MIPUMEYAHHE:

CM. KOMMEHTapHH K cTaThe 5 HacTosuero denepaabHOrO 3aK0Ha

Wndopmarus 06 H3MEHEHUSX:
Deoepanvrvim 3axkonom om 13 urona 2015 e. N 233-D3 nacmosawuii Dedepanvhulil 3aKOH OONOHEH

cmamoveil 5.1
[TPUMEYAHUE:



[Tonoxxenus crateu 5.1 pacnpocTpaHsIOTCS HAa MOJTHOMOYHS (efepalbHbIX OPraHOB MCIOIHUTEIHHOM
BJIACTH, KOTOPBIC HE MEPEIaHbl JJIsl OCYIIESCTBICHHS OpraHaM ToCyJapCTBEHHON BiIacTH CyObeKTOB PO u
OpraHaM MECTHOTO CaMOYIIPaBJICHUS COOTBETCTBYIOIIMMHU (pe/iepabHBIMU 3aKOHAMHU

Crarps 5.1. Ilepenaua OCyIIECTBICHUSI MOJHOMOYMH (hefepabHBIX OPTaHOB HMCIIOJHUTEIBHON
BJIACTU TpU OOpAlllEHUH JIEKAPCTBEHHBIX CPEICTB OpraHaM HCIOJHUTEIbHON BIIACTH
cyobektoB Poccuiickoit denepanuu

[TonmHoMouMs QenepaibHBIX OPraHOB MCHOJHUTEIBHOM BIACTH MPH OOpAIICHUU JIEKapCTBEHHBIX

CPEICTB, IpenycMOTpeHHble HacTosiuuM DenepanbHbIM  3aKOHOM, MOTYT IepedaBaTbCsl  JUIs
OCYIIECTBJICHUS  OpraHaM  HUCIIOJIHUTEIbHOW  BIacTh  cyObekToB  Poccuiickoit ~ Depepanun
nocranosieHusmu IIpasurensctBa Poccuiickon denepanuu B MOpsaKe, YCTaHOBIEHHOM DenepaibHbIM
3aKOHOM OT 6 OKTAOps 1999 roma N 184-®D3 "OO o0mMX NMPUHIMIIAX OPraHU3AIMH 3aKOHOAATEIBHBIX
(mpeacTaBUTENbHBIX) U HCIIOJHUTENBHBIX OpPraHOB TOCYIapCTBEHHOHM BiacTH cyObekToB Poccuiickoii
®denepanun".

MPUMEYAHHUE:

CwMm. KOMMCHTApHUHU K CTAThC 5.1 HaCTOoAICTO CDCI[epaJ'IBHOl"O 3aKOHa

Cratbsa 6. [lonHOMOUNS OpraHOB UCHIOJHUTENBHOM BiacTu cyobekTa Poccuiickoit denepaunu npu

00palIeHNH JIEKAPCTBEHHBIX CPE/ICTB

K nonHoMouusM OpraHoB HUCHOJHUTENBbHON BiacTu cyobekra Poccuiickoit ®enepanuu npu
0OpaleHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

1) pa3zpaboTka u peanu3anus peruoOHAIbHBIX IPOrpaMM 00ecreYeHHsI HACETIECHUS JIEKapCTBEHHBIMU
IpernapaTamy;

2) yCcTaHOBJIEHUE IIPEJEIbHBIX Pa3MEPOB ONTOBBIX HA0ABOK U IMPEIEIbHBIX Pa3MEPOB PO3HUUHBIX
Ha/0aBOK K (DaKTUUECKUM OTIYCKHBIM II€HaM, YCTaHOBJEHHBIM MPOM3BOJUTEISIMH JIEKAPCTBEHHBIX
[IpenapaToB, Ha JIEKApCTBEHHBIE IpenapaThl, BKIIOUYEHHBIE B IEpPEYECHb >KU3HEHHO HEOOXOAUMBIX U
BaXHEMILINX JIEKAPCTBEHHBIX IIPENAPATOB;

Wndhopmarrust 06 n3MEHEHUSX:
Ilynkm 3 usmenen ¢ 1 mapma 2020 2. - @edepanvuwiti 3akon om 27 dekabpsa 2019 o. N 475-D3

Cwm. npedvioywyio pedakyuio

3) ocyulecTBIEHHE PETHOHAIBHOTO TOCYIApPCTBEHHOI'O KOHTPOJS 3a NPUMEHEHHEM LeH Ha
JIEKapCTBEHHbIE IIpEnapaThl, BKIIOUYEHHbIE B IE€PEUYEHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHIINX
JIEKAPCTBEHHBIX IMPENaparoB, OPraHU3alUsIMU ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU,
anTEeYHBIMH OPTaHU3AIUSAMU, WHIAUBUIYATbHBIMUA TPEANPUHAMATENSIMA, WMEIOIMUMH JIUIEH3UI0 Ha
dbapMaleBTUYECKYIO JI€ATEIbHOCTh, MEIUIIMHCKUMHU OpraHW3alUsIMU, HMEIOIIUMU JIUIEH3UI0 Ha
(bapMaleBTUYECKYI0 JIeATENIbHOCTh, W HMX O000COOJEHHBIMH MOJpa3JeNeHusIMi  (aMOyIaTopHsIMH,
benpamepckumMu U HenbaIepCcKo-aKyImepcKUME ITyHKTaMu, IIEeHTpaMu (OTIeIeHUSIMHI) 001Iel BpaueOHOM
(ceMeliHOI) TIPAaKTHKH), PACIIONOKEHHBIMU B CEIBCKUX HACEICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble OpraHu3alnu;

Wndopmarys 06 M3MEHEHHSAX:

Cmamuvs 6 oonoanena nynkmom 4 ¢ 1 saneaps 2018 o. - @edepanvuuviti 3akon om 29 uiona 2017 e.
N 242-@3

IMPUMEYAHMUE:

[Tonoxenus nmynkra 4 crarpu 6 (B penakmun denepanbHoro 3akona ot 29 wrons 2017 r. N 242-D3) B
qacTu, Kacaromeicss (OpMUPOBAHUS M BBIJAYM PEIIETITOB Ha JICKAPCTBEHHBIC MPEMapaThl, COAEpIKaIIine
Ha3HA4YCHHE HAPKOTUYECKUX CPEJCTB WM MICUXOTPOITHBIX BEIIECTB, B (POpME IIEKTPOHHBIX TOKYMEHTOB,
npumensitores ¢ 1 ssaBaps 2019 r.

4) mpuHATHE pernieHuss o0 HWCIONB30BaHWU Ha TEPPUTOPHH CcyObekTa Poccuiickoit deneparmun
Hapsly C pPelenTaMy Ha JIEKapCTBEHHBIE MpemnapaThl, 0QOpMICHHBIMUA Ha OyMa)kHOM HOCHTEIIE, PELeNTOB
Ha JIEKapCTBEHHBIE MpenapaTsl, CPOPMUPOBAHHBIX B (HOPME AIEKTPOHHBIX JOKYMEHTOB.



IMPUMEYAHMUE:
CwMm. KOMMCHTAapHHU K CTaTbC 6 HaCTOAIICTrO d)enepaanoro 3dKOHa

I'nasa 3. I'ocynapcrBenHnasi papmaxonest

Cratbs 7. Pa3paboTka 1 u3gaHue rocyapcTBEHHOM (hapmakonen, pa3MeIieHne JaHHBIX O HEel
1. Tlox rocymapcTBeHHOM (apmakomneeii MOHMMAETCs CBOA oOmuX (hapMaKONeHHBIX CTaTe M
(dapMaKoInelHbIX CTaTeH.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-dD3 6 uacmv 2 cmamvu 7 Hacmosue2o
DedepanbHoco 3aKOHA 6HeCeHbl uUsMeHeHus:, ecmynarowue 6 cury ¢ 1 utons 2015 2.

Cm. mexem yacmu 6 npedvioyujeli peoaKyuu
2. Pazpaborka oOmmx QapmMakomnelHbIX cTaTeid W (apMaKONEeWHBIX CTaTei, B TOM YHCIE
(dapMmakonelHbIx craTeii Ha (apMmakomneiHple CTaHIapTHBIE OO0pasllbl, W BKJIIOYCHHE HX B
rOCYJapCTBEHHYIO (hapMaKoIer OCYHIECTBISIIOTCS B TOPSIKE, YCTAHOBJICHHOM YIIOJHOMOYECHHBIM
(denepanbHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH.

Undopmarus 06 n3MEHEHUX:

DedepanvHvim 3akoHom om 22 Odexabps 2014 2. N 429-d3 6 uwacmv 3 cmamvu 7 Hacmosiue2o
DedepanbH020 3aKOHA 8HeCeHbl U3MeHenus, ecmynarouue  cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeli pedaKyuu

3. Pa3paboTtka (papmakoneiiHOl cTaTby Ha peEepEeHTHBIN JeKapCTBEHHBIN Ipenapar U BKIOYEHHE
€e B TOCYJapCTBEHHYIO (hapMakoler0 B TE€YeHHWE CpoKa JEHCTBUS 3aIlUThl HCKIIOYUTENILHOTO MpaBa,
YIOCTOBEPEHHOT0 MAaTEHTOM Ha peEepeHTHBIN JeKapCTBEHHBIN MpenapaT, OCYIIECTBISIOTCS C COTJIacus
€ro pa3paboTyHKa.

4. TocynapctBeHHast (apMakomness H3JaeTcsl YHOJHOMOYEHHBIM (elepalbHbIM  OpPraHoOM
UCTIOJIHUTENILHON BJIACTH 3a CUET CPEJICTB (eliepalbHOro Ol/pKeTa U MOUICKHUT Mepen3JaHusIM He pexe
YeM OJMH pPa3 B IATh JIET, B MEPHUOJ MEXAY KOTOPBIMH M3AAIOTCS MPHIIOKEHHS K TOCYJapCTBEHHOMN
dapmakomnee, coaepxaie ooOume QapmakonelHsle cTatbu W (WIM) (papMmakoreiHble CTaThHy,
YTBEpPXkKACHHbIE MOCJE U3/IaHUs UM Nepen3JaHus rocyAapCTBEHHON (papMakonen.

5. VYnonHOMO4YeHHBIH (enepanbHblii OpraH HWCHOJHUTENBHON BIIACTH pa3MellaeT JaHHBIE O
roCyJapCTBEHHOU (papMakoriee 1 MPUIIOKEHUSIX K HEMl Ha cBoeM ouIlMaIbHOM caiite B cetu "MHTepHeT"
B YCTaHOBJICHHOM UM TOPSIJIKE.

MIPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAaThC "] HaCTOAIIErO d)e;[epaJILHoro 3aKOHa

Wudopmanust 06 U3MEHEHUIX:
Haumenosarnue usmeneno c 1 urons 2021 2. - @edepanvusiii 3axon om 11 uonus 2021 2. N 170-D3
Cm. npedvloywyro pedakyuio

I'maBa 4. JInneH3upoBanue NPON3BOACTBA JIEKAPCTBEHHBIX CPEICTB M (papMaleBTHYEeCKOM
AeSITeJIbHOCTH, FOCYIaPCTBEHHbIH KOHTPOJIb (HaA30p) B cepe 00paleHus JIEKAPCTBEHHBIX CPeACTB

Crares 8. JluneHsupoBaHue MNPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB H (hapMmarieBTHUECKOH
eATEIbHOCTH
1. JIuueH3upoBaHue MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB U (hapMalleBTHUECKON JESITeIbHOCTH
OCYILIECTBJISIETCS B COOTBETCTBUHU C 3aKOHOIaTeNIbcTBOM Poccuiickoit deneparum.
2. O6H3&T€J’IBHBIM yCJIOBI/ICM HpGIIOCTaBJIeHI/I}I JIMIICH3UNU Ha HpOI/IBBO,Z[CTBO .IIeKapCTBeHHI:IX



CPEACTB SIBISIETCA NPUIIOKEHHUE K 3asBJICHUIO COUCKATEJNIs JIMLIEH3UU NepeyHs JIEKapCTBEHHbIX (HopM U
(um) BUAOB (apMaleBTUYECKUX CYyOCTaHLMH, KOTOpBIE IPOU3BOJMTENb JIEKAPCTBEHHBIX CPENCTB
HaMepeH IIPOU3BOAUTD.

Wndopmarius 06 H3MEHEHUX:
Yacms 3 usmenena ¢ 1 mapma 2022 2. - @edepanvusiii 3akon om 11 utons 2021 2. N 170-D3
Cm. 6y0ywyro peoakyuio
Yacmsb 3 usmenena c 13 aseycma 2019 e. - @edepanvusiii 3axkon om 2 aseycma 2019 2. N 297-D3

Cm. npedvloywyro pedaxyuio
3. B ciny4ae HEOOXOIUMOCTH PACHIMPEHHUS IPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB 338 CYET HOBBIX
JICKapCTBCHHBIX (POpM U BUIOB (hapMareBTUUCCKUX CYOCTAHIIMI MPOU3BOAUTEb JIEKAPCTBEHHBIX CPEIICTB
JIOJDKEH TIepeoOPMUTh JIMIICH3HIO Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPE/CTB.

Undopmariis 06 H3MEHEHHSX:

Cmamuws 8 dononnena yacmoio 4 ¢ 29 dexabps 2020 2. - @edepanvhuiil 3akon om 27 dexabpsa 2019 2. N
481-D3
4. JIuuieH3us Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOW CYOCTaHIIUU CIIHPTA
STHJIOBOTO (3TaHOJIA) BBIACTCS TPH YCIOBUM HAIWYUS Yy OpPTaHM3aIllMM Ha TIPpaBe COOCTBEHHOCTH,
XO3SIUCTBEHHOT'O BEJICHUSI WJIM OMEPATUBHOIO YIPABJICHHSI OCHOBHOTO TEXHOJIOTHYECKOTO 00OPYIOBaHHS
JUIST TIPOU3BOJCTBA ATWJIOBOIO CIHPTA, 3apEeTHCTPUPOBAHHOTO B COOTBETCTBMU €O crTaThed 14.1
OenepanbHoro 3akoHa oT 22 HosiOps 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryjiupOBaHUU
IPOM3BOJICTBA M 00OPOTa STHJIOBOTO CHHUPTA, AJKOTOJBHOM M CIHMPTOCOACpIKALICH MPOMYKIHH U 00
OTpaHUYEHUU MOTPeOIeHHs (PACTIUTHSA) AIIKOTOIFHOM MPOTYKITHH'".
TMIPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAThC 8 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Wndhopmarrust 06 n3MEHEHUSX:

DedepanvHulil 3akoH donoanern cmamvel 8.1 ¢ 29 oexabpsa 2020 2. - Dedepanvhusili 3akoH om 27
Oekabpsa 2019 2. N 481-D3
Crarbsi  8.1. OcoOEHHOCTM JMIIEH3UPOBAHUS MPOM3BOJCTBA  JIEKAPCTBEHHBIX  CPENICTB
(papmarieBTHUYECKON CYOCTAHIIMK CIIUPTA STUIOBOTO (ITaHOJIA)

1. JlelicTBMe JUIEH3MM Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CpPEACTB ((hapManeBTHUECKON
CyOCTaHIIMM COHUpPTAa STUJIOBOTO (9TAaHONA) TMPUOCTAHABIMBAETCS B YaCTH IIpaBa Ha MPOU3BOICTBO
dbapmalieBTUYECKON CyOCTaHIIMK CHHMpPTA STUJIOBOTO (9TAaHOMNA) JHUICH3UPYIOUIUM OPraHoOM B CIyyasx,
onpeneneHHbIX cratbet 20 denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nuneH3upoBaHUU
OTJICTBHBIX BHUJOB JAEATETHHOCTU", a TaKKe Ha CPOK MPHUOCTAHOBICHHUS JEHCTBHUS JHIICH3WMH Ha
MPOU3BOJICTBO ITHIJIOBOTO CIUPTA Ui MPOU3BOJCTBA (papMaleBTUYECKOW CyOCTaHIIMHU CIIUPTa STHIIOBOTO
(oTaHONA), BRIJAHHONW B COOTBETCTBUU ¢ DenepanbHBIM 3aKOHOM OT 22 Hosiops 1995 roga N 171-03 "O
rOCy/1IapCTBEHHOM DETyJIMPOBAHUM MPOU3BOJACTBA MU 000pOTa STUIOBOTO CIHPTA, AJIKOTOJIBHON U
CIHUPTOCOIEpKAILEi MPOIYKIIUU U 00 OrpaHUYEeHUH MOTpeOIeHN (PACIUTHs) aJIKOTOIBLHON MPOTyKIIUK".

2. JleficTBMe JMIIEH3MM Ha TMPOM3BOJACTBO JIEKApPCTBEHHBIX CcpeAcTB ((apmaneBTHUECKON
CyOCTaHIIMM CHMpTa OSTWIOBOrO (STaHONAa) B YACTH IpaBa Ha MPOM3BOJACTBO (apMalieBTUYECKON
CyOCTaHIIMM CHHpPTa HTHIOBOTO (dTaHOJIA) TPEKpAIIAeTCS JHUIEH3UPYIOMUM OPraHOM B CIydYasX,
onpeneneHHbIX cratbet 20 ®DenepanbHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nuieH3upoBaHUU
OTIENBHBIX BHUJIOB JACATEIBHOCTH", a TaKkXke C JaThl NpPEKpalleHWs WIN aHHYJINPOBAHUS JICHCTBUS
JMIIEH3MM Ha TPOM3BOJCTBO STHJIOBOIO CIHMPTA JJS IMPOU3BOACTBA (papMaleBTUYECKON cyOcTaHIMU
CIIUpTa 3TUJIOBOTO (9TaHOJA), BBIIAHHOW B COOTBEeTCTBHMU C¢ DenmepanbHbIM 3aKOHOM OT 22 HOSOps
1995 roga N 171-®3 "O rocyaapCTBEHHOM pPeryJIMpOBaHUHU MPOU3BOJCTBA U 000pOTa STHIIOBOTO CIUPTA,
AJKOTOJBHOM W CIIUPTOCOAEpKAIEH TMPOAYKIIMM W 00 OrpaHWYCHHH TOTpeOaeHus (pactuThs)
AJIKOTOJIbHOM NMPOyKIUH'".



Wndopmarius 06 H3MEHEHUSX:

Cmamows 9 usmenena c 1 uronsn 2021 2. - @edepanvroiii 3axon om 11 uronsn 2021 2. N 170-D3

Cm. npeovloywyro peoakyuio

Cratbs 9. ['ocynapcTBeHHBINH KOHTPOIIb (HaI30p) B chepe oOpalieHus IeKapCTBEHHBIX CPEICTB

1. TocynmapcTBeHHBIM KOHTpOib (Ham30p) B cdepe oOpaiieHus JEKapCTBEHHBIX CPENCTB
OCYILIECTBIISICTCST TTOCPEACTBOM  (pellepalbHOr0 TOCYAAPCTBEHHOTO KOHTposia (Hamzopa) B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CpPEACTB U (hefepaibHOr0 TOCYJAapPCTBEHHOIO JIMIIEH3MOHHOTO KOHTPOJIS
JEeSITEIBHOCTH TI0 TPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB, OCYLIECTBISEMBIX (hefepaibHBIMU OpraHaMu
WCIIOJIHUTEJIbHON BJIACTH, YIIOJIHOMOYEHHBIMU [IpaBuTensctBoM Poccuiickoit @enepannu.

2. TlpeameToM QenepantbHOrO TOCYAApCTBEHHOTO KOHTpossi (Ham3opa) B chepe oOparieHHs
JICKAPCTBEHHBIX CPEJICTB SBISIOTCS:

1) cobmroneHue 00sM3aTeNbHBIX TpeOOBaHUH B cepe oOpalicHus JIEKAPCTBEHHBIX CPEICTB, B TOM
YHCIIe:

a) TpeOOBaHMH K JOKIMHUYECKMM MCCIEAOBAHUSAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
UCCIICIOBAHUSIM  JIGKAPCTBEHHBIX MPEMapaToB, W3TOTOBICHUIO, XPaHEHUIO, NIEPEBO3KE, BBO3Y B
Poccuiickyro ®@enepauuio, OTIYCKY, peajid3alMM, NepeAadye, NPOJAKE JIEKAPCTBEHHBIX CPEACTB,
NPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaTroB, YHHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBIICHHUIO
IPOU3BOJIUTENSIMU JIEKAPCTBEHHBIX IPENapaTroB IIEH Ha JIEKApCTBEHHbIE IIpernapaThl, BKIIOYEHHbIE B
NepeyeHb JKU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTOB;

0) TpeOOBaHMII K COOTBETCTBHUIO JICKAPCTBEHHBIX CPEACTB, HAXOISIIUXCS B OOpaIICHUH,
MoKa3aTeisiM KayecTBa, d((EeKTUBHOCTH U OE30MaCHOCTH, YCTAHOBIEHHBIM B COOTBETCTBUU C HACTOSIIUM
®enepanbHbIM 3aKOHOM;

B) TpeOOBaHUI K COONIOJIEHUIO CyObEKTaMU OOpAIleHUs JIEKAPCTBEHHBIX CPEICTB, YKa3aHHBIX B
yactu 1 crateu 67.1 Hactosmero denepasbHOTO 3aKOHA, OTPAHUYCHHM, HajaraeéMbix craThamu 67.1 u
67.2 nacrosmero denepanbHOro 3aKoHa;

2) coOmrofeHHe JUIEH3WOHHBIX TpeOOBaHMH K  OCYUIECTBIECHUIO  (papMaleBTHUECKON
JESATEIBHOCTH;

3) cobnoeHne TpeOOBaHUM K MTPEAOCTABICHUIO CyOBEKTaMH OOpaIeHHs JIeKapCTBEHHBIX CPEJICTB
UHPOpPMALIMK O JIEKapCTBEHHBIX CpeJCTBaX M (WJIM) JIEKApCTBEHHBIX IpemnapaTax, MpeayCMOTPEHHOM
cratbsamu 9.1, 52.1 u 64 nactosimero denepanbHOro 3aKOHA.

3. Ilpu ocymectBieHuH (eaepalbHOTO TOCYIAapCTBEHHOTO KOHTpois (Ham3opa) B cdepe
oOpallleHusl JIEKapCTBEHHBIX CPEJCTB MPOBOAATCS CIEAYIOIME BUIbl KOHTPOJBHBIX (HAJA30pPHBIX)
MEPOINPUATHIA:

1) nokymeHTapHasi IpOBepKa;

2) Bbl€3HAsI IPOBEPKA;

3) BEIOOPOUYHBII KOHTPOJIb Ka4ecTBa;

4) KOHTpOJIbHAS 3aKYIKA;

5) MHCTIEKITMOHHBIA BU3UT;

6) HaOmoJeHHe 3a COONIIOJIEeHHEM O0sf3aTeNbHBIX TpeOOBaHUN (MOHUTOPUHI OE30MacCHOCTH)
(papmakxonanzop).

4. Opranusanys 1 ocyuecTieHne (heaepabHOro roCyJapCTBEHHOTO KOHTpouIA (Haa3opa) B chepe
oOpallleHus1 JEeKapCTBEHHBIX CpeAcTB perynupyrorcss PenepanbHbiM 3akoHOM oT 31 wmrons 2020 roga
N 248-®3 "O rocynapcTBEHHOM KOHTpoje (Haa30pe) M MyHHIMIAIbHOM KOHTposne B Poccuiickoii
®Denepanun".

5. BHemaHOBBIM BBIOOPOYHBIM KOHTPOJIb KayecTBa MPOBOJUTCS B TOM YHMCIIE HAa OCHOBAHUHU
MPOrpaMMBbI IPOBEPOK.

6. I1maHOBBIM BEIOOPOYHBIH KOHTPOJIb KAUYeCTBA HE MPOBOIUTCS.

7. Ilo pe3ynbraTaM BHIOOPOYHOTO KOHTPOJISI Ka4ecTBa HapsAly C PEIICHUSIMHU, MPEIyCMOTPEHHBIMU



®denepanbabiM 3akoHOM OT 31 mtons 2020 roga N 248-D3 "O rocymapcTBEHHOM KOHTpPOJie (Ham3ope) U
MYHUIIUTIATLHOM KOHTpojie B Poccuiickoit ®deneparuu”, denepaabHbIMH OpraHaMH HCIIOJIHUTEIBHOM
BJIACTH, YIMOJHOMOYEHHBIMH Ha OCYILECTBJICHHE BBIOOPOUYHOTO KOHTPOJIA KadecTBa, NPUHUMAIOTCS
CJIEIYIOIINE PEILICHUS:

1) o manpHeileM TpaXJIaHCKOM O0OpOTE CEpUU, MAPTUU COOTBETCTBYIOUIETO JIEKAPCTBEHHOI'O
CPEJCTBA B CIIy4ae MOATBEP)KICHUS IO Pe3yjbTaTaM IPOBEICHHBIX UCIIBITAHUM COOTBETCTBHS KauecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUM;

2) 00 M3BATHHM W3 TPAXKAAHCKOTO 00OpOTa CEpPHH, MAPTUU COOTBETCTBYIOLIETO JICKAPCTBEHHOTO
CpeICTBa B cllyuyae BBIABJICHHS IO pe3yJbTaTaM IPOBEIECHHBIX HCIBITAHUI HECOOTBETCTBUS KauecTBa
JIEKApCTBEHHOTO CPEJICTBA YCTAHOBIICHHBIM TPEOOBAHUSAM;

3) o mepeBone JIEKAPCTBEHHOTO CpPEJACTBAa HA IOCEPUMHBIN BBHIOOPOYHBIH KOHTPOJIL KauecTBa
JIEKapCTBEHHBIX CPEACTB B Cllydae IOBTOPHOI'O BBISABIIEHUS HECOOTBETCTBUS KAuecTBa JIEKAPCTBEHHOIO
CpEICTBAa YCTAHOBJICHHBIM TpeOoBaHMUSIM M (IIPH HEOOXOIMMOCTH) O IMpPOBEpKe CyOBeKTa oOpalieHus
JIEKapCTBEHHBIX CpeACTB. Pacxo/pl, CBA3aHHbBIE C MPOBEAECHUEM IOCEPUHHOr0 BBIOOPOYHOTO KOHTPOJI,
OIJIAYMBAIOTCS TPOU3BOJUTENEM JIEKAPCTBEHHOTO CpeAcTBa JHOO JepKaTelieM WM BJajelbleM
PErucTpaliOHHOr0 YAOCTOBEPEHNUS JIEKapCTBEHHOT' O Iperapara.

8. denepalbHBIN TOCYIaPCTBEHHBIN JMIICH3MOHHBIN KOHTPOIb JEATEIBHOCTH IO MPOHU3BOJICTBY
JIEKapCTBEHHBIX CPEJICTB OCYILECTBISAECTCS B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickon
®enepanuu.

MIPUMEYAHUE:

CwMm. KOMMCHTApHUHU K CTATbC 9 HaCTOoAIIeCTO CDeI[epaJ'IBHOFO 3aKOHa

Undopmaris 06 n3MEHEHUAX:

Inaea 4 oononnena cmamveti 9.1 ¢ 1 uona 2021 o. - @edepanvuviii 3akon om 11 uions 2021 2. N
170-D3

Cratbsa 9.1. IIporpamma npoBepox

1. B mwmensx opraHuzalnuy BbIOOPOYHOTO KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX CPENICTB
(dopmupyeTcs mporpamma MpoBepoK.

2. [ns ueneil peanu3aluy HporpaMMbl MPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3aly, OCYUIECTBIIOIIAE BBO3 JIEKAPCTBEHHbIX cpeactB B Poccuiickyro  denepaunro,
IPEIOCTaBISAIOT B OTHOIIEHWH JIEKAPCTBEHHBIX CPEACTB JUISI MEIUIUHCKOTO TPUMEHEHHS B
YIIOJIHOMOYEHHBIH (efepalbHblii OpraH MCIOJHUTEIBHON BIIACTH, OCYHIECTBISIOMMNA (YHKIHMH IO
KOHTPOJIIO M Haja30py B cdepe 3ApaBOOXpPAHEHHUS, B OTHOLIEHUHM JIEKAPCTBEHHBIX CPEACTB IS
BETEpUHAPHOIO TIPUMEHEHHUS B YIOJHOMOYEHHBIH (QelepaibHblii OpraH MCIOJHUTEIbHON BJIACTH,
OCYIIECTBISIOMUNA (PYHKITUU TI0O KOHTPOJIIO M HAJI30py B chepe oOpaleHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NPUMEHEHUS, CBEIEHUS O CEpUsX, MAPTHAX JIEKAPCTBEHHBIX CPEACTB, NMOCTYNAIOUINX B
rpaxkaanckuii obopor B Poccuiickorn deneparuu, B MOpsSIKe, COCTaBe U O0BEME, YCTAHOBIICHHBIX
yKa3aHHBIMH (peZiepalbHbIMA OpraHaMH UCTIOJHUTENIBHOM BIACTH B OTHOILEHHUH JIEKApCTBEHHBIX CPEJCTB
JUISL MEIUIIMHCKOTO MPUMEHEHHS W B OTHOILIEHUHU JIEKAPCTBEHHBIX CPEACTB Ui BETEPHUHAPHOTO
IIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok ¢GopMHpPYETCS Ha KaJeHIapHbIM rom B cpok g0 30 mexalps roxa,
IPEIIECTBYIOIETO TOAY MPOBEIEHHS BHIOOPOUYHOTO KOHTPOJIS.

4. B cnyyae HacTyIieHHs COOBITHI, yKa3aHHBIX B MOANyHKTax "0" u "B" myHkTa 2 yactu 6
HacTosIeH cTaThH, (hefepaJbHbIM OPTaHOM HCIOJIHUTENBHOM BIACTH, OCYIIECTBIISIOMUM (QYHKIUHU T10
KOHTPOJIIO M HaA30py B cdepe 3ApaBoOXpaHeHus, (eaepaabHbIM OpPraHOM HCIOJIHUTEIBHOW BIACTH,
OCYIIECTBISIONIMM (PYHKIIMU 110 KOHTPOJIIO ¥ HAA30pY B cepe oOpalieHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS, P HEOOXOJUMOCTH BHOCSITCSI COOTBETCTBYIOIIUE U3MEHEHUS B IIPOrpaMMy
IIPOBEPOK.

5. B nmporpammy npoBepOK MOTYT BKJIIOUATHCS MEPONPUATHS C YUETOM HapYIICHHUH, BBISIBICHHBIX



B PaMKax KOHTPOJIbHBIX (Ha30PHBIX) MEPOIPUATHI 3a MpeIbl Ty KaJeHIapHbIi To.

6. IIporpamMma poBEpOK COACPIKHUT:

1) nepedeHp JeKapCTBEHHBIX CPEACTB, OTOOP 00Pa3Ll0B KOTOPHIX OYAET OCYIIECTBIATHCSA B paMKax
BBIOOPOYHOTO KOHTPOJIS, POPMHUPYEMBIN C YUETOM PE3yJIbTaTOB rOCYIapCTBEHHOTO KOHTPOJIA (Ha/A30pa) B
cdepe oOpalleHHs JIEKAPCTBEHHBIX CPEACTB 3a KaJECHAAPHBIN IO, MPEeAIIECTBYIOUUI Ioay IpOoBEIEeHUs
BbIOOPOYHOIO KOHTPOJIS;

2) yka3aHue Ha COOBITHE, HACTYIJICHHME KOTOPOIO SBISAETCS OCHOBAaHMEM JJIsl OCYIIECTBICHUS
BbIOOPOYHOI'O KOHTPOJIS:

a) NOJY4YEeHUE CBEICHUH, MPEJCTABIAEMbIX B COCTaBe M 00BbEME, YCTAHOBIIEHHBIX (herepalbHbIM
OpPraHOM HCIIOJIHUTENIBbHON BIACTH, OCYIIECTBIIAIOIUM (YHKIMU IO KOHTPOJIO W Ham30py B cdepe
3paBOOXpaHEHUs, (ellepabHbIM OPraHOM HCIOJIHUTENBHOM BJIACTH, OCYLIECTBIIAIOIUM (DYHKIHH IO
KOHTPOJIIO M HaA30py B cdepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB JAJIsl BETEPHUHAPHOTO MPUMEHEHUS, O
cepusiX, MapTUAX JIEKapCTBEHHBIX CPEJICTB, MOCTYMAIOMIMX B TpakAaHCKUH 000poT B Poccuiickoit
Qdenepanuy, YyKa3aHHBIX B IyHKTe | HacTOsIIEH dYacTH, OpraHW3alMsMH, OCYIIECTBISIONIMMU
IPOM3BOJICTBO JIEKAPCTBEHHBIX cpelacTB B Poccuiickoit denepanuu 1 BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuio;

0) mosydeHue nocTymnarouie B MopsaKe, yCTaHOBJICHHOM cTaTheil 64 HacTosiero denepanbHOro
3aKOHa, WH(POPMALUU O TMOOOYHBIX JNEHCTBHSX, HEXKEIATEIbHBIX PEaKIHUsIX, CEPhE3HBIX HEXKETaTeIbHbBIX
peaKMAX, HeNPEeIBUCHHBIX HEXeNaTeIbHbIX PEaKLUUAX HpU MPUMEHEHHH JIEKapCTBEHHBIX IPENapaTos,
00 WHAVWBHUIYAIBHOW HEMEPEHOCUMOCTH, OTCYTCTBHH 3()()EKTHBHOCTH JEKAapCTBEHHBIX IPENaparoB, a
TaKkke 00 MHBIX (aKTax M OOCTOATENbCTBAX, NPEACTABISIIOIUX YIPO3Yy KU3HU WIM 3]I0POBbIO YEIOBEKa
a100 >KMBOTHOTO MPH NPUMEHEHHWHU JICKAPCTBEHHBIX IPENapaToB M BBIABICHHBIX Ha BCEX JTarax
oOpaleHus JIeKapCTBEHHBIX NpenapaToB B Poccuiickoi denepanuu U Apyrux rocyaapcTpax;

B) mojy4yeHue B coorBeTcTBUU ¢ DenepanbHbiM 3akoHOM oT 31 wurons 2020 rona N 248-03 "O
rOCyJapCTBEHHOM KOHTpoJie (HaJa30pe) M MyHMUIMIAIbHOM KOHTpose B Poccuiickoit ®enepauun"
CBEJICHUI O MPUYMHEHWH Bpena Win o0 yrpo3e NpUYMHEHUS Bpena J>KU3HHU, 3[OPOBBI0 TPaKIaH WU
KHUBOTHBIX.

Wndopmarys 06 H3MEHEHHSAX:

I'nasa 4 oononnena cmamveu 9.2 ¢ 1 uwna 2021 2. - @edepanvuswiii 3akon om 11 uwona 2021 e. N
170-D3

Cratbs 9.2. 'ocynapCTBEHHBIN KOHTPOJIb (HAA30p) 3a peaju3alfeil opraHaMyd UCTIOTHUTETHHOM

BlIacTH cyObekToB Poccuiickoit @enepanuu mnoiaHoMounii B cdepe oOparieHus
JIEKaPCTBEHHBIX CPE/ICTB JUIsl MEJUIIUHCKOTO PUMEHEHUS

1. TocynapcTBeHHBIH KOHTPOJIb (HAI30p) 3a peanu3anieil opraHaMu HCHOJHHUTEIbHOH BiacTh
cyonbekToB Poccuiickoit @enepanuu nmoaHoMouuid B cdepe oOpalleHusi JeKapCTBEHHBIX CPENICTB JUIs
MEAMIMHCKOTO TPUMEHEHMS] OCYILECTBISETCS  ymoJHOMOuYeHHbIM IIpaBurensctBom Poccuiickoin
®denepalii OpraHoOM HCIIOJIHUTEIBHOMN BIIACTH.

2. IlpenMeTroM TOCYZapCTBEHHOTO KOHTpoJis (Haja3opa) 3a peaiu3aluMeld  opraHamu
UCIIOJTHUTENbHOM BnacTu cyObekToB Poccuiickoit ®enepanuu mnonHomouuidt B chepe oOparieHus
JIEKapCTBEHHBIX CPEACTB JIi MEIUIIMHCKOTO NPUMEHEHUS SIBIISETCS COOIIOJEHUE YIOJTHOMOYEHHBIMU
OpraHaMH HCIIOJHUTEIbHOW BiacTu cyObekToB Poccuiickoit denepanun METOAMKH YCTaHOBJIEHUS
OpeleNbHBIX Pa3MEpPOB OINTOBBIX HAJ0aBOK M MPEENbHBIX pa3MEpOB pPO3HUYHBIX HAJ0aBOK K
(GaKkTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOIUTENSIMU JIEKapCTBEHHBIX IMpernapaToB, Ha
JIeKapCTBEHHbIE TIpernaparbl, BKIIOUYEHHBIE B TMEPEYeHb MKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX MpenapaToB.

3. Ilpu ocCyuIeCTBIECHUU TOCYJAPCTBEHHOIO KOHTPOJsS (Haa3opa) 3a peajd3aluel opraHamu
WCIIOJTHUTEIIbHOW BJAcTH CyOBbekTOB Poccuiickoli ®Denepannu MOTHOMOYMH B cdepe oOpaiieHus
JIEKaPCTBEHHBIX CPEACTB I MEAUIIMHCKOTO IPUMEHEHUSI IPOBOJATCS CIEAYIOLINE BUABI MEPOIIPUSITHMN:

1) moxymMeHTapHbBIE TTPOBEPKHU;



2) BbIe3AHBIC TPOBEPKH.

4. Opranuzanuss U OCYIIECTBICHHE TOCYIapCTBEHHOIO0 KOHTpOJs (HaA30pa) 3a peanu3arueit
opraHaMy HCIIOJIHUTEIILHOMW BJacTH CyObekTOB Poccuiickoii @Dexepanuu MOJTHOMOYMH B cdepe
oOparieHusi JIGKapCTBEHHBIX CPEICTB I MEAUIMHCKOrO MpUMEHEHUs peryiupyrorcs DenepanbHbIM
3aKOHOM OT 6 OKTs0psa 1999 roma N 184-®3 "OO6 oOmmx NpUHIMIAX OPraHU3alUHd 3aKOHOJATECIIbHBIX
(IpeCTaBUTENbHBIX) W HCIOJIHUTENBHBIX OpPraHOB TOCYJApCTBEHHOH BiacTH CyObekToB Poccuiickoit
®Denepanun".

5. TlonoxxeHue o0 TOCYZapCTBEHHOM KOHTposie (Haa3ope) 3a pealu3anueld OpraHaMmu
WCITOJTHUTEIIbHOW BJAcTH CyOBbekToB Poccuiickoit ®enepanuu moaHoOMouuid B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEICTB I MEAUIMHCKOro IpuMeHeHus yreepxkaaercs lIpaBurensctBom Poccuiickoit
denepanuu.

Wuopmarus 06 H3MEHEHHSX:

Ihasa 4 oononnena cmamveu 9.3 ¢ 1 utona 2021 e. - Dedepanvuviii 3axon om 11 uwons 2021 e. N
170-D3

Crarbs 9.3. PervoHaibHbIl TOCyJapCTBEHHBIN KOHTpPOJIb (HAaA30p) 3a NPUMEHEHUEM LIEeH Ha

JIeKapCTBEHHbIE Ipenaparhbl, BKIIOUYEHHbIE B MEPEUYECHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX IIPENapaToB

1. PerroHasibHBIi rocy1apcTBEHHBIH KOHTPOJIb (Ha30p) 32 IPUMEHEHUEM LIEH Ha JICKapCTBEHHbIE
npenaparbl, BKJIIOUEHHbIE B IIEPEYEHb JKU3HEHHO HEOOXOJMMBIX U BaKHEHIIMX JIEKaPCTBEHHBIX
IpenapaToB, OCYIIECTBIISIETCS OPraHOM MCIIOJIHUTENbHOW BiacTu cyOwbekTa Poccuiickoit ®enepanuu,
YIIOJTHOMOYEHHBIM BBICIIMM HCIIOJHUTEIBHBIM OPraHOM I'OCY/IapCTBEHHON BiacTu cyobekTa Poccuiickoit
®enepanuu.

2. IlpenmeToM pernoHaNbHOIO rOCYAapCTBEHHOTO KOHTPOJIA (Haa30pa) 3a MPUMEHEHUEM LIeH Ha
JIeKapCTBEHHbIE TMpernaparbl, BKIIOUYEHHBbIE B MEPEYeHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX  IPENaparoB,  SBISETCS  COOJIOJEHHUE  OpraHM3alMs MU ONTOBOM  TOPrOBIHU
JIEKapCTBEHHBIMHU CPEJICTBAMHU, allTEYHBIMU OpPraHU3alUsAMHU, WHIUBUAYAIBHBIMU IPEANPUHUMATEISAMH,
UMEIOUIMMH  JIMIEH3UI0 Ha (apMaleBTHUECKYIO0 JAESITEeIbHOCTh, MEIULIMHCKUMH OpraHU3alusMHu,
UMEIOIMMH JIMIEH3UIO Ha (PapMalleBTUUECKYIO AEATENbHOCTh, U UX 000COOJIEHHBIMU MO/pa3/IeeHUIMU
(amOynaTopusiMu, penpamepckuMu U QenbaIepcKo-aKyILIepCKUMU TYHKTaMU, LEHTPaMHU (OTAEIECHUSIMU)
oOmiell BpaueOHON (ceMEHOM) MpPaKTHUKM), PACIONOKEHHBIMH B CEIIbCKMX HACEJIEHHBIX IyHKTaX, B
KOTOpPBIX OTCYTCTBYIOT alTE€YHbIE OpraHu3aliy, MpU pealu3alud JEeKapCTBEHHBIX IpernapaToB
TpeOOBaHUN K NPUMEHEHUIO IIeH, YPOBEHb KOTOPBIX HE JIOJKEH NpEeBBIIaTh CyMMY (akTHUeCKOH
OTIYCKHOM LI€HbI, YCTAHOBJIEHHOH IPOWU3BOJIUTENIEM JIEKAPCTBEHHBIX IpENapaToB, M KOTOpbIE HE
IPEBBIMIAIOT 3aPETUCTPUPOBAHHBIX MPEICIBHBIX OTIYCKHBIX 1I€H, M pa3MEpOB ONTOBBIX Ha/10aBOK U (MJIH)
pa3MepoB PO3HUYHBIX HA/I0aBOK, HE MPEBBIIIAIOIINX COOTBETCTBEHHO Pa3MEpOB IMpPEAeTbHBIX ONTOBBIX
Ha/10aBOK U (WJIM) pa3MepoB MpeAeIbHBIX POSHUYHBIX HA/10aBOK, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoi
denepanuu.

3. Opranuzanysi U OCYIIECTBICHHE PETMOHAJIBHOTO TOCYJApCTBEHHOIO KOHTpOJA (Haa3opa) 3a
PUMEHEHUEM IIeH Ha JIEKapCTBEHHBIE MpenapaThl, BKIOYEHHbIE B NT€PEUEHb KU3HEHHO HEOOXOJUMBIX U
BaXHEMILINX JIEKAPCTBEHHBIX IIpenapaToB, peryiaupytorcss denepanbueiM 3akoHoM oT 31 uronst 2020 roga
N 248-®3 "O rocynapcTBEHHOM KOHTpoJsie (Haa30pe) M MYHUIUINAIbHOM KOHTposie B Poccuiickoit
Oenepaunn".

4. TlonoxeHne 0 PerHOHAJILHOM TOCYAapCTBEHHOM KOHTpOJe (Haa30pe) 3a MpUMEHEHUEM IIeH Ha
JIeKapCTBEHHbIE TIpernaparbl, BKIIOUYEHHBIE B TMEPEYeHb MKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IMpernapaToB, YTBEP:KAAETCS BBICIIUM HCIIOIHUTEIbHBIM OPraHOM TIOCYJapCTBEHHOMN
BiacTH cyobekTa Poccuiickoit denepanun.

Wndopmarius 06 H3MEHEHUSX:

I'nasa 4 oononnena cmamvei 9.4 ¢ 1 uwna 2021 2. - @edepanvuwiii 3akon om 11 uwona 2021 e. N



170-D3
Crarba 9.4. @enepasibHbI TOCYJApCTBEHHBIN JIMLIEH3UOHHBIH KOHTPOJIb JIEATEIBHOCTH IO
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB

1. ®denepanbHbli TOCYAAPCTBEHHBIM JIMIEH3UOHHBIA KOHTPOJIb JAEATEIBHOCTU 110 IPOU3BOICTBY
JICKapCTBEHHBIX CPEICTB OCYIIECTBIsETCA (enepaibHBIMM OpraHaMH  HMCHOJHUTENbHON BJIacTH,
ynosiHoMo4eHHbIMHU [IpaBurenscTBoM Pocceniickoit denepanun.

2. @enepanbHbIil TOCYAAPCTBEHHBIM JIMIIEH3UOHHBIM KOHTPOJb IEATEIbHOCTH MO IPOU3BOACTBY
JIEKaPCTBEHHBIX CPEJCTB OCYILIECTBIIIETCA B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM 0T 4 mas 2011 rona
N 99-®3 "O nuueH3upoBaHUU OTACIBHBIX BUIOB JeITeNbHOCTU" 1 DenepaibHbIM 3aKOHOM OT 31 urosist
2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpoJe (HAA30pe) M MYHHUIUINAIBHOM KOHTPOJIE B
Poccuiickoit ®enepanuu". B pamkax QemepasbHOrO TOCYAapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
JEATEIbBHOCTH 110 TPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJIbHBIE (HAI30pHbIE)
MEpPOIIPUATHS. HE MPOBOIATCS, MPU 3TOM IMPOBOAMUTCS NEPUOJUYECKOE MOATBEPKICHHUE COOTBETCTBHS
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSM B COOTBETCTBUM ¢ DenepalibHbIM 3aKOHOM OT 4 Mas
2011 romga N 99-@3 "O nuiieH3upOBaHUU OTIAEIBHBIX BUIOB JEATCIBHOCTH .

I'maBa 5. Pazpa6orka, 10K/JIMHNYECKHE HCCIEeJOBAHNS J1eKAPCTBEHHBIX CPE/ICTB, a TAKKe
KJIMHHYeCKHe HCCJIe0BAHNS J1eKAPCTBEHHbIX IPeNnapaToB /sl BeTePHHAPHOI0 IPUMeHeHUs!

Crates 10. Pa3zpaboTka JiekapCTBEHHBIX CPEICTB

1. Pa3paboTka JEKapCTBEHHBIX CPEICTB BKIOYAeT B CceOs IMOMCK HOBBIX (hapMaKOJIOTHYCCKU
AKTHUBHBIX BCIICCTB, nmociacayrouiee HU3Yy4YCHUC nux JICKApCTBCHHBIX CBOI>'ICTB, JOKJIMHUYCCKHUC
UCCIIeIOBaHMs, pa3pabOTKy TEXHOJOIMH NPOU3BOACTBA (papMalleBTUYECKHX CyOCTaHLIMH, pa3paboTKy
COCTAaBOB M TEXHOJIOTUI ITPOU3BOCTBA JICKAPCTBEHHBIX MIPENApaToB.

2. ®uHaHCcOBOE oOecnieueHne pa3padOTKU JIE€KAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUET:

1) cpenctB deneparbHOTO OIOIKETA;

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEICTB IPOU3BOIUTENIEH JIEKapCTBEHHBIX CPEICTB pu BBITIOJTHEHUH
HAY4YHO-HUCCIIEJJOBATEIbCKUX paboT MO JOTOBOPY MEXAY pa3pabOTUMKOM JIEKapCTBEHHBIX CPEICTB U
IIPOM3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) uHBIX He 3alpelIeHHBIX 3aKOHO1aTeNbCcTBOM Poccuiickoit denepariii HCTOYHHUKOB.

3. IlpaBa  pa3paboTymka  JIEKapPCTBEHHOTO  CPEICTBA  OXPAHSIIOTCA  TPAKIAHCKUM
3aKOHOJIaTEeILCTBOM.

MNPUMEYAHMUE:

Cwm. KOMMCHTApHHU K CTAaThC 10 HaCTOAIICTO d)euepaJILHoro 3aKOHa

Crarbs 11. JloKIMHHYECKOE WCCIICIOBAHNUE JIEKAPCTBEHHOTO CPEACTBA JUISI METUITMHCKOTO
MPUMEHEHUS
1. JIOKIMHUYECKOE HWCCIEIOBAHUE JIEKAPCTBEHHOTO CPEACTBA ISl MEIMUIIMHCKOTO MPUMEHEHUS
MPOBOJIUTCA NYTEM IMPUMEHEHUS] HAay4YHbIX METOJOB OIEHOK B IEJAX TOJYyYEHHUs JOKa3aTelbCTB
0e30macHOCTH, KadecTBa U 3((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 2 cmamou 11 nHacmoswezo
DedepanvHozo 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu
2. JIOKIMHHMYECKOE HCCIICOBAHHE JICKAPCTBEHHOIO CPEICTBA JJISI MEAMIIUHCKOTO MPUMCHEHHS
NPOBOJIUTCS B COOTBETCTBHHM C TpABWIAMHU HaJJIexkalleil j1abopaTOpHOM MPAKTUKH, YTBEPIKIACHHBIMU
YIIOJHOMOYEHHBIM (pesiepaabHbIM OPraHOM HUCIIOHUTEIbHOM BIACTH.



Wndopmarius 06 H3MEHEHUX:

Deoepanvrovim 3akonom om 2 uwas 2013 2. N 185-®@3 6 uacmv 3 cmamwvu 11 nacmoswezo
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHUsl, ecmynarouue 6 cuny ¢ 1 cenmsaopsa 2013 a.

Cm. mexem yacmu 8 npedvloyujeli pedaKyuu

3. Jlna opraHu3anuy M NPOBEICHUS JOKIMHMYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOTO CPEICTBA
JUIE  MEIUIMHCKOTO TIPUMEHEHUs pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB MOTYT IPHUBIEKATH
HAay4YHO-HMCCIIEJI0OBAaTEeIbCKUE OpraHu3aliy, oOpa3oBaTelbHbIE OpraHMW3allMM BBICIIErO 00pa3oBaHU,
UMEIOIME HEOOXOAUMYI0 MaTepHaJbHO-TEXHHUECKYI0 0a3y M KBaTU(UIIMPOBAHHBIX CHEIUATNCTOB B
COOTBETCTBYIOLIECH 00JIaCTH HCCIIETOBAHNUS.

4. JIOKIMHMYECKOE HCCIEeIOBaHMUE JIGKAPCTBEHHOTO CPEJCTBA Ul MEAMLIUHCKOTO MPUMEHEHHS
IPOBOAUTCS MO YTBEPKICHHOMY pa3pabOTYMKOM JIEKAPCTBEHHOTO CpEACTBA IUIaHY C BEJICHHEM
IPOTOKOJIa 3TOTO HMCCIEIOBAaHHUS M COCTABICHHEM OTYETa, B KOTOPOM COJAEPIKATCS PE3ybTaThl ATOTO
UCCIIEJIOBAHHSA U 3aKJIFOYEHUE O BOZMOXXHOCTH TPOBEACHUS KIMHUYECKOTO UCCIIEIOBAHHS JIEKAPCTBEHHOTO
npernapara Uit MEIUIUHCKOTO IPUMEHEHHSI.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 6 uacms 5 cmamvu 11 nacmoswezo
DedepanbHoco 3aKOHA 6HeCeHbl usMeHeHus:, ecmynarowue 6 cury ¢ 1 utons 2015 2.

Cm. mexem yacmu 6 npeovioyujeti pedaxKyuu

5. IlpoBeaeHue mpoOBEpOK COOMIOACHHS TMPABWI HaJJIeKaled JabOpaTOPHON NPAKTUKH U
IPAaBOBBIX HOPM HCHOJB30BAHUS KUBOTHBIX MPH NPOBEACHUM JOKIMHHUYECKUX HCCIICTOBAHHMA
JIEKAPCTBEHHBIX  CPENCTB [UII MEAMIIMHCKOTO TPUMEHEHUSI OCYIIECTBIISIETCS  YIOJTHOMOYEHHBIM
dbenepanbHBIM OPraHOM HCTIOIHUTEIBHOM BIACTH.

6. Pe3ynbTaThl NOKIMHHYECKOIO HCCIIEOBAHMS JIEKAPCTBEHHOTO CpEACTBa JUISI MEIULHMHCKOIO
MPUMEHEHUS MOTYT OBITh TPEICTAaBICHbI B YIOJHOMOYEHHBIH (enepanbHblii OpraH HCHOTHUTEIbHOM
BJIACTU B YCTAHOBJICHHOM TOPSI/IKE B IEJSAX TOCYIaPCTBEHHON PETUCTpAIlU JICKAPCTBEHHOTO IIperapara.

MPUMEYAHUE:

Cwm. kommeHTapuH K ctaTthe 11 HacTosimiero denepaabHOTO 3aKOHA

Crarba 12. JIOKIMHMYECKOE HCCIEIOBAaHUE JIEKAPCTBEHHOI'O CPEJICTBA M KIMHUYECKOE
MCCIIEJOBAHNE JIEKAPCTBEHHOI'O IIpernapara /i BETEpUHAPHOTO PUMEHEHUS

1. JIoknmuHUYECKOe MCCIeOBAHUE JIEKAPCTBEHHOTO CPEACTBA JJIi BETEPUHAPHOTO MPUMEHEHHUS
IPOBOAMTCA IIyTEM IPUMEHEHMsSI HAy4yHBIX METOJOB OLEHOK B IENAX IOJYyYEHHUS [OKa3aTelbCTB
0e30MmacHOCTH, KauecTBa U 3((PEKTUBHOCTHU JIEKAPCTBEHHOTO CPE/ICTBA, B TOM YHCIIE OINPENEIeHUs CpoKa
€ro BBIBEJICHUS U3 OpraHu3Ma >KMBOTHOTO, B LEJIAX oOecredeHus: 0e30MacHOCTH MPOIYKIUU KUBOTHOTO
MIPOUCXOXKACHUS MTOCIIE IPUMEHEHHUSI COOTBETCTBYIOIIETO JIEKapCTBEHHOTO Mpernapara.

2. JIOKIMHMYECKOE HCCIEN0BAHUE JIEKAPCTBEHHOI'O CPEACTBA U KIMHHUYECKOE HCCIIEOBAHHE
JIEKapCTBEHHOI'0 IperapaTta JJjs BETEpPUHAPHOIO MPUMEHEHMs, HCCIe0BaHuE OHOIKBUBAJIEHTHOCTHU
YKa3aHHOTO JIEKAPCTBEHHOI'O IpernapaTa MPOBOJATCS B COOTBETCTBUM C NPAaBUIIAMH, YTBEPKICHHBIMU
YIIOJHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOTHUTEIbHON BIIACTH.

MPUMEYAHUE:

CMm. Meroanveckue ykazanus "lIlpoBeneHHre KayeCTBEHHBIX WCCIICOBAHUNA OHOIKBHBAJICHTHOCTH
JIEKapCTBEHHBIX CPeACTB", yTBepkaAeHHbIe MuH3apaBconpa3sutus Poccun ot 30 aBrycra 2004 r.

3. JloknuHHMYECKOEe HCCieI0OBaHUE JEKapCTBEHHOIO CpEACTBA M KIMHUYECKOE HCCIe0BaHNe
JIEKapCTBEHHOI'O Ipenapara JUisli BETEPUHAPHOTO NPUMEHEHHUs MPOBOJATCA IO YTBEPKIECHHOMY
pa3paboOTYUKOM JIEKAPCTBEHHOTO CpPEJCTBA IUIaHY C BEACHHEM IPOTOKOJOB 3THX HCCIENOBAaHUN U
COCTaBJIEHUEM OTYETOB, B KOTOPBIX COAEPAKATCS PE3YJIbTAThl ITUX UCCIEIOBAHUM.

4. Jlns opraHu3alyy U NPOBEJCHUS JOKIMHUYECKOrO UCCIIEI0BaHMs JEKapCTBEHHOIO CPEICTBA U
KJIMHUYECKOTO MCCIIEIOBAHUS JICKApPCTBEHHOTO Iperapara i BEeTEpUHAPHOTO MPUMEHEHHS pa3paboTurK
JEKapCTBEHHOTO  CpEACTBa  MOKET  IPUBJEKATh  OpraHM3allld,  HMMEIIIHMEe  HEOOXOJUMYIO



MaTepUaIbHO-TEXHUYECKYI0 0a3y M KBaIM(UIMPOBAHHBIX CIICIHAINCTOB B COOTBETCTBYIOIIEH 00JIacTh
UCCIIEJOBAHMUS.

5. Knuandeckue wmccienoBaHUs JIEKapCTBEHHBIX MPENapaTroB Uil BETEPUHAPHOTO MPUMEHEHHS
NPOBOJATCS B BETEPHHAPHBIX OPTraHU3alMsIX M B OPraHU3alMAX, OCYIIECTBISIOUIMX pa3BEICHUE,
BBIPALIMBAHKE U COJICP)KAHUE KUBOTHBIX, B IIETIAX:

1) ycTaHOBJIEHUS TIEPEHOCUMOCTH JICKAPCTBEHHBIX MPENapaToB 3J0POBBIMH KHUBOTHBIMHU;

2) monbopa ONTHMAIBHBIX JIO3MPOBOK JIEKAPCTBEHHBIX IIPENapaToB M Kypca JICYCHHUS Ha
KOHKPETHOH TPpyYIIE )XUBOTHBIX C ONPEIEIIEHHBIM 3a00JIeBaHUEM;

3) ycraHoBimeHHs ~ 0Oe3omacHOCTH M I(QQEKTUBHOCTH  JIEKAPCTBEHHOIO  IIperaparta,
NpPEIHA3HAYCHHOTO [UI JICYCHHUS ONpEICNCHHBIX 3a00JIeBaHUN JKUBOTHBIX, Wi 3(ddekTuBHOCTH
JIEKapCTBEHHOTO Ipenapara Uit Npo(puIakTUKU 3a007€BaHII 3JOPOBBIX KUBOTHBIX;

4) wu3ydyeHusT BO3MOXKHOCTEH paCIIMpEHHUs MOKAa3aHUH K TNPUMEHEHHUIO 3aperUCTPHPOBAHHOTO
JIEKapCTBEHHOTO Mpernapara 1 BhISBICHUS paHee HEU3BECTHBIX MOOOYHBIX ICHCTBUIA.

6. Knmanueckoe uccieoBaHME JIEKapCTBEHHOIO IIpenapaTra Ui BETEPHHAPHOIO IMPUMEHEHUS
OCYIIECTBIISICTCS 32 CYET CPENICTB Pa3pabOTYHKa JIEKaPCTBEHHOTO CPE/ICTBA.

7. Otuersl O pe3yabTaTax JOKIMHUYECKOTO HCCIENOBAaHHUSA JIEKAPCTBEHHOI'O CPEICTBA U
KJIMHUYECKOTO  HWCCJICJOBaHMs JICKApCTBEHHOTO INpemapara s  BETEPUHAPHOTO  MPHUMEHEHUS
COCTaBJISIIOTCSL  pa3pabOTYMKOM JICKAPCTBEHHOTO CpPEACTBA C YYETOM 3aKIIIOYEHHH OpraHu3alui,
NPUHUMABIIUX y4acTHE B OPraHU3alK ¥ IPOBEICHUHN 3THX HCCIICTOBAHUI.

8. KoHTpons 3a mpoBeAcHHWEM IOKIMHHYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEICTB U
KJIMHUYECKUX  HWCCIECIOBAaHMH  JICKApPCTBEHHBIX IPENapaToB Ui  BETCPHHAPHOTO  NPHUMEHEHUS
OCYIIECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOTHUTEIBHOM BIACTH.

TIPUMEYAHHE:

CM. koMMeHTapuu K ctatbe 12 HacTosmero denepaibHOT0O 3aKOHA

I'maBa 6. OcyuiecTB/IeHHEe TOCYIapPCTBEHHON PerucTPALMY JeKAPCTBEHHbIX NMPenapaTos

Wndopmarys 06 H3MEeHEHHSAX:

Deodepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamosa 13 nacmoswezco DedepanvHoco
3AKOHA U310JHCEHA 8 HOBOU pedaxyuu, ecmynarowetl ¢ cuny ¢ 1 uons 2015 2.

Cm. mexcm cmambvu 8 npedvloyujeri peoaKyuu
Crartbs 13. ['ocynapcTBeHHast perucTpanys JeKapCTBEHHbIX IpenapaToB

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim 3akonom om 13 wuons 2015 2. N 241-@3 yacms 1 cmamvu 13 nacmoswezo
DedepanbHo20 3aKOHA U3NLONHCEHA 8 HOBOU Pe0aKyuu

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. B Poccuiickoit denepanu 10nycKarTcsl MPOU3BOJICTBO, U3TOTOBIICEHHUE, XpPaHEHHUE, IEPEBO3Ka,
BB03 B Poccuiickyro ®denepamuto, BbiBo3 U3 Poccuiickoit denepannu, pekinama, OTIYCK, peain3alus,
nepeaaya, MPUMEHEHHE, YHUUYTOKEHHME JIEKapCTBEHHBIX IPENapaToB, €CJIM OHHU 3apErHMCTPUPOBAHBI
COOTBETCTBYIOIINM YIIOJTHOMOUYEHHBIM (e/iepaIbHbIM OPTaHOM HCITOJTHUTEIILHON BIIACTH.

2. T'ocynapcTBEHHOM perucTpaiu nojexar:

1) Bce jexapCTBEHHBIE TpernapaThl, BIEPBBIC MOJJISKAINE BBOAY B oOpamieHue B Poccuiickoii
denepaunu;

2) neKapCTBEHHBIC IMpenaparhl, 3aperUCTPUPOBAHHBIE pPaHEE, HO MPOU3BEACHHBICE B JIPYTUX
JICKapCTBEHHBIX ()OpMax B COOTBETCTBHH C TNEPEYHEM HAMMEHOBAaHUHN JICKAPCTBEHHBIX (OpM, B HOBOU
JIO3UPOBKE IPH JI0KA3aTENbCTBE €€ KIMHNUYECKON 3HAYMMOCTH U 3()(PEKTUBHOCTH;

3) HOBBIE KOMOMHAIINY 3aPETUCTPUPOBAHHBIX paHEe JICKAPCTBEHHBIX MPEMAapaTOB.

3. 'ocynapcTBeHHast perucTpalys JIEKapCTBEHHBIX MPENapaToB OCYIIECTBISAETCS MO pe3ylbTataM



9KCIIEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB, a TOCYJApCTBEHHAs perucrpamnus op(aHHBIX JIeKapCTBEHHBIX
IIPENapaToB OCYILECTBISAETCS [0 pe3yiabTaTaM »JKCIEPTU3bl JOKYMEHTOB, IPEICTABICHHBIX JUIS
OmnpeieJIeHUs BO3MOXKHOCTH PAcCMATpUBATh JIEKAPCTBEHHBIN MpenapaT Uil MEIULHUHCKOTO MPUMEHEHUS
IPU OCYIIECTBJICHUHU TOCYAAPCTBEHHON PErucTpaluy B KayecTBe op(haHHOro JIEKaPCTBEHHOTO Mpenapara,
Y IO pe3yJIbTaTaM IKCIIEPTU3bI JEKAPCTBEHHBIX CPEICTB.

4. I'ocynapcrBenHas perucrpanus JIEKapCTBEHHOT'O npenapara OCYIIECTBIISAETCS
COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJHUTENIBHON BIIAaCTH B CpPOK, HE
MPEBBIIIAOIINNA CTa MIECTHACCATH padOYMX MHEH CO JHS MPHUHSATHS COOTBETCTBYIOIIETO 3asIBICHUS O
roCyJapCTBEHHON pErucTpalyy JIEKapCTBEHHOrO mpenapara. B yka3aHHBIM CpOK BKIIIOYAETCA BpeEMH,
HE00X0IMMOe ISl TOBTOPHOTO MPOBEACHUS SKCIEPTU3bI JEKAPCTBEHHOTO CPEACTBA B COOTBETCTBHU CO
cratbeil 25 Hacrosmero denaepanbHoro 3akoHa. Cpok rocyapCTBEHHOM PErucTpanyu JIEKapCTBEHHOTO
npernapara UCUUCISAETCS CO JIHS MPUHSATUS COOTBETCTBYIOIINM YIIOJTHOMOUYEHHBIM (efiepaTibHbIM OPraHOM
WCIIOJIHUTEJIbHOM  BJIACTM  COOTBETCTBYIOIETO  3asABJICHHMS O TOCYAAPCTBEHHOM  perucrpanuu
JIEKApCTBEHHOT'O0 TIpernapara ¢ NPWIOKEHUEM HEOOXOIMUMBIX JOKYMEHTOB IO JE€Hb BBIJAYH
PETrUCTPALIMOHHOTO yIOCTOBEPEHHS JIEKaPCTBEHHOTO Mpemnapara. Bpemsi, HeoOxoaumoe A1 HarmpaBiIeHUs
YIIOJIHOMOYEHHBIM ~ (peIepajibHBIM OPraHOM HCIOJHHUTEIBHON BIACTH 3ampoca O MPEICTaBICHUH
HEOOXOUMBIX MAaTepUANIOB U MPECTABICHUS 3agBUTENIEM OTBETA Ha JIAHHBIM 3apOC B COOTBETCTBUU CO
cratesiMu 16, 19 u 23 nHactosmero denepalbHOTO 3aKOHA, HE YUMTHIBAETCA IMPH HCUUCICHUU CPOKa
roCyJapCTBEHHOM pEerucTpaliu JEKapCTBEHHOT O IIpenapara.

5. T'ocynapCcTBEHHOW pEerucTpalmy HE MOAJIEKAT:

1) nmexapcTBeHHbIE Mpenaparhl, U3TOTOBJICHHbIE ANTEUHBIMH OpPTaHHU3AIUSMHU, BETEPUHAPHBIMU
anTEeYHBIMH OPraHU3alUAMH, UHAUBUAYATBHBIMU TPEANPUHUMATEISIMUA, KOTOPbIE MMEIOT JIMIICH3UIO Ha
dapMalleBTUYECKYIO JESATENbHOCTh, IO pelenTaM Ha JIeKapCTBEHHbIE MpemapaTsl U TpPeOOBaHUAM
MEUIIMHCKUX OpTaHu3aIuii, BETEpUHAPHBIX OpraHU3allNii;

2) nexapcTBEHHBIE Mpernaparthl, MpuoOpeTeHHbIe GU3NYECKUMU JIMIIAaMU 3a npeaenamu Poccuiickoi
®enepaliiy U MpeiHa3HAYeHHbIE AJIs TMYHOTO MCIIOJIb30BaHMUS,

3) nexkapcTBEHHBIE MpemnapaThl, BBO3UMbIe B Poccuiickyto denepaliuio A OKa3aHus MEIUIIMHCKON
MOMOIIU TI0 KM3HEHHBIM TMOKa3aHUSIM KOHKPETHOTO IMAallMeHTa Ha OCHOBAaHWU pa3pelieHus, BbIIAHHOTO
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM MCIIOHUTEILHON BIACTH;

4) nexkapCTBEHHBIE CpelCcTBa, BBo3uMble B Poccuiickyro denepaiiiio Ha OCHOBAaHMHM BBIJIAHHOTO
YIIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOTHUTEIBHOM BJIACTH pa3pelieHUs U TMpelHa3HauYeHHbIS
JUIST TIPOBENEHUS KIMHUYECKUX HWCCIEOBAaHUN JIEKApCTBEHHBIX TMpenaparoB W (WJIM) TPOBEIACHHS
SKCHEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  JJIi  OCYLIECTBIEHUS  TOCYJApCTBEHHOM  perucrpanuu
JIEKapCTBEHHBIX MPEMapaTOB;

5) papmaneBTHUeckue CyOCTaHINH;

6) paanodapmalleBTHUECKHUE JIEKAPCTBEHHBIE IpenapaThl, HU3rOTOBIEHHbIE HEMOCPEICTBEHHO B
MEIWIIMHCKUX OPTaHU3allusiX B TOPSAKE, YCTAHOBJICHHOM YIOJTHOMOYEHHBIM (elepaabHbIM OpPraHoOM
UCIIOJTHUTENIbHOM BIIACTH;

7) nexapCTBEHHbIE IPeNapaThl, MPOU3BOAUMBIE JJIS SKCIIOPTA.

6. He nomyckaercs rocygapCTBEHHAsi pErucTpanus:

1) nexapCTBEHHBIX MpeNaparoB, OTIWYAIOLIMXCSA JAPYr OT JIpyra KauyeCTBEHHBIM COCTaBOM
JIEHCTBYIONIUX BEIIECTB, MO/I OAMHAKOBBIM TOPTOBBIM HAMMEHOBAHUEM;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 2 uzmenen c 15 uronsn 2018 e. - @edepanvuviii 3axon om 4 urons 2018 2. N 140-D3

Cm. npeovloywyro peoakyuio
2) oHOTO NIEKapCTBEHHOTO Mperapara, MpeCTaBICHHOTO Ha TOCYJAapCTBEHHYIO PETHCTPAIUIO B
OTHOIIEHWH OJHOTO W TOTO JK€ JAep)KareNis WIM BIaJAeiblla PETHCTPAIIMOHHOTO YAOCTOBEPEHUS
JICKapCTBEHHOTO TMpemnaparta B BUAC ABYX U 0Oojiee JIEKAPCTBEHHBIX IMPEMapaToB MO Pa3TUYHBIMU
TOPTOBBIMH HANMEHOBAHUSIMH.



7. Tlo 3ampocy (B 3JeKTpoHHOH (opme Wiau Ha OyMa)KHOM HOCHTENE) CyObeKTa OOpalieHus
JICKAPCTBEHHBIX CPEACTB COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (eIepaIbHBIM OPTaHOM HCIIOJIHUTEIIEHON
BJIACTH, OCYIIECTBISIONIMM TOCYIapPCTBEHHYIO  PETHCTPalli0  JICKApCTBEHHBIX  IMpEnapaToB, B
YCTaHOBJICHHOM MM TIOPSIKE OCYIIECTBIISICTCS HAy9HOE KOHCYJIbTUPOBAHUE IO BOMPOCAM, CBSI3aHHBIM C
NPOBEICHUEM JOKIMHUYCCKUX UCCIICAOBAHUM, KIMHUYECKUX MCCIICIOBAHUN JICKAPCTBEHHBIX MPENapaToB,
OKCIEPTHU3BI KAYeCTBA JIEKAPCTBEHHBIX CPeNCTB, d(H(PEKTUBHOCTH M OE30MACHOCTH, C OCYIIECTBICHHEM
TOCYJApCTBEHHON PETUCTpalliyl JICKApCTBEHHBIX NpenapaToB. KOHCYIbTHpOBaHHME OCYIIECTBISETCS C
npuBJIcYCHUEM (peiepalibHBIX TOCYIAPCTBECHHBIX OIOJIKETHBIX YUPEXKICHUH, TIOJIBEIOMCTBECHHBIX TaHHOMY
denepaabHOMYy OpraHy HCHOJHHTEIBHOM BJIACTH M HE YYAaCTBYIOIIUX B OPraHU3AIlUHM TPOBEICHHS
OKCIIEPTHU3Bl KAYeCTBA JICKAPCTBCHHBIX CPEACTB B IMEIAX OCYHIECTBICHHUS WX TOCYAapCTBEHHOM
pEerucTpaii B COOTBETCTBHHM CO cTaTheill 16 Hacrosimero denepasbHOr0 3aKkoHa, B BHJEC OTBETAa B
NUCHbMEHHOW (pOpME YIIOJIHOMOYEHHOTrO (heiepaJbHOr0 OpraHa HCIOJIHUTENBHOW BJIACTH Ha 3ampoc.
Pa3zmep B3umaeMoii ¢ 3asBUTENS TUIATHI OMPEICISICTCS B COOTBETCTBUU C 3aKOHOIATENILCTBOM Poccuiickoit
Oenepanyy 00 OpraHU3AIMH IPEIOCTABICHUS TOCYIAPCTBEHHBIX U MyHUIIUTIATBHBIX yCryT. MHpOopmamms
00 OCYILIECTBIICHUH HAYYHOTO KOHCYJIbTHPOBAHHUS, B TOM YHUCIIC CTaThU, 0030pbI, CIIPABOYHBIC MATEPUAITBI
U uHas uHpopMaIrs 00 OCYIISCTBICHUHA HAYYHOTO KOHCYJIBTUPOBAHUS, Pa3MEIIaeTCs Ha OPUITHATEHOM
caiiTe yYIOJHOMOYECHHOTO (eepabHOrO OpraHa HCIOJHHUTENbHON Biacth B cetn "HHTepHeT" C
COOJIOZICHMEM OTPAaHWYCHHWH, YCTAaHOBJICHHBIX 3aKOHOJATEIhCTBOM O TIEPCOHAIBHBIX JIaHHBIX,
KOMMEPYECKOH U (MJIM) TOCYAapCTBCHHOM TaifHe.

Undopmaris 06 n3MEHEHUAX:

Yacmo 8 usmenena c 1 anpensa 2020 2. - @edepanvruiii 3akon om 1 anpens 2020 2. N 98-D3

Cm. npedvioyuyio pedaxyuio
8. I'ocynapcTBeHHasi perucTpanus JEKapCTBEHHBIX IpENapaToB, KOTOpPbIE NpeAHAa3HAYEHbI IS

IIPUMEHEHUs B  YCIOBUSAX BOEHHBIX JIEHMCTBHUM, YPE3BBIYAHMHBIX CUTyalUud, NPELYyIPEKICHUSA
Ype3BbIYAIHBIX CUTYyallui, NPOQUIAKTUKA W JIeYeHHs] 3a00JIeBaHUM, MPEJCTABISIONIMX ONACHOCTh JUIS
OKpY’KalOIIMUX, 3a007€BaHUN U MOpPaXEHUH, NOTYUYEHHBIX B pe3yJibTaTe BO3/EHCTBHs HEOIaromnpHUsITHBIX
XUMHYECKHX, OMOJIOTMYECKUX, PAaTUAlMOHHBIX (DaKTOPOB, U KOTOpbIE pa3pabdOTaHbl B TOM YHCIE IO
3aJaHuI0  (eepaTbHBIX OPraHOB HCHOJHHUTEIbHOM BIIACTH, YHNOJIHOMOYEHHBIX B O0JIACTHM OOOPOHBI
CTpaHbl U 0€30IaCHOCTH TOCYAApCTBA, OCYLIECTBIIETCS B IMOpSAJKE, ycTaHOBIEeHHOM I[IpaBuTenscTBOM
Poccuiickoit @enepanuu.

[IPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAThC 13 HaCTOAIICTO d)enepaanoro 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 14 nacmosweeo DedepanbHoco
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, ecmynarowetl 6 cuny ¢ 1 uons 2015 2.

Cm. mexem cmambou 8 npedvioyujeti pedaxKyuu

Cratbs 14. [IpuHIUDBI SKCIIEPTU3BI JIEKAPCTBEHHBIX CPENICTB

1. DkcnepTr3a JEKapCTBEHHBIX CPEJICTB OCHOBBIBAECTCS Ha NMPHUHIIMIIAX 3aKOHHOCTH, COOIOACHUS
npaB M CcBOOOJ 4YeloBE€Ka M TpaXKIaHWHA, MpaB IOPUAWYECKOrO JIMIA, HE3aBUCHMOCTH 3KCIIepTa,
OOBEKTHUBHOCTH, BCECTOPOHHOCTH M TIOJIHOTHI HCCJIEIOBAHUN, NPOBOJUMBIX C HCHOJIH30BAHUEM
COBPEMEHHBIX JIOCTH)KEHUH HAyKH M TEXHHKH, OTBETCTBEHHOCTH (pellepabHOTO TOCyAapCTBEHHOTO
OIO/KETHOTO YUYPEXIEHHUS 10 MPOBEACHUIO SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB M OIKCIEPTOB 32
IIPOBEJICHUE U KaUeCTBO SKCIIEPTHU3HI.

2. DKcrnepTu3a JIeKapCTBEHHBIX MPEnapaToB A MEIUIIMHCKOTO IPUMEHEHUS BKIIIOYAET B ceOs:

1) skcnepTu3y AOKYMEHTOB, MPEACTABIECHHBIX Ul ONPEIEICHHs BO3MOXHOCTH PacCMaTpUBATh
JIEKapCTBEHHBIN IMpenapaTr i1l MEIULUHCKOIO MPUMEHEHMs] IPU OCYLIECTBICHHHM TOCYJapCTBEHHOMN
perucTpanuu B kauectse oppaHHOTO JIEKAPCTBEHHOIO IIpenapara;



2) BKCepTU3y NPEUIOKEHHBIX METOJJOB KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOI'O CPEJICTBA U KaueCcTBa
IPE/ICTABICHHBIX 00pa3l0B JIEKAPCTBEHHOIO CPEJCTBA C MCIOIb30BAHHUEM ITHX METOJOB (namee -
9KCIEPTU3a KaueCTBa JIEKApCTBEHHOI'O CPE/ICTBA);

3) oKcHepTu3y OTHOLIEHUS OXHAAeMOM IOJb3bl K BO3MOKHOMY PHUCKY IPUMEHEHUs
JIEKapCTBEHHOIO IIpernapara;

Wndopmarius 06 H3MEHEHUSX:

Yacms 2 donoanena nynkmom 4 ¢ 1 mapma 2020 e. - @edepanvuviii 3axon om 27 dexaops 2019 . N
475-D3

4) SKCHepTH3y PErHCTPAlMOHHOTO J0ChE Ha JIGKAPCTBEHHBIM MHpenapaT B LENSIX OMpeIeTICHHS
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENApaTOB JJIsi MEIUIIMHCKOTO TPUMEHEHUS.

3. DkcnepTH3a JEKapCTBEHHBIX MPENapaToB Il BETEPHHAPHOTO NMPUMEHEHUS BKIIIOYACT B ceOs
IKCIIEPTH3Y KAveCcTBa JIEKAPCTBEHHOTO CPEACTBA W OIKCIIEPTH3Y OTHOIICHUS OXHUIAEMOH TOJB3Bl K
BO3MOXXHOMY PHCKY IIPUMEHEHUS JIEKAPCTBEHHOTO TIperapara.

TIPUMEYAHHE:

Cwm. IlonoxxeHne o mopsAKe HIKCIEPTU3BI, UCIIBITAHUS U PETUCTPALMU BETEPUHAPHBIX IpenaparoB B PO,
YTBEPKACHHOE | JTaBHBIM rOCy1apCTBEHHBIM BeTEpUHAPHBIM HHCIIEKTOPOM P®D 3 okTsi0ps 1995 r.

CMm. koMMeHTapuu K ctatbe 14 HacTosiero denepajbHOro 3aK0Ha

Crarba 15. @exnepasibHOE TIOCYIapCTBEHHOE OIOJKETHOE YUpEXKJIEHHUE 110 IPOBEJIECHUIO
9KCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB

DKcrepTr3a JIEKapCTBEHHBIX CPEICTB MPOBOAUTCS (eepaIbHBIM roCy1apCTBEHHBIM OFOKETHBIM
YUPEXKJICHUEM COOTBETCTBYIOIIErO YIOJIHOMOYEHHOTO (eepaqbHOro OpraHa HCIIOJHHUTEIFHON BIIACTH,
CO31aHHBIM JIA oOecrieueHrs HCIIOJHEHHUS MOTHOMOYHUH JTOrO @enepaanoro opraHa II0 BbIgade
paspelleHnii Ha TpoBeleHHE KIMHMYECKHX HCCIEIOBAHUN JIEKapCTBEHHBIX MpEnaparoB U (M) IO
TOCYapCTBEHHOM PErHCTPAINH JIEKAPCTBEHHBIX MPENapaToB (J1anee - IKCIEePTHOE YUPEKACHHE).

IMPUMEYAHMUE:

CM. koMMeHTapuu K ctatbe 15 HacTosmero denepaibHOT0O 3aKOHA

Wndopmarys 06 W3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexaops 2014 2. N 429-D3 naumenosanue cmamou 16 Hacmosuje2o
DedepanbH020 3aKOHA U3NONACEHO 8 HOBOU pedakyuu, ecmynarowetl 8 cury ¢ 1 urons 2015 2.

Cm. mekcm HaumMeH0B8aHUS 8 NPedblOYUel pedaKyuu

Cratbs 16. Opranuszanus NpoBeACHUs SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB

1. DOxcneprusa JIEKapCTBEHHBIX CpPEICTB IPOBOAUTCA KOMMCCHEH OKCIEPTOB HSKCIEPTHOIO
YUpEXJIEHUS, Ha3HAUEHHOM €ro pyKOBOJIUTEJIEM, Ha OCHOBAaHMUU 33JaHMs HA IMPOBEICHUE SKCIEPTU3bI
JIEKapCTBEHHOTO CPEJCTBA, BBIJAHHOI'O YIOJHOMOYEHHBIM (hefepalibHbIM OpPraHOM HCIIOJIHUTENBbHON
BJacTU. PyKOBOJUTENb 3KCHEPTHOTO YUPEXKJEHUSI OOecreunBaeT HaJyleKallee MpoBeJeHUE SKCIIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHM C 3aJlaHMEM, BBIIAHHBIM YIOJHOMOYEHHBIM (heaeparbHbIM
OpraHOM HUCIOJHUTENILHOM BJIACTH, U OPraHU3yeT MOJTOTOBKY CBOJHOTO 3aKJIIOUEHHUs 3TOH Komuccuu. B
COCTaB 3TOW KOMHCCHH IO PELICHUIO PYKOBOAMUTEINS HKCHEPTHOTO YUPEKJICHHUS MOTYT OBITh BKIIOUYEHBI B
KayecTBe KCIEPTOB JIMIIA, HE pabdoTarolue B JaHHOM SKCIEPTHOM YUPEKICHHH, €CIIM UX CIelHalbHbIe
3HaHUS HEOOXOAMMBI JUIsI TPOBENEHHUS OHKCHEPTH3bl M TaKHUE OKCIEPThl OTCYTCTBYIOT B JIaHHOM
9KCIIEPTHOM YUPEKICHHUHU.

2. DKCIepToM IO NPOBEACHHUIO AKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB SIBISETCS aTTECTOBAHHBIN
pabOTHHUK SKCHEPTHOIO YYPEXKJEHHs, KOTOPbI MMEeT BbICIIEC MEIUIMHCKOE, (hapMaleBTHUECKOE,
Ouosornyeckoe, BETEpHHAPHOE WM XUMHUYECKOoe 00pa30BaHUE M MPOBOAMT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEJICTB B TIOPSJIKE UCTIOJHEHUS CBOUX JOJKHOCTHBIX 00S3aHHOCTEH (J1aee - SKCIepT).

3. Ilpu mpoBeneHUM SKCIEPTU3Bl JIEKAPCTBEHHBIX CPEIACTB AKCIEPT HE MOXKET HAXOJUTHCS B



KaKoOH-1100 3aBHCUMOCTH OT JIIa, Ha3HA4YMBHICTO OTY OSKCIICPTHU3Y, pa3pa60TqI/IKa JICKApCTBEHHOTI'O
CpcacTBa UM APYTUX 3aMHTCPCCOBAHHBIX B PC3YJIbTAaTaX SKCIICPTU3BI JIUII.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akoHom om 25 nosops 2013 2. N 317-@3 uwacme 4 cmamvu 16 nHacmosweco
DedepanbHoeo 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

4. Tlpu TmpoBEOEHUM OSKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB HE JOIMYCKAeTCsl HCTpeOOBaTh y
3agBUTENsl MO0 MHBIX JIMI MaTepuaibl, HEOOXOIMMBbIE [UIsl MPOBEACHHS HSKCHepTU3bl. B ciyuae
HEJIOCTaTOYHOCTH MPEICTABIEHHBIX SKCIEPTY MATEPUATIOB IS Ja4M 3aKIFOUEHUS IKCIEPT CTABUT BOIIPOC
O TPEACTaBICHUU €My HEOOXOJMMBIX MaTepUajoB IMeped PYKOBOIUTENIEM SKCIEPTHOIO YUpEKIEHUS,
KOTOpBI 0OpaImmaercss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIIOJHOMOYEHHBIN (enepanbHblii Opran
WCIIOJIHUTEJIbHOM BJIACTH, BBIIABIIMMA 3aJJaHWE HA IPOBEICHHUE HKCIEPTU3bl JIEKAPCTBEHHOI'O CPENICTBA.
Vkazanublii ¢enepaqbHbIi OpraH HMCIOJHUTEIBLHOM BJIACTU B TEYCHHE MATH pabouMx JHEH cO JHS
MOCTYIJIEHUSI 3alpoca PYKOBOJUTENS HKCIEPTHOTO YUYPEKICHHS HAMNpaBlA€T 3asBUTEIIO 3alpoc O
MPEACTABICHUH HEOOXOIUMBIX MaTepuanoB. [[aHHBIN 3ampoc MOXKET OBITh MepeaaH YINOJTHOMOYEHHOMY
MPEACTABUTEINIO 3asIBUTEIS JINYHO O] PACHUCKY, HAPABIIECH 10 IOYTE 3aKa3HbIM [TMCbMOM WJIU TIEPE/IaH B
AJIEKTPOHHON (PopMe MO TEICKOMMYHHKAIIMOHHBIM KaHallaM CBsi3M. B ciydae HampaBlieHUsS TaHHOTO
3ampoca MO IMOYTe 3aKa3HbIM MMCbMOM OH CUMTAETCS MOJYYEHHBIM IO UCTEUEHUHU IIECTH JHEH C JaThl
HaIpaBJICHUS 3aKa3HOIO MUChMA.

Wuopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 25 Hosopa 2013 2. N 317-@3 cmames 16 nacmosuyezo Dedepanrbroco
3aKoHa donoanena yacmoio 4.1
4.1. 3asBuTenb 00s3aH MPEACTaBUTh OTBET Ha 3alpoC YIOJIHOMOUYEHHOTro (heaepajabHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIIIAIOIINN JEBSIHOCTA pabO4YMX JHEW cOo JHS ero MOJTydeHUs.
YnonHoMoueHHBIN (efepanbHbIi OpraH MCIIOJHUTENbHON BJIAcTH, BBIIABIIMM 3aJjaHUE HA MPOBEICHHUE
9KCHEPTHU3bI JIEKAPCTBEHHOI'O CPEICTBA, B TEUEHHE MATH pabounx JTHEH co JTHSA MOCTYIJICHUS OT 3asiBUTEN
OTBETAa Ha JAHHBIA 3alpoC HaIpaBiIseT TakKOM OTBET B DJKCIEPTHOE YyupexJeHue. B cimydae
HENpe/ICTaBICHUsI 10 HCTEUCHMM JeBSIHOCTa pabouux AHEH 3asBUTENeM OTBETa Ha JaHHBIN 3arpoc
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH MCHOJHUTENbHOM BJIAacTH, BBLAABIIMN 3a/laHME Ha MPOBEACHUE
9KCHEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHHE MATH pabouux JHEH HampaBiseT B SKCIEPTHOE
YUpEKIACHUE YBEAOMIICHHE O HEIIPEACTABICHUH 3asBUTENIEM OTBETA HA 3alIPpOC YKA3aHHOTO opraHa. Bpems
CO JIHA HAalpaBJIEHUs 3alpoca 3KCIEPTHOTO YUPEKICHHUS B YHNOJIHOMOUYEHHBIH (QenepaibHbIil opraH
WCIIOJIHUTENIBHOM BJIACTU 10 JHS IOJYYEHMs] DKCIEPTHBIM YUYPEXKJICHHEM OTBETa Ha 3alpoc WIH
YBEIOMIICHHS O HENIPEACTABICHUN OTBETA Ha 3alIpOC HE YYUTBIBACTCS IIPU UCUUCIECHUN CPOKA IIPOBEICHUS
JKCHEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

Wndopmarys 06 M3MEHEHHSX:

Cmamuvs 16 dononnena wacmoio 4.2 ¢ 15 uonsn 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
4.2. Ecin B cocTaBe pErMCTPallMOHHOTO JIOChE Ha JIEKApCTBEHHBIM Ipenapat I MEAUIIMHCKOIO
IIPUMEHEHHUS COAEPKUTCA NIPEAYCMOTPEHHAsI cTaTber 18, uyacThio 1.1 crateu 30 u crateeii 34 HacTOALIETO
@denepalibHOTO 3aKOHA KOMMSI PEUIEHMs] YIOJIHOMOYEHHOTo (eAepalbHOro0 OpraHa HCIOJIHUTEIbHON
BJAaCTH O IIPOBEJEHUM WHCIEKTUPOBAHMUS IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB, JKCHEPTY [0
0o(QOpMIIEHHS Pe3yNIbTaTOB AKCIEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA IMPENOCTABISAETCS B IMOpPSAKE M Ha
YCIIOBUSX, KOTOpBIE IPENyCMOTpPEHbl 4acTsIMU 4 u 4.3 HacTosIed CcTaTbu, KONHUS 3aKJIIOUYEHUs O
COOTBETCTBUU  MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB  TpeOOBaHUSAM  MpaBWJI  Hajulexaluen
IPOM3BOJICTBEHHOM MPAKTUKH, BBIAHHOTO YHNOJHOMOYEHHBIM (hefepasbHbIM OPraHOM HCHOJHUTEIbHOMN
BJIACTH.

Wndopmarius 06 H3MEHEHUSX:

Cmamuws 16 dononnena wacmoto 4.3 ¢ 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N



140-D3

4.3. 3asBuTenp 00s3aH MPEACTABUTH B YIIOJIHOMOYECHHBIH (eepaibHblil OpraH MCHOIHUTEIBHOM
BJIACTU KOIUIO 3aKJIIOYEHHUS O COOTBETCTBUHM MPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUIM
IpaBWJI HaJJIeXkallleldl IPOU3BOJCTBEHHONM NPAKTUKUA B CPOK, HE IMPEBBILAIONMNA CTa BOCBMUIECITH
pabouux JHEH co JHS MOJIy4YEHHs 3alpoca O €€ MPEAOCTaBICHUU. Y TOJHOMOYEHHbIN (efepanbHblil OpraH
VCIIOJIHUTENIbHOM BJIACTH, BbIIABIIUHN 33JJaHUE HAa IPOBEJEHUE 3KCIEPTU3bI JIEKAPCTBEHHOI'O CPEICTBA, B
TE€YeHHE MATH pabouux AHEW CO JHA MOCTYIUICHHS OT 3asBUTENS KOMHH 3aKIIOYEHHS] O COOTBETCTBUU
NPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBAHUSAM MpaBWJI HAJUIeKAIIEH MPOM3BOACTBEHHOMN
NIPaKTUKH, HaIpaBisieT €€ B SKCHEPTHOE YUYpexXJIeHHe. B cinydae HenmpencTraBlieHHs] 3asBUTEIEM B
YKa3aHHbII CpOK KONMM 3aKJIIOYEHHS] O COOTBETCTBUM IIPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MPaBUJI Ha/AJIEXKAIEH TPOU3BOACTBEHHON MTPAKTUKHU YIIOJIHOMOYEHHBIN (heepaabHblii opraHn
VCIIOJIHUTENIbHOM BJIACTH, BbIIABIIMHI 3a/laHUE HAa IPOBEICHHUE 3KCIIEPTU3bI JIEKAPCTBEHHOTO CPE/ACTBA, B
TE€YEHHE MATU pabOYMX JHEH HampaBisSeT B HKCIEPTHOE YUPEKICHHE YBEIOMIICHUE O HEMpEACTaBICHUU
3asBUTEJIEM KOIHH 3aKJIIOYCHHUS O COOTBETCTBHH IPOW3BOAMTEINS JICKAPCTBEHHBIX CPEICTB TPeOOBaHUAM
NpaBUJI HaJJIeXalled IPOU3BOACTBEHHOM MpakTUKU. BpeMs co qHs HampaBiieHHs 3ampoca 3KCIEPTHOTO
YUPEKACHUSI B YIIOJHOMOYEHHBIA (hefiepalibHblii OpraH WCHOJHHUTENBHON BIIACTH IO JTHS TOJIYYCHUS
SKCHEPTHBIM YUPEKICHUEM KOMHUH 3AKIHOYEHUSI O COOTBETCTBUU NPOU3BOIUTENS JIEKAPCTBEHHBIX CPE/ICTB
TpeOOBaHUSAM MpaBWJI HAAJIEXKALIEH MPOU3BOJACTBEHHOW MPAKTUKU WJIM YBEAOMJIEHHS O €€
HEIPEACTABICHUN HE YUYUTBHIBAETCSA MPU HCUYHUCICHHHM CPOKAa INPOBEACHUS SKCIEPTU3bl JIEKAPCTBEHHOIO
CpencTsa.

5. DkcnepT OpU MOPOBEACHUU MOPYYEHHOM €My PYKOBOAMTENIEM SKCHEPTHOIO YUYPEKICHUS
AKCIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA 00s3aH:

1) mpoBecT TOJTHOE HCCIEAOBAHUE IMPEACTABICHHBIX €My OOBEKTOB, MAaTepuajoB, JaTh
000OCHOBaHHOE U OOBEKTHBHOE 3aK/IIOYEHHWE I10 I[IOCTAaBJIEHHBIM IepeJ HUM BOOpocamM WU
MOTHBHPOBAaHHOE 3aKJIFOUEHUE O HEBO3MOXKHOCTHU IPOBEIEHUS UM IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA,
€CJIM TIOCTABJICHHBIE BOIPOCHI BBIXOAAT 3a MpeAeNbl CIEUUaIbHBIX 3HAHUN JKcHepra, OOBEKTHI
UCCIIEOBAaHUM M MaTepHajbl HENPUIOJHBI WU HEIOCTATOYHBI JJIsl MPOBEACHUS HCCIEIOBAaHUN M J1a4uu
3aKJIIOUYEHUs JTUOO COBPEMEHHBIM YPOBEHb pPa3BUTHsS HayKH HE IO3BOJISIET OTBETUTh HAa MOCTaBJICHHbIE
BOIIPOCBI;

2) He pasriamiath CBEICHMS, KOTOPbIE CTalM €My M3BECTHBI B CBSI3U C IPOBEIECHUEM IKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, a TAK)KE CBEJCHMS, COCTABIIIOIIME IOCYIapCTBEHHYIO, KOMMEPUECKYIO HIIU
MHYI0 OXPaHsAEMYIO 3aKOHOM TalHy;

3) obecneunTh COXpPAaHHOCTb MPEACTABICHHBIX 00BEKTOB UCCIIEI0BAaHUN U MaTepUAIIOB.

6. DKCIIepT HE BIIpaBe:

1) MpOBOAUTE 3KCIEPTU3Y JEKAPCTBEHHOTO CPEICTBA MO OOpaIlleHHI0 HEMOCPEICTBEHHO K HEMY
OpraHu3ali UiIu GU3NIECKUX JIMII;

2) caMOCTOSITENTbHO COOMPATh MaTepUAIIbI I TPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHOT'O CPECTBA;

3) IpOBOAUTH HKCIIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAU€CTBE HETOCYJapCTBEHHOI'O dKCIIEPTA.

7. B cayyae HEOOXOOUMOCTH OKCHEPT BIpaBe XOAAaTAalCTBOBATH IE€pe] PYKOBOJIUTENIEM
9KCIIEPTHOTO YUPEXKICHUS O MPUBJICUEHUU K MIPOBEICHHUIO SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPENICTBA JIPYTHX
JKCIIEPTOB.

8. KaxnpIil skcnepT, BXOASIIMNA B COCTaB KOMHCCUHU 3KCIIEPTOB, KOTOPOU MOPYYEHO MPOBEICHHUE
9KCIIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, HE3AaBUCUMO M CaMOCTOSITEILHO IIPOBOAUT HCCIEN0BaHUS,
OLICHUBAET PEe3y/IbTAThl, MOJyUYEHHbIE MM JUYHO WU JAPYTUMHU OSKCIEepTaMHu, U (OPMYIHPYET BBHIBOJIBI
OTHOCHUTEJIBHO ITOCTaBJIEHHBIX BOIIPOCOB B MPEAEIAX CBOUX CIIELNAIbHBIX 3HAHUM.

9. Pe3ynpTaThl SKCHEPTH3bI JIEKAPCTBEHHOTO CPEACTBA O(DOPMIISIOTCS 3aKIIOUYEHHEM KOMUCCHH
OKCHEpPTOB. B 3aKI0YEeHMHM KOMHCCHM 3KCIEPTOB YKa3bIBAIOTCA II€pEUYEHb HCCIEAOBAaHUHN, 00beM
MPOBEJCHHBIX Ka)KIbIM 3KCIEPTOM HCCIIEIOBaHHM, YCTAHOBICHHbIE KXKIBIM U3 HUX (PAKThl M CIENIaHHbIE
B pe3yJbTaTe UCCIEI0BAaHUI BBIBOABI. DKCIEPT, MHEHUE KOTOPOTO HE COBIANAET C PEIICHUEM KOMHCCHU
JKCIIEPTOB, BIPABE BHIPA3UTh CBOE MHEHUE B MUCHbMEHHOU (opMe, KOTOpoe MpruodIaeTcs K 3aKII0YSHHUIO



KOMMCCHUH 3KCIIEPTOB.

10. DxcnepTbl, BXOAAIIUME B COCTAaB KOMMCCHUH, MPEAYNPEXKIAOTCS OO0 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOAATeNbcTBOM Poccuiickoit @Penepauuu 3a Jauy 3aKJIIOUEHMs], COJEprKallero
HEOOOCHOBaHHBIE MM (haTbCU(PUIUPOBAHHBIC BHIBOJIBI, O YEM OHHU JAIOT MOJIIHCKY.

11. Onpenenenuie ypoBHs IpopecCHOHAIbHOM MOATOTOBKM SKCIEPTOB U aTTECTALUs UX Ha MPaBo
IPOBEICHUS DKCIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB OCYILECTBIISIOTCS AHKCHEPTHO-KBATH(PHKAIMOHHBIMH
KOMMCCHUSIMHU B NOPSAJKE, YCTAHOBIEHHOM COOTBETCTBYIOIMM YIOJHOMOYEHHBIM (peliepanbHbIM OpraHoM
UCTIOJIHUTENIBHOW BJIACTH. YPOBEHb MPO(ECCHOHATBFHONW MOATOTOBKU 3KCIIEPTOB IMOAJIECKUT MEPECMOTPY
yKa3aHHBIMH KOMHUCCHUSMH HE PeKe UeM OJIMH Pa3 B IATh JIET.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrovim 3akoHom om 22 Oekabpsa 2014 o. N 429-d3 uyacme 12 cmamvu 16 nHacmoswezo
DedepanbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
12. IlpaBuna mpoBeleHUs SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB U OCOOCHHOCTH 3KCHEPTH3BI

OTICNBHBIX BHUJIOB JIGKAPCTBEHHBIX NpenapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX  IPENapaTos,
BOCIIPOM3BEJCHHBIX JICKAPCTBEHHBIX IIpernapaTroB, OMOJIOTMYECKUX JIEKAPCTBEHHBIX IpenapaToB,
OroaHanoroBbix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IpenaparoB (OMOaHAJIOTOB), T'OMEONATUYECKUX
JIEKapCTBEHHBIX IPEnapaToB, JEKApCTBEHHBIX PACTUTENIbHBIX IMPENnaparoB, KOMOMHALUN JIEKapCTBEHHbBIX
npenapatoB), (GOpPMBI 3aKIIOYEHUH KOMHCCHH OSKCIIEPTOB YCTAHABIUBAIOTCS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (heiepalbHbIM OPTaHOM UCIIOJHUTEIIBHON BIACTH.

MPUMEYAHUE:

CwMm. KOMMCHTApHUHU K CTATbC 16 HaCTOoAIICTO CDeI[epaJ'IBHOFO 3daKOHa

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamosa 17 nacmoswezo Dedepanvroo
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, ecmynarowetl ¢ cuny ¢ 1 uons 2015 2.

Cm. mexcm cmambvu 8 npedvloyujeri peoaKyuu
Crarbs 17. Ilomaua u paccMoTpeHHE 3asBICHHS O TOCYJAapCTBEHHOW pETUCTpaluu
JIEKapCTBEHHOIO IIpernapara Jjis BETEpUHAPHOT0 IPUMEHEHUS

1. Jlmg rocylapCTBEHHOM pErucTpalMM JIEKapCTBEHHOIO Ipenapara Juisi BETEpUHApPHOTO
OPUMEHEHHUs pa3pabOTYMK TaKOro JIEKapCTBEHHOIO IIpernapara WM YIOJIHOMOYEHHOE WM JIpyroe
IOPUJIMYECKOE JIMIO (Aajgee B HACTOALICH CTaThe - 3asABUTENb) IMPEACTABIAECT B YIOJIHOMOYEHHBIN
(benepanbHBIl OpraH HCHOJHUTENBHOM BIACTH, OCYLIECTBISIOMIMNA TOCYAAPCTBEHHYIO PETUCTPALUIO
JIEKapCTBEHHBIX MPENapaToB JJIsl BETEPUHAPHOTO MIPUMEHEHUs, B 3JIEKTPOHHOHN (hopMe Hiin Ha OyMaskHOM
HOCHUTEJIE 3asBJICHUE O NOCYJAapCTBEHHON PEruCTpaLMM JIEKapCTBEHHOIO IIpernapara I BETepUHApPHOIO
IPUMEHEHHUS, a TaKXKe B MOPSAAKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM YIOJTHOMOUYEHHBIM (eepaibHbIM
OpPraHOM HCIIOJIHUTENFHON BIIACTH, B AJIEKTPOHHOU (Gopme MM Ha OyMaKHOM HOCHTENE HEOOXOTUMbIE
JOKYMEHTBI, U3 KOTOpBIX (OPMHUPYETCS PErucTPalMOHHOE JO0Che Ha JIEKApCTBEHHBIM mpenapaT Uit
BETEPUHAPHOI'0 IIPUMEHEHUS.

2. B 3asBIeHNN 0 rocyapCTBEHHOM PErnCTpaluy JEKapCTBEHHOIO MpernapaTa JUisl BETEpUHAPHOTO
IIPUMEHEHUs YKa3bIBAKOTCS:

1) HauMeHOBaHUE U a/Ipec 3asBUTEINS, pa3paboTurKa U POU3BOIUTENIS JIEKApCTBEHHOTO Mpernapara
JUIl BETEPUHAPHOTO IIPUMEHEHMS U aJpec MeCTa OCYLIECTBICHHUS IIPOM3BOJCTBA JIEKAPCTBEHHOIO
npenapara s BETEPUHAPHOTO NPHUMEHEHHUs (B clyyae HaJIM4yusl HECKOJbKUX YYaCTHHMKOB IIpolecca
IPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaXKJ0Tr0 U3 HUX);

2) HauMEHOBaHME JIEKAPCTBEHHOTO Mpenapara JJisl BETepUHAPHOTO NMPUMEHEHUS (MEKIYHApOIHOE
HENaTEeHTOBAHHOE, WM IPYIIIMPOBOYHOE, NI XUMHUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

3) nmepedeHb IEHCTBYIOIIMX M BCIOMOTraTeIbHBIX BEILECTB, BXOAALIMX B COCTAB JICKAPCTBEHHOI'O



npenapara Juisi BETSpHHAPHOTO IPUMEHEHUSI, C yKa3aHHEM KOJIMYECTBA KaKI0T0 U3 HUX;

4) nekapctBeHHas (opma, 103MPOBKA, CIOCOOBI BBEACHHUS M IPUMEHEHHs, CPOK TOJHOCTH
JIGKapCTBEHHOTO TIperiapara JUisi BETePHHAPHOTO PUMEHEHHS;

5) papmakoTrepaneBTHUECKas TPYIIIa;

6) HEOOXOIUMOCTh IPUMEHEHHSI YCKOPEHHOH HPOLEAYPhl 3KCIEPTU3bI JICKAPCTBEHHBIX CPEICTB B
IEJISIX TOCYIAPCTBEHHON PEruCcTpaliy JICKapCTBEHHOTO Mperapara;

7) KONUH JOKYMEHTOB, HOATBEPIKAAIOIINX YILIATY TOCYIapCTBEHHOMN MOULIHHBI:

a) 3a MPOBEJICHHE SKCHEPTH3bl KAa4yeCTBa JICKAPCTBEHHOT'O CPEICTBA M JKCHEPTH3bI OTHOIICHUS
0XKHIAEMOMi TIO0JIb3bl K BO3MOXXHOMY PHCKY HPUMEHEHHs JICKAPCTBEHHOTO MpernapaTa JUisi BETePHHAPHOTO
IIPUMEHEHUS [IPU €r0 FOCYAapCTBEHHOM PEruCTpaLvy;

0) 3a BbIIa4y PErUCTPALIOHHOTO YIOCTOBEPECHUS JIEKapCTBEHHOTO TIpernapara;

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 13 uwona 2015 2. N 241-D3 ¢ nynkm 8 yacmu 2 cmamvu 17 nacmoswyezo
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUS

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
8) Hamuume coryiacusi, TMPEAYCMOTPEHHOTO 4YacThlO 7 HACTOAIICH CTaThbH, €CIM C MOMEHTa
perucrpanuu pe)epeHTHOTO JICKAPCTBEHHOTO Mpenapara JJisi BETEPHHAPHOTO MPUMEHEHUS TPOIILIO MEHEee
YeM IICCTh JIET.

Undopmarist 06 n3MEHEHUAX:
Yacmo 3 usmenena c 1 ansapsa 2021 2. - @edepanvhulii 3akon om 27 dexaops 2019 2. N 478-D3

Cm. npedvioyuyio pedaxyuio
3. PerucrpanmonHoe 10cbe B LENAX IKCIIEPTU3BI JISKAPCTBEHHOTO MpernapaTa Jjsi BETePHHAPHOTO
npuMeHeHHs (OPMUPYETCS U3 CIEAYIOMNX TOKYMEHTOB M CBEJICHUN:

Wndopmarys 06 n3MEHEHHSAX:
Ilynkm 1 usmenen c 1 smsaps 2021 2. - @edepanvruiii 3axon om 27 dexaops 2019 e. N 478-D3

Cm. npeodvloywyro peoakyuio
1) cBeneHust 0 Jare MPEJOCTaBICHHUS M PETUCTPALIMOHHOM HOMEpE JIMIIEH3UHU Ha MPOM3BOACTBO
JICKAPCTBEHHBIX  CPEICTB, MPEIOCTABICHHOW TPOU3BOJUTEIIO PETHCTPUPYEMOTO JICKApCTBEHHOTO
mpemnapara Jisi BETEpUHAPHOTO MPUMEHEHUS, 111 POCCUICKUX MTPOU3BOIUTENEH;

Wndhopmarrust 06 n3MEHEHUSX:
Ilynkm 2 usmenen c 1 aneapsa 2021 2. - @edepanvuwiti 3akon om 27 dekabpsa 2019 . N 478-D3

Cwm. npedvioywyio pedakyuio
2) cBefieHMs O JaTe NPEJOCTaBIEHUS M PErMCTPallMOHHOM HOMEpE JIMIIEH3MH Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB, MPEIOCTABICHHON MPOU3BOAUTENIO (hapMalleBTUYECKON CyOCTaHIIUM, BXOIAIIECH
B COCTaB pETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpemnapara Juisli BETEPUHAPHOIO IPUMEHEHUs, MJIA
POCCUMCKUX IIPOU3BOAUTEIIEH;

Wudopmanust 06 U3MEHEHUIX:

Yacme 3 dononnena nynkmom 2.1 ¢ 15 uonsa 2018 2. - @edepanvhwiti 3akon om 4 uions 2018 2. N
140-@D3
2.1) xomusi TOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTPAaHBl MPOU3BOAUTENS JUIS
KOKIOW  TPOW3BOJACTBCHHOW  IUIOIMIAIKH  PETUCTPUPYEMOTO  JIEKAPCTBEHHOTO  Tpermapara  JyIs
BETEPUHAPHOTO TPUMEHEHUS M TIOATBEPKIAIOMIETO COOTBETCTBHE MPOU3BOIUTENS JIEKAPCTBEHHOTO
nperapara TpeOOBaHHAM MPABWIT Ha/JICXKAIIEH MPOU3BOJICTBEHHOM MPAKTHKHU, U €T0 TIEPEBOJ] HA PyCCKUt
SI3BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TIOPSAKE, a TakKe KOMHsS 3aKIIOUEHUS O COOTBETCTBUU
NPOM3BOJUTENSl JIEKAPCTBEHHBIX CPEICTB TPEOOBAHWSAM TPABWI HAIUIekKAIIEH MPOU3BOICTBEHHOM
MPAKTUKH, BBIJAHHOTO YIMOJIHOMOYEHHBIM (heJiepaabHbIM OpPraHOM HCIIOJHUTEIBHON BIACTU TSI KaXKIIOU
NPOM3BOJICTBEHHON IIJIONIAJKA PETHCTPHPYEMOTO JICKAPCTBEHHOTO TMperapara s BETEPHHAPHOTO
NPUMEHEHUs, 00 KOMHS PEUICHHUS O MPOBEICHUU WHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX



CPEICTB, MPHUHITOIO YIOJHOMOYEHHBIM (efepaibHbIM OPraHOM MCIIOJIHUTEIBHOW BIIACTH IJI KayKIOM
MPOU3BOJICTBEHHON IUIOMIAJKA PETUCTPUPYEMOTO JIEKApCTBEHHOI'O TMperapaTta JUisi BETEPUHAPHOTO
NPUMEHEHHUS. YKa3aHHbIE JOKYMEHTHI MPEICTaBISAIOTCSA B Cllydae, €Cld MPOU3BOACTBO JIEKAPCTBEHHOI'O
rpernapara oCyulecTBigeTcs 3a npeaenamu Poccniickoit denepanuu;

Wndopmarus 06 H3MEHEHHSX:

Yacmo 3 donoanena nynkmom 2.2 ¢ 15 uions 2018 o. - @edepanvhviti 3akon om 4 uions 2018 2. N
140-D3
2.2) Kkomus JOKYMEHTa, BBUIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOIUTEIIS
(dapMarieBTHYECKON CyOCTaHIIMU ¥ TIOATBEPKIAFOIIETO COOTBETCTBUE MPOU3BOUTENS (hapMaIleBTUIECKON
CyOCTaHITMM, BXOMSINEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipemaparta AJii BETEPUHAPHOTO
NpUMEHECHHS, TPeOOBaHMUSAM TPABWII HAJJICKAIICH MPOU3BOJACTBEHHOW INPAKTHUKU, W €ro IepeBOJ]l Ha
PYCCKHMI1  SI3bIK, 3aBEPCHHBIC B YCTAaHOBICHHOM TIOpSAKE, B  Clydae, €CIU IPOU3BOACTBO
(dapMarieBTHYECKON CyOCTaHIIMK OCYILECTBIIICTCS 3a npenenamu Poccuiickoit deneparium;
3) MOPOEKT HOPMATHUBHOTO JOKYMEHTa Ha JICKapCTBEHHBIM TMpemapaT Ui BETCPUHAPHOTO
NPUMEHCHHUS;
4) IMOKYMEHT, COJCpKAIIUK CIenyroNylo uHpopManui o (GapManeBTHIeCKOW CyOCTaHIIUU WIIH
(apMarieBTUYECKUX CYOCTaHIIMAX, BXOJASIIMX B COCTAaB JICKAPCTBEHHOTO Mperapata JJisi BETEPUHAPHOTO
MIPUMCHCHHS:

Wudopmarus 06 H3MEHEHHSIX:
LIloonynkm "a" usmenen c 13 asecycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeodvloywyro peoakyuro

a) HauMeHoBaHME (apMalleBTUUECKON CcyOcTaHIMU, €€ CTPYKTypa, oOmue cBoiicTBa (Tpu
rOCY/IapCTBEHHOW PETHCTPAIIK TMMYHOOHMOJIOTHUECKUX JICKAPCTBEHHBIX MPENapaToB JIJIs BETEPUHAPHOTO
NPUMEHEHUS TMPEJICTaBISAIOTCS CBEACHHMSI O IITaMMe, BKIIOYas €ro HauMeHOBaHHe, MHGOpPMAIUIo O
MIPOUCXOXKJICHUH, €TO CBOMCTBAX, XapaKTePUCTHKAX U MECTE JCTIOHUPOBAHHUS );

0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHS TIPOM3BOJICTBA C OMUCAHUEM CTaJU{ MPOU3BOJCTBA U METOJIOB KOHTPOJISI Ha BCEX
CTaIUAX MPOU3BOJCTBA;

Undhopmarrist 06 n3MEHEHHSX:

Ioonyuxkm "2" usmenen c 13 ageycma 2019 2. - @edepanvuviii 3akon om 2 ageycma 2019 2. N 297-D3

Cwm. npedvioyuyio pedaxyuio
r) uHpopMmamMs O npuMecsX (He TMpencTaBiIseTcsl NP TOCYAAPCTBEHHOM perucTpanuu
UMMYHOOHMOJIOTHYECKHX JIEKAPCTBEHHBIX MPETApaToB ISl BETEPUHAPHOTO MTPUMEHEHHS);

Wndopmarys 06 M3MEHEHHSAX:
Iloonynkm "0" usmenen c 13 asecycma 2019 e. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio
n) crneuudukanys Ha  (dapMaleBTHUECKyl0 CyOCTaHIMIO (He TpeACTaBisieTcs  IpH
TOCYJapCTBEHHON PErucTpanuyi MMMYHOOHOJIOTHUECKUX JICKAPCTBEHHBIX MPENapaToB /sl BETEPUHAPHOTO
NpUMEHEHHUS);
€) OTHMCaHNe METOMK KOHTPOJISI KaUeCTBa;

Wndopmarys 06 M3MEHEHHSAX:
THloonynxm "xc" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio
) pe3yibTaThl aHalu3a cepuil (QapmaneBTHUecKoil cyOcTaHuMK (HE NPEJCTaBISIOTCS IPH
roCy/IapCTBEHHON perucTpaniuy MMMYHOOHOJIOTMYECKUX JIEKApCTBEHHBIX MPEenapaToB AJisi BETEPUHAPHOTO
IPUMEHEHHUS);
3) mepeyueHb CTaHAAPTHBIX 00Pa3L0B MM BEIIECTB, UCMOJIb3YEMBIX MPH OCYIIECTBICHUU KOHTPOJISI
Ka4yecTBa,



1) ONUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYIIOPOUHBIX CPEJICTB;

Wndopmarius 06 H3MEHEHUSX:
Hoonynkm "x" usmenen c 13 aseycma 2019 2. - @edepanvhsiii 3akon om 2 aseycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio
K) JaHHble O CTaOWIBHOCTH (HE TPEACTABIAIOTCA TMPH TOCYIapCTBEHHOW PEruCTpaIiu
UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPEMAapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHWS);
JI) CPOK F'OJIHOCTH, YCJIOBUSI XPAHEHMUS;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 5 uzmenen c 13 aseycma 2019 2. - @edepanvhuiii 3axon om 2 aseycma 2019 . N 297-D3

Cm. npeovloywyro peoakyuio

5) oruer O pe3yapTaTax JOKIMHUYECKOI'O MCCIEN0BAaHUS JIEKAPCTBEHHOI'O CpeACTBa AJIs
BETEpUHAPHOI'O NMPUMEHEHUs], BKJIIOYAIOLUIMNA ONMCAHUE METOAOB ONPEAETCHUS OCTATOUYHBIX KOJIUYECTB
JEHCTBYIOIIEr0 BeELIeCTBA (ACHCTBYIOIIMX BEIIECTB), JOCTHTAIOLIEro (JOCTUIAIOIIUX) CHCTEMHOIO
KPOBOTOKA, B MPOAYKLIHU >KMBOTHOTO INPOUCXOXKJEHHS IOCIE NPUMEHEHHUs TaKOro JIEKapCTBEHHOI'O
CpeACTBa, a TAKXKe JOKYMEHTAJIbHOE MOATBEPKICHNE (BaJMIAIUs) YKa3aHHBIX METOOB;

6) OoT4eT O pe3yJabTaTax KJIMHUYECKOTO HCCIEAOBaHMUs JICKapCTBEHHOIO Ipernapara i
BETEPUHAPHOTO MPUMEHEHHUS y KaXKJIOTO BUJA KUBOTHBIX, YKa3aHHBIX B MHCTPYKIMH 10 BETEPUHAPHOMY
HIPUMEHEHHUIO;

7) TPOEKT HWHCTPYKIMH 110 BETEPHUHAPHOMY NPUMEHEHHIO JICKQpPCTBEHHOTO TIpernaparta,
coJiep Kalleil ciaeyrolue CBeICHUS:

a) HAMMEHOBaHHUE JICKAPCTBEHHOTO Tpernapara il BETEPHHAPHOTO MPUMEHEHHS (MEXTyHApOHOE
HEMaTeHTOBAaHHOE, UJIM IPYNIUPOBOYHOE, UJIM XUMHUUECKOE U TOPrOBOE HAUMEHOBAHUS);

0) nmekapcTBeHHas opMa C yKkazaHHEeM HAMMEHOBAHUHN U KOJMYECTBEHHOTO COCTaBa JICUCTBYIOIINX
BEIIIECTB M KAYECTBEHHOT'O COCTaBa BCIIOMOTaTeIbHbBIX BEIIECTB;

B) ONMICAaHWE BHEITHETO BUJIA JIEKAPCTBEHHOTO Tpernapara s BETepUHAPHOTO IPUMEHEHHS;

r) (hapMakoTepaneBTUyecKas rpyna JIEKapCTBEHHOT0 Mpernapara Jilsi BETEpUHAPHOTO TPUMEHEHHS
WJIM yKa3aHue "TOMeonaTHYeCKU JIEKapCTBEHHBIN TIpenapar";

n)  ¢apMakoauHamMHKa U (dapMaKOKMHETHKa (3a  UCKIIOYEHHEM  (hapMaKOKHHETHKH
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX IMPEMapaToB M PACTUTENLHBIX JICKAPCTBEHHBIX IPEMapaToB) WA
OlNHcaHle UMMYHOOMOJIOIMYECKUX CBOMCTB JIEKAPCTBEHHOIO IIpernapara;

€) MOKa3aHusl I IPUMEHEHUS;

) IPOTUBOIIOKAa3aHMsI JUIsl IPUMEHEHHUS;

3) MepbI IPEJOCTOPOKHOCTH MTPH TPUMEHEHNH;

M) yKa3aHue BO3MOXKHOCTH M 0COOEHHOCTEH MpUMEHEHUs! y OepeMEeHHBIX )KUBOTHBIX, Y )KUBOTHBIX
B TIEpUO/T JITAKTAIMH, Y TOTOMCTBA )KUBOTHBIX;

K) PEKHAM JIO3UPOBAHHS, CIIOCOO BBEICHHS W NMPHMEHEHHs, TIPU HEOOXOAMMOCTH BpeMs IpHeMa
JIEKapCTBEHHOTO Mpernapara Jjisi BETEPUHAPHOTO PUMEHEHUS, TPOJI0KUTENLHOCTD JICUEHUS;

J) BO3MOXKHBIE TIOOOYHBIE JACUCTBUS, HEXKENATEIbHBIC PEaKIIU MPU MPHUMEHEHUH JIEKAPCTBEHHOTO
npenapara Jyisi BEeTepUHapHOTO MIPUMEHEHHUS;

M) CUMIITOMBI TIEPETO3UPOBKH, MEPHI TI0 OKA3aHHIO ITOMOIIU TIPH TIEPETI03UPOBKE;

H) B3aMMO/ICHCTBHE C IPYTMMH JIEKAPCTBEHHBIMU MpenapaTaMy U (WIM) KOpMaMu;

0) (opMBI BBITyCKa JIEKAPCTBEHHOTO MpeTapara JJisi BETEPHHAPHOTO IIPUMEHEHUS;

n) ykazaHue (Ipu HEOoOXOAMMOCTH) OCOOEHHOCTEH NeHCTBHS JIEKapCTBEHHOIO Iperapara Juis
BETCPUHAPHOTO IPUMEHEHUS TIPU TIEPBOM IIPUEME HJITH TIPH €r0 OTMEHE;

Wndopmarys 06 M3MEHEHHSX:
Iloonynkm "p" usmenen c 13 asecycma 2019 e. - @edepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloywyro pedakyuio
p) onucanue (Ipu HEOOXOAUMOCTH) NEHCTBUN CIEIHMAIKNCTa B 00JIaCTH BETCPUHAPHUH, BIIAJIEIIbIIA



KMBOTHOTO TIPU TMPOIYCKE TpUeMa OJHOW WM HECKOJIBKHX JI03 JIGKAPCTBEHHOrO Npernapara JJis
BETEpUHAPHOTO IPUMEHECHHUS;

C) CpPOK TOJHOCTH W YyKa3aHWE Ha 3alpeT INPUMEHEHHUs JICKapCTBEHHOTO IIperapara Jyis
BETEpUHAPHOTO IPUMEHEHHUS 110 UCTEYCHNUHU CPOKa FOJHOCTH;

T) YCIIOBHSI XpaHCHHSI,

y) yKa3zaHue Ha HEOOXOIMMOCTb XpaHEHHs JIEKapCTBEHHOIO IIpernapara s BETepUHApHOTO
NPUMEHEHHS B MECTaX, HEIOCTYITHBIX IS JICTEH;

¢) ykazanue (mpu HEOOXOAMMOCTH) CIIEHHUAIBHBIX MEp MPEIOCTOPOKHOCTH MPU YHUUITOXKEHUHU
HEHCIT0JIb30BaHHBIX JICKAPCTBEHHBIX MPETAPATOB JIJIsl BETEPUHAPHOTO IPUMEHEHHS,

X) CPOKH BO3MOKHOTO MCIOJIB30BaHMS MPOIYKLIUHU KUBOTHOTO MPOMCXOXACHUS TIOCIIE BBEICHHS
YKMBOTHOMY JICKQPCTBEHHOT'O Iperapara Jjisi BETePHHAPHOTO IIPUMECHEHUS;

11) YCJIOBUS OTITYCKa;

4) HAMMCHOBAHMS W aJpeca IMPOU3BOJACTBEHHBIX IUIOMIAJIOK MPOHM3BOJUTENS JIEKAPCTBEHHOTO
npernapara Juist BETepUHApHOTO MTPUMEHEHHS;

II) HAaMMEHOBAaHUE, aJpec OpraHU3alluH, YIIOJHOMOYCHHOW JepXKaTejleM WIH BIaJeibleM
PETUCTPAIIIOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO MIPerapara Ha MPUHATHE MPETEH3UH OT MOTPeOUTes;

8) MPOEKTHl MAaKETOB NMEPBUYHON YIIAaKOBKM M BTOPHUYHOW YIAKOBKH JICKAPCTBEHHOTO Tpenapara
JUTSL BETEpUHAPHOTO IPUMEHEHHUS;

9) cnenyromue CBeICHHs O JISKAPCTBEHHOM Tpernapare JJisi BETepPUHAPHOTO IPUMEHCHUS:

a) OMMCaHMUE U COCTAB JICKaPCTBEHHOTO TpenapaTa Jyisi BETepUHAPHOTO IPUMEHEHUS;

0) onucanue (papMaleBTHICCKON pa3pabOTKH;

Undopmaris 06 n3MEHEHUSX:
Iloonynxkm "6" usmenen c 13 aseycma 2019 e. - @edepanvhnviii 3axon om 2 aszycma 2019 2. N 297-D3

Cwm. npedvioywyio pedakyuio
B) OMMCAHHKE TPOIIecca MPOU3BOACTBA U €T0 KOHTPOJIS, MTOANMCAHHOE B MOPS/IKE, YCTAHOBICHHOM B
COOTBETCTBUHM C 4aCThIO 1 HacTosIel cTaThH;

Wndhopmarrust 06 n3MEHEHUSX:
Ioonyuxkm "2" usmenen c 13 ageycma 2019 . - @edepanvuviii 3akon om 2 ageycma 2019 2. N 297-D3

Cwm. npedvioywyio pedakyuio
I') ONHUCAaHHE KOHTPOJS KPUTHYECKUX CTAAMHA MPOM3BOJCTBA U MPOMEXKYTOUHOM MPOIYKIHUH,
TIOJIIIMCAaHHOE B TIOPSIJIKE, YCTAHOBIEHHOM B COOTBETCTBHH C YaCThIO | HACTOSIIEH CTAaThH,

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 13 uiona 2015 . N 241-D3 6 noonynkm "0" nynkma 9 ywacmu 3 cmamou 17
Hacmoaue2o PedepanbHo20 3aKOHA 6HECEHbl USMEHEHUS]

Cm. mexem noonyHkma 6 npeovloyujeti pedaxyuu

1) HAaNMEHOBaHHMS W anpeca pa3paboTuWka, JepXaTeisi WM BIaJeiblla PErHCTPAMOHHOTO
YIOCTOBEPEHUS]  JIEKAPCTBEHHOTO  Mpemnapara, MPOU3BOJCTBEHHBIX  IUIOMIAJIOK  MPOU3BOAUTENS
JIEKapCTBEHHOTO TIpernapara Ui BETEPHHAPHOTO TMPUMEHEHHUS C YKa3aHWEM CTaTuil TEXHOJIOTHYECKOTO
MpoIecca, OCYIIECTBISEMBIX Ha MPOU3BOJCTBEHHBIX IIJIOMAAKAX TMPOW3BOAUTENS JIEKAPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO MTPUMEHEHHS,

e) apmarieBTHYECKasi COBMECTUMOCTD;

) MUKpOOHOJIOTMYECKHE XapaKTePUCTUKH;

3) MaTepuaIbHBINA OalaHC 7S MPOU3BOACTBA CEPUH TOTOBOTO MPOAYKTA;

1) OTIMCaHUE XapaKTEPUCTHK U CBOWCTB YIAaKOBOYHBIX MAaTEPHAIIOB U YKYIIOPOYHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BATHIAIHS) MPOIIECCOB U (UJTN) UX OLIEHKA;

1) TpeOOBaHMUS K Ka4eCTBY BCIIOMOTATEIbHBIX BemiecTB (cepTudukar, crnenudukanus Ha
BCIIOMOTaTENbHBIE BEIIECTBA U X 00OCHOBAHUE);

M) aHAJIUTUYECKHUE METOJUKH, HCIOJIb3yeMble IPU OCYIIECTBIEHUU KOHTPOJS KauecTBa



BCIIOMOTaTEIbHBIX BELIECTB;

H) JOKYMEHTAJIbHOE NOJATBEP)KICHUE (BaJIMJAIMS) aHAIMTUYECKMX METOJIMK, UCIOIb3YEMbIX IpU
OCYILECTBJICHUH KOHTPOJISI KaUeCTBa BCIIOMOIaTENIbHBIX BEILECTB;

0) uH(OpMaIus 00 HCIOIB30BAHUN BCIIOMOTATEIBHBIX BEIIECTB YEJIOBEYECKOTO M KHUBOTHOTO
IPOMCXOXKIECHUS;

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

Wndopmarus 06 H3MEHEHHSX:

Cm. npedvloywyro pedakyuio

p) TpeOoBaHMsSI K KayeCTBY JIGKAPCTBEHHOTO Tpenapara il BETCPHHAPHOTO IPHUMEHEHHS
(ceptudukar, cienuduKanys Ha JSKapCTBEHHBIH Mpernapar ¥ UX 000CHOBaHUE);

C) QHATUTHYCCKHUE METOAMKH, WCIOJIb3YyeMble IPH OCYIIECTBICHUM KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Tperapara Jjisi BETEPHHAPHOTO PUMEHEHUS;

T) JOKYMEHTAJIBHOE MOATBEPXKIACHUE (BAIMIANNS) aHATUTHYECKUX METOJUK, UCIOIb3yEeMbIX IMPH
OCYIIECTBIICHINH KOHTPOJISI KA4eCTBa JICKApPCTBEHHOTO Tpenapara Jisi BETePUHAPHOTO IIPUMEHEHUS;

y) JOKYMEHT, TOJTBEPXKIAIONIMIA Ka4ecTBO JIEKAPCTBEHHOIO IMperapara TpeX MPOMBIIUICHHBIX
cepuil (MPOTOKOJ aHAM3a WK cepTU(UKAT aHAIN3a), OJJHA CEPHsl KOTOPOTO JOJDKHA COBIAJATh C CepHEn
o0pa3iia JIeKapCTBEHHOTO Iperapara, MoJIaHHOT0 Ha PETUCTPAIIHIO;

¢) XxapakTepucTUKa MPUMECEH;

X) MepeueHb CTAHIAPTHBIX OOpa3IOB, HMCIOJIB3YEMbIX MPH OCYHICCTBICHHM KOHTPOJIS KauecTBa
JIEKapCTBEHHOTO Tperapara Jjisi BETEPHHAPHOTO IIPUMEHEHUS;

1) JAaHHBIE O CTAOMJIBHOCTH JICKAPCTBEHHOTO IMperapara Jijisi BETEPUHAPHOTO MPUMEHEHUS,

10) xomusi MOKyMEHTa, COJAepKamero WHMOPMAIHUI0O O HAIWYMH WIA 00 OTCYTCTBHHM (DaKTOB
perucTpaimu JICKapCTBEHHOTO Ipernapara JUisi BETEpUHAPHOTO MPUMEHEHHs 3a Tpeaenamu Poccuiickoit
denepannu;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 13 uronsa 2015 2. N 241-D3 6 nynkm 11 yvacmu 3 cmamou 17 nacmoswezo
DedepanbHoco 3aKOHA 6HEeCeHbl USMEHEHUS

Cm. mexcm nyHkma 6 npeovloyujell peodaKyuu
11) cornacue B nmucbMeHHOH (hopme, MPeayCMOTPEHHOE YacThio 7 HACTOSILEN CTaThbU, B CiIydae
PETUCTPALIMK BOCIIPOM3BEIEHHOTO JIEKAPCTBEHHOIO IIPENapara;
12) xomusi JOKYMEHTa Ha pPYCCKOM f3bIKE, 3aBEPEHHOIO B YCTAaHOBJIIEHHOM IMOPSAJIKE H
NOJATBEP)KJIAIOLIETO TPAaBOMOYHOCTh 3asBIEHUS O TOCYAAPCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOTO
npernapara Jyisi BETEpUHApHOTO MPUMEHEHUS (JIOBEPEHHOCTb);

Wndopmarys 06 H3MEHEHHSAX:

Yacmws 3 oononnena nynkmom 13 ¢ 13 aseycma 2019 . - @edepanvusiii 3axon om 2 agzycma 2019 e. N
297-D3
13) cBemeHuss O TOCYAApCTBEHHOW PETUCTPALMU T'€HHO-WHXEHEPHO-MOIN(DUIIMPOBAHHBIX
OpraHM3MOB, TIPEJHA3HAUYEHHBIX JUIS BBIMYCKa B OKPYXKAWOIIYK cpeny (Ipu TrocyAapCTBEHHOU
perucTpanuy JIEKapCTBEHHBIX IMPErnaparoB [Uisi BETEPUHAPHOTO MPUMEHEHMs, IMOJYYEHHBIX C
NPUMEHEHHEM  T'€HHO-UHXEHEPHO-MOAM(DULIMPOBAHHBIX ~ OPraHU3MOB MM  COJACpXAlUX  TakKue
OpPTaHHU3MBI).

Wndopmarys 06 M3MEHEHHSAX:
Yacmob 4 usmenena c 13 aseycma 2019 e. - @edepanvusiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloywyro pedakyuio
4. Ilpn mpoBeneHMM YCKOPEHHOM MNpOLEAYpPhl SKCHEPTHU3bl JIEKAPCTBEHHOIO IIpenapara Juis
BETEpUHAPHOTO MMPUMEHEHHS B IIEJISIX €r0 rOCyJapCTBEHHON PErHCTpalliid BMECTO OTYeTa pa3paboT4rKa O
pe3yJsbTaTax JOKIMHUYECKOIO UCCIIEI0BaHUS JIEKAPCTBEHHOIO CPEACTBA JJI BETEPUHAPHOTO IPUMEHEHHUS
MOXET OBbIThb NpEACTaBICH 0030p Hay4yHBIX pPabOT O pe3yiabTaTax MOKIMHUYECKOTO MCCIIEOBAHUS
peepeHTHOro JIEKapCTBEHHOI'O Mpernapara Ajis BETEPUHAPHOTO IPHUMEHEHHs, a BMECTO OT4yeTa o



pe3ysbTaTax KIMHUYECKOTO MCCIENOBaHMs JIEKAPCTBEHHOIO IMperapaTa JUisi BETepUHAPHOTO IPUMEHEHUS
OTYET O pe3ysbTaTax MCCIEI0BaHUA OMOIKBUBAJICHTHOCTH BOCIPOU3BEICHHOTO JIEKAPCTBEHHOTO
npernapara Jyisi BETepUHApHOTO MPUMEHEHUS.

Wndopmarius 06 H3MEHEHUX:
Yacmw 5 usmenena c 13 aseycma 2019 e. - @edepanvusiii 3axkon om 2 aseycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio

5. Ha »kcmepTu3y pa3iudHBIX JIEKQPCTBEHHBIX (OPM OJHOTO U TOTO KE JICKaPCTBEHHOTO
npenapara il BETCPUHAPHOTO TPHUMEHEHHUS 3asBUTENb MPEICTABISCT OT/ACIbHBIC 3asBICHUS U
pPETHCTPAIOHHBIC JOChe Ha KaXIyI0 JIeKapcTBeHHYI0 (Gopmy. [lpu ycnoBuM ogHOBpEMEHHOW MOJa4u Ha
9KCHEPTU3Y OJHOW JICKApPCTBEHHON (OPMBI C Ppa3IMYHBIMU JIO3UPOBKOM, KOHIICHTpaluei, o0beMoM
3asIBUTENIb TPEJCTABISCT OJHO 3asABICHHE W PETHCTPAIMOHHOE JO0Che C MPUWIOKCHHEM MaKeTOB
NIEPBUYHON YIIAaKOBKU ¥ BTOPHYHOMW yrakoBKU. Ha MakeTax mepBUYHON YITAaKOBKH M BTOPUYHOM YIAKOBKH
YKa3bIBAIOTCS BCE MPOU3BOJUMEIC JIO3UPOBKH, KOHIICHTPAIMH, OOBEMbI M KOJUYECTBO 103 B YIIaKOBKE
JICKApCTBEHHOTO TMperapara Jjisi BETEPUHAPHOTO IIPUMECHEHUSI.

Undopmaris 06 n3MEHEHUSX:
Yacmo 6 usmenena c 1 ansapsa 2021 2. - @edepanvhulii 3akon om 27 dexaops 2019 2. N 478-D3

Cm. npedvioyuyio pedaxyuio

6. B ciydyae HenpencTaBlieHHs € 3asBJICHUEM O FOCYIAapCTBEHHOW PErHMCTPALMM JEKAPCTBEHHOI'O
npenapara uisi BETepUHAPHOTO NMPUMEHEHHS TOKYMEHTOB, MOATBEPXKIAIOIIMX YIIATy TOCYAapCTBEHHON
NOIUIMHBI U YKa3aHHBIX B IIYHKTE 7 4acTW 2 HACTOSALUEH CTATbH, CBEAEHUM O JIMLEH3UAX, YKA3aHHBIX B
nyHKTax | u 2 yacTu 3 HACTOSIIEH CTaThH, a TAKXKE BbIIABAEMBIX (ITPEAOCTABIIEMBIX) YITOJTHOMOYEHHBIMU
denepanbHBIMU OpraHaMU HCIOJIHUTEIBHOW BIACTH JOKYMEHTOB (CBEICHHMII), YKa3aHHBIX B MyHKTe 2.1
yacTU 3 HAaCTOALIEH CTaTby, YIOJIHOMOYEHHBIH (QenepalbHblii OpraH HUCHOJHUTEIbHOM BIIACTH
3ampaniMBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHHUs) B MOPSJIKE MEXKBEIOMCTBEHHOTO WH(MOPMAIMOHHOTO
B3aUMOJICUCTBUSL.

7. He pnomyckaercss HUCHONB30BaHHWE B KOMMEPUYECKHMX IMelsaX HHpopmanuu o pe3yabTaTax
JOKJTMHUYECKUX UCCIICIOBAHMM JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEIOBAHUMN JIEKAPCTBEHHBIX
IpenaparoB JUisi BETEPUHAPHOIO NPUMEHEHUs, MPEICTAaBICHHON 3asBHUTENIEM M1 TOCYAapCTBEHHOM
perucTpanuu JIEKApCTBEHHBIX TMpernapaToB, O0e3 ero corjacus B TEYCHHE IIeCTH JIET C JaThl
rOCy/IapCTBEHHOU perucTpanuu pedepeHTHOro JeKapCTBEHHOTO Mpemnapara B Poccuiickoii @eneparuu.

Wndopmarys 06 M3MEHEHHSX:

Cmamuws 17 oonoanena wacmoio 8 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 e. N
297-D3
8. Jlep:karenb WU BiIaJeNel] PETUCTPALMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara s
BETEPUHAPHOTO TPHUMECHEHHUS TPEJICTABIISICT B YIIOJTHOMOYCHHBIH (helepaibHbId OpraH HUCIOJHUTEIHLHOM
BJIACTH OTYET MO pe3yibTaraMm (papMakoHaA30pa OJIWH pa3 B HIECTh MECSIICB B TEUCHHE JBYX JIET MOCIe
rOCYJIapCTBEHHOW PErucTpaluy JIeKapcTBEHHOro npenaparta B Poccuiickoit denepanuu, 3atemM €XeroHo
B TEYEHHUE TOCTEAYIOIINX TPEX JIET U B aTbHEHIIEeM OJIUH pa3 B TPH roja.
MPUMEYAHHE:

Cwm. KOMMCHTApHHU K CTAaThC 17 HaCTOAIICTO d)euepaJILHoro 3aKOHa

Wudopmanust 06 N3MEHEHHUAX:

Deoepanvrvim 3akonom om 22 Odexaops 2014 2. N 429-D3 naumenosanue cmamou 18 nacmosueco
DedepanbHo20 3aKOHA UBNONCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm HAUMEHOBAHUSL 8 NPeOdblOYUWel PeOaKyuu
Crarbs 18. Ilomaua u paccMoTpeHME 3asiBICHHMS O TOCYJAapCTBEHHOW pETUCTpaluu
JIEKapCTBEHHOT'0 IIpernapara Juisi METUIIUHCKOTO PUMEHEHUS

Wndopmarus 06 H3MEHEHUSX:



Deoepanvrovim 3akonom om 22 Oekabpa 2014 2. N 429-®@3 uwacms 1 cmamou 18 nacmoswezo
DedepanbHo20 3aKOHA U3N0IHCEHA 8 HOBOU pedarkyuu, ecmynarowetl 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu

1. Jns rocymapCTBEHHOW pETUCTpAllMK JICKApCTBEHHOTO TMperapara Uil  MEIUIUHCKOTO
NPUMEHCHUS FOPUINYECKOe JIHMIO, JCUCTBYIOIIEE B COOCTBEHHBIX HWHTEpECax WM YIIOJTHOMOYEHHOE
NPECTaBIISTh MHTEPECHl APYroro HOPHIMYECKOTO JIMIA W 3asBIIONICE JICKAPCTBCHHBIM Ipermapar Ha
TOCYJapCTBEHHYIO PETUCTpAIMIO (Jlajee B HACTOALICH CTaThe - 3asBUTENb), NPEACTABISIECT B
YIIOJIHOMOYCHHBIN (peepanibHbIii OpraH UCTIOJTHUTEIBHOW BJIACTH, OCYNICCTBISIFOIINN TOCYIapCTBEHHYIO
pPETHCTpAIHIO JIEKAPCTBEHHBIX MPEMApPaTOB I MEIUIIMHCKOTO MPUMEHEHHSI, B 3JIEKTPOHHOU (hopMe u Ha
OyMa)XHOM HOCHUTEJIC 3asBJICHHUE O TOCYIAPCTBCHHOH PETUCTpAIlMH JICKAPCTBEHHOTO Iperapara s
MEIWIIMHCKOTO TIPUMEHEHUS, a TaKKe B MOPSJKE, YCTAHOBICHHOM YIIOJTHOMOUYEHHBIM (eaepaTbHbIM
OpPraHOM HCIIOJIHUTEIILHOW BJIACTH, B JJIEKTPOHHOH (opMe m Ha OyMa)KHOM HOCHTENE HEOOXOIUMbIC
JTOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCS PErHCTPAIMOHHOE JOChE Ha JIGKAPCTBEHHBIA Mpermapar Uit
MEIUIIUHCKOTO TPUMEHCHUSI.

Undopmarus 06 n3MEHEHUAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 uyacmv 2 cmamvu 18 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. B 3asBJeHUN O TOCYAapCTBEHHOM PErHCTPAIlMK JICKAPCTBEHHOTO Tpenapara Jiuisi MEIUIIHHCKOTO
MPUMCHCHUS YKA3bIBAIOTCS:

Wuopmarus 06 H3MEHEHHSX:
Ilynkm 1 usmenen c 1 saimeaps 2018 e. - @edepanvruiii 3axon om 28 oexabps 2017 2. N 425-D3

Cwm. npedvioywyio pedakyuio

1) HamMeHOBaHHWE, aJpec 3asBUTENS W TPOU3BOAWTENS JIEKAPCTBEHHOTO TIperapara Juis
MEIUIIUHCKOTO0 MPUMEHEHHUs, CBEeJIeHHsI 00 MX PEerucTpalMy B KaueCcTBE HAJOrOIUIATENbIIMKA B CTpaHe
perucTpanyu (JUisi POCCHMCKHUX FOPHIMYECKUX JII - MUICHTH(PHUKAIMOHHBIA HOMEpP HaJOTOIUIATENbITIKA
(MHH), nns uHOCTpaHHBIX IOPUIMYECKUX JIML] - CTpaHa PETUCTPalMM, HAUMEHOBAHUE PETUCTPUPYIOIIErO
OpraHa, perucTpalMOHHBIA HOMEp, KOJ HaJIOTOIUIATENBIINKA B CTPAHE PETUCTPAIH (MHKOPIIOPAINN) WITH
€ro aHaJIor) M aJpec MecTa OCYLIECTBICHHs TPOU3BOICTBA JIEKAPCTBEHHOTO Mpernapara (B ci1ydae HaIudus
HECKOJIbKMX YYaCTHUKOB TIPOIIECCa €ro IPOM3BOJCTBA HEOOXOAWMO YKa3aTh KaKIOTO yJYacTHUKA B
COOTBETCTBUH C OCYILECTBIIIEMON CTaJ el MPOU3BOJICTBA);

2) HauMEHOBaHUE JICKAPCTBEHHOTO Iperapara Jjisl MEAUIIUHCKOTO MTPUMEHEHHS (MEXITyHApOHOE
HEMaTeHTOBAaHHOE, MJIM IPYNIHUPOBOYHOE, HJIM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);

3) mepeveHpb NEHCTBYIOMNX M BCIIOMOTATEIbHBIX BEIIECTB, BXOAANINX B COCTaB JICKAPCTBEHHOTO
npenapara i MeAULIUHCKOTO MPUMEHEHHUS, C YKa3aHHUEeM KOJIMYeCTBa KaXJI0T0 U3 HUX;

4) nexapctBeHHas (opMma, MO3MPOBKA, CIIOCOOBI BBEIEHHS W TPHUMEHEHHS, CPOK TOJHOCTH
JIEKapCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO IPUMEHEHUS;

5) (apmaxoTepaneBTHIECKAas rpymma, KOJT aHaTOMO-TEPaIeBTUIECKO-XUMHUIECKOM
KJaccu(uKaluy, peKoMeHJ0BaHHONW BcemupHoOW opraHuzanueil 31paBOOXpaHEHUs, 3asBIseMble
MIOKa3aHUs JJ1s1 IPUMEHEHUS JIEKapCTBEHHOTO TIpenapaTa Uik MEAUIIUNHCKOTO TPUMEHEHHUS;

6) OTCYTCTBME HEOOXOJMMOCTH TMPENOCTABICHUS OT4YeTa O pe3yibTaTaXx KIMHUYECKOTO
WICCIIEZIOBAHMS, MCCIICOBAHUS OMOAKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IIperapaTa, pa3pelieHHOTo st
MeIuIUHCKoro npuMeHeHus B Poccuiickoit deneparyu Oonee ABaaaTH JIET, ¢ YKa3aHUEM HOPMATUBHBIX
IIPaBOBBIX aKTOB, ITOATBEPIKAAIONINX JAHHBIA CPOK TIPUMEHEHUS;

7) HeoOXoaMMOCTh OpOpMIICHHs pa3pelleHus Ha BBO3 B Poccuiickyro ®enepannio KOHKpPETHOU
HapTHX ~ 3apeTUCTPUPOBAHHBIX W (WIM)  HE3apETHCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPE/CTB,
NpeIHAa3HAYCHHBIX Ui MPOBEIEHHS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B ILESAX TOCYJapCTBEHHOM
perucTparumy;

8) HeoOXOAMMOCTb MPOBENEHUS SKCIEPTU3bl JTOKYMEHTOB, MPEICTABICHHBIX Ui OIpEICIICHUS



BO3MO)KHOCTH PAacCMaTpuBaTh JICKApCTBEHHBIM Ipemnapar il MEIULHUHCKOIO IPUMEHEHHUS IIpH
OCYIIECTBJIEHUH TOCYIapCTBEHHON PErUCTPallvU B Ka4eCTBE OP(PaHHOIO JIEKAPCTBEHHOIO IpENapara;

9) HEOOXOIUMOCTb MPUMEHEHHsI YCKOPEHHOM MPOLelyphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
LEJISX TOCYJapCTBEHHOM PErucTpaluu JEKapCTBEHHOTO IIpernapara;

10) konuK JOKYMEHTOB, TOATBEPKAAIOLIMX YIUIATy FOCYJapCTBEHHOM MOIIJIMHBI:

a) 3a MPOBEJEHUE DKCIEPTU3bl JTOKYMEHTOB, IIPEICTABICHHBIX JJI ONPEICIICHUS BO3MOXKHOCTU
paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar i MEAMLIMHCKOIO IPUMEHEHHs IIPU  OCYILECTBICHHUU
rOCyJapCTBEHHOHN PErUCTpaIiK B KayecTBE OPPaHHOTO JICKApPCTBEHHOT'O Mpernapara;

0) 3a mpoBelleHHE 3KCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEACTBAa U SKCIEPTU3bl OTHOLICHMS
0’KMJIa€MOM I10JIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHMS JIEKapCTBEHHOIO IIperapara, pa3peleHHOro s
MeIUIUHCKOro npumeHeHuss B Poccuiickoit ®enepauuum Oosiee OBaALATH JIET, IPU OCYIIECTBICHUU
roCyJapCTBEHHOM PErucTpaluu JIEKapCTBEHHOTO IIperapara;

B) 3a IMPOBEJCHUE IKCHEPTU3bl KAauecTBa JIEKAPCTBEHHOI'O CPEICTBA M IKCIEPTU3bl OTHOLICHHUS
0’KMJIa€MOH II0JIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHHMs JIEKaPCTBEHHOI'O IIpernapara Uil MEAULUHCKOrO
IIPUMEHEHHUS IIPU €ro rOCy1apCTBEHHON PErUCTpalliu;

I) 3a NPOBEACHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEJCTBA M 3KCIEPTU3bl OTHOLICHMS
OKMJAEMOH IO0JIb3bl K BOBMOKHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOIO Ipenapara A MEAULMHCKOTO
IIPUMEHEHUs, B OTHOLICHHMH KOTOPOIO IIPOBEACHBI MEKIYHAPOAHBIE MHOTOLICHTPOBBIE KIMHUYECKHE
UCCIIEIOBAHMsI, YacTb W3 KOTOpbIX mpoBeneHa B Poccuiickoit ®enepanuu, Npu  OCYLLECTBICHUU
roCyJapCTBEHHOM PErucTpaluy JICKapCTBEHHOTO IIPenapara;

11) nammuue corjacus HPOM3BOIUTENS JIEKAPCTBEHHOI'O Ipernapara, MPOU3BOJCTBO KOTOPOTO
ocymecTsiusercs 3a npegenamu  Poccuiickon  ®enepanuu, Ha IIPOBEACHUE HHCIEKTHPOBAHUS
IPOM3BOJIUTENS HA COOTBETCTBUE TPeOOBAHUAM IPAaBUII HAAJIEKaIeH IPOM3BOICTBEHHOM NPaKTHKH;

12) Hanuuue cornacus, pelyCMOTPEHHOIO YacThio 18 HacTosel cTaTby;

13) yka3aHue BHMJA JIEKApCTBEHHOTO IHpenapara, MpPeACTaBICHHOTO Ha PErHCTPaLHUIo
(pedepeHTHBII  JEKapCTBEHHBIN  MpemapaT,  BOCIPOM3BEICHHBIM  JIEKAPCTBEHHBIM  Ipemapar,
OMOJIOrNYEeCKU JIEKapCTBEHHBIH NpenapaT, 0MoaHasoroBblil (6MOMOJO0HbIN) TeKapCTBEHHBIH IpenapaT
(Onoananor), romeonaTHYECKU JeKapCTBEHHBIH Npenapar, JIEKapCTBEHHBIH pacTUTENbHBIN Ipernapar).

Wndopmarys 06 M3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-®@3 uwacme 3 cmamovu 18 nacmoswezo
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU pedakyuu, ecmynarowell 8 cuny ¢ 1 aneaps 2016 .

Cm. mexem yacmu 6 npeovioyueli peoaKyuu
3. PeructpanmoHHOE J0ChE Ha JICKAPCTBEHHBIN Mpemapar uisi MEIUIIUHCKOTO TPUMEHEHUS
npenocTaBiseTcs B (hopMe 00Iero TeXHMYECKOro JOKYMEHTA.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrovim 3axonom om 22 Oekabps 2014 2. N 429-D3 uacme 4 cmamou 18 nacmoswezo
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedarkyuu, ecmynaroujeli 8 cuny ¢ 1 sneaps 2016 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
4. Paznen moKyMEHTAIMH aIMUHUCTPATUBHOTO XapaKTepa BKIIOYAET B ceOsl:
1) 3asBiIEHUE O TOCYIAPCTBEHHON PETHCTpAIMH JICKApCTBEHHOTO IMpernapara Juisi MEIUIMHCKOTO
MPUMEHEHHUS B IEKTPOHHOU (hopMe U Ha OyMaKHOM HOCHUTEIIE;
2) KOMHWIO JIOKyMEHTa HAa PYCCKOM s3bIKE, 3aBEPECHHOTO0 B YCTAaHOBIICHHOM IMOPSJIKE |
MOJITBEPKIAIOIIETO MPABOMOYHOCTh 3asiBUTENS MOJAaBaTh 3asBICHHUE O TOCYIapCTBEHHOW PErHCTpalfu
JICKapCTBEHHOTO TIperiapara Juisi MeIUITHHCKOTO MPUMEHEHHUS (IOBEPEHHOCTB);

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 3 uzmenen c 1 smeaps 2021 e. - @edepanvhuiii 3axon om 27 oexaobps 2019 e. N 478-D3

Cm. npedvloywyro pedakyuio
3) cBenmeHHs O JaTe MPEAOCTABJICHHS W PETUCTPAIMOHHOM HOMEpE JIHMIICH3UH Ha MPOU3BOJCTBO



JICKapPCTBEHHBIX CPEJICTB UJIU CBEACHUSA O JIaTe MPEIOCTABICHUS U PErUCTPAIMOHHOM HOMEPE 3aKITI0UCHHS
O COOTBCTCTBUU HPOU3SBOIAUTCIIA JICKAPCTBCHHBIX CPCACTB TpCGOBaHI/DIM IpaBHJI HaHHC)KaIHCﬁ
MIPOU3BOJICTBEHHON MTPAKTUKH, BBIJAHHBIX (IPEAOCTABICHHBIX) YIIOJIHOMOUYEHHBIM (he/iepaabHBIM OpraHOM
WCITIOJTHUTEIbHOM BIACTH B OTHOIIICHUH HpOI/I3BOI[CTBeHHOI71 IJIomaakKu perucTpupyemMoro JCKapCTBECHHOI'O
npemnapara, B ciy4ae, €cild MpPOM3BOJACTBO JIEKApPCTBEHHOTO IMpernapara ocyuiecTBisiercsi B Poccuiickoii
®denepaunu;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 4 usmenen c 1 sneaps 2021 2. - @edepanvusiii 3axon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloywyro pedakyuio

4) KONHUIO MPEAOCTaBICHHON YIOJIHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOJIUTENS JHUICH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpenapaTa U €€ NEPEBO] Ha PyCCKUIl SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM
NOpsKe, a TaKKe KOMHUIO 3aKIIOYEHUS O COOTBETCTBUHU MPOHM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSM TMPABWI HAJIEKAIIEH MPOU3BOJCTBEHHONW TMPAKTUKUA, BBIJAHHOTO YIIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIBHOW BIACTH B OTHONICHHMHM MPOW3BOACTBEHHON IUIOIIAIKU
PEruCTPUPYEMOIO JIEKAPCTBEHHOTO Ipernapara, Wik KOIHUIO0 PELIEHUs] YIOJHOMOYEHHOIO (peiepalbHOro
OpraHa HCIOJHUTENbHOW BJIACTU O MPOBEACHUU HHCIEKTHUPOBAHHS MPOU3ZBOIUTENS JIEKAPCTBEHHBIX
CPEICTB, B Cllyyae, €CJIM MPOM3BOJACTBO JIEKAPCTBEHHOI'O Ipenapara OCYLIECTBIISETCA 3a IpeleramMu
Poccuiickoit ®eneparuu;

5) TPOEKT HHCTPYKIMU TIO MEIUIUHCKOMY TIPUMEHEHHUIO JIEKAPCTBEHHOIO IIpemnapara,
coJieprKalleil cIeayone CBeICHUS:

a) HaUMEHOBaHME JIEKapCTBEHHOIO IIpernapara (MEXAYHapOJHOE HENaTeHTOBAHHOE, WU
TPYINIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) ekapcTBeHHas popMa ¢ yKazaHHEM HAaMMEHOBAHHUN M KOJMYECTBEHHOTO COCTaBAa JICHCTBYIOIINX
BEIIECTB M KAUECTBEHHOT'O COCTaBa BCIIOMOTATENbHBIX BEIIECTB (TP HEOOXOIUMOCTH KOJHMYECTBEHHOTO
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

B) OIKCaHUE BHEIIHETO BU/IA JIEKAPCTBEHHOTO Mpenapara A MeIUIUHCKOTO TPUMEHEHUS;

I) pu3uKo-XuMUYeCcKre cBOMCTBA (1S paarodapMalieBTHUECKUX JIEKapCTBEHHBIX IIPENapaToB);

n) GdapmakoTepaneBTHUeCKass TPyINa, KOJ JEKapCTBEHHOrO Mpernapara sl MEIUIIHHCKOTO
MPUMEHEHHUS 110 aHATOMO-TEPANEBTUYECKO-XUMHUECKON KJIacCU(PUKAIINK, PEKOMEHI0BaHHON BceMupHoit
OpraHu3alyei 31paBOOXpPAHEHUS, WIIM YKa3aHUE "TOMEONaTHUeCKUH JIEKapCTBEHHBIN npenapart”;

e) (dapmakonmuHamuka U ¢dapMaKOKMHETHKa (32  HUCKIIOYEeHHEM  (apMaKOKHHETUKH
TOMEOINATUYECKUX JIEKAPCTBEHHBIX MPEMAPATOB U PACTUTENIbHBIX JIEKAPCTBEHHBIX MIPENApaToB);

K) TIOKA3aHUs 1JIs1 TPUMEHEHNS,

3) MPOTUBOMNOKA3aHUS ISl IPUMEHEHUS;

1) MEPBI IPETOCTOPOKHOCTH MPU TPUMEHEHHUH;

K) yKa3aHH€ BO3MOXXHOCTH M OCOOCHHOCTEW MpUMEHEHHUs JEeKapCTBEHHOTO TIperapara Jist
MEIUIIMHCKOTO TPUMEHECHHS OCpEeMEHHBIMU OKEHIIMHAMH, IKCHIIMHAMH B TIEPHOJ TPYAHOTO
BCKapMIIMBAHMUSI, IETHMU, B3POCIBIMU, IMEIOIIUMU XPOHHYECKHE 3a00/IeBaHUS;

J) peXKUM JO3UPOBAHUS, CITOCOOBI BBEJICHUS W MPUMEHEHHS, PU HEOOXOIMMOCTH BpeMs MpHeMa
JIEKapCTBEHHOIO MpernapaTa sk MEAUIIMHCKOTO IPUMEHEHHUS], MPOJOIKUTEIIBHOCTD JICYEHUSI, B TOM YHUCIIE
y A€TeH 0 U MOCJIE€ OJTHOTO roja;

M) BO3MOXKHBIC HEKENATENbHBIE pEaKlUd TpHU MPUMEHEHHU JIEKapCTBEHHOTO TMpernapara ais
MEUITMHCKOTO MPUMEHCHHS;

H) CUMIITOMBI [I€PEA03UPOBKHU, MEPHI [0 OKA3aHHUIO TTOMOILHU TP MEPEI03UPOBKE;

0) B3aUMOJICHCTBHE C APYTHUMHU JICKAPCTBEHHBIMH TperapaTaMu U (W) MUIIEBBIMU MTPOTYKTaMH,

) GOpMBI BEITYCKA JIEKAPCTBEHHOTO TIPerapara;

p) ykazanue (pu HEO0OXOAMMOCTH) OCOOCHHOCTEH NEeWCTBHS JICKapCTBEHHOIO Mperapara i
MEIUIIMHCKOTO MPUMEHEHHUSI PU NIEPBOM IIPUEME WM MIPU €r0 OTMEHE;

c) ommcaHue (mpu HEOOXOAUMOCTH) AEUCTBUH Bpaya (denpamepa) u (WiM) MamueHTa MPU



IpoIycKe IpHeMa OJHOM WM HECKOJbKHUX J103 JIGKAPCTBEHHOrO IIperapaTta Ui MEIUIIMHCKOTO
MIPUMEHEHUS;

T) BO3MOXKHOE BIIMSHUE JIEKQPCTBEHHOTO TMpemnapara s MEIUIMHCKOr0 TMPUMEHEHHS Ha
CIIOCOOHOCTH YIIPABJISTH TPAHCIIOPTHBIMU CPECTBAMH, MEXaHU3MaMHU;

y) CpOK TOAHOCTM M YyKa3aHUWE Ha 3alpeT NPUMEHEHHUs JIEKapCTBEHHOro IIpermapaTta Jyis
MEUIIMHCKOTO MPUMEHEHHS 110 UCTEYEHUHU CPOKa rOJHOCTH;

¢) ycnoBuUs XpaHEHHUS;

X) YKa3aHME Ha HEOOXOJMMOCTh XpaHEHHUs JIEKAPCTBEHHOIrO Ipemapara sl MEAUIIMHCKOIo
MPUMEHEHHUS B MECTaX, HEJOCTYIHBIX Ui JETeH;

1) ykazaHue (Mmpu HEoOXOJAMMOCTH) CHEIHUAIbHBIX MEpP MPEIOCTOPONKHOCTH MPU YHUUYTOKECHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB AJIs MEAUIIMHCKOTO IPUMEHEHUS,

9) YCJIOBHS OTITYCKa;

II) HAaUMEHOBAaHUSA W aJipeca IMPOU3BOJICTBEHHBIX IUIOMIAJOK MPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapara;

II) HaMMEHOBaHHWE, aJpec OpraHu3allid, YIOJHOMOYEHHOH Jep)KaTeleM WIH BIaJelbleM
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOI'O IMperapaTra Jisi MEIUWLIHUHCKOTO NPUMEHEHHUs Ha
NPUHITHE IPETEH3HUM OT MOTPEOUTENS;

6) MHCTPYKIIMIO IO MEIUIIUHCKOMY TIPUMEHEHHUIO MUJIM KPATKYI0 XapaKTEPUCTUKY JICKAPCTBEHHOTO
npernapara, yTBep»JACHHbBIE B CTpaHe MPOU3BOAUTES;

7) IPOEKTHl MAaKETOB NMEPBUYHOM YIMAKOBKM U BTOPHUYHOM YIAKOBKHU JICKAPCTBEHHOTO Mperapara
JUTSL METUITUHCKOTO TIPUMEHEHHS,

8) MPOEKT HOPMATUBHOM JOKYMEHTAllUM WJIA HOPMATHBHOTO JIOKYMEHTa Ha JICKapCTBEHHBIN
npenapar JijIsl MeIMIIMHCKOTO IPUMEHEHUs JIM0O0 yKa3aHue COOTBETCTBYIOINIEH (hapMaKoNeHO! CTaThu;

9) nokyMeHT, coaepxaiiuii HHPOPMAIMIO O HATMYUHA WU 00 OTCYTCTBUHU (DaKTOB PETHCTpAIlUU
JIEKapCTBEHHOIO Mpernapara s MeIUIMHCKOro NpUMeHeHus 3a npeaenamu Poccuiickoit @enepanuu;

10) xomuu MOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJICHHOM IIOPSIKE M TMOATBEPKIAOIMMX (aKT
pEeruCTpallMi JIEKapCTBEHHOTO TMpenapara B HMHOCTPAHHBIX TOCYJapcTBax B KadecTBe Op(haHHOTO
JIEKapCTBEHHOI'0 IIpernapara;

11) mnman ympaBiaeHHs pHCKAMH JUIsi OHOJOTHMYECKHX JIEKAapCTBEHHBIX MpemapaToB s
MEUITMHCKOTO IIPUMEHEHHS;

12) nmoxymeHT o cucreMe ¢apMaKoHaI30pa HepKaTells WM BIafeliblia PETUCTPAUOHHOTO
yIIOCTOBEpPEHUS JIEKAPCTBEHHOTO Npenapara;

13) mOKyMEHT, TOJATBEPKIAIOIINI KayecTBO JIEKAPCTBEHHOTO Mpernapara TpeX MPOMBIIUIEHHBIX
cepuii (MMPOTOKOJI aHAJIU3a WU cepTU(UKAT aHAJIM3a), OIHA CEpUsl KOTOPOro JOHKHA COBMAJATh C cepuen
oOpa3lia JIeKapCTBEHHOro TMpemapara [Uisi MEIUIIMHCKOTO TPUMEHEHUs, TPEeJCTaBICHHOT0 Ha
rOCy/IapCTBEHHYIO PErUCTPAIIHIO.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3axkonom om 22 Oexabpa 2014 e. N 429-®@3 uwacmv 5 cmamou 18 nacmoswezo
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU pedarkyuu, ecmynarowell 8 cuiy ¢ 1 sneaps 2016 .

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu
5. Pazmen xuMuueckow, GapmarieBTUYECKOH M OMOJIOTHYECKON JOKYMEHTAIIMU BKJIOUAET B ceOs
JIOKYMEHTBI, coJieprKaline nHGopMaIuio o GpapMaeBTHIecKol CyOCTaHIIMN U JIEKapCTBEHHOM IIpernapare
JUTSE. METUIIMHCKOTO MPUMEHEHHS, MPOIIECCe ero MPOM3BOJACTBA M METOJaX KOHTPOJSA KadecTBa, B TOM
qucIie:

Hudopmanus 06 U3MEHEHUAX:
Ilynkm 1 usmenen ¢ 28 oexabps 2019 2. - @edepanvhuiii 3akon om 27 dexkaops 2019 2. N 462-D3
Cm. npedvloywyro pedaxyuio

1) xomuio JOKyMEHTa, COJEp)KalIero ClaeAymllylo uHpopManui o GdapMaleBTUIeCKON
cyOcTaHIuM WM (apMalleBTUYECKHX CyOCTaHIUSAX, BXOJSIIMX B COCTaB JIEKAPCTBEHHOTO Ipernapara, 3a



UCKJIFOUEHHEM WHpopManuu o (apMaleBTHUECKUX CYOCTAaHIUSAX, BKIIOYEHHBIX B TOCYIApCTBEHHBIH
peecTp JeKapCTBEHHBIX CPEACTB B COOTBETCTBUH €O cTaThel 34 HacTosmero depepaabHOro 3aKoHa:

a) HAMMECHOBaHHE (hapMaICBTHUECKOW CYOCTaHIINH, €€ CTPYKTYypa, oOIIne CBOWCTBA,

0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTEIIS;

B) TEXHOJIOTHSI IMPOU3BOJICTBA C OIMMCAHMEM CTaJIUi MPOHM3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTausIX IPOU3BOJICTBA,

T') ONKCaHKE Pa3pabOTKH Mpoliecca MPOU3BOJICTRA;

1) OTUCAHKE KOHTPOJIS KPUTHUUYECKUX CTAIUI IMPOU3BOICTBA U IPOMEKYTOUHOU MPOTYKITUH;

€) TIOKYMEHTaJIbHOE TIOITBEPIKACHHUE (BAIMIAIIHSI) POIIECCOB M (UJTH) MX OIECHKA,

7K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepPUCTUKA IIPUMECEH;

1) cnenudukanys Ha hapMaleBTHUECKYIO CyOCTaHIINIO U ee 000CHOBAHHE;

K) AaHAIUTUYCCKUE METOJUKH, HCIOIb3yeMble TMPH OCYIIECTBICHUH KOHTPOJS KadyecTBa
(dapmanieBTHYeCKON CyOCTaHIINH;

J) TOKYMEHTAJIbHOE MOJATBEPXKICHUE (BaJIHIAIMS) aHATUTUICCKUX METOIMK, HCIOJIb3YEMbIX MPH
OCYIIECTBIICHINH KOHTPOJISI KauecTBa (papManeBTHIECKO CyOCTaHIINY;

M) pe3yJIbTaThl aHAIN3a CepUil papMaleBTUIECKON CyOCTaHIINM;

H) MepPEYCHb CTAHAAPTHHIX 00PA3IIOB WM BEIIECTB, UCIOIB3YEMbIX TP OCYIIECTBICHUU KOHTPOJIS
Ka4yecTBa;

0) OITMCaHME XaPAKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;

1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKON CyOCTaHITNH;

P) CpPOK FOJIHOCTH;

Wuopmarus 06 H3MEHEHHSX:

Yacms 5 donoanena nynkmom 1.1 ¢ 28 oexabps 2019 2. - @edepanvhsiii 3axkon om 27 dexkabps 2019 e.
N 462-D3

1.1) B orHomeHuu (HapMaleBTUUECKUX CYOCTaHIUI, BXOASIIMX B COCTaB JIEKAPCTBEHHOIO
npernapata M BKJIIOYEHHBIX B TOCYAApPCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBUHU CO
cratbeil 34 Hacrosimero denepasbHOTO 3aKOHA, - KOMHUS JOKYMEHTa, COJIEPIKaIero CIeAYIOIIYIo
UH(POPMALIUIO:

a) HauMeHoBaHue (hapMalleBTHUECKOM CYyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA;

0) HaMEHOBaHHUE U aJ]PeC MPOU3BOIUTENS;

B) pe3yJIbTATHI aHAIKM3a cepuil hapMaIleBTUUECKON CyOCTaHIINH;

T') CPOK F'OJTHOCTH;

2) JOKYMEHT, COJICpKAllMi CIEeIyoIde CBEIEHUS O JICKQpCTBEHHOM TIpernapare JUis
MEIUIIUHCKOTO IPUMEHEHUS:

a) OTHMCaHKNE U COCTAB JICKAPCTBEHHOTO Tpernapara it MeITUIIMHCKOTO TIPUMEHEHUS;

0) omucanue QapMmaleBTHUeCKOH pa3paboTku (00OCHOBaHME BHIOOpAa COCTaBa, MEPBUYHOM
YIIaKOBKU U MHOTO);

B) TEXHOJIOTHsI NMPOU3BOJCTBA C ONMMCAHUEM CTaJWi MPOM3BOJCTBA U METOJOB KOHTPOJIS HA BCEX
CTaUsIX TIPOM3BOJICTBA,

I') ONHMCAaHWE KOHTPOJS KPUTUYECKHX CTaJAWi Ipolecca IMPOU3BOACTBA U MPOMEKYTOUHOM
IPOAYKLIHH;

J1) HAUMEHOBAHME U aJ[pec MeCTa OCYIIECTBICHHs MPOU3BOICTBA JIEKAPCTBEHHOIO IpenapaTa Jyis
MEIUIIUHCKOTO TpPHUMEHEHHs (B CIy4ae HaJIW4YUs HECKOJBKMX YYAaCTHHKOB IIpOIecca IMPOU3BOJICTBA
HE00XO0/IMMO yKa3aTh KaXKI0Tr0 U3 HUX);

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

) MUKPOOHOJIOTMYECKHE XapaKTePUCTHUKH;

3) MaTepuanbHbIN OaaHC ISl MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTa;

1) OMHMCAaHUE XapaKTEPUCTHK U CBOMCTB YIAaKOBOYHBIX MAaTEPUAIIOB U YKYIIOPOUYHBIX CPE/CTB;

K) TOKYMEHTAJIHHOE MOATBEPKICHNE (BaTUaaIMs) TIPOIIECCOB MTPOU3BOICTBA U (MJIN) UX OIICHKA,;



) TpeOOBaHMUS K KavyeCTBY BCIIOMOTATEIbHBIX BeIeCTB (cepTudukar, crenudukanus Ha
BCIIOMOTaTeNbHBIC BEIIECTBA K UX OOOCHOBAHUE);

M) aHaJUTUYCCKHE METOJUKH, WCIOJIb3YeMble TPHU OCYIIECTBICHUU KOHTPOJS KadecTBa
BCIIOMOTaTEIILHBIX BEIICCTB;

H) JIOKyMEHTAJILHOE MOJTBEPXKICHUE (BaTUIAIUS) aHATUTUICCKUX METOHK, MCIIOJBb3YEMbIX MPH
OCYIIECTBIICHUU KOHTPOJISI KAYECTBA BCIIOMOTATEIHHBIX BEIIECTB;

0) uH(pOpMaIUs 00 HCIOIB30BAHUN BCIIOMOTATEIBHBIX BEMIECTB YEJIOBEYECKOTO M YKHBOTHOTO
MIPOUCXOXKICHHUS,

1) nHpopmarms 00 UCIIOIb30BaHUH HOBBIX BCIIOMOTaTEIIbHBIX BEIIECTB;

p) TpeOoBaHUST K KAauecTBY JIEKAPCTBEHHOrO IMpernapara s MEAWIMHCKOTO MPUMCHCHHS
(ceprudukar, cnenuduKaus Ha JeKapCTBEHHBIN MpermapaT U uX 000CHOBAHHE);

C) aHaJUTHYECKHE METOJIUKU, WCIOIb3yeMble TMPU OCYIIECTBICHUU KOHTPOJSI KayecTBa
JICKApCTBEHHOTO Mperapara Jjisi MEIUIIMHCKOTO IIPUMECHEHUS;

T) JOKYMEHTAIbHOE MOATBEPKICHUE (BaTUIANNs) aHATUTHUYECCKAX METOJHUK, MCIIOIb3yeMbIX TpH
OCYIIECTBIICHIUH KOHTPOJISI KA4eCTBa JICKAPCTBEHHOTO TpenapaTa Jisi MEIUIIUHCKOTO TPUMEHECHHUS;

y) pe3yJIbTaThl aHATM30B CEPH JIEKAPCTBEHHOTO MIperapaTa Jisl MeIUIIMHCKOTO TIPUMEHEHUS;

() XapaKTepHUCTHKA TPUMECEH;

X) TIEPEUYCHb CTaHJAPTHBIX 00pa3IOB, UCIOIB3YEMBIX MPH OCYIIECCTBICHUM KOHTPOJS KadecTBa
JICKApCTBEHHOTO Mperapara Jjisi MEIUIIMHCKOTO IIPUMECHEHUS;

I1) IaHHBIC O CTA0MIIBHOCTH JICKAPCTBECHHOT'O TIperapara Juisi MeIUIIHHCKOTO PUMEHEHHUS.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 uwacms 6 cmamou 18 nacmosiweco
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cuny ¢ 1 aneaps 2016 .

Cm. mexecm yacmu 6 npeovioyueli peoaKyuu
6. Paznen dapmakoaornueckon, TOKCHKOJIOTHIECKON JOKYMEHTAIIMU BKJIIOYAET B C€0S OTUETHI O
pe3yspTaTax JOKJIMHUYECKUX MCCIEN0BAaHUMN JIEKAPCTBEHHOIO CPEACTBA Il MEAUIIMHCKOIO PUMEHEHUS,
B TOM YHCJIE:
1) otuer 0 papMaKoOAMHAMHUECKUX UCCIICAOBAHUIX;
2) ot4eT 0 hapMaKOKMHETHIECKUX HCCIICTIOBAHUAX;
3) OT4ET O TOKCUKOJIOTHYECKUX HCCIIEIOBAHUSAX.

Undhopmarrist 06 n3MEHEHHSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovsa 18 nacmosweco DedepanbHoco
3aKOHA OONOIHeHa yacmoio 7, ecmynatoweid 6 cuny ¢ 1 sneaps 2016 e.

7. Pa3nen KIMHUYECKOW AOKYMEHTAIlMM BKIIIOYAeT B ce€0sl OTUETHl O Pe3ysbTaTaX KIMHUYECKHX
UCCJIEIOBaHUM JIEKapCTBEHHOI'O IIpernapara Juisi METUIIUHCKOTO PUMEHEHHS], B TOM YHUCIIE:

1) ordyersl 00 wuccneqOBaHUSAX OHOJOCTYMHOCTH M OMOIKBHUBAJIEHTHOCTH, MCCIEIOBAHUSAX,
YCTaHABIMBAIOIIUX KOPPEJSALUIO PE3YIbTaTOB, IOJYYEHHBIX B YCIOBUAX 1n Vitro u in vivo;

2) oT4eTsl 0 (papMAKOKMHETHUECKUX MCCIIETOBAHMSIX;

3) oTyeTsl 0 (hapMaKOIUHAMUYECKUX UCCIIEIOBAaHUSX;

4) OTYeTHI 0 KIMHUYECKUX UCCIIEOBAHUAX F(P(PEKTUBHOCTH U OE30IaCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHHUS (ITPHU HATHYNN).

Wndopmarys 06 M3MEHEHHSAX:

DeoepanvHovim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvrozo
3aKoHa donoixena yacmoio 8, ecmynarowetl 6 cuny ¢ 1 sneaps 2016 e.
8. TpeboBanust k 00beMy WH(OPMAIIUHU, MPETOCTABISIEMON B COCTABE PETHCTPAIIMOHHOTO JI0CHE,
JUTSL OTJICTBHBIX BUJIOB JICKAPCTBEHHBIX MPENapaToB JUIsi MEAWIIMHCKOTO TMPUMEHEHUsS YCTaHABIUBAIOTCS
YIIOJIHOMOYEHHBIM (heIepalTbHBIM OPTaHOM UCTIOTHUTEIIBHOM BIIACTH.

Wndopmarius 06 H3MEHEHUSX:

Yacmos 9 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 475-D3



Cm. npeodvloywyro pedakyuro

9. B oTHOIIIEHUY JICKAPCTBEHHBIX MPENapaToB, Pa3pelICHHBIX I MEIUIIMHCKOTO MPUMEHEHUS B
Poccuiickoit denepanuu Oosnee ABaaTd JIET U B OTHOIICHWH KOTOPBIX HEBO3MOXKHO IPOBEICHUE
UCCJICIOBAaHM X OMO3KBUBAJICHTHOCTH (32 MCKIIOYCHHEM OMOJIOTMUECKUX JICKAPCTBEHHBIX MPEMapaToB),
JIOITyCKAeTCsl BKIFOYEHUE B COCTaB pasjena (papMaKoJIOrHueCKOW, TOKCUKOJIOTUYSCKON JOKYMEHTAIMH U
pa3zena KIMHUYECKOW JOKYMEHTAIlMM BMECTO OT4eTa pa3paboTyMKka O pe3yiabTaTax COOCTBEHHBIX
JOKIIMHIUYECKUX MCCIICOBAHHIA JICKAPCTBECHHBIX CPEACTB W KIMHHYECKUX MCCIICAOBAHHUH JICKAPCTBEHHBIX
IpernapaToB i MEIUIMHCKOTO MPUMEHEHHS 0030pa HaydHBIX pabOT O pe3ynibrarax JOKIMHUYSCKUX
UCCIICIOBAaHHUI JICKAPCTBEHHBIX CPEICTB M KJIMHUYECKUX HCCICIOBAHUN JaHHBIX JIEKAPCTBEHHBIX
IpernapaToB, B TOM YHCIIE BKIFOUYAs OIBIT UX MOCTPETUCTPAIMOHHOTO TPHUMEHEHUS.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 18 nacmosiyeco Dedepanbroco
3axona donoanena yacmoio 10, scmynaroweti 6 cuny ¢ 1 smeapsa 2016 e.

10. IIpu rocymapCTBEHHOM PEruCTpalliil BOCHPOM3BEICHHBIX JICKAPCTBEHHBIX MNpPENapaToB IS
MEAMIIMHCKOTO TPHUMEHEHUs JOMYyCKAaeTCs BKIIOUEHHE B COCTaB paszzaena (papMakoIOrHuecKow,
TOKCHKOJIOTHYECKOW JIOKYMEHTAllMM ¥ pas3felia KIMHUYECKOM JOKYMEHTAallMd BMECTO OTYeTa
pa3paboTurka O pe3yabTaTaX COOCTBEHHBIX JOKIMHUYECKUX HCCIIEJOBAaHUM JIEKapCTBEHHBIX CPEICTB
0030pa Hay4HBIX PabOT O pe3yJibTaTax NOKIMHUYECKUX HCCIEIOBAHUN peepeHTHOTO JIEKapCTBEHHOTO
mpenapaTta U MpeAcTaBlIeHUE BMECTO KIMHUYECKUX HCCIEIOBAaHUN B MOJHOM O0OBEME, YCTAaHOBIEHHOM
pa3genoM KIMHUYECKOH JOKYMEHTAllMH, OT4YeTa O pe3yJbTaTax HCCICAOBAaHUH OMOIKBUBAICHTHOCTH
BOCIIPOM3BEJICHHOTO JICKAPCTBEHHOI'O Tpernapara s MEAUIMHCKOro mnpuMmeHeHus. He tTpeOyercs
NpEACTaBICHUE OT4YEeTa O pe3yabTaTaX MCCIEeJOBAHUN OWOIKBHUBAJICHTHOCTH BOCIPOU3BEICHHOTO
JIEKapCTBEHHOT'O Mpernapara A MEAUIMHCKOTO IPUMEHEHUs, €CIIU PEerUCTPUPYIOTCS BOCIIPOU3BEACHHbIE
JIEKapCTBEHHBIE MTPETapaThl Ik MEIUITUHCKOTO TIPUMEHEHUSI, KOTOPBIE:

1) mpenHasHaueHbl JJI MApEHTEPAIBHOrO (IOJIKOXKHOTO, BHYTPHUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPHIJIA3HOTO,  BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHApHOTO) BBEACHUS U
IpPECTaBISIOT cO00M BOJHBIE PACTBOPHI;

2) mpenCcTaBISIIOT COOON pacTBOPHI AJIsl NEPOPATILHOTO PUMEHEHUS;

3) npou3sBenieHb! B OpME MOPOLIKOB UM JTHUO(DUIN3ATOB [l IPUTOTOBICHUS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) ABJISIOTCA YIIHBIMU WJIM TJIa3HBIMM JIEKAPCTBEHHBIMU MpenapaTaMy, IpOU3BeIeHHBIMU B (hopme
BOJIHBIX PACTBOPOB;

6) npeHa3HAYEHBbl /11 MECTHOTO IPUMEHEHMSI U IPUTOTOBJIEHBI B (hOpMe BOJHBIX PACTBOPOB;

7) mpencTaBIAIOT CO0OM BOJHBIE PACTBOPHI JJI UCIIOIH30BaHUS B (DOpME MHTATSIIUNA C TIOMOIIBIO
HeOynaiizepa WK B Ka4eCTBE Ha3aJbHBIX CIPEEB, IPUMEHSEMBIX C TOMOILBIO CXO/IHBIX YCTPOUCTB.

Wudopmanust 06 U3MEHEHUIX:
Yacmy 11 usmenena c 22 oexabdps 2020 2. - @edepanvhuiil 3axkon om 22 oexkabdps 2020 2. N 444-D3

Cm. npedvloywyro pedakyuio

11. nsa cinywyaeB, yka3aHHbIX B myHKTax 1 - 3, 5 - 7 wvactm 10 Hacrosimend CTaThw,
BOCIIPOM3BEICHHBIN JIEKAPCTBEHHBIN IMpernapar g MEAUUHUHCKOrO NPUMEHEHHUS JOJKEH COAEPKATh
TaKHe K€ BCIIOMOTATENbHBIE BEIIECTBA B TaKMX XK€ KOJMYECTBAX, KaK U PEPEPEHTHBINA JIEKAPCTBEHHBIN
npenapar. Eciam cocTraBbl BCIIOMOTaTeNbHBIX BEHIECTB PA3IMYAIOTCS, 3asBUTENb JOHKEH MPEICTAaBUTH
JI0KA3aTeNIbCcTBA TOTO, YTO HCIMOJb3YEMbIE€ B JAHHBIX KOHUEHTPALMSAX BCIOMOTATENbHBIE BEHIECTBA HE
BIUSIOT Ha Oe30omacHOCTh W (wiH) 3(PGEKTUBHOCTh JEKAPCTBEHHOTO TMperapara JUisi MEIUIIUHCKOTO
npuMeHeHus. B cioydae, ecnu 3asBUTENh HE MOXKET MPEACTaBUTh TaKHE JOKA3aTeIbCTBA U (WIH) HE UMEET
JIOCTylla K COOTBETCTBYIOIIMM JAaHHBIM, OH JOJIKEH IPOBECTU COOTBETCTBYIOLIME HWCCIEHOBAHMS IS
JI0OKa3aTelIbcTBA OTCYTCTBUSI BJIMSHHUS PA3HBIX BCIIOMOTaTEJIbHBIX BEIIECTB WM BCIOMOTaTEIbHBIX
YCTPOMCTB Ha Oe30macHOCTh W (WiH) 3()PEKTUBHOCTH JIGKAPCTBEHHOTO Tperapara s METUIITHCKOTO
IIPUMEHEHHUS B COOTBETCTBUH C aKTaMH, COCTABIIIOIIMMU NPaBo EBpa3niicKOro 5KOHOMUYECKOTO COrO3a.



Wndopmarius 06 H3MEHEHUX:

DeoepanvHvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3aKoHa donoanena yacmoio 12, ecmynaroweti 6 cuny c 1 ameaps 2016 2.

12. Ilpm rOCYyZapCTBEHHOW  perucTpald KOMOWHAIMi  paHee  3aperuCTPHPOBAHHBIX
JICKapPCTBEHHBIX MPENaparoB ISl MEAUIIMHCKOTO TIPUMEHEHUS JTOMYCKAeTCsl BKIIOUCHHUE B COCTaB pasjesa
(bapMaKoJIOTHYECKON, TOKCHUKOJIOTMYECKOH JOKYMEHTAllMM U pas3fefia KIMHUYECKOW JIOKyMEHTaluu
BMECTO OT4YeTa pa3padoTymka O pe3yldbTaTaX COOCTBEHHBIX JOKIMHUYECKUX  HCCIICTOBAHHMA
JICKapCTBEHHBIX CPEACTB 0030pa Hay4yHbIX paboOT O pe3yabTaTax JOKIMHUYECKUX HCCIIeI0BaHUMN
pedepeHTHBIX JICKQpPCTBEHHBIX TIPENapaTroB, BXOMSIIMX B COCTaB KOMOWHAIIMM JIEKAPCTBEHHBIX
[pernapaToB, U 00 OTCYTCTBHH WX B3aUMOJICUCTBUS B OJIHOM JIeKapCcTBEHHOMU (hopMe.

Wndopmarius 06 M3MEHEHUSX:

DeoepanvHvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3aKoHa dononnena yacmoio 13, ecmynaroweti 6 cuny c 1 ameaps 2016 e.

13. Ha »skcmepTusy pasiuyYHbIX JIEKapCTBEHHBIX (OPM OJHOTO U TOTO K€ JIEKAPCTBEHHOI'O
npernapara JUis  MEAWIIMHCKOTO TIPUMEHCHUsS 3asBHUTEIb MPEACTABISACT OTACIBHBIC 3asBICHUS U
pErucTpalMoOHHbIEC JOChE Ha KKIYIO JeKapcTBeHHYI0 (hopmy. [Ipu yciaoBuu ogHOBpEMEHHON MOJauu Ha
OKCIIEPTH3Y OJHOH JICKApPCTBEHHOW (OPMBI C Pa3IUYHBIMU JIO3MPOBKOH, KOHIICHTpAIHEH, 00BEMOM
3asiBUTEIIb MPEACTABISACT OAHO 3asBJICHHE U PETUCTPALMOHHOE JOChE C MPUIIOKEHHUEM MAKETOB YIIaKOBOK
Ha KaXIYI0 JJO3UPOBKY, KOKIYIO KOHIICHTPAIIHMIO, KOK/IBI 00bEM U KaXKI0€ KOJUIECTBO JI03 B YITAKOBKE.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrovim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa donoixeHa yacmoio 14, ecmynaroweti 6 cuny ¢ 1 smeapsa 2016 e.
14. Tlpu rocymapCTBEHHON peructpanuu ophaHHOTO JIEKAPCTBEHHOIO IIpernapara 3asiBUTEIb
npecTaBisieT HHPOpPMAIINI0, HEOOXOAUMYIO JUTsl (HOPMUPOBAHUS pa3jiena KIMHUYECKON JOKYMEHTAIINH, B
00BeMe, YCTAaHOBIICHHOM YITOJTHOMOYEHHBIM (pelepalibHBIM OPraHOM HCITOJTHUTEIHHON BIIACTH.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa donoixeHa yacmoio 15, acmynaroweti 6 cuny ¢ 1 smeapsa 2016 e.

15. Ilpu perucrtpanuu OHOJIOTHYECKOrO JIEKAPCTBEHHOI'O Ipenapara, MOJyYeHHOTO U3 KpPOBH,
IUIa3Mbl KPOBHM YEJIOBEKA, B COCTaBE€ PErMCTPALMOHHOTO JOChE€ Ha JIEKapCTBEHHBIM IpemnapaTr Uis
MEAMIMHCKOTO MPUMEHEHHUSI TOJIKHBI OBITH IIPEJCTABIIEHBI JOTIOIHUTEIBHO:

1) B pasnene JOKyMEHTallMM aJIMHUHHMCTPATUBHOIO XapakTepa JOKYMEHT, CoJepKaliuit
uH(popMallnio 0 cyObeKTax OOpalieHHs] TOHOPCKOW KpOBU M (MJIM) €€ KOMIIOHEHTOB, O TOM, IJie ObuLIa
OCYyILECTBJIEHa JOHaUus (KpOBM M (MIM) IUIa3Mbl KpOBH), a TaKXke JaHHble 00 HMH(EKIMOHHBIX
3a00JIeBaHUAX, MEpeNaloluXcsd MapeHTepaJbHbIM MyTeM, HH(opmanus o cyObekTax oOpaleHus
JIOHOPCKOM KpOBH M (MJIM) €€ KOMIIOHEHTOB, B OTHOLIEHHH KOTOPBIX OCYIIECTBIISETCS KOHTPOJIb
JIOHOPCKOW KpOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazaene XuMUYECKOH, (hapMarieBTHUECKONH U OMOJIOTHUECKON JOKYMEHTAIMH:

a) KpUTEpUU U CIocoObl 0TOOpa, TPAHCIIOPTUPOBAHUS U XPAaHEHUs JTOHOPCKOM KPOBU U (WIIH) ee
KOMIIOHEHTOB;

0) pe3yabTaThl HCCIEA0BaHUNH OTOOPAHHBIX JOHOPCKOW KPOBH U (MJIM) IUIa3Mbl KPOBU U ITYJIOB HA
Hampuue Bo3OymuTeneidl uHQeKnuil, BKIo4as HHPOpManuio 00 HCIOJNB30BAaHHBIX  METOAMKAX
UCCIIEIOBAaHUM W B Cllyyae MHCCIEAOBaHUS IYJOB IIJIa3Mbl KpPOBU pE3YNbTAaThl JOKYMEHTaJIbHOTO
MOATBEPKIEHUS (BaJIMJALIMH ) NCIIOJIb30BAHHBIX METOIUK;

B) TEXHUYECKHE XapaKTEPUCTUKHU YIaKOBKH JJi 0TOOpa JTOHOPCKOIM KPOBH M (MJIN) TJIa3Mbl KPOBH,
BKJTI04as HHPOpMaIHIo 00 HCII0JIb30BAaHHBIX PACTBOPAX aHTHKOATYJISIHTOB.

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 18 nacmosweco Dedepanbroco
3aKoHa donoanena wacmoio 16, ecmynaroweti 8 cuny ¢ 1 aneaps 2016 e.



16. KiinHn4eckue McclieIoBaHus JICKAPCTBEHHOI'O Tpernapara JJjisi MEAUIMHCKOTO TPUMEHEHUS B
LHEsIX €ro TOCYJAapCTBEHHOM perucrpanuu npoBouarcss B Poccuiickon @Pexepanuud B HOPSIKE,
YCTAHOBJICHHOM cTaTbsiMu 38-44 Hacrosmero PenepanbHoro 3akoHa. OT4eT O MPOBEACHHBIX
HCCIICIOBAHUAX BKJIFOUAETCS B COCTAB pa3/iea KIMHUYECKON JOKYMEHTAIMU PETUCTPALIMOHHOTO IOChE Ha
JIEKapCTBEHHBIM Mpenapar [Jisi MEIUIMHCKOrO NpUMeHeHus. Jjis JIeKapCTBEHHBIX IIpEraparoB st
MEIUIIMHCKOTO TPUMEHEHHUS, B OTHONICHMM KOTOPBIX B pe3yJbTaTe€ 3SKCHEPTU3bl JIOKYMEHTOB,
MPEJCTABICHHBIX [IJI1 OMNpEICICHUs] BO3MOXXHOCTH pacCMaTpuBaTh JICKAPCTBEHHBIM mpemnapar Ijist
MEIMIIMHCKOTO TIPUMEHEHHUs B KadecTBE OppaHHOrO JICKApPCTBEHHOTO IperapaTa, Takas BO3MOXKHOCTH
MpU3HAHAa W B OTHOIICHUWU KOTOPBIX IMPOBEICHbl KIMHUYECKHE HCCICIOBAHMS, BBIMOJHEHHBIE 3a
npenenamu Poccuiickoit depepannu B COOTBETCTBUH € IPABUIAMHU HaUIekKallel 1abopaTopHON MPaKTUKU
YW TpaBUJiaMH HaJUIekKalled KIMHUYECKOM TMpPaKTUKH, JOMYCKAeTCs BKJIIOYEHHUE B COCTAaB pasjelia
KIIMHUYECKOW IOKYMEHTALUH BMECTO OTYETA O PE3YJIbTaTaX KIIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHOTO
npernapara g MEIUIMHCKOrO NPUMEHEHHs, MpoBeneHHBIX B Poccuiickoit denepanuu, oryeTa O
pe3yJibTaTax KJIMHUYECKUX UCCIEIOBAHNM, BBIIIOJIHEHHBIX 3a npeaenamu Poccuiickon denepanuu.

Wuopmarus 06 H3MEHEHHSIX:
Yacmo 17 usmenena c 1 sneaps 2021 e. - @edepanvusiii 3axon om 27 dexaops 2019 2. N 478-D3

Cm. npeodvloywyro peoakyuio

17. B ciiyuae HenpeICTaBICHUS C 3asBICHHEM O TOCYAaPCTBEHHOW PErHCTPAlUU JICKAPCTBEHHOTO
npernapara Juisi MEAUIIMHCKOTO MPUMEHEHHSI TOKYMEHTOB, IMOATBEPKIAMOIINX YIUIATY TOCYAapCTBEHHOM
NOLUIMHBL W YKa3aHHBIX B myHKTe 10 dYactu 2 HacTosIIed CTaThH, a TaKKe BbIJABACMbIX
(TIpeaoCTaBISIEMBIX ) YIIOJTHOMOYCHHBIMU (eIepaIbHBIMU OPTaHaMU UCTIOTHUTEIILHOM BIIACTH JIOKYMCHTOB
(cBeZieHMI), YKa3aHHBIX B MYHKTax 3 U 4 4acTu 4 HACTOSIIEH CTAaThH, YIOJTHOMOUCHHBIN (enepanbHbIi
OpraH WCIOJIHUTEIIBHON BJIACTH 3alpalluBacT YKa3aHHBIC JIOKYMEHTHI (CBEICHUS) B IOPSIKE
MEXBEIOMCTBEHHOTO HH()OPMALIMOHHOTO B3aUMOICHCTBUSI.

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovsa 18 nacmosweco DedepanbHoco
3aKoHa donoanena yacmoio 18, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 2.

18. He nomyckaercs HCHONB30BAaHHE B KOMMEpPYECKHX NENsIX HHpOpManuu O pe3yibTaTrax
JTOKJIMHUYECKUX HCCIICIOBAHUH JICKAPCTBEHHBIX CPEJICTB U KIMHUYCCKUX HCCIICOBAHHM JIEKAPCTBEHHBIX
MpenapaToB Uil MEIUIIMHCKOTO TMPUMEHEHHs, MPEICTABICHHONW 3asBUTENEM s TOCYJapCTBEHHOMN
perucTpanii  JEKapCTBEHHOTO Tperapara, 0e3 ero corjacus B TEUYCHHWE IIECTH JIET C JaThl
rOCy/IapCTBEHHOU perucTpanuu pedepeHTHOro JeKapCTBEHHOTO Mpemnapara B Poccuiickoii @eneparuu.

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamvsa 18 nacmosweco DedepanbHoco
3aKoHa dononnena yacmoio 19, ecmynaroweti 6 cuny c 1 ameaps 2016 e.

19. JlepxaTenb Uiy BIIAJENEL] PETUCTPALMOHHOIO yIOCTOBEPEHMSI JIEKAPCTBEHHOIO IIpernapaTa Ha
OMOTEeXHOJIOTHYECKUN UM Op(aHHBIN JIEKapCTBEHHBIN MpenapaT o0s3aH MPEAOCTaBIsATh Ha BO3ME3THOM
OCHOBE 00pa3lbl peepeHTHOTO JIEKAPCTBEHHOTO Ipernapara 3assBUTENSIM JUIS MPOBEICHUS KIMHHUUECKUX
uccienoBanuif. CtouMocTh o00pasia pedepeHTHOro JIEKApCTBEHHOrO Ipenapara, BKIOYEHHOTO B
nepeyeHb KU3HEHHO HEOOXOIMMBIX U BaXXHEHUINIUX JIGKAPCTBEHHBIX MpENapaTroB, HE JOJKHA MPEBHIMIAThH
3aperuCTpUPOBAHHYIO TPEIEIbHYI0 OTIYCKHYIO LIEHY Ha pedepeHTHBIN JIeKapCTBEHHBIM mpenapar Wiu
LIEHY Ha JIEKapCTBEHHBIN IIpenapaT B CTpaHE MPOU3BOAUTEIIS.

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovsa 18 nacmosweeo Dedepanbroco
3axoHna donoanena yacmoio 20, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

20. 3asBiICHHE O TOCYIAPCTBEHHON PETUCTPAIMK BOCIIPOU3BEIACHHOTO JIEKAPCTBEHHOTO Mpernapara

JUISE MEJIUITMHCKOTO TPUMEHEHHUS MOXKET OBITh IIOJIAaHO B YIIOJHOMOYCHHBIH (eepaabHblii OpraH

UCTIOJIHUTEIILHOW ~ BJIACTH, OCYHICCTBJSIOIIMN  TOCYJAAPCTBCHHYIO  PETHCTPAILIMIO0  JICKAPCTBEHHBIX

IperapaToB, IO HWCTCUYCHWH YETHIPEX JIET C JaThl TOCYJApPCTBEHHOH pErucTpanuu pedepeHTHOTO



JIeKapCTBEHHOT0 Tipenapara B Poccutickoit @enepanuu.

Wndopmarius 06 H3MEHEHUSX:

DeoepanvHovim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroo
3aKoHa oonoanena yacmoio 21, ecmynaroweti 6 cuny c 1 ameaps 2016 2.

21. 3asgBiaeHWe O TOCYAAapCTBEHHOW  perucTpanu  OuoaHajaoroBoro (OMOMomo0HOTO)
JIEKapCTBEHHOTO Tpernapata (Onoananora) MoKeT ObITh IOJJAHO B YIOJHOMOYECHHBIN (eepaabHblil Opran
UCIIOJTHUTENIbHOM  BJAacTH, OCYIIECTBISIONIMN  TOCYJapCTBEHHYIO  PErHCTpPAlUIO0  JIEKapCTBEHHBIX
npenapaToB, MO HCTEUYEHHUH TpeX JIET C JaThl TOCYJapCTBEHHOH perucTpanu pedepeHTHOro
JIeKapCTBEHHOT0 Tipenapara B Poccuiickoit @eaepanuu.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrovim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3aKOHa 0ononeHa yacmoio 22, ecmynaroujeli 8 cuny ¢ 1 ameaps 2016 e.

22. Jlepkarenb WM BJaJeliel] PEerucTPallMOHHOTO YAOCTOBEPEHHUs JIEKApCTBEHHOTO Iperapara
MPEACTABISIET B YIOJHOMOYEHHBIN (enepalbHbli OpraH HCIOJHUTEIBHOW BJIACTH, OCYIIECTBIISIIOLTUN
(GYHKIIMHM IO KOHTPOJIIO M HaA30py B cepe 3paBOOXpaHEHUs, OTYET MO pe3yiabTaTaM (papMakoHaI30pa
OJIMH pa3 B MIECTh MECAIICB B TEUEHHUE JIBYX JIET MOCIE TOCYIApCTBEHHON PErruCTpaIiuy JICKApCTBEHHOTO
npenapata B Poccuiickoit denepaiinu, eXeroaHo B TEUCHHE MOCIEAYIOIUX TPeX JIeT U B JalbHEUIIeM
OJIMH Pa3 B MATH JIET.

TIPUMEYAHUE:

CMm. koMmMeHTapuu K cTatbe 18 HacTosero denepabHOr0 3aK0Ha

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvruvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamosa 19 nacmoswezo Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 8 cuny ¢ 1 urona 2015 a.

Cm. mexcm cmambvu 8 npedvloywetl pedaKyuu
Crarbsa 19. [IpunsaTtue penieHust 0 Bblade HKCIEPTHOMY YUPEKACHUIO 3aJlaHUS HA MPOBEACHUE
DKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA

1. B Teuenue necatu pabodmx JAHEH CO JAHS NPUHATHS 3asBJIEHHUS O TOCY1apCTBEHHOW perucTpanuu
JIEKapCTBEHHOTI'0 Npenapara COOTBETCTBYIOIIMM yIIOTHOMOUYEHHBIN (efiepanbHblil OpraH UCIOJHUTEIbHON
BJIACTH MPOBOJAUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBHOCTH O(QOPMIICHHS MPEICTAaBICHHBIX
JIOKYMEHTOB PETMCTPALMOHHOIO JIOChE Ha JICKApPCTBEHHBIM Ipenapar U IMPUHUMAET PELICHHUE O BblAaude
3a/1aHKs Ha IIPOBEJICHUE:

1) skcnepTH3bl TOKYMEHTOB, NMPEACTABIEHHBIX IJI ONpPENETIeHHUs] BO3MOKHOCTH paccMaTpuUBaTh
JIEKapCTBEHHBIN IIpernapar Uil MEIMIMHCKOIO NPHUMEHEHHMS IIPU OCYIIECTBICHUHM TOCYAapCTBEHHOMN
perucrpaiuu B kauectse op(haHHOTO JIEKAPCTBEHHOTO Mpenapara;

2) BKCIepTH3bl JIEKAPCTBEHHOTO CPEACTBA B YAaCTU OKCIEPTH3bl KadyecTBa JIEKAPCTBEHHOI'O
CpelcTBa M OKCHEPTHU3bl OTHOLICHMS OXHUIJAEMOM TIOJb3bI K BO3MOYKHOMY pHCKY IPUMEHEHUS
JIEKapCTBEHHOIO IIpernapara s MEJUIIUHCKOIO IPUMEHEHHS;

3) osKcrepTH3bl JIEKAPCTBEHHOI'O CPEACTBA B YaCTU HKCIEPTH3bl KadyecTBa JIEKaPCTBEHHOI'O
CpeacTBa M DOKCIEPTHU3bl OTHOLICHHUS OXUIAAEMOW II0Jb3bI K BO3MOXKHOMY pPHUCKY IIPUMEHEHUs
JIEKapCTBEHHOI'0 TMpernapaTta il MEAMIMHCKOIO IPUMEHEHHS B IMOPSAKE YCKOPEHHOM HpOLEAYypHI
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaThel 26 HacTosero denepaqbHOrO 3aK0Ha;

4) osKcmepTHUs3bl JIEKAPCTBEHHOTO CPEACTBa B OTHOIIEHUHU JIEKAPCTBEHHOTO IIperapaTra Juis
BETEPUHAPHOI'0 IIPUMEHEHUS.

2. YnomHOMOYEHHBIN (heepaibHbId OpPTaH MCIIOJTHUTEIHHOM BIACTH YBEIOMIISIET B DJIEKTPOHHOM
dopme wim Ha OyMaKHOM HOCHUTENIE 3asBUTEISI M HKCHEPTHOE YUPESKICHHE O MPHUHATOM PELICHUU O
BBbIIaY€ 3aJJaHUI Ha IIPOBEJCHUE DKCIEPTU3, MPEAYCMOTPEHHBIX YaCThIO 1 HACTOAILIEH CTaThH, U B CIy4ae
HEOOXOIMMOCTH O BBIaue paspelieHus Ha BBo3 B Poccuiickyio denepariio KOHKPETHOM MapTuu, Cepuu
3aperUCTPUPOBAHHBIX M (WIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB MJIM 00 OTKa3e B



IIPOBEJCHUH NIPEAYCMOTPEHHBIX 3KCIIEPTU3 C YKA3aHUEM IIPUYUH TAKOTO OTKa3a.

3. B ciydae BBISBICHHS OTCYTCTBHS WJIM HEJOCTOBEPHOCTH HH(OPMALUHU, COACpXKAIICHCcS B
IPEJCTABICHHBIX 3asBUTENEM JOKYMEHTaxX, YHNOJHOMOUYEHHbIH (eaepalbHblii OpraH HCIOJHUTEIbHON
BJIACTH HANpaBISIET 3asBUTENIO 3alMpoc 00 yTOYHEHUH HTOM uHpOpManuu (namsee - 3ampoc
YIOJIHOMOYEHHOr0 (heiepanbHOro OpraHa HMCHOJHUTENbHON BIIACTH), KOTOPBIA MOXKET OBITh NepeaaH
YIIOJTHOMOYEHHOMY MPEJICTAaBUTEN0 3asBUTENS JUYHO IOJI PAaCHUCKYy, HAIpaBleH IO IIOYTE 3aKa3HbIM
UCbMOM WM I€pe/iaH B AJIEKTPOHHON (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajlaM CBsi3u. B ciydae
HaMpaBJICHUsI 3arpoca YIMOJHOMOYEHHOTO (elepalbHOTO OpraHa HCHOJIHHUTEIBHOM BJIACTH MO I0YTE
3aKa3HbIM IIMCBMOM OH CYMTAcTCA IIOJIYYEHHBIM II0 MCTEYEHMM INECTH JHEH C JaTbl HAlpaBJICHUS
3aKa3HOI'0 MHUChMA.

4. 3asBuTenp 00s3aH NPEACTaBUTh OTBET HA 3alpoc YNOJIHOMOYEHHOIO (hefepallbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIIIAIOIINN JEBIHOCTa pabOYMX JHEW CO IHS €ro MOTy4eHUs.
Cpok, yka3aHHBIA B 4acTH | HAcTOsIIEH CTaTbU, IPUOCTAHABIMBACTCA CO JHS HAIIPABIICHUS 3asSBUTEIIIO
3arnpoca yINoJIHOMOUYEHHOrO (peepajJbHOro opraHa HCIOJHUTENBHON BIACTH 1O AHS IOJIYYEHUS UM
COOTBETCTBYIOILIETO OTBETA.

5. OcHoBaHMEM JUIsl OTKa3a B OpraHU3alluu AKCIEPTU3, MPEAYCMOTPEHHBIX YacThio 1 Hacrosien
CTaThbU, SBJSIETCA IPEJCTAaBICHUE HEOOXOAMMBIX Uil IPOBEACHUS MPEIYCMOTPEHHBIX AKCIEPTH3
JIOKYMEHTOB B HEIOJHOM O0bEME WUJIM HENPEJCTABICHUE 3asBUTEJIEM B YCTAHOBJICHHBIH CPOK OTBETa Ha
3arpoc yMoJIHOMOYEHHOro (peepalbHOr0 OpraHa HUCIOJHUTENBHOW BIACTH, a TAaKKe IPEICTaBIICHHE
JIOKYMEHTOB, HE COJIEPKALUX NCUYEPIBIBAIOIIETO MTEPEUHsI HEOOXOIUMBIX CBEICHUN.

Wudopmarus 06 H3MEHEHHSIX:

Cmamuws 19 oononnena wacmoio 6 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 e. N
297-D3
6. Ilpu oTkase B OpraHu3aluy SKCHOEPTU3BI, MPEAYCMOTPEHHOW MyHKTOM 4 yacTu 1 Hacrosien

CTaThbU, JOKYMEHTHI, BXOJIIME B COCTaB PETHMCTPAlMOHHOIO JOChe Ha JICKApCTBEHHBINH Mpenapar yis
BETEPUHAPHOTO TPUMEHEHHUs, MOTYT OBITh BO3BpAIEHBI 3aSBUTEII0 HAa OCHOBAHHH €r0 NMHCHMEHHOTO
3arpoca, HalpaBJIE€HHOIO B YIOJIHOMOYEHHBIH (eliepanbHblil OpraH UCIOIHUTENBHOW BIACTH B TEUEHUE
TpUAIATA PabOYMX JAHEW CO JHS MPHUHATHS YIMOJTHOMOUYEHHBIM (efepalbHbIM OPraHOM HCIOIHHUTEIBHOM
BJIACTH pelIeHus1 00 OTKa3e B OpraHM3alUU TaKOW AKCHEPTH3bl. YTIOIHOMOYEHHBIN (enepanbHblii opran
UCTIOJTHUTENIHOW BJIACTH BO3BPAIIACT 3asBUTEIIO YKa3aHHBIE JOKYMEHTHI B TE€UCHHE JECSITH PabOunx
JTHEW co JHS MOJyYeHUs COOTBETCTBYIOIIETO 3apoca 3asBUTEIS.

MIPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAaThbC 19 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Wudopmanust 00 U3MEHEHUIX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 20 nacmosweco DPedepanrbHoco
3AKOHA U3NI0JCEHA 8 HOBOU pedakyuu, ecmynarowell 8 cuny ¢ 1 urona 2015 a.

Cm. mexcm cmamwvu 8 npedvloywetl pedaKyuu

Cratest 20. Dxkcreprh3a JOKYMEHTOB, IPEACTABICHHBIX JUIS ONPEICICHUS BO3MOMXHOCTH
paccMaTpuBaTh JIEKApPCTBEHHBINM TIperapar Hajis MEAMIIMHCKOTO TMPUMEHEHHS Tpu
OCYIIECTBIICHIH TOCY/IapPCTBEHHOW PETUCTPAIMH B Ka4eCcTBE Op(HaHHOTO JIEKAPCTBEHHOTO

npemnapara
1. DkcrepTH3a JOKYMEHTOB, TPEICTABICHHBIX JUIS OMPEICIICHUS BO3MOXHOCTH paccMaTpPUBATh
JICKapCTBEHHBIN TMpemapaT i MEIUIHUHCKOTO MPUMEHEHHsS] TPU OCYIIECTBICHUHM TOCYIapCTBEHHOM
pETUCTpAIK B KavyecTBE OP(AHHOTO JIEKaPCTBEHHOTO Iperapara, COCTaBICHHE KOMHCCHEW HKCIEPTOB
3aKJTFOYCHUS O BO3MOXKHOCTHM WJIM HEBO3MOXXHOCTH paccCMaTpPUBATh JIGKAPCTBEHHBINM MpemapaTr s
MEIUITUHCKOTO MMPUMEHEHHSI TIPU OCYIIECTBICHHH TOCY/IapCTBEHHOW PETUCTPAIH B Ka4ecTBE OphaHHOTO
JICKapCTBEHHOTO Tpernapara M HalpaBlICHWE NaHHOTO 3aKIIOYCHUS B YIMOJIHOMOYCHHBIH (eaeparbHbIi
OpraH UCIIOJHHUTEIBHON BIIACTH OCYIIECTBIISIIOTCS B CPOK, HE TPEBBIIAOIINAN TPUIIATH PabOYuX ITHEH CO



JIHS TIOJNYYEHHsI ODKCIEPTHBIM YUPEXKIACHUEM 3aJaHUs YIOJIHOMOYEHHOrO (helepalbHOrO opraHa
UCTIOTHUTEIILHON BIACTH W B JJIGKTPOHHOW (opMe WM Ha OyMaKHBIX HOCHUTEISIX HEOOXOJIMMBIX
JIOKYMEHTOB, YyKa3aHHbIX B mOyHKTax 1, 2, 5, 6, 10 wactu 4 u B vactu 7 crarbu 18 HacTosIEro
®denepanbHOro 3aK0Ha.

2. JIOKyMEHTBI, COJEp aIlhecsi B PETUCTPAIMOHHOM JIOCh€ Ha JICKApCTBEHHBIM Npemapar Hu
MOCTYNHBIINE HA OyMa)KHBIX HOCHUTENISX B OKCIIEPTHOE YUPEKICHUE JJISI OCYIISCTBICHUS UX SKCIICPTHU3BI
JUISL  OIpeNeNieHus BO3MOXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Mpernapar Il MEAUITUHCKOTO
NPUMEHEHUS B KauecTBE Op(aHHOTO JIEKApCTBEHHOI'O Tperapara, IMOAJie)Kar BO3Bpary B
YIOJIHOMOYCHHBIA (DelepaibHbIi OpPraH HCIIOJHUTEIBHOW BJIACTH OJHOBPEMEHHO C 3aKIIOUYCHUSIMH
COOTBETCTBYIOIINX SKCIEPTU3.

[IPUMEYAHUE:

CMm. xommeHTapuu Kk ctarbe 20 HacTosero denepaibHOrO 3aK0Ha

Wudopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 21 nacmosiyeco Dedepaibroco
3aKOHA U310JHCEHA 8 HOBOU pedaxkyuu, ecmynarowetl 6 cuny ¢ 1 uons 2015 .

Cm. mexem cmambou 6 npeovioyujeti pedaxKyuu
Crarbs 21. Pemenne o0 BO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IIpenapar Ipu
OCYIIIECTBJIEHUH I'OCYIapCTBEHHON perucTpanuy B KayecTBe op(haHHOr0 JIEKapCTBEHHOTO
npemnapara

1. B cpok, HE mpeBBIIAIONINMN IATH padounX JHEH CO JHS MOJYyYEHUS 3aKIUYEHUs, YKa3aHHOIO B
gyactu | crateu 20 Hacrosimero PenepasbHOro 3aKOHA, YHNOJHOMOYEHHBIH (enepalbHbIi Oprax
UCIIOJTHUTENIbHOM BIIACTH OCYIIECTBIISIET OLIEHKY IIOJYyYEHHOIO 3aKIIOUEHHUs MJIi OINpeAeseHUs €ro
COOTBETCTBHUS 3aJaHHUI0 HA IPOBEACHHUE COOTBETCTBYIOLIEH OSKCIEPTU3bl U YBEIOMIIAET 3asBUTENSA B
JNEKTPOHHOW ¢opMe WM Ha OyMaXHOM HOCHUTENE O pe3yjabTaTaXx IPOBEACHHON OSKCIEPTH3bl C
NPUIIOKEHUEM KOIHHU HKCIEPTHOTO 3aKIHYEHUs (C COXpaHEeHHEeM KOH(UAECHIMATbHOCTH MH(OpMaIu o
COCTaB€ IKCHEPTHON KOMHUCCUU) U O BOZMOXHOCTH WUJIM HEBO3MOXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHbIN
npenapar il MEIULIUHCKOTO NPUMEHEHHs INpPU OCYLIECTBIECHHHM TOCYAAPCTBEHHOM PpErHMCTpaluu B
KayecTBe OppaHHOIO JEKAPCTBEHHOI'O IIpernapara.

2. llpn BBIHECEHMM KOMMCCHEH DKCIIEPTOB 3aKJIIOUEHUS O BO3MOKHOCTH PpaccMaTpUBATh
JIEKapCTBEHHBIN IMpemnapaT Uid MEIWLHMHCKOIO IMPUMEHEHMs] MpPU OCYILECTBICHUM TOCYJapCTBEHHOMN
perucTpanuu B KadecTBe op(aHHOro JIEKapCTBEHHOIO Mpenapara YHOJIHOMOYEHHBIH (enepaabHblil opran
UCIIOJTHUTENIbHOM BJIACTH B CPOK, HE MPEBBILIAIOLIUN MATH pabouyux AHEW CO JHS MOJYYEHHS JTaHHOTO
3aKJIIOYEHUs, IPUHMMAET pELIEHWE O BbAAUE 3aJaHUs Ha IPOBENECHUE DKCIEPTHU3bl KauyecTBa
JIEKapCTBEHHOI'O CPEACTBA M OKCIEPTU3bl OTHOLIEHUS OXHUAAEMOH MONb3bl K BO3MOXHOMY PHUCKY
NPUMEHEHHUs JIEKApCTBEHHOrO TMpernapara Uil MEAMIIMHCKOTO MPUMEHEHHUS B TOpSAKE YCKOPEHHOM
IPOLEAYPBl JKCIIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUU CO CTaThed 26 HACTOALIETO
®denepanbHOro 3aK0Ha.

3. B ciiydae npuHATHS pELIEHNs O HEBO3MOXXHOCTH pacCMaTpUBaTh JEKapCTBEHHBIN Ipenapar A
MEAMIIMHCKOTO MPUMEHEHHSI IIPU FOCYIapCTBEHHON pEerucTpanuy B KauecTBe op(aHHOTO JIEKapCTBEHHOTO
npernapara yHoJHOMOYEHHBIN (elepanbHblii OpraH HMCHOJHUTENIBHOM BIACTH MpPEKpallaeT MpOoLeaypy
rOCy/IapCTBEHHOW PETUCTpallUMd JIEKAPCTBEHHOIO IIperapaTta. 3asBUTENb BIPaBe OOpaTUTHCS B
PETUCTPUPYIOIINK OpraH € 3asBJIEHUEM O I'OCYIapCTBEHHOW PETUCTPALMU YKa3aHHOTO JIEKAPCTBEHHOI'O
Ipenapara B COOTBETCTBHHM O cTaThel 18 Hacrosmero @eaepaabHOrO 3aK0Ha.

MPUMEYAHUE:

Cwm. koMMeHTapuu K ctathe 21 HacTosimero denepaybHOrO 3aKOHA

Crarba 22. YTpatuna cuny ¢ 1 urons 2015 .

Wndopmarius 06 H3MEHEHUSX:



Cm. mexem cmamou 22

Deoepanvrovim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovsa 23 nacmosuwezo Dedepanvroco
3AKOHA U30JHCEHA 8 HOBOU pedaryuu, ecmynarowet 6 cury ¢ 1 uons 2015 2.

Cm. mexem cmamou 8 npedvioyujeli pedaxKyuu
Crarba 23. DOkcnepTu3a KadecTBa JIEKapCTBEHHOI'O CPEICTBA M HKCIEPTH3a OTHOLUEHUS
0’KMJAEMOH MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO Iperapara Jyis
MEIULMUHCKOTO PUMEHEHHUS

1. DkcnepTr3a KayecTBa JIEKAPCTBEHHOIO CPEACTBA U 3KCIIEPTU3a OTHOLIEHUS OKUIAEMOM 0JIb3bI
K BO3MOXXHOMY PHUCKY NPHUMEHEHHUsS JIEKapCTBEHHOI'O IIpenapara sl MEIULUUHCKOrO IPUMEHEHHS,
COCTaBJICHUE KOMMCCHSIMM D3KCIEPTOB 3aKJIIOUEHUH IO pe3ylbTaTaM IIPOBEIEHHBIX OKCIEPTU3 U
HAIpaBJIEHUE OSTUX 3aKIIOUYEHUN B YIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENbHON BIACTH
OCYILIECTBIISIIOTCSA B CPOK, HE MPEBBIIIAIOIUN CTa JECATH padOUYuX AHEH CO THS MOJYyYEHHS 3KCIEPTHBIM
YUPEXKIIEHUEM COOTBETCTBYIOLIETO 3aJaHMs YHOJHOMOYEHHOro (henepaqbHOro OopraHa MCIOIHUTEIbHOU
BJIACTH M HEOOXOJAUMBIX JOKYMEHTOB B 3JICKTPOHHOH (popme mim Ha OyMakHBIX HOCUTEIISX.

2. B TedeHue neBAHOCTa AHEW CO JTHS TMOJYYECHHUS PEUICHHs YIOJIHOMOUYEHHOTO (eaepanibHOro
OpraHa HCIHOJHUTEJIbHOM BIACTH O IMPOBEIEHUU 3KCIEPTU3, MPEIYyCMOTPEHHBIX 4acThi0 | HacTosien
CTaThU, 3asBUTEJb MPEACTABISIET B SKCIEPTHOE YUPEKACHUE M1 NPOBEICHUS SKCIEPTU3bl KauecTBa
JIEKapCTBEHHOI'O CpEe/ICTBAa 00paslibl JIEKapCTBEHHOIO Ipernapara s MEIUIMHCKOrO0 NpUMEHEHUS,
MPOU3BEICHHOTO B COOTBETCTBHH C TPEOOBAHUSMHU OMBITHO-IPOMBIIUIEHHOTO U (MJIM) HMPOMBIIUIEHHOTO
pEeriaMeHTOB, YTBEPKIACHHBIX PYKOBOJUTENIEM IPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB, a TaKXKe B
COOTBETCTBYIOIIUX CIy4asx 00pasibl (papMarieBTUUECKONH CyOCTaHIIUU, TECT-IITaMMa MUKPOOPTaHHU3MOB,
KYJIbTYpPbI KJIETOK, 00pa3libl BEIIECTB, IPUMEHSIEMbIX JUIsl KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO CPEACTBA
MyTeM CpPaBHEHHS C HUMH HMCCIEAYeMOro JIEKapCTBEHHOI'O CPEACTBA, B KOJMYECTBAX, HEOOXOAUMBIX IS
BOCIPOM3BEICHUS METOZ0B KOHTPOJISI KAUeCTBa.

3. Ilpu momyueHun oOpa3LOB JEKAPCTBEHHOrO INpemnapata W (apMaleBTHYECKON CyOCTaHLUU
9KCIIEPTHOE YUPEXKJCHHUE BBIJACT 3asBUTENIO0 JOKYMEHT, MOJITBEP)KIAIOLIMN IOIy4YeHHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIIIAIOIUN TpeX pabounx AHEH, yBeIOMIISET B 3JIEKTPOHHOM (opMe MU Ha
OyMa)KHOM HOCHUTEJIE 00 3TOM YIOJHOMOYEHHbIN (eiepabHbIN OPraH UCIIOTHUTENBHOM BJIaCTH.

4. Yka3aHHbIE B H4aCTAX 2 M 3 HACTOSIIEH CTaTbu CPOK AJIS MPEJICTaBICHHsS 3asBUTEIEM 00pa3IoB
JIEKapCTBEHHOI'0 Mpemnapara M (apManeBTUYeCKOW CyOCTaHIIMM W CpPOK YBEAOMJICHHS SKCIEPTHBIM
yupexaeHueM 00 3ToM Ha OyMaXHOM HOCUTENe YIHOJIHOMOYEHHOIro (QelepaibHOro opraHa
VCIIOJTHUTENIbHOM BJIAcTH HE BKJIIOYAIOTCS B CPOK MPOBEACHHUS SKCIEPTHU3, NMPEAYCMOTPEHHBIX YacThio 1
HACTOSAIIEHN CTATBHH.

5. JIOKyMEeHTBl, NOCTYNHMBIIME B OKCIEPTHOE YUPEXKIEHUE s NPOBEIACHUS DSKCIEpPTHU3,
IPEIYCMOTPEHHBIX YacThio 1 HACTOAIIEH CTAaThH, MOJIEKAT BO3BpPATy B YIIOJTHOMOUEHHBIN (heaepanbHbIN
OpraH HCIIOJIHUTENBHON BJIACTH OJIHOBPEMEHHO C 3aKIIOYEHHUSMHU, MOJYyYEHHBIMU IO pe3yjbTaTam
COOTBETCTBYIOIUX 3KCIIEPTHU3.

MPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAThC 23 HaCTOAIICTO d)euepaJILHoro 3aKOHa

Cratba 24. SKCHepTI/IBa KaueCTBa JICKAPCTBCHHOTO CpCACTBA W OKCIEPTU3a OTHOIICHHA
O)KI/I)IaeMOI\/II IMOJIB3BI K BO3MOXHOMY PUCKY IPUMCECHECHUS JICKAPCTBCHHOTO IIpcIiapara Ijid
BCTCPUHAPHOI'O TPUMCHCHUA

Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrovim 3akonom om 13 urwona 20152, N 241-d3 6 uacmv [ cmamou 24 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexcm yacmu 6 npeovloywetl pedaKyuu
1. DkcniepTH3a KayecTBa JIEKAPCTBEHHOT'O CPEICTBA U SKCIIEPTU3a OTHOILICHHS OKUIAEMON TOJTb3BI



K BO3MOXXHOMY pPHCKY INPUMEHEHHUs JIEKapCTBEHHOIO IIpernapara il BETEPUHAPHOTO IPUMEHEHMS,
COCTaBJICHHE KOMUCCUSMHU IKCIIEPTOB 3aKJIFOUEHUH 110 pe3ybTaTaM YKa3aHHbBIX dKCIIEPTH3 U HallpaBJICHUE
TaKUX 3aKJIHOYEHUI B YIOJHOMOUYEHHBbIN (hefiepasibHbli OpraH NCIOIHUTEIBHOM BIACTU OCYLIECTBISIOTCS
B CPOK, HE IPEBBILAIONINNA CTa JIeciITH pabouux JHEH CO THS TOIYyYeHHUsS SKCIEPTHBIM YUPEKICHUEM
3aJlaHUs  YIIOJIHOMOYEHHOro (pellepalbHOr0 OpraHa MCIOJHUTEIbHOM BJIACTH C  JIOKyMEHTaMH,
YKa3aHHBIMM B 4acTH 3 cTaTbi 17 HacTosero denepalbHOTO 3aKOHa.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 2 usmenena c 13 aseycma 2019 2. - @edepanvruiil 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloywyro pedakyuio

2. B Teuenue TpuAnaTH paboyuMxX AHEH €O JHS TOJNYYEHUS PEIICHUS YHIOJIHOMOYEHHOIO
(denepanbHOro OopraHa MCHOJIHHUTEIBHOM BIACTH O MPOBEICHUH YKa3aHHBIX B 4acTH 1 HACTOALIEH CTaThu
SKCHEPTU3 3aBUTEIIb MPEACTABIISIET B SKCIEPTHOE YUPEKJCHUE Uil MPOBEACHUS SKCIIEPTU3bl KauecTBa
JIEKapCTBEHHOI'O CpEACTBAa OOpas3lpl JEKAPCTBEHHOIO Ipernapara Jyisi BETEpUHAPHOIO IPHUMEHEHUS,
MPOU3BEICHHOTO B COOTBETCTBUU C TPEOOBAHHMSIMH TEXHOJIOTUYECKUX PEriaMEHTOB, YTBEPXKICHHBIX
PYKOBOJUTENIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEIACTB, a TaKXe B COOTBETCTBYIOILUX CIIydasx
TECT-IITaMMbl MUKPOOPTaHU3MOB, KYJIbTYPBI KJIETOK, 00pa3iibl (hapMalleBTUUECKOi CyOCTaHIIMM, 00pasiibl
BEIIECTB, IIPUMEHsSIEMblE JUJIsl KOHTPOJS KadecTBa JIEKaPCTBEHHOI'O CpEACTBA, B KOJMYECTBaX,
HEOOXOIUMBIX JIJIs1 BOCIIPOU3BEACHHSI METO/I0B KOHTPOJIS KauecTBa.

3. Ilpu momydeHuu 0Opa3IOB JIEKAPCTBEHHOTO IMpemnapara U ¢apMaleBTUUEeCKOW CyOCTaHIIUU
SKCHEPTHOE YUYPEXKJECHUE BBIAACT 3asBUTEII0 JOKYMEHT, IMOATBEPKIAIOMIMI IOJYyYEHUE YKa3aHHBIX
00pas3IoB, U B CPOK, HE MPEBBIMIAIONINA TPeX pabovmx JIHEH, YBEIOMISICT B MUCBMEHHON (popme 00 3ToM
YIIOJTHOMOYEHHBIH (eiepalibHbIil OpraH UCTIOIHUTEIbHON BIACTH.

4. Cpok s TpEACTaBICHUS 3asBUTENEM OOpa3lloB JICKApPCTBEHHOTO Iperapara M|
(bapMmalneBTHYeCKON CYOCTAHIIMM U CPOK YBEIOMIIEHUS SKCIIEPTHBIM YUPEXKACHUEM 00 TOM B MUCbMEHHOMN
dbopMe ynosHOMOYEHHOro (efiepaibHOr0 OpraHa MCHOJHUTENBbHOM BIACTH, yKa3aHHbIE B dacTax 2 U 3
HACTOSALIEH CTAaTbM, HE BKIIOYAIOTCS B CPOK IPOBEACHHS YKa3aHHBIX B 4acTU | HacTosIENd cTaTbu
JKCIEPTHU3.

5. JIOKyMEHTBI, IOCTYNIHUBILINE B DKCIEPTHOE YUPEKACHUE IJI NIPOBEICHUS YKa3aHHBIX B 4acTu |
HACTOALIEH CTaTbM OJKCHEPTU3, MOJUIeKAT BO3BpaTy B YIOJIHOMOYEHHBIM (QenepanbHblil  oprat
VICIIOJIHUTENIBHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU 110 PE3YyIbTaTaM YKa3aHHBIX SKCIIEPTH3.

MPUMEYAHHUE:

Cwm. KOMMCHTApHHU K CTAThC 24 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3axonom om 22 Odexabps 2014 2. N 429-D3 naumenosanue cmamou 25 Hacmoswe2o
DedepanbHo20 3aKOHA U3NONACEHO 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexem HaumeHo8aHUSA 8 Npedbloyujeli pedaxKyuu
Cratbs 25. [TloBTOpHOE TIPOBEICHNE IKCTIEPTU3HI JIECKAPCTBEHHBIX CPEJICTB

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 1 cmamou 25 nHacmoswezo
DedepanvHo20 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu
1. B cnydasx HemOCTaTOYHOW OOOCHOBAHHOCTH WJIM HETMOJHOTHI 3aKIIOYCHHUS] KOMHUCCHU
9KCIEPTOB, HAIWYMS B HEM MPOTUBOPEYMBBIX JaHHBIX, (anbCU(UKAIUK BBIBOJOB JKCICPTH3BI
JIEKaPCTBEHHOTO CPEJCTBA, COKPBITHUS OT YIOJHOMOYCHHOTO (hefepaibHOTO OpraHa HCIOJHUTEIBHON
BJIACTH OCHOBAaHUH JUJII OTBOJA OJKCIEpPTa BCJICICTBHE €r0 3aWHTEPECOBAHHOCTH B pe3ysbTaTax
COOTBETCTBYIOIICH SKCIEPTU3bI, HATMYHUS JaHHBIX O MPSMOM JIHOO KOCBEHHOM BMEIIATEILCTBE B MPOIIECC
COOTBETCTBYIOIIEH 3KCIEPTH3BI JIMIl, HE yYacCTBYIOIIMX B €€ MPOBEICHUH, HO OKa3aBIIUX BIIUSHHE Ha



nmponecc u peE3yjabTaTbl €€ IMPOBEACHHA, YIIOJIHOMOYCHHBIM (be,I[epaJ'IBHBIM OpraHnomM HCITOJIHUTEILHOMN
BJIACTU HA3HAYACTCA MMOBTOPHAA SKCIICPTHU3A JICKAPCTBCHHOT'O CPCACTBA U (I/IHI/I) 9TUYCCKAs 3KCIICPTU3aA.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 uacmv 2 cmamou 25 nacmosweco
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
2. TloBTOpHAast PKCHEPTU3A JIEKAPCTBEHHOI'O CPEACTBA MPOBOAMTCSA C YUYETOM PE3yJIbTaTOB paHee
NPOBEICHHONW OKCHEPTH3bl B CPOK, YCTAHOBJICHHBIH YIIOJIHOMOYEHHBIM (helepalbHbIM OpraHOM
WCTIOJTHUTEIILHOM BIIACTH U HE MPEBBIMAIONUN TPUANATA PAO0OUUX THEH CO JTHS MOMy4eHUS SKCIEPTHBIM
YUPEKICHUEM 3aJIaHHsI Ha TIPOBEICHUE TOBTOPHOM SKCIIEPTU3bI JICKAPCTBEHHOTO CPEICTRA.

Wndopmarius 06 M3MEHEHUSX:

DedepanvHuim 3akoHom om 22 oexabpsa 2014 2. N 429-@3 @ uacmv 3 cmamovu 25 Hacmosue2o
DedepanvbHo20 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
3. ®unraHCOBOEC O00OCCIICUCHHE BBITIONHEHUS 3aJaHHS Ha TPOBEACHHE IMOBTOPHOW JKCIEPTU3BI
JICKApPCTBEHHOTO CPEJICTBA HE OCYIIECTBISCTCS.
TIPUMEYAHHE:

CwMm. KOMMCHTApHUHU K CTATbC 25 HaCTOoAIICTO CDeI[epaJ'IBHOFO 3dKOHa

CraTbs 26. YckopeHHas npoleypa IKCIepTU3bl JIEKApCTBEHHBIX CPEJICTB

Wudopmarus 06 N3MEHEHHSX:

Deoepanvrvim 3akonom om 13 urwona 20152 N 241-d3 6 uacmv [ cmamvu 26 nacmoswezo
DedepanbHo2o 3aKOHA 6HEeCeHbl USMEHEHUS

Cm. mexem yacmu 6 npeovioyueli peoaKyuu

1. YckopeHHas mpoueaypa SKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB B LEISAX T'OCYAAPCTBEHHOU
perucTpalnyy JIEKapCTBEHHBIX MpenapaToB NPUMEHSETCS B OTHOIIEHWH OpP(AHHBIX JIEKApPCTBEHHBIX
IIpenaparoB, NEPBBIX TPEX JICKAPCTBEHHBIX IPENaparoB, peructpupyeMsix B Poccuiickoit denepanuu B
KAaueCTBE BOCIPOMU3BEACHHBIX JIEKAPCTBEHHBIX IIPENAPATOB, OYEPEIHOCTH KOTOPBIX OIpPEACIAETCS B
COOTBETCTBMM C HOMEpPOM M JaTOM BXOJAUIMX 3asBICHUH O TOCYAApCTBEHHOW pErucTpaluu
JIEKapCTBEHHBIX IIPENApaToOB B paMKaX OJHOIO MEXKIYHApOJHOIO HENATEHTOBAHHOIO HAMMEHOBAHUSA
JIEKApCTBEHHOI'0 IIpernapara WIM TPyNIUPOBOYHOTO HAMMEHOBAHUS JIEKAPCTBEHHOrO IIpenapara, |
JIEKapCTBEHHBIX [penaparos, IpeAHa3HaYEHHBIX UCKIIIOUUTEIILHO JUIs [IPUMEHEHUS
HECOBEPIICHHOJIETHUMU I'PaKJaHAMMU.

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabpa 2014 e. N 429-@3 uwacmv 2 cmamvu 26 Hacmosujeco
DedepanbHo20 3aKOHA U3NONACEHA 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu

2. YcKopeHHas TMpoleaypa J3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B IEISIX TOCYAapCTBEHHOU
pEeTHCTpaIMK JIEKAPCTBCHHBIX MPENapaTOB HE MPUMEHSICTCS B OTHOIIICHHH:

1) 6GroananoroBeIx (OMOMOI0OHKIX) JIEKAPCTBEHHBIX MpenapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX MpPENapaTroB (3a HCKIIOYEHHEM Op(aHHBIX JEeKapCTBEHHBIX
npenapaToB);

3) BOCHPOM3BEACHHBIX JICKAPCTBEHHBIX TMpENaparoB (3a HCKIIOYCHHEM TIEPBBIX  TpeX
peructpupyembix B Poccuiickoit denepanuu B kKadecTBe BOCIIPON3BEICHHBIX JIEKAPCTBEHHBIX MIPEMapaToB
U JIGKQpCTBEHHBIX  MpenaparoB,  MpPEAHA3HAYEHHbIX  HUCKIIOYUTENBHO Uil  NPUMEHEHHS
HECOBEPIIICHHOJICTHUMH TPaXKIaHaMU );

4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JeKapCTBEHHBIX MpENaparoB, 3apETUCTPUPOBAHHBIX pPaHEE, HO TMPOU3BEICHHBIX B IPYTHX



JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUU C MEPEYHEM HAMMEHOBAHHM JIEKApCTBEHHBIX (OPM U B HOBOM
JIO3UPOBKE.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uwacmes 3 cmamou 26 nacmosiujeco
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

3. YckopeHHass TpoIeaypa SKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB MPOBOJUTCS IO PEIICHUIO
COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (helepalbHOro opraHa HCIOJHUTEIBHON BJIACTH Ha OCHOBAaHUU
3asIBJICHUS 3asBHUTENSI B CPOK, HE MPEBBIIAOIINIA BOCHBMHICCATH pabounx aHel. [Ipu 3Tom skcreprusa
JIOKYMEHTOB, COJACPIKAIIMXCS B PETUCTPAIIMOHHOM JIOChE HA JICKAPCTBEHHBIH Npenapat, MPOBOJMUTCS B
CPOK, HE MPEBBINAIONINI AecaTh pabodymx IHEH, IKCIEepTH3a KadecTBa JIEKAPCTBEHHOI'O CPEJICTBA H
IKCIEPTU3a OTHOUICHUS OXHIACMOH I0JIb3bI K BO3MOKHOMY PHCKY TPUMEHCHHUS JIEKapCTBEHHOTO
mperapara MpoBOJSATCS B CPOK, HE MPEBBIMIAIOIINN MECTHICCATH padounX THEH.

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamovsa 26 nacmosueco DedepaibHoco
3aKona donoaxena yacmoio 3.1, ecmynatoweti 6 cuny ¢ 1 uronsa 2015 2.

3.1. B ortHomeHun op¢aHHBIX JIEKAPCTBEHHBIX IpPENapaToB MOIYT OBbITb IPEICTaBICHbI
pe3yibTaThl JOKIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIeAOBAaHUM
JIEKapCTBEHHBIX IIPENapaToB JJIsi MEIULIUHCKOIO IPUMEHEHMS, BBIIOJIHEHHBIX 3a npeaenamu Poccuiickoit
denepau B COOTBETCTBUM C IpaBWIAMHU HaJUleKalledl J1abopaTOpHOM MNpakTHUKU M IPaBUIaMU
HaJyIeKalen KIMHAYECKON ITPaKTHUKH.

4. YckopeHHas Ipolexypa 3KCHEpTH3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJAUTCS B IOPAIKE,
yCTaHOBJIEHHOM cTatbaMu 17 - 20, 23 u 24 Hactosero deepaibHOro 3aK0Ha, U HE 03HAYaeT CHIKEHUS
TpeOoBaHUI K 0€30MaCHOCTH, KauecTBY U 3()()eKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB.

MPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAaThbC 26 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Cratbs 27. PemieHne o rocy1apCTBEHHON PETMCTPaLliu JIEKApCTBEHHOTO Ipenapara

Wndhopmarrist 06 n3MEHEHUSX:

DedepanvHuim 3akoHom om 22 oOexabpsa 2014 2. N 429-d3 6 uacmv 1 cmamovu 27 Hacmosue2o
DedepanvbHo2o 3aKOHA 8HECEeHbL UsMeHeHUs, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. B cpok, He mpeBbIIIaONUi AecATH pabouux JHEH cO AHS MOSyYeHMs 3aKIIOUEHUH KOMHUCCHUU
9KCIIEPTOB MO pe3yJibTaTaM SKCIEPTU3bl KaUeCTBA JIEKAPCTBEHHOI'O CPEACTBA M AKCIEPTU3bI OTHOLIEHUS
0’KMJAEMOM TOJIb3bl K BO3MOKHOMY PUCKY NPUMEHEHHS JIEKAPCTBEHHOTO IpenapaTa, COOTBETCTBYIOLIMM
YIIOJHOMOYEHHBIN (eiepalibHbII OpraH UCIIOTHUTEIbHOM BIIACTH:

1) pa3meniaetr Ha cBoeM O(pUIIMATEHOM caiiTe B ceTd "MHTepHeT" COOTBETCTBYIOLINE 3aKIIOUEHUS
KOMHUCCHHM D3KCIEPTOB M OCYLIECTBISIET WX OLEHKY JJs OINpeAeNieHUs COOTBETCTBUS 3aJaHUI0 Ha
IIPOBEJEHUE ITUX DKCIIEPTU3;

2) nmpuHUMAET pELIeHHEe O TOCYJapCTBEHHOI PEerucTpalyy JIEKapCTBEHHOI'O IMpenapara Wil o0
OTKa3€ B TOCYJapCTBEHHOM PEruCTpaluy JIEKAPCTBEHHOTO MIpenapara;

3) BHOCHUT NpH NPUHATUH PEIICHUs O TOCYJapCTBEHHON perucTpaluy JeKapCTBEHHOTO Mpernapara
JAaHHbIE O 3apETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIperapare, B TOM 4Hcie O (apManeBTHUECKON
cyOCTaHIIMM, BXOAAIIEH B COCTaB JIGKapCTBEHHOI'O IIpernapara, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB M BBIJAET 3afBUTEII0 PETUCTPALIMOHHOE YAOCTOBEPEHHUE JIEKApPCTBEHHOIO
npenapara, popmMa KOTOPOro yTBEPKJIAeTCs YIMOJHOMOYEHHBIM (peepanbHbIM OPraHOM HCIIOJIHUTEIbHON
BJIACTH, COIVIACOBAaHHBIE HOPMAaTHBHYIO JOKYMEHTAI[MIO, HOPMATHUBHBIA JOKYMEHT, HMHCTPYKLMIO II0
IPUMEHEHHIO JIEKAPCTBCHHOI'O IIpermapaTa M MAakeTbl IEPBUYHOM YNAKOBKM M BTOPUYHOU



(MOTpeOUTENIbCKOM) YNAaKOBKM € YKa3aHMEM Ha HHUX HOMEpa PpEerucTpalMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIperapaTa 1 JaThl €r0 TOCYAapCTBEHHOM PErUCTPALMU WIH B CIIy4ac IPUHATHUS PEILICHUS
00 OTKa3e B TOCYAApCTBEHHOH perucTpanyy JEKapCTBEHHOrO Ipernapara yBEAOMIISIET B INMHUCbMEHHOM
dopme 3asBuUTENs 00 ATOM C YKa3aHHEM NPUYMH TAaKOro OTKa3za. 3a BbIJAYy pPETHCTPALIMOHHOTO
yJIOCTOBEpEHHsI JIEKAapCTBEHHOI'0 IIperapara B3MMaeTcsl IOCYJapCTBEHHAas IMOIUIMHA B COOTBETCTBUHU C
3aKkoHoaTenbcTBOM Poccuiickoit denepannu o Hanorax u coopax.

Wndopmarus 06 H3MEHEHHSX:
Yacmw 2 usmenena c 15 uronsa 2018 2. - @edepanvusiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npedvloywyro pedakyuio
2. OcHOBaHHEM Ul OTKa3a B TOCYIAPCTBEHHOW PETHCTPAIlMH JICKAPCTBEHHOI'O Mperapara Jjis
MEIUIUHCKOTO TIPUMEHEHUS SBIISICTCS 3aKIFOUCHHE COOTBETCTBYIOIIETO YIIOJHOMOUEHHOTO (heIepaIbHOro
OopraHa WCIOJHHUTEILHONH BIACTH O TOM, YTO KadecTBO W (win) 3((PEKTHBHOCTH PETUCTPUPYEMOTO
JICKapCTBCHHOTO TIpernapata JjIsi MEIUIMHCKOr0 MPUMEHEHUS HE TIOATBEPIKICHBI OJYYCHHBIMU JTaHHBIMH
WK 9TO PUCK MPHUYMHEHHs BpPEIa 3J0POBBIO YEIOBEKa BCIEACTBUE MPUEMa JIEKAPCTBEHHOTO IMperapaTa
JUTSE METUITUHCKOTO TIPUMEHEHUS TIPEBbIIacT 3PPEKTUBHOCTD €r0 MPUMCHEHUSI.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 3 cmamvu 27 unacmoswezo
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU pedakyuu, ecmynarowetl 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 6 npeovioyujeti pedaxKyuu
3. TloBTOpHOE TpeACTaBICHWE B COOTBETCTBYIOIIMI YIOJTHOMOYCHHBIH (elnepaabHblii OpraH
WCTIOJTHUTEIIbHOM BJIACTH JICKAPCTBCHHOT'O Ipernapara, B OTHONICHHH KOTOPOTO IIOJIy4€H OTKa3 B
rOCYJapCTBEHHON PErHCTPallMU U KOTOPBIM BIIOCIEJACTBUU TOJBEPICsl M3MCHEHUIO B YaCTH €r0 COCTaBa,
paccMaTpuBaeTCs Kak IPEICTaBIIEHHE HOBOTO JIGKAPCTBEHHOTO TIperapara Ha €ro rocylapCTBEHHYIO
PETUCTPALIMIO HE3aBUCUMO OT COXPAHEHHS ero MEePBUYHOTO HAUMEHOBAHMSI.

Wndhopmarust 06 n3MEHEHUSX:

Cmamovs 27 Oonoanena uacmoio 4 ¢ 15 uiona 2018 2. - @edepanvuviii 3axon om 4 uwonsa 2018 2. N
140-@3
4. Ilpyn npenocTaBlI€HHH 3asBUTEJIEM B COCTaBE PErMCTPALMOHHOTO JIOChE Ha JIEKAPCTBEHHBIN
npenapar A BETEpUHAPHOIO NMPUMEHEHMsI KOMHUU PEIICHUs YIOJIHOMOYEHHOTO (eAepanbHOro opraHa
VICIIOJIHUTENIBHOM BJIACTU O IPOBEJCHUHM MHCIIEKTUPOBAHUS ITPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEACTB CPOK
INPUHSITHS PEICHUs O TOCYJapCTBEHHOM perucTpanuy JIEKapCTBEHHOTO Ipemnapara A BEeTEpUHAPHOTO
IIPUMEHEHHUs NPUOCTAaHABIMBACTCA CO JIHA IOJIYYEHHs 3aKIHOYECHHH, yKa3aHHBIX B 4acTH | HacTosmen
CTaTbH, 10 JTHS IPUHATHUS YIIOJTHOMOUYEHHBIM (peiepabHbIM OPraHOM MCIIOIHUTEIbHOU BIACTH PELICHUS O
BbIJJaue WK 00 OTKa3e B BbIJIau€ 3aKJIIOYEHUS O COOTBETCTBUU MPOM3BOIUTENS JIEKAPCTBEHHBIX CPE/ICTB
TpeOOBaHUSAM MpaBUJI HajyIexkalleld MPON3BOJACTBEHHON NMPAaKTUKU, HO HE 00Jiee YeM Ha CTO BOCEMbJIECAT
pabouux JHEH.

Wudopmanust 06 U3MEHEHUIX:

Cmamws 27 dononnena yacmoio 5 ¢ 15 utona 2018 o. - @edepanvhoiii 3akon om 4 utons 2018 e. N
140-D3
5. OcHOBaHueM JUIsi OTKa3a B TOCYNAapPCTBEHHOW PErHCTpalfy JICKApCTBEHHOTO MperapaTa Ais
BETEPUHAPHOTO TPUMEHEHHS SBISICTCS 3aKIIOYCHHE  YIIOJTHOMOYEHHOTO  (efepabHOTO OpraHa
UCTIONTHUTENILHOM BJIacTM O TOM, 4YTO KadecTBO © (Wiau) dJPPEKTUBHOCTH PETUCTPUPYEMOTO
JICKapCTBEHHOTO TIperapara Jijlsl BETEPHHAPHOTO MPUMEHEHUS HE IMOATBEPKICHBI TIOJTYyICHHBIMU JaHHBIMHU
WIM YTO PUCK MPUYMHEHHUS Bpea 3J0POBbIO KUBOTHOTO BCIEACTBHE IIpHEMa JIEKApCTBEHHOTO Tperapara
JUTSL BETCPUHAPHOTO TTPUMEHEHUS MPEBBIMAcT 3P PEKTUBHOCTD €r0 MPUMEHEHUS, 0TKa3 YIIOJITHOMOUYEHHOTO
denepanbHOrO OpraHa UCTIOTHUTEILHON BIACTH B BBIJAU€ 3aKIIOYCHUSI O COOTBETCTBUU MPOU3BOTUTEIS
JICKApCTBEHHBIX CPEIICTB TPEOOBAHMIM TPABWII HAJJICKANICH MPOU3BOJICTBEHHONW MPAKTHKH JJIS KaXIOH
MPOU3BOJCTBEHHON IUIOMIAJKM PETUCTPUPYEMOTO JIEKAPCTBEHHOIO TMpernapara aisi BETEPHHAPHOTO
NPUMEHEHHS B ClTydae, €M IPOU3BOJICTBO JICKAPCTBEHHOTO MpernapaTa JJisi BETepUHAPHOTO MPUMEHEHUS



OCYHICCTBIIACTCA 3a IpeaciiaMu Poccuiickoit (Dez[epauHH, HJIM OTCYTCTBHUE TAKOI'O 3aKIIIOYCHHA.
IMPUMEYAHUE:

Cwm. koMMeHTapuu K ctathe 27 HacTosiero denepaybHOr0O 3aKOHA

Wndopmarius 06 H3MEHEHUSX:

Cmamows 27.1 usmenena ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dekabps 2019 2. N 475-D3

Cm. npedvloywyro pedaxyuio
MIPUMEYAHHE:

YnonmHOMOYeHHBIN (eiepalIbHbIN OpraH HCIOMHUTEIbHOU BiIacTu 10 1 suBaps 2021 roga ompenenser
B3alMO3aMEHSIEMOCTh JIEKAPCTBEHHBIX IMpernapaToB Ui MEAMIMHCKOTO TPUMEHEHUs, KOTOpbIe
3apEruCTPUPOBAHBI JI0 JHS BCTYILICHUS B cuiay DenepanbHOro 3akoHa ot 27 aekadops 2019 r. N 475-d3
U B3aMMO3aMEHSEMOCTh KOTOPBIX paHee He Oblia ONpejesieHa, B MOPsIKE, YCTAHOBICHHOM HACTOAIIEH
CTaThbe, 32 UCKJIIOYEHNEM JIEKAPCTBEHHBIX MPENapaToB, YKa3aHHbIX B 4acTu 4 ctatbu 3 PDenepanbHOro
3akoHa ot 27 nekadbps 2019 r. N 475-D3

Crarba 27.1. B3aumo3aMeHS€MOCTb JIEKAPCTBEHHBIX IpENaparoB s MEIULUHCKOIO

MPUMEHEHUS

1. B3auMo3aMeHSE€MOCTb JIEKAPCTBEHHBIX IPENapaToB Ui MEAUIMHCKOTO IPUMEHEHUS
OTIpeIeNIIeTCSl YIOJTHOMOYEHHBIM (eIepalIbHBIM OPraHOM HCIOJHUTENBHOM BIIACTH, OCYIIECTBISIOMIUM
rOCy/IapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX IIPENapaToB JJIsl MEAUIIMHCKOTO PUMEHEHHS, B paMKax
OJIHOTO MEXJIYHAPOJIHOTO HEMATEHTOBAHHOTO (MJIM XMMHYECKOT0, WM TPYINIUPOBOYHOI0) HAUMEHOBAHUS
Ha OCHOBE 3aKJIIOYEHHS KOMMCCHM DKCIEPTOB HKCIEPTHOIO YUPEKJEHUS O B3aUMO3aMEHIEMOCTU
JIEKapCTBEHHOT'O Mpernapara A MEIUIUHCKOTO MPUMEHEHHS TUO0 O TOM, YTO JIEKApCTBEHHBIN MpenapaT
JUIsL  MEIUIIMHCKOrO MpPUMEHEHHUs He sBisercs B3auMo3aMeHseMbIM. [lopsimoxk — ompeneneHus
B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX TpEnaparoB s MEAWIMHCKOrOo MpuUMeHeHuss u  (opma
3aKJIIOYEHHUS KOMHMCCHU 3KCIEPTOB AKCIEPTHOTO YUPEXKJIEHUS O B3aUMO3aMEHSEMOCTH JIEKapCTBEHHBIX
mpernapaToB JUiss MEIUIIMHCKOTO MPUMEHEHHs JUO0 O TOM, 4YTO JIEKapCTBEHHBIA TWperapar Jyis
MEAMIIMHCKOTO MPUMEHEHUsS HE SBJSETCS B3aMMO3aMEHSEMbIM, ycTaHaBiauBaioTcs I[IpaBurenbcTBOM
Poccuiickoit @enepanuu.

2. Komuccusi 3KCHepToB 3KCIEPTHOIO YUPEKIEHHUS JaeT 3aKJIIOYEHHE O B3auMO3aMEHSIEMOCTU
JIEKapCTBEHHOTO Tpernapara A MeIUIUHCKOTO MPUMEHEHUs JIM0O O TOM, YTO JIEKapCTBEHHBIN Mpenapar
JUISL METUIIMHCKOTO IPUMEHEHUSI HE SBJISIETCS B3aMMO3aMEHSIEMbIM, Ha OCHOBAHUU CJIEYIOIUX KPUTEPUEB
(XapaKTepUCTHK):

1) oKkBUBaJIEHTHOCTh (IsI OMOAHANOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IMPENapaToB
(0M0aHaJIOrOB) - CONOCTAaBUMOCTb) KaUeCTBEHHBIX U KOJIMYECTBEHHBIX XapaKTePUCTUK (papMalieBTHUECKUX
CyOCTaHIIMII MM COMOCTaBUMOCTh AHTUIE€HHOTO COCTaBa BakIUH. lcronb3oBaHMe pa3iMuYHBIX COJEH,
3(pUpOB, KOMIUIEKCOB, U30MEPOB, KPUCTAIUIMYECKHX (OPM M JPYTUX MPOU3BOAHBIX OJHOTO U TOTO XKe
NEHCTBYIONIEr0 BEIIeCTBA HE SBISIETCA MPENATCTBUEM JUIsl ONpeAeNieHUs B3auMO3aMEHSIEMOCTH
JEKapCTBEHHbIX  IpernaparoB, €cId NpU  MPOBEACHWU  HUCCIEAOBAaHHS  OMO3KBUBAJICHTHOCTU
JIEKapCTBEHHOI'0 Tpernapara WIM HCCIEJOBaHMS TEparneBTHUECKON SKBHUBAJIEHTHOCTH JIEKApPCTBEHHOTO
mpernapaTa JI0Ka3aHO OTCYTCTBUE KIMHUYECKH 3HAYMMBIX Pa3Nuduii (apMaKOKHHETUKH U (W)
a¢dexTrBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHOTO Mpenapara JJis MEAUIIMHCKOTO TPUMEHEHNUS;

2) SKBUBAJICHTHOCTH JIEKapCTBEHHOU (opMbl. [log 3KBUBaNEHTHBIMU JIEKAPCTBEHHBIMH (hopmMamu
MOHMMAIOTCSl pa3HbIe JIEKAPCTBEHHbIE (DOPMBI, MMEIOIINE OJHMHAKOBBIE CIOCOO BBEJIEHUS U CIOCO0
OpPUMEHEHUs, O0O0NaJaIlIue  COMOCTaBUMBIMH  (PApMaKOKHHETUYECKUMHU  XAPAKTePUCTUKAMH |
(dapMaKoJIOTHYECKUM JIeHCTBUEM U O0ECEeUNBAIOIINE TaKXKe JOCTHKEHHE HEOOXOAUMOIro KIMHUYECKOTO
spdexra. Pazmuums ekapcTBEHHBIX (OpM HE SABISIOTCS TMPENSATCTBUEM IS OINpEIesICHUS
B3alMO3aMEHSEMOCTH  JICKAPCTBEHHBIX  IpenapaToB, €clId MpPU  MPOBEAECHUH  HCCIEIOBAHUS
OMOAPKBUBAJIEHTHOCTH  JICKQPCTBEHHOTO  Tpemapara  WIM  WCCIEAOBAaHUS  TEparneBTUYECKOMN
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IpernapaTa J0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAUMMBIX pa3iuyuuit



dbapmakokuHeTHkn © (W) S(PGEKTUBHOCTH W 0€30MacHOCTH JIGKAPCTBEHHOTO IIpenapara Jjis
MEAMIMHCKOTO IPUMEHEHNUS;

3) SKBHUBAJEHTHOCTh MJIM COINOCTAaBUMOCTbh COCTaBa BCIIOMOIATENIbHBIX BELIECTB JIEKAPCTBEHHOIO
mpenapara Uil MEAMIUMHCKOro npuMeHeHus. Pasnuuus cocraBa BCIIOMOIaTENIbHBIX — BEILECTB
JICKapCTBEHHOI'O Ipenapara He SBIAIOTCA NPEMATCTBUEM I ONpPENEICHMs B3aUMO3aMEHIEMOCTH
JEKapCTBEHHbIX  IIpEnapaTroB, €CId Ipd  IPOBEIECHUU  MCCIEAOBaHUS  OMOIKBHMBAJIIEHTHOCTU
JICKapCTBEHHOI'0 IIpenapara WIM HCCIECJOBAHMs TEPAleBTHUECKON SKBUBAJICHTHOCTH JIEKapCTBEHHOIO
npenapara JI0Ka3aHO OTCYTCTBHME KJIMHHYECKH 3HAYUMBIX pa3inyvidi (papMakOKMHETHKH | (WIJIH)
3¢ (deKTUBHOCTH M 0€30MacHOCTU JIEKapCTBEHHOrO Ipemnapara Julsi MEJULMHCKOro npumeHeHus. I[lpu
HAJIMYUY KIMHUYECKU 3HAUYMMBIX pa3inuyuii (apMaKOKUHETUKU U (WIK) 3PPEKTUBHOCTH U 0€301MacHOCTH
JIEKapCTBEHHOI'0 IIpernapara Juisi MEIULUHCKOrO IPUMEHEHUs B3aMMO3aMEHSEMOCTb OIPENEISETCS C
YKa3aHUEM Ha UCKIIIOUYECHHE OTACIIbHBIX TPYIII MALIUEHTOB;

4) uAEHTUYHOCTB CII0cO0a BBEICHUS U CII0cO0a MPUMEHEHMS;

5) COOTBETCTBUE MPOU3BOAMUTENS JIEKAPCTBEHHOI'O CpPEeACTBa TPEOOBAaHUSAM IpaBWII HajylexkKallen
IIPOU3BOJCTBEHHON IIPAKTHUKHU.

3. OmpeneneHue B3aMMO3aMEHSIEMOCTH BOCIPOU3BEJIECHHBIX JIEKAPCTBEHHBIX IIpErnapaToB MJis
MEIMIMHCKOrO NMPUMEHEHHUs, yKazaHHbIX B 4yacTu 10 cratem 18 Hactosmero denepalbHOrO 3aKOHa,
OCYIIECTBIISICTCS 0€3 HEOOXOIMMOCTH JTOKA3aTeIbCTBA X OMOAKBUBAIICHTHOCTH.

4. OcoOeHHOCTH OIpeleNieHUs] B3aUMO3AMEHSEMOCTH  OMOJIOTMYECKHUX  JIEKAPCTBEHHBIX
[IpenapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (coaep Kallux KOMOMHAIMIO ABYX U Oojee
JNEHCTBYIOIMX  BEIECTB), JIEKAPCTBEHHBIX MpErnaparoB s  HapeHTepPaJbHOIO  IMUTaHUA U
HEJO3UPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparoB ycraHaBiauBaroTcs [IpaBurensctBoM  Poccuiickoit
®enepanuu.

5. OmpeneneHue B3alMMO3aMEHSIEMOCTH HE OCYLIECTBISETCS B OTHOLIEHUM JIEKapCTBEHHBIX
pacTUTEIBHBIX NMPENapaToB, TOMEONATHYECKHX JIEKAPCTBEHHBIX IIPENapaToB.

6. @opMupoBaHUE NEPEYHS B3aMMO3aMEHSEMBbIX JIEKaPCTBEHHBIX MPENapaToB JJIsl MEIULUHCKOIO
IPUMEHEHHS OCYIIECTBIISAETCS AKCHEPTHBIM YUPEXKJIEHHEM IOCPEACTBOM OOBEIMHEHUS JIEKapCTBEHHBIX
IIpEnapaToB B OTHAEIbHBIE TPYIIbI, B KaXJOW U3 KOTOPBIX JIEKAPCTBEHHBIC IIpenaparsl SBISIOTCS
B3aMMO3aMEHSAEMBIMH.

7. B cimydae BKIIOYEHHMS B HHCTPYKIHUIO 10 MEIMIMHCKOMY IPUMEHEHHUIO JIEKaPCTBEHHOTO
npenapara Ha OCHOBaHMM PE3YJIbTaTOB COOTBETCTBYIOIIMX HCCIEIOBAaHUM INOKAa3aHUW AJI1 NMPUMEHEHUS,
KOTOpBIE€ OTIMYAKTCA OT MOKA3aHUW ISl IPUMEHEHHs IPYruX JIEKAPCTBEHHBIX MPENapaTOB U3 TPYIIIbI
B3aMMO3AMEHSAEMBIX JIEKAPCTBEHHBIX IIPENapaToB, B IIEPEYHE B3aUMO3AMEHSAEMBIX JIEKAPCTBEHHBIX
IIPEnapaToB Ui MEJUIIMHCKOTO IPUMEHEHHMSI TOJIKHA ObITh YKa3aHa COOTBETCTBYIOIIAs HH(OpMALIHSL.

8. IlepeueHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IMPENApaToOB JUIsl MEIULMUHCKOIO IPUMEHEHUs
pa3MeniaeTcs yMoJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJHUTENBHON BIIACTH, OCYIIECTBISIOIIUM
rOCYIapCTBEHHYIO PETMCTPALIUIO JIEKAPCTBEHHBIX MIPENApPaTOB I MEJUIIMHCKOTO IPUMEHEHUS, HA CBOEM
oduimansHoM caiite B cetu "MutepHer". MHbopMalus B nepeyHe B3anMO3aMEHSEMBIX JIEKapCTBEHHBIX
IpenapaToB Ui MEIUIMHCKOTO TNPUMEHEHUS OOHOBISETCS YKa3aHHbIM (efepalbHbIM OpPraHoOM
VCIIOJIHUTENIBHONM BJIACTH C YYETOM HOBBIX 3apEeTrMCTPUPOBAHHBIX JIEKAPCTBEHHBIX NPENapaTroB IS
MEAMIMHCKOTO IPUMEHEHHSI U BHECEHHBIX U3MEHEHUN B JOKYMEHTBI, COJIEP)KALIUECS B PETUCTPALIMOHHBIX
JIOChE Ha 3aPETHUCTPUPOBAHHBIE JIEKAPCTBEHHBIE ITPENapaTsl JUIsl MEAUIIMHCKOTO IPUMEHEHHS.

9. Ilopsinok UCTIONB30BaHUS MH(POPMALIMU O B3aMMO3aMEHSEMBIX JIEKApCTBEHHBIX Mpernaparax s
MEIUIMHCKOTO TNPUMEHEHUS W TMOPSAOK Jadd pPa3bsACHEHWM MO BONPOCAM B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX IIPEMNapaToB Ul MEAUIMHCKOrO IPUMEHEHMs ycTaHaBiauBaroTcs IIpaButenbcTBoM
Poccuiickoit @enepanuu.

[IPUMEYAHHUE:

CMm. xomMmeHTapuu K ctatbe 27.1 HacTrosmero denepanbHOro 3aKOHA



Cpok perucTpaiuu JeKapCTBEHHOro Ipernapara, uctekaroumid B nepuoa ¢ 15 mapra 2020 r. mo 31
nexadps 2020 r., mpojyieH Ha 12 MecsiieB

Cratba 28. PerucrpaiioHHOE yI0CTOBEpEHHE JIEKAPCTBEHHOTO MpernapaTa

1. PerucrpaniMoHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOIO Iperapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BbIIAETCS OECCPOUHO, 3a MCKIOYEHHEM PErHCTPAMOHHOTO YyIO0CTOBEPEHHS
JIEKapCTBEHHOIO MpernapaTa, BbJIaBaeMOro CO CPOKOM JCHCTBUS ISITh JIET, HA BIIEPBBIC PETUCTPUPYEMbIC B
Poccuiickoii denepaiyu jeKapCTBEHHBIE MTPENapaThl.

2. Ilo ucrTeyeHMM yKa3aHHOTO B 4YacTU | HAcTOALIEH CTaTbU CPOKa BBIAACTCS OECCpPOUYHOE
PErUCTPALlMOHHOE YIOCTOBEPEHHE JIEKApCTBEHHOTO IMpenapara Mpu YCIOBHM MOJATBEPXKIEHUS €ro
roCyJapCTBEHHOM pErucTparuu.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamosa 28 nacmoswezo Dedepanvrozo
3aKoHa donoxeHa yacmoio 3, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.

3. B cinyuyae BHeceHust B cOOTBETCTBUM cO cTaThsiMHu 30 u 31 Hacrosiero ®denepanbHOro 3aKOHA
U3MEHEHUH B cojiepXKalldecss B PEruCTPAllMOHHOM JI0Ch€ Ha 3aperucTpUpOBAHHBIN JIeKapCTBEHHBIN
npenapar JOKYMEHTHI, 3aTPardBalOIIUX CBEICHHS, OTPAKEHHBIE B PErHCTPALIMOHHOM YJIOCTOBEPEHHU
JIEKapCTBEHHOT'0 Iperapara, yHnoJHOMOUYEHHbIN (efepalibHblii OpraH HCIOJHUTENBHONW BJIACTH BBIAAET
HOBOE PETrHCTPALMOHHOE YIOCTOBEPEHHUE JIEKapCTBEHHOI'O Mperapara, CoJAepiKallee BHECEHHBIE B HETrO
U3MEHEHUS.

Undopmaris 06 n3MEHEHUSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovsa 28 nacmoswezo DedepanbHo2o
3aKoHa dononena yacmoio 4, ecmynatowei 6 cuny ¢ 1 urons 2015 2.

4. B cimyyae yTpartbl WIH TOBPEXKICHHS PETHMCTPALMOHHOTO YIOCTOBEPEHHSI JIEKAPCTBEHHOTO
npenapara IO 3asBICHHIO B THCbMEHHOW (opMme nepkaTenss WIM BJaleNiblla PEerHCTPAIlMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara Wil YIOJIHOMOYEHHOTO UMHU JIPYTOro IOPUANYECKOTO JIUIA O
BbIJJaue NyOJHMKaTa PErHCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOTO IIperapara yIMoJTHOMOYEHHBIN
denepanbHBI OPraH UCMOIHUTENBHON BIACTU B CPOK, HE MPEBBIIAIOIINN JECITH padodYnX JHEH co JHA
NOCTYTUICHUSI 3asBJICHUS, BBIJACT JYOJNMKAT PErHCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpemnapata. 3a BbIJady AyOJMKaTa PErucTPaliOHHOTO YIAOCTOBEPEHHs JIEKapCTBEHHOIO IIperapara
B3MMAETCS TOCYJAPCTBEHHAs MONUIMHA B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepamnuu o
HaJlorax u coopax.

TIPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAThC 28 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovsa 29 nacmosweco DedepanbHoco
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowell 6 cuny ¢ 1 sneaps 2017 .

Cm. mexem cmambvu 8 npedvioyuerl peoaKyuu
MIPUMEYAHHE:

Cpoxk perucTpanuu JIeKapCTBEHHOTO Ipenapara, ucrekatoumii B nepuox ¢ 15.03.2020 no 31.12.2020,
NnpojuieH Ha 12 mecsieB
Cratbsa 29. [loaTBepkaeHNe rocy1apCTBEHHONW PETUCTPALIMU JIEKAPCTBEHHOTO Mpernapara
1. ITonTBepxkaeHNE TOCYAAPCTBEHHOM PETUCTpalMU JIEKAPCTBEHHOIO IMperapaTa OCYyIECTBISAETCA
Opy BblIaye OECCPOYHOIO PETUCTPAIIMOHHOTO YJOCTOBEPEHMs JIEKapCTBEHHOIO Ipernapara B Cilydae,
YKa3aHHOM B 4acTH 2 cTaTbu 28 Hacrosmero denepaJbHOro 3aKOHA, B CPOK, HE IPEBBINIAIOLIUN
MIECTUICCATH PAa0OYMX THEH CO THS MOJYYEHHs COOTBETCTBYIOIIMM YHOJHOMOYEHHBIM (eaeparbHbIM
OpraHOM HCIOJHUTEIBHOM BJIACTU 3aBJICHUS O TOATBEPKICHUM TOCYAAPCTBEHHOW PETHCTpalvy
JIEKapCTBEHHOro npemnapara. He ocyiiecTBiseTcs: MOATBEPKACHUE T'OCYJapCTBEHHONW pPETUCTpaluu B



OTHONICHUHU JIEKapCTBEHHOT'O Iperapara, He HaxoAuBllerocs B obpamienun B Poccuiickoit denepaunu B
TEUYEHUE TpeX W Oojee JIeT, a TaKkKe B OTHOIICHWH JICKAPCTBEHHOTO CPEICTBA, MPOU3BEICHHOTO C
HapylIeHueM TpeOoBaHUs, YCTaHOBJIECHHOTO yacThio 3.7 ctathu 71 HacTosimero deaepanbHOro 3aKOHa.

Wndopmarius 06 H3MEHEHUX:
Yacms 2 usmenena c 13 aseycma 2019 e. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio
2. 3asiBICHHE O MOATBEPKACHUH TOCYIapCTBEHHOW PETUCTPAIlMU JICKAPCTBEHHOTO Mpernapara s
MEIUIIUHCKOTO TMPUMEHEHHs TPEJICTABISACTCS B COOTBETCTBYIOIIMH YIIOJIHOMOYCHHBINH (heaepaibHbIN
OpraH HMCIIOJTHUTEIHHON BIACTH HE PAaHEE YeM 3a CTO BOCEMBJECAT THEH 0 MCTEUYCHHUsS CPOKa JCHCTBUS
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIKAPCTBEHHOTO TIperapaTa JUisi MEAMIIUHCKOTO TPUMEHEHHSI.

Wndopmarius 06 M3MEHEHHSX:

Cmamos 29 oononnena yacmoio 2.1 ¢ 13 aszycma 2019 2. - @edepanvhuviii 3akon om 2 aszycma 2019 2.
N 297-d3
2.1. 3asBneHNE 0 NOATBEPKACHUH F'OCYIAPCTBEHHON PETUCTPALMK JIEKAPCTBEHHOT' O Ipenapara Jyis
BETCPUHAPHOTO NPUMEHEHHUs NPEACTABISIETCS B COOTBETCTBYIOUIMH YIIOJIHOMOYEHHBINA (eaepanbHbIi
OpraH UCIIOJIHUTEJIbHOW BJIACTH HE paHee YeM 3a CTO BOCEMbJECAT JHEH 10 MCTEYEeHUs CpoKa JEeHCTBUS
PErucTpaliOHHOrO0 YJOCTOBEPEHHUS JIEKAPCTBEHHOI'O IpernapaTa JAjsi BETEPUHAPHOTO NPUMEHEHHSI U HE
[103/1HEe OKOHYaHMsI CPOKA €ro JAeHCTBUS.
3. [loaTBepxieHNE rOCYAapCTBEHHOW perucTpalnuy JIEKapCTBEHHOrO Mpenapara OCyHIeCTBIIsSETCS
[0 pe3yJbTaTaM 3KCIEPTH3bl OTHOIIEHHS OXHMJIAeMOH IMOib3bl K BO3MOXKHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHOTO TIpenapaTa Ha OCHOBAaHUH PE3yJIbTaTOB MOHHTOPUHTA 3(P(PEKTUBHOCTH M 0€30MacHOCTH
JIEKapCTBEHHOTO  IIperapara, IPOBOJUMOIO JepXaTejleM WM  BIAJENbLEeM PErucTpaliOHHOTO
yIIOCTOBEPEHUS JIEKaPCTBEHHOI'O Mpenapara Ju00 yIOIHOMOYEHHBIM UMHU IOPUIMYECKUM JIULIOM, a TaKKe
COOTBETCTBYIOLUM YIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH B COOTBETCTBUU
¢ TpeOoBaHUSIMU CTaThu 64 HacTosmero denepanbHOTO 3aKOHA.

Wndopmarys 06 H3MEHEHHSAX:
Yacmo 4 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 e. N 140-D3

Cm. npeovloywyro peoaxkyuio

4. K 3asBieHHI0O O MOATBEPKACHUU T'OCYJAapCTBEHHON PErMCTpalliy JIEKAPCTBEHHOrO IperapaTa
JUISL MEJUIIUHCKOTO IIPUMEHEHMSI IPUIIAratoTCs:

1) IOKyMEHTHI, cojaep)Kallue pe3yabTaTbl MOHHUTOPHHra 3(P(QEKTHUBHOCTH M 0€301acHOCTU
JIEKapCTBEHHOI'0 Ipenapara JUisli MEOUIMHCKOrO NPUMEHEHUs, IPOBEIEHHOIO JepiKaTelleM WU
BJIQJIETIbIIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOIO IIpernapara s MEIUIIMHCKOTO
OpUMEHeHHs 7100 YHNOJHOMOYEHHBIM MM IOPUAMYECKHM JHUIOM, 1O (opme, YTBEpKIACHHOM
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCTIOTHUTENbHOU BIIACTH;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 2 usmenen c 1 smeaps 2021 e. - @edepanvuuiii 3axon om 27 dexaobps 2019 e. N 478-D3

Cm. npeovloywyro peoakyuio

2) cBefeHMs O JaTe MPEJOCTaBICHUS M PErHMCTPAIIMOHHOM HOMEpE JIMIICH3UH Ha MPOU3BOJICTBO
JICKaPCTBEHHBIX CPEJICTB MIIU CBEJICHHUS O JIaTe MIPEIOCTABIICHUS U PETUCTPAIMOHHOM HOMEPE 3aKITIOUCHHS
O COOTBETCTBHM TPOM3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHWSAM TPaBUI  HaAJIEKaIeh
MPOW3BOJICTBEHHOW  TPAKTHKH, MPEIOCTABICHHBIX  YIOJHOMOYCHHBIM  (pelepallbHBIM  OpraHOM
WCTIOTHUTENIHON BIACTH B OTHOIICHWU TMPOM3BOACTBEHHOH IUIOMIAIKU JIEKAPCTBEHHOTO TperapaTa s
MEMIIMHCKOTO TMPUMEHEHUS, TOCYIapCTBEHHAs PErHCTpaIis KOTOPOTo TMOATBEPKIAACTCS B CIIydae, eCiu
MPOU3BOJICTBO JIEKAPCTBEHHOTO IMpemapata JAis MEAWIIMHCKOTO TPHUMEHEHHUS OCYIIECTBISACTCS B
Poccuiickoit denepaiuu;

Wndopmarius 06 H3MEHEHUSX:

Ilynkm 3 uzmenen c 1 simeaps 2021 e. - @edepanvhuiii 3axon om 27 oexaobps 2019 e. N 478-D3



Cm. npeovlOywyro peoakyuio

3) xomusi MPEIOCTaBICHHOM YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOWU3BOAMUTENS JIMIICH3UM Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O Mpernapara A MEAUIIMHCKOTO MPUMEHEHUS U €€ MEepeBOJl Ha PYCCKH
SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TMOPSAKE, a TakKe KOMUS 3aKIOYeHUs O COOTBETCTBUU
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHHUSAM MpPaBUJ HaAJEXKaleH MNpPOU3BOACTBEHHOMN
MPAKTUKH, BBIIAHHOTO YIIOJIHOMOYEHHBIM (peiepaibHBIM OPTaHOM UCTIOTHUTEILHOUW BIIACTH B OTHOIICHHUH
MPOU3BOJCTBEHHOW IUIOMIAJIKK  JIEKAPCTBEHHOrO Ipernapara JUisi MEIUIUMHCKOTO IPUMEHEHUS,
roCyJapCTBEHHAsT PErHCTpalldsi KOTOPOTO MOJITBEPKAACTCS, WM KOMHS PELICHUS YHIOJIHOMOYEHHOTO
denepanbHOrO OpraHa HUCHOJHUTENBHOM BJIacTH O MPOBEICHUU WHCIEKTUPOBAHUS IPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEJCTB B Cllydae, €CJIM IPOM3BOJCTBO JIEKAPCTBEHHOr'O IpenapaTa Julisl MEAULMHCKOIO
MPUMEHEHUS OCYIIECTBIIsIETCS 3a peAenamu Poccuiickoit dexnepariumu.

Wndopmarius 06 M3MEHEHUSX:

Cmamws 29 oononnena yacmoio 4.1 ¢ 15 uona 2018 2. - @edepanvruiti 3axon om 4 uwona 2018 e. N
140-@3
4.1. B oTHOUIeHUU OUOJIOTUYECKUX JIEKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHHUS
3asBUTENb JOIMOJIHUTEIBHO TMPEACTABISIET PE3yIbTaThl MEPONPUITHH, MPEAYCMOTPEHHBIX ILJIAHOM
yIOpaBICHUS PHUCKAMU, YTBEPKJACHHBIM YIOJHOMOYEHHBIM (heepaabHbIM OpPraHOM HCIOJTHUTEIHHON
BJIACTH TMPU OCYIIECTBICHUH TOCYJApCTBEHHOM pEruCTpaldyd JICKQpCTBEHHOrO Ipemapara JJis
MEAUIIMHCKOTO TPUMEHEHHS.

Undopmaris 06 n3MEHEHUSX:
Yacmo 4.2 usmenena c 13 agzycma 2019 2. - @edepanvhuiii 3akon om 2 aseycma 2019 2. N 297-D3

Cm. npedvioyuyio pedaxyuio

4.2. K 3asBI€HUIO O TOATBEPKICHUM FOCY/1apCTBEHHONW PETUCTpaLliy JIEKAPCTBEHHOIO MpernapaTa
JUIs BETEPUHAPHOTO NPUMEHEHHUs IMPUJIAraroTcsl AOKYMEHTHI, coJiepKalllie pe3yibTaThl MOHMTOpPUHIA
3¢ dexTuBHOCTH U OE30MACHOCTH JIEKapCTBEHHOI'O Ipenapara Jjsi BETEPUHAPHOIO IPUMEHEHUS,
IPOBOJUMOIO JepXaTeleM WM BIAJeNblEM PErucTPallMOHHOIO YIOCTOBEPEHUS JIEKapCTBEHHOI'O
npernapara Jisi BETepUHAPHOTO TPUMEHEHHUS JHOO YIOJHOMOYEHHBIM UM IOPHIUYECKHAM JIHIIOM, II0
dopme, YTBEP)KICHHOH YHNOJHOMOYEHHBIM (pelepajbHbIM OpPraHOM HCIOJHMUTENBbHOM BIAcTH, U
JIOKYMEHTHI, YKa3aHHbIe B MyHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k", "n" mynkra 4 yactu 3 crateu 17
Hacrosero denepanbHoro 3akoHa. B oTHOIIEHNHM UMMYHOOMOJIOTHYECKHUX JIEKAPCTBEHHBIX MPEnapaToB
JUIsl BETEpUHAPHOTO NIPUMEHEHHUS HE IMPE/ICTaBIISIOTCS CBEIACHMs, YKa3aHHbIE B MOAMYHKTe "K" myHKTa 4
yactu 3 crathi 17 Hacrosimero denepanbHOro 3akoHa. B OTHOIIEHUM JIEKapCTBEHHBIX MpenapaToB Uis
BETCPUHAPHOTO TPUMEHEHUS, TMOJYYCHHBIX C TPUMEHEHHEM T€HHO-HHXEHEPHO-MOAN(PHIINPOBAHHBIX
OPTraHU3MOB MJIM COJIEPKAIlUX TaKUEe OPraHU3MBbl, TOTIOJIHUTENBHO NPEACTABISIOTCS CBEACHUS, YKa3aHHbIe
B myHkTe 13 wactu 3 cratbu 17 HacTosimero denepaibHOTO 3aKOHA.

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 4.3 usmenena c 1 sansaps 2021 a. - @edepanvruiii 3axon om 27 oexabps 2019 e. N 478-D3

Cm. npeodvloywyro peoaxkyuio

4.3. 3asgBuUTENb BIOpPABE NPEACTABUTh C 3asBICHUEM O NOATBEPKICHUU TOCYJapCTBEHHOMN
pPETUCTPALIMM  JIEKAPCTBEHHOIO0  IIpernapara  KOMHMI  JOKYMEHTa, IOATBEPXKAAIOIIEro  yIary
rOCy/IapCTBEHHOW TOLUIMHBI 3a TOATBEP)KICHHE TOCYJapCTBEHHOM PETUCTpallK JIEKapCTBEHHOTO
npernapara, a TaKKe BblaBaeMble (IIPEeJOCTaBiIseMble) YIMOTHOMOUYEHHBIMH (eepalbHbIMU OpraHaMHu
MCIIOJTHUTENIbHOM BJIaCTH IOKYMEHTHI (CBEJIEHUS ), yKa3aHHbIE B IyHKTaX 2 U 3 yacTH 4 HACTOSAIIEH CTaThu.
B cnywae ux HempencTaBlIeHHsS YIIOJIHOMOYEHHBIH (efepalbHBIi OpraH HCIOJHUTENIBHOW BIAacTH
3anpaniBaeT yKa3aHHbIE JOKYMEHTHI (CBEJEHHUS) B MOPSAJIKE MEKBEIOMCTBEHHOIO HH(POPMAIMOHHOIO
B3aUMOJICHCTBUS.

5. B Teuenne pecsatu pabouux JHEW €O [JHSA MNPUHATHS 3adBICHHS O TOATBEPKICHUU
rOCy/IapCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO IIpernapara U JOKYMEHTOB, COAEPXKAIIMX pPEe3yIbTaTbl
MOHUTOPHHTa YPPEKTUBHOCTH U 0€30MaCHOCTHU JIEKAapCTBEHHOTO Ipenapara, MpOBOAMMOIO JAepKaTesieM



WIN BJIaJIEJIbLIEM PErHCTPALMOHHOIO YI0CTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara JIM00 yroJIHOMOYEHHBIM
UMH IOPUINYECKUM JIMLIOM, YITOJTHOMOUEHHBIN (pe/iepanbHblil OpraH UCIIOIHUTEIBHON BIACTH:

1) mpoBOAMT MPOBEPKY IOJHOTHI CBEACHUH, COJEpXkAIIUXCA B IPEACTaBICHHBIX 3asBUTEIEM
JIOKYMEHTaX;

2) npUHUMaeT peUIeHHe O MPOBEACHUU WM 00 OTKa3e B MPOBEAECHUU 3KCIEPTHU3bl OTHOLICHHUS
OKMJAEMOH MOJb3bl K BO3MOKHOMY PHUCKY INPUMEHEHMs JIEKapCTBEHHOIO IIpernapaTa Ha OCHOBAHHUHU
pe3ysIbTaTOB MOHUTOPUHIA 3()(PEKTUBHOCTH U GE30MAaCHOCTH JIEKAPCTBEHHOTO Ipenapara, IpoBOJIUMOIO
JiepiKaTelIeM MM BIIAJENbIEM PEruCTPAllMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara Jnbo
YIOJIHOMOYEHHBIM UMHU FOPUIMUYECKUM JIMLIOM, a TaKkKe (peepasbHbIM OPraHOM MCIIOJHUTEIbHON BIACTH
B COOTBETCTBHH C TPEOOBAaHUAMHU CTaThu 64 HacTosmero denepaabHOro 3aK0Ha;

3) yBenoMisieT B 3JEKTPOHHOW (opMe MIM NUCbMEHHOW (opmMe 3asBUTENsT M HKCHEPTHOE
YUpEXKACHUE O MPHHATOM pEUICHHH MO0 B Cilydae MNPHHATUS peHIeHuss o0 OTKa3e B INPOBEICHHUU
9KCIIEPTU3bl YKA3bIBACT IPUYMHBI TAKOTO OTKa3a.

6. B cnyuae BbIIBIEHUS HEJOCTOBEPHOCTH U (MJIM) HEAOCTATOYHOCTHM HH(OpMaLUH,
coJiepKalleiics B IMPEICTaBICHHBIX 3asBUTENEM JIOKYMEHTaX, YINOJHOMOYEHHBIH (eaepalbHblii OpraH
UCTIOJTHUTEJIHON BJIACTH HAIPABIIAET 3asIBUTEIIIO 3aIIPpOC 00 YTOUHEHUH yKa3aHHOH mH(opManuu. 3ampoc
YIIOJIHOMOYEHHOr0  (eiepajbHOr0  OpraHa  MCIOJHUTEIbHOM BJIacTH MOXET ObITh  IepeaaH
YIIOJTHOMOYEHHOMY MPEICTAaBUTEN0 3asBUTENS JUYHO IOJ PAacCHUCKY, HAIpaBleH IO IOYTE 3aKa3HbIM
NUCbMOM WM Tepe/iaH B 3JIEKTPOHHON (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaM CBsi3u. B ciydae
HaIlpaBJICHUS 3alpoca YINOJIHOMOYEHHOro (elepalbHOr0 OpraHa HCIOJIHMUTENBHOM BJIACTH IO I10YTE
3aKa3HbIM IIHCBMOM OH CUMTAETCs IOJIY4EHHBIM [0 MCTEUEHUM IIECTH JHEH C JaTbl HAlpaBJICHUS
3aKa3HOI0 MHUChMa.

7. 3asBuTenb 00sA3aH MPEJICTaBUTh OTBET Ha 3alpoC YINOJHOMOYEHHOIO (elepaibHOro opraHa
UCIIOJTHUTENIbHOM BJIacTU B CPOK, HE NMPEBBIIAIOIIMM AEBsHOCTAa pabouMx JHEH CO JHS €ro MOJTy4EHHS.
Cpok, yKa3aHHBIA B 4acTH 5 HACTOSIIEH CTAaTbU, IPUOCTAHABIMBAETCA CO JHS HAIPABIICHUS 3asSBUTEIIIO
3arpoca yINOJIHOMOYEHHOro (elepaJbHOr0 OpraHa HUCIOJHUTEIBHOW BJIACTH A0 [HS IOJIY4YEHHUS MM
COOTBETCTBYIOILIETO OTBETA U HE YUUTHIBAETCS IIPU UCUNCIECHUH CPOKA MOATBEPKIECHUS FOCYAapCTBEHHOU
pErucTpanuy JeKapCTBEHHOT'O Ipenapara.

8. OcHoBaHMEM [UIsl OTKa3a B IPOBEIEHUM DSKCIEPTU3bl OTHOLICHUS O0XKHJAEMOH IOJb3bI K
BO3MO)XHOMY PHUCKY IPHMEHEHHUs JIEKapCTBEHHOI'O Ipernapara SBISETCSl NpPEICTaBI€HHE TOKYMEHTOB,
COJIepKALIMX PE3yJIbTaThl MOHUTOPUHTA 3((EKTUBHOCTH U O€30MaCHOCTHU JIEKAPCTBEHHOTO MpemnapaTa, u
(M) B OTHOIIEHUM OWOJIOTMUYECKHUX JIEKAPCTBEHHBIX IIPENapaToB pe3yJIbTaTOB OCYILECTBICHUS
MEPONPUIATHA B COOTBETCTBUM C IUIAHOM YIPABJICHUS DPHUCKaMH, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM
denepanbHBIM OpraHOM HCIHOJHUTENIBHON BJIACTU MPHU OCYLIECTBIEHUU TOCYAAPCTBEHHOW pEerucTpanuu
JIEKapCTBEHHOTO Mperapara, B HEMOJIHOM o0beMe, OTCYTCTBHE MH(OpMaluu, MOATBep:kIaromel (akrt
yILIaThl TOCYJAPCTBEHHOM MONUIMHBI 33 MOATBEPKACHUE IOCYAapCTBEHHON PErUCTpaIllui JEKapCTBEHHOTO
npenapara, J1u00o HelpeICTaBICHHE 3asBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIA B yacTu 6
HACTOSIIEH CTaThbU 3alPOC YIMOJHOMOUYEHHOTO (heAepaJbHOrO OpraHa MCIOJHUTEIbHON BIACTH, a TAKKe
OTCYTCTBHE B YKa3aHHBIX JJOKYMEHTaX WH(pOpMAIMU, KOTOpasi 10JIKHA OBITh B HUX OTpakeHa.

9. DOkcmepTh3a OTHOUICHHS OXXHMJIA€MOW TOJb3bI K BO3MOXXHOMY PHUCKY HpPHUMEHEHUs
JIEKapCTBEHHOI'0 Ipenapara B LENAX MOATBEP)KIEHUS TOCYAAPCTBEHHOM PErHMCTpaluy JIEKaPCTBEHHOIO
npenapara MpPOBOAMTCS KOMHUCCHEH SKCIEPTOB AKCIEPTHOTO YUPEXKACHHUS B CPOK, HE MPEBBILIAIOIIMMA
COpOKa pabouMX JHEH.

10. B ciaydae HEOOCTaTOYHOCTH IPEACTABICHHBIX JKCIEPTY MATEPUATIOB I Ja4M 3aKIFOUYCHUS
JKCHEPT oOpalaeTcst K pyKOBOJUTEIIO SKCIIEPTHOTO YUPEXKACHUS O NMPEIOCTaBICHUN €My HEOOXOIMMbIX
MaTepHaaoB. PyKkoBOIUTENh SKCHEPTHOIO YYPEKICHHsI OOpaIlaeTcsi ¢ COOTBETCTBYIOIIUM 3allpocoM B
YIIOJIHOMOYEHHBIN (hefiepaibHblii OpraH MCIOJHUTEIBHON BIIACTH, BBLAABIIMM 3a/JlaHHE HA MPOBEICHHE
JKCIIEPTU3bl OTHOILCHUSA OXHUAAEMOH IOJIB3bI K BO3MOXXHOMY PHCKY IIPUMEHEHHS JIEKAPCTBEHHOTO
npenapata Ha OCHOBAHMHM JOKYMEHTA, COJEPXKAIEro pe3ylbTaThl MOHHTOPUHTA 3()()EKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO npenapara. B Teuenue nsatu padouux AHEN co AHs MOCTYIUIEHHUS 3ampoca



PYKOBOAMTENS 3KCHEPTHOTO YUYPEKACHUS YKa3aHHBINM (eaepalbHbIil OpraH HCHOJIHUTEIbHOM BIACTH
HaNpaBiIAeT 3asABUTENIO 3alpOC O MPEJCTABICHUHM HEOOXOJUMBIX MaTEepPHalioB, KOTOPBIA MOXET OBITh
NepeaH YINOJIHOMOUYEHHOMY MPEICTABUTENI0 3asBUTENS JUYHO IMOJ PACHUCKY, HANpaBlIEH IO IOYTe
3aKa3HbIM MMMCHMOM WJIH TEpesiaH B SJIEKTPOHHOU (popMe MO TEIEKOMMYHUKAIIMOHHBIM KaHalaM CBs3U. B
Cllydae HalpaBJIEHUs 3alpoca YIOJIHOMOYEHHOTO (eAepalbHOro OpraHa HCIOJHUTENBHON BJIACTU IO
[IOYTE 3aKa3HbIM [IMCbMOM OH CUMTAETCS MOJYYEHHBIM 10 UCTEUEHUM LIECTU JHEM C JaThl HAIPaBJICHUS
3aKa3HOro MHUChMa.

11. 3asBuTens 00s3aH MPEICTAaBUTh OTBET HAa 3alpoC YIMOJHOMOYEHHOro (enepalbHOTO OpraHa
WCIIOJTHUTENIbHOM BJAacTH B CPOK, HE MPEBBIIIAIONIMKI IIECTUACCATH pabO4YMX JHEH CO JHS IMOTY4YCHHUS
YKa3aHHOTO 3ampoca. YIOJHOMOYEHHBIH (enepanbHblii OpraH WCHOJHUTEIBHON BJIACTH, BBIIABIINN
3a/laHi€ Ha IIPOBEICHHUE SKCIIEPTU3bl OTHOLIEHUS OKUIAEMOM MOJIb3bl K BO3MOKHOMY PUCKY TPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapaTa Ha OCHOBAaHUM JOKYMEHTa, COJEpIKAIIEero pe3yibTaTbl MOHMUTOPUHIA
a¢dexTrBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHOIO Ipemnapara, B T€YEHHE MATH padouux AHEH co JHS
MOCTYIUICHHUS OT 3asiBUTENSI OTBETA HA 3alPOC YIIOJIHOMOYEHHOTO (peepaibHOTO OpraHa HCIIOHUTEIHHON
BJIACTH HANPABIISIET 3TOT OTBET B 3KCIEPTHOE yupexkaeHue. B ciayuyae HenmpeacTaBlieHHs 110 UCTEUYECHUU
HIECTHICCATH PadOUYMX JHEH 3asBUTEJEM OTBETA HA YKa3aHHBIA 3alpOC YIIOJIHOMOYEHHBIN (enepaabHbIi
OpraH UCIOJHUTEIbHON BJIACTH, BHIJABIIMHI 3a/1aHUE HA IPOBEICHHUE SKCIIEPTU3bl OTHOLLIEHUS 0XKUAAEMOM
NOJIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHHs JIEKApCTBEHHOrO IIpernapaTa Ha OCHOBAHMM JOKYMEHTA,
COJIeprKallero pe3yabTaThl MOHUTOPUHTA 3 (EKTUBHOCTH U 0€30MacHOCTH JIEKapCTBEHHOIO Mpernapara, B
TE€YEHHE IATH pabouMX JHEH HampapiseT B AKCIEPTHOE YUPEKICHHE YBEIOMIIEHUE O HENpEACTaBICHUU
3asBUTEJIEM OTBETA Ha 3alpoC YKa3aHHOIo opraHa. BpeMs co AHS HampaBieHUs 3alpoca SKCIEPTHOIO
YUPEKACHUSI B YIIOJHOMOYEHHBIA (hefiepalibHbIii OpraH WCHOJHHUTENBHON BIIACTH 10 JTHS TOJIYYCHUS
SKCHEPTHBIM YUPEXKJACHUEM OTBETA Ha 3alpOC WJIK YBEJOMIICHHS O HETIPEICTABICHUN OTBETA HA 3aIpOC HE
YUUTBHIBAE€TCS MPU HCYUCIECHUU CpPOKa IPOBENEHUS SKCIEPTU3bl OTHOIIEHUS O0XKUJIAeMOW TMONb3bl K
BO3MO>KHOMY PHUCKY IPUMEHEHUS JIEKapCTBEHHOI'O Ipenapara Ha OCHOBAaHMM JOKYMEHTA, COJAEPIKAIIEro
pe3yabTaThl MOHUTOPHUHTA Y)PEKTUBHOCTH U O€30MTACHOCTH JICKAPCTBEHHOTO Tperapara.

12. B cpok, He TpEeBbIIAOIINNA AecsITH pabodynx JHEW CO JHS MONYYEHHUS 3aKIIIOUEHUs KOMHCCHU
9KCIIEPTOB M0 pe3yJibTaTaM »JKCIEPTU3bl OTHOLIEHUS O0KMJIA€MOM TOJb3bl K BO3MOXKHOMY PHCKY
NPUMEHEHHUs JIEKapCTBEHHOTO TMpernapara, COOTBETCTBYIOIIMI YIOJIHOMOYEHHBIH (enepalbHblil opran
WCTIOJTHUTEIIbHOM BJIACTH:

1) ocymiecTBiIse€T OLEHKY 3TOrO 3aKJIIOYEHUs JJIS OINpEeNesIeHUs] ero COOTBETCTBUS 3aJaHMIO Ha
IPOBEJICHUE YKa3aHHON IKCIIEPTU3BI;

2) mpUHUMaeT pelIeHHe O TIOATBEPKICHUU TOCYAApCTBEHHOM pErucTpanuu JEeKapCTBEHHOIO
npernapara uiM 00 0TKa3e B MOATBEPKACHUN FOCYIapCTBEHHON PETUCTPALlMK JIEKApCTBEHHOTO Mpenapara;

3) BHOCHT TMpU TNPUHATHU PELIEHUS O TMOATBEPKACHUU TOCYIAaPCTBEHHONW pPETUCTpalliu
JIEKapCTBEHHOI'0 Tpernapara CBEJEHHUS B T'OCYJAapCTBEHHBIH peecTp JEKAPCTBEHHBIX CPEJICTB U BBIIACT
3asBUTENIO OECCPOYHOE PErUCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MTpernapara.

Wudopmanust 06 U3MEHEHUIX:
Yacmo 13 usmenena c 15 utons 2018 2. - @edepanvhsiii 3axon om 4 utons 2018 . N 140-D3

Cm. npedvloywyro pedakyuio
13. OcHOoBaHMeEM I OTKa3a B MOATBEPKICHUU IOCYJAPCTBEHHOM PETHCTpAliU JIEKAPCTBEHHOTO
npenapara  SBJISIETCS  3aKJIOYEHHE COOTBETCTBYIOILETO YIIOJIHOMOYEHHOro (QelepajlbHOro opraHa
UCIIOJTHUTENIbHOM BJIaCTH O TOM, YTO PUCK MPUUYMHEHUS Bpela 3/I0pPOBBIO YEJIOBEKAa WJIM KUBOTHOTO
BCJIEJICTBHE TIpUEMa JIEKapCTBEHHOT'O Mpenapara npeBblmaeT 3¢ (HeKTUBHOCTh €r0 MPUMEHEHHUS.
14. B mnepuon mnpoBeaeHHS MPOLEAYypbl IOATBEPKICHUS TOCYJIapCTBEHHONW pPEruCTpaluu
JIeKapCTBEHHOT O Ipernapara ero oopamienue B Poccuiickoit @enepaninu He IpUOCTaHABINBACTCS.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 15 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3axkon om 2 aseycma 2019 2. N 297-D3

Cm. npedvloywyro pedakyuio



15. onyckaercst oOpallleHHe JIEKapCTBEHHBIX IIPENaparoB JO MCTEYEHUs CpOKa TOAHOCTH,
IIPOM3BEJICHHBIX B TEYCHUE CTa BOCBMHJIECATH KAJICHAAPHBIX JHEH TIIOCI€ JaTbl IPUHITUS
YIOJIHOMOYEHHBIM ~ (peiepajbHbIM OpPraHOM HCIOJHUTEIBHOM BIIACTH pELIEHHS O IMOATBEP)KICHUU
rOCYJapCTBEHHON pErucTpaluy, B COOTBETCTBHM C WHGOpMauued, coaepkaleicss B JOKyMEHTax
PETUCTPALIMOHHOTO JOChE HA JIEKAPCTBEHHBIN ITpenapaT 10 JaThl IPUHATHS TAKOTO PEILICHUS.

IIPUMEYAHUE:

Cwm. koMMeHTapuu K ctathe 29 HacTosiiero denepanbHOr0O 3aKOHA

Crarbsa 30. Buecenune nusmMeHeHul B JOKYMEHTBI, COACPIKALIUECS B PETHCTPALIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar A MEAUIMHCKOTO TPUMEHEHUs

Wndopmarius 06 M3MEHEHUSX:
Yacmo 1 usmenena c 15 urona 2018 2. - @edepanvruiii 3akon om 4 uions 2018 2. N 140-D3

Cwm. npedvioyuyio pedaxyuio

1. B mensx BHeceHHs M3MEHEHHH B JOKYMEHTHI, COJICPKAIMeCs B PETHCTPALMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM NpenapaT Ui MEIUIIMHCKOrO TNPUMEHEHUS, Aep)KaTelb WIN
BJIAJIeJICL] PETUCTPALMOHHOTO YJOCTOBEPEHHS JICKApPCTBEHHOIO Iperapara MM YIOJHOMOYEHHOE UM
Jpyroe I0pUINYecKoe IO (Jlajlee B HACTOSILIEH CTAaThe - 3asBUTEIb) IMPEACTABISIET B YIIOJTHOMOYECHHBIN
(enepanbHBIl OpraH HMCIOJHUTEIBHON BIACTH 3asBJICHHUE O BHECEHUMHM TaKMX HM3MEHEHHMH 10 (opme,
YCTAHOBJICHHOHN YITOJHOMOYEHHBIM (heiepaibHIM OPTaHOM HCIIOJIHUTENILHOW BIIACTH, W NpUJIaraeMble K
HEMy HM3MEHEHHs B yKa3aHHbBIC JOKYMEHTBI, a TaKXXe JOKYMEHTHI, IOATBEPKAAIOIINE HEOOXOAUMOCTD
BHECEHUS TAKMX U3MEHEHUH.

Wuopmarus 06 H3MEHEHHSX:
Yacmo 1.1 usmenena c 1 sansaps 2021 2. - @edepanvruiii 3axon om 27 oexabps 2019 e. N 478-D3

Cm. npeovloywyro peoakyuio

1.1. [Ipn HEOOXOAUMOCTH BHECEHUS B JIOKYMEHTHI, COAEpIKAIINECS B PErUCTPAIMOHHOM JIOChE Ha
3apErHCTPUPOBAHHBIA  JICKAPCTBEHHBIA TpemapaT JJIs MEIUIIMHCKOTO TPUMEHEHHWs, W3MEHEHUH,
YKa3aHHBIX B MyHKTE 3 4YacTH 2 HACTOSIIEH CTaThbl M TPEOYIOMIMX IMPOBEICHUS HKCIEPTHU3BI KauecTBa
JICKaPCTBEHHBIX CPEJICTB, 3aSBUTEINIb JOMOTHUTEIHHO IMPEACTABISAET B YIOJTHOMOYCHHBIN (eaepabHbII
OpraH MCIIOJHUTEIHHON BIACTH CBEJICHUS O J1aTe MPEIOCTaBICHUS U PETUCTPAIMOHHOM HOMEpE JIMIICH3UH
Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB WJIM CBEACHHS O JaTe MPEIOCTABICHUS W PETUCTPAIMOHHOM
HOMEpE 3aKJIOYEHUS O COOTBETCTBUU MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IPaBUII
Ha/JIe)KAMIEH  MPOU3BOJCTBEHHOW TPAKTHKH, BBIJAHHBIX (MIPEIOCTABICHHBIX)  YIIOJTHOMOYEHHBIM
dbenepanbHBIM OpraHOM HCIOJTHUTEIBHONW BIIACTH B OTHOIIEHWM W3MEHEHHOW W (WJIM) JOIOJHEHHOU
NPOM3BOJICTBEHHON  IUIOMIAJIKA  JICKAPCTBEHHOTO Tperapara, B  CiIydae, €clId IPOHU3BOJICTBO
JIEKapCTBEHHOTO TIpemapaTa ocymecTBisieTcss B Poccuiickoit ®denepanuu, nub0 CBeACHHS O JaTe
MPEIOCTABIICHUS W PETHCTPAIlAOHHOM HOMEPE BBIJAHHOH YIIOJIHOMOYEHHBIM OPraHOM CTPaHbI
MIPOU3BOUTENIS JIMIIEH3UN Ha TIPOU3BOJICTBO JICKAPCTBEHHOTO TIperapaTa U ee MepeBol Ha PYCCKUM SI3BIK,
3aBEPEHHBIC B YCTAHOBJIICHHOM ITOPSJIKE, a TAK)KE CBEJICHUS O JIaTe MPEOCTABICHUS U PETUCTPAITMOHHOM
HOMEpE 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOJUTEINS JIEKAPCTBEHHBIX CPENICTB TPEOOBAHUSAM IIPABHII
Ha/JIeXKAIIeH TPOW3BOACTBEHHON IPAKTUKH, BBIJIAHHOTO YIIOJHOMOYCHHBIM (elepalbHBIM OpraHOM
UCTIONTHUTENIbHON BJIACTH B OTHOLIEHUM W3MEHEHHOW W (WiIM) JOTMOJIHEHHON MPOU3BOJCTBEHHON
TUTOMIAJIKM JIGKAPCTBEHHOTO Tpernapara, WIH CBEJICHUS O JarTe MPEJIOCTABICHUS W PETHCTPAIMIOHHOM
HOMEpE pEeIIeHUsI YIOJTHOMOYEHHOTO (henepanbHOro OpraHa HCIONMHHUTEIHHOW BIIACTH O TPOBEACHUU
WHCIICKTUPOBAHUS  MPOU3BOJUTENS  JICKAPCTBEHHBIX CPEJACTB B  Clydae, €CJIH IPOW3BOJICTBO
JIEKapCTBEHHOTO Tperapara OCyIIecTBIsAeTCs 3a mpenenamu Poccuiickoit deneparuu.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 1.2 usmenena c 1 sneaps 2021 2. - @edepanvusiii 3axon om 27 dexabps 2019 2. N 478-D3
Cm. npedvloywyro pedakyuio



1.2. [Ipun HE0OOXOAUMOCTH BHECEHUS B JTIOKYMEHTHI, COEpKAIMECs B PErUCTPALMOHHOM JI0ChEe Ha
3apErUCTPUPOBAHHBINA  JIEKAPCTBEHHBIM mpenapar s MEIUIMHCKOTO MPUMEHEHUS, W3MEHEHUN,
YKa3aHHBIX B MyHKTE 4 4acTH 2 HACTOsILEH CTaTbU M TPEOYIOUIMX IMPOBEIEHUS AKCIEPTHU3bl KauecTBa
JICKAPCTBCHHLIX CPCACTB, 3adBUTCIIb AOMOJHUTCIBHO NPCACTABIACT B ynOJIHOMO‘-I@HHBIﬁ (pe):[epaanHﬁ
OpraH MCIOJHUTEIHHON BIIACTH CBEJICHUS O JaTe MPEeIOCTaBICHUS U PETUCTPALlMOHHOM HOMEpE JIMIICH3UH
Ha MpPOU3BOACTBO JICKAPCTBCHHLIX CPCACTB WJIM CBCACHUA O OATC NPCAOCTABJICHUSA U PCTUCTPALMOHHOM
HOMEpE 3aKJIOYEHUS O COOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHMSIM IPABUI
HaI[HC)KaIHCﬁ HpOHSBOI[CTBCHHOfI IMPAKTHUKHU, BbIJAHHBIX (HpCI[OCTaBJIeHHBIX) YIIOJIHOMOYCHHBIM
denepanbHbIM  OpPraHOM HCIIOJIHUTEIBHOW BIACTH B OTHOUIEHMM MPOM3BOACTBEHHOHN IUIOIIAKU
JIEKapCTBEHHOI'0 IIperapara, B caydae, eciii IPOU3BOJICTBO JIEKAPCTBEHHOIO Npenapara OCyIIEeCTBISETCS B
Poccuiickoii ®denepanuu, 1160 cBeIeHUS O J1aTe IPEIOCTABICHUS U PETUCTPALIMOHHOM HOMEpE BbIIaHHOM
YIIOJHOMOYCHHBIM OpraHOM CTpaHbl IHPOU3BOAUTCIIA JIMICH3MKU Ha IMMPOU3BOACTBO JICKAPCTBCHHOI'O
mpernapara u ee MepeBoj Ha PYCCKUM S3bIK, 3aBEPEHHBbIE B YCTAHOBICHHOM MOPSIKE, a TAK)XKE CBEACHUS O
JaTe TIPEAOCTaBICHUS M PETUCTPAIMOHHOM HOMEpPE 3aKJIIOYEHUS O COOTBETCTBUU IMPOU3IBOIUTEIS
JICKaPCTBEHHBIX CPEJICTB TPEOOBAHUAM MPABHI HAJICKAIICH MPOU3BOJICTBEHHONW MPAKTUKH, BBLAAHHOTO
YIIOJHOMOYCHHBIM (1)6I[CpaJH)HI)IM opraHomMm HUCIOJHUTEIBHON BJIACTH B OTHOIICHHUH HpOI/ISBOILCTBCHHOﬁ
IUTOMIAJIKK JIGKAPCTBEHHOTO Mpernapara, WIM CBEIEHHUS O JaTe MPEJOCTaBICHUS U PErucTPaliOHHOM
HOMEpE pemIeHHs] YINOJTHOMOUYEHHOTO (heAepabHOTO OpraHa HCIOJHHUTEIBHON BIACTH O IMPOBEICHHUU
WHCIIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHOIO CPEACTBA B  Cllyyae, €Cld IPOU3BOJICTBO
JIEKapCTBEHHOI0 IIpernapara OCyIIeCTBIAETCS 3a npeneiamu Poccuiickon denepannm.

Wudopmarus 06 H3MEHEHHSIX:

Cmamuws 30 donoanena wacmoto 1.3 ¢ 15 urona 2018 2. - @edepanvhuiti 3akon om 4 uonsn 2018 2. N
140-D3
1.3. IlpunsiTue pemieHuss 0 BHECEHWH W3MEHEHMM WM 00 OTKa3e BO BHECEHWU WU3MEHEHUU B
JTOKYMEHTBI, COJEpIalluecs B PETUCTPAMOHHOM JOChe Ha 3aperMCTPUPOBAHHBIN JIEKapCTBEHHBIN
nperapar Uil MEJUIIMHCKOTO MPUMEHEHUS, B ClTydae HEOOXOIUMOCTH TTPOBEICHHS IKCIIEPTH3bI Ka4eCTBA
JICKaPCTBEHHBIX CPEACTB W (WJIM) SKCIEPTU3bl OTHOIICHUS OXHAaeMOIl MOJB3bl K BO3MOKHOMY PHUCKY
MPUMEHEHHUS JICKQpCTBEHHOTO Ipernapara JIsi MEIUIIMHCKOTO MPUMEHEHHUsI OCYIIECTBIISETCS B CPOK, HE
MPEBBIIIAIOIINIA AEBSIHOCTA paboYMX JHEH, a B OCTAIIBHBIX CIydasx B CPOK, HE MPEBBIIIAIOIINNA TPUIIATH
pabounx JHEH cO JTHS TPHHSTHS YIIOJHOMOYEHHBIM (eepabHBIM OPTraHOM WCIIOTHHTEIBLHOW BIIACTH
3asIBJICHUS O BHECEHUU TaKUX U3MEHEHHIA.

Wndbopmairust 06 n3MEHEHUSX:

Cmamowsa 30 donoanena uacmoio 1.4 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 oexkabps 2019 2. N
475-D3
1.4. YnonHoMouyeHHbIH (enepanbHblii OpraH HMCHOJIHUTENBHOM BIACTH C YYETOM pE3YJIbTaTOB
(dapMakoHag30pa W MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB, HAXOISIIUXCS B TPAKIAHCKOM
o0opoTe, YCTaHOBIECHHBIM TPEeOOBAHUSAM K MX KauecTBY B TEUCHHE JECATH padouyux JHEH co THS
MIOCTYTUICHUSI COOTBETCTBYIOIIEH HWH(pOpMAIMH pa3MeliaeT Ha CBOEM OQHIMAIbHOM CaiiTeé B CEeTH
"NutepHer" cBefeHHS O HEOOXOAMMOCTH BHECEHUS B HMHCTPYKIHMIO 1O MEIUIIMHCKOMY HPUMEHEHUIO
JIEKApCTBEHHOTO TIpenapaTa M3MEHEHWH B OTHOIICHWH CBEJACHWUH O TOKa3aHUSAX ISl NPUMEHEHUS W
NPOTHBONOKA3aHUAX JJISI TPUMEHEHHS JIEKapCTBEHHOT'O Iperapara, BbISIBIEHHBIX MOOOYHBIX NEHCTBUSX,
HEXKENAaTeNBHBIX PEaKIHsIX MPH NPUMEHEHUH JIEKapCTBEHHOTO TIpernapara W yBEAOMIISIET 00 3TOM B
JJIEKTPOHHOU (opMe WM NMHCbMEHHOM (opme (Ha OyMaKHOM HOCHTENE) JAepKaTellss MM BIajeiblia
PETHCTPAIMIOHHOTO yJOCTOBEPEHHS JICKApCTBEHHOTO IIpenapaTta (WIM YIOJIHOMOYEHHOE WM JIPyroe
IOpUJIMYECKOe JIMI0), a TaKKe JAep)KaTesied WM BIAJENbIEB PEruCTPALMOHHBIX YAOCTOBEPEHUI
JIEKapCTBEHHBIX MpenapaToB (MM YIOTHOMOUYEHHBIX UMH IPYTUX FOPUIMUYECKHIX JIHIT), KOTOPBIE SIBIISTFOTCS
B3aMMO3aMEHSEMBIMHU.

Wndopmarus 06 H3MEHEHHSX:

Cmampws 30 oononnena wacmoto 1.5 ¢ 1 mapma 2020 2. - @edepanvhuiil 3akon om 27 dexkadps 2019 2. N



475-P3

1.5. [deprxaTenp WM BIAJENIEL] PETUCTPALMOHHOIO yIOCTOBEPEHMS JIEKAPCTBEHHOIO MIpenapara, a
TaKKe JeprKaTeld WIKM BIaJEbIbl PETUCTPALIMOHHBIX YIOCTOBEPEHU JIEKAPCTBEHHBIX MpEnapaToB (UiIu
YIOJHOMOYCHHBIC MU JPYTUC IOPUANYICCKUC HI/ILIa), KOTOPLIC SABJIAOTCA B3aUMO3aMCHACMbIMU, 065133.HBI
MPEJICTAaBUTh B YIIOJHOMOUYEHHBIN (peiepalibHblil OpraH MCIOJHUTEIBHON BIACTH 3asBJICHHS O BHECEHUU
N3MCHCHUI B JOKYMCHTBI, COACpIKAIIHUCCAd B PCETUCTPAOMOHHBIX HOOCBC Ha 3apCruCTPUPOBAHHBIC
JIEKApCTBEHHbIE IIpenaparbl Uil MEIULMHCKOIO IMPUMEHEHHs, B OTHOIICHMHM CBEACHHUH, YKa3aHHBIX B
MHCTPYKLUHU 10 MEAMIIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHBIX IIPENapaToB, B TEUEHUE COpPOKa paboumx
THE CcOo JHA pa3MelIeHUs YIOJTHOMOYEHHBIM (efepalbHbIM OpraHOM HCIIOJIHUTEIBHOW BIIACTH
uH(pOopMaIlni, yKa3aHHOW B yacTtu 1.4 Hacrosmiei crateu. JlaHHOEe TpeOOBaHUE HE PaCIpPOCTPAHSIETCS HA
CIyyau BHECEHUs B MHCTPYKLHMIO MO MEIUUMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOIO Ipernapara
W3MCHCHHI B OTHOIICHUH HOBBIX ITOKa3aHUU AJId MIPUMCHCHUS JICKAPCTBCHHOI'O ITperiapaTta Ha OCHOBAHUHA
PE3yNbTAaTOB COOTBETCTBYIOLIMX UCCIIEIOBAHUM.

Undopmaris 06 n3MEHEHUAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 uyacms 2 cmamovu 30 Hacmoswe2o
DedepanbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 8 cuny ¢ 1 saneaps 2016 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. DKcnepTu3a JIEKapCTBEHHBIX CPEACTB B YaCTU 3KCIEPTU3bl KAueCTBa JIEKAPCTBEHHOI'O CPEACTBA
U (WJIM) DKCTIEPTH3BI OTHOLICHUS O’KUIAEMOM IMOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO
npenapara A MEJUIMHCKOTO IMPUMEHEHHS MTPOBOAMTCS B Clydae BHECEHUS M3MEHEHHH B JJOKYMEHTHI,
coJiepKaliecss B PErHCTPAlMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JIEKaPCTBEHHBIM Ipemapar, B
OTHOUICHUH:

1) cBeneHmid, yKa3aHHBIX B HMHCTPYKIMH 1O MEIUIIMHCKOMY INPHUMEHEHUIO JIEKapCTBEHHOTO
npemnapara:

a) JeKapcTBeHHAs (hopMa ¢ yKa3aHHeM HaUMEHOBAaHUH M KOJIHMYECTBEHHOTO COCTaBa JICHCTBYIOIIHX
BEIIIECTB M KaUeCTBEHHOT'O COCTaBa BCIIOMOTATENIbHBIX BEIECTB (IIPU HEOOXOJUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

6) ¢apmakonuHamMMKa W (apMaKkOKMHETHKa (32  HUCKIIOYEHHEeM  (apMaKOKUHETUKU
TOMEOIIATHYECKUX JIEKAPCTBEHHBIX MPEMapaToB M PACTUTEILHBIX JIEKAPCTBEHHBIX MTPEMAapaToB);

B) MMOKa3aHUs JUIs IPUMEHEHMS,

T') IPOTHBOIOKA3aHUS JJIsl TIPUMEHEHUS;

1) MEPBI MTPEIOCTOPOKHOCTH NP IPUMEHEHHH;

€) yKa3zaHHEe BO3MOXHOCTH M OCOOCHHOCTEW NpPHUMEHEHHs JICKapCTBEHHOTO TIIperapara s
MEIUIUHCKOIO TNPUMEHEHUs OCpeMEHHbIMM O KEHIIMHAMH, JKEHIIMHAMH B TEpHOA TIPYIHOIO
BCKapMJIMBAHHUS, JI€THMH, B3POCIBIMHU, UMEIOIINMHU XPOHUYECKUE 3a00JIeBaHIS,

) PEeXKHUM J03UPOBaHUS, CIOCOOBI BBEACHUS M MIPUMEHEHMS, IIPU HEOOXOAUMOCTH BpeMs pUeMa
JIEKApCTBEHHOTO TIperapara, MpoI0JHKUTEIBHOCTh JICUSHHsI, B TOM YHCJIE Y JIeTe 70 W TOCIe OJHOTO
roja;

3) BO3MOXKHBIE TOOOYHBIE ICHCTBUS M HEXEJaTeIbHbIE PEaKIINN P TPUMEHEHUH JIEKAPCTBEHHOTO
npenapara;

1) CUMIITOMBI TIEPET03UPOBKH, MEPHI TI0 OKA3aHHIO MTOMOIIN TP TIEPEI03UPOBKE;

K) B3aUMOJICHCTBUE C APYTUMH JIEKApCTBEHHBIMHU ITpenapaTaMy U (MJIH) MUILEBBIMU IPOTYKTaAMU;

1) (opMbl BBIITyCKa JI€KapCTBEHHOT'O Iperapara;

M) yka3aHue (Ipu HEOOXOJMMOCTH) OCOOEHHOCTEW AEWUCTBHUS JIEKapCTBEHHOTO Mperapara IpH
NIEPBOM IIPHEME HITH TIPU €T0 OTMEHE;

H) CBEJICHHs O BO3MOKHOM BIIMSTHUM JIEKAPCTBEHHOTO Tpernapara Juis MEJUIIMHCKOTO IPUMEHEeHHU s
Ha CIIOCOOHOCTH YNPaBIISATh TPAHCIIOPTHBIMU CPEICTBAMH, MEXaHU3MaMH;

0) CPOK TOJTHOCTH U yKa3aHME Ha 3allpeT MPUMEHEHUS JIEKapCTBEHHOI'O Mpernapara no UCTEYCHUU
CpOKa TO/THOCTH;



1) YCIIOBUS XPaHCHUS;

P) YCJIOBUS OTITYCKa;

2) cocTaBa JCKapCTBEHHOTO Mperapara Jjisi METUIIMHCKOTO IIPUMEHEHUS;

3) u3MEeHEeHUs MeCTa MPOU3BOJICTBA JICKAPCTBEHHOTO Mpenapara JJis MEAUIIMHCKOTO TPUMCHCHHS,

4) n3MeHeHHs MMoKa3aTelel KauecTBa JICKapCTBEHHOTO Tpernapara Juisi MEIUIUHCKOTO TPUMEHEHHS
U (MJTM) METO/IOB KOHTPOJIS KauecTBa JIGKAPCTBEHHOTO Mpernapara Ak MEAUIIMHCKOTO IPUMECHCHHUS,

5) U3MEHEHUs CpoKa FOJJHOCTH JICKApPCTBEHHOTO Mperapara Jijisi MeJUIIMHCKOTO IIPUMECHEHUS;

6) cBelCHMI O HEOOXOJMMOCTH BHECCHUS WHBIX M3MEHEHUH B MHCTPYKIMIO IO MEAWIIMHCKOMY
NPUMEHEHHIO JICKQpPCTBEHHOTO Tperapara, a Takke B HHbBIC JIOKYMEHTBI, COJEpKaluecss B
PETHCTPAIIMIOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBINM Tpemapar. [Ipu 3Tom pemieHue o
NPOBEICHUH IKCIIEPTHU3bl Ka4eCTBA JICKAPCTBEHHBIX CPEJCTB M (WJIM) AKCIIEPTH3bI OTHOIICHUS OXKHUIAEMOMN
MOJIE3BI K BOBMOXXHOMY PHCKY IPUMEHEHUS JICKAPCTBEHHOTO Tperapara i MEIUIUHCKOTO TPUMEHEHHUS
NPUHUMAETCS B COOTBETCTBHMM C  YTBEPXKIACHHOW  YIMOJHOMOYEHHBIM (efiepalibHbIM  OpraHOM
WCTIOJTHUTEIILHON BJIACTH KiaccH(HKAIMel W3MEHEHHUW, BHOCHMBIX B JOKYMEHTBI, COJIEpIKaIlhecs B
PETUCTPAIIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpernapar.

Undopmaris 06 n3MEHEHUAX:
Yacmo 3 usmenena c 1 ansapsa 2021 2. - @edepanvhulii 3akon om 27 dexkaodps 2019 2. N 478-D3

Cm. npedvioyuyio pedakyuio

3. 3asBUTEND BIPaBE NPEACTABUTH 110 COOCTBEHHON MHUIIMATHBE BMECTE C 3asBJICHUEM O BHECEHUHU
U3MEHEHUH B JIOKYMEHTBI, COJEp)KallMecs B PETUCTPALlMOHHOM JOChE€ Ha 3aperuCTPUPOBAaHHBIN
JIEKApCTBEHHBIM IIpenapar Uil MEAULUHCKOrO INPUMEHEHHs, KOIHMHM JIOKYMEHTOB, IOATBEPKIAIOLINX
yILUIaTy TOCYJapCTBEHHOW IOLUIMHBI 33 BHECEHUE B JOKYMEHTBI, COJECpXKAILUHMECS B PErMCTPAlMOHHOM
JIOChE Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Uil MEAULMHCKOIO IPUMEHEHHUs], U3MEHEHUH,
TpeOYIOLINX MPOBEIEHHUs SKCIEPTU3bl JIEKApCTBEHHBIX CPEACTB B YaCTH JKCHEPTU3bl KayecTBa
JIEKapCTBEHHOI'O CpPeACTBa M (MJIM) AKCHEPTU3bl OTHOLIEHUS 0XKHMIaeMOM MOJIb3bl K BO3MOXXHOMY PHUCKY
IIPUMEHEHHUs JIEKapCTBEHHOTO Ipenapara i MEAUIMHCKOrO NPUMEHEHHM, TOCYAAPCTBEHHON MOIINHBI
3a BHECEHHE B JOKYMEHTBI, COJEp)Kalluecs B PETUCTPAMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIeKapCTBEHHbIM mIpenapaT Uil MEIUIMHCKOTO NMPUMEHEHMs, U3MEHEHUM, He TpeOyroIuX MpOBEIEeHUS
9KCIIEPTHU3bl JIEKAPCTBEHHOI'O CPE/ICTBA, a TaKXKe BbIJaBaeMble (IIPEIOCTABIISIEMbIE) YIOJHOMOYEHHBIMU
(benepanbHBIMU OpraHaMH HCIIOJHUTEIBHON BIACTH JOKYMEHTHI (CBEAEHUs), YKa3aHHbIe B yacTsax 1.1 u
1.2 Hactosimiedt crathu. B ciydyae uX HempeAcTaBieHUS YHNOJHOMOYEHHbIH (enepanbHblil opran
UCTIOJIHUTENIBHOW ~ BJACTH  3alpallliBaeT  yKa3aHHble  JIOKyMEHTBl  (CBEACHHs) B  MOpAIKE
MEXBEIOMCTBEHHOTO HH()OPMALIMOHHOTO B3aUMOICHCTBUSI.

4. B Tedenue aecaTu paboymx JAHEH cO IHSA MOCTYIJIEHUS YKa3aHHOTO B yacTh | HacTosIel cTaTbu
3asBJICHUS U HEOOXOJMMBIX JOKYMEHTOB YIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTEIbHON
BIIACTH:

1) npoBOAUT MPOBEPKY MOJTHOTHI U IOCTOBEPHOCTH CBEIEHUH, COAEPKALIUXCS B TIPEICTABICHHbBIX
3asiBUTEJIEM MaTepHUallax;

2) TpUHUMAET penieHWe O TMPOBEACHWM YKa3aHHBIX B 4YacTH 2 HACTOAMIECH CTaThU
COOTBETCTBYIOLIUX IKCIEPTH3 JIEKAPCTBEHHOT'O CPEICTBA MM 00 OTKa3e B UX MPOBEJCHUU;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. N 429-D3 6 nynkm 3 uacmu 4 cmamou 30 nHacmosiue2o
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
3) yBenomIIsIeT B JIEKTPOHHOM WM MUChbMEHHOU (hopMe 3asiBUTEINS O MPUHSATOM PEIICHUH WU B
cllydyae TPHHATUS pemieHust 00 OTKa3e B TPOBEIEHHH COOTBETCTBYIOUICH JKCIEPTH3BI C YKa3aHUEM
MPUYMH TAKOTO OTKa3a.

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 25 Hosopa 2013 2. N 317-@3 cmames 30 nacmoswezo Dedepanrbroco



3aKOHA OONOIHeHA Yacmoio 4.1

4.1. B ciy4ae BBIBICHHS HEIOCTOBEPHOCTU CBEACHHUH, COACPIKAIIUXCS B IMPEACTABICHHBIX
3asgBUTENIEM MaTepHaliaX, YIIOJIHOMOUYEHHBIN (penepanbHblii OpraH HCIOJHUTENBHON BJIACTU HANpaBIIsEeT
3aSBUTEIII0 3aMpoc 00 YTOYHEHWHM YKa3aHHBIX CBelIeHUH. JlaHHBIM 3ampoc MOXKET OBITh TepenaH
YIOJIHOMOYEHHOMY IPEICTABUTEIO 3asIBUTENS JIMYHO IOJ PACIHUCKY, HAIMpPaBJIEH IO MOYTE 3aKA3HBIM
MUCBMOM WJIHM TIEPEJIaH B AJIEKTPOHHOW (hopMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3u. B ciydae
HaIlpaBJIEHUsl JAHHOTO 3aIpoca IO MOYTE 3aKa3HbIM MUCbMOM OH CUMTAETCS MOJIYYEHHBIM 10 UCTEUYECHUU
LIECTU JTHEW C 1aThl HANPABJICHUS 3aKa3HOTO MUChMA.

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 25 Hosopa 2013 2. N 317-@3 cmames 30 nacmoswezo Dedepanrbroco
3aKOHA 0ONOHEeHA Yacmoio 4.2
4.2. 3asBuTenb 00s3aH MPEJACTaBUTh OTBET Ha 3aMpOC YIIOJIHOMOYEHHOTO (herepaapHOro opraHa
UCIIOTHUTENIbHOM BIAcTH B CPOK, HE MPEBBIMIAIONINI AeBSHOCTA paboO4YMX AHEH CO JHA TOTy4YeHHS
naHHoro 3ampoca. Cpok, yka3aHHBIH B 4YacTH 4 HACTOSIICH CTAaTbH, MPUOCTAHABIMBACTCS CO JHS
HAIpPaBIIEHUS 3asBUTENIO 3aIPOCa YIOIHOMOYEHHOTO (efepaibHOr0 OpraHa MCHOJHUTEIBHOM BIACTH 10
JTHSL TIOJIYYCHHUSI MM OTBETa Ha JAHHBIA 3alpOC W HE YYHUTHIBACTCS MPH WCYUCICHHHM CPOKa MPUHSATHS
pelieHuss O BHECEHUM HW3MEHEHUH B JOKYMEHTBI, COJAEpXalllhecs B PErucTPalMOHHOM JOChe Ha
3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar i MEAUIIMHCKOTO TPAMCHEHUS.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmo 5 cmamou 30 nacmosieco
DedepanbHo2co 3aKOHA 6HeCeHbl uUsMeHeHus:, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexem yacmu 6 npeovioyujeti pedaxKyuu
5. OcHOBaHMEM JIJIsl OTKa3a B MPOBEJACHUH yKAa3aHHBIX B YACTH 2 HACTOSIIEH CTAThU KCIIEPTHU3
SBIISIETCS TIPEJICTABICHUE JOKYMEHTOB, MMEPEUNCICHHBIX B YacTsAX 1 M 3 HACTOsAIIEeH cTaThu, B HEMOJIHOM
o0beMe, HENpeJCTABJICHHUE 3asBHUTEICM B YCTAaHOBIICHHBIM CPOK OTBETa Ha YKa3aHHBIA B dacTu 4.1
HACTOSAIIEH CTaThH 3alpoC YIMOJIHOMOYEHHOTO (heepaabHOr0 OpraHa MCIOJHUTEIHHON BIACTH, a TaKXKe
OTCYTCTBHE B IPEJCTABIICHHBIX JTOKYMEHTaX JOCTATOYHBIX CBEICHUH, TIOATBEPIKIAFOIINX HEOOXO0IMMOCTh
BHECEHUS] U3MEHEHUM, WM OTCYTCTBHE HH(POPMAIUH, TOATBEPKIAIONIEH (DaKT YIIaThl TOCYIapCTBEHHBIX
MOIIIJIMH, YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTaThH.
6. YKa3zaHHbIE B 4aCTH 2 HACTOSIIEH CTaThbH SKCIEPTHU3BI MPOBOAITCS B MOPSAKE, YCTAHOBICHHOM
crathelt 23 Hacrosiero deaepanbHOro 3aKOHa.

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrovim 3axonom om 22 oexaops 2014 2. N 429-d3 6 uacmv 7 cmamou 30 Hacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl usMeHeHus:, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexem yacmu 8 npedvioyujeli pedaKyuu

7. B cpok, HE TPEBBIMIAOIINUNA JECATH paOOUnX IHEH CO JHS MONYYCeHHUS 3aKITIOYCHHH KOMHCCUN
AKCIEPTOB MO pe3ysbTaTaM YKa3aHHBIX B YacTH 2 HACTOSIIIEH CTAaTbU SKCIEPTHU3, YINOJIHOMOYEHHBIN
denepanbHBIN OpraH UCTIOTHUTEIBHOM BIACTH:

1) mnpuHMMaeT pemieHHne O BHECEHHMHM W3MEHEHHWH B JIOKYMEHTBHI, COJepXKalluecs B
PErUCTPAllUOHHOM JIOCh€ Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar il MEIULMHCKOIO
MPUMEHEHUS, WU 00 OTKa3€ BO BHECEHHH TaKUX N3MCHCHHI,

2) BHOCHT B TOCYAApCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEJACTB HAa OCHOBAaHUU PEIICHUS O
BHECEHUH U3MEHEHHI B JJOKYMEHTBI, COJIEPIKAIUECS B PETUCTPALMOHHOM J1I0ChE€ Ha 3apETrUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar A MEAUIMHCKOTO TPUMEHEHHUs, HEOOXOAUMbIE U3MEHEHHS U BO3BpAIIaeT MX
3asIBUTEIIIO;

3) BbIIAET 3asBUTEII0 HOBOE PETUCTPALMOHHOE YIAOCTOBEPEHHE JIEKAPCTBEHHOIrO Mperapara B
Clydyae U3MEHEHUS CBEICHMM, COJIEPKAIIUXCA B HEM.

8. OcHoBaHMEeM i OTKa3a BO BHECEHHMM HM3MEHEHHH B JIOKYMEHTBI, COJepKalluecs B
pETUCTPALIMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar s MEAUIUHCKOTO



MPUMEHEHUS, SBIISICTCS 3aKII0YEHUE YIIOJIHOMOYEHHOTO (peiepaibHOTO OpraHa MCIOJHUTENBHOM BIACTH O
BO3MOXXHOCTH CHIKEHHS 0€30MacHOCTH, KauecTBa, 3()(PeKTUBHOCTH JEKApCTBEHHOTO CPE/ICTBA B Clydae
BHECEHUS TAKUX U3MEHEHUH.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrovim 3axonom om 22 Oekabpa 2014 e. N 429-®@3 uwacmv 9 cmamou 30 nacmoswezo
DedepabHo20 3aKOHA U3N0ACEHA 8 HOBOU pedaryuu, ecmynarowetl 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu

9. Jlomyckaercsi oOpalieHue JIEKapCTBEHHBIX IPENapaToB Ui MEIUIUHCKOTO MPUMEHEHHUS 0
UCTCUCHUSI CPOKA TOJHOCTH, MPOU3BEACHHBIX B TCUECHUE CTa BOCBMUJECATH JHEU IMOCIC JaThl TIPHHSITHS
YIIOJIHOMOYEHHBIM ()e/IepaIbHBIM OPraHOM HMCIIOJTHUTEIBHOW BJIACTH PEIICHUS O BHECEHUM M3MCHEHHI B
JIOKYMEHTBI, COJICPIKAIIUECS B PETUCTPAIIMOHHOM J0ChE, B COOTBETCTBUH ¢ HH(OpMAIIHEH, CoIepKaIeics
B JIOKYMEHTaX PETHUCTPAIIMOHHOTO JIOChEe Ha JICKApPCTBEHHBIN Mpermapar 10 JaThl MPHUHATUS TaKOTro
pelIeHHUS.

TIPUMEYAHUE:

CMm. xommeHTapuu Kk ctatbe 30 HacTosiero denepabHOr0 3aKOHa

Crarbs 31. BHecenne u3MeHeHU B JOKYMEHTBI, COACPIKALIUECS B PETHCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapart Ajs BETepUHAPHOTO TPUMEHEHUS

Undopmarist 06 n3MEHEHUAX:

Yacmo 1 usmenena c 1 ansapsa 2021 2. - @edepanvhulii 3akon om 27 dexkaops 2019 2. N 478-D3

Cm. npedvioyuyio pedakyuio

1. B mensx BHECEHHs] M3MEHEHUH B JOKYMEHTHI, COJCpKAIHEeCs B PErHCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH TMpenapar JUlsi BETEpUHAPHOIO IMPHUMEHEHHs, Jep)KaTeiab WIn
BIIafIeJIel] PETHUCTPALMOHHOTO YAOCTOBEPEHHs JIEKAPCTBEHHOIO IIperapaTa MM YHOJIHOMOYEHHOE UM
Jpyroe 0pUINYECKOe MO (Jajee B HACTOSIICH CTaThe - 3asBUTENb) MPEACTABISIET B YIOJTHOMOYEHHBIH
(denepanbHBI OpraH HMCIOJHHUTEIHHON BIIACTH 3asBIICHHE O BHECEHHM TAaKMX W3MEHEHHH 1o (opme,
YCTQHOBJICHHOHN YIOJHOMOUYEHHBIM (eiepalbHbIM OPraHOM HCIIOJIHUTENbHON BJIACTH, U NpUiiaraeMble K
HEMY W3MEHEHHsI B yKa3aHHBIC OKYMEHTBHI, a TaKXe JOKYMEHTHI, MMOATBEPKAAIONINE HEOOXOINMOCTh
BHECEHHUs TaKuX M3MeHeHuH. [Ipu HeoOX01MMOCTH BHECEHUSI H3MEHEHHH B JIOKYMEHTBI, CoJiepKalluecs B
PETUCTPAIIMIOHHOM JIOCh€ Ha 3apeTHMCTPHPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar il BETEPHHAPHOTO
NPUMEHEHHUS, B CIy4asxX U3MEHEHUs U (WIN) JOTOIHEHUS TPOM3BOJICTBEHHOM IUIONIAIKH JIEKapCTBEHHOTO
Cpe/CTBa, a TAaKXKe M3MEHEHHs ITOKa3aTesiell KadecTBa JIEKapCTBEHHOT'O IperapaTa il BETEPUHAPHOTO
OpUMEHEeHHUs M (MJIM) METOJ0B KOHTPOJS KadecTBa JICKApCTBEHHOI'O Mperapara JUlsl BEeTepUHApHOTO
NPUMEHEHHS 3asBUTENb JIOTIOJIHUTEIIHO TIPEACTaBIsIeT B YINOJHOMOYEHHBIH (enepanbHblii  opraH
UCTIOJTHUTENIbHOW BJIACTH CIENYIOIIUE TJOKYMEHTHI (CBEICHUS):

Wudopmanust 06 U3MEHEHUIX:
Ilynkm 1 usmenen c 1 ansaps 2021 2. - @edepanvusiii 3axon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloywyro pedakyuio
1) cBemeHMst O JaaTe MPEAOCTABICHHS W PETMCTPAIMOHHOM HOMEpPE JHMIIEH3WH Ha MPOH3BOJCTBO
JICKApCTBCHHBIX  CPEICTB, MPEIOCTABJICHHOW TMPOU3BOJMTENIO JIGKAPCTBEHHOIO Iperapara s
BETEPUHAPHOTO IPUMEHECHHUS, JIISI POCCUICKUX TPOM3BOIUTEICH;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 2 usmenen c 1 simeaps 2021 a. - @edepanvruiii 3axon om 27 oexaobps 2019 e. N 478-D3

Cm. npeovloywyro peoakyuio
2) cBefieHMs O JaTe MPEJOCTaBIEHUS M PErHMCTPAllMOHHOM HOMEpE JIMIIEH3MH Ha IMPOU3BOJCTBO
JICKaPCTBEHHBIX CPEACTB, MPEAOCTABICHHON MPOU3BOIUTENO (apMalleBTUYECKON CYOCTaHIINM, BXOISIIECH
B COCTaB JICKaPCTBEHHOIO IIpermapaTa Uil BETEPUHAPHOIO NPHUMEHEHHUs, s  POCCHUICKUX
MIPOU3BOAUTENEH;



3) Konus AOKYMEHTa, BBIJAHHOI'O YIOJHOMOYEHHBIM OPraHOM CTpaHbl NPOU3BOJUTENS AJIS
KQKJIOM NPOU3BOJCTBEHHON IUIOLIAAKU JICKAPCTBEHHOTO IIperapara JJisl BETEPUHAPHOIO NPUMEHEHUS U
HOJATBEPKIAIOLIET0 COOTBETCTBUE IPOU3BOJMUTENS JIEKAPCTBEHHOI'O Ipernapara TpeOOBaHUSAM IPaBUII
HaJUIe)Kalled IPOM3BOJICTBEHHONW IIPAKTUKHA, M €ro IIepeBOJ, Ha pPYCCKUM S3bIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM IOPAJIKE, @ TAaK)Ke KOIUS 3aKIHYECHHS O COOTBETCTBUU ITPOU3BOJIUTEIIS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHUSM  MpaBWJI  HAAJEKAIIEH  MPOM3BOJICTBEHHOM  MPAaKTHKH,  BBIJAHHOTO
YIOJIHOMOYEHHBIM (peZiepalIbHbIM OpPraHOM HCHOJHHUTEIbHON BIIACTH Ul KaXKAOH NPOMU3BOJCTBEHHOU
IUTOINAAKH JIEKAPCTBEHHOI'O IIpernapara il BETEPUHAPHOTO IMPHUMEHEHHs, JUOO KOMHUs PEICHHUs O
IIPOBEJCHUN MHCIEKTUPOBAHUS NPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB, NPUHATOrO YIOJIHOMOYEHHBIM
denepaabHBIM OpPraHOM HWCIOJIHHUTENBHOM BIACTH Ui  KaXJOM TMPOM3BOJACTBEHHOW IUIOIIAIKU
JIEKapCTBEHHOTI'O IIperapara il BETEPUHAPHOIO IPUMEHEHMS. Y Ka3aHHbIE JOKYMEHTHI IIPEACTABISAIOTCS B
clly4ae, €CIM IPOM3BOACTBO  JIEKAPCTBCHHOIO IIpenapara Juid BETEPUHAPHOIO  IPUMECHEHHS
ocylecTBiseTCs 3a npenenamu Poceniickon @enepanuy;

4) Komusg JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IMPOU3BOAUTEIS
(bapmalieBTHYECKON CYOCTaHLIMU U MOATBEPKAAIOIIEr0 COOTBETCTBUE MPOU3BOIUTENS (hapMalleBTUIECKOM
cyOCTaHIIMHM, BXOSIIEH B COCTaB JICKQPCTBEHHOIO IIperapara ajisl BETEPUHAPHOTO MPUMEHEHHS,
TpeOOBaHUAM MpaBUJ HaJUIeXKaLled NPOM3BOJICTBEHHON IMPAKTUKH, U €ro IMEpeBOJ Ha PYCCKUN S3BIK,
3aBEPEHHbIC B YCTAHOBJIEHHOM IOPS/IKE, B CIy4ae, €ClIM IPOU3BOJICTBO (hapMaleBTUIECKOW CyOCTaHIIUU
ocylecTBIsAeTCs 3a npeaenamu Poceniickoit @enepanuu.

Undopmaris 06 n3MEHEHUAX:

Cmamws 31 oononnena wacmoro 1.1 ¢ 15 uwona 2018 2. - @edepanvruitl 3axon om 4 uwona 2018 e. N
140-@3
1.1. B cnyyae usmeHeHust U (WJIK) JOMOJHEHHs MPOU3BOJICTBEHHOM IUIOMIAJIKH JIEKAPCTBEHHOTO
CpencTBa JIOKYMEHTBI, YKa3aHHbIE B 4YacTh | HacTOsIIeW CTaThbW, NPEICTABIAIOTCS 3asBUTEIEM B
OTHOIIEHMH W3MEHSeMOW U (MJIM) JOMOJHSEMOW TMPOM3BOACTBEHHON IUIOMIAJKH JIEKAPCTBEHHOTO
cpenctpa. Pemenne o BHECEHWM M3MEHEHHUM B JJOKYMEHTHI, COICPIKAIITUECS B PETHUCTPAIIMOHHOM JIOChE Ha
3aperuCcTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpernapar Ijs BEeTePUHAPHOTO MPUMEHEHHUs, Uil 00 OTKa3e B UX
BHECEHHH MPUHUMAETCS B Clydyae HEOOXOAMMOCTH MPOBEJCHUS IKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA B
CPOK, HE TIPEBBINIAIOIINN JAeBIHOCTA PabOUMX JHEH, a B OCTANBbHBIX CIy4asiX B CPOK, HE MPEBBIMIAIOIIUI
TpUAIIATH PabOYNX THEWU CO JAHS MPHUHSATHUS YIOJIHOMOYEHHBIM (PeepaIbHbIM OPraHOM MCIOJHUTEIHHOMN
BJIACTH 3asIBJICHUS] O BHECEHUU TaKUX U3MEHEHUM.

Wndhopmarist 06 n3MEHEHUSX:

Cmamos 31 oononnena yacmoio 1.2 ¢ 13 aszycma 2019 e. - @edepanvuviii 3akon om 2 aszycma 2019 2.

N 297-D3
1.2. B ciydae peopraHuszanuy AeprKaTessd WM BJIAJENbLa PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 TIpemnapara Juisi BETEpUHAPHOIO MpPHUMEHEHUs, pa3paboTuuKa WM TNPOU3BOAUTENS
JIEKapCTBEHHOI'O IIpernapara il BETEPUHAPHOIO IIPUMEHEHHUs B 3asBJIICHUM O BHECEHHM W3MCHECHUH B
JIOKYMEHTBI, COJIepKalIMecs] B PETUCTPAMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar Uil BETEPUHAPHOTO INPUMEHEHMS, YKA3bIBalOTCA JaHHBIE JOKYMEHTA, I10ATBEPXKAAOLIETO
BHECEHHE COOTBETCTBYIOUIMX M3MeHeHUI B EAMHBIN rocyaapcTBEHHBIH peecTp IOPUAMYECKUX JUL (IS
OpraHM3aluii, 3aperucTpUpoOBaHHbIX Ha Teppuropun Poccuiickoilt denepanum), UM MHOTO JAOKYMEHTA,
MOJITBEP KIAIOIIETO PEOPTraHU3aLMIO IOPUINUECKOro JHIa (IIsl OpraHu3alnii, He 3aperuCTPUPOBAHHBIX Ha
tepputopun Poccuiickoit denepanyn). 3asBiaeHre 0 BHECEHUN U3MEHEHUH B JJOKYMEHTBI, CO/IepIKaIInecs
B PETHCTPALlMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpenapaTr s BETEPUHAPHOIO
NPUMEHEHHS, U TpUiIaraeMbele K HEMY JOKYMEHTBI MPEACTaBISAIOTCS B YIOJHOMOUYEHHBIN (hesepaibHbIi
OpraH HCIOJHUTEIbHOM BJIACTH HE TO3/HEE 4YeM dYepe3 TpuauaTb pabouux AHEH co JHS BHECEHHUS
COOTBETCTBYIOIIMX M3MEHEHUHl B EJMHBIA TrocymapcTBEHHBIH peecTp IOPHIMYECKUX JUI (A7
OpraHu3aIyii, 3aperuCTPUPOBAHHBIX Ha TeppuTOopuu Poccuiickonr dDepepanuu) WM CO JHS TPUHITHSI
COOTBETCTBYIOILIETO JOKYMEHTA, MOATBEPKAAIOIIETO PEOPraHU3alMi0 OPUANYECKOro Juua (it
OpraHu3amyii, HE 3aperHCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit @enepanuu). B  ciydae



peopraHusanuu Jep)Karerns WiIM BIAJEeiIbla PErMCTPAlMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npernapara Uil BETEPUHAPHOIO NPUMEHEHHUS 3asBJIICHUE O BHECEHUM H3MEHEHUHM B JIOKYMEHTHI,
coJepXkalrecss B PErHCTPAlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpernapaTr mjis
BETEPUHAPHOTO MPUMEHEHMS, IOJAETCS KOPUAUYECKUM JIMIIOM, KOTOPOMY B XOAE PEOpraHu3aluu
IIEpEIaHo IIPABO BJIAICHUSA TAKUM PErUCTPALIMOHHBIM YOCTOBEPEHUEM.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 2 cmamvu 31 nHacmoswezo
DedepanbHoz20 3aKOHA 6HeCeHbl usMeHeHus, ecmynarowue 6 cury ¢ 1 utons 2015 2.

Cm. mexem yacmu 8 npedvioyujeli pedaxKyuu

2. B cnyyae BHeceHUs U3MEHEHHUI B JIOKYMEHTBI, COJEpKAIIUECs B PETUCTPALMOHHOM J0Che Ha
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar i BETEPUHAPHOTO NPUMEHEHHUS, B OTHOIICHUHU
CBEJICHUM, yKa3aHHbIX B nmojnyHkrax "e", "x", "k", "n", "H", "c", "x" nynkra 7 wactu 3 crarbu 17
HacToslero denepajibHOrO 3aKOHA, W3MEHEHHsS U (WJIM) JIONOJIHEHUS IPOU3BOJICTBEHHOW ILIOLIAAKU
JICKapCTBEHHOT'O CPEACTBa, a TakKe B Cilydyae H3MEHEHUs IoKa3aTeleld KadyecTBa JIEKapCTBEHHOTO
npenapara Jyisi BETEPUHAPHOTO NPUMEHEHUsT M (MJIM) METOJOB KOHTPOJISI KadecTBa JIEKAPCTBEHHOTO
mpenapaTta A BETEPUHAPHOTO MPUMEHEHUS MPOBOIUTCS JKCIEPTH3a JIEKapCTBEHHOI'O CPEACTBA IS
BETEPUHAPHOTO TpUMEHEHUs. B ciydae HEoOXOAMMOCTH BHECEHHS HWHBIX M3MEHEHUHU B JIOKYMEHTHI,
CoJlepiKallfecss B PETUCTPAllMOHHOM [OCh€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mperapar i
BETEPUHAPHOTO NMPUMEHEHHUSI, IKCIIEPTH3A JICKAPCTBEHHOTO CPEICTBA /JIsi BETEPUHAPHOTO IPUMEHEHHUS HE
MIPOBOJIUTCA.

Undopmarist 06 n3MEHEHUX:
Yacmo 3 usmenena c 1 ansapsa 2021 2. - @edepanvhulii 3akon om 27 dexkaops 2019 2. N 478-D3

Cwm. npedvioyuyio pedaxyuio

3. 3asBUTENb BIPaBE NPEACTABUTH 110 COOCTBEHHON MHUIIMATHBE BMECTE C 3asBJICHUEM O BHECEHUHU
U3MEHEHUN B JOKYMEHTBI, COJEpKalUecs B PETHCTPAlMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN IIpemnapar s BETEPUHAPHOIO IPUMEHEHHUs, KOIUU JTOKYMEHTOB, MOITBEPKIAAFOLIUX
YIUIATY TOCYAAPCTBEHHOW IOIUIMHBI 32 BHECEHUE B JIOKYMEHTBI, COJEPKAIIUECS B PETHCTPALMOHHOM
JI0OChE HA 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar AJi1 BETEpPUHAPHOIO IPUMEHEHHUs, U3MEHEHU,
TpeOyIOIMX MPOBENEHUSI SKCIEPTU3bl JIEKAPCTBEHHOIO CPEJCTBA, WJIM HM3MEHEHHH, He TpeOyrommx
IPOBE/IEHUS HKCIEPTHU3bl JEKApCTBEHHOTO CpeAcTBa. B ciydyae HeoOXOAMMOCTH HM3MEHEHHs CBEICHMIA,
COJIepXKAIIMXCS. B PETUCTPAlMOHHOM YJIOCTOBEPEHHMM JIEKApCTBEHHOI'O Ipernapara Jyuisi BETEPUHAPHOIO
IIPUMEHEHNS, C 3asBJICHUEM, YKa3aHHBIM B YaCTH 1 HACTOALIEH CTAaThH, 3aBUTEIb BIPABE NIPEACTABUTH 110
CcOOCTBEHHOM MHUILIMATUBE KOMHUIO JOKYMEHTA, TOATBEPIKAOIIEr0 yIaTy rocy1apCTBEHHOU MOIIIUHBI 3a
BbIJIayy PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKaPCTBEHHOTO Mpenapara. 3asBUTENb BIIPaBE NPEACTABUTD
1o cOOCTBEHHON MHMLIMATHBE CBEICHHUS O JIMIEH3USX, YKa3aHHbIe B MyHKTax | u 2 yactu 1 HacTosmien
CTaTbH, a TAaKXK€ BbIJIaBaeMble YIOJHOMOYEHHBIMU (heepaabHbIMU OpraHaMH HCIIOJIHHUTEIbHOW BIACTH
JIOKYMEHTBI, yKa3aHHbIE B ITyHKTE 3 4acTH | Hacrosiel cTaTbu. B ciiydae HenmpeacTaBleHUs yKa3aHHBIX
JIOKYMEHTOB (CBEIE€HUI) YIIOJIHOMOUYEHHBIN (eiepabHbIN OpraH MCIIOJIHUTEIBHON BJIACTH 3aIlpalinBaeT
yKa3aHHbIE JOKYMEHTHI (CBEJCHUS) B MOPAIKE MEKBEIOMCTBEHHOTO0 HH(POPMALIMOHHOTO B3aUMO/ICHCTBHSL.

4. B cpok, HEe TIPEBBIMIAIIAN 1eCATH pabOYUX THEH CO THS MOCTYIICHUS YKAa3aHHOTO B 4acTH 1
HACTOSIIEH CTaThbU 3asBJICHUS U HEOOXOIUMBIX JOKYMEHTOB, YIOJIHOMOYEHHBIH (heaepanbHbli OopraH
VICITOJTHUTEJIBHON BIIACTH:

1) npoBOANT MPOBEPKY MOJHOTHI U TOCTOBEPHOCTU CBEACHUMN, COAECPIKAILINXCS B IIPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) IpUHUMAET PELIEHUE O IPOBEIEHUH IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA JIJIsl BETEPUHAPHOIO
IPUMEHEHUs WK 00 OTKa3e B €€ IPOBEIECHUM;

3) yBenoMIIsieT B MUCHbMEHHOM (opMe 3asiBUTENSI O MPUHATOM PELICHUH WM B CIy4ae MPUHATHUS
pemeHust 00 OTKa3e B IPOBEICHUM HKCHEPTH3bl JIEKAPCTBEHHOIO CPEACTBA sl BETEPUHAPHOTO
IIPUMEHEHUs C YKAa3aHUEM IPUYUH TaKOr0 OTKAa3a.



Wndopmarius 06 H3MEHEHUX:

Cmamuws 31 dononnena wacmoto 4.1 ¢ 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 uousn 2018 2. N
140-D3
4.1. B ciy4ae BbISIBJICHUS] HEOCTOBEPHOCTH U (WJIM) HEJOCTATOUHOCTH CBEACHUMN, COACPKAIIUXCS
B TIPEJICTABJICHHBIX 3asBUTENIEM JOKYMEHTAX, YIMOJHOMOYEHHBINA (hefepanbHbIii OPraH MUCIOTHUTEILHOM
BJIACTU HAIPABIISIET 3asBUTENIO 3alpoc 00 YTOYHEHMM YKA3aHHBIX CBEICHHM. 3ampoc MOXET ObITh
nepeaH yInoJHOMOUYEHHOMY MPEACTaBUTENIO 3asBUTEINS MO/ PACHUCKY, HAIMPABJIEH IO MOYTE 3aKa3HbIM
MUCHMOM WJIM TIEpellaH B AJIEKTPOHHOU (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm CBs3u. B ciydae
HaTpaBIIEHUs 3arpoca 00 YTOYHCHHH YKa3aHHBIX CBEICHUH MO MOYTE 3aKa3HBIM IMHCHMOM OH CUHTACTCS
MOJITy4YEHHBIM 10 UCTEYSHHH LIECTH JTHEH ¢ JaThl HAMpaBJICHHs 3aKa3HOIO MUChMa.

Wndopmarius 06 M3MEHEHUSX:

Cmamuvs 31 dononnena wacmoto 4.2 ¢ 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 uousn 2018 2. N
140-@3
4.2. 3asBuTenb 00s3aH MPEACTAaBUTH OTBET Ha 3allpOC YIMOJIHOMOUYEHHOTO (herepanbHOro opraHa
WCIIOJIHUTEIIbHOW BJIACTH B CPOK, HE MPEBBIMIAIOIINNA JCBIHOCTA PAa0OUYMX JHEW CO JHS TMOJy4YEHUS
JaHHoro 3ampoca. CpokH, yka3aHHble B yacTd 1.1 Hacrosimieil ctatbu, NMPUOCTAHABIMBAIOTCS CO JHS
HaIpPaBJIEHUS 3asBUTENIO 3aIIPOCa YIOJHOMOYEHHOIO (efepajibHOr0 OpraHa MCHOJHUTENIBHOM BJIACTH 110
JTHSI TIONTyYSHHS OTBETA Ha JIaHHBIH 3aMpOC U HE YUUTHIBAIOTCS MPU UCUUCIICHUH CPOKA MPUHSATHUS PELICHUS
O BHECEHWUM U3MEHEHHUH B JOKYMEHTBHI, COJIEp)Kallluecs B  PETUCTPAIMOHHOM JIOChe Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJis BETEPUHAPHOTO MPUMEHEHHUS.

Undopmaris 06 n3MEHEHUAX:

Yacmo 5 usmenena c 15 urona 2018 2. - @edepanvruiii 3akon om 4 uions 2018 2. N 140-D3

Cwm. npedvioyuyio pedakyuio

5. OcHoBaHueM JUIsl OTKa3a B IIPOBEJCHHM OSKCIEPTU3bl JIEKAPCTBEHHOIO CPEJICTBA s
BETEPUHAPHOIO IPUMEHEHMS SBIIAECTCS NPEICTaBICHHE IOKYMEHTOB, YKa3aHHbIX B dacTax 1 u 3
HACTOALIEH CTaThbU, B HEMOJHOM OO0bEME WIIM OTCYTCTBUE B IPEJCTABICHHBIX JOKYMEHTAaX JIOCTATOYHBIX
CBEJIEHUI1, MOATBEPKAAIOIINX HEOOXOAUMOCTh BHECEHUSI N3MEHEHHH, TM00 HeNpeACTaBICHUE 3asBUTEIIEM
B YCTAQHOBJICHHBIM CPOK OTBETA Ha YKa3aHHBIA B yacTH 4.1 HacTosIIeH cTaThU 3alpOC YIOIHOMOYEHHOTO
(enepaabHOro OpraHa UCHOJHUTEIbHOM BIACTH.

6. DkcrnepTu3a JIEKapCTBEHHOTO CPEJCTBA JUIsl BETEPUHAPHOTO NMPUMEHEHUS B IIEJIIX BHECEHUs
U3MEHEHUN B JOKYMEHTBI, COJEp)KallUecs B PErUCTPALIMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIN MTpenapar sl BETEpUHAPHOTO IPUMEHEHUS, OCYILIECTBISAETCS B MOPSAJIKE, YCTAHOBIEHHOM
cratbel 24 HacTosero PenepalbHOTO 3aKOHA.

Wndhopmarrist 06 n3MEHEHUSX:
Yacmo 6.1 usmenena c 13 asecycma 2019 2. - @edepanvusiii 3axon om 2 agzycma 2019 2. N 297-D3

Cm. npedvloywyro pedakyuio

6.1. B cpok, He MPEeBHIMIANMINN 1eCATH padOYNX JHEH CO THS MOTYYCHHS 3aKIIOUEHUS KOMHCCUU
SKCIIEPTOB MO pPE3yJibTaTaM YKa3aHHOW B YAaCcTH 2 HACTOAIIECH CTaThH SKCIEPTHU3bI, YIOJHOMOYCHHBIN
denepanbHBIN OpraH UCTIOTHUTENIBHOMN BIACTH:

1) mnpuHMMaeT pemieHHe O BHECEHWHM W3MEHEHWHW B JOKYMEHTBHI, COJEpIKallhuecs B
PErUCTPAlMOHHOM JIOChE€ Ha 3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar il BETEPUHAPHOTO
MPUMEHEHUS, WU 00 OTKa3€ BO BHECEHHH TaKUX N3MCHCHHUI,

2) BHOCHT B TOCYAApCTBEHHBIM pEECTp JIEKaPCTBEHHBIX CPEJACTB HAa OCHOBAaHUU pEUICHUS O
BHECEHUH U3MEHEHHI B JJOKYMEHTBI, COJIEPIKAIMECS B PETUCTPAIIMOHHOM J1I0ChE€ Ha 3apETrUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapar JJisi BETePUHAPHOTO MIPUMEHEHH I, HEOOXOAMMbIC M3MEHEHHUSI ¥ BO3BpAIIaeT 3TH
JIOKYMEHTBI 3asBUTEIIO;

Wndopmarus 06 H3MEHEHHSX:

Yacmy 6.1 oonoanena nynkmom 3 ¢ 13 aseycma 2019 2. - @edepanvhviii 3akon om 2 ageycma 2019 e. N
297-D3



3) BbIIACT 3asABUTCIIIO HOBOC PETUCTPAIMOHHOC YAOCTOBCPCHUC JICKAPCTBCHHOI'O IIpfriapara IJId
BCTCPUHAPHOI'O IMPUMCHCHHUA B CJIydac HGO6XOI[I/IMOCTI/I N3MCHCHUA CBGHCHHﬁ, CoACpKaMXCAd B HEM, C
COXPAaHCHUEM HOMEpA paHEC BBIIJAHHOI'O PErUCTPAIMOHHOTO YAOCTOBECPECHUSA JICKAPCTBCHHOI'O IIpIiapara
AJid BETCPUHAPHOTO ITPUMCHCHMU.

Wndopmarus 06 H3MEHEHHSX:

Cmamusa 31 dononnena wacmoio 6.2 ¢ 15 uona 2018 2. - @edepanvhuiti 3akon om 4 uonsa 2018 2. N
140-D3
6.2. B ciyyae BHeceHUs] H3MEHEHHUI B JOKYMEHTBI, COACPKAIIUECS B PETUCTPALIMOHHOM JIOChE HA
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar il BETEPUHAPHOTO MPUMEHEHUS, B YaCTH, Kacarollencs
U3MCHEHUs W (WIW) JOTIOJHEHHs TMPOM3BOJACTBEHHOHN TIUIOIMIAIKK JICKQPCTBEHHOTO TMpernapara, Ipu
NPECTaBJICHUN 3asiBUTEIEM B COOTBETCTBHHM C NMYHKTOM 3 4yacTW | HACTOSIICH CTaThbH KOIUHU PEUICHHUS
YIIOJTHOMOYEHHOTO (he/iepaibHOr0 OpraHa HCIOJHUTEIBHON BJIACTH O NPOBEIACHUM HHCIICKTHPOBAHUS
NPOM3BOJIUTENST  JICKAPCTBEHHBIX CPEJICTB CPOK, YKa3aHHBIA B dYacth 6.1 HacTosIIeld CTaThwy,
MPUOCTAHABJIMBACTCA CO JHS TIOJIYUYCHUS 3aKIIOYCHHUS KOMHCCHUU OKCIIEPTOB JIO JHS TPHHSITHS
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM HMCITOJHUTEIBHOMN BJIACTH PEUICHUS O BbIIadye WU 00 OTKa3e B
BBIJIaYe 3aKIIOYCHHS O COOTBETCTBUU IPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHHSIM IPABHII
HaJIJIC)KAIIEH POU3BOJICTBEHHOM MPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMbJIECAT PabOUHX JHEH.

Undopmaris 06 n3MEHEHUAX:

Yacmo 7 usmenena c 15 uronsa 2018 2. - @edepanvruiii 3akon om 4 urons 2018 2. N 140-D3

Cm. npedvioyuyio pedakyuio

7. OcHOBaHMEM MJisi OTKa3a BO BHECEHWH W3MEHEHUI B JIOKYMEHTBI, COJEp)Kaluecs B
PETHCTPAIlMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIH Npemnapar s BETEPUHAPHOTO
NPUMEHEHHS, B CIy4asx, He TPeOYIOIUX MPOBEACHHS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPENICTBA, SIBIISETCS
IpeJCTaBiIeHNe JOKYMEHTOB, YKa3aHHBIX B yacTsxX 1 W 3 HacTosmied craThbd, B HENOJIHOM OOBbEMe WU
OTCYTCTBHE B TPEACTABICHHBIX JOKYMEHTaX CBEJCHHU, KOTOpPbIE OJHKHBI OBITh B HUX OTPa)KEHBI, THOO
HENpe/ICTaBICHUE 3asBUTENIEM B YCTAaHOBJEHHBIM CPOK OTBETa Ha yKa3aHHbI B yactu 4.1 Hacrosumei
CTaThH 3aIIPOC YIOTHOMOYEHHOTO (heaepaIbHOro OpraHa UCTIOIHUTEIBHON BIIACTH.

Wndopmarys 06 M3MEHEHHSAX:

Cmamus 31 dononnena wacmoto 7.1 ¢ 15 uronsa 2018 2. - @edepanvhuiti 3akon om 4 uonsn 2018 2. N
140-D3
7.1. OcHOBaHMEM [UIsi OTKa3a BO BHECEHWH W3MCHCHHUU B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIM Tpenapar Ailsi BETePUHAPHOTO
NPUMEHCHHUS, B CIydasX, TPEOYIONIMX IMPOBEACHHS KCIEPTU3BI JICKAPCTBEHHOTO CPEICTBA, SBISCTCS
3aKJTIOUYEHHE YIOJTHOMOUYEHHOTO (eIepalibHOTO OpraHa HWCHOJHUTENBHOM BIIACTH O BO3MOXKHOCTH
CHW)KCHHS 0€30IMacCHOCTH, KavyecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara BCIICICTBUE BHECCHHS
M3MEHEHUH B yKa3aHHBIE JOKYMEHTHI, OTKa3 YIMOJIHOMOUYEHHOTO (peiepallbHOTO OpraHa MCIOTHUTENbHOM
BJIACTH B BBIJaue 3aKIFOUYCHHUS O COOTBETCTBUHU MPOU3BOIMTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM
OpaBUJI HaJJIeXKalleld TPOU3BOJACTBEHHOW WPAKTHKKM B ClIydae W3MEHEHUS W (WIK) JOTOJHEHHS
NPOM3BOJICTBEHHON TUIOIIAAKH JICKAPCTBEHHOTO IIperapara, €Cld IPOU3BOJCTBO JICKAPCTBEHHOTO
mpernapaTa s BeTepHHAPHOTO MPUMEHEHUsS OCYIIeCTBIsieTcs 3a mpeaenamu Poccwuiickoit deneparnum,
WIA OTCYTCTBHE ITOTO 3aKITIOYCHUSI.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axkonom om 22 Oekabpa 2014 e. N 429-®@3 uwacmv 8§ cmamou 31 nacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroueli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
8. Jlomyckaercsi oOpalieHHe JeKapCTBEHHBIX MpPENapaToB JJIs BETCPUHAPHOTO MPUMEHEHHUS 10
UCTEUYCHHS CPOKa TOJHOCTH, IPOM3BEACHHBIX B TCUCHHE CTa BOCHBMHJIECSATH THEH IMOCIE JaThl PHHSATHUS
YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM HCIIOJIHUTEIHHON BIACTH PEIICHUS O BHECEHUU M3MEHEHHH B
JOKYMEHTBI, COJIepKaliecss B PErUCTPAIIMOHHOM JTOChe Ha JICKAPCTBEHHBIN MpEnapaT, B COOTBETCTBUU C



uH(popMalel, couepkalleiicss B JOKyMEHTaX PEeruCTPallMOHHOIO JI0ChEe Ha JIEKAPCTBEHHBIN Mpenapar 110
JIAThI IPUHSTHS TAKOTO PEILICHUS.
TIPUMEYAHUE:

CMm. komMmeHTapuu K ctatbe 31 HacTosero denepabHOIO 3aKOHA

Crarba 32. OT™MeHa rocyJapCTBEHHOM perucTpaluy JeKapCTBEHHOrO mpenapara

Pemenune 00 oTMEHE rocyIapCTBEHHOW PETHCTPAIMH JIGKAPCTBEHHOTO MpernapaTa U UCKIIOYCHUH
JICKapCTBEHHOI'0 IIpernapaTa M3 TOCYyJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB MNPUHUMAETCS
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM MCIIOJIHUTEILHOU BIIACTH B ClIydae:

1) nmpeacraBieHUST  COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (efepalbHbIM  OpPraHoM
UCTIOJIHUTENIHONW BJIACTH 3aKJIIOUYEHUS O pPHUCKEe MM 00 yYrpo3e 370pOBbIO, JKHU3HM YEJOBEKa MU
JKUBOTHOTO TPU MPUMEHEHUHU JIEKApCTBEHHOTO IMpemnapara, MpeBblaiuX ero 3¢G¢GeKTUBHOCTh, IO
pe3yabTaTaM OCyIIECTBISIEMOr0 IM MOHUTOPUHTA 0€301aCHOCTH JIEKAPCTBEHHOTO IIpernapara;

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-d3 ¢ nynkm 2 cmamvu 32 Hacmosuezo
DedepanbHo2co 3aKOHA 6HeCeHbl uUsMeHeHus:, ecmynarowue 6 cury ¢ 1 utons 2015 2.

Cm. mexkcm nynkma 6 npeovloyujeli peoaKyuu

2) momayM AepkaTeileM WM BIAJENbLEM PETHCTPAIIMOHHOTO YIOCTOBEPEHHs JIEKApCTBEHHOTO
npenapara WIM YIOJIHOMOYEHHBIM WM JPYTHMM IOPUAMYECKHM JIMIIOM 3asBICHUS 00 OTMEHe
TOCY/IapCTBEHHOM PErHCTpalMy JIEKAPCTBEHHOTO MPerapaTa;

3) HEMOATBEPKICHHUS TOCYJAPCTBEHHON PErHCTPALMU JIEKAPCTBEHHOTO Tperapara 1mo UCTeYCHUU
CpOKa JAEHCTBHUS PErUCTPALIMOHHOTO YI0CTOBEPEHUS, BEITAHHOTO Ha MSTH JIET;

4) HempeacTaBlIeHUS 3asBUTENEM HMHPOpPMALUMU, KOTOpask MOXET TMOBJeYb 3a Cco0oi
HEOOXO/IMMOCTh BHECEHMs M3MEHEHHMH B JOKYMEHTHI, COJep)Kallhecs B PEruMCTPAallMOHHOM JI0ChE Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM TIpenapaT, B TEYCHHWE TPHALUATH pPa0O4YMX JHEH Cco JHSA
HACTYIUICHUSI 3TUX U3MEHEHUH;

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 nynkm 5 cmamou 32 Hacmoswezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHUs, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxKyuu
5) ocCyIlecTBICHHUs] TOCYJapCTBEHHONW pPErdCTpalii JIEKapCTBEHHOTO TMpenapara MoJi TOPTOBBIM
HAUMEHOBAHHEM 3apETHCTPUPOBAHHOTO paHee MOJI dTUM TOPTOBBHIM HAMMEHOBAaHWEM JICKApPCTBEHHOTO
mpemnapara, OTINYaroIIerocs KaueCTBEHHBIM COCTaBOM JCHCTBYIONINX BEIIECTB;

Wudopmanust 00 U3MEHEHUIX:
Ilynkm 6 uzmenen ¢ 15 utons 2018 2. - @edepanvusiii 3axon om 4 urons 2018 2. N 140-D3

Cm. npedvloywyro pedakyuio
6) OCYIIIECTBIIEHHUS TOCYJAPCTBEHHON PETHCTPAIMU OJHOTO M TOTO e JIEKAPCTBEHHOTO TIpernapara
B OTHOIIEHWU OJHOTO M TOTO >K€ JIepKaTelsl WM BIaJeNiblla PETUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOTO TIpenapata B BHUIE JIBYX H 0oliee JIGKAPCTBEHHBIX MPENapaToB TOJ pPa3TUIHBIMU
TOPrOBBIMU HAMMEHOBAHUSIMU;
7) BbIHECEHHS CyIOM peUleHHss O HapylleHHH I[paB MpaBooOiajgaTesis O0OBEKTOB
UHTEJUIEKTYaJIbHON COOCTBEHHOCTH MPH OOpAIlIEHUH JIEKAPCTBEHHBIX CPEJICTB;

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 32 nacmosweeo DedepanbHoco
3aKOHa 0onoHeHa nyHkmom 8, scmynarowum 6 cuny ¢ 1 urons 2015 e.
8) oTcyTCcTBUS JIEKapCTBEHHOTrO MpenapaTa B oOpamienuu B Poccuiickoit @enepanuu B TeUeHUE
Tpex u 0oJee JeT;

Wndopmarus 06 H3MEHEHUSX:



Deoepanvrovim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 32 nacmosuwezo Dedepanvroco
3aKoHa oonoanena nyHkmom 9, scmynatrowum 6 cuny ¢ 1 urons 2015 e.

9) HEeBBIIOJIHEHHUS Jep)KaTeleM WM  BIAAENbLEM PErucTPalMOHHOTO  YAOCTOBEpEHUs
JICKapCTBEHHOTO TIperapaTa 00 YIOTHOMOYCHHBIM UMH JIPYTUM IOPHINYECKUM JIMIIOM MEPOIPHUSITHIA TIO
o0OecrieueHHI0  0E30MAaCHOCTH  JIEKApPCTBEHHBIX IPENaparoB, YCTAHOBJICHHBIX  YIIOJTHOMOYEHHBIM
denepatbHBIM OPraHOM HCIIOJHUTEIBHON BIACTH B COOTBETCTBUU C YaCTSIMU 3 U 4 cTaThyl 64 HACTOSIIETO
®enepalibHOTO 3aKOHA, B paMKax OCYILECTBICHUS (apMaKOHAI30pa;

Wndopmarius 06 M3MEHEHUAX:

Deoepanvrovim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 32 nacmosuwezo Dedepanvroco
3akona oonoanena nynkmom 10, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

10) oTkaza nepkarens WIM BIaJeliblla PETUCTPAIIMOHHOTO YAOCTOBEPEHHUsS JIEKaPCTBEHHOTO
npernapara Ju00 YINOJHOMOYCHHOTO MMM JPYTrOro IOPHIAWYECKOrO JIMIa OT BHECEHUS H3MCHCHUU B
UHCTPYKIMIO TI0 TMPUMEHEHHIO JICKApPCTBCHHOTO TNperaparta, KacarollUXCs HOBBIX ITOATBEPIKICHHBIX
JAHHBIX O TOM, YTO PHCK NMPHYMHEHUS BpeAa 30POBBIO UEIOBEKA WIIM JKHBOTHOTO BCJICICTBUEC MpUEMa
JICKApCTBEHHOTO Iperapara npeBbimaet 3PPEKTUBHOCT €r0 IPUMEHCHUSI.

Undopmarust 06 H3MEHEHHSX:

Cmampws 32 oononnena nynkmom 11 ¢ 1 ausaps 2023 2. - @edepanvusiii 3akon om 27 dexabps 2019 a.
N 475-D3

Cm. 6y0ywyro pedaxyuro
TIPUMEYAHUE:

CM. KoMMeHTapuu K cTarbe 32 HacTosero denepabHOT0 3aKOHA

Cratbs 33. ['ocy1apcTBEHHBIN peecTp JEKapCTBEHHBIX CPECTB
IMPUMEYAHUE:

Cwm. Ionoxenue o ['ocymapcTBeHHOM peecTpe JIEKapCTBEHHBIX CPEICTB, YTBEP)KACHHOE MUH3ApaBOM
P® 1 nexabps 1998 r. N 01/29-15
1. TocynmapcTBeHHBI peecTp JIEKapCTBEHHBIX CPEACTB COACPKUT IepeueHb JIeKapCTBEHHBIX
IpenapaToB, MPOIIEAIINX TOCYAaPCTBEHHYIO PETUCTpAIMIo, NepedyeHb (apMaleBTUYECKUX CYOCTaHIIMM,
BXOJISIIIUX B COCTAB JIEKAPCTBEHHBIX MPEMIAPaTOB, U CIEAYIOIIYIO HH()OPMAIHIO:
1) B OTHOIIEHUH JIEKAPCTBEHHBIX MTPETIAPATOB:

Wndhopmarist 06 n3MEHEHHSX:

DedepanvHuim 3akoHom om 22 oexkabps 2014 2. N 429-D3 ¢ noonynxkm "a" nynkma I yvacmu I cmamou
33 nacmosaweeo PedepanbHoco 3aKOHA HECeHbl UsMeHeHUs, ecmynarouue 8 cuny ¢ 1 utona 2015 a.

Cm. mexcm noonyHkma 6 npeovioyujeil peoaxKyuu
a) HaMMEHOBaHWE JIEKAPCTBEHHOTO IpemapaTa (MEXIyHApOIHOE HEMaTeHTOBAHHOE, WIIHN
TPYNIIMPOBOYHOE, HITH XUMHUYECKOE ¥ TOPTOBOE HAUMEHOBAHWS );
0) nekapcTBeHHas popMa ¢ yKa3aHHEM JI03UPOBKHU JIEKAPCTBEHHOTO Mperapara U ero KoJIN4ecTBa B
NOTPEOUTENHCKOM YIIaKOBKE;

Wndopmarys 06 M3MEHEHHSAX:
Iloonynxm "8" usmenen c 1 sneaps 2018 e. - @edepanvuviii 3axon om 28 dexabps 2017 2. N 425-D3

Cm. npeovloywyro peoakyuio

B) HAUMEHOBAHHME JIep)KaTeNs WM BiaJeiIblla PETUCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapaTa M CBEJICHUS O PETUCTpAIlMU AepKaTells WM BIaJeNlblla PErHCTPAIIHIOHHOTO YJOCTOBEPEHHUS
JICKapCTBEHHOTO Tpernapara JUisi MEIUIIMHCKOTO MMPUMEHEHHUS B KA4eCTBE HAJIOTOIUIATENIBIINKA B CTPaHe
peructpanuu (s pOCCHMCKUX IOPUINYSCKUX JIHIl - UACHTU(PUKAIMOHHBII HOMEpP HAJOTOTUIATENbIINKA
(MHH), nnst ”HOCTpaHHBIX IOPUIMYECKUX JIMI] - CTpaHA PETUCTPAIMH, HAUMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, peruCTPAMOHHBIA HOMED, KOJ HAJIOTOIJIATEeNBIINKA B CTPAHE PErHCTPaIy (MHKOPIIOPAITNH ) WU
€ro aHajor);



Wndopmarius 06 H3MEHEHUX:

Iloonynxm "2" usmenen c 1 ausaps 2018 . - @edepanvhuiii 3akon om 28 oexaobps 2017 2. N 425-D3

Cm. npeovlOywyro peoakyuio
I') HAUMEHOBAHUE U aIPeC MPOU3BOUTEIIS JIEKAPCTBEHHOTO MPernapaTa U CBEACHHS O PETUCTPAINH
IPOU3BOJIUTENS  JICKAPCTBEHHOrO  Ipermapata s  MEAMIIMHCKOrO  INPUMEHEHUS B  KauecTBe
HAJIOTOIUIATEIBIIMKA B CTPAHE PErHCTPAIUH (11 POCCUUCKUX IOPUAUYECKUX JIUIL - UICHTU(DUKAITMOHHBIN
HoMmep Hanororuiarensiuka (MHH), ans umHOCTpaHHBIX IOPUIMYECKUX JUI[ - CTpaHa PErUCTpaluu,
HAUMEHOBAHHE PETHCTPUPYIOLIETO OpraHa, PerUCTPAMOHHBIA HOMED, KOJ HAIOTOIUIATEIbIINKA B CTPaHE
peructpanuu (MHKOPIOPAIIUK) WK €T0 aHaJIoT),
Wndopmarius 06 H3MEHEHUSX:
Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 noonynkm "0" nynkma 1 wacmu I cmamovu
33 nacmosaweeo DedepanvbHo20 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynarowel 6 cury ¢ 1 uwons
2015 a.

Cm. mexkcm noonynkma 6 npeovloyujeti peoaKyuu

) bapmakoTepaneBTUYECKas rpyIma, KO/ JIEKapCTBEHHOI'O npernapara 1o
aHATOMO-TEPareBTHUYECKO-XUMUUYECKO Kilaccu(uKaluy, peKoMeHA0BaHHON BcemupHoil opranuzaiueit
3/1IpaBOOXPAHEHUS;

€) OKa3aHMs U MPOTHBOIOKA3aHHs K IPUMEHEHHUIO JIEKAPCTBEHHOT'O MPEnapaTa;

) MMOOOYHBIC JICUCTBUS JICKAPCTBEHHOTO TIPerapara;

3) CPOK TOJTHOCTH JIEKapPCTBEHHOTO TIperapara;

M) YCIIOBHS XpaHEHHUS JICKAPCTBEHHOTO MpETapara;

K) YCJIOBUS OTITYCKa JIEKaPCTBEHHOTO IIpenapara;

J) HoOMep (¢apMakomeWHONH CTaTbM WJIM B CiIy4ae €€ OTCYTCTBHSI HOMEpP HOpPMAaTHUBHON
JOKYMEHTAIUH THO0 HOPMAaTUBHOT'O IOKYMEHTA;

Wndhopmarrust 06 n3MEHEHUSX:

DedepanvHuim 3akonom om 22 dexabps 2014 2. N 429-D3 6 noonynkm "m" nynkma 1 wacmu I cmamou
33 nacmosaweeo PedepanrbHoco 3aKOHA BHeCeHbl U3MeHenus,, ecmynarouue 8 cuny ¢ 1 utona 2015 a.

Cm. mexcm noonyHkma 6 npeovioyujell peoaxkyuu
M) JlaTa TOCYJapCTBEHHOW DPETUCTPAIlMU JICKAPCTBEHHOTO Ipernapara W ero perrucTpariOHHBIN
HOMEp, JaTa 3aMEHbl PETHUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Mpernapara Ha OeccpouHoe
pPETUCTPAIIIOHHOE ~ YIOCTOBEpEHHE JIEKAPCTBEHHOTO TIpenapaTa, JaTa TOJadd  3asBICHHUS O
MOJATBEPXKJIEHUU TOCYJApCTBEHHOH  perucrpaiuy JIeKapCTBEHHOTO  IMpemapara, JaTa  OTMEHBI
rOCYIapCTBEHHOW PETUCTPALINN JICKAPCTBEHHOTO Mpernapara;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamvu 33 Hacmosiuje2o
DedepanbHo2o 3axona donoiner noonyukmom "n'", ecmynarowum 6 cuny ¢ 1 urons 2015 .
H) KaueCTBEHHBIM COCTAaB M KOJWYECTBEHHBIH COCTaB JICUCTBYIOIIMX BEMICCTB W KAYECTBEHHBIN
COCTaB BCIIOMOTATENbHBIX BEUIECTB JIEKAPCTBEHHOTO MIperapara;

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu I cmamvu 33 nHacmosiuje2o
Deoepanvroeo 3akoHa donoanen noonyukmom "o", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
0) uHpopMarrs 000 BceX pa3pelieHHbIX BUAaX BTOPUYHOH (MTOTPEOUTENBCKON) YIIAaKOBKH;

Wudopmanust 06 U3MEHEHUSX:

Hoonynxm "n" uzmenen ¢ 1 mapma 2020 2. - @edepanvuviii 3akon om 27 dexabps 2019 2. N 475-D3

Cm. npedvloywyro pedakyuio
1) JaTa MPHHATHS pEIICHHS O BO3MOXHOCTH PAacCMaTpUBATh JICKAPCTBEHHBINH Mpenapar MpH
rOCYJapCTBEHHON PErUCTpalii B KauecTBE OP(PaHHOTO JICKAPCTBEHHOTO Mpemnapata (s JeKapCTBEHHbBIX
IpernaparoB il MEAUIIUHCKOTO TPUMCHEHHS);



Wndopmarius 06 H3MEHEHUX:

Hloonynkm "p" usmenen ¢ 1 mapma 2020 e. - @edepanvusiii 3akon om 27 dekabps 2019 2. N 475-D3

Cm. npeovlOywyro peoakyuio
p) HaIMYWe JIEKapCTBEHHOI'O TNperapara B TEpeYHEe >XKU3HEHHO HEOOXOMUMBIX M BaXKHEHIINX
JICKapCTBEHHBIX NpenapaToB (sl JIEKapCTBEHHBIX NPENapaToB I MEIUIIUHCKOTO TIPUMEHEHUS ),

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 dexaops 2014 2. N 429-D3 nynkm I wacmu I cmamvu 33 Hacmosiuje2o
DedepanbHoeo 3axona donoaner noonyukmom "c", ecmynarowum 6 cuny ¢ 1 uronsa 2015 a.

C) HaJM4ue B JICKAPCTBEHHOM Ipernapare HapKOTUYECKUX CPEACTB, MCUXOTPOMHBIX BEIIECTB U UX
MIPEKYPCOPOB, MOIEKAIIUX KOHTPOI0 B Poccuiickoit @enepannn, B COOTBETCTBUU C 3aKOHOAATEICTBOM
Poccuiickoiit @enepanun, MexyHapoIHbIMU JoroBopamu Poccuiickoit @enepanuu, B ToM uncie EnunHoi
KOHBEHIIMEN 0 HapkoTudeckux cpeactBax 1961 rona u KonseHiueil o ncuxoTpomnHbix BemecTBax 1971
roja;

Wndopmarys 06 M3MEHEHHSX:
DedepanvHuim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 Hacmoswe2o
DedepanvHoeo 3akoHa dononaHen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 uronsa 2015 e.

T) uHbOpMalMsg O TOM, SBISIETCA JIM JAHHBIA JIEKAPCTBEHHBIH MpemnapaT peQepeHTHHIM

JIEKapCTBEHHBIM IPENapaToM;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 1 wacmu I cmamou 33 nHacmoswezo
DedepanvbHo20 3akona dononner noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
y) CBEIEHHsI O TOAaye 3asBICHHS O BHECEHWM H3MEHEHHH B JOKYMEHTBI, COAEp)Kalluecs B
PETUCTPAIIMOHHOM JI0Che Ha JIEKapCTBEHHBIH Mpenapar;
&) yrpatuia cuny ¢ 1 mapta 2020 r. - @enepanbhblil 3akoH oT 27 nekadps 2019 r. N 475-03

Wndopmarys 06 n3MEHEHHSAX:
Cm. npeovloywyro peoakyuio

DedepanvHuim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm 1 vacmu I cmamou 33 Hacmoswe2o
Dedepanvroeo 3akoHa dononnen noonyukmom "x", ecmynarowum 6 cuny c¢ 1 urons 2015 a.
X) CPOK BBEICHHUS JIEKAPCTBEHHOT'O TIperapara B rpaK1aHCKHil 000poT;
2) B OTHOLIEHUHU (PapMaleBTUUECKUX CYOCTAHIIMMNA:

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 e. N 429-D3 6 noonynkm "a" nynkma 2 wacmu 1 cmamou
33 nacmosawezo DedepanbHo20 3aKOHA BHeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem noonyHkma 6 npeovloyujeli pedaxyuu

a) HauMeHOBaHHE (apMareBTUYECKON CyOCTaHIUM (MEXIYHApPOJHOE HEMAaTCeHTOBAHHOE, WIIH
IPyNIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) HauMEHOBaHME U a/Ipec MPOU3BOAUTENS (papMalleBTUUECKON CyOCTaHINH;

B) CPOK F'OJTHOCTH (papMalieBTHUECKOM cyOCTaHIInY;

T) yCJIOBUS XpaHeHUs ¢papMalleBTUYECKON cyOCTaHIINu;

) Homep ¢apMakomeWHON cTaTh MM B Cllydyae €€ OTCYTCTBHSI HOMEp HOpPMaTHBHOM
JOKYMEHTAITUH JTHO0 HOPMAaTHBHOTO JIOKYMEHTA;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 nynkm 2 wacmu 1 cmamvu 33 Hacmosiuezo
DedepanbHo2o 3axona dononner noonyukmom "e", ecmynarowum 6 cuny ¢ 1 uronsa 2015 a.
€) Hanuuue (hapMmarieBTUUYEeCKON CyOCTaHIIMM B MEpeyHe HAPKOTHYECKUX CPEJCTB, IMCUXOTPOMHBIX
BEILIECTB M UX IPEKYPCOPOB, MOMJICKAIUX KOHTPOJr0 B Poccuiickon Penepaunu, B COOTBETCTBHHM C
3aKoHOJaTenbCcTBOM Poccuiickoit denepanuu, MexIyHaApOIHBIMA AoroBopaMu Poccuiickoin deneparuu,

B ToM uucie EnnHoil KOHBeHIMENH o0 HapkoTHueckux cpexncrtBax 1961 roma u KonBenumeidd o



MICUXOTPONHBIX BenlecTtBax 1971 roxa.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrovim 3axonom om 22 Oexabpa 2014 e. N 429-D3 uwacmsv 2 cmamou 33 Hacmosuezo
DedepabHo20 3aKOHA U3N0ACEHA 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeli pedaxKyuu

2. ®apmaneBTHUecKas cyOCTaHIMs, MPOU3BEAEHHAs I pealn3allii, MOXKET ObITh BKIIIOUEHA B
TOCYJapCTBEHHBIN pPEecTp JIEKapCTBEHHBIX CPEACTB HAa OCHOBAaHUHM 3asBICHHUSA pa3pabOTyMKa WIH
IPOU3BOJIUTENS JIEKAPCTBEHHOI'O CPEICTBA JIMOO YIOJIHOMOYEHHOTO HMH IOPHIMYECKOro JiMua IMpu
YCIOBUM TIPOBEJCHHMS B OTHOIICHHM TaKOH (hapManeBTHUECKOW CYOCTaHIIMM SKCIEPTU3bl KadecTBa
(apMmalneBTHYECKON CyOCTaHIIMM B IOpsJKE, YCTAaHOBJIEHHOM cTaTbed 34 Hactosmiero denepaabHOro
3akoHa. B oTHOmeHWM (apManeBTHUECKUX CYOCTaHIMH, TPOU3BEACHHBIX JUIsI pealu3aluu, B
roCyJapCTBEHHOM peecTpe JEKapCTBEHHbBIX CPEACTB COJACPKUTCA CleAyIoLIas nH(pOopMaIys:

1) HauMeHoBaHHE (papMalleBTUUECKON cyOcTaHIuU (MEXIyHApOJHOE HENAaTEHTOBAHHOE, WU
IPyNIIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

Undopmaris 06 n3MEHEHUSX:
Ilynkm 2 usmenen c 1 ansaps 2018 2. - @edepanvusiii 3axon om 28 oexabps 2017 2. N 425-D3

Cm. npedvioyuyio pedaxyuio

2) HauMEeHOBaHUe, aJpec MPOU3BOAUTEINS (apMalleBTUUECKON CyOCTaHIIMY, a TAK)KE B OTHOILIEHUU
JIEKapCTBEHHBIX CPEACTB Ul MEJULMHCKOIO NPUMEHEHUS CBEJACHHUS O PETUCTPALUU MPOU3BOAUTENS
(dapMmanieBTUYECKOM CyOCTaHIIMM B KauecTBE HAJIOroIUIaTeNbIMKAa B CTpaHe perucrpauuu (ams
POCCHICKMX IOPHIUYECKUAX JUI - WIACHTU(PUKAMOHHBIA HOMep Hanoromnatensinuka (MHH), mns
UHOCTPAaHHBIX FOPUIAMYECKUX JIMIl - CTpPaHa PErucTpalvd, HAMMEHOBAHUE PErMCTPUPYIOLIETr0 OpraHa,
pEerucTpalioHHbI HOMEp, KOJ HAaJOroIUIaTEeNIbIIMKAa B CTPAaHE PETMCTPalMU (MHKOPIOpalMH) WU €ro
aHaJor);

3) cpok rogHOCTH (PapMarieBTUIECKOM CyOCTaHIINN;

4) ycnoBust XpaHeHus: papMalieBTUUECKON CyOCTaHINH;

5) HoMep (QapMakoneiiHOW cTaTbM JUOO B Cclyyae €€ OTCYTCTBUS HOMEpP HOPMAaTUBHOMN
JOKYMEHTAIlMU WJIK HOPMaTUBHOTO TOKYMEHTA;

6) Hasninune papMaleBTUYECKONW CyOCTaHIIMU B NEpeYHEe HAPKOTHUECKUX CPEJCTB, MCUXOTPOIMHBIX
BELIECTB U MX IPEKYpCOpOB, MOAIEKAIUX KOHTponro B Poccuiickoit ®denepanuu, B COOTBETCTBUU C
3aKOHOAATeNbCTBOM Poccuiickont Denepannn, MeXIyHapOIHbIMU JoroBopamu Poccuiickoit @enepannu,
B ToM uucie EnnHON KOHBEHIMEH O HapkoTHueckux cpexncrtsax 1961 roma u KonBenumeinn o
NICUXOTPONHBIX BemecTBax 1971 rona;

7) naTta BKIIOYEHUs (apMaleBTUYeCKOl cyOCTaHLIMU B FOCYJapCTBEHHBIN PeecTp JIEKapCTBEHHBIX
CpE/CTB, JlaTa BHECEHHUS MU3MEHEHUH B JIOKYMEHTHI (hapMaleBTHUECKOW CYOCTaHIIMM, JaTa WCKIIOUEHUS
(dapmalieBTUYECKOM cyOCTaHLIMU U3 TOCYJapCTBEHHOI'O PEECTPa JIEKAPCTBEHHBIX CPECTB.

3. Ilopsnok BeneHUs TOCYJAapCTBEHHOI'O PEECTpa JEKAapCTBEHHBIX CPEICTB A MEIULHMHCKOIO
NPUMEHEHHUS U TOpPSAOK BEIEHUS TOCYAapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB  JUIS
BETEpUHAPHOIO TPUMEHEHUS YTBEPXKIAIOTCS COOTBETCTBYIOIIUM  YIOJIHOMOYEHHBIM (eiepaabHbIM
OpraHOM HCHOJHHUTENbHOM BJIACTH.

TIPUMEYAHHE:

CMm. koMMeHTapuH K ctathbe 33 HacTosmero denepanbHOro 3aK0Ha

Wudopmanust 06 U3MEHEHUIX:
Deoepanvrvim 3akonom om 22 Odekaops 2014 2. N 429-D3 naumenosanue cmamou 34 nacmosiujeco
DedepanbHoe0 3aKOHA UBNONCEHO 8 HOBOU pedakyuu, ecmynaroueli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm HAUMEHOBAHUSL 8 NPeOdblOYUWel PeOaKyuu
CraTtbsa 34. BriiroueHHne B rocyAapCTBEHHBIN pEECTp JIEKAPCTBEHHBIX CPEACTB U MCKIIIOUEHUE U3



rOCy/IapCTBEHHOT'O peecTpa JIEKapCTBEHHBIX CPEACTB (hapMaleBTHUECKONW CYOCTaHIIMH,
IIPOU3BENECHHOM JUIsl peanu3aiuu

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 1 cmamou 34 nacmosiweco
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
1. Jns BrmodeHust (apMarieBTHYECKOH CYOCTaHIIMM, TPOW3BEICHHOW I pealu3alui, B
rOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, MPOBOAUTCS IKCIIEPTU3A €€ KaueCTBa.

Wndopmarius 06 H3MEHEHUX:
Yacmo 2 usmenena c 1 aneaps 2021 2. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 478-D3

Cm. npeovloywyro peoakyuio
2. DkcmepTh3a KauecTBa YKa3aHHOM B dYacTu 1| Hacrosimield cratbu (QapMaleBTUYeCKOM
CyOCTaHITMH, COCTAaBICHHUE KOMHUCCUEH JKCIIEPTOB 3aKIIOUEHUH IO pe3ysibTaTaM dTOW DKCIEPTHU3Bl M UX
HAIpaBlieHUE B YIOJIHOMOYEHHBIA (heepanbHblii OpraH MCIOJHUTEIBHONW BJIACTH OCYIIECTBISIOTCS B
CPOK, HE TPEBBIMAOMINN MECTHACCITH PadOUYNX IHEW CO JIHSA MOJYYEHHUS SKCIEPTHBIM YUPEKICHUEM
COOTBETCTBYIOILIETO 3aJaHUsl YIOJIHOMOYEHHOro (perepaqbHOro oOpraHa HCHOJHUTENbHOW BIACTH H
CJIEIYIOIINX JOKYMEHTOB (CBEJICHUN):

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 1 usmenen c 1 smeaps 2021 2. - @edepanvruiii 3axon om 27 oexabps 2019 e. N 478-D3

Cm. npeodvloywyro peoakyuio
1) cBeneHust O JaTe MPEOCTABICHHUS U PErHMCTPALIMOHHOM HOMEpPE JIMIICH3UU Ha TPOHM3BOJICTBO
JICKaPCTBEHHBIX CPEJICTB MJIU CBEICHHUS O JIaTe MPEIOCTABICHUS U PETUCTPAIMOHHOM HOMEPE 3aKITIOUCHIS
O COOTBETCTBMM TPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAHMSM TPaBUI  HaAJexKalen
MIPOM3BOJICTBEHHON MTPAKTHKH, BBITAHHBIX (TMPEIOCTABICHHBIX) YITOJIHOMOUYEHHBIM (De/iepaTbHBIM OpraHOM
UCTIOTHUTENILHOM BJIACTH, B Cllydae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEACTBA OCYIIECTBISIETCS B
Poccuiickoit ®enepanuu;

Wndopmarys 06 H3MEeHEHHSAX:
Ilynkm 2 uzmenen c 15 uronsn 2018 a. - @edepanvrviii 3axon om 4 uronsa 2018 2. N 140-D3

Cm. npeodvloywyro peoakyuio

2) Komus JOKYMEHTa, BBIJAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOIUTEINS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKAAIOIIEr0 pa3pelieHne Mporu3BOJICTBA JIEKApCTBEHHOTO CPEJCTBA, U
€ro MepeBOJl Ha PYCCKHUI SA3BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM MOPSJIKE, a TAK)KE KOMUS 3aKIIIOUEHUS O
COOTBETCTBUU  NPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEJICTB  TpeOOBaHMSAM  NpPaBWJ  HaJJexallen
MPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (peepaqbHbIM OPTaHOM HCIOTHUTEIbHOM
BJIACTH, JTUOO KOMHUS PEIIEHUs YIOJIHOMOYEHHOro (efepalbHOr0 OpraHa HCHOJHUTEIbHOM BIIACTH O
MPOBECHUM HWHCIEKTUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHOTO CpPEICTBA. YKa3aHHbIE JOKYMEHTBI
MPEJICTaBIISIFOTCS B Cllydae, €ClId MIPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEJICTBA OCYIIECTBISETCS 3a IpeieIaMu
Poccuiickoit @enepanuu;

3) IOKYMEHT, COZIEp KAl CIEAYIONINEe CBEICHUSI O (DapMaIleBTHUECKOU CYyOCTaHITUU:

a) HauMeHOoBaHue (papMaleBTHIECKO CyOCTaHIINH, ee CTPYKTypa, O0Ire CBOICTBA,

0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHSI MTPOU3BOJACTBA C ONMMCAHUEM CTAJIUM MPOU3BOJCTBA U METOJOB KOHTPOJS Ha BCEX
CTaUAX MPOU3BOJCTBA;

I') ONKCaHKe Pa3pabOTKH Mpoliecca MPOU3BO/ICTBA;

J) ONHUCAaHWE KOHTPOJS KPUTHUECKHX CTaJuil Mpoliecca MPOU3BOACTBA U IMPOMEKYTOUHOMN
IPOIYKLHH;

€) TOKYMEHTaJIbHOE TTOITBEPIKACHUE (BAIMIAIINSI) POIIECCOB ¥ (UJTN) MX OIEHKA,

7K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;



3) XapaKTepPUCTUKA TIPUMECEH;

1) cnenudukanys Ha (papManeBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBaHHME;

K) aHAINTUYECKAE METOJIUKH, HCIOIb3yeMble TMPH OCYIIECTBICHUH KOHTPOJS KadecTBa
(dapmareBTHYECKON CyOCTaHIINH;

J) TOKYMEHTAJIbHOE MOJATBEPXKICHUE (BaJIHIAINS) aHAIUTHICCKHX METOIMK, MCIIOJIB3YEMbIX MPH
OCYILECTBICHIH KOHTPOJISI KauecTBa (papMalieBTHUECKO CyOCTaHIInY;

M) pe3yJIbTaThl aHAIM3a Cepuil (papMareBTUIECKON CyOCTaHIINN;

H) NepPEYCHb CTAHJAPTHBIX 00PA3LIOB MM BEIIECTB, UCIOIB3YEMBIX IPU OCYIIECTBICHUN KOHTPOJIS
Ka4yecTBa;

0) OIMCaHME XaPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaT€PHAJIOB U YKYIIOPOUHBIX CPE/ICTB;

1) JaHHBIC O CTAOUIILHOCTH (hapMaIeBTUUECKON CyOCTaHIINH;

P) CPOK F'OJIHOCTH;

Wuopmarus 06 H3MEHEHHSX:

Yacmo 2 donoanena nywkmom 4 ¢ 1 auneaps 2018 2. - Dedepanvhulil 3axkon om 28 oexabps 2017 .
N 425-@3

4) TOKYMEHT, COJEp KAl CBEIEHUS O PETUCTPALIMU [TPOU3BOIUTEINSI JIEKAPCTBEHHBIX CPEACTB JUIsS
MEJMIIMHCKOTO MPUMEHEHHUs B KayeCTBE HAIOTOIIATENbIINKA B CTpaHe perucrpauuu (A7 pOCCHHCKUX
IOPUIMYECKUAX JIMIl - WACHTH(HKAIMOHHBIM HOMep Hamoromatenbimuka (MHH), mns wHOCTpaHHBIX
IOpPUIMYECKUX JIUL - CTpaHa PErucTpalii, HAUMEHOBAaHUE PErUCTPUPYIOLIErO OpraHa, perucTpaluOHHbIN
HOMED, KOJI HAJIOTOIUIATEIBIUKA B CTPaHE PerucTpanuu (MHKOPIOpaIMy) WIH €r0 aHaJIoT).

3. Jlns mpoBedeHMs SKCHEPTU3bl KayecTBAa YKa3aHHOM B 4YacTh | HacTosled CTaTbu
(dapManieBTHYeCKOl CYOCTaHIIMM 3asBUTENb MPEACTABISIECT B YIOJIHOMOYCHHBIH (eepabHblil OopraH
WCIIOJIHUTEJIbHON BIIACTH:

1) 3asBieHME O BKIIOYEHUM B TOCYAAPCTBEHHBI pPEECTp JIEKAPCTBEHHBIX CPEACTB JaHHOU
(bapmareBTHYECKON CyOCTaHIINH;

Wndhopmarrist 06 n3MEHEHUSX:

DedepanvHuim 3axkoHom om 22 dexabps 2014 2. N 429-D3 nynkm 2 uacmu 3 cmamvu 34 Hacmosue2o
DeodepanvbHo20o 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynatowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxKyuu

2) Komus JOKYMEHTa, MOATBEP)KIAIOIIEro YIUIaTy TOCYAapCTBEHHOM MOLUIMHBI 32 BKIIOUEHHE B
rOCy/IapCTBEHHBIN pEecTp JIEKapCTBEHHBIX CPEJACTB (papMalieBTUUECKON CyOCTaHIIMHU, TPOU3BEIEHHOM IS
peanu3anuy, Jub0 Mo cCOOCTBEHHOW MHMIIMATHBE yKa3aHHBIM JIOKYMEHT. B ciyuae ero HempeacTaBieHuUs
3asiBUTEJIEM YIIOJIHOMOUYEHHBIH (heiepanbHblii OpraH HUCIOJHUTENbHON BJIACTU HPOBEPSieT (PAaKT yIUIaThbl
roCyJapCTBEHHON MOLUIMHBI 3asBUTENEM C HCHOJIb30BaHHEM MH(pOpManuu o0 ymjaTre rocynapcTBeHHON
NOLUIMHBI, cojaepkamieiicss B ['ocynapcTBeHHON HH(OPMALMOHHONW CHCTEME O TOCYAapCTBEHHBIX H
MYHHULIMNIAJIBHBIX IJIATEKaX, HA OCHOBAaHUM IIPEACTABICHHOW 3asBUTENEM KONHMU JOKYMEHTA,
MOATBEPKIAOIIET0 YIUIaTy FOCYAapCTBEHHOM MOLUINHBL,

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 o. N 429-D3 ¢ nynkm 3 uacmu 3 cmamvu 34 Hacmosiuezo
DedepanvHo20 3aKOHA 6HeceHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem nynkma 6 npeduvloyuel peoaKyuu
3) TOKYMEHTBI, YKa3aHHBIC B YACTH 2 HACTOSIICH CTaThU;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uwacmes 3 cmamou 34 nacmosiujeco
DeodepanvbHoeo 3aKOHA OONOIHeHA NYHKMoM 4, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
4) 3asgBiEeHME O BblJaye paspellieHus Ha BBO3 B Poccuiickyro @enepanuio KOHKpETHOW NMapTHH
HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEJCTBA, MpPEIHA3HAYEHHOIO JUIs MPOBEACHUSA YKa3aHHOM
AKCIIEPTHU3BI.

Wndopmarus 06 H3MEHEHHSX:



Cmamuws 34 oonoanena uwacmoio 3.1 ¢ 1 sneaps 2021 2. - @edepanvuviii 3axkon om 27 dexaobps 2019 e. N
478-D3
3.1. B caywyae HempeJCTaBieHHSA C 3asBICHHEM O BKJIIOYEHHHM B TOCYIapCTBEHHBIH peecTp
JICKapPCTBEHHBIX CPEICTB (papManeBTUUYECKOW CYOCTaHIIMHM JOKYMEHTOB, TMOJTBEPKIAIONINX YIUIATY
roCcy/1apCTBEHHOW MOLUIMHBI U YKa3aHHBIX B MYHKTE 2 4acTU 3 HACTOALICH CTaThH, a TAK)KE BbIJABAEMBIX
(IpeaoCTaBISIEMbBIX ) YIIOJTHOMOYEHHBIMU (peIepaIbHBIMU OPTaHaMU UCTIOTHUTEIILHOU BIIACTH JIOKYMCHTOB
(cBeneHMil), yKa3aHHBIX B MyHKTaxX | W 2 4acTu 2 HACTOAIICH CTaThH, YIOJHOMOYCHHBIH (eaepaabHbIi
OpraH UCIOJIHUTEIbHOM BJIACTH 3alpallMBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHMs) B TMOPSIKE
MEXBEIOMCTBEHHOTO HH()OPMALIMOHHOTO B3aUMOICHCTBUSI.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrovim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 4 cmamou 34 nacmoswezo
DedepanvbHo20 3aKOHA BHECeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

4. B Tedenue necsatu pabouux JHEH o JHS NPUHSITUSA 3asBJICHUS O BKIIIOUYCHUH YKa3aHHOM B 4acTH
1 HacTosimied crtatbu (hapMaleBTHUECKOW CYOCTaHIIMM B TOCYIApCTBEHHBIH PEECTp JIEKapCTBEHHBIX
CpPEACTB U JOKYMEHTOB, IEPEUMCIEHHBIX B 4YacTM 1 M nyHKTe 2 yacTh 3 HACTOSILIEH CcTaThH,
YIIOJIHOMOYEHHBIN (heiepaibHbI OPTraH UCIIOJTHUTEIHHOMN BIIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTU JIAHHBIX, COAEPKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JIOKYMEHTAX;

2) NpUHUMAET pEIIEHUE O HANpaBJIEHUH B HKCIEPTHOE YUPESKICHHE 3aJaHHs Ha IPOBEJCHUE
OKCIEPTH3bI Ka4eCTBA YKA3aHHOM B yacTh | HacTosimied cratbu (apMalieBTHUECKONW CYyOCTaHIIMH WA 00
OTKa3€ B TAKOM HalpaBJICHUHY;

3) yBeZIOMIISIET B DJIEKTPOHHOW WJIM MUCBMEHHOW (hOpMe 3asiBUTENS O MPUHSATOM PEUICHUU WK B
cllyyae 0TKa3a ¢ yKa3aHHeM IPUYHH TaKOro OTKasa.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvhvim 3akonom om 25 noaopa 2013 2. N 317-@3 cmamva 34 nacmoswezo Pedepanvrozo
3aKoHa donoHena yacmoio 4.1
4.1. B ciydae BBIABIECHHS HEIOCTOBEPHOCTH CBEIEHUH, COIEPKAIMXCA B IPEACTABICHHBIX
3asiBUTENIEM MaTepuanax, YIOJHOMOYEHHBIN (elepalibHblil OpraH HCIOJIHUTEIbHOW BIAcTU HaIpaBisieT
3agBUTENIO 3alpoc 00 YTOUYHEHUM YyKa3aHHbIX cBeAeHui. JlaHHBIA 3ampoc MOKeT ObITh TNepenaH
YIIOJTHOMOYEHHOMY MPEJICTAaBUTEN0 3asBUTENS JUYHO IMOJ PACHUCKy, HANpaBlieH IO IOYTe 3aKa3HbIM
NUCbMOM WM Tepe/iaH B AJIEKTPOHHON (opMe MO TeIeKOMMYHUKAIMOHHBIM KaHajlaM CBsi3u. B ciydae
HaIpaBJIEHUS JaHHOTO 3ampoca Mo MOoYTe 3aKa3HbIM MMMCbMOM OH CUUTAETCSI MOJIYYEHHBIM 110 UCTEUEHHUH
LIECTU JHEW ¢ AaThl HAPaBJICHMS 3aKa3HOIO ITUChMa.

Wudopmanus 06 U3MEHEHUSX:

DedepanvHvim 3akoHomM om 25 Hosaopa 2013 2. N 317-@3 cmames 34 nacmosawezo DedepanbrHoco
3aKOHA OONOIHEHA Yacmuio 4.2
4.2. 3asBuTenb 00s3aH MPEACTABUTh OTBET Ha 3alpoC YMOJTHOMOUYEHHOTO (henepaabHOro opraHa
UCTIOJTHUTEIIGHOM BJIACTH B CPOK, HE MPEBBIMIAIONIMKA JeBIHOCTA pabOYMX JHEW CO JHS IOJYYICHHUS
naHHoro 3ampoca. Cpok, yKka3aHHBIH B 4YacTH 4 HACTOSIIEH CTAaTbH, MPUOCTAHABIMBACTCS CO JHS
HaIpaBJICHUS 3asIBUTENIO 3aMpoca YIOJIHOMOYEHHOTO (eepaabHOTO OpraHa MCTOJHUTEILHON BIACTH JI0
TTHS TIOTYYEeHHUST UM OTBETa Ha JaHHBIN 3alpoc M HE YYUTHIBAETCS MPU HCUUCICHUU CPOKA DKCTIEPTU3BI
KauecTBa (papMaleBTUYCCKON CYOCTAHIIMM, HEHUCIOIh3yeMOW TIPH IPOW3BOJICTBE JICKAPCTBCHHBIX
MpernapaToB.
Wudopmanust 00 U3MEHEHUIX:
Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uwacmv 5 cmamou 34 nacmosiuweco
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroueli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm yacmu 6 npeovloywetl pedaKyuu
5. OcHOBaHWeM JUIsl OTKa3a B HANpaBJICHUH B AKCIEPTHOE YUPEKACHUE 3aJaHUs Ha MPOBEICHHE



9KCHEPTU3bl KaueCTBa YKa3aHHOU B yacTu | HacTodAwlel ctaTby (papmManeBTHUECKO cyOCcTaHIIMU ABISETCA
HEMpE/ICTaBICHUE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSINEH CTaThbH, OTCYTCTBHE HH(MOpMAIIHH,
noATBepkKAaouied (akT ymwIiaTbl TOCYJapCTBEHHOW IOLUUIMHBI 3a BKIIOYEHHE (apMalieBTUUECKON
CyOCTaHIIMM, TPOM3BEACHHOW I pealn3aluyd, B TOCYIApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJICTB,
HENpe/ICTaBICHUE 3asBUTENIEM B YCTAaHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHbIM B yactu 4.1 Hacrosmei
CTaThU 3aIpPOC YIMOJHOMOUYEHHOTO (e/lepalbHOTO OpraHa MCIOJHUTENFHON BIIACTH WM TPEACTaBICHUE
JIOKYMEHTOB, HE COAEPKALIMX UCUEPIIBIBAIOLIETO MEPEYHs] HEOOXOAUMBIX CBEJICHHH.

Wndopmarius 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 6 cmamou 34 nHacmoswezo
DedepanbHo20 3aKOHA 6HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 utons 2015 2.

Cm. mexem yacmu 8 npedvioyujeli pedaxKyuu

6. B Teuenme mnsATHagUAaTH paboOuMX IHEW €O JHSA IOJYyYEHUs pPEIIEeHUs YHOJHOMOYEHHOI'O
(denepanbHOro OpraHa MCHOJHUTENIBHON BJIacTU O HAIlpPaBJIEHUU B 3KCIEPTHOE YUPEKICHHUE 3aJaHus Ha
IPOBE/IGHUE SKCIEPTU3bl KayecTBa yKa3aHHOM B dacTH | HacTtosAwled crtarbu (hapMaleBTHUECKON
CyOCTaHIIMM 3asBUTEIb MPEJCTABISET B SKCIEPTHOE YUPESKICHHUE Ul POBEEHUS JAHHOW SKCIIEPTU3HI
o0pa3ubl papMaleBTUYECKONH CyOCTaHIIMM B KOJMYECTBE, HEOOXOAUMOM JUIsl BOCIPOU3BEAECHUS METO/I0B
KOHTPOJISI KadecTBa. ODKCIEPTHOE YYPESKICHHE MpH IOJy4YeHHH O0Opa3loB YyKa3aHHOW B dYactu |
HaCTOsIIEH CTaThu (papMaleBTUUECKOM CyOCTaHIIMM BBIAAET 3asBUTENIO JOKYMEHT, MOATBEPKIArOILUI
HOJIy4yeHHUE 3TUX 00pa3LoB, U B CPOK, HE MIPEBBILIAIOIINMI TpeX pabouux AHEH, YBEIOMIISIET B 3JIEKTPOHHOM
WIN MUCbMEHHOM (popMe 00 3TOM YHOJTHOMOUYEHHBIN (peepanbHblii OpraH UCIOJHUTEIbHOMN BIacTu. OTU
CPOKH HE BKJIIOYAIOTCS B CPOK IPOBEICHUS TaHHOM DKCIIEPTU3HI.

7. JIOKyMEHTBI, IIOCTYNUBIINE B 3KCIEPTHOE YUPEKIECHUE IS IIPOBEACHUS SKCIIEPTU3bl KauecTBa
yKa3aHHOM B uacTu | Hacrosiied cratbu (apManeBTUUYECKOW CyOCTaHLMH, NOJJIEKAaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (he/iepanbHblii OpraH HCIOJHUTENBHON BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMH IO
pe3yapTaTaM IPOBENCHHON dKCIIEPTU3BI.

8. B cpok, He mpeBbIIAOIUN MATH pabOYMX JHEH CO JHS MOJIYYEHHUS 3aKJIIOYEHHsS KOMHCCUU
SKCIIEPTOB MO pe3ysibTaTaM J3KCIEPTH3bl KadecTBa YKa3aHHOM B 4YacTh | HacTOALIEW CTaTbH
(bapmaleBTHYECKON CyOCTaHIMH, YIIOJTHOMOUYEHHBIH (peiepanbHbIi OpraH UCTIOIHUTEIBHON BIACTH:

1) ocylecTBIsIET OLIEHKY TAKOTO 3aKJIIOUEHHUS JJISl ONpPENETCHHs] €ro COOTBETCTBUS 3aJaHUI0 Ha
IIPOBEJEHUE TAHHOU IKCIIEPTU3HI,

2) UnOpUHMMAaeT peuleHHe O BKJIIOYEHWHM YyKa3aHHOM B 4YacTM | Hacrosimed CTaTbH
(bapmaleBTHYECKON CyOCTaHLIMU B IOCYJapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEACTB WIM pelieHue o0
OTKa3€e B TAKOM BKJIIOYEHUU;

Wndopmarys 06 H3MEeHEHHSAX:
Ilynkm 3 uzmenen ¢ 28 doexabps 2019 e. - @edepanvusiii 3akon om 27 dexaops 2019 2. N 462-D3

Cm. npeovloywyro peoakyuio
3) BHOCUT NpU NPHUHIATHUM PEILIEHHS O BKJIIOUYEHUM YKa3aHHOM B 4acTH | HacToOsALIEH CTaTbH
(dapmaleBTUYECKOM CyOCTaHIIMM B TOCYJapPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEAICTB MPEAYCMOTPEHHYIO
yacThlo 2 crathu 33 Hacrosimero degepasbHOro 3akoHa HMHGOpPMAIMIO U YBEAOMISET 00 3TOM B
JJIEKTPOHHON MJIM MUCbMEHHOU (hopMe 3asiBUTEIS.

Wndopmarys 06 M3MEHEHHSAX:
Yacmov 9 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 e. N 140-D3

Cm. npedvloywyro pedakyuio
9. OcHoBaHueM i1 OTKa3a BO BKJIIOYEHMM YKa3aHHOM B 4YacTu |  Hacrosmen
CTaTh¥ (papMareBTUIECKONW CyOCTaHIIMN B TOCYAAPCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEICTB SIBISICTCS
3aKJTIOYEHUE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (henepanbHOro opraHa HMCIOJHUTEIHHOW BIACTH O
TOM, YTO Ka4eCTBO (hapMaIleBTUIECKON CyOCTaHIIMH HE TIOITBEPKICHO MOTyYeHHBIMH JaHHBIMU.

Wndopmarus 06 H3MEHEHHSX:



Deoepanvrovim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 34 nacmoswezo Dedepanvroco
3akoHa oonoanena yacmoio 10, ecmynaroweti 6 cuny ¢ 1 utona 2015 2.
10. He momyckaeTcss BKJIIOUCHHE B TOCYAApCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEACTB OJHOU
(dapManeBTUYECKON CyOCTaHIIMM, TPOU3BEICHHONW I peaju3allid U BBITYCKAEMOW OIHUM H TEM Ke
NIPOM3BOJIUTEIIEM, B BUJIC ABYX U 00JIee peeCTPOBBIX 3aITUCEH.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrovim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 34 nacmoswezo Dedepanvroco
3aKkoHa oonoanena yacmoio 11, ecmynaroweti 6 cuny c 1 utona 2015 2.
11. BHecenue m3MeHeHUIl B JOKYMEHThI Ha (papMaleBTHUECKYI0 CYOCTaHIIMIO, NMPOU3BEACHHYIO
JUTSL peaTi3aliii U BKIIOUEHHYIO B TOCYIaPCTBEHHBIN PEeCTp JICKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISICTCS B
nopsigke, ycraHoBiieHHOM ctaTbsiMu 30 u 31 mHactosimero ®enepanbHOr0 3aKoHa, C YIUJIATOH
rOCYIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHONW 3aKOHOATENbCTBOM Poccuiickoi deaepanuu 0 Hajlorax
U cOopax.

Undopmarist 06 n3MEHEHUX:

DedepanvHuim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamovsa 34 nacmoswezo DedepanbHo2o
3aKoHa donoanena yacmoio 12, ecmynaroweti 6 cuny ¢ 1 utona 2015 2.
12. lonmyckaetcst oOpaieHue papMareBTHUYECKUX CYOCTaHIIHMA, IPOU3BEACHHBIX Ul pPean3alliy,
B TE€UCHHE CTa BOCBMHUICCATH JHEU IO M TOCJTC MPUHATHS YIOJTHOMOYCHHBIM (efepaTbHbIM OpTraHOM
UCIIOJIHUTEIILHOW BJIACTH PEIICHUST O BHECCHWW HW3MEHCHHMH B JIOKYMEHTHI Ha (DapMaieBTUYECKYIO
CyOCTaHIMIO, TPOM3BEACHHYIO [UIsl pealu3alid ¥ BKIIOYCHHYI0O B TOCYJIAapCTBCHHBIH peecTp
JICKapCTBEHHBIX CPE/ICTB.

Undopmarius 06 n3MEHEHUSX:

DedepanvHuim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamovsa 34 nacmoswezo DedepanbHo2o
3aKoHa donoanena ywacmoio 13, ecmynaroweti 6 cuny ¢ 1 utona 2015 2.

13. Pemenne 00 WCKIIOYEHWH U3 TOCYIJApCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB
(dapManeBTHYECKON CyOCTaHIINM, TPOW3BEICHHONW JUIS peall3allid, NMPUHUMASTCS YIIOJTHOMOYCHHBIM
dbenepanbHBIM OPTaHOM HCTIOTHUTEIHHON BIACTH B CIyYae:

1) nmpeacraBieHUST ~ COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (eJACpaTbHBIM  OpPraHOM
UCTIOTHUTENIbHON BJIAcTU 3aKIIOYEHHs] O PUCKE WM 00 Yrpo3e >KU3HHU WU 3I0pPOBBIO uYejoBeka 0o
YKUBOTHOT'O TIPH HUCIOJIb30BAHUH JICKAPCTBEHHOTO CPEJICTBA;

2) momauu pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEJCTBA WM IPOU3BOIHUTENEM JIEKapCTBEHHOTO
CpelcTBa JTUOO YINOJHOMOYCHHBIM HMH JIPYTUM FOPUIUYCCKUM JIMIIOM 3asBJICHHS 00 HMCKIIIOUCHUU W3
TOCY/IapCTBEHHOTO pPeecTpa JIEKAPCTBEHHBIX CPEACTB (apMalleBTUUECKON CyOCTaHIINH, MPOU3BEICHHON
JUTS pealTi3allvi;

3) oTcyTcTBUS (hapMarleBTHUECKON CyOCTaHIINM, MPOU3BEACHHON IS peanu3alii, B 0OpalleHuu B
Poccuiickoit deneparuu B TeUeHNE TpeX U Oojee JeT.

TIPUMEYAHUE:

Cwm. koMMeHTapuu K ctathe 34 HacTosimero denepaibHOrO 3aKOHA

Cratba 35. Yrpatuia cuiy ¢ 1 urons 2015 r.

Wudopmanust 06 U3MEHEHUIX:

Cm. mexkem cmamou 35

Cmamuws 36 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexaops 2019 . N 475-D3

Cm. npeovloywyro peoakyuro
Crarbs 36. OOxanoBaHHe pelIeHHss 00 OTKa3e B Bblade pa3pelleHUs] Ha IPOBEACHUE
KJIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOI'O IIpernapara, pemeHus o0 OTKaze B
rOCYy/IapCTBEHHOW PpErucTpaluy JIEKapCTBEHHOI'O IIpenapara, 3aKII0YeHUs KOMMCCHUU



SKCHEPTOB FKCHEPTHOIO YUPEKACHUS WIH 3aKIFOUECHUS COBETA I10 3THKE

Pemienne coOoTBETCTBYIOUIETO YIIOJIHOMOYEHHOTO (heepaibHOTO OpraHa MCIIOJIHUTEIFHON BIIACTH
00 oOTKaze B Bbau€ pa3peUICHUs Ha MPOBEACHHUE KIMHUYECKOIO HCCIIEIOBAaHUS JIEKAPCTBEHHOTO
npernapara, pelieHHe YKa3aHHOTO (peaepanbHOTO OpraHa WCIOJIHUTENBHOM BJacTh 00 OTKasze B
rOCYJapCTBEHHOM pErucTpaluu JIEKapCTBEHHOI'O IIpenapara, 3akjiOYeHHEe KOMHMCCHM SKCIEPTOB
OKCIIEPTHOTO YUYPEKICHHUS WM 3aKIFOUYEHUE COBETa IO ATHUKE MOXKET OBITh 00XKAJIOBAaHO B TOPSJKE,
YCTaHOBJIICHHOM 3aKOHOAaTenbCcTBOM Poccuiickoil ®enepanuu. 3akiOUEHHE KOMHUCCUU SKCIIEPTOB
AKCHEPTHOTO YUYPEXKAECHUS O B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IIPENApaToB I MEIULIMHCKOTO
IPUMEHEHHUS JIMOO O TOM, YTO JIEKapCTBEHHBIN Mpenapar JUisi MEAUIIMHCKOTO MPUMEHEHUS HE SIBIseTCA
B3aMMO3aMEHSIEMbIM, MOXET OBbITh O0XaJIOBaHO Jep>KaTejleM WM BIAACIbLEM pPETUCTPALMOHHOTO
yIIOCTOBEpPEHUS JICKAPCTBEHHOI'O Mpenapara B YIOJIHOMOYEHHBIN (efepanbHblii OpraH UCIOJHUTEIBHON
BJIACTH, KOTOPBIA MPHUBIIEKAET K PACCMOTPEHUIO YKa3aHHOW KaJIOOBI MOJBEIOMCTBEHHBIC €My HAy4YHBIC
OpraHu3anyy U 00pa3zoBaTelibHbIE OPraHU3AIMH BHICIIETO 00pa30BaHUsl, OCYIIECTRISIONINE AeSITEIbHOCTD
B cdepe oOpameHHs JIEKapCTBEHHBIX CPEICTB. 3aKIIOYEHHE KOMHCCHH 3KCIIEPTOB AKCHEPTHOTO
yupexJeHusi, 0pOPMIICHHOE M0 UTOraM MepecMoTpa 00KaIOBaHHOTO 3aKIIFOUEHUS IKCIIEPTa, MOXKET OBbITh
OCIIOPEHO JIepKATEIEM WIH BIIAJIEIbLEM PErMCTPALMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara
au00 YIOTHOMOYEHHBIM HUMH JHMIIOM B TOPSAKE, YCTAaHOBJIEHHOM 3aKOHOJAATEIhCTBOM Poccuiickoit
Oenepanun. [Ipu oOxanoBaHUM peEHICHUS YIMOJTHOMOYEHHOTO (eAepaabHOr0 OpraHa HMCIOJHUTEIHHOU
BJIACTH, 3aKJIFOUEHHUSI FKCIIEPTa WIIM KOMUCCHUU IKCIIEPTOB SKCHEPTHOIO YUPEXKIACHHUS, 3aKIOUEHUSI COBETA
10 ATHUKE JepXKaTellb UM BIIaJelel] pEruCTPallMOHHOTO yJOCTOBEPEHUSI JIEKAPCTBEHHOTr0 IIpenapara Ju0o
YIOJIHOMOYEHHOE MMH JIMIO BIIPABE MPEICTABUTh PE3YJIbTATHl SKCIEPTU3bI JIEKAPCTBEHHOTO Ipernapara,
MPOTOKOJIBI  TIOJYYCHHBIX  AKKPEJUTOBAHHBIMH  HCHBITATCIIEHBIME  JIaOopaTopusiMu  (IICHTpaMHu)
pE3yNbTAaTOB MCCIIEIOBAHUN, UCTIBITAHUM.

MPUMEYAHHUE:

Cwm. KOMMCHTApHHU K CTAThC 36 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Crarba 37. UHdopmauus, cBs3aHHas C OCYLIECTBIEHHEM TOCYAApCTBEHHON perucrpanuu
JIEKapCTBEHHBIX IpernaparoB, HMHGOpMAIMs O 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npernapaTax M JIEKapCTBEHHBIX Mperaparax, NCKIIUEHHBIX U3 TOCYJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPECTB

Undhopmarrist 06 n3MEHEHHSX:

Yacmo 1 usmenena c 13 ageycma 2019 . - @edepanvhusiii 3akon om 2 ageycma 2019 2. N 297-D3

Cwm. npedvioywyio pedakyuio
1. CoOTBETCTBYIOLIUI YIOJTHOMOUYEHHBIM (enepalbHbIii OpraH HWCHOJHUTENBHON BJIAcTU

pa3melniaer Ha CcBoeM oduuuanbHOM caiite B cetu "MHTepHer" HWHQOpPMALUIO, CBA3AHHYIO C
OCYIIIECTBIICHHEM TOCYIApCTBEHHOW pPETHCTpAallid JICKApCTBEHHBIX TIIperapaToB, B TOM 4YHCIE
MPOBEJICHUEM SKCIIEPTU3bI IEKAPCTBEHHBIX CPEJCTB (BKIIOYAs PE3YNIbTATHI €€ MIPOBEICHUS ), UH(DOPMAIIHIO
0 3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MperapaTax W JIGKAPCTBEHHBIX TIpernapaTax, MCKIIOYCHHBIX W3
rOCyJapCTBEHHOT'O peecTpa JIEKapCTBEHHBIX CPEJICTB, HE MO3HEe YeM depe3 IATh pabouux JHEH co AHA
MOJTyYCHHUsST YIMOJHOMOUYEHHBIM (peepaibHbBIM OpPraHOM WCIIOJHUTEIFHOW BIIACTH COOTBETCTBYIOIIEH
UHpOpMaLIUH.

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3akoHom om 22 oexabps 2014 2. N 429-d3 6 uacmv 2 cmamovu 37 Hacmosue2o

DedepanbHo2o 3aKOHA 8HeCceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu
2. Cpoku W TOPSAOK pa3MENICHUs yKa3aHHOW B YacTH | HacTosmed cratbu WHGOpMAIUU
YCTaHABIMBAIOTCSA YIIOJHOMOUYEHHBIM (efepaTbHBIM OPraHOM HCHOJHUTENBbHOU Bmactu. WMHbopmanus,
yKa3aHHas B 4acTH | HACTOAIIEH CTAaThH, SBISETCS OTKPBHITOM M OOIIECAOCTYMHOW W MPETOCTABISICTCS



3aMHTEPCCOBAHHBIM JIMI[aM B COOTBETCTBHUH C 3aKOHOAATCILCTBOM Poccuiickoit CDez[epauI/H/I.
IMPUMEYAHUE:

Cwm. koMMeHTapuu K ctathe 37 HacTosiero deaepaibHOTO 3aKOHA

I'naBa 7. Kinunnuyeckue ucciaeq0BaHNs JIEKAPCTBEHHBIX NMPENapaToB JJIs1 MeAUIUHCKOT0
NPUMEHEeHHs], JOTOBOP 00 MX NPOBeJeHNH, IPABA MAIUEHTOB, YYACTBYIOIIUX B 3TUX UCCJIEI0BAHUAX

Crarpa 38. Kimnnueckune HCCICOOBAHUA JICKAPCTBCHHBLIX IIPEIiaparoB MjId MEAUIMUMHCKOI'O
MMPUMCHCHUA

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-d3 6 uacms I cmamvu 38 nacmosuezo
DedepanbHo2co 3aKOHA 6HeCeHbl UsMeHeHusl, ecmynarowue 6 cury ¢ 1 utons 2015 a.

Cm. mexem yacmu 6 npeovioyujeti pedaxKyuu

1. Knuauueckue uccieoBaHUs JEKAPCTBEHHBIX MPENnapaTtoB A METUIIMHCKOTO MPUMEHEHUs, B
TOM YHCJIE MEXIYHAPOJAHBIE MHOTOLIEHTPOBBIC, MHOTOLICHTPOBBIE, MIOCTPETUCTPAIIMOHHBIC, TPOBOIATCS B
OJIHOM WM HECKOJIbKMX MEIUIIMHCKUX OPraHM3alUsIX B COOTBETCTBHH C MpaBUIIAMH HaJJexalei
KIIMHUYECKOW TPAaKTUKH, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM (DeiepabHBIM OPTraHOM HCIIOTHUTEILHOM
BJIACTHU, COOTBETCTBEHHO B CIIEIYIOMIMX IENISIX:

1) ycraHoBieHHe 0€30MAaCHOCTH JICKAPCTBCHHBIX MPENapaToB JUIS 3J0POBBIX JTOOPOBOJIBIICB H
(uM) TEPEeHOCHUMOCTH WX 3J0POBBIMU JTOOPOBOJBIIAMH, 32 HCKIIOYEHHUEM TaKUX UCCIICOBaHUM
JIEKapCTBEHHBIX MPENAPATOB, MPOU3BEICHHBIX 3a npeaesiamu Poccuiickort @enepanunu;

2) noa0op ONTHUMANBHBIX JO3UPOBOK JIEKAPCTBEHHOTO MpernapaTa v Kypca JICUeHHS IS MallueHTOB
C OMpeNeJICHHBIM 3a00JICBAaHUEM, ONTHUMAIBHBIX 703 M CXEM BaKIMHAIIMH WMMYHOOHOJIOTHYECKUMHU
JIEKapCTBEHHBIMU TpernapaTaMu 3J0POBBIX JOOPOBOIIBIIEB;

3) ycra"oBiieHHE 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpemnapara u ero 3p(GeKTUBHOCTH ISl MAIlIEHTOB
C ompeaencHHbIM 3a0oneBaHUEM, MPOPUIAKTHUECKOH IPGEKTUBHOCTH HMMMYHOOHMOIOTUYECKUX
JIEKapCTBEHHBIX MPEMapaTOB JJIs 3JJ0POBBIX JOOPOBOJIBIIEB;

4) wu3ydyeHHWE BO3MOXKHOCTH pACHIUPEHHUS TOKa3aHUW I MEIUIIMHCKOTO TIPUMEHEHUS W
BBISIBJICHUS paHee HEM3BECTHBIX MOOOYHBIX JEHCTBUN 3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB.

2. B oTHOmEHHWHM BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX IMPENapaToB AN MEIUIIMHCKOTO
MPUMEHEHUS  TMPOBOMIATCS  WCCIENOBaHMS ~ OMOSKBUBAJIGHTHOCTH W (WJIH)  TEpamneBTUYECKOM
OKBUBJICHTHOCTH B  TIOpPSAJKE, YCTAaHOBJICHHOM  YIOJHOMOYEHHBIM  (heepadbHBIM  OpPraHOM
WCTIOJTHUTEJIBHOM BJIACTH.

3. OpraHuzanuio MPOBEIEHUS KIMHUYECKUX HCCIEAOBAHUN JIEKApCTBEHHOTO Tperapara s
MEAUIIMHCKOTO MTPUMEHEHHUS BIIPABE OCYIIECTBIIATh:

1) pa3paboTuuk JIEKapCTBEHHOTO MperapaTa Wik YIOJIHOMOYEHHOE UM JIUIIO;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 2 uions 2013 2. N 185-D3 nynkm 2 wacmu 3 cmamvu 38 nHacmoswezo
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynarowell 6 cuny ¢ 1 cenmsaops 2013 e.

Cm. mexcm nynkma 8 npeovioyujell peoaxkyuu
2) oOpa3oBarenbHBIE OpraHU3allMU BBHICIIETO OOpa30BaHHUs, OpPTraHU3AIMU JOMOJHUTEIHHOTO
poQeCCHOHATTEHOTO 00pa30BaHUS;
3) HAyYHO-UCCIIEIOBATENLCKUE OpTaHU3aIUH.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 13 wurons 2015 2. N 241-D3 6 uacmv 4 cmamovu 38 nacmoswe2o
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHs.

Cm. mexcm yacmu 6 npeovloywett pedaKyuu



4. KiuHudeckue HCCIEeNOBaHMs JICKapCTBEHHOIO Ipenapara s MEIULUHCKOTO INPUMEHEHHUS
IIPOBOJATCS Ha OCHOBAaHUU PA3PELICHUs] HA IIPOBEACHUE KIMHUYECKOIO MCCIIEIOBAHUSA JIEKAPCTBEHHOIO
npenapara, BbIJAHHOIO  YIOJIHOMOYEHHBIM  (efepajlbHbIM OpPraHOM  HCIIOJIHUTENIHOW  BJIACTH.
Y1noaHOMOYEHHBIH (peaepanbHblii OpraH WCHOJHUTEIBHOM BIACTH BEJET PEECTP BBIIAHHBIX pa3pelIeHUN
Ha IPOBEJCHHUE KIMHUYECKUX HMCCIENOBAaHUN JEKapCTBEHHOIO IIpenapara, COACp KAIUi yKa3aHUue Ha UX
L[€JIb WIH LI€JIM, B YCTAHOBJIICHHOM 9TUM OPraHOM IOPsIJIKE.

5. Yrparuna cuny ¢ 1 uronst 2015 r.

Wndopmarius 06 M3MEHEHUAX:

Cm. mexecm yacmu 5 cmamou 38

6. K opranmszanum npoBeneHUs KIMHUYECKUX MCCIEIOBAaHUN JIEKapCTBEHHOI'O IIpernapaTa ajs
MEIUIUHCKOrO IMPUMEHEHHs] Pa3pabO0TUYMKOM JIEKAPCTBEHHOrO Ipernapara MOIYT IpUBJEKaTbcs
IOPUIMYECKUE JIUIIA 0001 OpraHu3alMOHHO-TIPAaBOBOM (DOPMBI IIPH YCIOBUM 00ECTIEYCHHS COOTBETCTBHUS
9THUX HCciel0BaHui TpeboBaHUIM HacTosiero denepaibHOro 3aKoHa.

7. Knunudeckue HccineqoBaHUs JIEKAPCTBEHHBIX IIPENApaTroB Il MEIULIMHCKOTO INPUMEHEHHUS
OPOBOJATCS B MEAMLMHCKUX OpraHu3alMAxX, AaKKpPEeIUTOBAHHBIX YIOJHOMOUYEHHBIM (heaepabHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJACTHM B IOpsAKe, ycTaHOBIeHHOM IIpaBurensctBom Poccuiickoit
®enepanuu.

IIPUMEYAHUE:

C 1 suBaps 2021 r. akkpeauTaus MEIUIIMHCKUX OpraHu3aluii Ha MPaBO MPOBEACHUS KIMHUYECKUX
HCCIIE0OBAHMH JICKAPCTBEHHBIX MIPENapaToB Il MEAUIIMHCKOTO MPUMEHEHHSI OTMEHEHA
8. [IlepeyeHb MEIMIIMHCKUX OpraHU3alMid, HWMEIOIIMX IMPaBO MPOBOAUTh KIMHUYCCKUE

WCCJICIOBAHMS JIEKAPCTBEHHBIX IMPENapaToB Uil MEIUIMHCKOTO TMPUMEHEHHS, U PEeCTp BBIJAHHBIX
paspenicHUd  Ha  TMPOBEACHHE  KJIMHWYECKUX  HCCIACAOBAaHMN  JIEKAPCTBEHHBIX  IMpErapaToB
OMyOJIMKOBBIBAIOTCS M pa3MENIAlOTCs YIIOJHOMOYEHHBIM (peiepaabHbIM OPraHOM MCTIOTHUTEIHLHOM BIIACTH
B YCTaHOBJICHHOM MM TOPsIIKE Ha CBOeM o(ullnanbHOM caiite B cetu "UHTepHeT".

[IPUMEYAHHUE:

Cwm. KOMMCHTApHHU K CTaTbC 38 HaCTOAIICTO d)enepanLHoro 3aKOHa

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvnvim 3akonom om 22 dexabpsa 2014 2. N 429-@3 cmamvs 39 nacmosawezo Dedepanbrozo
3AKOHA U310JHCEHA 8 HOBOU pedarkyuu, ecmynarowetl ¢ cuny ¢ 1 uons 2015 2.

Cm. mexcm cmambvu 8 npedvloyujeri peoaKyuu
Crarbs 39. Pemienne o mpoBeIeHHN KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO Ipemnapara
JUISL MEOULIUHCKOTO TIPUMEHEHMSI

1. KnuHuueckoe wuccienoBaHuE JIEKapCTBEHHOIO Mperapara A MEAUIMHCKOrO0 HpPUMEHEHUs
IIPOBOAMTCS HAa OCHOBAHMM DPA3PELICHMS HA MPOBEACHHUE KIMHMYECKOIO HMCCIEN0BaHUS JIEKAPCTBEHHOTO
npenapara, BbIIAaHHOTO YIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOJIHUTEIbHOW BJIAcTH 11O
pe3yibTaTaM SKCIEpTU3bl JOKYMEHTOB, HEOOXOAMMBIX JUIsl MOJYYEHHs pa3pelleHUs Ha IpPOBEJCHUE
KJIIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOTO MperapaTa U 3THYECKON IKCIEPTU3HI.

2. Jlnsa mosyueHus pa3pellieHus] Ha INPOBENEHUE KIMHUYECKOIO HMCCIEN0BaHUS JIEKAPCTBEHHOIO
npemnapara Ui MEAUIIMHCKOTO0 IPUMEHEHHUS 3asBUTENb MPEACTABISET B YIOJHOMOYEHHBIN (enepabHbIi
OpraH UCIIOJIHUTEIBHOM BIIACTH!

1) 3asgBneHne O BblIade pa3pelieHuss Ha TNPOBEACHHE KIMHUYECKOTO HCCIEAO0BaHUS
JIEKapCTBEHHOTI'0 IIpenapara Juisi MEJUIIUHCKOTO IPUMEHEHMUS;

Wudopmanust 06 U3MEHEHUSX:
Ilynkm 2 usmenen c 1 sangaps 2021 2. - @edepanvusiii 3akon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloywyro pedaxyuio
2) KONMUHU JOKYMEHTOB, MOATBEPXKAAIOIINX YIUIATY TOCYAaPCTBEHHOM MONUIMHBI 3a TMPOBEIACHUE



STUYECKOW HKCHEPTU3bl, 3KCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM IMpermapaTr Uil TMOJIYy4YEeHHUS
paspeuieHuss Ha TPOBEJACHHE KIMHUYECKOTO HCCIENOBaHMSA JIEKAPCTBEHHOIO Mpemapara  JUls
MEJMIIMHCKOTO MPUMEHEHHUS, 3a BbIauy pa3pelieHuss Ha MpOBEICHHE KIMHHUYECKOrO HCCIIEIOBAHUS
JIEKapCTBEHHOTO Tpenapara Jyuisi MEAULUHCKOTO MPUMEHEHHS, 33 TPOBEACHUE SKCIIEPTU3HI JOKYMEHTOB Ha
JeKapCTBEHHBIN MpemapaT JUIsl [OJyY4eHHUs pa3pelleHuss Ha IPOBEICHUE  MEXKIYyHapOIHOTO
MHOTOLEHTPOBOTO KJIMHUYECKOTO HCCIIECAOBAHUS JICKAPCTBEHHOTO TMpermapara Jisi METUIIMHCKOTO
MPUMEHEHHUS, 32 BbIJauy pa3pelieHus Ha MPOBeIeHNE MEXIYHAPOIHOIO MHOTOIIEHTPOBOT'O KIIMHUYECKOTO
UCCIIEIOBaHMS JIEKAPCTBEHHOTO Tpernapara JUisi MeIUIIUHCKOTO MPUMEHEHHs, 32 MPOBEACHUE ITHYECKON
9KCIIEPTHU3bI, IKCIEPTU3bl JOKYMEHTOB Ha JICKApPCTBEHHBIM IpemnapaTr Ajs MOJy4YeHHs pas3pelleHus Ha
NPOBEIEHUE IOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO HCCIICAOBAaHMs JICKAPCTBEHHOIO Iperapara s
MEAMIIMHCKOTO TMPUMEHEHMs, 3a BbIJAUy pa3pelieHus Ha MPOBEACHHE MOCTPErHCTPALIMOHHOTO
KJIMHUYECKOTO MCCIIeI0OBAHMUS JIEKAPCTBEHHOTO Ipernapara JUisi MeAULUHCKOTO TPUMEHEHHUS;

3) TpOTOKON KIMHUYECKOTO WCCIIEOBaHMS JIEKAapCTBEHHOIO IMpermapara Ais MEAUIIMHCKOIO
IPUMCHCHUS;

4) Oporrropy rccaea0BaTes;

5) nHpOpPMaMOHHBIH JIMCTOK MALUEHTA;

6) cBeneHus o0 ombiTe pabOThl HCCIEAOBaTENE MO COOTBETCTBYIOIIMM CIEHHUATBHOCTAM U HX
OTIBITE PA0OTHI 110 MPOBEACHUIO KIIMHUYSCKUX UCCIICIOBAHUN;

7) cBemeHUS O MEAMIIMHCKUX OPTraHU3alMsX, B KOTOPBIX TMPEIIONaraeTcs IMpPOBEACHUE
KJIMHUYECKOTO WCCIICOBAHMS JIEKAPCTBEHHOTO Mperapara JJisi MEAULIUHCKOTO MPUMEHEHHs (IIOJHOE U
COKpAIllECHHOE€ HAaWMEHOBAaHMs, OPTraHU3alMOHHO-MIpaBoBas ¢opMa, MECTO HAXOXKACHUS M MECTO
OCYIIECTBIICHUS JEATEIBHOCTH, TenedoH, Tenedakc, aapec FIEKTPOHHOM MOYTHl KAXKIO0M MEIUIIMHCKON
OpraHu3aIlim);

8) cBemeHHMS O TPEANOJaraeMbIX CpOKax MPOBEACHUS  KIMHUYECKOTO  HCCIEOBAHUS
JICKapCTBEHHOTO TIperapara Juisi METUIIUHCKOTO MPUMEHEHHUS;

9) komuio AOTOBOpa 00S3aTENBLHOTO CTPaXOBAaHMS, 3aKJIFOYEHHOTO B COOTBETCTBHUHU C TUIIOBBIMHU
npaBUJiaMud  00s3aTENPHOTO CTPaxXOBaHUS, C YyKa3aHWEM NPEJeNbHONM YHCICHHOCTH TAllMeHTOB,
YYaCTBYIOUIMX B KIMHUYECKOM WCCIICIOBAaHUH JIGKAPCTBEHHOTO TMperapara JUisi MEIUIITHCKOTO
MIPUMEHEHUS;

10) uadopmaruio o coctaBe JIEKapCTBEHHOTO Mpernapara JAJisi MEIUIIMHCKOTO TPUMEHEHUS;

11) mOKyMEHT, COCTaBICHHBIH MPOU3BOAMUTEIEM JIEKAPCTBEHHOTO Mpernapara A MEAUIIMHCKOTO
NPUMECHCHUS W COJCpKAIIMA TOKa3aTelu (XapaKTePUCTHKHU), a TAKXKE CBEICHUS O JICKaPCTBCHHOM
mpemnapate Ui MEAMIMHCKOTO TPUMEHEHUs, MPOU3BEACHHOM [UIsl TPOBEACHUS KIMHUYECKUX
HCCJICIOBAHNIA;

Wndopmarys 06 H3MEHEHHSAX:
Ilynkm 12 usmenen c 1 saneaps 2021 e. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 478-D3

Cm. npeovloywyro peoakyuio
12) cBepeHus 0 JaTe MPEIOCTaBICHUS U PErHCTPAIIHIOHHOM HOMEpE JIMIIEH3WH Ha MPOM3BOJCTBO
JICKApCTBEHHBIX CPEJICTB B Ciydae, €CIM MPOW3BOJICTBO JIEKAPCTBEHHOTO Iperapara OCYIIeCTBISIETCS B
Poccuiickoit ®enepanuu, WM CBEICHUS O JarTe TMPEAOCTABICHUS M PErHCTPAIMOHHOM HOMeEpe
3aKJTFOYCHHAST O COOTBETCTBHHM IPOM3BOJUTENS JICKQPCTBEHHOTO IIpermapata TPeOOBAaHUSM TIPABHII
Ha/JIeXKAIIed TPOU3BOJICTBEHHONW MPAKTUKH, MPEJOCTABICHHOTO YIOJTHOMOYEHHBIM OPTraHOM CTpaHBI
NIPOM3BOIUTES JIEKAPCTBEHHOTO TIpernapara.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 39 oononnena uwacmoio 2.1 ¢ 1 sineaps 2021 2. - @edepanvuviii 3axkon om 27 dexaops 2019 e. N
478-D3
2.1. B cnydae HeNpencTaBi€HUS C 3asBJICHHEM O BbIJAYE Pa3peIICHUs] HAa MPOBEIACHUE
KJIMHUYECKOr'0 MCCJIEIOBAHUS JIEKAPCTBEHHOTO IMpenapara A MEIUIIMHCKOTO MPUMEHEHUSI JOKYMEHTOB
(cBeneHMit), MOATBEPXKIAIOIMINX YILIATy TOCYJAPCTBEHHON MONUIMHBI U YKa3aHHBIX B MYHKTE 2 4acTH 2



HACTOALICH CTaTbM, a TaKXe BbIJIaBA€MbIX (MPEAOCTABISIEMbIX) YHMOJIHOMOYEHHBIMU (eneparbHbIMU
OpraHaMH HUCIIOJIHUTEIbHOM BIaCTU JOKYMEHTOB (CBEJIEHUI), YKa3aHHBIX B IyHKTE 12 yacTu 2 HacTOsIIEH
CTaTbH, YIOJHOMOYEHHBIH (eaepanbHblii OpraH HCIOJHUTEILHON BIIACTH 3alpaliiBaeT yKa3aHHbIE
JOKYMEHTHI (CBE/IEHUS) B MOPSAKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aUMO/ICHCTBHSL.

3. B cpok, He mpeBhIAIOMUN MATH padounX JHEH CO THS MPUHATHS YKa3aHHOTO B MMyHKTE | yacTh
2 HacTosIIeH CTaTbU 3asBJICHUS M HEOOXOIUMBIX JOKYMEHTOB, YIOJHOMOUYEHHBIN (herepabHblid OpraH
UCIIOJTHUTENIHOM BJIaCTH:

1) npoBOANT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTU CBEACHUMN, COAEPKAILIMXCS B IIPEICTABICHHbBIX
3asgBUTENIEM JTOKYMEHTAX;

2) IpUHUMAET PELIECHUE O MPOBEACHUM SKCIIEPTU3bl JOKYMEHTOB /ISl TIOJYYEHHS pa3pelieHus Ha
MPOBEJICHNE KIMHUYECKOT0 UCCIIEA0BAHUS JIEKAPCTBEHHOIO MIpernapaTa A MEAUIIMHCKOTO IPUMEHEHUS U
TUYECKON IKCIIEPTHU3BI WU 00 OTKa3e B MPOBEJCHUN YKAa3aHHBIX dKCIIEPTH3;

3) yBemomuisieT B SJEKTPOHHON (opMe WM Ha OyMa)KHOM HOCHTENE 3asBUTENSI O MPHUHSITOM
petieHny 100 B cllyyae MPUHATUS PELIEHUS 00 OTKA3€ TAKKe C YKa3aHUEM NPUYMH TaKOI'0 0TKa3a;

4) MOArOTaBIMBAE€T W HAMPABJISET B JKCIEPTHOE YUPEXKIECHHE M COBET MO JTUKE 3aJaHUE Ha
IIPOBEJICHUE COOTBETCTBYIOLINX IKCIIEPTU3.

4. B ciy4ae BBISBJICHHS HEMOJIHOTHI M (WJIM) HETOCTOBEPHOCTH MH(OPMAILIMH, COJAEpKaIleics B
NPECTABICHHBIX 3asBUTENEM JOKYMEHTaX, YIMOJHOMOUYEHHBIN (efepabHbIid OpraH HCIOJHUTEIHHON
BJIACTH HAIIPABIISIET 3asBUTEINIO 3aIPOC 00 YTOUHEHUU YKa3aHHOH MH(popmaiuu. J[aHHBINA 3ampoc MOXKeET
OBITh I€pe/iaH YIOJIHOMOYEHHOMY MPEACTABUTENIO 3asBUTEINS JINYHO 10/ PaCIUCKY, HAIPaBJIEH IO MOYTe
3aKa3HBIM MMMCHMOM WJIH TEepefaH B SJIEKTPOHHOU dopMe Mo TeIeKOMMYHUKAIIMOHHBIM KaHallaM cBsi3u. B
Cllydyae HalpaBJeHMs] AAHHOIO 3alpoca IO MOYTE 3aKa3HbIM IHCbMOM OH CUYMTAETCS IOJIYYEHHBIM IO
UCTEUEHUH IIECTU THEH C JaThl HAIMPaBJICHUS 3aKAa3HOTO MUChbMa. 3asBUTENb 005S3aH MPEIACTaBUTh OTBET
Ha 3a1poc YIOJIHOMOYEHHOI0 (eIepajIbHOr0 OpraHa UCIOJIHUTEIbHON BIACTH B CPOK, HE MPEBBIIAIOIIHNMI
JeBsIHOCTa pabouux AHEH co JIHA ero moiydeHus. Cpok, yKa3aHHBIH B 4acTH 3 HACTOSALIEH CTaThy,
IPUOCTaHABJIMBAETCS CO JIHS HalpaBJICHUS 3asBUTEIIO 3allpoca YIOJHOMOYEHHOIO (eiepalibHOro opraHa
VCIIOJIHUTENIBHOM BJIACTU 0 JHS IOJIyYEHHS UM COOTBETCTBYIOLIEIO OTBETA W HE YUYUTHIBACTCSA IIPH
UCUMCIICHUM CpOKa TPUHATHS YHNOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJIHUTEILHOW BIACTH
pelIeHUss O NPOBEIACHUM OKCIEPTU3bl JOKYMEHTOB U1 IIOJYyYEHHUS pa3pelleHHs Ha IPOBEICHUE
KJIMHUYECKOT'0 UCCIIEIOBaHMSI JIEKAPCTBEHHOIO IIpernapara Juisi METUIIUHCKOTO PUMEHEHUSI.

5. OcHOBaHMEM AJI OTKa3a B MPOBEACHUM IKCIEPTU3BI JOKYMEHTOB JUISl MOIYYEHHs pa3pelleHus
Ha TPOBEJACHHME KIMHUYECKOTO HCCIENOBAaHUS JIEKQpCTBEHHOrO Mpenapara s MEIUIIMHCKOTO
IIPUMEHEHHUS U TUYECKON DKCIEPTU3BI SABIIAETCS NPEACTABICHNE JOKYMEHTOB, IPEAYCMOTPEHHBIX YaCThIO
2 HacTOsIIEeH CTaTbU, B HEMOJHOM O00bEME, HEMIPEICTAaBICHHUE 3asBUTEIEM B YCTAaHOBJIEHHBIH CPOK OTBETa
Ha YKa3aHHbIM B 4acTW 4 HacTosIeH CTaTbU 3alpoc YMOJIHOMOYEHHOTO (efepaJbHOro opraHa
UCIIOJTHUTENIbHOM BJacTU JIMOO OTCYTCTBHUE B MPEACTaBICHHBIX JOKYMEHTaX HCUEPIbIBAIOLIETO MEepPEeUHs
HeoOXouMol MHPOpPMaUUU WM WH(POpPMAIMU, KOTOpas AOJDKHA OBITh OTpaKeHa B HHX, a TaKke
OTCYTCTBHE MH(pOpMAINH, MOATBEPKAAIONIeH QakT ymiaaThl FOCYAapCTBEHHOM MONUIMHBI 32 MPOBEJCHHE
9TUYECKON DKCHEPTU3bl, 3KCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpemapaTr Uil IOJIy4EeHHs
paspelieHrss Ha [POBEJEHHE KIMHUYECKOTO HCCIIEIOBaHUS JIEKAPCTBEHHOrO IMperapara s
MEAMIMHCKOTO IMPUMEHEHHUS, 3a BblIayy Da3pelleHUs Ha IPOBEICHUE KIMHMYECKOIO HCCIEIOBAHUSA
JIEKapCTBEHHOTI'O MperapaTa s MEAUIIMHCKOTo MPUMEHEHHUS], 3a POBEACHNUE IKCIIEPTU3bI JOKYMEHTOB Ha
JEKapCTBEHHBIN IpemapaT Ul IOJYYEHUs Ppa3pelleHus Ha INPOBEACHHE  MEXKIYHAPOIHOIO
MHOTOIIEHTPOBOT'O KJIMHUYECKOTO HCCJIEOBAaHUS JIEKAPCTBEHHOrO TMpemnapara s MEAUIIMHCKOTO
IPUMEHEHNS, 32 BblJauy pa3pelIeHHs] Ha IPOBEIECHNE MEXTYHAPOIHOIO MHOTOLIEHTPOBOTO KIIMHUYECKOTO
HCCJIEIOBaHMSI JIEKQpPCTBEHHOTO IpenapaTa Ui MEAUIIMHCKOTrO MPUMEHEHUs, 3a MPOBEICHHE ITHYECKOM
AKCIEPTU3BI, IKCIEPTU3bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar JUisl MOJY4YEHHs pa3pelleHus Ha
IPOBEJCHUE TOCTPErUCTPAIMOHHOTO KIMHUYECKOTO MCCIEAOBaHUS JIEKapCTBEHHOI'O IIperapara Jyis
MEAMIIMHCKOTO TPUMEHEHMs, 3a BblJAdy pa3pellieHus Ha IMPOBEACHHUE IOCTPErHMCTPALMIOHHOTO
KJIIMHUYECKOT'0 UCCIIEIOBAHMS JIEKAPCTBEHHOTO MIperapara Juisi METUIIUHCKOTO PUMEHEHUSI.



6. IlpoBeneHne »sKCHEepTU3bl JOKYMEHTOB JUIsl IIOJIYYEHHMS pa3pelieHuss Ha IPOBEICHHE
KJIIMHUYECKOI'0 MCCIIEJOBaHMs JIEKAPCTBEHHOIO Mpenapara s MEAUIMHCKOIO IPUMEHEHUS U ATHUYECKOM
3KCHEPTU3bI, COCTABICHUE KOMUCCUEH IKCIIEPTOB MU COBETOM IO 3THUKE 3aKJIFOUECHHUNA O BO3MOKHOCTU WIIU
HEBO3MOKHOCTH IPOBEIECHMS TAaKOTO KJIMHUYECKOIO MCCIEAOBAaHUS M HAlpPaBICHUE ITHX 3aKIIOUYEHUN B
YIIOJTHOMOYEHHBIN  (peepanbHblii OpraH HCIOJHUTEIBHONW BJIACTH OCYLIECTBISIIOTCS B CPOK, HeE
NPEBBIIAIOIINMNA TPUAIATH pabouuxX IHEH CO AHS TOJXYY4EHHUS HKCHEPTHBIM YUYpPEXKICHHEM 3aJaHus
YIIOJHOMOYEHHOTO (heepaJbHOr0 OpraHa MHCIOJHUTEIBHOW BIIACTH C MPHIOKEHHEM JOKYMEHTOB,
yKa3aHHbIX B myHKTax 3, 4, 10 m 11 yactu 2 Hacrosimieil CcTaTbh, U COBETOM II0 3THUKE 3aJaHUs
YIIOJTHOMOYEHHOTO (heJiepaJIbHOr0 OpraHa MHCIOJHUTEIBHOW BIIACTH C MPHIOKEHHEM JOKYMEHTOB,
YKa3aHHBIX B ITyHKTax 3 - 6, 8 1 9 yacTu 2 HacTOSAIIEH CTAThU.

7. B cpok, HEe TIPEBBIMIAIINN MATH padOYUX THEH CO AHS MOJyYEHUS 3aKIIOUYEHUH, YKa3aHHBIX B
YyacTu 6 HACTOSIIEH CTaThH, YITOJTHOMOYCHHBIN (e/iepantbHbIil OpraH UCIIOTHUTEIBHOW BIACTH:

1) ocyuiecTBiseT OIEHKY MOCTYNMBIIUX 3aKJIFOUEHUN [JI1 ONpPENEeNIeHUs HX COOTBETCTBUS
3a/laHusIM Ha MPOBEACHUE COOTBETCTBYIOIIUX IKCIEPTHU3;

2) mpUHHMMAaeT pEeUICHHE O BbIJa4Ye pa3pelleHUs Ha MPOBEACHHUE KIMHHUYECKOTO HCCIEAOBAaHUS
JIEKapCTBEHHOI'0 Ipemnapara Juisi MEAMIMHCKOTO NPUMEHEHUs WU 00 OTKa3e B BbIJA4Y€ YKa3aHHOTO
paspenieHus;

3) BBIOAET pa3pelleHue Ha IPOBEACHUE KIMHUYECKOIO UCCIIEOBAHUS JIEKapCTBEHHOTO Ipenapara
JUTSE METUIIUHCKOTO TIPUMEHEHUS WK pellieHue 00 OTKa3e B Bbllaye YKa3aHHOIO pa3pelieHus ¢ yKazaHueM
IPUYUH OTKas3a.

8. OcHOBaHMEM J/JI OTKa3a B BbIJAUYE PA3PEIICHUS HA MPOBEACHUE KIMHUYECKOIO HUCCIEIOBaHUS
JIEKapCTBEHHOI'O IpernapaTa JJisi MEJUIMHCKOTO IPUMEHEHHUS SIBIISIETCA HaJIU4Ke 3aKII0UYEHHUsS KOMHUCCUU
SKCHEPTOB MWJIM 3aKJIIOYEHUsT COBETa [0 A3TUKE O HEBO3MOXXHOCTU MPOBEACHUS KIMHUYECKOIrO
UCCIIEIOBaHMsI JIEKapCTBEHHOI'O Ipemnapara JUisi MEIUIUHCKOrO MPUMEHEHHs 10 pe3yjbTaTam
IIPOBEJEHHBIX 3KCIEPTU3, IPEIYCMOTPEHHBIX YacThIO 6 HACTOSLIEH CTAaThU.

9. Pemienue 06 oTka3e B MPOBEICHUM AKCIEPTU3BI TOKYMEHTOB JJISl MOJYYEHUs Pa3pelIeHHs] Ha
IIPOBEJCHUE KIMHUUYECKOTO UCCIIEI0BAHNS JIEKAPCTBEHHOIO Npenapara A MEAULIMHCKOTO IPUMEHEHUS U
STUYECKOM OJKCHEPTH3bl M B BblJau€ pa3pelieHHs] Ha NPOBEJCHHE KIMHUYECKOTO HCCIIEI0BaHUS
JIEKapCTBEHHOTO IMperapara il MEJUIIMHCKOTO MPHUMEHEHHsS MOXKET OBITh 00KaloBaHO B HOpSJIKE,
YCTaHOBJIECHHOM 3aKoHoAarenbcTBOM Poccniickoit denepanun.

MPUMEYAHUE:

CMm. koMmMeHTapuu K ctatbe 39 HacTosmiero denepalbHOTO 3aKOHA

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvruim 3axonom om 22 dexabps 2014 2. N 429-D3 nacmoswuii PedepanvHulii 3aKOH OONOJIHEH
cmamyeti 39.1, ecmynaroweti 6 cuny ¢ 1 urona 2015 2.

Crarbs 39.1. DTudeckas dKCriepTu3a

1. DTHdeckas 3KCrepTU3a MPOBOJUTCS COBETOM IO ITHKE, CO3AAHHBIM B MOPSIJIKE, YCTAHOBIEHHOM
YIIOJTHOMOYCHHBIM (pe/IepalIbHBIM OPTaHOM HCIIOJTHUTEIBLHOW BJIACTH, B IEJSIX BBIIAYM 3aKITIOYCHHS 00
ITUYECKOH OOOCHOBAHHOCTH BO3MOKHOCTH TPOBEACHUS KIMHUYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOTO
nperapara Jyisi MeTUITUHCKOTO IPUMEHEHHUS.

2. DkcmepraMH cOBeTa IO ATHKE MOTYT OBITh MPEICTABUTENH MEIUIIUHCKUX OpTaHHU3allHii,
HAy4YHBIX OpraHu3alnii, 00pa30BaTEILHBIX OPTaHU3AIMIA BHICIIETO 00Pa30BaHMUs, a TAKXKE MPEICTaBUTEIIH
OOIIECTBEHHBIX OpraHU3allMi, PEIUTHO3HBIX OpPTaHU3alUi U CPeACTB MaccoBoil mHpopmaruu. laHHbIe
9KCIIEPTHl HE JIOJDKHBI HAXOJUThCS B KAKOH-JIMOO 3aBHUCHMOCTH OT pPa3paOOTYUKOB JIEKapCTBEHHBIX
MpernapaToB U APYTUX JIUI, 3aNHTEPECOBAHHBIX B PE3YJIbTaTaX STUYECKON IKCIIEPTU3HIL.

3. Omnara yciayr SKCHEPTOB COBETa IO JTHKE OCYIIECTBISETCS HAa OCHOBAaHWHU JIOTOBOPA,
3aKJTFOYEHHOTO MEXKIY YIIOJHOMOUYEHHBIM (efepalbHbIM OPTaHOM HCIIOJIHUTEIHHONW BIIACTH, KOTOPHIM
CO3/IaH COBET II0 JTHKE, M OKCIEPTOM COBETa IO OSTHUKE, 3a CYeT OIO/DKETHBIX AaCCUTHOBAHHIA,



PElyCMOTPEHHBIX YIIOJIHOMOYEHHOMY (hefiepaIbHOMY OpraHy MCIOIHUTEIbHON BIIACTH, KOTOPHIM CO3/IaH
COBET TI0 THKE, B ()eiepaIbHOM OI0JKETEe Ha COOTBETCTBYIOIIHMA IO HAa 00ECIICUCHUE ero JIEATEIbHOCTH,
B pa3mepax, ycraHoBieHHbIX [IpaBurensctBoM Poccuiickoit deneparumu.

4. DKcrepThl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHU C 3aKOHOJIaTE€IHCTBOM
Poccuiickoit deneparum.

5. CocraB coBeTa 10 ITHKE, MOJI0KEHHE 00 3TOM COBETE, MOPSIOK €ro AesATeIIbHOCTH, TPEOOBAHUS
K KBaIM(UKAIMK U ONBITY pabOThl MO SKCIEPTHOW OLIEHKE HAyYHbIX, MEAMIMHCKHX M 3TUYECKHX
ACMEKTOB KJIMHUYECKUX MCCIEIOBAHUN JICKAPCTBEHHBIX IPENapaToB JIsi MEIUIMHCKOTO MPUMEHEHHS,
OpeIbsBIsieMble K JKCIEpTaM COBETa MO JTHUKE, MOPSAJOK OpraHu3allMi M IPOBEIACHHS ATHYECKOI
OKCIIEPTU3BI, popMa 3aKITFOUCHHUS COBETA MO ATHKE YCTAHABIMBAIOTCS YIIOJTHOMOYECHHBIM (peleparbHbIM
OpraHOM HCIIOJIHUTENbHOM BlacTH. YHWCIO mpeacTaBUTENed MEAMIMHCKUX OpraHu3aluil HEe MOXKEeT
MIPEBBINIATH MTOJIOBUHY OT OOIIET0 YKCIa IKCIIEPTOB COBETA O ITUKE.

6. Uudopmanusa o cocTtaBe COBETa MO ITHKE, IJIaHAX ero paboThl W TEKYyIIeH AesTeTbHOCTU
pasmMeniaeTcs Ha O(QUIIMATHFHOM CaliTe YIIOJTHOMOYECHHOTO (e[IepaTbHOr0 OpraHa UCTIOJHUTEILHOW BIIACTH
B ceTu "MHTEepHET" B yCTAaHOBIEHHOM UM MOPSJIKE.

TMIPUMEYAHUE:

Cwm. xoMMeHTapuu K ctatbe 39.1 HacTosmero denepanbHOr0O 3aKOHA

Crarba 40. IlpoBeneHue KIMHUYECKOTO MCCIEAOBAHUS JICKAPCTBEHHOr'O TMperapara JJis
MEAMIIMHCKOTO MTPUMEHEHHUSI

Undopmarist 06 n3MEHEHUX:

DedepanvHuim 3akoHom om 22 oOexabpsa 2014 2. N 429-@3 @ uacmv 1 cmamou 40 nacmoswezo
DedepanvbHo2o 3aKOHA 8HECEeHbl U3MeHeHUs, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. PykoBoauTenb MEIMIMHCKOM OpraHM3aluy, KOTOpas MPOBOAUT KIMHMYECKOE HCCIEIOBaHUE
JIEKapCTBEHHOTI'O IIpernapaTa sl MEAUIIMHCKOTO IPUMEHEHM S, HA3HAYAET UCCIIE0BATENSA, OTBETCTBEHHOTO
3a TNPOBENEHUE TAaKOr0 MCCIEAOBAHUA U HMEIOLIET0 JIEYEOHYIO0 CHEeIUaIbHOCTh, COOTBETCTBYIOIIYIO
IPOBOJUMOMY KJIMHUYECKOMY HCCIEI0BAaHHUIO JIEKApCTBEHHOIO IIpernapara, co CTaxeM pabdoThl IO
porpaMMaM KJIMHUYECKUX HCCIIEOBaHMM JeKapCTBEHHBIX IPEernapaToB HE MEHEe YeM TPU Irojia U MO ero
IIPEUI0KEHUIO HA3HAYAET COUCCIIEI0BATENIEH U3 YKCIIa Bpayell 3TON MEINLIMHCKON OpraHU3aluu.

2. UccnenoBaTenb OCYLIECTBISIET BBHIOOP MAllMEHTOB, KOTOPBIE MO MEIWLMHCKUM IOKa3aHUSIM
MOTYT OBITh NMPUBJICUEHBl K YYACTHIO B KJIMHUYECKOM HCCIEOBAaHUU JIEKApCTBEHHOIO MpernapaTa ajs
MEAMIIMHCKOTO TPUMEHEHHUS.

3. HccnenoBarenb W COUCCIEIOBAaTENM JOJDKHBI OBITh O3HAKOMIIEHBI C pe3yJbTaTaMu
JOKJIMHUYECKOTO UCCIIE0BAHUS JIEKAPCTBEHHOT'O CPEJICTBA, COACPKALUMHUCS B OPOIIIOpE HCCIEeI0BATEINS,
IIPOEKTOM TIPOTOKOJIA KJIMHUYECKOTO HCCIENOBAHMS JIEKAPCTBEHHOTO IIpemnapara sl MEIULUHCKOTO
NpUMEHEeHHs, Pa3paboTaHHBIM Pa3padOTUMKOM JIEKAPCTBEHHOTO Ipernapara WM WHBIM IOPUIUYECKUM
JUIIOM, TPHUBJIEKAaEMbIM K OpraHHU3alMi MPOBEACHUS KIMHMYECKOTO HCCIIEIOBaHUS JIEKapCTBEHHOTO
npernapara Juisi MEAULUHCKOTO IPUMEHEHUS, U IPYTUMH MaTepUagaMH TaKoro UCCIIEI0BaHUS.

Wudopmanust 00 U3MEHEHUIX:

DedepanvHvim 3akoHom om 29 nosopa 2010 2. N 313-@3 cmamesa 40 nacmoswezo DedepanbrHoco
3aKkona donoixeHa yacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 sameapsa 2011 e.
3.1. PykoBoauTens MEAUIIMHCKON OpraHU3allii B CPOK, HE MPEBBIIAIOMINN TpeX pabouux JHEH co
JIHSI Havaja MpOBEACHUS KIMHUYECKOTO MCCIIEOBAaHUS JIEKapCTBEHHOI'O MpemnapaTa Ui MeIUIIMHCKOTrO
PUMEHEHHUs, cooluiaer o0 3TOM B YIIOJHOMOYEHHBIH (eaepanbHbIi OpraH HCIOJHUTEIBHON BIIACTH,
BBIJIAaBIINI pa3pelieHre Ha MPOBEJCHUE TAKOT'O UCCIIeIOBaHMs, TI0 YCTAHOBJICHHOW UM (GopMe.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 11 oxkmsaops 2010e. N 271-P3 6 uacme 4 cmamovu 40 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHs]



Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
4. OpraHu3anuy, OCYIIECTBISIOLIUE OPraHU3aALUI0 IPOBENEHUS KIMHUUYECKOTO HCCIEAOBAHUS
JICKapCTBEHHOI'0 IIpemnapara Uil MEIMLHMHCKOrO INPUMEHEHMsT W YyKa3aHHbIE B 4acTu 3 crarbu 38
Hacrosimero denepasbHOro 3aKOHA, B Clydyae HEOOXOJMMOCTHM BHECEHHMS HM3MEHEHMHA B MPOTOKOJI
KJIMHUYECKOI'O UCCIIEI0BAHMsI JIEKAPCTBEHHOIO IIperapara A MeAULIUHCKOr0 IPUMEHEHHsI COOOIIA0T 00
3TOM B YNOJHOMOYEHHBIN (hefiepaibHblii OpraH MCIOJIHUTEIBHOW BIIACTH, BBIJABIIWN pa3pelieHue Ha
IPOBE/IEHUE TAKOTO UCCIIEJ0BAaHU, 110 YCTaHOBIEHHON UM (hopMe.

Wndopmarius 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 11 oxkmsaopsa 2010 2. N 271-@3 cmamovs 40 nacmoswezo Dedepanvrozo
3aKona 0ononena yacmoio 4.1

4.1. ®opma cooOlIeHUS O BHECEHMHM HM3MEHEHHIl B MPOTOKON KIMHUYECKOrO HCCIEIOBaHUS
JIEKapCTBEHHOTO Mpernapara Ajisi MEIUIIMHCKOTO MPUMEHEHHS JOHKHA COJIEPKATh CICAYIOIINE CBEICHUS:

1) HaumeHOBaHUe, NICHTU(UKAIIMOHHBIA HOMEP U J1aTa MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBAHMS;

2) nata BHECEHUsSI K3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIEAOBAHUS;

3) HaMEHOBaHWE U MECTO HAXOXKJCHUS 3asBUTEIIS,;

4) HauUMEHOBAHHME OPTAHM3AINH, MPHUBJICYCHHONW pPa3padOTYMKOM JICKAPCTBEHHOIO Tperapara K
OpraHU3aIMH MPOBEICHUS KIIMHUYECKOTO UCCIIeIOBaHUS (MIPH HATUYHH);

5) HaMMEHOBAaHHMS M MECTa HAXOXACHUS MEAUIIMHCKUX OpraHU3alfil, B KOTOPBHIX MPOBOJUTCS
KIIMHUYECKOE MCCIIEOBAHUE;

6) nata BbIIAYM pa3pelIeHUsT HAa MPOBEICHHUE KIMHUYECKOTO HCCIIEIOBAHUS M HOMEpP 3TOTO
pas3perieHus;

7) ©3MEHEHUs, BHOCUMBIE B TIPOTOKOJI KIIMHHYECKOTO MCCIICTIOBAHUS.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 uacmv 5 cmamou 40 nHacmoswezo
DedepanbHo2co 3aKOHA 6HeCeHbl uUsMeHeHus:, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexcm yacmu 6 npeodvioyweli pedakyuu

5. B cpok, He mpeBbIIAMUN TPUALATA pabouuX AHEHW CO JHS MOJydyeHUsl YKa3aHHOIro B 4actu 4
HACTOSIILIEH CTaTbU COOOILEHUs, YHNOJHOMOYEHHBIN (heaepanbHblii OpraH MCIOJHUTEIBHONM BJIAcTH
paccMaTpuBaeT 3TO COOOIIEHHWE B YCTAaHOBJIEHHOM KM IOpSJIKE U NMPUHUMAET pEIIeHWE O BHECEHUU
U3MEHEHUN B IPOTOKOJ KIMHHUYECKOIO HMCCIIEIOBAaHUs JICKAPCTBEHHOIO IIpernapara sl MEIULMHCKOTO
NpUMEHEHHUS WIK 00 OTKa3e BO BHECEHMM Takux wu3MeHeHuil. Ilpu paccmorpenum cooOmieHust o
HEOOXO/JMMOCTH BHECEHUS H3MEHEHHH B MPOTOKOJ KIMHUYECKOT'O HCCIEIOBaHMs JIEKapCTBEHHOTO
npernapara s MEAUIIMHCKOTO IPUMEHEHHSI B LENSIX OLIEHKM 00OCHOBAHHOCTH IMpeJiaraéMbIX U3MEHEHHM
U OIIPEECIICHUs CTENEHU pUCKA I NAMEHTOB, IPUHUMAIOIIMX YYaCTUE B KIMHUYECKUX MCCIECIOBAHUSAX,
YIIOJTHOMOYEHHBIM (pe/iepabHbIM OpraHOM HCHOJIHUTEIbHOM BIACTH MOTYT IPHUBIIEKATHCS HKCIEPTHI
COBETA I10 DTHUKE.

6. KimHnuYeckoe HCCleNOBaHME JIEKAPCTBEHHOIO Ipenapara Uil MEAMIIMHCKOIO IPUMEHEHHS
MOXET OBbIThb NPHOCTAHOBJIEHO WM IPEKpalleHo, €ClIM B Mpolecce €ro IMpOoBEACHUs OOHapyKeHa
OMAacCHOCTb ISl ’KU3HH, 370POBbs NAIIMEHTOB. B cilyyae BO3HUKHOBEHMS ONACHOCTH JUISl KU3HHU, 310POBbS
MAlMEHTa, YYaCTBYIOIIETO B KIMHUYECKOM UCCIIEIOBAHUHU JIEKAPCTBEHHOIO IIpenapara Jjis MEIULIMHCKOTO
NPUMEHEHHUS, HUCCIeNoBaTeau o0sA3aHbl NPOMH(POPMUPOBATH 00 OSTOM PYKOBOIUTENS METUIIMHCKOM
OpraHu3alliil W OpraHU3alMio, MOJYYMBIIYIO pPa3pelIeHHe YIOJIHOMOYEHHOTO (eaepalbHOro opraHa
WCITOJIHUTENIBHON BJIACTH HAa OPTaHU3ALMIO NPOBEIACHUS KIMHUYECKOTO MCCIIEIOBAaHUSA JIEKAPCTBEHHOTO
npenapara. Pemenue o NpuOCTaHOBIIEHUH KIIMHUYECKOIO0 UCCIIENOBAHUS JICKAPCTBEHHOTO IIpenapara JJis
MEAMIIMHCKOTO TPUMEHEHUS MPUHUMAIOT pPYKOBOAMUTEIb MEIUIIMHCKOW OpraHu3auud ©  (Win)
OpraHu3aiysi, IMOJIyYUBIIAs pa3pelieHUue YHNOTHOMOUYEHHOTO (enepasbHOro OpraHa HCIOJHUTEIbHON
BJIACTH HAa OPTaHMU3ALMIO IPOBEIACHUS KIMHUYECKOIO HCCICNOBAaHUS JICKAPCTBEHHOIO IIpemnapara Ui
MEJULUHCKOIO IPUMEHEHHs, PEIICEHHE O IPEKpalleHUH TaKoro HCCIEAOBAaHUSA IPUHUMACT
YIIOJIHOMOYEHHBIA  (peiepabHbIi OpraH MCIOJHUTENBbHOW BJIACTM HAa OCHOBAaHMM COOOUICHUS B



NUCbMEHHOH (opMe pPyKOBOAMTENS] MEIUIMHCKON OpraHu3alMd WM OpraHu3alys, IOJy4YHMBILIAs
paspelieHue yrnoJIHOMOYEHHOTo (peepanibHOr0 OpraHa HCIOJHUTEIBHONH BJIACTH Ha OPraHU3alMIo
IIPOBEJCHUS KIMHUYECKOT0 UCCIEN0BaHNUs JIEKapCTBEHHOTO IIpenapara Uil MEAULIMHCKOTO IIPUMEHEHUS.

7. B cpok, HE MpPEBBIAIOMINNA MATH PaboyuX JHEH CO IHS 3aBepIICHUs, IPUOCTAHOBICHHUS WU
IPEKPAICHUs]  KIMHUYECKOIO  HCCIIENOBaHUS JIEKapCTBEHHOIO IIpernapara sl  MEAULMHCKOIO
NPUMEHEHHs, COoOoOIeHne 00 3TOM HANpaBISIETCs OPraHU3ALMSAMH, YKa3aHHBIMH B YacTH 3 CTaTbu 38
Hacrosero denepaabHOro 3aKOHa, B YIIOJHOMOYEHHBIN (hefiepalibHbli OpraH MCIIOJHUTEIbHON BIACTH
110 YCTAaHOBJICHHOW UM (opMe.

8. ®opma cooOuieHHs O 3aBEpUICHUU, IPUOCTAHOBICHUU WM IPEKPAILEHUH KIMHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapaTa Jilsl MEIULIUHCKOTO IIPUMEHEHUS J0JKHA COJIEP/KATh!

1) napopmaruo 0 MEAULIMHCKON OpraHU3alMK WIK MEAULIUHCKUX OPTaHU3aLMsIX, IPOBOAUBIINX
JAHHOE HCCIICJ0BAHUE;

2) onucaHue JaHHOTO UCCIIEI0BaHUS;

Undopmaris 06 n3MEHEHUAX:

DedepanvHuim 3akoHom om 11 oxmsaops 20102 N 271-@3 6 nynkm 3 uyacmu 8 cmamsu 40
Hacmoswe2o PedepanbHo2o 3aKOHA GHECEHbl USMEHEHUS

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu

3) manHble uccnenoBarens (paMuims, UMs, OTYECTBO, MECTO PabOThHI, 3aHMMaeMasl JTOJKHOCTb,
CIEIHAIEHOCTbD, CTaX Pa0OTHI IO MPOrpaMMaM KIIMHWYECKUX MCCIIE0BAHUH JICKApCTBEHHBIX MPENapaToB,
HepeveHb KIIMHUYECKUX HMCCIICIOBAHUHN JICKAPCTBEHHBIX MPENapaToB, B KOTOPHIX OH NMPUHHMAJ y4acTHE
(TIepuoIbl y9acTHs) B KAYECTBE UCCIICIOBATEIS UITH COUCCIICIOBATEIS ),

4) pe3ysbTaT JaHHOTO MCCIICJIOBAaHUS (3aBEepIICHUE, IPHOCTAHOBICHUE WU TMPEKPALICHUE JaHHOTO
WCCJICJIOBAHMSI C YKAa3aHHEM WX MPHYMH U BIMSHES HA OIEHKY €ro pe3yiIbTaToB, OOIIYIO OIEHKY PUCKA H
OXXHUJAaeMOM TOJBb3bl OT TPHUMEHEHHUS UCCIEAYyeMOro JIEKapCTBEHHOTO TMpermapara, a Takxke
npeanogaraeMbie JalbHEHIIINE TeUCTBUS).

Wndopmarys 06 W3MEHEHHSAX:

Deoepanvrvim 3akonom om 13 wuona 2015 e. N 241-D3 uacme 8.1 cmamvu 40 nacmoswezo
DedepanbHoeo 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexecm yacmu 6 npeovioyueli peoaKyuu

8.1. Ilpu BbIsABIACHUH (enepaIbHbIM OPraHOM HCIIOJHUTENBHOW BJIACTH, OCYLIECTBISIOIINM
GYHKIMM TI0O KOHTPOJIO M HAA30py B cdepe 3ApaBOOXpAaHEHHUs, HAPYIICHHH MpaBWJI HaAJekKalleu
KJIMHUYECKON TPAKTUKU TPU TPOBEACHUU KIMHUYECKOTO HCCIIECJOBAHMs JIEKApCTBEHHOIO IIpenapara,
BIMSIOUIMX Ha TOJHOTY M (MJM) JOCTOBEPHOCTH JaHHOTO KJIMHHUYECKOIO HCCIEeIOBaHUS, yKa3aHHBIN
(denepanbHbI OpraH MCIOJHUTEIBHON BJIACTH MPHOCTAHABIMBAET MPOBEJECHHE NAHHOTO KIMHUYECKOTO
MCCIIEIOBAaHMSI U BBIHOCUT MEIUIMHCKOW OpraHM3alliH, B KOTOPOH IMPOBOAMTCS IAHHOE KIMHUYECKOE
UCCIIeIOBaHMEe, TMpeAnucaHue o0 YCTpaHEHUWU BBIABIEHHBIX HapymeHuil. [Ipy HeycTpanenuun
MEAMIMHCKONW OpraHu3alMeil BBIABICHHBIX HAPYLIEHUH B YCTAHOBJIEHHBIM B MPEANMCAHUU CPOK
yKa3aHHbIM (enepanbHbIi OpraH HCIOJHUTENBHON BIAaCTH NIPUHHMMAET pEIIeHHEe O MpeKpaleHun
NPOBEICHUS KIMHUYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHOIO Iperapara W HampasisieT B (eaepalbHbIN
OpraH UCIHOJHHUTEIbHOM BJIAcCTH, OCYIIECTBISIIOIMMK (QYHKIMM 1O BbIpadOTKE U pealn3aluu
rOCyJapCTBEHHON MOJUTHKM M HOPMATHUBHO-IIPABOBOMY DETYJIMPOBAHUIO B cdepe 31paBOOXpaHEHUS,
3aKJIIOUYEHHE O BBISIBICHUU IMPU MPOBEACHUU JAHHOTO KIMHUYECKOTO HCCIEAO0BaHUS HapYyUICHUM MpaBui
Ha/JIeKalled KIMHUYECKOH MPaKTUKK Ul TPUHATHS pelieHust 00 0TMEHe pa3pelleHus] Ha OpraHu3aIuio
MPOBEJCHHUS JTaHHOTO KJIMHUYECKOTO MCCIENIO0BAaHUSA C JaThl NMPUHATHS PEUIEHHs] O MPUOCTAHOBICHHUU
IIPOBEJEHUS KIMHUUYECKOT0 MCCIIEA0BaHUs JIEKapCTBEHHOTO TIperapara.

9. VYmonHOoMOYEeHHBIN (QenepaabHbIii OpraH WCIOJHUTEIBLHON BJIACTH OIYyOJUKOBBIBACT W
pasMmemiaeT Ha CBOeM OQHIMaTbHOM caidte B cetu "HMHTepHeTr" cooOlieHne o 3aBeplieHUH,
MPUOCTAHOBJICHUU WJIM MPEKPALIEHUH KIMHUYECKOIO HCCIEAOBaHUS JIEKAPCTBEHHOrO MperapaTa Jis
MEIUIIUHCKOTO NMPUMEHEHUS B CPOK, HE MPEBBIMIAIONNI NATH pabouux AHEH CO JHSA €ro IMOJIy4eHUs, B



YCTaHOBJICHHOM UM IOPSAKE.

10. YnomHoMo4eHHBIH (eaepanbHbli OpraH WCHOJHUTEIBHON BIACTH OCYIIECTBIISICT BEICHUE
peecTpa ucciieoBaTeNnei, NPOBOAAIIMX UM MPOBOAMBIINX KJIMHUYECKUE MCCIIEIOBAHUS JIEKAPCTBEHHBIX
MpenaparoB Jjsi MEIULUHCKOTO MPUMEHEHUs, B COOTBETCTBUM C YTBEPXKICHHBIMU UM IpaBUJIAMU U
pa3MelaeT ero Ha cBoeM OodUIMAIBLHOM caiiTe B cetn "MHTepHeT" B YCTaHOBJICHHOM MM IOPSIKE.
YkazaHHBIH peecTp COACPKHUT UHDOPMAIIUIO, TPEITYCMOTPEHHYIO TYHKTOM 3 YacTH 8 HACTOSIICH CTAaThU.

I11. Ortuer o pe3ynprarax KJIMHUYECKOTO UCCIENOBAHMS JIEKAPCTBEHHOIO IIpernapara Jis
MEAMIMHCKOTO MPUMEHEHHUSI COCTABISETCS] OpraHU3alueil, yka3aHHOW B 4acTu 3 cTaTbu 38 HACTOALLETO
@denepanbHOr0 3aKOHA, Ha OCHOBAaHMM 3aKJIFOUEHUM MEIUWLMHCKUX OpraHu3auui, MPOBOAMBIIMX 3TO
UCCIICIOBAaHNEe, W TPEJCTABISCTCA B YINOJHOMOYEHHBIN (enepaabHblii OpraH MCIOJIHUTEIBHOW BIIACTH,
BBIJIABUIMI pa3pelIeHNe Ha MPOBEJIECHUE 3TOTO MCCIEAOBAHMS, B CPOK, HE IMPEBBIILIAIOIINN TPEX MECALEB
CO JHsS €ro 3aBepUICHHUS, IIPUOCTAHOBJIEHUS WM IPEKPALEHUs, B TMOPSJAKE, YCTAaHOBJIEHHOM
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCTIOTHUTEIBHON BIACTH.

Undopmaris 06 n3MEHEHUAX:

DedepanvHuim 3akonom om 22 oexkabpa 2014 2. N 429-@3 6 uacme 12 cmamvu 40 Hacmoswezo
DedepanvbHo2o 3aKOHA BHEeCEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
12. HapymieHue mnpaBwil HajJieKalled KIMHUYECKOW TMPAKTUKH, (albCUPUKAIMS PE3yJIbTaTOB
KIIMHUYECKOTO HCCIICAOBAHUS JICKAPCTBEHHOTO IperapaTa sl MEAWIIMHCKOTO TPUMEHEHUsS BIICKYT 3a
c00OM OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

Undopmarist 06 n3MEHEHUX:

DedepanvHuim 3akonom om 22 oexabpa 2014 2. N 429-@3 6 uacme 13 cmamvu 40 Hacmoswezo
DedepanvbHo2o 3aKOHA 8HECEeHbl U3MeHeHUs, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloywetl pedaKyuu
13. Tlpm mnpoBeneHUM KIMHUYECKOTO WCCIEAOBAaHUS JIGKAPCTBEHHOTO TIperapara Juis

MEAMIIMHCKOTO TPUMEHEHUs JOMycKaeTcs 3a00p y MalMeHTOB OWOJIOIMYECKUX MaTepuanioB (00pa3Iibl
OMOJIOTUYECKUX KHJIKOCTEH, TKaHEW, CEKPEeTOB W TMPOIYKTOB JKH3HEACATEIHLHOCTH YEJIOBEKa,
(GUBHONOTMYECKUX U TATOJIOTMYECKUX BBIACNEHUN, Ma3KoB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHM3MOB,
OMoOTICHITHBIN MaTepHall) s ux u3ydenusi B Poccuiickoit denepanuu u (wim) 3a npenenamu Poccuiickoit
denepanuu.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 ¢ uacmo 14 cmamwvu 40 nacmoswezo

DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
14. Tlopsnok BBo3a B Poccuiickyro ®@eznepanuio u BbIBO3a 3a npezensl Poccuiickoil Penepanyu
OMOJIOTMYECKMX  MaTepUaIOB, TMOJYYEHHBIX IIPU  NPOBEACHHUH  KIMHUYECKOIO  HCCIIEOBAHUS
JIEKapCTBEHHOI'0 IIpemapara i MEIULMHCKOrO IIPUMEHEHHs, ycTaHaBiuBaercs IIpaBuTenscTBOM
Poccuiickoit @enepanuu.
MPUMEYAHUE:

Cwm. xoMMmeHTapuu K ctathe 40 HacTosimero denaepaibHOTO 3aKOHA

Crarbsa 41. JloroBop 0 NpoBEIEHUM KIMHUYECKOTO HMCCIIEJOBAHMS JIEKAPCTBEHHOIO Ipenapara

JUTSL METUIIUHCKOTO TIPUMEHEHHUSI
1. KnuHuueckoe wucciaenoBaHuE JIEKApCTBEHHOIO Ipenapara A MEIULHMHCKOrO IPUMEHEHHS
IIPOBOAMTCSA B COOTBETCTBUU C TOTOBOPOM O IPOBEACHUM KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Uil MEAMLMHCKOIO IPUMEHEHHs, 3aKJII0YaeMblM MEXKIYy OpraHu3aluel, MOoJdy4YuBLIEH
paspellieHne yNoJIHOMOYEHHOro (heepalbHOr0 OpraHa MCIOJHUTEIbHON BIIACTH HA OPraHU3alMIo
IIPOBEJCHUSI TaKOTO MCCIEAOBAHUSA, U MEIUIMHCKOM OpraHu3anyeil, OCYIIECTBISIOLIEH IpPOBEIACHHE



TaKOT'O MCCIICTOBAHMS.
2. JloroBop O WPOBEACHHHM KIWHUYECKOTO HCCIIEIOBAHMS JIEKAPCTBEHHOrO IIpenapara mIjis
MEJIUIIMHCKOTO TPUMEHEHUS JIOJHKEH COICPKATh:
1) yciioBus 1 CpOKHU MPOBEACHUS JAHHOTO MCCIICIOBAHUS;
2) ompenenaeHue OOIIEH CTOMMOCTH MPOTPAMMBI JIAHHOTO HWCCJICJIOBAHMS C YKa3aHHEM CYMMBI,
npeHa3HavYaIoEencs TSl BBIIUIAT UCCIIEA0BATEIIAM, COMCCIIEI0BATEIISM;
3) ompenenenue GOpMBI IPEACTABICHUS PE3YIHTATOB JAHHOTO UCCIICIOBAHMS B YIIOJITHOMOYCHHBIH
benepanbHBIN OPTaH UCTIOTHUTEIILHOM BIIACTH.
[IPUMEYAHUE:

CMm. xomMeHTapuu K ctatbe 41 HacTosero denepabHOTO 3aKOHA

Crartbs 42. PuHaHcoBoe obecrieueHue KIMHUYECKOI0 MCCIeJOBaHMs JIEKAPCTBEHHOIO Mpenapara
JUISL MEAULIUHCKOIO IPUMEHEHHUS

@duHaHcOoBOe oOecreueHre KIMHUYECKOI0 MCCIEOBAHUs JIEKAPCTBEHHOrO IpenapaTta JJis
MEIULUHCKOrO IIPUMEHEHMS OCYILECTBIISIETCS 3a CYET:

1) cpenctB deaepabHOTO OKOKETA;

2) cpelIcTB OpraHM3alyil, MOJYYMBIIUX pa3pelIeHHE Ha OpraHU3alMI0 MPOBEACHUS JaHHOTO
UCCIJIEJOBAHMSI, B COOTBETCTBUU C YCIOBUSMHU JOTOBOPA O €r0 MPOBEACHUH;

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAAaTeIbCTBOM Poccuiickoil denepaniui HICTOUHUKOB.

[IPUMEYAHUE:

CM. koMMeHTapuu K cTaTtbe 42 HacTosero denepajbHOr0 3aKOHa

Crarbsa 43. IIpaBa nmanueHTOB, y4acTBYIOIIMX B KIMHMYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOI'O
npernapara JUisi MEIULUHCKOTO IPUMEHEHUS
1. VYuacTue mnanuMeHTOB B KIMHUYECKOM MCCJIEIOBAaHUU JIEKAPCTBEHHOIO Ipenapara s
MEIUIIUHCKOTO IPUMEHEHUS SBISIETCS 10OPOBOJIBHBIM.
MPUMEYAHUE:

OO0 opraHuzanuy OTAEICHUM KIMHUYECKUX HCIBITAHUM JIEKAPCTBEHHBIX IPENapaToB Ha 3/10POBBIX
no0OpoBoibliax cM. mpuka3 Munzapasa PO ot 25 asrycra 1992 r. N 235

2. TlanMeHT WM €ro 3aKOHHBIM TNpEeICTaBUTENb JOJKEH ObITh MH()OPMUPOBAH B MHCbMEHHOU
dbopwme:

1) o 5nexkapcTBEHHOM mpenapaTe Uil MEIUIMHCKOIO NMPUMEHEHUS M CYHUIHOCTH KIMHHYECKOTO
HCCJIEJOBaHMsI 3TOTO JIEKAPCTBEHHOTO Mpernapara;

2) o 6e30MacHOCTH JIEKApCTBEHHOTO Ipernapara JUisl MeIUIIMHCKOrO IPUMEHEHHs, €r0 0’KUIaeMOon
3¢ ()EeKTUBHOCTHU U CTENIEHU pUCKa JIs MallMeHTa;

3) 00 ycnoBHsIX y4acTus HallMeHTa B KIMHUYECKOM HCCIIEIOBAaHUM JIEKApCTBEHHOTO Mpernapara Jjs
MEAMIMHCKOTO TPUMEHEHHUS;

4) o menmum MIM LENSIX U NPOAOJKUTENBHOCTH KIMHUYECKOIO MCCIEN0BAaHUS JIEKAPCTBEHHOIO
npernapara Jyisi METUIUHCKOTO PUMEHEHUS;

5) o pAeWcTBUAX MAlMEHTa B Clydae HENpeABUACHHBIX 3()(EKTOB BIUSHHUS JIEKApPCTBEHHOTO
npemnapara Jyisi METUIIMHCKOTO MPUMEHEHUS Ha COCTOSIHUE €T0 3/J0POBbS;

6) 00 ycIoBHsIX 0053aTEIbHOIO CTPaXOBaHUS KHU3HH, 37I0POBbS NAIIUEHTA,

7) o IPUMEYAHUMEusx koHQUIECHIMATPHOCTH YYacTUs MalMeHTa B KIMHUYECKOM
MCCJIEJOBAaHUHM JIEKAPCTBEHHOI'O IIpenapara Juisi METUILUHCKOTO IPUMEHEHMUSL.

3. JoOpoBosbHOE corjacHe MalueHTa Ha y4yacTHe B KIIMHUYECKOM MCCIIeI0BaHUU JIEKapCTBEHHOTO
npenapara JUisi MEIUIUMHCKOTO NPUMEHEHHUsS IMOATBEP)KAAETCS €ro MOANKUCHIO WM TMOANHMCHIO €ro
3aKOHHOTI'O MpeACTaBUTENS Ha UHPOPMALIMOHHOM JIMCTKE NAllUEHTa.

4. ITlauyeHT WM €ro 3aKOHHBIA IPEACTABUTENb HMEET IPaBO OTKA3aTbCsi OT Yy4yacTHS B
KJIMHUYECKOM MCCIIEJOBAHUU JICKApPCTBEHHOI'O Ipenapara JUulsi MEJAWLUHCKOrO0 IMPUMEHEHMs Ha Jr000H



CTaguu IMPOBCACHUA TaKOI'0 UCCICAOBaHM.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oxkmsaopsa 2014 e. N 313-P3 6 uacme 5 cmamovu 43 nacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlouue 8 CUIY No UCMeYyeHUUu mpuoyamu OHell nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 PedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

5. IIpoBeneHHE KIMHUYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOIO IIpenapara Uisi MEJULUHCKOIO
IIPUMEHEHHUS C Y4aCTHEM B KayeCTBE IALIMEHTOB JETEH JOIyCKAaeTCs TOJBKO C COIJIACHs B NMHCBMEHHOU
dopMe ux poauTenel, yChIHOBUTENEH. [leTm Moryr paccMaTpuBaThCs B KadeCTBE MOTEHIIMATBHBIX
NAlMEHTOB TAKOI'0 MCCIE0OBAHMUSA, TOJBKO €CJIM €ro IMpOBeIeHNe He0OXO0AUMO AJIsl YKPEIJIeHUs 3J0POBbs
netel win npoUIaKTUKA WHPEKIMOHHBIX 3a00JIEBaHUI B IETCKOM BO3pacTe JIMOO €CIIH LENbI0 TaKOTro
WCCIIEIOBAHMsI SBJIETCS MOJIYYCHHE JAHHBIX O HAaWIIydllleld JO3MPOBKE JIEKAPCTBEHHOIO Ipernapara Juis
JedyeHus jAeted. B 3THX ciydasx TakoMy HCCJIEIOBAaHUIO JODKHO IIPEIIECTBOBATh KIMHUYECKOE
MCCIIEJOBAHNE JIEKAPCTBEHHOI'O IIpernapara A MEIULMHCKOrO INPUMEHEHHS Ha COBEPILIEHHOJIETHUX
IPpaKJ1aHax, 3a UCKIIOUYECHUEM CIIYy4aeB, €CIIM UCCIIEAYEMBIN JIEKAPCTBEHHBIN Mpenapar JUisi MEJULUHCKOTO
IIPUMEHEHHUs IIPEIHA3HaYEeH UCKIIFOUNTENBHO I NCII0JIb30BaHUsl HECOBEPIICHHOIETHUMH I'PaXK1aHaMU.

6. 3ampemiaercsi IMPOBEIECHUE KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOI'O Ipenapara s
MEAMIMHCKOrO IPUMEHEHHUS ¢ yYaCTUEM B KaU€CTBE NAI[UCHTOB:

1) neTeii-CUpOT U ACTEH, OCTABIIUXCS 0€3 MOMEUCHUS POIUTEIICH;

2) KEHIIMH B HepuoJ OEpeMEHHOCTH, >KEHIIMH B IEpPHOJA TIPYAHOrO BCKapMJIMBAaHUA, 32
WCKIIFOYEHHEM CIIy4acB, €CJIIM MPOBOJUTCSA KIMHHYECKOE HCCIEIOBaHUE JIEKAPCTBEHHOI'O IIpenapara,
IPEJHA3HAYCHHOTO JJI yKa3aHHbIX JKEHIIWH, IPU YCIOBUUM HEOOXOAUMOCTH MOJYy4eHHUs HH(popMaluu
TOJIbKO BO BpeMsl IPOBEACHUSI COOTBETCTBYIOIIMX KIMHMYECKHUX MCCIENOBAaHUN M IPHUHITHS BCEX
HEOOXO/JUMMBIX Mep IO HCKIIOYEHUIO PHUCKAa HAHECEHWs Bpe/la >KEHIIMHE B IepHoj] OCepeMEeHHOCTH,
YKEHIIMHE B IEPUOJ IPYAHOI0 BCKAPMIIMBAHMSL, IIJIOy WM PEOCHKY;

3) BOGHHOCHYXaIlIMX, 33 HCKJIIOUYEHHEM CIIy4yaeB IPOBEACHUS KIMHUYECKOIO MCCIEOBAaHUS
JIEKapCTBEHHOI'0 Tpernapara, CIEeNHaIbHO pPa3padOTaHHOTO JUIsi NMPUMEHEHMsS] B YCIOBHSX BOEHHBIX
NeMcTBUM, Ype3BbIYAMHBIX CUTyallMi, NpPO(QUIAKTUKM M JIe4eHUs 3a00JeBaHUN U MOpaKeHUH,
MOJIyYEHHBIX B  pe3yibTare BO3JCHCTBUS ~ HEONArompUSATHBIX  XUMHUYECKUX, OMOJIOIMYECKHUX,
panuanMoHHbIX (akTopoB. KiMHHMYeckoe HcclenoBaHHE TaKOro JIEKAPCTBEHHOIO IpernapaTa MOXET
IPOBOAMTHCA C YYACTHEM B KAU€CTBE MAllMEHTOB BOEHHOCTYKAIIMX, 3a UCKIOYEHUEM BOCHHOCIYKAIIUX,
IPOXOJSALIMX BOCHHYIO CIIy>KOy IO MPH3BIBY, C COOJIIOJICHMEM TpeOOBaHUM, yCTaHOBIEHHBIX HACTOSIIUM
®denepalibHbIM 3aKOHOM B OTHOUIEHUH IPaKAAHCKUX JIMIL;

4) cOTpYAHUKOB IPAaBOOXPAHUTEIbHBIX OPTaHOB;

5) aui, oTOBIBAIOIIMX HAaKa3aHWE B MECTaX JIMILIEHHUS CBOOOBI, a TAKXKe JIMI, HAXOJSAIUXCS O]
CTpaXkeil B CIIEACTBEHHBIX M30JIATOpaX.

7. Jlomyckaercs MpOBEJEHUE KIMHUYECKOIO HCCIEAOBAHUS JIEKAPCTBEHHOIO Ipernapara s
MEIUIIUHCKOTO TIPUMEHEHUS, MTpeTHA3HAueHHOT 0 JUIsl JICYeHHs TICUXHUUECKUX 3a00JIeBaHuM, C y4acTHEM B
KayecTBE MAalMEeHTOB JIUI[ C ICUXUUYECKUMHU 3a00JIEeBaHUSIMU, PU3HAHHBIX HEIEECIIOCOOHBIMU B MOPSIKE,
YCTaHOBJIEHHOM  3aKoHoJaTenbcTBOM  Poccuiickont ~ ®epepanuu.  KimHudeckoe — HMccienoBaHue
JIEKapCTBEHHOI'0 Mpernapara B 3TOM Ciy4yae MPOBOJUTCS NMPH HAJUYMUU COIJIacHs B MHCbMEHHON (opme
3aKOHHBIX ITPEICTABUTENEN YKA3aHHBIX JIMII.

[IPUMEYAHHUE:

Cwm. KOMMCHTApHHU K CTAaThC 43 HaCTOAIICTO d)euepaJILHoro 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 29 nosopa 2010 2. N 313-@3 cmames 44 nacmosiwezo DedepanbHoco
3AKOHA U30JAHCEHA 8 HOBOU pedakyuu, scmynarowell 6 cuiy ¢ 1 sneaps 2011 2.



Cm. mexcm cmamwvu 8 npeodvloywetl peoaKyuu
Crarba 44. OOs3aTenbHOE CTPAXOBAHME KU3HMU, 3J0POBbsI TMALMEHTA, YYaCTBYIOLIETO B
KIMHUYECKOM  HCCJICJOBAaHMM  JIEKAPCTBEHHOIO  Mperapara JUisi  MEIUIUHCKOTO
NPUMEHEHHS

1. Opranuzanus, NOJy4YUBIIAs pa3pelieHHEe Ha OPraHU3alMI0 TPOBEACHHS KIMHHYECKOTrO
UCCIICIOBAaHMs JICKQpPCTBEHHOTO TIpenapaTa Ui MEAMIMHCKOTO TpPHUMEHEHHs, 00s3aHa B KayecTBE
CTpaxoBarTelisi CTPaxoBaTb pPHUCK MPUYMHEHHUS Bpela >KU3HU, 3/I0pPOBBIO IMallM€HTa B pe3yjbTaTe
NPOBEICHUS KIMHUYECKOTO MCCIIEOBAHMS JIEKAPCTBEHHOIO Ipenapara il MEAUIUHCKOTO MPUMEHEHUS
3a CBOI1 CUeT IMyTeM 3aKJIIOYEHHS I0T0BOpa 0053aTeIbHOTO CTPaXOBaHUSI.

2. OOBEKTOM 00s3aTE€IBHOTO CTPAXOBAaHUS SBISETCS HMMYILECTBEHHBIM HWHTEpPEC MalueHTa,
CBSI3aHHBIN C MPUYMHEHHUEM BpEJa €ro >KU3HH WIH 3]J0POBBIO B pe3yJbTaTe MPOBEACHHUS KIMHUYECKOTO
UCCIIEIOBaHMS JICKAPCTBEHHOTO Mpenapara JJisi MEIUIIMHCKOTO IIPUMEHEHUSI.

3. CTtpaxoBbIM CiIy4aeMm IO AOTOBOPY 005A3aTeIbHOTO CTPaXOBaHUS SBJISIETCS CMEPTh MallUEeHTa WK
YXYJIIEHUE €ro 3/I0pOBbs, B TOM YHCIIE BIEKYIIEEe 32 COOOH YCTaHOBJIEHUE WHBAIMAHOCTH, PH HATUIAN
MPUYMHHO-CJIEICTBEHHON CBSA3M MEXAYy HACTYIJICHUEM JTOrO0 COOBITUS W Y4YacTHEM IMallUeHTa B
KJIMHUYECKOM HCCIIeIOBAaHNUH JIEKAPCTBEHHOTO IIpenapaTa.

4. TpebGoBanusi O BO3MELIEHUU Bpela, MNPUYMHEHHOTO >KH3HU WM 3/I0POBBIO TMAallMEHTA,
OPEIbABISIOTCS B TEUEHHE  CPOKOB  HMCKOBOMW  JIABHOCTH,  YCTAHOBICHHBIX  TPaKTAHCKHM
3aKOHOJATEeNILCTBOM.

5. Pa3zmep cTpaxoBOH BBIILIATHI IO JJOTOBOPY 0053aTEIHHOTO CTPAXOBAHUS COCTABIISIET:

1) B cnyyae cMepTH MalMeHTa JIBa MUJUIMOHA pyOJiel Ha Ka)I0ro MaIMeHTa, y4acTBOBABIIETO B
KJIMHUYECKOM HCCIIeIOBAaHUH JIEKAPCTBEHHOTO MIpernapara;

2) mpu yXyALIEHUU 37J0POBbs MAIIUEHTA!

a) MOBJIEKIIEM 3a cO0O0M yCTaHOBIIEHHME MHBAIHMIHOCTH | TPYIIIBI, OJUH MUJUIMOH TSATHCOT THICSY
pyOneil Ha KaXAOro malMeHTa, Y4YacTBOBABLIETO B KIMHUYECKOM MHCCIEOBAHUHU JIEKApPCTBEHHOTO
npemnapara;

6) momiekmeM 3a co0oil ycTaHOBIeHHWE WHBAaNUAHOCTH Il rpymmbl, oAMH MMIUIMOH pyOnel Ha
Ka)XXJIOTO MAI[MeHTa, YIaCTBOBABIIETO B KIIMHIUYECKOM MCCIICIOBAHIH JICKAPCTBEHHOTO MPeTapara;

B) TOBJEKIIEM 3a co0oi ycraHoBieHHe MHBaIMIHOCTH III rpynmsl, mATbcOT ThicAu pyOiei Ha
Ka)XXJIOTO MAaI[MeHTa, YIaCTBOBABIIETO B KIIMHUYECKOM MCCIICIOBAaHIH JICKAPCTBEHHOTO MPeTapara;

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrvim 3akonom om 22 oexaopsa 2014 e. N 429-D3 noonynkm "2" nynkma 2 wacmu 5 cmamou
44 nacmosiyeco @edepanrbH020 3aKOHA UZNOJCEH 6 HOBOU pedakyuu, ecmynaiowjett 6 cury ¢ 1 uwons

2015 2.

Cm. mexcm noonyHkma 6 npeovioyujeil peoaxkyuu
T') He TIOBJIEKIIIEM 3a CO0O YCTaHOBIIEHUSI MHBAUAHOCTH, HE OOJIee ueM TPUCTa ThICAY pyOIiel Ha
KaKJIOTO MAIMEeHTa, YYaCTBOBABIIIETO B KIMHUYECKOM HCCIIEAOBAHUH JIEKAPCTBEHHOTO MperapaTa, uCX0o s
U3 HOPMATHBOB, OTPAXAIOMIMX XapakTep W CTENeHb MOBPEXKJCHUS 3/I0OPOBBS, a Takke (aAKTUYECKU
MOHECEHHBIX MAIMEHTOM PAacXOJI0B, BBI3BAHHBIX MOBPEKICHHEM 37I0POBbs, HA MEIUIIMHCKYIO TTOMOIIIb,
nprOOpeTEeHNE JIEKAPCTBEHHBIX MPENapaToB.
6. Yrparuna cuny ¢ 1 uronst 2015 r.
Wndopmarys 06 M3MEHEHHSX:
Cm. mexcm yacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTENBHOTO CTPaxOBAaHMSI HE MOXKET OBITh MEHEE, YeM CPOK IMPOBEICHUS
KJIIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO Mpemnapara.
Wndopmarus 06 H3MEHEHUSX:
Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 8§ cmamou 44 nacmoswezo
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeli pedaxKyuu



8. VYcnoBus n0oroBopa 0053aTENBHOIO CTpaxOBaHMsA, B TOM 4YMCJIE CTPaxOBble TapU(bl IO
00513aTEIbHOMY CTPaxXOBAaHUIO, NEpeUYeHb HEOOXOIUMBIX JTOKYMEHTOB MJIsi OCYIIECTBICHHUS CTPaxOBOM
BBINJIATHI, MOPAJAOK YCTAHOBJIEHHUS CTPAXOBATEJEM HHIMBUAYAIBHOIO HWIEHTU(UKALMOHHOIO KOja
NalMeHTa, MopsAI0K UHHOPMUPOBAHUS CTPAXOBATENIEM CTPaXOBIIMKA O MPUBJICYCHHBIX K KIMHHYECKOMY
MCCIICIOBAHMIO JIEKAPCTBEHHOI'O TIIpenapara Uil MEIULIUHCKOIO IPUMEHEHUs IalUeHTax, IOpsAIoK
yILIaThl CTPAaxOBOW MPEMUH, MOPSIOK pPeaanu3alui ONpPEIeICHHbIX HacTosAMUM DenepanbHbIM 3aKOHOM U
Ipyrumu  ¢defepalbHbIMU  3aKOHAMHM IpaB U OO0S3aHHOCTEH CTOPOH IO JOrOBOpPY O0s3aTE€IBbHOrO
CTpaxOBaHMs, a TaKXE HOPMATHUBBI, OTPAKAIOLUIUE XapaKTep MU CTENEHb IOBPEXKICHUS 3/10pOBb,
yCTaHaBJIMBAIOTCS TUIIOBBIMU IIPaBHJIaMH 0053aT€IbHOIO CTPAXOBAHUS.

9. B ciny4ae npuuMHEHUs Bpeia AKU3HU NALMEHTA, yYaCTBOBABILETO B KIIMHUYECKOM UCCIIEI0BAHUU
JIEKapCTBEHHOT'0 IIpernapaTa, BbIFOJONPHOOpETaTeNsIMU 10 JOrOBOpPY O00S3aTE€IBHOIO CTPaXOBaHMS
SIBIIIOTCSL TpaXkJaHe, HMEIOLME IIpaBO Ha BO3MELICHHE Bpena B Cilydae CMEPTH KOpMUiblia B
COOTBETCTBUH C I'PAXKAAHCKUM 3aKOHOJATENbCTBOM, NP OTCYTCTBUM TAKUX T'PaKJIaH - POJUTEIIHN, CYNIPYT,
JE€TH YMEPLIETO MallMEeHTa, Y4aCTBOBABILIEr0 B KJIMHUYECKOM MCCIIEI0BAaHUU JIEKApCTBEHHOTO Mpenapara,
B CJly4ae CMEPTH NALUEHTA, Yy4aCTBOBABILErO B KIMHUYECKOM HCCIIEJOBAHUM JIEKAPCTBEHHOTO IIperapara
U HE MMEBILIEr0 CaMOCTOSITEIBHOTO JI0X0Ja, - TpaKJaHe, Ha MKJIMBEHUU KOTOPBIX OH HaXOAWJICS, B
OTHOILLIEHUM BO3MELICHUS pAcXOJ0B Ha IMOrpe0CHHE MalMeHTa, YYaCTBOBABLIETO B KIMHUYECKOM
UCCJIEJOBAaHUM JIEKAPCTBEHHOI'O IIPETapara, - JIMLO, IOHECIIEE TAKUE PACXO/IbI.

10. CrpaxoBas BbIIUIaTA B CYET BO3MELICHMS BpeAd, IPUYMHEHHOIO JKM3HU IIallUEHTAa,
y4acTBOBABLIET0 B KJIMHMYECKOM MCCJIEIOBAHUU JIEKAPCTBEHHOrO IpernapaTa, paclpeieseTcs MexIy
BBIFOJIONIPHOOpETATENSIMA IPOIOPLMOHATIBHO UX KOJUYECTBY B PaBHBIX JI0JIAX.

11. Ilpm HacTymjueHMHM CTPaxoBOrO ciydas IIallMEHT, Y4YacTBOBAaBLIMI B KIMHUYECKOM
UCCIIEIOBAaHUHU JIEKAPCTBEHHOTO MIperapara, BhIroA0nproOpeTaTelib BIpaBe NpeaAbsiBUTh HEITOCPEICTBEHHO
CTPaxoOBILMKY TpeOOBaHHE O BO3MEUICHUM NMPUYMHEHHOro Bpena. CTpaxoBas BbIIIaTa OCYILIECTBISETCS
CTPaxOBIIMKOM B TeUEHHE TPUALATH JHEH CO JHS MpesCTaBlIeHUs] HeOOXOAUMbIX TOKyMeHTOB. [lanuenr,
y4acTBOBABUIMI B KIMHUYECKOM HCCJIEIOBAaHUM JIEKAPCTBEHHOTO IpernapaTa, Uil BhIFOJONpHOOpeTaTeb
00si3aH COOOLIUTH CTPAaXOBUIMKY Ui OCYIIECTBJIEHUS CTPaXxOBOW BBIMJIATHl MHJIUBUAYAJIbHBIN
UACHTU(DUKAIIMOHHBIM KOJ MalMeHTa, YCTAHOBJIEHHBIM CTpaxoBaTelleM B COOTBETCTBUU C TUIOBBIMU
IpaBUJIaMU 0053aTEILHOTO CTPAXOBAHMSL.

12. Jlo momHOro ompezaeneHus pa3Mmepa MOJJIEKAIIET0 BO3MEILEHUIO BpEela CTPAXOBIIMK IO
3asIBJICHUIO IAlMEHTA, YYaCTBOBABIIETO B KIMHUYECKOM MCCIIEN0BAHNUNU JIEKAPCTBEHHOIO Mpenapara, Win
3asIBJICHUIO BBITOJONIPHOOpPETATENSI BIIPAaBE OCYIIECTBUTH YaCTh CTPAXOBOM BBIMJIATHI, COOTBETCTBYIOLIYIO
(akTHUECKH ONpeeeHHON YacTh NPUYMHEHHOTO Bpe/a.

13. CrpaxoBasg BbIIUIATA B COOTBETCTBUU C JOrOBOPOM  OOS3aTE€IBHOTO CTPAaXOBaHMS
OCYILIECTBIISIETCS HE3aBUCUMO OT BBIIIJIAT, IPUUUTAIOLUINXCSA IO IPYTUM BHJIaM CTPAaXOBaHHS.

14. He nomyckaercs ywacTHE ITalMEHTa B IPOBEACHUM KIWHUYECKOIO MCCIIEOBAHUSA
JIEKapCTBEHHOTO Iperapara Ipu OTCYTCTBHH JJIOTOBOPA 0053aTEILHOTO CTPAXOBaHUSL.

15. KoHTponb 3a HMCHOJHEHMEM OpraHW3ALMEN, MOJYYHMBIIEH pA3pEIICHHE Ha OPTraHHU3aLUIo
IIPOBEJECHUS KIMHUUYECKOTO MCCIEA0BAHNS JEKAPCTBEHHOIO Mpernapara Juisi MEJULMHCKOTO PUMEHEHMS,
YCTaHOBJICHHOW HACTOsIIENH cTaThel 00S3aHHOCTU MO 005S3aTeNbHOMY CTPAaXxOBAHMIO KU3HU, 3/I0POBBS
HalMeHTa, y4acTBYIOLIEro (y4acTBOBABIIET0) B KIMHUYECKOM MCCIIEJOBAHUH JIEKAPCTBEHHOTO Mpernapara,
OCYIIIECTBIISIETCSl  YIOJIHOMOYEHHBIM (heiepaqbHbIM OpPraHOM HCIOJHUTEIBHON BIIACTH, BBIJABLINM
paspellleHue Ha NPOBEIACHHE KIMHUYECKUX HCCIECJOBAHMM JIEKapCTBEHHBIX IIpenapaTroB s
MEAUIIMHCKOTO TPUMEHEHHUS.

[IPUMEYAHHUE:

Cwm. KOMMCHTApHHU K CTAaThC 44 HaCTOAIICTO d)euepaJILHoro 3aKOHa

I'naBa 8. [Ipou3BoaACTBO U MAPKMPOBKA JIEKAPCTBEHHBIX CPEICTB



Crarba 45. [Ipon3BoACTBO JICKAPCTBEHHBIX CPEIICTB

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 1 cmamou 45 nacmoswezo
DedepanbHo20 3aKOHA 6HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 utons 2015 2.

Cm. mexem yacmu 8 npedvioyujeli pedaxKyuu

1. IIpou3BOICTBO JIEKAPCTBEHHBIX CPEACTB JIOJDKHO COOTBETCTBOBATh TPEOOBAHUSAM IPaBUII
Ha/JIeXKAIIEH MMPOU3BOICTBEHHON NMPAKTHKY, YTBEPKICHHBIM YIIOJTHOMOUYEHHBIM ()efepaTbHBIM OPraHOM
UCIIOTHUTENbHOM BiacTu. OCcoOEHHOCTH Mepexoa MPOU3BOACTBA OTACIBHBIX JIEKAPCTBEHHBIX CPEJICTB K
WX TIPOM3BOJCTBY B COOTBETCTBHH C TPESOOBAHHMSIMH TPABHI HAJJICXKAIIEH MPOU3BOJICTBEHHOW MPAKTUKH
ycraHaBnuBawTcs [IpaButensctBom Poccuiickoit ®denepanuu. Bpinaua 3axkiro4eHUil O COOTBETCTBUH
MPOU3BOJUTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM TMpaBWJI HaJIeKallell MPOU3BOIACTBEHHOMN
MPaKTUKHU OCYLIECTBISAECTCS MO PE3YJIbTATAM MHCIIEKTUPOBAHUS MMPOU3BOJUTENEH JI€KapCTBEHHBIX CPE/ICTB
B 1mopsake, ycraHoBieHHOM IIpaBurensctBom Poccuiickoin @enepannu. Pazmep miatel 3a Bblaady
3aKJIIOYEHHUS O COOTBETCTBHHM IPOU3ZBOJAUTENS JIEKAPCTBEHHBIX CpPEIACTB TpeOOBaHUSM TMPaBUI
HaJyIeKallen MpOU3BOJICTBEHHON NIPaKTUKK ycTaHaBiauBaercs IIpasurensctBom Pocceniickoit @enepanuu.
[lopsinok opraHu3alvu U MPOBEACHUS UHCIIEKTUPOBAHUS MPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBUE TPEOOBAHUSAM TMPABWI HAJICKAIICH TPOU3BOJCTBEHHOW NPAKTHKU YCTAaHABIMBACTCS
IIpaButenscTBOM Poccutickoit denepanuu.

Undopmarist 06 n3MEHEHUAX:

DedepanvHuim 3akoHom om 22 oOexabpsa 2014 2. N 429-d3 @ uacmv 2 cmamovu 45 Hacmosue2o
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. Ilpou3BoacTBO JIeKapCTBEHHBIX cpenctB B Poccuiickoit ®Degepanuu  OCYIIECTBISETCA
MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX CPEACTB, UMEIOIIMMHU JIMIIEH3UIO0 Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepklieHME COOTBETCTBHUS JIMIIEH3WATa TMpPABWIIAM HAJUICKAIEH MPOU3BOJICTBEHHOM
MPaKTUKU OCYILECTBIIAETCS B paMKaxX JIMIIEH3UOHHOTO KOHTPOJS B COOTBETCTBHUU C 3aKOHOAATEIbCTBOM
Poccuiickoit deneparuu ¢ yueToMm 0COOEHHOCTEM, YKa3aHHBIX B 4acTH | HACTOSIIEH CTaThHU.

3. IIpou3BOACTBO JNEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS C COOMIOJeHNEM TpeOOoBaHUN
MPOMBIIIUICHHOTO PETJaMeHTa, KOTOPhIN YTBEP)KAAETCS PYKOBOJIUTEIEM MPOU3BOIUTEINS JIEKAPCTBEHHBIX
CPEICTB M BKIIOYaeT B ce0s TMepedeHb UCHOIb3yeMbIX (apMaleBTUUYECKHX CYOCTaHIMA U
BCIIOMOTATENIbHBIX BEIIECTB C YKAa3aHHEM KOJWYECTBA KaXXKIOTO M3 HHUX, JaHHbIE 00 HCIOJIb3yeMOM
000py/IOBaHUH, OMHCAHHE TEXHOJIIOTUYECKOTO Tpollecca W METOJOB KOHTPOJS Ha BCeX dTamax
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB.

Wndhopmarust 06 n3MEHEHUSX:
Yacmo 4 usmenena c 29 oexabps 2020 e. - @edepanvuwiii 3axon om 27 dexabps 2019 2. N 481-D3

Cm. npeovloywyro peoakyuio

4. Tlpu mpou3BOJACTBE JICKAPCTBEHHBIX CPEICTB HCIONB3YIOTCA (hapMarleBTHUYECKHE CyOCTaHIIHNH,
CBEICHMSI O KOTOPBIX COJEPIKATCS B TOCYTapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPECTB, 3a UCKIIIOUEHUEM
dbapMaleBTUYECKUX CYOCTAHIIMMA, MPOU3BOJUMBIX JUIS MPOBENCHUS KIMHUYECKUX HCCICIOBAHUN U IS
skcriopta. K mporeccy mpousBoiacTBa ¢apmareBTUYECKOW CYOCTaHIIMM OTHOCATCS JIFOOBIE CTaauu
TEXHOJIOTMYECKOT0 MpOoliecca, IO3BOJIAIONIME TMOJYYUTh TOTOBBIM MIPOAYKT, COOTBETCTBYIOIIUI
TpeboBaHusIM (HhapMaKOIEHHONW CTaTbW, B TOM 4ucie (epMEHTAIUs, IKCTPAKIIUSA, OUYMCTKA, BBIJCICHUE,
MEPEeKPUCTAIIN3AlINS, BBICYIIMBaHUE, UW3MeNbYeHHe. B ciaydae HEOOXOAMMOCTH HCIIOJNIb30BAHUS
ATUJIOBOTO CIHPTa, B TOM uucie ¢GapMaleBTUUEeCKOW CYOCTaHIIMM CIHUpPTa STUIOBOTO (dTaHOJA), TPH
MIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB B KAUECTBE JACHCTBYIONIETO U (KMJIM) BCIIOMOTaTEIbHOTO BEIIECTBA,
a Takk€ B HHBIX TEXHOJOTMYECKHX IIeNIAX JOJKHA OBITh MCIIOJNb30BaHA TOJBKO (papmarieBTHUECKast
CyOCTaHIIMS CIIMPTA 3TUIIOBOTO (ITAHOI).

Wndopmarus 06 H3MEHEHHSX:



Deoepanvrvim 3akoHom om 14 Odexabps 2015 2. N 374-D3 yacme 4.1 cmamou 45 nacmoswezo
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu

4.1. TlepeyeHb JIEKApCTBEHHBIX NpENapaTOB Ui MEIUIIMHCKOTO TPUMEHEHHUS, B OTHOIICHUH
KOTOPBIX YCTaHABIMBAIOTCS TPEeOOBaHUS K OOBEMY Taphl, YHNAKOBKE M KOMIUIEKTHOCTH, IepeueHb
JICKApCTBEHHBIX MPEIapaToB Ui BETEPUHAPHOTO TIPUMEHEHUS, B OTHOIICHUH KOTOPBIX YCTaHABIMBAKOTCS
TpeOoBaHUS K OOBEMYy Taphl, a Takke TpeOOBaHUS K OOBEMY Taphl, YMAKOBKE M KOMILICKTHOCTH
JICKApCTBCHHBIX IpErmaparoB Uil MEIWIIMHCKOTO TIPUMEHEHHUs, TpeOOBaHUS K OOBEMY Taphl
JICKapCTBEHHBIX MPEMapaTroB JUIg BETEPUHAPHOTO TPUMEHEHHUS OMNPEACISIOTCS COOTBETCTBYIOIIUMHU
YIIOJIHOMOYECHHBIMU (heiepaIbHBIMU  OpTaHAMH HMCIIOJHUTEIBHON BJIACTH B TMOPSIIKE, YCTAHOBJICHHOM
[IpaBurensctBoM Pocculickoit denepanuu.

Wuopmarus 06 H3MEHEHHSX:
Yacmo 4.2 usmenena c 29 dexabps 2020 . - @edepanvhviii 3akon om 27 dexabps 2019 2. N 481-D3

Cm. npeodvloywyro peoakyuio

4.2. OpraHu3anuy, OCYIIECTBISIONINE IMPOU3BOACTBO (hapMaleBTHUECKOW CYOCTaHIIMHM CIIHPTa
3TUJIOBOTO (3TaHOJIAa) Ui NPOU3BOJACTBA CIIUPTOCOJEPIKALIMX JIEKAPCTBEHHBIX IPENaparoB, OOS3aHBI
OCYIIECTBIISITh YUYET B MOPAJIKE, YCTAHOBIEHHOM cTaThsiMu 8 u 14 denepanbHOro 3akoHa ot 22 HOAOPS
1995 roga N 171-®3 "O rocynapcTBEHHOM pEryJMpOBaHUU IMPOU3BOJICTBA U 000POTA ATUIOBOTO CIUPTA,
QJIKOTOJIBHOM M cnMpTOcoAepXkallell NpoaykKuuh M 00 OrpaHWYeHUH MOTpediaeHus (pacuuTHs)
ankoronbHOM npoaykiun”. [Tpon3BoacTBo apMarneBTHUECKON CyOCTaHIIMK CIIMPTA 3TUIIOBOTO (ITAaHOIA)
JIOITYCKAETCSl TOJIBKO OpraHM3alueil, OCyIIECTBISIOMEH MPOU3BOJACTBO PEKTU(UKOBAHHOTO 3THIIOBOIO
CIHpTa W3 MHIICBOTO CHIPhS HAa OCHOBAaHWM JIMIEH3UM HAa MPOM3BOJICTBO 3TUIIOBOTO CIIHPTA IS
NPOM3BOJICTBA (papMalleBTUYECKON CyOCTaHIIMM CHOUpPTa STWIOBOrO (3TaHONA) B COOTBETCTBUU C
TpeOoBanusiMu @PenepasibHOro 3akoHa oT 22 Hosi0ps 1995 roma N 171-@3 "O rocynapcTBeHHOM
peryJaMpoBaHUU IPOU3BOJACTBA M 000pOTa STHIOBOIO CHHUPTA, AJKOTOJBHOW M CIUPTOCOAEpIKallen
IPOAYKIMH U 00 OrpaHMYEHUH NOTPeOIeHUs (PACIUTHS) AJIKOTOJIbHOM MPOIYKIIMK'", METOJOM pa3BeICHUS
BOJIOM OYMILEHHOM TaKOro ATUJIOBOTO CHHUPTA, NPOM3BEACHHOIO JaHHOW OpraHu3alued Mo MecTy
OCYIIECTBJIEHUS MMPOU3BOCTBA (hapMaIeBTHUECKOM CYOCTaHIIUU CITUPTA STUIIOBOTO (ITaHOMIA).

Wndopmarys 06 H3MEeHEHHSAX:

Cmamus 45 oononnena uacmoto 4.3 ¢ 1 saneaps 2018 e. - @edepanvruiii 3akon om 29 uronsa 2017 a.
N 278-@D3
4.3. NuauBuayanbHble TPEANPUHUMATENN U IOPUAMYECKHE JIMIA, OCYIIECTBISIONINE 3aKYNKy H
WCIIOJIb30BaHNE (DapMalleBTUUECKOM CYOCTAHIIMM CIHpPTa ATHJIOBOTO (dTaHOJA), a TaKKe MPOU3BOICTBO,
U3rOTOBJIEHHE M (MJIM) OO0OpPOT (32 MCKIIOYEHHWEM PO3HUYHOM MPOAaXH) CIHUPTOCOJEPIKALINX
JIEKapCTBEHHBIX IpernapaTroB, O0sM3aHbl OCYIIECTBIATh MX Yy4eT M JEKJIapupoBaHHE B TMOPSJKE,
yCcTaHOBJIEHHOM cTaTtbsiMu 8 u 14 denepanpHoro 3akoHa ot 22 Hosa6ps 1995 roga N 171-®d3 "O
rOCYyJapCTBEHHOM pPEryJUpOBAaHUM TMPOMU3BOJACTBA M 000pOTa ATUJIOBOTO CIHPTA, AJIKOTOJIBHOW MU
CHUpPTOCOAEpKaIIeH MPOIYKIIMU U 00 OrpaHUYEeHUHU TOTPeOIeHHs (PAaCIUTH) AJIKOTOJILHOM MPOTyKIH'".

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 45 oononnena uacmoto 4.4 ¢ 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e.
N 297-D3
4.4. Ilpm mnpOU3BOJACTBE JEKAPCTBEHHBIX NPEMAPATOB JUIsl BETEPUHAPHOTO MPUMEHEHUS
JIOTTyCKAeTCsl HMCIOJIb30BAaHUE TMPOU3BEACHHBIX IS peanu3anuu  (GapMareBTUUECKNX CYOCTaHIUH,
BKIIIOUEHHBIX B TOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJACTB YIOJIHOMOUYEHHBIM (elepalbHbIM
OpraHOM  HCIIOJIHUTENIbHOW  BJIACTH, OCYIIECTBISAIONIMM  BEIEHHWE TOCYJAapCTBEHHOTO  peecTpa
JIEKAPCTBEHHBIX CPEJICTB JJIs1 MEAUIIUHCKOTO IPUMEHEHHUS.
5. 3anpemaercsi IpOU3BOJICTBO:
1) nexapCTBEHHBIX CPEJICTB, HE BKIIIOYEHHBIX B FTOCYAapCTBEHHBIN pEecTp JIEKapCTBEHHBIX CPEJICTB,
3a HCKIIIOUEHUEM JIEKApPCTBEHHBIX CPEACTB, MPOU3BOIUMBIX ISl IPOBEACHUS KIMHUUECKUX UCCIIETOBaHUM



¥ JUIS DKCIIOPTA;

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) nexapCTBEHHBIX CPENICTB Oe3 JIMIIEH3UH Ha ITPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEICTB C HApyIICHHEM IPaBWJI OPraHU3aldd MPOU3BOJACTBA M KOHTPOJISL
Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB;

5) yrpatuin cuiy ¢ 29 nexabps 2020 r. - @enepanbHbiii 3ak0H 0T 27 aekadps 2019 r. N 481-03

Wndopmarus 06 H3MEHEHHSX:
Cm. npedvloywyro pedakyuio

Cmamws 45 oononnena nynkmom 6 ¢ 29 dexaops 2020 2. - @edepanvhwiii 3axon om 27 dexabps 2019 e.
N 481-D3
6) CUPTOCONEPKANINX JICKAPCTBEHHBIX TMPENapaTroB MO MECTY OCYIIECTBICHUS IPOU3BOJICTBA
dapmaiieBTUYECKON CyOCTaHIIMK COUpPTa STHIOBOrO (3TaHona) W (WIM) MO MECTYy OCYIIECTBICHUS
IIPOM3BOJICTBA TUIIOBOTO CITUPTA;

Wudopmarus 06 H3MEHEHHSX:

Cmamws 45 oononnena nynkmom 7 ¢ 29 dexaops 2020 2. - @edepanvhwiii 3axon om 27 dexabps 2019 e.
N 481-D3

7) dapMarieBTHYECKO CyOCTaHIIMKM CHUPTa 3TUJIOBOTO (3TaHOJA) W (MIIM) CHUPTOCOJSPIKAIINX
JICKapCTBEHHBIX IMPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOpYyIOBaHUM [UIsl IPOU3BOJCTBA
ATUJIOBOT'O CHUPTA, YKa3aHHOM B nyHkTe 1.1 crateu 14.1 denepanbHoro 3akoHa ot 22 HoA0pst 1995 rona
N 171-®3 "O rocygapCcTBEHHOM pErylMpOBaHMM MPOU3BOJCTBA U 000OpOTa ITUIOBOTO CIHPTA,
QJIKOTOJIbHOM M CIIUPTOCOJAEpXKAllell NPOAYKIMM U 00 OrpaHMYEHUH MOTpedseHus (pacnuTus)

AIKOTOJIbHOM MpoAayKIuu'".

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvhvim 3akonom om 22 oexabpsa 2014 e. N 429-@3 6 uacmv 6 cmamvu 45 nacmoswezo
DedepanvHo2o 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 6 npeovioyueli peoaKyuu
6. Ilpu BBOJE JEKapCTBEHHBIX CPEICTB B TPAXJAHCKUH OOOPOT YIOIHOMOUYEHHOE JIUIIO
IIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB OCYIIECTBIAET MOATBEPKICHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeICTB  TpeOOBaHMWSM,  YCTAaHOBJIEHHBIM  TNpPU  HUX  TOCYJAapCTBEHHOM  perucrpanuu, H
[TPUMEYAHHWEupyet, uTo JNeKapcTBEHHBIE CPEACTBAa MPOU3BEICHBI B COOTBETCTBUHM C TPeOOBaHUAMU
MPaBJI HA/JISIKAIIEH MPOU3BOICTBEHHON MPAKTUKH.

Wndopmarys 06 H3MEeHEHHSAX:
Yacms 7 usmenena c 13 aszycma 2019 2. - edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio

7. YIIOTHOMOYEHHBIM JIUIIOM TPOM3BOAMTENS JICKAPCTBEHHBIX CPENICTB SIBISETCS €ro paOOTHUK,
aTTECTOBAHHBIA B YCTAHOBJICHHOM YITOJIHOMOYCHHBIM (heJiepabHBIM OPTaHOM HCIIOTHUTEIHLHOW BIACTH
MOPSIIKEe U UMEIOIINN CTaK pabOThl HE MEHEee YeM IIATh JIeT B 00JacTH MPOU3BOJCTBA U (MIJIH) KOHTPOJIS
Ka4yecTBa JICKapCTBEHHBIX CPEJCTB, BBICIIEE 00pa30BaHHE COOTBETCTBEHHO IO OJTHOW W3 CHEIHATBHOCTEH
U (WIM) ONHOMY W3 HANpaBICHWA TOATOTOBKU: OWONOTHS, OHOTEXHOJOTHS, BETEpPUHAPUS,
BETEPUHAPHO-CAaHUTAPHAS JKCIIEPTH3a, KIMHUYECKAas MEIUIIMHA, paJualliOHHAs, XHUMHYECKas W
Ounosnoruveckas 3amura, Gpapmaius, GpyHaaMeHTanbHas METUIINHA, XUMHUYECKas TEXHOJIOTHS, XUMUSL.

Wudopmanust 06 U3MEHEHUIX:
Yacmo 8 usmenena c 1 ausaps 2018 2. - @edepanvruiil 3axkon om 29 uions 2017 2. N 278-D3

Cm. npedvloywyro pedakyuio
8. IlpousBoauTENM JIEKAPCTBEHHBIX CPENCTB (32 MCKJIIOUEHHEM (DapManeBTHUYECKOW CYOCTaHIIUU
CIIUPTa ATUJIOBOIO (3TaHOJIA) MOTYT OCYLIECTBIISThH MPOAAXKY JEKAPCTBEHHBIX CPEJICTB WM MEPEIaBaTh UX
B YCTAHOBJICHHOM 3aKOHOJATEIbLCTBOM Poccuiickoit denepaunu mopsake:
1) ipyrum npou3BOAUTEINSAM JIEKAPCTBEHHBIX CPEICTB JIJIsl IPOU3BOACTBA JIEKAPCTBEHHBIX CPE/ICTB;



2) opraHu3aiusM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeuHbIM OpraHu3alysM, BETEPUHAPHBIM aIllTEYHbIM OpraHU3ALMSIM, WHIUBUIYaIbHBIM
OpeIpUHUMATENSIM, UMEIOIIUM JIUIEH3UI0 Ha (PapManeBTHUYECKYIO0 IEATEIbHOCTh WJIM JIMLEH3UI0 Ha
MEAMLMHCKYIO IESTEIIbHOCTD;

4) Hay4yHO-HCCIIEI0BATEIbCKUM OPraHU3alHsIM JIsl HAYy4YHO-HCCIIE10BATENbCKOM paboThI;

5) MEIULIMHCKUM OpraHU3alUsM U BETEPUHAPHBIM OpraHU3alUsIM;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 6 uzmenen c 13 aseycma 2019 2. - @edepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3

Cm. npedvloywyro pedakyuio
6) OopraHu3anusAM W WHAWBUAYAJIbHBIM TMPEIIPUHUMATEISIM, OCYIIECTBISIFONMM pa3BeICHHE,
BBIPAIIMBAHKE U COJICPIKAHHUE KUBOTHBIX (32 UCKITFOUCHHEM MTPOAKH UM (DapMalleBTHUSCKUX CyOCTaHIIUI
WK WX [Iepe/iaun ).

Undopmaris 06 n3MEHEHUAX:
Yacmo 9 usmenena c 29 oexabps 2020 e. - @edepanvhsiii 3axon om 27 dexabps 2019 2. N 481-D3

Cm. npedvioyuyio pedaxyuio

9. TlpouwsBomutenu (apMaleBTUUYECKON CYyOCTaHIIMM CIHPTa STHIOBOTO (dTaHOJA) OO0s3aHbBI
OCYIIECTBIISITh peau3anuio (mepeaadyy B YCTAHOBICHHOM 3aKOHOJATEIbCTBOM Poccuiickoit Dexepanyn
nopsiike)  GapManeBTHYECKOW  CyOCTaHIIMM  CIIUPTa  JTWIOBOrO  (3TaHONA)  MPOU3BOAUTEIISIM
JIEKapCTBEHHBIX CPEJICTB JUISI IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, TPOU3BOAUTEINSIM (M3TOTOBHUTEIISIM)
MEIUIIUHCKUX M3JICIUN JUIs TIPOU3BOJICTBA M U3TOTOBJICHUS MEIUIIMHCKUX U3JICITUN B €MKOCTIX 00bEMOM
He Oosee 1 mutpa u (wim) He MeHee 1000 nuTpoB, a opraHU3ausaM, yKa3aHHBIM B ITyHKTax 3 - 5 gacTtu 8
HACTOSIIEH CTaThH, B Tape 00beMoM He Oosiee 1 muTpa.

Wndhopmarist 06 n3MEHEHHSX:

Cmamows 45 oononnena uacmoio 10 ¢ 29 dexabpa 2020 2. - @edepanvhulii 3axon om 27 dexabps 2019 2.
N 481-d3
10. Peanusanus (mepemaya B YCTAHOBJICHHOM 3akoHojaTeNnbcTBOM Poccuiickoit denepanun
nopsiike) ¢dapManeBTUUECKOM CYOCTaHIIMU CIHpPTa STUIOBOTO (3TaHOJA) OpraHU3AIMSIM ONTOBOM
TOPTOBJIN JIEKAPCTBEHHBIMH CPEICTBAMHU HE JIOITyCKAETCA.

Wndhopmarrist 06 n3MEHEHUSX:

Cmamows 45 oononnena wacmoio 11 ¢ 29 dexabpa 2020 2. - @edepanvhulii 3akon om 27 dexabps 2019 a.
N 481-d3
11. IlepeBo3ku ¢apMmarieBTUYECKON CyOCTaHIIMK CIIUPTA 3TUIOBOTO (3TAHOJA) OCYILIECTBISIOTCS C
coOnrofieHreM TpeOOBaHUM, YCTAaHOBJIEHHBIX ab3alleM uYeTBEpPTHIM NyHKTa 3 cTarbu 9 DenepanbHOro
3akoHa OT 22 HostOpst 1995 roma N 171-®@3 "O rocynapcTBEHHOM pETYJIHMPOBAHUU TPOU3BOACTBA U
000poTa STUJIOBOIO CIHHMPTA, AJKOTOJIBHOM M CIHUPTOCOAEpKalled NpOAYKIMM W 00 OrpaHUYEeHUH
notpedieHus (paciuTHs) aIKOTOJIbHOM MPOAYKIUH'".
MPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAThC 45 HaCTOAIICTO d)euepaJILHoro 3aKOHa

CraTtbs 46. MapkupoBKa JIEKapCTBEHHBIX CPEJCTB
NIPUMEYAHHUE:

Cm. Ilonmoxenme 0O  TPOBEACHWH  OKCIEPUMEHTA IO  MAapKUPOBKE  KOHTPOJBHBIMHU
(upeHTH(UKAIMOHHBIMU) 3HAaKaMH U MOHHUTOPUHTY 32 O00OPOTOM OT/AEIbHBIX BHJIOB JEKapCTBEHHBIX
MpenapaToB JUIsi MEAWIIMHCKOTO TIPUMEHEHUS, YTBepKIeHHOe mocTtaHoBIeHneM [IpaButensctBa PO ot
24 suBaps 2017 r. N 62

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 11 oxmsaops 20102 N 271-P3 6 uacme I cmamovu 46 nacmosweco
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHs.



Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
1. JlexapcTBeHHBIC TMpemapaThl, 3a UCKIIOYCHHEM JIEKAPCTBEHHBIX IMPENapaToB, M3TOTOBICHHBIX
anTeYHBIMH  OpraHW3alMsSIMH, BETCPHHAPHBIMH aNTCUYHBIMH  OpTaHW3AlMSIMU, HHIUBUAYAJTIbHBIMU
IpEIPUHAMATEIIIMHU, UMEIOIIMMH JIMIICH3UI0 Ha (apMaleBTUIECKYIO JAeSATeIbHOCTb, JOJKHBI TOCTYIATh
B OOpaleHue, ecliu:

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 e. N 429-D3 ¢ nynkm 1 yacmu I cmamvu 46 nacmosiwezo
DedepanbHoz20 3aKOHA 6HeCeHbl usMeHeHus, ecmynarowue 6 cury ¢ 1 utons 2015 2.

Cm. mexem nynkma 6 npeduvloyuei peoaKyuu
1) Ha WX MEpPBUYHOW YIIAKOBKE (32 MCKIIOYCHUEM NEPBUYHON YIAKOBKU JICKAPCTBEHHBIX
PACTHTENBHBIX MPENapaToB) XOPOIIO YUTAEMBIM MIPU(TOM HAa PYCCKOM S3bIKE yKa3aHbl HAMMEHOBAaHUE
JICKApCTBEHHOTO Iperapara (MeXIyHapoIHOE HeMaTEeHTOBAHHOE, HITH TPYIIIMPOBOYHOE, WIIM XUMHUYECKOE,
WM TOPrOBOE HAMMEHOBAHHUE), HOMEP CEPHH, JJaTa BBITYCKa (IS HMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX
IpernapaToB), CPOK TOJHOCTH, JO3UPOBKA WM KOHIIEHTpAIHs, 00beM, aKkTHBHOCTh B €IMHHUIAX JCHCTBUS
W KOJIMYECTBO J103;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 oexaops 2014 2. N 429-D3 ¢ nyukm 2 yvacmu 1 cmamovu 46 nacmosuezo
DedepanbHo2co 3aKOHA 6HeCeHbl uUsMeHeHus:, ecmynarowue 6 cury ¢ 1 utons 2015 2.

Cm. mexkcm nynkma 6 npeovloyujeli peoaKyuu

2) Ha UX BTOPUYHOU (MOTPEOUTENHCKON) yIMAaKOBKE XOPOILIO YUTAEMbIM HIPUPTOM Ha PYCCKOM
S3bIKE yKa3aHbl HAMMEHOBAHHWE JIEKAPCTBEHHOTO IMperapara (MEXAIyHapOoIHOE HENaTeHTOBAHHOE, HIIN
IPYNIAPOBOYHOE, WM XHMHUYECKOE M TOProBO€ HAWMEHOBaHUS), HAUMCHOBAHHE IPOU3BOIUTEIIS
JIEKapCTBEHHOTO TIpenapaTa, HOMEp CEpHUH, JiaTa BhITycKa (IS MMMYHOOMOJIOTHYECKUX JIEKaPCTBEHHBIX
IpenapaToB), HOMEpP PEruCTPALMOHHOTO YIOCTOBEPEHMs, CPOK TOJHOCTH, CIIOCOO MpHUMEHEHHUs,
JIO3MPOBKA WIIM KOHIIEHTpAIMs, 00beM, aKTHBHOCTh B €IWHHIIAX JCHUCTBHS JIMOO KOJWYECTBO 103 B
YIaKOBKeE, JIEKapCTBEHHAas (popMa, YCIOBUS OTIYCKa, YCIOBHS XpaHEHHsI, IPEAYIpeaUTEIbHbIE HAAMNCH.

Wndopmarys 06 H3MEeHEHHSAX:

Deodepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 uacmv 2 cmamou 46 Hacmoswezo
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. ®dapmareBTHUECKHE CYOCTAaHIIMU JOJDKHBI MOCTYMAaTh B OOpallleHUE, ecld Ha WX MEepBUYHOU
YIaKOBKE XOPOIIIO YATAEMBbIM MIPU(PTOM HA PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAaHHE (papMaiieBTHYECKOM
cyOcTaHIMM (MEXIyHAPOJHOE HEMAaTeHTOBAHHOE, WM TPYIIUPOBOYHOE, WIM XUMHUYECKOE M TOPTrOBOE
HAaWMEHOBAHMsI), HANMEHOBAHHUE TPOU3BOAUTENS (DapMalleBTHUECKOW CyOCTaHIIMH, HOMEp CEepUH M JaTa
M3TOTOBJICHMS], KOJMYECTBO B YIAKOBKE M €IUHUIIBI U3MEPEHUS] KOJIUYECTBA, CPOK TOJHOCTU M YCIOBUSA
XpaHEeHHUS.

3. JlekapcTBEeHHBIE CpeICTBa B KayeCTBE CHIBOPOTOK JIOJDKHBI MOCTyHaTh B OOpalieHHe ¢
yKa3aHUEM KHUBOTHOTO, U3 KPOBH, TJIa3MbI KPOBH, OPTAHOB U TKaHEH KOTOPOTO OHU TOJIYYCHBI.

4. Ha BTOpuuHyI0 (MOTPEOUTENHCKYIO) YITAKOBKY JIGKAPCTBEHHBIX CPEJICTB, OTYYECHHBIX U3 KPOBH,
MJ1a3Mbl KPOBU, OPTaHOB U TKaHEH YeJIOBeKa, O KHA HAHOCUThCS Haanmuck: "Anturena k BUU-1, BUY-2,
K BUpYycy renatuta C v MOBepXHOCTHBIM aHTUTEH BUpYyca renatuta B oTcyrcTByroT".

5. Ha  nepBuuHyr0  ymakoBKy M  BTOPHYHYK  (TIOTpeOUTENBbCKYIO)  YHAKOBKY
pannodapMaleBTUUECKUX JIEKAPCTBEHHBIX CPEACTB JIOJDKEH HAHOCUTHLCS 3HAK PAIMAIlMOHHOMN OMACHOCTH.

6. Ha BTOpu4HYyIO (MOTPEOUTEIBCKYIO) YIIAKOBKY TOMEOIMATHYECKUX JIEKAPCTBEHHBIX IMpENnapaToB
JOJKHA HAHOCUTHCS HaaOUCh: ""I'oMeonaTuueckuii".

7. Ha BropuuHyi0 (MOTpPeOUTENHbCKYIO) YIAKOBKY JIEKApPCTBEHHBIX PACTUTENBHBIX IPENapaToB
JI0JKHA HAHOCUThCS Haanuch: "[Ipoaykuus npouia paauallioHHbIA KOHTPOJIb'.

Wndopmarus 06 H3MEHEHHSX:



Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 8§ cmamou 46 Hacmoswezo
DedepanbHo20 3aKOHA 6HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 utons 2015 2.

Cm. mexem yacmu 8 npedvloyujeli pedaKyuu

8. Ha mnepBuuHyi0 ymakoBKy (€cid MJisi 3TOrO CYIIECTBYET TEXHHMUYECKas BO3MOXKHOCTb) U
BTOPHUYHYIO (TIOTPEOUTENILCKYIO) YIMAKOBKY JIGKAPCTBEHHBIX MpPENapaToB, IpeIHAa3HAUYEHHBIX IS
KJIIMHUYECKHUX UCCIEA0BaHUM, TOJKHA HAHOCUTHCA Haanuch: "JlJid KIIMHUYECKUX UCCIeIOBaHnN".

9. VnakoBka JEKapCTBEHHBIX CPEICTB, NPEAHA3HAUYEHHBIX HWCKIIOYUTEIBHO [UIsI JKCIOPTa,
MapKUPYETCsl B COOTBETCTBUHU C TPEOOBAHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTtHyto Tapy, KOTOopas HE MpeJHa3HaueHa g IMOTpeOUTENeil U B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPENICTBO, JIOJDKHA HAHOCUTHCS HHGOpManus O HAUMEHOBAaHUH, CEpUU
JIEKapCTBEHHOTO CPEJICTBA, JaTe BBHIMYCKA, KOJMWYECTBE BTOPUYHBIX (IMOTPEOUTENHCKUX) YHAKOBOK
JICKapCTBEHHOT'O CPEJCTBA, MPOU3BOAUTENE JIEKAPCTBEHHOI'O CPEJCTBA C yKa3aHWEM HAMMEHOBAaHUS U
MECTOHAXOXICHUSI MPOU3BOIUTENS JIEKAPCTBEHHOT'O CPEJICTBA (aapec, B TOM YHCIIE CTpaHa U (WJIH) MECTO
MPOU3BOJICTBA JIEKAPCTBEHHOT'O CPENICTBA), & TAKKE O CPOKE TOJAHOCTH JIEKAPCTBEHHOT'O CPEJCTBA M 00
YCIIOBUSIX €T0 XPaHEHUsS U MEPEBO3KU, HEOOXOUMbIE IPEYNPEAUTEIbHbBIE HAAMUCH U MAaHUIYJISITOPHbIE
3HAKH.

11. Ha nepBHYHYIO YIAaKOBKY W BTOPUYHYIO (IOTPEOMTENBCKYIO) YIAKOBKY JIEKApPCTBEHHBIX
CPEICTB [UIsi BETEPUHAPHOTO MPHUMEHEHHUS JOJDKHA HAHOCUTHCS HaAmuch: "J[Is BeTepHHApHOTO
npUMeHeHus".

12. Ha BropuuHyto (HOTpeOUTENIBCKYIO) YIAKOBKY JIEKAPCTBEHHOIO IIperapara HaHOCUTCS
LITPUXOBOH KOJ.

TIPUMEYAHUE:

CM. KOMMeEHTapuu K cTaTtbe 46 HacTosero denepabHOr0 3aKOHA

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axkonom om 6 Oexkabps 2011 e. N 409-D3 6 naumenosanue enagvl 9 Hacmosuezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNalwue 8 CULY no UcCmeyeHuy mpuoyamu OHel nocie
OHA 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbHO20 3aKOHA

Cm. mexkcm HaumMeHOB8aHUSA 8 NPedblOYUel pedaKyuu

I'maBa 9. BB0o3 1ekapcTBeHHBIX cpeacTB B Poceniickyio ®denepanuio 1 BbIBO3 JIEKAPCTBEHHBIX
cpeacrts u3 Poccuiickoii @enepaunu

Wndopmarys 06 M3MEeHEHHSAX:

Deoepanvrvim 3akoHom om 6 oexaops 2011 2. N 409-D3 6 naumenosanue cmamou 47 Hacmosue2o
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlowue 8 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHA 0huyUarbHO20 0NYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm HAUMEHOBAHUSL 8 NPeOblOYUel PeOaKyuu
Crarba 47. Ilopsnok BBO3a JIEKapCTBEHHBIX CpelAcTB B Poccuiickyro denepaunio u BbIBO3a
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoii denepannu

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3akonom om 6 Oexaops 2011 . N 409-P3 6 uacmv [ cmamvu 47 Hacmosuezo
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlowue 8 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHA 0huyUarbHO20 0NYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloywetl pedaKyuu
1. BBo3 nekapcTBeHHBIX cpelncTB B Poccuiickyro @Denepanuio OCYHIECTBISETCS B IOPSAIKE,
yctaHoBiieHHOM [IpaButensctBom Poccuiickoir  ®Depepaiiuv, B COOTBETCTBUM C TaMOXXECHHBIM
3aKOHOJATENHLCTBOM TamoxeHHOro coro3a B pamkax EBpA3DC (manee - TamoxeHHBIH COI03) U (WIIH)



3aKoHOJaTenbCTBOM Poccuiickoit denepaiiv 0 TaMOKEHHOM JIeIIE.

Wndopmarius 06 H3MEHEHUSX:
Yacms 2 usmenena c 28 oexabps 2019 2. - @edepanvruiii 3akon om 27 dekaops 2019 . N 462-D3

Cm. npeovloywyro peoakyuio
2. Beosumbie B Poccuiickyto Denepaiuio JieKapCTBEHHBIE CPEICTBA JOJKHBI COJIEPKAThCS B
roCyJapCTBEHHOM PEECTpe JIEKaPCTBEHHBIX CPECTB.

Wndopmarius 06 H3MEHEHUAX:

DeoepanvHovim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 3 cmamvu 47 Hacmosujeco
DedepanbH020 3aKOHA 8HECeHbl USMEHeHUs, Cmynaowue 8 CUIy no UCmeyeHuu mpuoyamu OHel nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 PedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

3. Jlomyckaetcs BBO3 B Poccuiickyro denepanuio KOHKPETHOH TMAapTHH 3apETUCTPUPOBAHHBIX H
(uu)  HE3apEeTUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB, TMPEJHA3HAYCHHBIX JUISI  TPOBEIACHHUS
KJIMHUYECKUX WCCIICIOBAaHHUN JICKAPCTBCHHBIX MPENapaToB, MPOBEACHUS JKCIEPTH3bl JIEKAPCTBEHHBIX
CPEICTB IS OCYIICCTBIICHUS TOCYJAapPCTBEHHON pETHCTpAIlMU JICKAPCTBEHHBIX TIPENapaToB WIHA IS
OKa3aHMsI MEIUIIMHCKON MOMOIIM 10 XH3HCHHBIM IMOKa3aHUSIM KOHKPETHOTO MaIlMeHTa Ha OCHOBaHUU
pa3pelieHus, BBIJAHHOTO YIIOJHOMOUYEHHBIM (hefiepaibHbIM OPTraHOM HCIIOJIHUTEIBHONW BJIACTH II0
3asBJICHUSIM JIMI, YKa3aHHBIX B cTathe 48 Hactosmiero denepaibHOoro 3akoHa. PaccMoTpeHHe Takoro
3aSBJICHUS. ¥ TPHHITHE PEIICHHS O BbIJAa4e pa3pelicHUs Ha BBO3 KOHKPETHOW IApTHU
3apErUCTPUPOBAHHBIX U (WJIM) HE3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, MPEAHA3HAYCHHBIX IS
MPOBEJCHUS KJIMHUYECKUX WCCICAOBAHUN JICKAPCTBEHHBIX IIPEMAapaToB, IIPOBEICHUS JKCIEPTU3BI
JICKApCTBCHHBIX CPEJACTB ISl  OCYIIECTBJICHUS TOCYJapCTBEHHOW PErHCTPalldU  JICKAPCTBECHHBIX
IpernapaToB WX JUIS OKa3aHUS MEAWIIMHCKOW ITOMOIM MO JKU3HCHHBIM TIOKa3aHUSM KOHKPETHOTO
nanueHTa 1160 o0 oTKa3e B BbIJadye YKAa3aHHOTO Pa3pelieHus] MPOU3BOISATCS B CPOK, HE MPEBHIMIAIONINN
ATy pabouux qHEi. [1naTa 3a BeIauy yKa3aHHOTO Pa3pelieHUs HE B3UMAETCS.

Wndopmarys 06 W3MEHEHHSAX:

Cmamuws 47 oonoanena uwacmoio 3.1 ¢ 1 mapma 2020 2. - @edepanvuviii 3axkon om 27 dexaobps 2019 e. N
475-D3
MIPUMEYAHHE:

[Tonoxenus yactu 3.1 npumenstores 10 31 nekadps 2023 .

3.1. Jomyckaercst BBO3 B Poccuiickyto ®denepaiinio KOHKPETHOW MapTHH HE3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENaparoB, COJAEP/KALIMX HAPKOTHYECKHE CPEACTBA WM IICUXOTPOIIHBIE BEIIECTBA, B
nopsiake, ycraHoBieHHOM IIpaButenscTBoMm Poccuiickorn ®denepanuu, sl OKa3aHUS MEIULIUHCKON
MOMOIIY IO JKU3HEHHBIM IOKa3aHHUAM KOHKPETHOI'O NAIMEHTa WIM I'PYNINbl MAlMEHTOB B CIy4yae, €CiH
UMeeTCsl pelIeHre BpaueOHOW KOMMCCUM METUIIMHCKOM oOpraHu3aiud O Hed((EKTUBHOCTH WIH
HEBO3MOKHOCTH NIPUMEHEHHUS Y KOHKPETHOrO IAlIMEHTA HHBIX 3apETMCTPHUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB, B TOM YHCJE COJEp)KalUX ApYyrue IAeHCTBYIOLIME BeUlecTBa, U O HEOOXOJMMOCTH BBO3a
OIIPEAEIIEHHOr0 HE3apErNCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpenapaTa ¢ yKa3aHHUEM €ro MEXAYHapOJHOTO
HENaTeHTOBAaHHOTO (WM XHUMHYECKOIro, WJIM TPyNIHPOBOYHOT0) HAUMEHOBAaHMS, (DOPMBI BBITyCKa M
kosmyectBa. Ilepeuenp 3abosieBaHUIl M COCTOSIHMA M COOTBETCTBYIOUIMX JIEKAPCTBEHHBIX IpPENapaToB,
CoJIeprKalliNX HApKOTUYECKHE CPE/ICTBA U MCUXOTPOIIHBIE BEUIECTBA, B LEJSIX OCYILECTBICHHS UX BBO3a B
COOTBETCTBUM C TpeOOBAHMSMHU HACTOALICH YaCTH YTBEPXKIACTCS YIOJHOMOYEHHBIM (heaepabHbIM
OpraHOM HCHOJHHUTENbHOM BIIACTH.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3akonom om 6 Oexaops 2011 2. N 409-D3 6 uacmv 4 cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNalowue 8 CUILY No UCmeyeHuu mpuoyamu OHell nocie
OHA 0huyuarbHo20 0NYoOIUKOBAHUS HA36aHH020 PedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloywetl pedaKyuu



4. B Poccuiickyto @enepannto MOKHO BBO3UTh JICKAPCTBEHHBIE CPEACTBA, KAYECTBO KOTOPBIX
MOJITBEPKJICHO CEPTH(PUKATOM IMPOU3BOIUTEISI JIEKAPCTBECHHBIX CPEICTB, YIOCTOBEPSIONIUM COOTBETCTBHE
BBO3HMMBIX JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHUAM (papMaKONeHbIX cTaTe JInOo B Ciiydae UX OTCYTCTBUA
HOPMAaTHBHOM JTOKYMEHTALIUH UM HOPMATUBHOTO JOKYMEHTA.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 5 cmamvu 47 nacmosiujeco
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAIOWUe 8 CULY N0 UCMEYeHUU Mpuoyamu OHell nocie
OH5L 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepanlbH020 3aKOHA

Cm. mexem yacmu 8 npedvioyujeli pedaxKyuu
5. 3anpemaercs BBo3 B Poccuiickyro ®eneparnuio QanbcuPUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEJICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTPA(haKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 6 cmamvu 47 Hacmoswezo
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHUsl, CIMYNAIoWUe 6 CULY N0 UCIEeYeHUU Mpuoyamu OHell nocie
OH5L 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

6. DanpcuduIEpoBaHHBIC JCKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIC
CpE/ICTBA MOJJICHKAT U3BSATHIO U MOCICIYIONEMY YHHUTOXCHHIO WM BBhIBO3Y U3 Poccuiickoii denepanuu,
KOHTpa(aKTHBIE JIEKAPCTBCHHBIEC CPEJICTBA - U3BATHIO M TMOCICAYIOMEMY YHHUTOKEHUIO. YHUUYTOKCHHE
wii  BbiBO3 U3 Poccuiickoit ®Denepanmun  panbcuduUIMpOBaHHBIX  JICKAPCTBEHHBIX  CPEJICTB,
HEOOPOKAYECTBCHHBIX ~ JICKAPCTBEHHBIX  CPEJICTB, KOHTpPA(aKTHBIX  JICKAPCTBCHHBIX  CPEACTB
OCYILIECTBIISICTCSI 32 CYET JIMIA, OCYIICCTBUBIIETO WX BBO3. [lOpAIOK YHHYTOXKCHUS U3BSATHIX
danbcuPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEIOOPOKAYSCTBCHHBIX JICKAPCTBEHHBIX CPEICTB,
KOHTpa(aKkTHBIX IEKapCTBEHHBIX CPEACTB ycTaHaBnuBaercs [IpaBurensctBom Poccuiickoit denepannu.

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHuim 3axkoHom om 6 Oexabps 20112 N 409-DP3 6 uyacmv 7 cmamvu 47 Hacmoswe2o
DedepanbHo20 3aKOHA 6HECEHbL USMEHEHUS, 6CMYNAouue 8 CUIY No UCMeYeHuu mpuoyamu OHell nocie
OHA 0PUYUATIBHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbHO20 3aKOHA

Cm. mexem yacmu 6 npeovioyueli peoaKyuu
7. Jluma, ocymectBiastonie BBo3 B Poccuiickyto  ®enepanuio  (anbcupumpoBaHHbBIX
JIEKapCTBEHHbIX  CPEJICTB, HEIOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,  KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTH B COOTBETCTBHH C TaMOXXEHHBIM 3aKOHOIATEIbCTBOM
TamoxeHHOTO coro3a U (MJIM) 3aKoHOoAaTeabCcTBOM Poccuiickoit deaepanyn o TaMOXKEHHOM JIelie.

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 6 uacmv 8§ cmamou 47 nHacmosweco
DedepanvbHoeo 3aKOHA 8HECEHbL UsMeHeHUs1, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
8. BriBO3 ekapcTBEHHBIX cpeacTB U3 Poccuiickoit deaeparuu ocymiecTBisieTcs 6€3 mMpuMeHEHUs
OTpaHWYCHUH, YCTAHOBJIICHHBIX TAaMOXXCHHBIM 3aKOHOJATEIILCTBOM TaMOXXEHHOTO coro3a u (W)
3aKOHOJATENHCTBOM Poccuiickoit Denepanii 0 TOCYIapCTBEHHOM PETYIUPOBAHUM BHEIIHETOPTOBOM
JESTSIIEHOCTH.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 47 oonoanena yacmoio 9 ¢ 29 nosaopsa 2019 2. - @edepanvuwiii 3akon om 28 noaops 2018 2. N
449-@3
9. BBog B rpaxkgaHCKuii 0OOpOT JIEKapCTBEHHBIX MPENaparoB IS MEAUIIMHCKOTO MPUMEHEHHUS,
BBe3eHHBIX B Poccuiickyto denepaliinio, OCyIIecTBISICTCS ¢ COOMIOCHIEM TPEeOOBaHUMN, YCTaHOBICHHBIX
cratbeil 52.1 Hacrosero PeaepanbHOro 3aKOHa.

Wndopmarus 06 H3MEHEHUSX:



Cmamuws 47 dononnena uacmoio 10 ¢ 1 cenmaops 2023 2. - @edepanvusiii 3axon om 2 urwons 2021 2. N
317-D3

Cm. 6y0ywyro pedaxyuto
TIPUMEYAHUE:

CM. koMMeHTapuu K cTartbe 47 HacTosero denepabHOrO 3aKOHA

Wndopmarius 06 H3MEHEHUSX:

DeoepanvHvim 3axkoHom om 6 dexaobps 2011 o. N 409-D3 ¢ cmamvro 48 nacmosweco Dedepanvrozo
3AKOHA 6HEeCeHbl U3MEHeHUs, BCMYnarwue 6 CUry No UCMedeHuu mpuoyamu Ouel nocie OHs
ouyuanrbHo20 onyoruKosanus HazeanHo2o PedepaibHo2o 3aKOHA

Cm. mexem cmamou 8 npeovioyujeri pedaxKyuu
Crarba 48. lOpuanueckue nMIa, KOTOPHIM pa3pelleH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®enepanuto

JlekapcTBennsbie cpenctBa B Poccuiickyro @enepannio MOryT BBO3UTh:

1) mnpousBOAMTENM JIEKAPCTBEHHBIX CPEACTB JJIsA LeJeil COOCTBEHHOrO TMPOHU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB;

2) uHOCTpaHHBIE pPa3pabOTYMKU JIEKAPCTBEHHBIX CPEJICTB M HMHOCTPAHHBIE MPOU3BOAUTEIH
JIEKapCTBEHHBIX CPEJCTB WU JAPYTUe IOPUIUYECKHE JIMIA [0 OPYUYEHHUIO Pa3pabOTUMKa JIEKApCTBEHHOTO
CpeICcTBa JJIs MPOBEIEHUS KIMHUYECKUX HCCIIEOBAHHUM JIEKapCTBEHHOIO IpernapaTra, OCYIIECTBICHHUS
rOCyJapCTBEHHON PErucTpaluy JIEKapCTBEHHOTO Mpernapara, BKIIOUYEHUS papMalieBTUIECKON CyOCTaHITUH
B TOCYJapCTBEHHBIM peecTp JeKapCTBEHHBIX CPEACTB, KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEACTB IMPH
HAJIMYMM Pa3pelieHUs YIIOJTHOMOYEHHOTO (elepaJbHOro OpraHa HCHOJHHUTEIBHON BIIACTH Ha BBO3
KOHKPETHON NapTHH JIEKAPCTBEHHBIX CPEJICTB;

3) opraHu3aIiuy ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPECTBAMHU;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 2 wuwoas 2013 o. N 185-DP3 6 nynkm 4 cmamvu 48 nacmoswezo
DedepanbH020 3aKOHA 8HeCeHbl U3MeHeHUs, ecmynarouue 6 cuny ¢ 1 cenmsaopsa 2013 a.

Cm. mexcm nyHkma 6 npeovloyujell peoaKyuu
4) Hay4YHO-HMCCIIEIOBATEIbCKUE OpTaHH3allid, OOpa3oBaTelIbHbIE OpraHU3aIlid  BBICIIETO
00pa3oBaHusl, MPOM3BOJUTENIN JIEKAPCTBEHHBIX CPEACTB Ui pa3pabOTKH, HMCCIEIOBAHUM, KOHTPOJISA
0e30MmacHOCTH, KayecTBa, A(P(PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MpPU HAIUYUU pa3pelieHus
YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCIIOJIHUTEIbHOM BIIACTH;

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3akoHom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 Hacmoswe2o
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHs.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
5) MeAUIIMHCKUE OPraHM3allu1, UHbIE YKa3aHHbIE B MMyHKTaX | - 4 HacTosIIEel CTaThbl OpraHU3aluu
JUISL OKa3aHUs MEIUIUHCKON ITOMOIIM 10 »KU3HEHHBIM IT0Ka3aHHUSAM KOHKPETHOI'O MAallMEeHTa IIPU HAJIUIUKU
paspelieHns YMoJIHOMOYEHHOro (eepaabHOro OpraHa MCHOJHUTENbHOM BJIacTH Ha BBO3 KOHKPETHOM
NapTHUH JIEKapCTBEHHOT'O Tpernapara, BBIJAHHOTO B YCTAaHOBJIEHHOM MOpsjaKe B (OpMe 3JIEKTPOHHOTO
JIOKYMEHTA, MOANNCAHHOTO YCUJIEHHON KBATU(UIUPOBAHHON 3JIEKTPOHHON MOANNCHIO;

Wudopmanust 06 U3MEHEHUIX:

Cmampws 48 oononnena nynkmom 6 ¢ 1 mapma 2020 2. - @edepanvuviii 3akon om 27 dexabps 2019 2. N
475-D3
[IPUMEYAHUE:
[Tonoxenus myHkra 6 mpumenstores 10 31 nexadps 2023 r.
6) rocyapCTBEHHBIC YHUTAPHBIC MPEINPHUSATHS, UMYIIECTBO KOTOPBIX HAXOAMUTCS B (enepaabHON



cobcTBeHHOCTH, onpenensiembie [IpaButenscTBoM Poccuiickoit Deaepannu, B 4acTH BBo3a B Poccuiickytro
defepalvio  HE3aPETHUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaTroB, COJEpKAIIUX HApPKOTHYECKUE
CpPEeICTBAa WU IICUXOTPOIIHbIE BELIECTBA, MJI1 OKa3aHUS MEIUIUHCKON MMOMOLIM [0 >KU3HEHHBIM
MOKa3aHUSIM KOHKPETHOIO MaIllMEHTa WJIM TPYIIbI MMAllMeHTOB B COOTBETCTBUU C 4acThio 3.1 crtatbu 47
HacTosero denepanbHOro 3aKoHa.

MIPUMEYAHUE:

Cwm. koMMeHTapuu K ctathe 48 HacTosiero denepanbHOroO 3aKOHA

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akoHom om 6 oexaops 2011 2. N 409-D3 6 naumenosanue cmamou 49 nacmosuezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAalowue 8 CUILY No UCMeYyeHUuUu mpuoyamu OHell nocie
OHA 0PUYUATILHO20 ONYOIUKOBAHUS HA36AHH020 DedepalbHO20 3aKOHA

Cm. mexem Haumeno8aHus 8 npedvloyujeli pedaKyuu
Cratbs 49. JlIokyMeHTHI, IIpe/icTaBIsieMble B TaMOKeHHBbIE opraHbl Poccuiickoit denepanuu npu
BBO3€ JIEKapCTBEHHBIX cpeAcTB B Pocculickyro denepanutro

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 49 nacmoswezo
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHUsl, BCIMYNAlowWUe 6 CULY N0 UCIEeYeHUU Mpuoyamu OHell nocie
OH5L 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. Ilpu BBO3e nekapcTBEHHBIX cpeacTB B Poccuiickyro denepannio B TaMOXXEHHBIE OpPraHbI
Poccuiickoit @enepanuu Hapsay ¢ JOKYMEHTaMHU, PEICTABIEHNE KOTOPBIX MPEAYCMOTPEHO TAMOXKEHHBIM
3aKOHOJIATeNIbCTBOM TaMOXEHHOro coro3a M (MiaM) 3aKkoHoAarenbcTBOM Poccuiickoit ®enepauuu o
TaMOXXEHHOM JIeJIe, TPEICTABIISIOTCS CIEYIOIINE TOKYMEHTHI:

1) ceptuduKaT MPOU3BOAUTENS JEKAPCTBEHHOIO CPEJCTBA, YIOCTOBEPSIOLINI COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOTO CpeJcTBa TpeboBaHMsSIM (apmakoneilHo cratbu MO0 B ciydyae ee
OTCYTCTBUSI HOPMAaTHUBHOM JTOKyMEHTALIUU WJIM HOPMAaTHUBHOT'O IOKYMEHTA;

2) paszpellieHue YIOJIHOMOUYEHHOro (eaepalbHOro OpraHa HCIOJHUTEIbHOM BIIAaCTH Ha BBO3
KOHKPETHOH MapTUH JIEKapCTBEHHOI'O CPEACTBA B CIy4asX, YCTAHOBJIEHHBIX 4YacThlo 3 cTtarbu 47
HacTosuero denepanbHOro 3aKoHa.

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-D3 6 uacmv 2 cmamvu 49 Hacmoswezo
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPUuoyamu OHell nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. JIokyMEHTBI, yKa3aHHblE B NyHKTax 1 u 2 yactu 1 HacTosmied cTaTb, IPEICTABISIOTCS B
TaMOKeHHbIe opranbl Poccuiickoii @eaepanuu npu NpUOBITHH JEKapCTBEHHBIX CpeAcTB B Poccuiickyro
denepanuio.
[IPUMEYAHUE:

Cwm. KOMMCHTApPHHU K CTAaThC 49 HaCTOAIICTO d)euepaJILHoro 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 29 uronsa 2015 2. N 160-D3 6 naumenosanue cmamou 50 Hacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexem HaumeHno8aHUS 8 NPedbloyujell pedaKyuu
Crarbs 50. BBo3 nekapctBeHHbIX mnpenapatoB B Poccuiickyro ®enepauuto Aisl JTUYHOTO
UCTIOJIb30BaHUSI M HHBIX HEKOMMEPYECKHMX IIeJICH, a TakKe JUIsl MCIOJIb30BaHHUS Ha



TEPPUTOPHUHN MCKIAYHAPOAHOTO MEAUIIMHCKOI'O KJIaCTEpa

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uacmv [ cmamvu 50 Hacmosuwezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAalowue 8 CUILY No UCMeYyeHUuUu mpuoyamu OHell nocie
OHsL 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 PedepalbHO20 3AKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
1. JlexkapcTBeHHBIE TpenapaTsl MOTYT ObITh BBe3eHbl B Poccuiickyro @enepaunio 0e3 ydera
TpeOOBaHMUH, MPEAYCMOTPEHHBIX YacTsMu 1 - 4 ctatbu 47, ctatbamu 48 u 49 Hacrosmiero denepaabHOTO
3aKOHA, €CJIM OHM MPEIHA3HAYEHBI JUIA:

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 2 uwna 2016 2. N 163-D3 nynxkm I wacmu I cmamou 50 nacmosue2o
DedepanbHo20 3aKOHA UNONCEH 8 HOBOU PEOAKYUU

Cm. mexkcm nynkma 6 npeovloyujeli peoakyuu

1) au4HOTO MCHONB30BaHUS (HU3MUECKUMHU JHUIAMH, MpUObIBIIMME B Poccuiickyto denepariuio.
Ilpu »>Tom BBO3 B Poccuiickyto ®Denepanuio  JEKAPCTBEHHBIX  IPENApPaTOB,  COJEPIKAIIUX
CWIbHOJCHCTBYIOIME ¥ (WIM) SJOBHUTHIC BEIIECTBA, BKJIIOYCHHBIE COOTBETCTBEHHO B  CIIHCOK
CUJIBHOJICHCTBYIOIIMX BEIIECTB JUIA LIEJIEW YroJIOBHOTO 3aKoHoAaTenbcTBa Poccuiickon denepanuu U B
CIIMCOK SAJIOBUTBIX BEIIECTB JJIsl LEJEeH YroJIOBHOTO 3akoHonarenbcTBa Poccuiickoir ®enepanuu,
yrBepxkaeHHbIe 1IpaButensctBoM Poccniickont denepanuu, OCymECTBIAECTCS NPU HAIMYHAUA JOKYMEHTOB
(3aBEpEHHBIX KOMHMH JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMUCOK M3 HHUX), MOATBEPIKIAIOIIUX Ha3HAUYCHUE
¢u3nyecKoMy JIMLY YKa3aHHBIX JIEKAPCTBEHHBIX IpENapaToB (32 UCKIIOYEHHEM JIEKapCTBEHHBIX
IpenaparoB, 3aperucTpupoBaHHbix B Poccuiickoit denepanuu u otnyckaeMbix B Poccuiickoit @enepanun
0e3 perenTa Ha JEKapCTBEHHBIN mpenapar). [loaTBepkaaromme TOKyMEHTHI (MX 3aBEPEHHBIC KOTIHMHU WM
3aBEpEHHbIE BBIMUCKM M3 HUX) JOJDKHBI COAEP)KaTh CBEJCHHS O HAMMEHOBAaHMHM U KOJHYECTBE
Ha3HAYEHHOI'0 JIEKapCTBEHHOro Mpenapara. B ciydae, ecnM NOATBEp)KIArOIIME JOKYMEHTBI (MX
3aBEpEHHbIE KOMHMM WJIM 3aBEPEHHbIC BBIMUCKM M3 HUX) COCTAaBJIEHBl Ha MHOCTPAHHOM S$3bIKE, K HUM
IIPUJIAraeTCsl HOTapUAJIBHO 3aBEPEHHBIN MIEPEBOJ HA PYCCKUM SA3BIK;

2) WCMONb30BaHHUA pabOTHUKAMU AUIUIOMATHYECKOTO KOpIyca WM  MPEICTaBUTEISIMU
MEKIYHapOAHBIX OpraHu3aluii, aKKpeIuToBaHHbIX B Poccuiickoi denepannu;

3) neuyeHMs MACCAXUPOB U UJICHOB OSKUIAXKEW TPAHCIOPTHBIX CPEICTB, MOE3IHBIX OpUrag u
BOJIUTENIEH TPAaHCIOPTHBIX CPEACTB, NpUOBIBIINX B Poccuiickyto denepanuio;

4) neyeHus] yYaCTHUKOB MEXAYHAPOIAHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPONPUITUN U YIACTHUKOB
MEXIYHAPOAHBIX KCIIEIULINAN;

Wndhopmarust 06 n3MEHEHUSX:
Ilynkm 5 usmenen ¢ 13 aseycma 2019 2. - @edepanvhsiii 3axon om 2 aseycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio
5) 7edeHHs KOHKDPETHBIX JKMBOTHBIX B 300MapKaxX, 300CaJlax, IHUpKax, OKeaHapuyMmax,
nenb(OUHAPUAX, JICYCHUS JUKUX >KUBOTHBIX, TMOCTOSHHO WM BPEMEHHO HACEISIOMUX TEPPUTOPUIO
Poccuiickoit ®eneparuu, HaXOASIIUXCS B COCTOSSHMM E€CTECTBEHHON CBOOOJBI M TMPHHAICKANINX K
BUJaM, 3aHeceHHbIM B KpacHyto xuury Poccuiickoii ®@enepanuu u (Win) KpacHble KHUTH CyOBEKTOB
Poccuiickoit denepanmu, a TakkKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepauuro s ydyacTus B
CIIOPTUBHBIX U 3PEIIUIIHBIX MEPONTPUATHSIX;
Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrvim 3axonom om 29 uoun 2015 e. N 160-®@3 uyacme 1 cmamwvu 50 unacmoswezo
DedepanbHo20 3aKOHA OONOTHEHA NYHKMOM 6
6) UCTIOJIB30BaHUS HA TEPPUTOPUHU MEXKTYHAPOIHOTO MEIULIMHCKOIO KacTepa.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uacmv 2 cmamvu 50 Hacmosuezo



DedepanbH020 3aKOHA GHECEHbl USMEHEHUsl, 6CMYNAlowWue 6 CULY N0 UCMEeYeHul mpuoyamu OHell nocie
OH5L 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepanlbH020 3aKOHA

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu
2. B cinyyasx, npeayCMOTPEHHBIX YacThbi0 1 HAcTOAIIEH CTaThH, IOMYCKAeTCs BBO3 B POCCHICKYIO
®denepannio JIEKapCTBEHHBIX MIPENapaToB, He 3aperucTpupoBanHbIX B Pocculickon denepanuu.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 3 cmamvu 50 nacmosiueco
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAIoWUe 8 CULY N0 UCMEeYeHUU Mpuoyamu OHell nocie
OH5L 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepanlbH020 3aKOHA

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu
3. JlekapcTBeHHBIE TIpenaparhl, MpeJHA3HAUYCHHbIE JIJIi TYMAHUTAPHOM MOMOIIHU (COACHCTBUSA) W
MOMOIIM TMpPH Ype3BbUANHBIX CHUTyalMsX, BBO3ATCS B Poccuiickyro @enepanuio B TOpSIKE,
yctanoBieHHoMm [IpaBurensctBoM Poccuiickoit @enpepanuu. 3ampemiaetcsi BB03 B Poccuiickyro
@Denepalliio He3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, MPeJHa3HAYCHHBIX ISl TyMaHUTapHOM
MOMOIIHU (COCUCTBUS) WIIM MIOMOIIM MPU YPE3BBIYANHBIX CUTYaLHSIX.
TMIPUMEYAHUE:

CwMm. KOMMCHTApHUHU K CTATbC 50 HaCTOoAIICTO CDeI[epaJ'IBHOFO 3daKOHa

Cratbs 51. CotpynuudectBo (eaepanbHOro OpraHa UCIOJIHUTEIbHON BIACTH, YIOJTHOMOYEHHOTO
B 00JIaCTH TaMOXXEHHOTO [IeJla, W JPYTUX YIOJHOMOYEHHBIX (eaepabHbIX OpPraHOB
UCIIOJTHUTENILHOM BIIaCTH
1. VYnomnomoueHHbIe (QeAepaTbHbIE OPTraHbl HCIOJHUTEIHLHOW BIIACTH TIPEJOCTABISIOT B
pacriopspbkeHue ¢efepanbHOr0 OpraHa HCIOJHUTENBHOW BJIAcTH, YIOIHOMOYEHHOrO B o01acTu
TaMO>KEHHOTO JIeJIa, TOCYJAApCTBEHHBIA PEeCTp JIEKapCTBEHHBIX CPEACTB, a TakkKe HH(POpPMAIHIO O
BBIIAHHBIX pa3pelleHusIX Ha BBO3 KOHKPETHOW TAapTUU JIEKAPCTBEHHBIX CPEICTB B CIyyasx,
YCTaHOBJICHHBIX 4acThio 3 ctathu 47 HacTosmero denepanbHOro 3akoHa.
Wndopmarys 06 n3MEHEHHSAX:
Deoepanvrovim 3akonom om 6 Oexaobps 2011 2. N 409-P3 6 uwacmv 2 cmamvu 51 Hacmoswezo
DedepanbH020 3aKOHA 8HECeHbl USMEHeHUs, Cmynawue 8 CUIy no UCmeyeHuu mpuoyamu OHel nocie
OHA 0huYUAIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. depepanbHblii OpraH HCMOJIHUTEIBHOW BIIACTH, YHNOJHOMOYEHHBIH B 00JIACTH TaMO>KEHHOTO
nena, UHpopMHUpyeT yKa3zaHHbIE B 4acTU | HAcTOSIIEH CTaTbU YNOJHOMOYEHHbBIE (peiepalibHble OpraHbl
UCIIOJIHUTEIIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro ®denepanuio U BbIBO3E
JIeKapCTBEHHBIX cpeAcTB U3 Poccuiickoil @enepaunu no Gopme U B MOPSJIKE, KOTOPHIE YCTaHOBIIECHbI
IIpaBurensctBoM Poccuiickoit denepanumn.
[IPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTATbC 51 HaCTOAIICTO (Dez(epanLHoro 3aKOHa

I'naBa 10. ®apmaneBTHYECKAs 1eATEJIbHOCTH

IMPUMEYAHMUE:

Cm. TocynmapctBenHyro mporpammy P® "Pa3Butue QapmarneBTHYECKOH U MEAUIIMHCKON
npomsinuieHHOCTH" Ha 2013 - 2020 rr., yrBepkaeHHyr0 nocra”HoBieHueMm lIpaBurensctBa P® ot 15
anpens 2014 r. N 305

Cratbs 52. OcymectBieHne (papMareBTHISCKOM IS TSIIBHOCTH

Wndopmarus 06 H3MEHEHUSX:

DeoepanvHvim 3akoHom om 25 wnosaops 2013 2. N 317-@3 6 uacms 1 cmamvu 52 nacmosuwezo



@eéepaﬂbnoeo 30KOHA 6HECEHbl USMEHEHUA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

1. ®apmaneBTuyeckas JIEATEIBHOCTh OCYILECTBIISICTCS OpraHU3alMsIMUA ONTOBOW TOPTOBIU
JICKApCTBCHHBIMH ~ CPEJICTBAMH,  alTEYHbIMA  OpPraHU3AIMSAMH,  BETCPHUHAPHBIMH  aITCYHBIMH
OpTraHHU3aIUsIMH, WHWBUTYIbHBIMHU peITPUHUMATEIISIMH, UMEIOIIUMHU JIMLIEH3UIO Ha
(bapMaIeBTUYECKYIO0 JIeATEIIbHOCTh, MEJAWIUHCKUMH OpTaHU3aIMsIMHU, WMEIOINIMMHU JIUICH3HI0 Ha
(dapMalieBTUYECKYI0 JIEATEIBHOCTh, W HMX O00OCOOJECHHBIMH MOJpa3JeieHUusIMI  (aMOyIaTOpHsIMH,
denpamepckuMu U (HebIIepCcKo-aKyepCKUMH TyHKTaMu, IIEeHTpaMu (OTIeIeHUSIMHI) 001Iel BpaueOHOM
(ceMeiHOM) NPaKTUKK), PACMIOJIOKEHHBIMH B CEIbCKUX HACEICHHBIX MYHKTAaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHble  OpPraHM3allM¥, W  BETEPUHAPHBIMA  OpraHU3alMsIM{, WMEIONIMMHU  JIMICH3WIO  Ha
(hapManeBTUYECKYIO ICATEIHLHOCTb.
TIPUMEYAHUE:

Cm. [IlonmoxxeHne O  JHUIEH3UPOBAHUU  (DApMALIEBTHUECKOW  JIEATEIBHOCTH,  YTBEPXKIECHHOE
noctaHoBieHueM IIpaButenscTBa PO ot 22 nekadbps 2011 r. N 1081

CM. MeToIMYeCKHe YKa3aHUs IO OCYLIECTBIECHHIO OpraHaMu IOCyAapCTBEHHOM BiacTu cyObekToB PO
nepenaHHbIX noaHoMounii PO mo nunen3npoBanuio hapMarieBTUUECKON AEATEIbHOCTH, YTBEPKICHHbIC
npukazoM Munsapasconpa3sutus Poccuu ot 6 nronst 2008 r. N 2631

Wuopmarus 06 H3MEHEHHSX:

@Deoepanvrvim  3akonom om 27 uwoaa 20102 N 192-D3 wacme 2 cmamwvu 52 nacmoswezo
DedepanbHo20 3aKOHA UNLONCEHA 8 HOBOU PeOaKyuu

Cm. mexem yacmu 6 npeovioyujeti pedaxKyuu
2. ®wusuveckue JUIa MOTYT OCYIICCTBIATH (hapMAalEeBTUUYECKYIO JIEATEIHHOCTh MPU HATUIHH

BBICIIIETO MJIU CpellHero (apMareBTHYecKoro o0pa3oBaHus U cepTU(UKaTa CIEIHUATUCTA, BBICIIETO WIH
CPEIHET0 BETEPHUHAPHOTO 0Opa3oBaHMS M CepTU(UKATA CHEIHAINCTA, a TAKXKE BBICIIETO WA CPEITHEro
MEAMIIMHCKOTO 00pa3oBaHusi, cepTU(dUKaTa CIENUANINCTa U JOMOJHUTEIBHOTO MPOo(hecCHOHATHLHOTO
0o0pa30oBaHMs B YaCTH PO3HUYHOW TOPTOBJIM JICKAPCTBEHHBIMH TIpeliapaTaMy MPU YCIOBUU WX PabOTHI B
000COOJIEHHBIX TO/Ipa3IeIeHUIX METUIIMHCKUX OpraHU3allui, YKa3aHHbIX B 4aCTH | HACTOSAIIEH CTaThu.

MIPUMEYAHHE:

Cwm. KOMMCHTApHHU K CTAThC 52 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHulil 3akoH dononnern cmamvel 52.1 ¢ 29 noabpsa 2019 e. - @edepanvuviii 3axon om 28
Hos6ps 2018 2. N 449-D3
Crarba 52.1. BBon B rpakgaHckuil o0OpOT JIEKapCTBEHHBIX INpENaparoB A MEAUIIMHCKOIO
IPUMEHEHHUS

1. Ilepen BBOJIOM B IpaKAaHCKHII 000POT Ka)XI0W CepUH WU KaKJI0M MapTUU MPOU3BEJIEHHOTO B
Poccuiickoit denepanuy J1€KapcTBEHHOIO MpenapaTa JUisl MEAUIUHCKOTO MPUMEHEHMS], 34 UCKIIIOUYEHUEM
MMMYHOOHOJIOTHYECKHX JIEKaPCTBEHHBIX MPENapaToB, MPOU3BOAUTEL TAKOTO JIEKApCTBEHHOTO Ipernapara
npeicTaBisieT B (Qelnepa’bHbIl OpraH HUCIOJIHUTENBHOW BJIACTH, OCYILECTBISIOUIMM (YHKIMH TI0
KOHTPOJIIO ¥ Ha/A30py B cdepe 3ApaBOOXPAHEHUS, TOKYMEHT MPOU3BOAUTEINS JIEKAPCTBEHHOTO CPE/ICTBA,
MOJATBEPKIAIOIIUI KAa4eCTBO JIEKAPCTBEHHOIO Ipemnapara, W IMOATBEPXKACHUE YIOJIHOMOYEHHOIO JuIa
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBHUS JIEKAPCTBEHHOI'O IIpernapara TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPU €r0 TOCYJapCTBEHHOMN pEerucTpanum.

2. Ilepen BBOAOM B Tpa)XIAaHCKUIl 00OpOT KaXJOH cepur WM KaXIOW MapTHH BBO3UMOIO B
Poccuiickyro denepannio JIEKapCTBEHHOIO Ipenapara il MEJUIMHCKOTO IIPUMEHEHUS, 32 HCKIIIOUEHUEM
UMMYHOOHMOJIOTHYECKUX  JICKAPCTBEHHBIX  IPENapaTroB, OpraHU3alys, OCYIIECTBIAIONIAs  BBO3
JIeKapCcTBEHHOTO Tmpenapata B Poccuiickyto ®eneparuio, mpeacTtaBisieT B ¢eaepalbHbId  OpraH



WCITOJTHUTEIIbHOW  BJIACTH, OCYIICCTBISIIONIMK (QYHKIMH 10 KOHTPOJIO M Hama3opy B cdepe
3IpaBOOXpAHEHUS, CEPTUPUKAT TPOUZBOJUTEINS JICKAPCTBEHHOTO  CPEACTBA,  YAOCTOBEPSIOIINIA
COOTBETCTBHE BBO3MMOTO JICKAPCTBEHHOTO Mpernapara TpeOoBaHUsIM (GapMaKOIeHHON CTaThH, a B ClIydac
OTCYTCTBHS (papMakomneiHoi cTaThll TPeOOBAaHUSM HOPMATHBHOW JOKYMEHTAI[MU, U TOJITBEPIKICHUE
MPEJCTaBUTENSl OpraHu3alliM, OCYIIECTBISAIONIEH BBO3 JIEKAPCTBEHHOIro Iipenapara B Poccuiickyro
denepalyio U yIOJHOMOYEHHOW HHOCTPAHHBIM IIPOU3BOJUTEIIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBHUS
BBO3UMOTO JICKAPCTBEHHOI'O0 Tperapara TPeOOBaHUSAM, YCTAHOBJICHHBIM IIPH €ro TOCYJapCTBEHHOM
perucTpanum.

3. Ilopsaok mpencTaBieHUs] B COOTBETCTBUM € YacTsIMU | M 2 HACTOSIIEH CTaThbu JTOKYMEHTOB U
CBEJCHHWI O JICKAPCTBCHHBIX Tpenaparax, BBOJUMBIX B TPaXJaHCKHA O0OpPOT, YCTaHABIUBACTCS
IIpaButenscTBOM Poccuiickoit denepanuu.

4. B oOTHOLIEHMM MEPBBIX TPEX CEpUN WM NapTUH JIEKAPCTBEHHOI'O IIpernapaTa, BIIEPBbIC
npousBeeHHOTo B Poccuiickoir @enepaunu uinu BrepBble BBo3UMoro B Poccuiickyro ®denepauuio, B
denepanbHBI OpraH UCHOJHUTEILHOW BIACTH, OCYIICCTBISIOMUN (DYHKIIMU MO KOHTPOJIO U HAA30py B
chepe 3apaBOOXpaHEHUS, JTOMOJHUTEIIBHO TIPEICTABIISCTCS MPOTOKOJ UCIIBITAHUN O COOTBETCTBUHU CEPUH
WM TApPTUM JIEKAPCTBEHHOIO Ipenapara Uil MEAUUHUHCKOrO NPHUMEHEHHS II0KAa3aTesiiM KadecTBa,
MPEyCMOTPEHHBIM HOPMATHUBHON JIOKyMEHTAallMel (Jajee - MPOTOKOJ HCHBITaHHUM), MPOBOJUMBIX
AKKPEJIUTOBAHHBIMU B COOTBETCTBUHU C 3aKOHOJATEILCTBOM Poccuiickoit denepainuu 00 akKpeAUTaIuu B
HAI[MOHAJBLHOW  CHUCTEME  aKKpeauTanuu  QenepaJbHBIMH  TOCYAAPCTBEHHBIMU  OIOKETHBIMH
YUPEKICHUSMH, IO IBESJIOMCTBEHHBIMH beneparbHOMY Oprany HCIIOJTHUTCILHOMN BJIACTH,
OCyIIECTBISIfOIEMY (YHKIMU TO BBIPAa0OTKE U pealu3alMi TOCYAApCTBEHHOW MOJUTUKH U
HOPMAaTHUBHO-TIPABOBOMY DPETYJIUPOBAHUIO B cdepe 3ApaBOOXpaHEHUs, U (eAcpaTbHOMY OpraHy
UCIIOTHUTENIbHON BJIACTH, OCYIIECTBISIONIEMY (YHKIMM 1O KOHTPOJIO U Haa3opy B cdepe
3apaBooxpaHeHus. [lopsanok BbIIauM yKa3aHHBIMHU (peepaibHBIMH TOCYAApPCTBEHHBIMU OOKETHBIMU
YUPEKIACHUSIMUA JAHHOTO MPOTOKOJIa U pa3Mep IUIaThl 3a €ro BblIauy ycTaHaBiuBaroTcs lIpaButenscTBomM
Poccuiickoit @enepanuu.

5. Exxerogno He mo3aHee | deBpains mpon3BOAUTENH JIEKAPCTBEHHBIX CPEACTB UM OpPTaHU3AlNU,
OCYILIECTBJISIIOIIME BBO3 JIEKAPCTBEHHBIX mpenapatoB B Poccuiickyro denepanuio, NpeACTaBIsAIOT B
dbenepanbHbI OpraH UCHOTHUTENHLHON BIACTH, OCYHIECTBISIOMUN (DYHKIIMU 1O KOHTPOJIIO U HAA30py B
chepe 31paBoOOXpaHEHHUs, MPOTOKOJ MCIBITAHUN MOCTYIMBIIETO B TEYCHUE TOJa B TPakIaHCKUK 000pOT
JICKapCTBEHHOTO TpermapaTta KOHKPETHOTO MPOU3BOJIUTENS (HAa OJHY CEpUI0 KaXJIOr0 TOPrOBOTO
HAaWMEHOBAHMS C YYETOM JIEKAPCTBEHHOW (DOPMBI U JO3UPOBKHU), MPOBOJUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUHU C 3aKOHOAATenbCTBOM Poccuiickoit ®enepanuu 00 akKpeAMTAallMd B HAIMOHAJIBHOMN
CUCTEME aKKpEIUTAI[MHN UCTIBITATEIbHBIMU J1a00paTOpusIMH (LICHTPaMHu).

[IPUMEYAHHUE:

[TynkT 6 BecTynaer B cuity ¢ 28 Hos0ps 2018 r.

6. IlpousBoauTeNnr JIEKQPCTBEHHBIX CPEICTB WJIM OpPraHU3AlMM, OCYIIECTBIISIOUIME BBO3
JIEKapCTBEHHBIX MpenapaToB B Poccuiickyro deaepaiuio, He MEHEEe YeM 3a OJMH ToJ J0 IJIAHHUPYEMBIX
MPUOCTAHOBIICHUSI WJIM TPEKpaILEHUsT MPOU3BOJACTBA JIEKAPCTBEHHBIX IpPENapaToB WM HMX BBO3a B
Poccuiickyro ®Denepanuio yBeZOMIISSIOT 00 53ToM (enepanpbHBIA OpraH HCHOJHUTEIBLHON BIACTH,
OCYIIECTBISIONUN (PYHKIIMH MO KOHTPOIIO M HAA30py B cdepe 31paBooXpaHeHus U (enepanbHbIi opran
WCIIOJTHUTEIIbHOW ~ BJIACTH, OCYIICCTBIAIOMMK  (YHKIMH TI0  JIMIIEH3UPOBAHUIO  MPOU3BOJICTBA
JIEKapCTBEHHBIX CPEICTB.

7. BBoax B rpakJaHCKui 00OPOT KaXKIOW CEpUM WM KaKJOW MapTHH UMMYHOOHOJIOIMYECKOTO
JIEKapCTBEHHOI'0O Ipernapara, rmpousseaeHHoro B Poccuiickoin denepanuu unm BBo3uMoro B Poccuiickyro
®denepannio, OCYIIECTBISCTCS HAa OCHOBAaHWUHW pa3pelieHus, BBIAAHHOTO (denepanbHbBIM OpPraHoM
WCTIOTHUTENIbHON BIACTH, OCYIIECTBISIONMM (DYHKIMHM TIO KOHTPOIIO U HamI30py B  cdepe
3IpaBOOXPAHEHHUs, Ha OCHOBAaHWUW BBIJAHHOTO (eaepabHBIMA TOCYJApPCTBEHHBIMH  OIOKETHBIMH
YUpPEKIACHUSIMU, YKA3aHHBIMU B 4acTH 4 HACTOAIIEW CTAThH, 3aKJIIOYEHHUS O COOTBETCTBUU CEPUU WIIU
NapTUd UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Tpernapara TpeOOBaHHUSAM, YCTaHOBJIECHHBIM IIPH €T0



rocyJapcTBeHHON peructpauuu. [lopsaok Belgaun pasperieHuss Ha BBOJA B I'pa)KIaHCKUIl 000poT cepuu
WIHM ApTUU UMMYHOOHOJIOTHYECKOT0 JIEKApCTBEHHOI'O MIpenapara, a TaKkkKe MOPSAA0K BbIAYU YKAa3aHHOTO
3aKJIIOYEHUsT M pa3Mep IulaThl 3a €ro BblAauy ycraHaBiuBarorcs IlpaBurtensctBoM Poccuiickoit
®denepauuu.

8. 3a HempeicTaBlieHHME WJIM HECBOEBPEMEHHOE IPEACTABICHUE [OKYMEHTOB U CBEICHMH,
IPEyCMOTPEHHBIX YacTAMU 1, 2, 4, 5 u 6 HacToALIEH CTaTbU, IPOM3BOAUTEIH JIEKAPCTBEHHBIX CPEACTB U
OpraHu3alliK, OCYILECTBJIAIOLINE BBO3 JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyro dexnepauuro, HeECyT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoit denepanuu.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 9 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexkaops 2019 2. N 475-D3

Cm. npedvloywyro pedaxyuio

9. IlpencraBneHue TOKYMEHTOB U CBEACHUM, NMPEAYCMOTPEHHBIX yacTsAMU 1, 2 u 4 Hacrosuieit
CTaTbU, M IIOJIYYEHHE MPEIYCMOTPEHHOI'O 4YacThlO 7 HACTOSALIEM CTaTbU pa3pellieHuss Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO TMpernapara B TpaXIaHCKUW oO0OpoT He TpedyroTcs B
OTHOLIEHUM JIEKAPCTBEHHBIX IMPENapaToB, MpPEJHA3HAUYEHHBIX IS  IPOBEIEHUS  KIMHUYECKUX
MCCJIEIOBAHUI JIEKAPCTBEHHBIX IPENapaToB, IPOBEIEHUSI HSKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB MAJIA
OCYIIIECTBJICHUS! TOCYJApPCTBEHHON PETUCTPALMU JIEKAPCTBEHHBIX IPENapaToB, a TaKKE B OTHOLIECHUU
HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparoB, MPEJHA3HAUYEHHBIX IJIs OKa3aHUs MEIULUHCKOU
MOMOIIUA IO >XKMU3HEHHBIM TOKa3aHUSAM KOHKPETHOTO TMAallMEeHTa WJIM TPYMIbl MAallMeHTOB, BBO3UMBIX B
Poccuiickyro ®@enepanuio B cooTBeTCTBUM ¢ dacTaMu 3 U 3.1 cratbu 47 Hactosuero deaepanbHOro
3aKOHa.

10. IIpu BBIABIEHUU B TPaKJAHCKOM OOOpPOTE CEpUU WM MApTUU JIEKApCTBEHHOTO Iperapara,
JIOKYMEHTbl U CBEJIEHHUS O KOTODPBbIX, MPEJyCMOTpEHHble 4acTaMu 1, 2 U 4 HacTosIIed cTaTbu, HE
IpelcTaBieHbl B (QefepanbHbBIi OpraH HCHOJHUTENBHON BIACTH, OCYHIECTBISIFOIIMKA (YHKIIMH IO
KOHTPOJIIO U Haa30py B cdepe 3apaBooXpaHEHUs, JUOO CEpUH WU MapTHH WMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOTO Tpernapara, HE HWMEIOIUX pa3pelieHus Ha BBOA B TPaXJAaHCKHA  000pOT,
IPEyCMOTPEHHOIO 4YacThio 7 HaCTOsILEH CTaTbH, (enepaibHblii OpraH HUCIHOJHUTEIbHOM BIIACTH,
OCYLIECTBISAIOUIMM (YHKIMH IO KOHTPOJIO M HaaA30py B cdepe 3ApaBOOXpaHEHUs, B TOpSJIKE,
yctaHoBieHHOM lIpaButensctBom Poccuiickoit ®enepanyy, NPUHUMAET PEIICHHE O IPEKpalieHUun
Ipa)XAIaHCKOTO 000pOTa TAKUX CEPUU WIIHM MAPTUU 10 MPEICTABICHUS YKa3aHHBIX JTOKYMEHTOB U CBEICHUI
a100 MOJYYEHHs YKa3aHHOTO pa3peleHusl.

Wndopmarys 06 H3MEHEHHSAX:

DeodepanvHulil 3aKk0H donoaner cmamvel 52.2. ¢ 1 cenmsaops 2023 2. - Dedepanvhbiii 3aKon om 2 uiois
2021 2. N 317-@3

Cm. 6y0ywyro pedaxyuto

Cmamows 53 usmenena c 1 ausaps 2018 e. - @edepanvhuiii 3axon om 29 urons 2017 2. N 278-D3

Cm. npeovloywyro peoakyuio
Cratba 53. Ilpomaxa, mepenadya JEKapCTBEHHBIX CPEJCTB OpPTraHU3AlMSIMH ONTOBOH TOPTOBIU
JICKaPCTBCHHBIMU CPEJICTBAMH

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 1 usmenena c 29 oexabpsa 2020 2. - @edepanvhuiii 3akon om 27 dekaops 2019 . N 481-D3

Cm. npeodvloywyro peoakyuio
1. OpraHu3aryu ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU MOTYT OCYIIECTBIIATH MPOIAKY
JICKapCTBEHHBIX CPEACTB WJIM TMepeAaBaTh MX B YCTAaHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoit
denepanun mopsake (3a UCKIIIOYCHUEM (apMaIleBTUUECKON CyOCTaHIIMK CITUPTA STUIIOBOTO (3TAHOJIA):
1) apyrum opraHu3aiusaM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;
2) IpOU3BOIUTEISM JICKAPCTBEHHBIX CPEICTB IS TIeJIei MPOU3BOCTBA JIEKAPCTBEHHBIX CPEIICTB;



3) anTe4YHbIM OPraHU3AIUSAM U BETCPUHAPHBIM allTEYHBIM OPTaHU3aIIHSIM;

4) HayYHO-UCCIIEIOBATEILCKUM OPTaHU3aIUsAM ISl HAy4YHO-UCCIIEI0BATEIbCKOU PabOThI;

5) WHAWBUAYAIBHBIM MPEANPUHUMATEISIM, HMMEIONIMM JIMIICH3MI0 Ha (DapMaleBTHYECKYIO
ACATCIIBHOCTD WJIN JIMICH3WIO HA MCAUIIUHCKYIO ACATCIBbHOCTD,

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 6 uzmenen c 6 agzycma 2019 2. - @edepanvusiii 3axkon om 26 utonn 2019 2. N 240-D3

Cm. npedvloywyro pedakyuio
6) MEQUUMHCKAM OpraHu3alusM, B TOM 4YHUCIE CO3JaHHBIM U 3aperMCTPUPOBAHHBIM B
COOTBETCTBUU C 3aKOHOJATEILCTBOM MHOCTPAHHOI'O TOCyaapcTBa - wieHa OpraHu3anuy SKOHOMUYECKOTO
COTPYAHHMYECTBA W  pa3BUTHS  MHOCTPAHHBIM  IOPUIMYECKUM  JIMLAM,  HMHIUBHYaJbHBIM
pEANPUHUMATEINSAM, SBISIONMMCS YYaCTHUKAMU MPOEKTa B cOOTBETCTBHH ¢ DenepanbHbiM 3akoHOM "O
MEXYHApOJAHOM MEIMIIMHCKOM KJIaCcTepe U BHECEHWU M3MEHEHUH B OT/AENbHbIE 3aKOHOJATENIbHBIC AKThI
Poccuiickoit @denepanun', u BeTepUHAPHBIM OpraHU3ALUAIM;

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 7 usmenen c 13 aseycma 2019 . - @edepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3

Cm. npeodvloywyro peoakyuio
7) opraHM3al¥sAM W WHANBUAYAIBHBIM TPEANPUHAMATENSIM, OCYIICCTBISIONIUM pPa3BEICHUE,
BBIPAIIIMBAHKE U COJIEPIKAHNE KUBOTHBIX (32 UCKIIFOUCHHEM MPOJaXH UM (hapMaleBTHUECKUX CyOCTaHIIUI
WJIN UX TIepeaayn).

Wudopmarus 06 H3MEHEHHSX:
Yacmo 2 usmenena c 29 oexaops 2020 e. - @edepanvhwiii 3axon om 27 dexaops 2019 2. N 481-D3

Cm. npeodvloywyro peoaxkyuro
2. OpraHu3zaiyy ONTOBOM TOProBIM JIEKAPCTBEHHBIMU CPEJICTBAMHM HE BIIPABE OCYILECTBIISATH
nponaxy (mepenadyy B YCTAaHOBJIICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®Denepanuu  MOPSIKE)
(bapMmarieBTHYECKON CyOCTaHIIMM CIIUPTA STUIOBOTO (3TaHOJA).
MIPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAaTbC 53 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 ¢ cmamvwio 54 nacmoswezo @edepanbiozo
3aKOHA 8Hecenbl uzMeHenus, ecmynarouue 6 cuny ¢ 1 uons 2015 2.

Cm. mexem cmambvu 8 npedvloyujeri peoaKyuu

Cratbs 54. [IpaBuina onToBoi TOProBi JIEKAPCTBEHHBIMU CPEICTBAMU

OnToBasi TOProBis  JIEKAPCTBEHHBIMM  CPEACTBAMHM  OCYIIECTBISIETCS  MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEACTB M OpPraHU3AlMAMH ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpPEICTBAMH IIO
IpaBUiIaM Ha/Jexalieid AUCTPUObIOTOPCKON MPAKTUKU M MpaBUJIaM HaJJIeXalled NPaKTUKU XpaHEHUs U
NIEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB, YTBEPKACHHBIM COOTBETCTBYIOIIMMH YIOJIHOMOYEHHBIMH
(benepaabHBIMU OpraHaMy UCTIOJIHUTELHON BIACTH.

[IPUMEYAHHUE:

Cwm. KOMMCHTApHHU K CTAaTbC 54 HaCTOAIICTO (I)ez[epanLHoro 3aKOHa

Cratbsa 55. Ilopsa0k po3HUUHOM TOProBIIM JIEKApPCTBEHHBIMH NpenapaTaMu

Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 1 cmamou 55 nHacmoswezo
DedepanbHo20 3aKOHA 8HeCceHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 6 npedvioyujeti pedaxKyuu
1. Po3HW4YHAs TOProBJis JICKAPCTBCHHBIMH MperapaTaMd B KOJIMYECTBAX, HEOOXOIUMBIX JIJIsI



BBIMIOJHEHUsST BpaueOHBIX ((enpaiepckux) Ha3HAYeHWH WM Ha3HAYeHWH CHEelHalucTOB B 00JIacTH
BETEpUHAPUM,  OCYLIECTBIISIETCA  AlNTEYHbIMM  OpPraHU3alMsIMU,  BETEPUHAPHBIMM  ANTECYHBIMU
OpraHu3alusIMu, WHJUBH1yaJIbHbIMU MpEANPUHUMATEIISIMH, MMEIOIIUMHU JULEH3HI0 Ha
(dapMaleBTUYECKYIO JIeATEIbHOCTh, MEIUIIUHCKUMHU OpTaHU3AlNMUSIMH, WMCIOINIMMH JIUIEH3UI0 Ha
dbapMalleBTUYECKYIO JI€ATEIbHOCTh, M HUX 000COOJEHHBIMU MOJpPA3ACICHUSAMH (aMOyIaTOpHUsIMH,
denpamepckuMu U PerbAImepcKo-aKyIepCKUMH ITyHKTaMU, IICHTpaMu (OTACICHUSIMHU) 00IIel BpaueOHOM
(ceMelHOI1) MPAaKTHKHU), PACIIONOKEHHBIMU B CEJIbCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
alTeYHble  OpraHM3aldd, W  BETEPUHAPHBIMU  OpPraHHU3alUsIMH, HMEKIIMMU  JIMIEH3UK  Ha
dbapMalleBTUYECKYIO JIeATENbHOCTh. Pa3periena po3HWYHAasT TOPTOBIS TOJIBKO JIEKAPCTBEHHBIMU
MperaparaMmu, 3aperucTpupoBaHHbIMU B Poccuiickoii ®enepaunv WIM HM3TOTOBJIEHHBIMU alTEUYHBIMHU
OpraHu3aIusIMu, BETEPUHAPHBIMHU anTEeYHbIMU OpraHu3alusIMu, WHJUBU1yaJIbHBIMU
OPEINPUHAMATEISIMI, HMMCIOIIMMHU JIMIICH3UI0 Ha (apMaleBTUYCCKYI0 JIeATEIbHOCTh. Po3HUYHAs
TOProBJsl JIEKAPCTBEHHBIMU IIpeHaparamMl OCYIIECTBIISIETCS IO MpPaBWIaM HaJJIeKallled anTedyHon
MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYCHHBIM (peiepaibHbIM OPraHOM HUCITOJIHUTEIPHON BIACTH.

Wuopmarus 06 H3MEHEHHSIX:

Cmamus 55 donoanena uwacmoio 1.1 ¢ 3 anpens 2020 e. - @edepanvhuiii 3akon om 3 anpens 2020 e. N
105-D3
1.1. Po3Hu4Has TOProBis JIEKapCTBEHHBIMHU MpenapaTamMy JUIsi METUIIMHCKOTO NpUMEHEeHHs (3a
UCKJIIOYCHHEM JICKapPCTBEHHBIX MpPENapaToB, OTIYCKAEMBIX MO PELENTy Ha JIEKApCTBEHHBIM Mpernapar,
HapKOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IPEMapaToB, a TaKkKe
CIUPTOCOJEPKAIIMX JIEKAPCTBEHHBIX MPENapaToB ¢ OOBEMHOW J0JIed ASTUIOBOTO CHUpPTa CBBIIIE 25
NPOIICHTOB) MOXET OCYHIECTBISTHCA AaNTEYHBIMH  OPTaHU3ALMSAMH JUCTAaHIMOHHBIM  CIIOCOOOM.
Po3HHUYHYIO TOProOBIIIO JI€KAPCTBEHHBIMH IperapaTaMu Il MEAUIIMHCKOTO MIPUMEHEHHS AUCTaHIIMOHHBIM
CIOCOOOM MOTYT OCYHIECTBJISITh aNTEYHbIE OPTaHM3alldU, UMEIOIINE JIMICH3UI0 Ha (papMameBTHIECKYIO
NeSITeIbHOCTh M COOTBETCTBYIOILEE pa3pelieHne QenepaibHOro OpraHa HCIOJHUTEIbHOM BIACTH,
OCYIIECTBIISIFONIET0 (PYHKIIMU IO KOHTPOJIO M Haa30py B cdepe 3apaBooxpaHeHus. llopsimox Bbimaun
pas3pelIeHusl Ha OCYIIECTBIIEHHUE PO3HUYHONW TOPTrOBJIM JIEKAPCTBEHHBIMHU IpenapaTaMy JTUCTAHIIMOHHBIM
croco0oM, TpeOOBaHMS K alTeYHBIM OPraHU3alUsAM, KOTOPhIE MOTYT OCYIIECTBIISITH TAKYI0 TOPTOBIIO, U
HOPSIOK €€ OCYHIeCTBICHMs, a TakKe MpaBHUia JIOCTAaBKU JIEKApCTBEHHBIX MPENapaToB TIpaxkJaHam
ycranaBnuBatorcad  [IpaButenbctBom  Poccuiickoit  @enepanuun. WMudopmanus 00  ormadyeHHBIX
(OTMyIIEHHBIX) U NOJTYYEHHBIX JIEKAPCTBEHHBIX Mpernaparax BHOCUTCS B CUCTEMY MOHUTOPHUHIA TBH)KEHUS
JIEKapCTBEHHBIX TPENapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHUS! B TOPSJIKE, MPETyCMOTPEHHOM YacThio 7
ctatbu 67 HacTosulero PenepaabHOro 3aKOHA.

Undhopmarrust 06 n3MEHEHUSX:

Deoepanvrovim 3akoHom om 25 wnosaops 2013 2. N 317-®@3 6 uacms 2 cmamvu 55 nacmosiujeco
DedepanbHoe0 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. Buapl anTedHBIX OpraHW3alMii W TpaBWiIa OTIMYCKAa JIEKAPCTBEHHBIX MIPENapaTtoB IS
MEJMIIMHCKOTO TIPUMEHEHHUSI alTeYHBIMA OPTaHMU3AIMSIMH, WHIWBHIYAJIbHBIMH TPEIITPHHUMATEIISIMH,
UMEIOITUMH JIHIICH3UI0 Ha (papMaIieBTHYECKYIO AeSITeIbHOCTD, a TAK)KE MPaBHa OTIYCKA JIEKAPCTBEHHBIX
MpenapaToB I MEAUIIUHCKOTO MPUMEHEHHUS METUIIMHCKUMHU OpPTaHU3aIMsIMA, HMEIONTUMU JIIICH3UIO Ha
dbapMaleBTUYECKYIO0 JEATEIbHOCTh, M WX O000COOJCHHBIMU TMOApA3ACTCHUSIMH (aMOYIaTOPHIMH,
benpamepckumMu U HenbaIepCcKo-aKyImepcKUME ITyHKTaMu, IIEeHTpaMu (OTIeIeHUSIMHI) 001Iel BpaueOHOM
(ceMeliHOI) TPAaKTUKM), PACTIONOKEHHBIMU B CEITCKUX HACEICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIC OPraHW3alMH, YTBEPXKIAIOTCS YIIOJTHOMOYEHHBIM (erepaabHbIM OPraHOM HCIIOTHUTEIHHOU
BJIACTH.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 3 wuiona 2016 2. N 305-@3 6 uwacmv 3 cmamovu 55 nacmosiweco
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHs.



Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
3. IlpaBuna oTmycka HAPKOTHYECKUX CPEJICTB U MCUXOTPOITHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
Ka4yecTBE JICKAPCTBEHHBIX NPENapaToB, JICKAPCTBEHHBIX IPENapaToB, COJCPXKAIIUX HAPKOTHYCCKUE
CpPEICTBA W TICHXOTPOITHBIC BEHIECTBA, YTBEPKIAIOTCS YIOJHOMOYCHHBIM (eAepaibHBIM OPTraHOM
UCTIOJTHUTEIIFHOW BJIACTH 10 COTJIACOBaHUIO C (efepalibHBIM OPraHOM HCIIOJHUTEIBHON BIACTH,
YIIOJTHOMOYEHHBIM B chepe BHYTPEHHUX JIEII.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 4 usmenena c 13 aseycma 2019 2. - @edepanvruiil 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloywyro pedakyuio
4. JlekapcTBeHHbIC TIpemaparbl Il BETEPUHAPHOTO TMPHUMEHEHHS IMOJICKAT  OTIYCKY
BETCPUHAPHBIMU ANTECYHBIMUA OPTaHU3AIMSIMUA, BETCPUHAPHBIMH OPTraHU3AIMSIMH, WHIUBUIYaJIbHBIMU
OpEANPUHUMATEIIIMHA, UMEIOIIMMHU  JIMIICH3WI0 Ha  (DapMalleBTHYECKYIO JeATeNbHOCTh. OTIycK
JICKApCTBCHHBIX TpENapaToB JUIsi BETCPUHAPHOIO MPUMCHEHHUS OCYIIECTBISIETCS B COOTBETCTBHH C
NpaBUJIaMHM  HAJJICKAIEH amnTeYHOW MNPAaKTUKKA JICKAPCTBEHHBIX MPErapaToB Uil BETEPUHAPHOTO
NPUMEHCHHS, YTBEPKICHHBIMU YIIOJTHOMOUYCHHBIM (peiepabHbIM OPIraHOM HCIIOJHUTEIBHOMN BIACTH.

Wuopmarus 06 H3MEHEHHSX:
Yacms 5 usmenena c 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

Cm. npeovloywyro peoakyuio

5. IlepeueHbp MEAMLIMHCKMX OpraHM3alMii, HMEIOIUX JUIEH3UI0 Ha (apMaleBTUYECKYIO
NEeSTeNIbHOCTh, M HUX  000COOJIGHHBIX  mojpazieneHuil  (amOymatopuid,  ¢enpalIepckux U
(benpaepcKo-akyIepcKux MyHKTOB, IIEHTPOB (OTACNICHU) 00IIei BpaueOHOW (CeMEMHOW) MPAKTHKM),
PacCITOIOKEHHBIX B CEIbCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE OpraHU3alluu, a
TaKXKe TepeueHb JICKApCTBEHHBIX MPEMapaToB, MPoaaXka KOTOPBIX MOXKET OCYHIECTBISTHCS YKa3aHHBIMU
OpraHU3aIUsIMHU U UX 000COOJIEHHBIMH TIOIpa3AeICHUSIMU, YCTAHABINBAIOTCS OPTaHaMHU HUCIIOJIHUTEIbHON
BiacTu cyobekToB Poccuiickoit @enepanui.

Wndopmarys 06 W3MEHEHHSAX:

Deoepanvrovim 3akoHom om 25 Hoabps 2013 2. N 317-@3 uacme 6 cmamvu 55 Hacmoswezo
DedepanbHoeo 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexem yacmu 6 npeovioyueli peoaKyuu
6. AnTeuHble OpraHu3alluy, WHIUBUIYyalbHbIE NPEINPUHUMATENH, UMEIONINE JHUIEH3UI0 Ha
(dapMaleBTUYECKYI0  JeSTeIbHOCTb, 00s3aHbl  oOecrmeunBaTh  yTBepXkJIeHHbIH I[IpaBUTEIHCTBOM
Poccuiickoit @enepanuu u GOpMUPYEMBI B YCTAaHOBJICHHOM UM TOPSIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIeKapCTBEHHBIX IpenapaToB, HEOOXOIUMBIX Ul OKa3aHUs MEIUIIUHCKON TTOMOIITH.

Wudopmanust 00 U3MEHEHUIX:
Yacmo 7 usmenena c 3 anpens 2020 2. - @edepanvhulii 3akon om 3 anpens 2020 2. N 105-D3

Cm. npedvloywyro pedakyuio

7. AnTeuHble OpraHU3allMy, WHIUBUIYyalbHbIE NPEINPUHUMATENH, UMEIONINE JHUIEH3UI0 Ha
(bapMaleBTUYECKYIO JIeSTebHOCTh, HApsAy € JEKapCTBEHHBIMH IpenapaTaMi UMEIOT MPaBo MPHOOpeTaTh
U TpojaBaTh, B TOM YHCJE UCTAHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKUE H3JeNus, Ae3UHGUIUPYIOIIIe
CPEICTBA, NPEIMETHI U CPEACTBA JIMYHOW TUTMEHBI, MOCYAy IJI1 MEIULUHCKUX LEJel, MPEeIMEThl U
CpEICTBa, MpeJHa3HAYCHHbIE JJI yXo/a 3a OOJbHBIMU, HOBOPOXKACHHBIMU M JE€TbMHU, HE JOCTUTLIUMU
BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY M CpEACTBa yXOJa 3a HEH, MHUHEpaJbHbIE BOABI, IPOAYKTHI
Je4eOHOoro, JIeTCKOTO U JUETUYECKOro MHUTAaHMs, OWOJIOTMYECKH aKTHBHBbIE N00aBKH, mapdromMepHble U
KOCMETHYECKHE CpEACTBA, MEAMIMHCKME U CAHUTAPHO-IPOCBETUTEIBHBIE II€YaTHbIE U3JaHUS,
IpeHa3HAYCHHbIE Ul IPOMaraHt bl 3J0pOBOro 00pasa >KHU3HH.

Wndopmarus 06 H3MEHEHUSX:

Deoepanvrovim 3akonom om 13 urwona 2015e. N 262-D3 6 uacmv 8 cmamovu 55 nacmoswezo
DedepanbHo20 3aKOHA BHeCeHbl U3MeHeHUs, ecmynatouue  cuny ¢ 1 aueaps 2016 2.



Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

8. JesarenbHOCTh anTeuyHblx opraHu3anuil Boopyxennbix Cun Poccuiickoit @enepanuu, Apyrux
BOMCK, BOMHCKUX (POPMHUPOBAHUN W OpPraHOB, B KOTOPBIX 3aKOHOJATEILCTBOM Poccuiickoit denepanun
OPEIYCMOTPEHO NPOXOXKICHUE BOEHHOM CiyXObl wiM (enepanbHOM TOCYZapCTBEHHOM CIYXOBI,
CBS3aHHOM C IPAaBOOXPAHUTEIBHOU JESATEIBHOCTBIO, pEerIaMeHTHpyeTcs HacrosmuM dDenepaibHbIM
3aKOHOM M YTBEP)KICHHBIMH COOTBETCTBYIOIIUMH (hefiepaibHbIMUA OpraHaMy HMCIIOJHUTEIHHON BIACTH
nosiockeHussMU. KoHTponb 3a cOONIOJeHHEM YKa3aHHBIMU AaNTEYHBIMU OPTaHH3alUSMU MOJIOKEHUN
Hacrosimero denepasbHOr0 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMH (pellepalbHBIMH OpraHaMHU
VCIIOJIHUTEJIBHON BJIACTH.

9. He npumensiercs ¢ 1 ssuBapst 2021 r. - @enepanbubiii 3akoH ot 3 anpens 2020 r. N 105-03

Wndopmarus 06 H3MEHEHHSX:

Cm. npeodvloywyro peoakyuio
TIPUMEYAHUE:

CM. koMMeHTapuu K cTatbe 55 HacTosero denepabHOr0 3aKOHA

Crarbs 56. Usrorosnenne u OTITIYCK JICKAPCTBCHHLIX IIPCIIapaTOB
[MPUMEYAHUE:

Cm. Enmuneie mnpaBuina oQopMiIeHHS JIEKapCTB, IPHUTOTOBISEMBIX B aNTEUYHBIX YUPEIKICHUIX
(mpeanpuATUsAX) Pa3IMYHBIX (GOPM COOCTBEHHOCTH, YTBEPkKACHHbIE MUHUCTEPCTBOM 3PaBOOXPAHECHHUS
P® ot 24 uronsa 1997 r.

1. HM3roToBiiecHHE JEKApCTBEHHBIX IIPEMapaToB aNnTEUYHBIMH OPTaHHM3alUSIMH, BETEPUHAPHBIMU
anTEeYHbIMM OPTraHU3aAIUsAMU, WHAUBUIYAJIbHBIMUA TPEANPUHUMATEISIMUA, WMEIOIMIUMH JIMIEH3UIO Ha
dbapMaleBTUYECKYIO JIEATEIbHOCTh, OCYIIECTBISIETCS MO pelenTaM Ha JIeKapCTBEHHBbIC Mpenaparthl, Mo
TpeOOBAHUSIM MEIUIIMHCKUX OpraHU3allui, BETEPUHAPHBIX OPTaHW3allMi B COOTBETCTBUU C IMpaBUIAMU
U3rOTOBJIIEHHSI M  OTIYCKAa JIEKAPCTBEHHBIX IMPENapaTroB, YTBEPKACHHBIMU  YIOJIHOMOYEHHBIM
beneparbHBIM OPraHOM UCIIOJIHUTEIILHON BIACTH.

2. [Ipu M3roToBIEHNHU JEKAPCTBEHHBIX MPENapaToB aNTeYHbIMH OPTraHU3AIUsIMU, BETEPUHAPHBIMHU
anTEeYHbIMM OPraHU3alUsIMU, WHIUBUIYAIbHBIMA MPEANPUHUMATENIAMH, WMEIOIIMMHU JIMLIEH3UIO Ha
(dapmMareBTUUECKyI0 JICSITEIBHOCTh, HCIONB3YIOTCS (hapMalleBTUYECKUE CYOCTaHIIMH, BKJIIOYCHHBIC
COOTBETCTBEHHO B TOCYJAapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO MIPUMEHEHUS U
TOCYJIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB JJISI BETEPUHAPHOTO MPUMEHEHHUS B YCTAaHOBJICHHOM
nopsinke. He momyckaercss M3roTOBIEHUE aNTEYHbIMM OPTraHM3alUsSMH, BETEPUHAPHBIMU aNTECYHBIMU
OpraHu3aIUsIMU, WHUBUTyJIbHBIMA MpEeANPUHUMATEIISIMH, HMEIOIIUMU JINLIEH3UIO Ha
dbapMaleBTUYECKYIO JEATeTbHOCTD, JICKAPCTBEHHBIX IpErapaTroB, 3aperucTpUpOBaHHBIX B Poccuiickoii
denepanuu.

3. MapkupoBKka JEKapCTBEHHBIX IPENapaToB, H3TOTOBJIEHHBIX AaNTEUYHBIMU OpraHU3ALMIMHU,
BETCPUHAPHBIMHU AaNTEYHBIMUA OPTaHMU3AIUSAMH, WHIWBHIYAIBHBIMUA TMPEINTPUHUMATEISIMH, UMEIOIUMH
JUIEH3UI0 Ha (apMaleBTHUECKYIO0 JeSTENbHOCTh, M O(OpPMIEHHE TaKUX TMpPEnapaTtoB HAOJKHBI
COOTBETCTBOBATh ITPaBMJIaM, YKa3aHHBIM B YacCTH | HACTOSIIEH CTaThH.

4. AnTeuyHble OpraHu3allM, BETEPUHAPHBIC aIlTEYHbIE OpraHU3AlMU, WHIUBUIYaAJIbHbBIE
MpEeANPUHUMATENIN, UMEIOIINE JUICH3UI0 Ha (PapMaIleBTHIECKYIO JACSITEIHbHOCTh, HECYT OTBETCTBEHHOCTH
3a HECOOIo/IeHWEe TPAaBWJI HM3TOTOBIECHUS W OTIYyCKa JIEKAPCTBEHHBIX IMPENapaToB B COOTBETCTBHUH C
3aKoHoJIaTesbecTBOM Poccuniickoit denepanmu.

[IPUMEYAHHUE:

CM. KoMMeHTapuH K cTaThe 56 HacTosmero denepanbHOro 3aK0Ha

Crarba 57. 3ampemenne mponaxku  ¢aabCUUIUPOBAHHBIX  JICKAPCTBEHHBIX  CPEJICTB,
HEeT0OPOKAYECTBEHHBIX  JICKAPCTBEHHBIX CPENCTB, KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX
CPEICTB



[Tponaxa banbcuguIpPOBaHHBIX JIEKapCTBEHHBIX CpPEICTB, HE00pOKaYeCTBEHHbIX
JIEKapCTBEHHBIX CPEACTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aIPEIIACTCS.
TIPUMEYAHUE:

CM. koMMeHTapuu K cTatbe 57 HacTosero denepalbHOr0 3aKOHA

Crarba 58. XpaHeHue JIeKapCTBEHHBIX CPEJICTB

Wndopmarius 06 H3MEHEHUAX:

Deoepanvrovim 3axonom om 22 oxkmsaopsa 2014 e. N 313-@3 6 uacme I cmamovu 58 nacmoswezo
DedepanbH020 3aKOHA 8HECeHbl USMEHeHUsl, Cmynalowue 8 CUIy no UcCmeyeHuu mpuoyamu OHel nocje
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 PedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

1. XpaHeHuE JICKApCTBEHHBIX CPEACTB OCYHICCTBISETCS MPOU3BOIUTEISIMH JICKAPCTBEHHBIX
CPEACTB, OPraHNU3aALUSIMH ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMHU, AlITCYHBIMU OPTaHU3AIUSIMH,
BETCPUHAPHBIMU ANTECYHBIMU OPTaHU3AIUSAME, WHIWBUAYAIbHBIMU TPEANPUHUMATEIISIMA, UMEIOIIUMHU
JMIEH3UI0 Ha (apMaleBTUYECKYIO NEATEIBbHOCTh WM JUICH3WIO HAa MEIUIMHCKYIO IesTEeIbHOCTH,
MEIUIUHCKIMH ~ OPTaHM3alUsIMH, BETEPUHAPHBIMU OPTraHU3AlMSMH M WHBIMA  OPTraHU3AIMSIMH,
OCYIIECTBIISIIOUIMMU OOpaIleHne JICKApCTBEHHBIX CPEACTB. XPaHEHUE JICKAPCTBEHHBIX CPEACTB IS
BETCPUHAPHOTO MPUMEHCHHS OpPraHMU3ALUSAMU M HHIWBHUIYaJIbHBIMH TPEINPUHAMATEISAMH B CIy4YasX,
€CITM OHU WCIIONB3YIOTCS HMCKIIOYUTEIBHO TPU Pa3BEICHHUH, BBIPAIIMBAHUHU, COACPKAHUH W JICUYCHUU
YKMBOTHBIX, MOYKET OCYIIECTBIIATHCS 0€3 MOTyYCHHS JIMIICH3UU Ha (hapMaleBTHUECKYIO JCSITeIbHOCTb.

2. llpaBuma XpaHEHHs JIGKAPCTBEHHBIX  CPEICTB  YTBEPKIAIOTCS  COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM ()e/IepalibHbIM OPTaHOM UCTIOJTHUTEIIBHOM BIIACTH.

3. XpaHeHHe HAPKOTUYECKHUX JICKAPCTBEHHBIX CPEICTB, MCUXOTPOITHBIX JIEKAPCTBEHHBIX CPEICTB,
panuodapManeBTHUECKUX  JIGKAPDCTBEHHBIX  CPEACTB  OCYIIECTBISIETCS B COOTBETCTBUHM €
3aKoHoAarenbcTBOM Poccniickoit denepanun.

TIPUMEYAHUE:

CM. kKoMMeHTapuu K cTaTtbe 58 HacTosmero denepalbHOT0 3aKOHA

Wndopmarys 06 W3MEHEHHSAX:

Deoepanvrvim 3akonom om 25 oexabpsa 2012 2. N 262-D3 enasa 10 nacmosweeo Dedepanvrozo
3aKoHa donoaHena cmamvell 58.1, ecmynarowel 8 CuLy no UcCmedeHuy Cma 80CbMuUdecsimu OHell nocie
OHA 0huYUaAIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepalbHO20 3aKOHA

Crarba 58.1. IIpenqMeTHO-KONMMYECTBEHHBIH YYeT JIEKAPCTBEHHBIX CPEACTB JII MEIUIIMHCKOTO
MIPUMCHCHUS
1. TlepedyeHb II€KapCTBEHHBIX CPEACTB I MEAWIIMHCKOTO TPUMEHEHUS, MOJJIeKaIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ y4eTy, YTBEpXKJAaeTCs YIOJHOMOYEHHBIM (belepalibHBIM  OpPraHoOM
WCTIOTHUTENILHOM BIIACTH.

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3axkoHom om 3 wions 2016 e. N 305-D3 6 uacmes 2 cmamou 58.1 nacmosiweco
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHs.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. Tlopsimok BKJIIOYEHHS JIEKAPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO MPUMEHEHHUS B TEpeueHb
JICKAPCTBEHHBIX CPEJICTB I MEAWIIMHCKOTO MPHUMEHEHHS, TOUICKANINX MPEIMETHO-KOJIUICCTBEHHOMY
yUeTy, YCTaHABIIMBAETCS YIOJTHOMOYEHHBIM (elIepalibHbIM OpPraHOM HCIOJHUTENBHOW BIIACTH IO
COTJIACOBAaHWIO ¢ (heAepalbHBIM OpPraHOM HCIIOJHUTEIBHONM BJIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEII.

3. [IpenMeTHO-KOTMYECTBCHHBIH YYeT JIEKAPCTBEHHBIX CPEACTB JJISI MEAMIIMHCKOTO TPUMEHECHUS
BEJyT MPOU3BOJAUTENH JIEKAPCTBEHHBIX CPEJCTB, OPTaHU3AIMH ONTOBOW TOPTOBIU JIEKAPCTBEHHBIMHU



CpeACTBaMH, alTeYHble OpPraHU3aLUU, WHIUBHUIYyaJbHbIC NPEANPUHUMATENN, UMEIOIIME JIMLEH3UI0 Ha
(I)apMaLIeBTI/I‘IeCKYIO ACATCIIbBHOCTD WJIM JIMICH3WIO Ha MCIUIHUHCKYHO ACATCIIBHOCTb, U MCIUIIMHCKUC
OpraHu3alliy, OCYIIECTBIIAIONME O0pallleHUe JIEKapCTBEHHBIX CPEICTB AJIS MEIULUHCKOIO IPUMEHEHHUS,
IyTEM PETUCTPAIMU JIIOOBIX CBA3AHHBIX C MX OOpAIIEHUEM OIepauuid, MPH KOTOPHIX H3MEHSETCS HX
KOJINYECTBO U (MJIM) COCTOSIHUE, B CIELMATIBHBIX XKYPHalax ydeTa olepalui, CBA3aHHBIX C OOpaleHueM
JICKAPCTBCHHLIX CPCACTB AJId MCAUIMHCKOI'O IIPUMCHCHU A (I[EUICC - CIICHUAJIbHbBIC )KypHaJIBI).

4. IlpaBuna perucTpaldy oIepanuil, CBA3aHHBIX C OOpallleHHEeM JIEKAPCTBEHHBIX CPEICTB IS
MCIUIUHCKOI'0 IMPUMCHCHHA, BKJIKOUCHHBIX B IMCPCUCHBb JICKAPCTBCHHBIX CPCACTB AJId MCIUIMHCKOI'O
IPUMEHEHHUs, OUIeKALUX [TPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, B CIIEHUAIbHBIX KypHaJIaX M IpaBuiia
BCACHUA U XpaHCHUA CIICHUAJIBHBIX XYPHAJIOB YTBCPKAAOTCA YIIOJITHOMOYCHHBIM d)eﬂepaHBHBIM OpraHom
UCIIOJIHUTEJILHON BJIAacTH.

5. KouTponp 3a coOmrofeHHEeM MpaBHJ PErUCTPAllMH ONepaluii, CBS3aHHBIX C OOpalleHHUEM
JIEKapCTBEHHBIX CPEACTB A MEIUIMHCKOIO NPUMEHEHUs, BKIIOYEHHBIX B IE€PEYCHb JIEKapCTBEHHBIX
CpCaACTB najid MCAUIHWHCKOrO IIPUMCHCHHUA, IMOMJICKAIIUX MHNPCIAMECTHO-KOIUMYCCTBCHHOMY YUCTy, B
CHeLMaIbHBIX )KypHaJIaX, a TAKXKe 3a COOJII0ACHUEM ITPABUJI BEIEHUS U XpPaHEHUs CIIELUAIbHBIX Ky PHAJIOB
BO3JIaraeTcsi Ha YIOJIHOMOYEHHbIE (eepalbHble OpraHbl HCIOJHUTEIbHOM BIACTM W  OpraHsbl
UCTIOJIHUTENIbHOW BnacTu cyObekToB Poccuiickoit deneparuu, OCYILECTBIISAIOLUE JULEH3UPOBAHNE
MPOU3BOJICTBA  JICKAPCTBCHHBIX ~ CPEICTB, (apMaleBTUYCCKOW JCSATCILHOCTH W METUITUHCKOM
NeSITeIbHOCTH, ¥ OCYIIECTBIISIETCS B paMKaX JIMLEH3UOHHOTO KOHTPOJIS.

MPUMEYAHUE:

CM. AQMUHHUCTpAaTHUBHBIA pernameHT wucnoiHenus denepanbHoil cmy)00W MO HaA30py B cdepe
3IPAaBOOXPAHEHUS] TOCYJAPCTBEHHOW (YHKIMM TIO OCYIICCTBICHUIO JIMIICH3MOHHOTO KOHTPOJIS
(dapmaleBTUUECKON NeATeIbHOCTH, YTBEp)KIEHHBI mpukasom MunznpaBa Poccum ot 1 cenrtsiOps
2017 r. N 5851

Cwm. kommeHTapuH K ctathe 58.1 HacTosmero deaepanbHOro 3aK0Ha

I'naBa 11. YHUUYTOXKEHHE JIEKAPCTBEHHbIX CPEACTB

Cratbs 59. OcHoBanus u MOPAOK YHUYTOKCHUA JICKAPCTBCHHBIX CPEACTB

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvnvim 3akonom om 22 oexaobpsa 2014 e. N 429-@3 6 uacmv 1 cmamvu 59 nacmoswezo
DedepanvHozo 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 6 npeovioyueli peoaKyuu
1. HenoOpokauecTBeHHbIE JIE€KapCTBEHHbIE CpEACTBa, (PalbCcU(UIUPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TOJUIEKAT M3IBATUIO U3 OOpAIleHUS M YHUYTOXKEHUIO B TOpPSJKE, YCTaHOBJIEHHOM
[IpaBurensctBOM Poccuiickont ®enepanun. OCHOBaHMEM Ui YHUYTOKEHHS JIEKAPCTBEHHBIX CPENICTB
SIBJISIETCS. PELICHUE BJIaJIEIIbLIa JIEKAPCTBEHHBIX CPEICTB, PELUICHUE COOTBETCTBYIOLIErO YIIOJTHOMOYEHHOIO
(enepaabHOro OpraHa UCHOJHUTENBHOM BIIACTU WU PELICHUE Cya.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 2 cmamou 59 Hacmoswezo
DedepanvHo2o 3aKOHA 8HeCceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu
2. KonTpadakTHble TeKapCTBEHHBIE CPEACTBA TOIEKAT U3BATHIO U3 OOPAIICHUS U YHHUYTOXKEHUIO
1o pelieHuto cyna. [Topsok YHHYTOXKEHUsT KOHTPa(aKTHBIX JIGKAPCTBEHHBIX CPEJCTB YCTaHABIMBACTCS
IIpaButenscTBOM Poccutickoit @enepanuu.
3. Pacxonpl, CBfi3aHHBIC C YHHUYTOXXCHMEM KOHTpa(aKTHBIX JICKAPCTBCHHBIX CPEICTB,
HEI0OPOKAYCCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (HanbCUBHUIIMPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB,



BO3MEIIAIOTCS UX BJa/IEbIEM.

4. Brmanenen JeKapCTBEHHBIX CPEJICTB JOJDKCH IMPEACTABUTh B YIIOJTHOMOYCHHBIH (enepabHbIi
OpraH HCIIOJIHUTEIbHON BJIACTU JOKYMEHT WM 3aBEPEHHYI0 B YCTAHOBJIICHHOM MOPSJKE €ro KOIHIO,
MOJTBEPKIA0NIUE (PaKT YHUUTOKCHHS JIEKAPCTBEHHBIX CPECTB.

5. CoOOTBETCTBYIOIINNA YIOJHOMOYCHHBIH (eaepaibHpli OpraH HCIOJHUTEILHON BIIACTH,
NPUHSBIIANA pelieHre 00 YHUYTOKCHHH JICKQPCTBEHHBIX CPEICTB, OCYIIECTBISCT KOHTPOJb 3a HX
YHUUYTOKEHUEM.

6. YHUYTOXXEHHME JIEKAPCTBEHHBIX CPEJICTB MPOU3BOJUTCS OpPraHU3AlUSAIMU, HMEIOIUMU
COOTBETCTBYIOILYIO JTUIEH3UIO, HAa CIEIMAIbHO 000PYI0BaHHBIX IJIOLIA/IKaX, MOJIUTOHAX U B CHEIHAIBHO
000pY/IOBaHHBIX TOMEIICHHUSIX C COOMI0eHNEeM TpeOOBaHUI B 00JIaCTH OXpaHbl OKPYKAIOUIEH Cpenbl B
COOTBETCTBUU C 3aKOHOJIaTebCTBOM Poccuiickoit denepanni.

7. HapkoTruueckue JEKapCTBEHHbIE CPEACTBA, IICUXOTPOIHBIC JIEKAPCTBEHHBIE CpPENCTBA,
panuodapMalleBTUUECKUE  JIGKAPCTBEHHBIE ~ CpPEICTBA  YHMUYTOXKAIOTCA B COOTBETCTBUU  C
3akoHoaarenbecTBOM Poccniickoit denepanun.

MPUMEYAHUE:

CMm. komMeHTapuu K ctatbe 59 HacTosero denepanbHOro 3aKoHa

I'nasa 12. I'ocynapcTBeHHOE peryJiMpoBaHue ieH HA JeKapCTBEHHbIE Mpenaparbl 1/
MEeTUIIUHCKOT0 PUMEeHEeHUs!

Crarba 60. ['ocymapcTBEeHHOE pETYIMPOBAHME II€H Ha JIEKAPCTBEHHBIC IIpenaparbl JJis
MEIUIUHCKOTO IPUMEHECHUS

Wndhopmarust 06 n3MEHEHHSX:

Yacmo 1 usmenena c 26 mapma 2020 2. - @edepanvuwiii 3akon om 26 mapma 2020 2. N 67-D3

Cwm. npedvioywyio pedakyuio
1. TocymapcTBeHHOE peryaupoBaHME ILI€H Ha JIEKApCTBEHHbIE MNpenapaTthl JUIsl MEIUIUHCKOrO
PUMEHEHHS OCYIIECTBIISIETCS TOCPEICTBOM:

Wndhopmarrist 06 n3MEHEHUSX:

Ilynkm I usmenen c 13 utons 2020 2. - @edepanvhsiii 3akon om 13 utons 2020 2. N 206-D3

Cm. npeovloywyro peoakyuio
1) yrBepxkaenus [IpaButensctBoM Poccuiickoit denepanuu nepedHs >KM3HEHHO HEOOXOAMMBIX H
BRXHEHUININX JICKQPCTBEHHBIX IPEMapaToB, KOTOPHIH (OpMHPYETCSs W HE peXe OJHOrO0 paza B TOJ
nepecMaTpuBaeTCsT B YCTAHOBJICHHOM MM TIOPSAKE HAa OCHOBE KOMIUIEKCHOW OIIGHKH JIEKapCTBEHHBIX
IperapaToB, BKIIOYAs aHAIW3 CBEICHUN O CPAaBHUTEIIEHON KIMHHYECKOH 3(PPEKTUBHOCTH U OE30ITaCHOCTH
JIEKapCTBEHHOTO CPEJICTBA, OIIEHKY SKOHOMHYECKHUX MOCIEACTBHI MPUMEHEHHS JIEKapCTBEHHOTO CPEICTBA
Y U3yUEHUE JIOTIOJHUTEILHBIX TOCIIECTBHIA TPUMEHEHHUS JICKAPCTBEHHOTO CPE/ICTBA,

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 2 uzmenen c 7 urons 2019 e. - @edepanvruiii 3axon om 6 utons 2019 2. N 134-D3

Cm. npeovloywyro peoakyuio
2) YTBCPKACHUA MCTOJUKU pacdeTa MPCACIBbHBIX OTITYCKHBIX IICH HpOH3BO,Z[HTCJ'ICﬁ Ha
JICKAPCTBCHHLBIC IIPCIiaparbl, BKIOYCHHBIEC B IICPCUYCHDb KU3HCHHO HeO6XOJII/IMI)IX U BaXHEUIINX
JICKAPCTBCHHLIX IIPEMapaToB, a TAKKC BHCAPCHUA MCXaHU3MOB q)OpMPIpOBaHI/IH CHUCTCMbI pe(bepeHTHBIX
LeH;
Undopmarius 06 H3MEHEHUSX:

Ilynkm 3 uzmenen c 7 urons 2019 2. - @edepanvruiii 3axon om 6 utons 2019 2. N 134-D3

Cm. npeovlOywyro peoakyuio
3) rocymapCTBEHHOW pETHCTpallMd TPEACIbHBIX OTHYCKHBIX IIGH NPOM3BOIUTENCH Ha



JICKapCTBEHHBIC IMIpenapaThl, BKIIOUYEHHBIE B IME€PEUEHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IPEIAPATOB;

4) BeneHUs TOCYAApCTBEHHOTO pEecTpa MpeAeNibHbIX OTHYCKHBIX II€H NPOU3BOAMUTENCH Ha
JICKapCTBCHHBIC TIPErapaThl, BKIIOYEHHBIC B TMEPEYCHb JKU3HCHHO HEOOXOIUMBIX W BAKHEHIIINX
JIEKapCTBEHHBIX MPEINAPATOB;

5) yTBepKIEHUS METOJWKH YCTAHOBJICHHS OpraHaMu WCIOJTHUTEIBLHOM BIACTH CYOBEKTOB
Poccuiickoii denepanuu npeenbHbIX pa3MepOB ONTOBBIX HA0ABOK U MPEAEIbHBIX Pa3MEPOB PO3HUUHBIX
Ha10aBOK K (DaKTHUUECKUM OTIYCKHBIM I[€HaM, YCTAHOBJICHHBIM IPOM3BOJAUTEISAMHU JIEKAPCTBECHHBIX
IpernapaToB, Ha JIEKAPCTBEHHBIC IpernapaThl, BKIIOYEHHBbIE B IEpPEUCHb >KU3HEHHO HEOOXOIUMBIX H
BAKHENIIMX JIEKAPCTBEHHBIX MIPENAPaTOB;

6) yCTaHOBJICHHSI IIPENIEIbHBIX Pa3MEPOB ONTOBBIX HAI0ABOK U MpPEeIbHBIX Pa3MEPOB POZHUUHBIX
Ha10aBOK K (DaKTHUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOHM3BOJUTEISIMHU JICKAPCTBEHHBIX
IpernapaToB, Ha JIGKAPCTBEHHBIC IpernapaThl, BKIIOUEHHBIE B IMEPEUYCHb >KU3HEHHO HEOOXOAUMBIX U
BAKHENIINX JIEKAPCTBEHHBIX MIPENapaToB;

7) yTBEp>KICHHS MOPAIKA BBIIAYM MPEINUCAHUI OpraHaM HCIOJHUTENBHOM BJIAcTU CYOBEKTOB
Poccuiickoit @enepannn 0 NPUBEICHUU B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickorn deneparuu
pemieHuid 00 YCTAaHOBIIEHUU TMPEACNIbHBIX pPa3MEPOB OMNTOBBIX HAA0ABOK M IMpeNeibHBIX pPa3MepoB
PO3HUYHBIX HaA0aBOK K (DAKTHYECKHM OTIYCKHBIM IICHAM, YCTAHOBJICHHBIM IPOU3BOIUTEIISIMU
JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIIOUYEHHbIE B IE€PEUYCHb >KU3HEHHO
HEOOXOAMMBIX W BAXHEWIIMX JICKAPCTBEHHBIX MPENapaToOB, €CIM OHU TMPUHATH C HapyIICHUEM
3akoHoaarenbcTBa Poccuiickoit denepanuu, B nopsake, ycranopieHHoM l[IpaButensctBom Poccuiickoit
denepaunu;

8) HampaBieHHs YIOJTHOMOYEHHBIM (eepaqbHBIM OPraHOM HCHOJHUTENBHOM BIACTH OpraHam
UCIIOJTHUTENIbHON BnacTu cyobekToB Poccuiickoit @enepanuu mOpeanucaHUl O MPUBEIECHUU B
COOTBETCTBHE €  3aKOHomarenbCcTBOM  Poccuitickoii  dDexepanuu  NPUHATBIX € HAPYLIEHUEM
3akoHozarenbcTBa Poccuiickoil @enepanun pemeHuil 00 yCTaHOBICHUH IPEIEIbHBIX Pa3MEPOB OMTOBBIX
HaZ0aBOK M TIPENEeNbHBIX Pa3MEpPOB PO3HUYHBIX HAN0ABOK K II€HaM Ha JIEKapCTBEHHBIC Mpenaparsl,
BKJIFOYCHHBIC B MIEPEUEHB KU3HEHHO HEOOXOMMBIX U BaXHEHIITNX JIEKAPCTBEHHBIX MPETapaTOB;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim  3axonom om 25 wuona 2012 2. N 93-@3 nywkm 9 cmamou 60 Hacmoawezo
DedepanbHo20 3aKOHA U3LONCEH 8 HOBOU PeOaKyul

Cm. mexcm nynkma 6 npeovloyujell peodaKyuu
9) ocymectBieHus (deaepalibHOTO TOCYAapCTBEHHOrO0 Haa3opa B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB M PETHOHAIBHOIO TOCYJApCTBEHHOIO KOHTPOJIA 3a IMPHUMEHEHHWEM LIEH Ha
JIEKapCTBEHHBIE  TIpemaparbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (elepaJibHBIMA  OpTaHaMH
UCTIOTHUTENILHOM BIACTH W OpraHaMd HCIOJTHHUTEIBHOW BiacTU CcyObekToB Poccwuiickoit Denepammu
COTJIACHO MX KOMIIETEHIIMH B NOPsJIKE, ycTaHOBIEHHOM [IpaButensctBom Poccuiickoit @enepanny;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 10 usmenen ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 475-D3

Cm. npeodvloywyro peoaxkyuio
10) mnpumeHeHHs TNPEAYCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit ®dexepamuu  mep
OTBETCTBEHHOCTH 3a HapyIlIeHUE MOPSIKa IEHO00pa30BaHUs Ha JICKAPCTBEHHBIE TIPEIIapaThl, BKIOYCHHBIS
B MIEPEUYCHB JKU3HEHHO HEOOXOAMMBIX U BOKHEHIINX JIEKAPCTBEHHBIX MPENapaToB.

Wudopmanust 06 U3MEHEHUSX:

Cmamws 60 oonoanena yacmoio 2 ¢ 26 mapma 2020 2. - @edepanvusiii 3akon om 26 mapma 2020 . N
67-D3
2. B ycrnoBusix upe3BbpIYaiiHOW CUTyallud U (WJIM) MPU BO3HUKHOBEHHH YIPO3bI PACIIPOCTPAHEHUS
3a00JIeBaHUs, MPEACTABISAIONIETO OMACHOCTh MJISl OKPYKAIOIIMX, a TakKe B CiIydae, €Clu B TEUCHUE
TPUILIATH KAJICHAAPHBIX JHEW mocie npuHatus [IpaButensctBoMm Poccuiickoit deaepanuy pemieHus o



IIPOBEJICHUM MOHMTOPUHIA PO3HUYHBIX LIEH HA JIEKAPCTBEHHBIE MPENAPAThl, HE BKIIOUEHHBIE B N1€PEYECHb
JKU3HEHHO HEOOXOJUMBIX W BAXKHEUIINX JIGKAPCTBEHHBIX IPENapaToB, HA TEPPUTOPHUAX CYyOBEKTOB
Poccuiickoit @enepany BBISIBJIEH POCT PO3HUYHBIX II€H HA YKAa3aHHBIE JICKAPCTBEHHBIE MpernapaThl Ha
TPHUALIATH MPOILIEHTOB U Oonee, [IpaBurenscTBO Poccuiickoii denepanuu BpaBe YCTAaHOBHUTH MpeIeIbHBIC
OTIYCKHBIE LIEHbl ITPOM3BOAUTENIEH HA YKa3aHHbIE JIEKAPCTBEHHBIEC IpENapaThl, MpeAesIbHbIE pa3Mephl
ONTOBBIX HAJA0aBOK U MpeAeibHBIC pa3Mepbl PO3ZHUYHBIX HAI0ABOK K (PAKTUYECKHM OTIYCKHBIM I[CHAM
IIPOU3BOJUTENICH HA yKa3aHHBIE JICKAPCTBEHHbIE Ipenaparsl. [lepeueHp JeKapCcTBEHHBIX MPENapaToB, HE
BKIIIOUCHHBIX B TEPEUCHb XU3HEHHO HEOOXOJWMBIX M BAKHEHIIMX JICKAPCTBEHHBIX IPENapaToB, H
NopsIIoK ero popMupoBaHus onpeaensaroTcs [IpaButenscTBom Poccuiickort deaepanum.

Wndopmarius 06 M3MEHEHHSX:

Cmamuws 60 donoanena yacmoto 3 ¢ 26 mapma 2020 2. - @edepanvuwiii 3axon om 26 mapma 2020 2. N
67-D3
3. B Tedenue aeBsiHOCTa KaJeHIAPHBIX THEH co aHA yrBepxaeHus [IpaButenbcrBoM Poccuiickoit
denepanny MepeyHs, YKa3aHHOTO B YaCTH 2 HACTOSIICH CTaThbH, HE JOIMYCKAIOTCS pean3aliisi U OTIIYCK
BKJIIOUEHHBIX B HETO JICKAPCTBEHHBIX IPENapaToB IO IIEHAM, MPEBBIIIAIONINM IMPEAETbHbIE OTITYyCKHBIC
IIEHbl TPOU3BOAMUTENICH Ha yKa3aHHbIC JIEKAPCTBEHHBIC IMpPEMapaThl, NpeIebHbIE pPa3Mephl ONTOBBIX
Ha0aBOK U TMpefeNbHbIe pa3Mepbl PO3HUYHBIX HAA0aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HaM
NPOM3BOIUTENCH Ha YyKa3aHHBIE JIEKapCTBEHHBIE MpEraparsl C YYETOM Hajora Ha J00aBICHHYIO
CTOUMOCTb.
TMIPUMEYAHUE:

CwMm. KOMMCHTApHUHU K CTATbC 60 HaCTOoAImeCTO CDeI[epaJ'IBHOFO 3daKOHa

Wndhopmarust 06 n3MEHEHUSX:
Cmamos 61 usmenena c 7 utonsa 2019 . - @edepanvuviii 3akon om 6 uions 2019 2. N 134-D3

Cm. npeodvloywyro peoaxkyuio
Crarbsa 61. ['ocynapcTBeHHass peructpauus M HEPEeperucTpanusi MpPeeibHbIX OTIYCKHBIX LIEH
IIPOM3BOJUTENIEH HA JIEKAPCTBEHHBIE MpEnaparthbl, BKIIOUEHHBbIE B NE€PEUYEHb >KU3HEHHO
HEOOXOUMBIX M BaKHEHIIIHNX JIEKAPCTBEHHBIX MPENnapaToB

1. IlpenenpHas OTIMyCKHas 1I€HA MPOU3BOJUTENS HA JIEKAPCTBEHHBIN Ipenapar, BKIOYEHHBIH B
nepeyeHb JKU3HEHHO HEOOXOAMMBIX U  BaXKHEWIIMX JIEKQpPCTBEHHBIX MPENaparoB, IMOJJIEKHUT
rOCyIapCTBEHHOW PErHCTpalMy B MOpPSIKE, ycTaHOBIeHHOM lIpaBurensctBoM Poccuiickorn denepanuu,
HAa OCHOBAaHUU IMPEJICTAaBICHHOTO B YIOJHOMOYEHHBIH (enepalbHblii OpraH HCIOJHUTEIHHONW BIACTH
3asiBJICHUS JeprKaTelsi WU BIaJeblla PEerucTPallMiOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOIO Ipemnapara
(YIOJTHOMOYEHHOTO UM JIUIIA).

2. 3apeructpupoBaHHas IpejAeibHAas OTIYCKHAs Il€Ha MPOM3BOAMTENS Ha JIEKapCTBEHHBIN
mpemapar, BKJIIOYEHHBIM B TIEpeUeHb IKU3HEHHO HEOOXOMUMBIX U BAXKHEHWIIUX JIEKAPCTBEHHBIX
IIPEnapaToB, MOXKET ObITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEITMYEHHUS OJMH pa3 B KaJCHAApHOM rojly Ha
OCHOBAHMHU TPEACTABICHHOTO B YIOJHOMOYEHHBIN (erepa’abHbIii OpraH MCHOJHUTEIbHOM BiacTH 10 1
OKTSIOpA KaXJOro Troja 3asBiCHMs JIep)KaTessi WM BIIAJENIblla PETUCTPALMOHHOIO YIOCTOBEPEHHS
JIEKapCTBEHHOT'0 Ipernapara (yInoJHOMOUYEHHOTO UM JIMIIA).

3. 3aperucTpupoBaHHas IMpeleibHas OTHYCKHas IIeHa TPOM3BOAUTENSI Ha JIEKapCTBEHHBIN
mpemapar, BKJIIOYEHHBIH B TIEpeUeHb IKU3HEHHO HEOOXOMUMBIX U BAXKHEHMIIUX JIEKAPCTBEHHBIX
[IPEnapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY CHMI)KEHHUSI HAa OCHOBAHUU MPEJCTABIEHHOTO B
YIIOJTHOMOYEHHBIN (hefiepanbHbli OpraH MCMOJHUTENIBHON BIACTH 3asBICHUS AepKaTels WU BIajaesbla
PEruCTPaIIOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO Mpemnapara (YIoJIHOMOYEHHOTO UM JIUIIA).

4. JlepxaTenp WIM BIaJAEJ€l] PETUCTPALIMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIperapara
(YITOJTHOMOYEHHOE WM JIMII0) O0053aH TMPEJACTAaBUTh B YIIOJHOMOYCHHBIH (enepanbHBIA  Opra
VCIIOJIHUTEJIBHON BIIACTU 3asBICHUE O IMEPEPETHCTPALUU 3apETrUCTPUPOBAHHON IIPEACIBHOM OTIIYCKHOU
LIEHBI TPOU3BOIUTEIIS HA JIEKApPCTBEHHBIH Mpenapart, BKIIOYEHHBIN B IIepeueHb KU3HEHHO HEOOXOIUMBIX U



BAKHEUILMX JICKAPCTBEHHBIX IIPENAPATOB, B CTOPOHY CHUKEHUS B CIEAYIOIINX CIIydasax:

1) cHM>KeHUE 1IEHBl B UHOCTPAHHOM BAJIIOTE HA JICKAPCTBEHHBIN Mpenapat B CTpaHe IPOU3BOAUTEIIS
u (W1M) B CTpaHax, B KOTOPBIX JIGKAPCTBEHHBIH Ipenapar 3aperiucTpupoBaH U (MJIM) B KOTOpBIE
IIOCTAaBJISIETCS IPOU3BOAUTEIIEM;

2) cHKeHue LeH Ha pedepeHTHbIE JIEKapCTBEHHbIE Ipernaparbl B COOTBETCTBUH C IYHKTOM 1
HACTOSAIIEH dYacTh (UIsI COOTBETCTBYIONIMX BOCIPOW3BEICHHBIX, OWOAHANOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX MPEnapaToB);

3) npeBblllIeHUE MPEIEIbHON OTIYCKHOM LIEHBI HAa MEPBBIM BOCIPOU3BEICHHbBIN, OMOaHATIOTOBBIM
(Onomo00HBII) JIEKApCTBEHHBINM MpernapaT WHOCTPAHHOTO IMPOU3BOJICTBA HAJl MPENEIbHON OTIYCKHOM
[IEHOW MPOM3BOIUTEISI HA BTOPOH BOCIIPOHM3BEACHHBIN, OM0aHAIOTOBBIN (OMOTIOIO0HBII) JIEKapCTBEHHBIH
npenapar, pacCYuTaHHOM B COOTBETCTBUM C METOAMKOW, yTBep:kKIeHHOW IlpaButenbctBoM Poccuiickoit

®denepaunu;
4) mpeBbIlIeHUE MPEAETbHON OTIIYCKHOM 1IEHBl Ha MEPBBI BOCIPOU3BEACHHBIN, OMOaHATOTOBbBIN
(OnoTmOO0HBI) JIGKAPCTBEHHBIM MpermapaT MPOU3BOJUTENS TOCYyIapcTBa - WieHa EBpa3uiickoro

JKOHOMMYECKOTO COI03a HaJ IPENeiIbHOW OTIYCKHOM LI€HOM IPOM3BOJMUTENS HAa  BTOPOH
BOCIIPOM3BEJICHHBIN, OMOaHaNOroBbIi (OMOMOJOOHBIN) JEKApCTBEHHBIM Mpemapar MpOU3BOAUTEIS
rocyiapcrsa - wieHa EBpa3suilcKOro 5KOHOMHMYECKOIO COK03a, PACCUMTAaHHOM B COOTBETCTBUU C
METOAMKOM, yrBepxkacHHOU [IpaButenscTBoM Poccniickon ®enepannn.

5. Ilopsmox  mepeperucTpauuy  3aperUCTPUPOBAHHBIX — IPENEIbHBIX  OTIYCKHBIX  LIEH
IIPOM3BOJUTENIEH Ha JIEKAPCTBEHHBIE INpenapaThl, BKIIOUEHHBIE B MEPEUEHb )KM3HEHHO HEOOXOAMMBIX U
BOXHEHMILNX JIEKAPCTBEHHBIX IIPENapaToB, B CilydasX, MPEAYCMOTPEHHBIX 4YacTAMU 2 - 4 HacToAlEeH
craThy, ycraHasnuBaercs [IpaBurensctBoM Pocculickoit denepanum.

6. DKOHOMMYECKMI aHalIW3 NPEACIbHON OTIYCKHOM ILIEHBI IPOM3BOAMTENS HA JICKAPCTBEHHBIN
Ipenapar, BKJIIOYEHHBII B MEpeueHb JKM3HEHHO HEOOXOIUMBIX U BaXKHEMIIUX JIEKAPCTBEHHBIX
IpenapaToB, IPU €€ TOCYAAPCTBEHHOW PETUCTPAallMM WM IEPEPETUCTPAllUU  OCYLECTBIISETCS
denepanbHBIM  OPraHOM  MCIIOJIHUTEIBHOW BIACTH, OCYIIECTBISIOMIMM (YHKIUU 1O IPUHATHIO
HOPMATUBHBIX IPaBOBBIX AKTOB M KOHTPOJIO 32 COOJIIOJIEHMEM 3aKOHOJATeNIbCcTBA B  cdepe
roCy/IapCTBEHHOT'O PEryJIMpOBaHUsl 1ieH (Tapr(oB) Ha TOBaphI (YCIyTH).

7. PacueT npelenbHbIX OTIIYCKHBIX ILI€H, YKa3aHHBIX B 4acTsIX 1 M 2 HacTosIIeH CTaTbu, IIPU UX
rOCYJapCTBEHHON PETUCTPALMU WIHA IEPEPETUCTPAUN OCYHIECTBISETCS B COOTBETCTBUH C METOAMKOM,
yrBep:kaeHHou [IpaBurensctBoM Pocculickoit denepanyv 1 y4UTHIBAKOLIEH B TOM YHCIIE:

1) cobmonenue GanaHca UHTEPECOB MOTpeOUTENEN JIEKAPCTBEHHBIX IMPENapaToB, BKIOYEHHBIX B
HepevyeHb JKU3HEHHO HEOOXOJMMBIX M Ba)XKHEHIIMX JIEKapCTBEHHBIX IpErnapaTtoB, W IMPOU3BOAUTENIEH
JIEKapCTBEHHBIX IPENapaToB, BKIIOUEHHBIX B IE€pPEUYEHb >KU3HEHHO HEOOXOAUMBIX W BaKHEHIINX
JIEKapCTBEHHBIX NIPENApaTOB;

2) (daxkTHYeCcKyr OTIYCKHYIO IIEHY Ha JIEKapCTBEHHBIC Tpemaparbl B Poccuiickoit deneparmmy,
LIEHy BBO3a JIEKapCTBEHHBIX mpemnapartoB B Poccuiickyro denepannio, a Takke LEHbl Ha aHAJIOTMUYHBIE
JIEKapCTBEHHBIE TTpemnapaTthl, Haxo smuecs: B oopamienuu B Poccuiickoit deneparuu;

3) 3aTpaTel NPOM3BOJAUTENS JIEKAPCTBEHHOIO IIperapaTa Ha IPOMU3BOACTBO U PEaTU3aLUIO
JIEKapCTBEHHOIO IIperapara;

4) ueHy Ha JeKapCTBEHHBII IIpenapar, ero lieHy B CTpaHe MPOU3BOAUTENSA U B CTpaHax, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH U (WiIK) B KOTOPBIE MTOCTABIISETCS IPOU3BOJUTEIIEM.

8. He nomyckaroTcst peanu3anys U OTIIYCK JIEKAPCTBEHHBIX MPENApaTOB, BKIIOUEHHBIX B I1€PEUYEHb
KU3HEHHO HEOOXOJUMBIX U BaXHEHIINMX JIEKapCTBEHHBIX MpPENapaTroB, Ha KOTOpbIE MPOM3BOAMUTEISIMU
JIEKapCTBEHHBIX IPENapaTroB HE 3aperuCTpUpOBaHa INpPENENbHAs OTHYCKHas I€Ha, pealu3anus
IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IPENApPaTOB MO I[€HAaM, IPEBBIIAIINAM 3apErUCTPUPOBAHHBIE WIH
NEPEPETUCTPUPOBAHHBIE NIPEEIbHBIE OTITYCKHBIE LIEHBI Ha JIEKAPCTBEHHBIE IPENaparbl C y4ETOM Hajora
Ha J00aBJIEHHYIO CTOMMOCTb.

9.  OcoOOEHHOCTH  TOCYIapCTBEHHOI'O  PETYJUPOBAaHUS  NPEACNHbHBIX  OTHYCKHBIX  LIE€H
IIPOM3BOUTENEH Ha JICKApCTBEHHBIE MPENapaTthl, BKIYEHHbIE B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U



BO)XHEHIINX JIEKApCTBEHHBIX IPENnapaTroB, B 3aBUCHUMOCTH OT 3KOHOMHYECKHUX M (WJIM) COLMAJIBHBIX
KpUTepueB (M3MEHEHUE YCIIOBHM, MOPSAIKAa M CTOMMOCTH IMPOU3BOJICTBA JIEKAPCTBEHHBIX IpENapaTos,
UCIIOJIb30BaHUE HOBBIX ()OPM, METOJOB U CHOCOOOB TOCYIAapCTBEHHOI'O PpEryJMpoBaHUs LEH Ha
JIEKapCTBEHHBIE IIpenapaThl, B TOM YHCIIE HAa OCHOBE MEXaHU3Ma pPe(epeHTHOro IeHOOOpa3oBaHM,
U3MEHEHUH TMOopsAlKa OKa3aHWs MEIUIMHCKOH IIOMOIIM, ¥ UHbIE HW3MEHEHMs) YCTaHaBJIMBAIOTCS
[IpaBurensctBoM Poccuiickoit denepanuu.

IMPUMEYAHMUE:

CMm. komMeHTapuu K ctatbe 61 HacTosero denepalbHOIO 3aKOHA

Crarbst 62. ['ocynapCTBEHHBIM peecTp NpPEAEIbHBIX OTIYCKHBIX II€H MPOU3BOJIUTENCH Ha
JICKapCTBCHHBIE MpEnaparhl, BKJIIOYECHHBIC B TMEPEUeHb JKU3HCHHO HEOOXOAWMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

Undopmaris 06 n3MEHEHUAX:
Yacmo 1 usmenena c 7 urons 2019 2. - @edepanvusiii 3axon om 6 utona 2019 2. N 134-D3

Cm. npedvioyuyio pedaxyuio

1. 3aperucTpupoBaHHbIE WJIM TEPEPETUCTPUPOBAHHBIC IMpEIEIbHBIE OTHYCKHBIC  LIEHBI
NPOM3BOIUTENCH Ha JICKAPCTBEHHBIE IMPENapaThl, BKIOYCHHBIC B IEPEUCHb KU3HEHHO HEOOXOIMMBIX H
BROKHCHIIMX JICKAPCTBEHHBIX MPENApaToB, TOJJICKAT BKJIIOYECHUIO B TOCYAAPCTBEHHBI PEECTp
NpeJeNbHBIX OTITYCKHBIX LIEH NMPOU3BOJMTENCH Ha JEKApCTBEHHBIE MPENapaThl, BKIIOYCHHBIC B TIEpEUYCHb
KMU3HECHHO HEOOXOIMMBIX Y BOKHEHIIINX JICKAPCTBEHHBIX MPEIIapaToB.

2. T'ocynapCTBEHHBI PEECTp MPEeAETbHBIX OTITYCKHBIX LIEH MPOW3BOAMTENICH HA JIEKAPCTBEHHBIC
npernaparthl, BKIIOYCHHBIE B IMEPEYCHb JKU3HCHHO HEOOXOMUMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX
MpenapaToB, COACPKUT B ceOe CIEYIONTYI0 HH(OPMAIIUIO:

Wndopmarys 06 n3MEHEHHSAX:
Ilynkm 1 usmenen c 1 snsaps 2018 e. - @edepanvruiii 3axon om 28 oexabps 2017 2. N 425-D3

Cm. npeodvloywyro peoakyuio

1) HanMeHOBaHMe AepKaTelNsl WU BIaJeNblla PETUCTPALIMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara, HAMMEHOBAaHUE TPOU3BOJUTENS JICKAPCTBEHHOTO IIperapara, CBEJACHHUS O PETHCTPAIiH
JepKaTeNs WIW BIaAeNblla PETUCTPALIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara, CBeJIeHUS O
pPETHCTpAIMK TMPOU3BOJUTEINSI JIEKAPCTBEHHOTO Ipernapara Jiisi MEJIUIIMHCKOTO MPUMEHECHHS B KadeCTBE
HAJIOTOIUIATEIINKA B CTPAHE PErHCTpaIiy (7151 POCCUNCKUX IOPUANYECKUX JIUIL - HICHTU(DUKAIMOHHBIN
HoMmep Hanoromiarensimumka (MHH), ans wHOCTpaHHBIX IOPUIWYECKUX JIUI[ - CTpaHa PETUCTPAINH,
HAaUMEHOBAaHUE PETHUCTPUPYIOLIETO OpraHa, PerUCTPALMOHHBIA HOMED, KO/ HAJIOTOIUIATeNbIINKA B CTpaHe
perucTpanyy (MHKOPIIOpAIMK) WM €r0 aHallor), MECTO HaXOXJICHUS IMPOHM3BOJCTBEHHBIX IUIOMIAJIOK,
YUaCTBYIOIIMX B TPOIECCE MPOM3BOACTBA JIGKAPCTBEHHOTO Tpernapara, ¢ yKa3aHHeM CTaauu Ipolecca
TIPOM3BO/ICTRA;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axkonom om 22 dexabps 2014 e. N 429-D3 ¢ nynkm 2 yacmu 2 cmamvu 62 Hacmosiujezo
DedepanvHo2o 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem nynkma 6 npeduvloyuel peoaKyuu
2) HaMMEHOBaHWE JIEKAPCTBEHHOTO TIpemapara (MEXIyHapoJHOE HEMaTeHTOBAaHHOEe, WU
TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS ),
3) HOMED PErUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO TIpenapara;
Wndopmarys 06 M3MEHEHHSX:
Deoepanvrvim 3akonom om 22 dexabps 2014 e. N 429-D3 ¢ nynkm 4 yacmu 2 cmamvu 62 Hacmosiuezo
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem nynkma 6 npeduvloyuel peoaKyuu
4) nexkapcTBeHHas popMa C yKazaHHEM JO3MPOBKH JICKAPCTBCHHOTO IMperapara U ero KOJHuecTBa



BO BTOPUYHOMH (MMOTPEOUTENHCKOM) YIIAaKOBKE, a TAK)KE KOMILJIEKTHOCTB;

Wndopmarius 06 H3MEHEHUSX:
Ilynkm 5 usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 oexaobps 2019 e. N 475-D3

Cm. npeovloywyro peoakyuio
5) 3apeructpupoBaHHasl MpeAebHAs OTITYCKHAs IICHA Ha JICKApPCTBEHHBIN Mpenapar B pyossx;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 6 uzmenen ¢ 7 urons 2019 2. - @edepanvhuiii 3akon om 6 uionsn 2019 2. N 134-D3

Cm. npeodvloywyro peoaxkyuro
6) mata ¥ HOMEp MPHUKa3a YIIOJTHOMOYEHHOTO (pelepalbHOTO OpraHa HMCIIOJHUTEIHHON BJIACTH O
rOCy/IapCTBEHHOW PErUCTpPAlluU WU MEepeperucTpaliy rnpeaeabHol OTIYCKHOW IIeHbl Ha JeKapCTBEHHBIH
mpernapar, BKJIIOYCHHBIM B TIEPEUEHb IKU3HEHHO HEOOXOMUMBIX U BAKHEHUIIUX JIEKAPCTBEHHBIX
[penapaTos;
Undopmaris 06 n3MEHEHUSX:

Yacme 2 Oononnwena nynkmom 6.1 ¢ 7 uona 2019 2. - @edepanvuwiti 3akon om 6 uions 2019 a.
N 134-@3
6.1) nata BCTYIUIEHHUS B CUILy IIPUKa3a YIIOJIHOMOYEHHOrO (e/iepaibHOro OpraHa UCIOJIHUTEIbHON
BJIACTU O TOCYJAapCTBEHHOM pErucCTpalli¥ WIM IEePEPEerucTpauuu IpeAcbHOW OTIIYCKHOW IIEHBI
IPOM3BOJUTENS Ha JIEKApCTBEHHBIM Ipernapar, BKIIOUEHHBIH B IepeuyeHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX IIPENApaTOB;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 2 cmamvu 62 nacmoswezo
DedepanbH020 3aK0HA 0ONOIHEHA NYHKmMoM 7, ecmynatouum 6 cuny ¢ 1 utonsa 2015 2.
7) WITPUXOBOM KOJ, HAHECEHHBII HAa BTOPUYHYIO (MOTPEOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHOIO
npemnapara;
Wndhopmarrust 06 n3MEHEHHSX:
Deoepanvrovim 3axonom om 22 Oekabps 2014 2. N 429-D3 uacme 2 cmamou 62 unacmosujeco
DeodepanvHoeo 3aKOHA 00NOaHeHa NyHKmom 8, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
8) KOJ JEeKapCTBEHHOTO Mpemnapara Mo aHATOMO-TepaneBTUYECKO-XMMHUECKON KllacCU(pUKALINH,
PEKOMEH1I0BaHHOM BceMupHOW opraHu3amnueit 3paBoOXpaHEHUsI.

Wndopmarys 06 H3MEHEHHSAX:
Yacmo 3 usmenena c 7 utons 2019 e. - @edepanvuwiii 3axkon om 6 uronsn 2019 2. N 134-D3

Cm. npeovloywyro peoakyuio
3. TocymapcTBeHHass perucTpanus WIM MepeperucTpamnusi MpefeNbHbIX OTIYCKHBIX IIeH Ha

JICKapCTBCHHBIC TIperapaThl, BKIFOYCHHBIC B IIEPEYCHb JKU3HCHHO HEOOXOIUMBIX W BaKHEHIITHX
JICKapCTBEHHBIX TMPEMapaToB, BEACHHE TOCYJAPCTBEHHOTO peecTpa MpelNeibHBIX OTIMYCKHBIX II€H
MIPOM3BOIUTENICH HA JICKAPCTBEHHBIC IMPErapaThl, BKIIOUECHHBIC B TMEPEYCHD KU3HEHHO HEOOXOIUMBIX H
BaXHEHIIINX JIGKAPCTBEHHBIX MPENapaToB, OCYIIECTBISIOTCS B MOPSAIKE, yCTaHOBICHHOM [IpaBuTenscTBOM
Poccuiickoit @enepanuu.

TIPUMEYAHUE:

CMm. AnmuHuCTpaTHBHBIM pernameHT MuH3apaBa Poccuu 1o NIperoCTaBIEHUIO TOCYIapCTBEHHOU
YCIIYTH IO TOCYAAPCTBEHHOM PETUCTPALMU IPEAEIbHBIX OTITYCKHBIX IIEH Ha JIEKapCTBEHHBIE ITpENaparsl,
BKJIIOYCHHBIE B IE€pPEUCHb >KU3HEHHO HEOOXOJMMBIX M BaXXHEWIIMX JIEKapCTBEHHBIX MPENapaTos,
YTBEPKICHHBIN NpUKazoM MunucrepcTsa 3apaBooxpanenus ot 24 urons 2012 r. N 421

CMm. koMMeHTapuH K cTaTthe 62 HacTosmero denepanbHOro 3aK0Ha

Wndopmarus 06 H3MEHEHUSX:

Haumenosarnue uzmeneno c 1 mapma 2020 2. - @edepanvuwiii 3axkon om 27 oexaops 2019 2. N 475-D3



Cm. npeovlOywyro peoakyuio
Crarbsi 63. VYcraHOBIEHHE OpraHaMH HWCIOJHHUTEIBHON BIacTu CyObeKToB Poccuiickoit
denepauy MpelesbHBIX Pa3MEpOB ONTOBBIX HAJ0aBOK U IPENENbHBIX pa3MepoB
PO3HMYHBIX HaJ0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
IPOM3BOJUTENAMU  JIEKAPCTBEHHBIX IPENaparoB, Ha JICKapCTBEHHbIC IpenapaThl,
BKJIIOYCHHBIE B TEPEUCHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIINX JIEKapPCTBEHHBIX
penapaToB

Wndopmarius 06 M3MEHEHUAX:

Yacmo 1 usmenena c 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 475-D3

Cm. npeowvloywyro peoakyuio

1. Opranbl HCHOJTHHUTENIBHON BiacTH CcyObekToB Poccuiickoit @enepanuu ycTaHaBIWBAIOT
npejeNnbHble pa3Mepbl ONTOBBIX HAA0ABOK U IpPeeNbHbIe pa3Mephbl PO3HUYHBIX HaJ10aBOK K (PaKTUUECKUM
OTITyCKHBIM LleHaMm (0e3 ydera Hajora Ha J0OABICHHYIO CTOMMOCTD), YCTaHOBIICHHBIM ITPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IPENaparbl, BKIIOYEHHBIE B IIEPEYCHb >KU3HEHHO
HEOOXOIUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEP)KICHHOU B MOpPSAKE,
ycraHoBieHHOM [IpaBurensctBom Poccuiickoit ®enepanny, METOAMKOW YCTAHOBJIEHHS OpraHaMu
UCIIOJIHUTENIbHOM BiacTu cyObekToB Poccuiickoit denepanuu npeaeabHbIX pa3MepoB ONTOBBIX HaJA0aBOK
U IpeJesIbHBIX pa3MepoB PO3HUYHBIX HAJ0ABOK K (DAKTHYECKMM OTIYCKHBIM LI€HaM, YCTaHOBJIEHHBIM
IIPOU3BOIUTEINISIMU JIEKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHbBIE MIPENapaThl, BKIIIOUEHHBIE B IEPEUEHb
XKU3HEHHO HEOOXOJUMBIX W BaXHEHIIMX JIEKapCTBEHHBIX IpernapaTtoB. [IpoekThl pelieHuit opraHos
UCTIOJIHUTENIFHOW BiacTu cyownekToB Poccmiickoii denepanmu 00 ycTaHOBICHMH W (WIM) HU3MEHEHUH
OpeJeNbHbBIX PAa3MEpPOB OINTOBBIX HAJ0ABOK M MPEIENIbHBIX pPa3MEpOB pPO3HUYHBIX HAJ0aBOK K
(aKTUYECKUM OTIIYCKHBIM ILI€HaM, YCTaHOBJIEHHBIM IPOM3BOJUTENSIMU JIEKApPCTBEHHBIX IpEenaparoB, Ha
JIeKapCTBEHHbIE TMpernaparbl, BKJIIOUYEHHBbIE B TMEPEYeHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IPENapaToB, MOJUIEKAT COTJACOBAHMIO C YIIOJIHOMOYEHHBIM (eepaibHbIM OPraHOM
UCTIOJIHUTENIHOW BJIACTH, OCYILECTBIISIONIMM (PYHKLIUHU MO MPUHATHIO HOPMATUBHBIX MPABOBBIX AKTOB U
KOHTPOJIO 3a COOJIIOJICHHMEM 3aKOHOAATENbCTBA B C(epe TroCylapCTBEHHOIO PpEryJMpoBaHUs LEH
(TapucoB) Ha TOBapskI (ycIayru), B nopsake, ycranoBieHHoM [IpaButensctBoM Poccuiickoit deneparui.

Wndhopmarust 06 n3MEHEHUSX:

Yacmo 2 usmenena ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 oexabps 2019 2. N 475-D3

Cwm. npedvioywyio pedaxkyuio

2. OpraHu3anuy OMNTOBOW TOPTOBIM JEKAPCTBEHHBIMH CpPEACTBAMH, alTE€YHbIE OpTaHHU3AIUH,
UHAMBHUAYaJIbHbIE TPEINPUHUMATEIN, HMEIOIINE JIMIEH3MI0 Ha (apMalleBTUUECKYIO JeSTEIbHOCTD,
MEIUIUHCKHE OpraHu3alliy, HUMEIOIUe JHLEH3UI Ha (apMaleBTUYECKYI0 [JesITeIbHOCTh, U UX
000co0seHHble Mojpa3ieneHust (amOymnaropuu, (enpamepckue U (enbaepcKo-aKymepckue MyHKTHI,
HEeHTphl (OTAeneHus) oOmel BpadyeOHOM (CEeMEHOM) TpPAaKTHUKH), PACHOJIOKEHHBIE B  CEIBCKHUX
HACEJICHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHble OPraHM3allid, OCYILECTBISIOT pPeaU3alUio
JICKapCTBEHHBIX TIPENapaToB, BKIIOYEHHBIX B TIEPEUCHb IKHU3HEHHO HEOOXOAWMBIX W BaKHEHIINX
JIEKapCTBEHHbIX INpenapaToB, IO II€HaM, KOTOpble (QOPMHUPYIOTCS B COOTBETCTBHU C IOPSIKOM,
yctaHoBieHHBIM [IpaButensctBoM Poccuiickoit deneparnuu, u ypoBeHb KOTOpHIX (0€3 ydeTa Hajora Ha
N00aBIIEHHYIO CTOMMOCTb) HE JOJDKEH TMpEBBIIATh CyMMY (aKTHUYECKOM OTIYCKHOM IIEHBI,
YCTaHOBJIEHHOW MPOU3BOAMUTEIIEM JIEKaPCTBEHHOI'O IMpernapara, He MPEBbIIIAIONIEH 3aperucTpUPOBAHHOMN
WIA TIepeperucTpUpOBaHHON TpeAeTbHON OTIYCKHOM IIeHbl MPOW3BOIUTENs (HAa JaTy pealn3aluu
JIEKapCTBEHHOI'0 Tpernapara IpOU3BOJAUTENIEM), U pa3Mepa ONTOBOM Haj0aBku u (WiIM) pasmepa
PO3HUYHOHN Haj0aBKM, HE MPEBBIMAIONINX COOTBETCTBEHHO pa3Mepa MpeesbHONW ONTOBOM HAaa0aBKH U
() pazMepa npeneabHON PO3HUYHON Ha0aBKH, YCTAaHOBJIICHHBIX B cyOBbekTe Poccuiickoit denepanun.

Wndopmarus 06 H3MEHEHUSX:

Yacms 3 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexabps 2019 2. N 475-D3



Cm. npeovlOywyro peoakyuio

3. Opranbl HCIIOTHUTENIHHON BiacTH cyObekTOoB Poccuiickoii dexepanuu pasMemiaroT B CETH
"UnTepHer" mHOpMAIIMIO O 3apEeTrUCTPUPOBAHHBIX MPEACIBHBIX OTIYCKHBIX IIEHAX MPOU3BOJIUTEICH Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOUYEHHBIC B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX IIpernapaToB, 00 yCTaHOBJIEHHBIX B cyObekTe Poccuiickoir @Denepanuu npeneabHbIX
pa3mepax ONTOBBIX HAN0ABOK M (WJIM) MPEOEeNbHBIX pasMepax PO3HHYHBIX HAJA0aBOK K yCTAHOBJICHHBIM
MPOU3BOIUTENISIMUA JIEKAPCTBEHHBIX MpEnapaToB (PaKTUYECKHUM OTIYCKHBIM II€HAaM Ha JIEKapCTBEHHBIE
Ipenaparsl, BKJIIOUEHHBIE B IIEPEYEHb HKU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX JIEKAPCTBEHHBIX
IpenapaToB, a TaK)Ke O CyMMeE 3aperUCTPUPOBAHHBIX MPEENbHBIX OTIMYCKHBIX IIEH MPOU3BOIUTENCH Ha
JICKapCTBEHHbIC Tperaparbl, BKIIOUEHHBIE B TMEPEYCHb IKMU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JICKapCTBEHHBIX IIPENapaTroB, YCTAHOBJIEHHBIX B cyObekre Poccuiickoit ®enepanuu mnpeaeabHbIX
pa3MepoB ONTOBBIX HA/0ABOK M MPEJCIBbHBIX Pa3MEPOB PO3HUYHBIX HAI0aBOK M HAJIOTa Ha TOOABICHHYIO
ctouMocTh. WHbopmanus, mnpearycMOTpeHHas HACTOAILIEH 4YacThlO, [IOJDKHA HAXOAUTHCA TaKkKe B
ANTEeYHbIX OPraHM3aAlMSIX B JOCTYIHOM JUIsl BCEX 3aMHTEPECOBAHHBIX JIMIL (OpMe U OOHOBIISATHCS 11O MEpe
ee pa3MelleHHUs OpraHaMu HWCIOJHUTENbHONW BIacTH cyObekToB Poccwuiickoit denepauuu B cetu
"UnTepuer".

4. Yrparuna cuny ¢ 1 mapta 2020 r. - @enepanbhsblii 3akoH oT 27 aekadps 2019 r. N 475-03

Undopmaris 06 n3MEHEHUAX:

Cm. npedvloywyro pedakyuio
TIPUMEYAHHE:

CwMm. KOMMCHTApHUHU K CTATbC 63 HaCTOoAImeCTO CDeI[epaJ'IBHOFO 3daKOHa

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexabpa 2014 2. N 429-@3 6 naumenosanue 2nasvi 13 nacmoswyezo
DedepanvHo20 3aKOHA 8HeceHbl usmeHenus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm HaumMeHO8aHUSA 8 NPedblOYUel pedarKyuu

I'maBa 13. MounTopuHr 3¢ (peKTHBHOCTH M 0€30NIACHOCTH JIeKAPCTBEHHBIX NpPenaparos,
Haxoasiuxcs B oopamenuu B Poccuiickoii ®enepannu

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamwvs 64 nacmoswezo Dedepanvrozo
3AKOHA U30JHCEHA 8 HOBOU pedaxkyuu, ecmynarowetl 6 cuny ¢ 1 uons 2015 2.

Cm. mexem cmambvu 8 npedvioyujeti pedaxKyuu
Crarbs 64. DapmakoHaa30p

Wndopmarys 06 M3MEHEHHSAX:
Yacms 1 uzmenena c 13 aseycma 2019 e. - @edepanvusiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio

1. JlekapcTBEeHHBIE Mpenaparhl, Haxosmuecs B oopamenuu B Poccuiickoii denepannu, noiexar
MOHUTOPUHTY J(QQEKTHBHOCTH W O€30IMacCHOCTH B TIIENSAX BBISIBICHHS BO3MOXKHBIX HETaTHBHBIX
MOCNEACTBUA WX TPUMEHEHHUS, WHIUBUAYATbHOW HEMEPEHOCUMOCTH, MPEAYNPEKICHUS MEIUIIMHCKUX
pabOTHHKOB, CHENHAINCTOB B OOJACTH BETEPHHAPHUHU, MAIMEHTOB WJIM BJIAJIENBIEB JKUBOTHBIX M HUX
3aIUTHI OT MPUMEHEHHSI TAKHUX JICKAPCTBEHHBIX TPENapaToB.

2. ®dapmakoHan30p OCYIIECTBISETCS COOTBETCTBYIOUIMM YIIOJTHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIOJHUTEIIFHON BJIACTH B YCTAaHOBJICHHOM WM TMOPSIKE IMYTEM aHamu3a MpelIoCTaBIIIeMOi
cyOBeKkTamMu 00paleHus JIEeKapCTBEHHBIX CPEACTB MHPOPMAIIMK O TIOOOYHBIX ACHCTBUAX, HEKEITATSIbHBIX
peaKIusX, CEPhE3HBIX HEXKENATENBbHBIX PEaKIUsAX, HEMPEABUACHHBIX HEXKENATeNbHBIX pEeaKlusx TMpu
IPUMEHEHUU JIEKAPCTBEHHBIX IMpernapaToB, 00 MHIMBUIYaIbHOM HENEPEHOCUMOCTH, OTCYTCTBUU



3¢ (})eKTUBHOCTH JIEKaQpCTBEHHBIX INIpENapaTroB, a Takke 00 HUHbIX (akTax U OOCTOSATENbCTBAX,
NPEACTABISIOMNX YIPO3y JKU3HUM WM 3I0POBBI0 4YeJOBEKa JHMOO KUBOTHOTO TPU NPUMEHEHUHU
JICKapCTBEHHBIX IpPENapaToB M BBISIBICHHBIX HA BCEX 3Tanax oOpallleHus JIKapCTBEHHBIX IMpENapaToB B
Poccuiickoit @eaepanuu u Apyrux rocy1apcraax.

3. CyObeKThl 00palleHus JeKapCTBEHHBIX CPEJCTB B MOPSAIKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTENIBHON BIIACTH, 0053aHBI COOOIIATh B YIOJHOMOYCHHBIH (enepaabHbIi
OpraH HCIIOJIHUTEIBHON BIJIACTH O TOOOYHBIX JIEHCTBUSAX, HEXKENATENbHBIX PEAKIUIX, CEePbe3HbIX
HE)KENIATEJIbHbIX ~ PEaKLMsX, HENPEIBUJCHHBIX  HEXKENATENbHbIX  peakuusX IpU  [PUMEHEHHUU
JICKapCTBEHHBIX IpenapaTtoB, 00 WHAMBUAYAJIbHON HEMEPEHOCUMOCTH, OTCYTCTBUU 3((HEKTUBHOCTH
JIEKapCTBEHHBIX MpPENapaToB, a TaKKe 00 MHBIX (akTax U OOCTOSTEIBCTBAX, MPEICTABISIONIMX YIPO3Y
JKU3HU WM 3JI0POBBIO YEJIOBEKa JIMOO >KUBOTHOTO MpPU NPUMEHEHHH JIEKAPCTBEHHBIX IpErnapaToB U
BBIBJICHHBIX Ha BCEX JTamax oOpalleHus JIEKapCTBEHHBIX MpenapatoB B Poccuiickoit denepanuu u
JpYrUuX rocy1apcTBax.

4. [lepxaTenu WM BIIAAENbLbl PETUCTPALIMOHHBIX YJOCTOBEPEHUN JIEKApCTBEHHBIX IPENapaTos,
IOpUINYECKUE JIMIIA, HA UMl KOTOPBIX BbLAAHBI Pa3pelICHUs] Ha IPOBEICHUE KIMHUYECKUX UCCIEIOBaHUMN
B Poccuiickoit ®enepauuu, auO0 YIOTHOMOYEHHbIE HMMM JpYyrue IOpUAMYECKHE JHIa B paMKax
obecrnieueHrs 6E30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSAKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (peiepaibHbIM OpPTaHOM HCIOJIHHUTEIBHOW BIACTH, O0s3aHBI OCYIIECTBISTH NPHEM,
yueT, o0pabOTKy, aHamu3 M XpaHEHHE TMOCTYMAIIUX B HUX aJpec OT CYObEKTOB OOpaleHus
JICKapPCTBEHHBIX CPEJCTB M OPraHOB TOCYAAPCTBEHHOW BIACTH COOOIIEHWUH O MOOOYHBIX JACHCTBHSX,
HEXEJATeNIbHbIX PEaKIUAX, CEPhE3HBIX HEXKENATEIbHbIX U HENPEABUACHHBIX HEXKEIATEIbHbIX PEaKLMIX
0Py TPUMEHEHHH JIEKapCTBEHHBIX IIPEMapaToB, 00 OCOOCHHOCTSAX WX B3aUMOJCHCTBHS C JIPYTHMH
JICKapCTBEHHBIMHU TIperapataMy, WHAMBUAYaJIbHON HEMEepEeHOCHUMOCTH, a Takke o0 HWHBIX (dakrax u
00CTOSITENECTBAX, MPEACTABISIOMIUX YIPO3y >KM3HU WM 3/I0pOBBIO 4YENOBEKa JMOO >KUBOTHOTO WIIH
BIMAIONIMX HAa W3MEHEHHE OTHOLIEHUS OXHUJAeMOM IIOJIb3bl K BO3MOXHOMY PHCKY IPUMEHEHHUS
JIEKapCTBEHHBIX IIPENAapaToB.

5. Ilpu BBIsABIACHHH HMHGPOPMALIMU O CEPHE3HBIX HEXKENIATENIbHBIX PEAKIMAX U HeNpeaABHICHHBIX
HE)KENaTeNIbHbIX peakIUsX MpH MPUMEHEHUM JIEKapCTBEHHBIX IIpernaparoB, 00 OCOOEHHOCTSIX UX
B3aMMOJCHCTBHS C OPYIMMHM JIEKApCTBEHHBIMM IIpeNaparaMy, WHIWBUIYaIbHOW HENEPEHOCHMOCTH, a
Takke 00 MHBIX (paKkTax U 0OCTOATENbCTBAX, BIUSIONINX HAa U3MEHEHHE OTHOIIEHUS 0)KMIAEMOM TMOJIb3bI K
BO3MO)KHOMY PHCKY IIPUMEHEHHUs JIEKAPCTBEHHBIX IIPEMNApaToB, JAEpKATEIM WM BIAAEIbIBI
PEruCTpaliOHHBIX yJOCTOBEPEHHUH JIEKapCTBEHHBIX IPENapaToB, IOPUAMYECKUE JIMIA, HA UM KOTOPBIX
BBIJIaHbl pa3pellleHus] Ha NpOBeIeHHe KIMHUYECKUX uccienaoBaHuit B Poccuiickoit deneparuu, n1mubo
YIIOJHOMOYEHHbIE UMHU JpYyrHe IOpHIWYECKHEe Juia oO0s3aHbl INPUHATH MeEpbl, HaIpaBJIEHHbIE Ha
YCTpAaHEHUE  HETAaTUBHBIX  IIOCJIEICTBUM  INPUMEHEHHS  TaKMX  JIEKAPCTBEHHBIX  IIPENaparos,
npenynpexaeHne NPUUMHEHNS Bpea KU3HU WUIIM 3/I0POBBIO YeloBeKa JMO0O0 >KUBOTHOIO, 3alllUTy MX OT
NPUMEHEHHS TaKUX JIEKAPCTBEHHBIX IMPENapaToB, Ha JOMOJHUTEIbHBINA cOOp JaHHBIX 00 3(h(eKTHBHOCTH
1 0€30MacCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOIIeHNE WM COKPBITHE UH(OPMAIMH, IPEAYCMOTPEHHON YacThio 3 HACTOAIIECH CTaThH,
JepKaTed WM BJIAJENbIBl  PETUCTPALMOHHBIX  yIOCTOBEPEHHWI JIEKAPCTBEHHBIX IPENapaTos,
IOPUAMYECKHE JINIA, HA UMsI KOTOPBIX BBIJAHBI pa3pelICHNs Ha MIPOBEICHUE KIMHUYECKUX MCCIIEOBAaHUN
B Poccuiickoii ®Pepepanun, auO0 YIMOTHOMOYEHHBIE HWMH JPYTHe HOPUINYECKHE JIMIA, a TaKKe
JOJDKHOCTHBIE JIMIIA, KOTOPHIM 3Ta HMH(OpMamus crajga M3BeCTHA MO POAY HUX MpodhecCHOHATbHOU
JEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM Poccuiickoin denepanum.

7. Ilpu moy4eHuH yrmoJTHOMOUYEHHBIM (heZiepalibHbIM OPraHOM HMCIOJHHUTENBHOM BIACTH B paMKax
OCYIIECTBIIEHUSI MM (apMakoHaA30pa JJ0Ka3aTeIbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOrO IMperapaTa
YCTQHOBJICHHBIM TPEOOBAHUSAM MM TPH MOJYyYCHHMH HHPOPMALUMU O HECOOTBETCTBUU JAHHBIX 00
3¢ dexTUBHOCTH M O OE30MACHOCTH JIEKAaPCTBEHHOTO IpernapaTra JaHHBIM O JIEKQpCTBEHHOM Ipemnapare,
COJIepKALIUMCA B MHCTPYKIIMU MO €ro MPUMEHEHUIO (B TOM YHCIIE BBISBICHHBIX B XOJ€ OCYILECTBIICHUS
dbapmakoHaq30pa KOHTPOJIbHO-HAA30PHBIMU OpraHaMH HMHOCTPAHHBIX TOCYJApCTB), YIOJIHOMOYEHHBIH



(beﬂepaHLHBIﬁ opra”n HCIIOJIHUTEILHON BJIACTH B YCTAaHOBJICHHOM HM IIOPAAKE pacCMaTpHBaCT BOIIPOC O
MMPUOCTAHOBJICHUU MTPUMCHCHU A TAKOI'0 JICKAPCTBCHHOTI'O IIpCIiapara.
MMPUMEYAHUE:

CMm. Metoanueckne pexomeHnanuu "OpraHm3anus  CIy>KObI MOHUTOPHHTa  O€30MaCHOCTH
JIEKapCTBEHHBIX CPEACTB ((hapMakoHaI30pa) B KOMIAHUSAX MPOM3BOAMUTENSAX JIEKAPCTBEHHBIX CPENICTB
WU JIepKaTeliiX PErucTPallMOHHBIX YAOCTOBEepeHUi", yTBepxkleHHble Poc3apaBHaazopom ot 25
okTs0ps 2008 T.

Cwm. koMMeHTapuu K ctathe 64 HacTosiero denepanbHOrO 3aKOHA

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrovim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 65 nacmosuwezo Dedepanvroco
3aKOHA U310JHCEHA 8 HOBOU pedarkyuu, ecmynarowetl 6 cuny ¢ 1 uons 2015 .

Cm. mexem cmambvu 8 npeovioyujeti pedaxKyuu

CraTbs 65. [IprocTaHoBICHHE TPUMEHEHUS JICKAPCTBEHHOTO TIperiapara

1. Ilpu nosyuyeHrr UHPOPMALIMU O HEKEIATSIbHBIX PEAKIUAX MPU IPUMCHEHUH JICKAPCTBEHHOTO
npernapara, HE YKa3aHHBIX B WHCTPYKIMU [0 NMPUMEHEHHWIO JICKAPCTBEHHOTO Ipernapara, Cephe3HBbIX
HEXKEJATEIbHBIX PEaKIUAX, 00 OCOOCHHOCTSX €ro B3aMMOJCHCTBHS C JPYIHMH JICKAPCTBEHHBIMU
npernapaTamMu, KOTOPbIe MOTYT MIPEJICTABIATh YTPO3y KU3HH WIH 370POBBIO YEIIOBEKA JIMOO KUBOTHOTO, a
TaKXe O HECOOTBETCTBUHU JAaHHBIX 00 3(()EeKTUBHOCTH M O OE30MACHOCTH JIGKAPCTBEHHOTO Iperapara
JTAHHBIM O JIEKAPCTBEHHOM TIperiapare, COACPKAIUMCS B HHCTPYKIIMH TI0 €r0 MPUMEHCHHIO, B TOM YHCIIC
OT YIOJIHOMOYCHHBIX OPTraHOB HMHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOPOW OCYILIECTBISETCS B
COOTBETCTBUU C COTJIAIICHUSIMH MEXIY YIIOJIHOMOYECHHBIM (helepaTbHbIM OPTaHOM HCIOJHUTEIBHON
BJIACTH M YIOJHOMOYEHHBIMH OpraHaMH HHOCTPAHHBIX TOCYAApCTB, YIMOJTHOMOUYEHHBIH (QenepalbHbIi
OpTraH WCIOJIHUTEIIBHON BIIACTH PAacCMAaTPUBAET BOMPOC O BO3MOXXHOCTH TPHOCTAHOBIICHHUS OOpAIICHHS
TAKOro JIEKAPCTBEHHOT'O TMpernapara B MOPSAJIKE, YCTAaHOBIEHHOM YIOJTHOMOYEHHBIM (eaepatbHbIM
OpPTaHOM UCTIOJTHUTEILHOM BIIACTH.

2. Ilpy HeUCNONHEHWH WIM HEHAANEXKAIEeM HCIOJHEHUH Jep>KaTeNlsIMU WM BIaJelbllaMU
PETHCTPAIIMOHHBIX YIOCTOBEPEHUH JICKApPCTBEHHBIX IMPENapaToB, IOPHINYCCKUMHU JIHIAMHA, HA UMS
KOTOPBIX BBIIaHBI pa3pellieHus] Ha MPOBEJCHNE KIMHUYECKUX uccienoBanuii B Poccuiickoit deaeparum,
WM YITOJITHOMOYSHHBIMUA MM JAPYTUMHU FOPUTUICCKIMHE JIMIIAMHA O00S3aHHOCTEH, YCTAHOBIICHHBIX YaCTIMHU
3 u 4 crateu 64 Hactosero denepalbHOTO 3aKOHA, JTMOO B CIydasx MPeICTaBICHHS COOTBETCTBYIOIINM
YIIOJTHOMOYCHHBIM (he/lepaibHbIM OpraHOM HCIIOJTHHUTEIFHOW BIACTH 3aKIFOYEHUS O HEIOCTOBEPHOCTH
pe3yNbTaTOB KIMHUYECKOTO MCCIIEOBAHMS JIEKaPCTBEHHOTO Tpernapara i MEAUIIMHCKOTO TPUMEHEHUS,
KOTOPOE€ OCHOBAaHO Ha pe3yJIbTaTax IMPOBEPKH MEIUIIMHCKON OpTraHW3alliH, MPOBOJMBIICH yKa3aHHOE
KIIMHUYECKOE MCCIIEZIOBAHNE C HApYIIEHUEM MPaBHI HaJJIexalleld KIMHIUECKON MPaKTUKH, U TIPUBEIO K
MOJTYYEHUIO HEJOCTOBEPHBIX pPE3yIbTaTOB, JHOO B Ciydac HEBBIMOJTHCHHS TPEIITUCAHMS, BBIJAHHOTO
YIIOJTHOMOYEHHBIM  (hefiepalbHbIM OPraHOM HCIIOTHUTEIBHOW BIIACTH MO0 WTOTaM OCYIIECTBICHHS
BBIOOPOYHOTO KOHTPOJISI KauecTBa JICKAPCTBEHHOTO Ipernapara, yIOJHOMOUYSHHBIH (eepaabHblid OpraH
WCTIOTHUTENILHON BIIACTH B YCTAHOBIIEHHOM WM TOPSJKE pacCMaTpUBAaeT BOMPOC O MPHOCTAHOBICHUU
MPUMEHEHHUS TaKOTO JICKAPCTBEHHOTO Iperapara.

TIPUMEYAHVE:

O nmpenocTaBlIeHMM TEpPUTOpPHANBHBIMU  YmpaBieHus MM Poc3apaBHamzopa uHbopManuu o
HE100pPOKAaYECTBEHHBIX U (abCUBUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTBAX CM. Mpuka3z DenepaabHOR
CIIy)0bl TIO HaA30py B cdepe 3apaBoOXpaHEHHUs W CONHUANIbHOrO pasButHs OT 8 depans 2006 r.
N 255-I1p/06

Wndopmarus 06 H3MEHEHHSX:

Cmamws 65 dononnena yacmoio 3 ¢ 15 utona 2018 o. - @edepanvhoiii 3akon om 4 utons 2018 e. N
140-@3



3. YnonHOMOYEHHBI (enepalibHblii OpraH HCIOJIHUTEIbHOW BIACTH IpPH TMPEACTABICHUH €My
CBEJICHMI 0 HECOOTBETCTBUU IPOU3BOAUTES JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IPaBUIl Ha/JIeKalEel
MPOU3BOJCTBEHHOW MPAaKTUKU M (WIKM) O HApYyLIIEHUU JUIECH3UOHHBIX TpPeOOBAaHUN, KOTOpble ObUIH
BBISIBJIEHBI B XOJE€ IPOBEICHUS WHCIEKTUPOBAHUS IPOU3BOJAUTENSL JIEKAPCTBEHHBIX CPEJICTB WIH
OCYIIIECTBIICHUS JIMIEH3MOHHOTO KOHTPOJIA B cepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT IPHUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENapaTroB s MEIULUHCKOIO MpPUMEHEHUS,
MPUYMHUBLINX WU CIIOCOOHBIX MPUUMHUTH Bpe )KU3HU WM 30POBBIO TPAXKIaH, pacCMaTPUBAET BOIPOC
O IIPUOCTAaHOBJICHUU IPUMEHEHMS JIEKAPCTBEHHBIX IIPENapaTroB i MEIULUHCKOIO INPUMEHEHHUS B
YCTaHOBJICHHOM UM MOPSAKE B CIEAYIOUIUX CIydasx:

1) cocTtaB u (MiIM) TEXHOJIOTHSA IPOM3BOJCTBA JEKAPCTBEHHOI'O Ipenapara s MEIULUHCKOIo
NpUMEHEHUs (C OMHCAHUEM CTaJui MPOM3BOACTBA) OTIMYAIOTCS OT 3asBICHHBIX B PETHUCTPALMOHHOM
J10ChE;

2) nexkapcTBEHHBIN Mmpenapar Jisl MEAUIIMHCKOTO IPUMEHEHHUs IPOU3BECH Ha MIPOU3BOICTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChHE;

3) y mnpou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOrO Ipenapara Jjs MEIULUHCKOrO MPUMEHEHUS, BBOJUMOIO B
rpaXKAaHCKUI 000pOT, TpeOOBAHUSIM, YCTAHOBJICHHBIM MPU €r0 TOCYJapCTBEHHON perucTpaiu;

4) 1TpoW3BOJIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIVIACOBAaHHBIH C  COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIIOJHUTENBHON BJIACTU CPOK HE YCTPaHEHBI HapYIICHHS
TpeOOBaHUI TMpaBUJl HAJJICKAIIEH MPOU3BOJACTBEHHOM MPAKTUKH U (MJIM) JIMIICH3MOHHBIX TPeOOBaHUM,
KOTOpBbI€ ObUIM BBISBICHBI B XOJI€ TMPOBEACHHUS HWHCIEKTUPOBAHUS MPOM3BOAMUTENS JIEKAPCTBEHHBIX
CPEJCTB WJIM OCYILLECTBICHUS JUIIEH3UOHHOTO KOHTPOJIS B c(pepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB
U TPUBEIH WIM MOTYT MPHUBECTH K MPOU3BOACTBY JIEKAPCTBEHHBIX IPENapaTroB AN MEIULUHCKOTO
NPUMEHEHHUS, IPUUMHUBIINX WINA COCOOHBIX MPUUYUHUTE BPEJl KU3HU WK 3[I0POBBIO I'PaXk/IaH.

Wndopmarys 06 M3MEHEHHSAX:

Cmamus 65 oonoanena uacmoto 4 ¢ 15 uwona 2018 2. - @edepanvruiti 3axon om 4 urona 2018 2. N
140-D3

4. YnomHOMOYeHHbIN (enepanbHblii OpraH HCHOJHUTENIBHON BIACTH NpPU HAIUYUU Y HEro
CBEJIEHUI1 0 HECOOTBETCTBUU MTPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM MPABUIT HaAJIexKaIen
MPOU3BOJCTBEHHOW MPAaKTUKU M (WIKM) O HApyLIIEHUWU JUIEH3UOHHBIX TpPeOOBAHMM, KOTOpbIE ObLIM
BBISBIICHBI B XOJE IPOBEIEHUS WHCIEKTUPOBAHUS IPOU3ZBOJUTEINS JIEKAPCTBEHHBIX CPEICTB WM
OCYIIIECTBIICHUS JIMLIEH3MOHHOI'O KOHTPOJISL B cepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U NMPUBEIH
WIM MOTYT NPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENApaTOB Ul BETEPUHAPHOIO NPUMEHEHUS,
NPUYMHUBLIMX WJIM CIOCOOHBIX MPUYMHUTH BpeA KU3HU WM 30POBBIO0 KUBOTHBIX, PacCMaTpUBAaET
BOIIPOC O MPUOCTAHOBJICHUH peAIN3allui U IPUMEHEHUS JEKapCTBEHHBIX MIPENAapaToB IJIs BETEPUHAPHOTO
MPUMEHEHHUS B YCTAHOBJIEHHOM UM TOPSAKE B CIEAYIOMUX CIydasx:

1) coctaB M (MaM) TEXHOJIOTHUS NPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipemnapara Jyuisi BETEPUHAPHOTO
IpPUMEHEHHUs (C ONMHMCAHHWEM CTaJui MPOU3BOJACTBA) OTIMYAIOTCA OT 3asABJIEHHBIX B PErUCTPALIMOHHOM
J10CBE;

2) nexapCTBEHHBIN Mpenapar Ajs BETepUHAPHOTO MPUMEHEHHS TPOU3BEIeH Ha IPOU3BOICTBEHHON
IUIOLIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPXkKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O IIpenapara Jjsi BETEPUHAPHOTO INPUMEHEHMs, BBOAMMOIO B
rpaXkAaHCKHUI 000pOT, TpeOOBAHUSM, YCTAaHOBJICHHBIM MPU €r0 TOCYJapCTBEHHOMN perucTpaiy;

4) DpOW3BOIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIVIACOBAaHHBIH C  COOTBETCTBYIOIIMM
YIIOJHOMOYEHHBIM (e/iepalibHbIM OpPraHOM HCIIOJIHUTENIBHON BJIACTU CPOK HE YCTpaHEHbl HapyIIeHHs
TpeOOBaHUI MPaBWJI HAJUICKAIICH MPOW3BOACTBEHHON MPAKTHKU W (WIM) JUIICH3UOHHBIX TpPeOOBaHUM,
KOTOpble ObUIM BBISBICHBI B XOJI€ MPOBEACHHUS HWHCIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEACTB WJIM OCYIIECTBICHHUS JIMIIEH3MOHHOTO KOHTPOJIA B c(hepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB
U MPUBEIA WIM MOTYT IPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX NPENApaToOB [Jis BETEPUHAPHOIO



IMPUMCHCHHU, IIPUINHHUBIINX WUJIN CITOCOOHBIX IPUYUHUTD BPEA XKU3HU UJIU 3JOPOBEIO JKUBOTHBIX.

Wndopmarius 06 H3MEHEHUSX:

Cmamovs 65 oonoaunena wacmamu 5 u 6 ¢ 1 auneaps 2023 2. - @edepanvubiii 3akon om 27 Oekabps
2019 2. N 475-D3

Cum. 6y0ywyro pedaxyuto

Cmamus 65 oononnena yacmoito 7 ¢ 1 cenmabdpsa 2023 2. - @edepanvusiii 3akon om 2 utona 2021 2. N
317-D3

Cm. 6y0ywyro pedaxyuto
TIPUMEYAHUE:

CM. koMMeEHTapuu K cTaTtbe 65 HacTosero denepaibHOrO 3aKOHA

Wudopmarus 06 H3MEHEHHSX:
Cmamuws 66 usmenena c 1 mapma 2020 2. - @edepanvhuiti 3akon om 27 dexaopsa 2019 . N 475-D3

Cm. npeodvloywyro peoakyuio

CraTbs 66. npopmarus o pe3yabTaTax hapMaKoHaI30pa

YnonHOMOYEHHBI  (enepanbHbIii  OpraH  HCHOJHUTENBHON  BJIACTH,  OCYLIECTBISIOIINN
dbapMaKoHaI30p, MO €ro pe3yyibraraM pa3MeniaeT Ha cBoeM oduIMalbHOM caiite B cetn "HMuTepHer"
uH}OpMaIHIO O:

1) BBIABICHUW HOBBIX TOJTBEPKIACHHBIX JAHHBIX O TOOOYHBIX JEHCTBUSAX, HEXKEIATCIbHBIX
peaKIusaX, CEephe3HbIX HEXKETATEeNbHBIX PEaKIUsAX, HEMPEIBUIICHHBIX HEXKEJIaTeNbHBIX PEaKIUsIX IpU
MIPUMEHEHHUH JICKAPCTBEHHOTO Tpernapara, B TOM YHCII€ BIUSIOMIMX Ha OTHOIICHHE 0KMJIAEMOU TMOJIb3bI K
BO3MOKHOMY PUCKY IPUMEHEHHUS JAaHHOTO JIEKapCTBEHHOTO MIpenapara;

2) IPUHSTHIX PEIICHUSIX O BHECEHUU U3MEHEHUN B MHCTPYKIIUIO MO0 MPUMEHEHHIO JIEKAPCTBEHHOTO
mpemnapara, 0 IPUOCTAHOBICHUHM MPUMEHEHUsS JEKapCTBEHHOTO TMpernapara, 00 M3bIATUU U3 OOpaIleHHs
JIEKapCTBEHHOTI'0 Iperapara Wik 0 BO300HOBJIEHUN IPUMEHEHUs JIEKapCTBEHHOTO Mpernapara.

MIPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAThC 66 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:
Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvuuiii 3axkon om 28 oexaops 2017 2. N 425-D3

Cm. npeovloywyro peoakyuio

I'nasa 14. UndopMmanus o JekapcTBeHHbIX npenaparax. CucreMa MOHUTOPUHIA ABHKEHHUS
JICKapPCTBEHHBIX MPenapaToB 1JIsi MeIMIMHCKOr0 NPUMeHEeHHU s

Wudopmanust 06 U3MEHEHUIX:
Haumenosanue usmeneno c 1 ausaps 2018 2. - @edepanvhviii 3akon om 28 dexabps 2017 2. N 425-D3

Cm. npedvloywyro pedakyuio
Crarbs 67. MHpopmanus o JieKapcTBEHHBIX mpemnapatax. CHCTeMa MOHHMTOPWHTA JBUKCHUS
JIEKapCTBEHHBIX MPENapaToB I MEIUIIHHCKOTO IPUMEHEHUS

Wndopmarys 06 M3MEHEHHSAX:
Yacms 1 usmenena c 13 asecycma 2019 e. - @edepanvusiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovlOywyro peoakyuio
1. Madopmarust o0 JIeKapCTBEHHBIX MpernapaTax, OTHYCKAEMBIX MO PELENTy Ha JIEKApCTBEHHBIH
npernapar, JOJDKHA CONEPXKAThCs TOJNBKO B CHEIHATM3UPOBAHHBIX HM3IAHUSX, MPEIHA3HAUYCHHBIX IS
MEIUIMHCKHUX, (apMaleBTHIeCKuX paOOTHHUKOB, CIICIIMATUCTOB B 00JIacTU BeTepuHapuu. Mudopmanms o



JIEKapCTBEHHBIX Mperaparax sl CHEIHaTIUCTOB B 00JIacTH 0OpallleHus JIEKAPCTBEHHBIX CPEJICTB MOKET
colepkarbCsi B MOHOrpausx, CIPaBOYHMKAX, HAYYHBIX CTaThsiX, B JIOKJIaJaXx Ha KOHIpeccax,
KOH(EpeHIUsSIX, CHUMIIO3MyMaX, HaydHbIX COBETaX, a TaKXke B HWHCTPYKUUSAX IO MPUMEHEHUIO
JIEKapCTBEHHBIX IIPENapaToB.

2. Undopmanus o nekapCcTBEHHBIX MpernapaTax, OTIYCKaeMbIX 0€3 pellenTa Ha JIeKapCTBEHHBIH
npenapar, MOXET COAEpKaTbCsl B MyONMKALUSAX M OOBABICHHUSIX CPEICTB MacCOBOM HWH(OpMaluy,
CHEIHMAIM3UPOBAHHBIX M OOIIMX MEYAaTHBIX HM3JAHMSIX, UHCTPYKLHUAX IO NMPUMEHEHHIO JIEKapPCTBEHHBIX
IpenapaToB, MHBIX U3AAHUAX CyOBEKTOB OOpalleHus JIEKapCTBEHHBIX CPEICTB. PeKiIaMHble MaTepHaibl O
JIEKapCTBEHHOM Ipemnapare, OTIyckaeMoM 0e3 pelenta Ha JEKapCTBEHHBIM IMpemapar, JOJKHBI
COOTBETCTBOBATh MHCTPYKIIMHU 110 IPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara.

3. JlomyckaeTcsl HCIIOJIb30BAaHHME JIOOBIX MAaTepHalIbHBIX HOCHUTEJEH, MO3BOJSIONINX XPaHUTh,
nepeaaBaTh U UCMOIb30BaTh HHPOPMALIKIO O JIEKApCTBEHHBIX MpenapaTax 0e3 ee HCKaKCHHUS.

Wuopmarus 06 H3MEHEHHSX:

Cmamus 67 dononnena wacmoio 4 ¢ 1 uwnsa 2020 o. - @edepanvubiii 3akon om 28 dexabps 2017 a.
N 425-D3 (8 pedaxyuu Pedepanvroco 3akona om 27 oexaopsa 2019 2. N 462-D3)

Cwm. npedvioywyio pedaxkyuio

4. JInsa uenedl maeHTU(UKALMKU YIAKOBOK JIEKAPCTBEHHBIX IPENaparoB s MEAUIMHCKOTO
IIPUMEHEHUS TPOU3BOAMTENN JIEKAPCTBEHHBIX CPEICTB B IOPsJKE, yCTaHOBJIEHHOM IIpaBuTenbcTBOM
Poccuiickoit denepanuy, HAHOCAT HA NEPBUYHYIO YIIAKOBKY (B OTHOLIEHMM JIEKAPCTBEHHBIX IpPENapaToB
JUI. MEAMLIMHCKOTO MPUMEHEHHUs, Ul KOTOPBIX HE MPEJyCMOTPEHAa BTOPUYHAS YIAKOBKA) U BTOPUUYHYIO
(MTOTPEOUTENBCKYIO) YIAKOBKY JIEKApPCTBEHHBIX IMPENapaToB s MEIUIIMHCKOTO NMPUMEHEHHs CPEICTBa
UJCHTUQUKALMY, 33 HUCKIIOYEHUEM JICKapCTBEHHBIX IPErnapaTroB A MEIUIUHCKOIO IPUMEHEHHUS,
IIPOU3BOJUMBIX MUl NMPOBEACHUS KIMHUYECKHUX MCCIENOBAaHUM, DKCIOPTA, JIEKAPCTBEHHBIX IPENapaTroB
JUIsL. MEAUIMHCKOIO NPUMEHEHUs, YKa3aHHbIX B dacTax 5 u 8 crateu 13 Hactosmero denepanbHOro
3aKOHa, paauo(dapMalleBTUUECKUX JIEKapCTBEHHBIX IpEenapaTroB, NHUSBOK MEIUIMHCKUX U Ta30B
MEIULUHCKUX.

Wndhopmariust 06 n3MEHEHUSX:

Cmamovs 67 oononnena uacmoio 5 ¢ 1 aneapsa 2018 e. - @edepanvuuiii 3akon om 28 dexabpsa 2017 a.
N 425-d3
5. XapakTepucCTHKH CpeJIcTBa HIACHTU(UKALMHU, MOPSAIAOK €ro HaHEeCeHHs M TpeOOBaHUS K
CTpyKType U (opmary uH(pOpMalNUU, KOTOPYIO COJAEPKUT CPEICTBO HACHTU(UKAIMM, ONPEAESIOTCS
IIpaBurenscTBOM Poccutickon denepanum.

Wndhopmarust 06 n3MEHEHUSX:

Cmamovs 67 oononnena uacmoio 6 ¢ 1 aneapsa 2018 . - @edepanvhuiii 3akon om 28 dexabpsa 2017 a.
N 425-d3
6. Ilopsnok co3naHus, pa3BUTHsA, BBOAA B OKCIUIyaTalMi0, JKCIUTyaTalliM W BbIBOJA U3
JKCIUTyaTalldd CHUCTEMBl MOHWTOPWHTA JBWKEHHUS JIEKAPCTBEHHBIX IIPENapaTroB Uil MEIULIMHCKOTO
NPUMEHEHHS, TOPSAJOK NPEAOCTaBICHUs HWHPOpPMAILMU, CcoJep)Kalieiics B CHCTEeME MOHMTOPUHTA
JBUJKECHHSI JIEKAPCTBEHHBIX MPENApaToB Il MEIWLIHUHCKOTO NMPUMEHEHHUs, W MOPSAOK B3aUMOJECUCTBUS
yKa3aHHOM  CHCTEMBl C  HMHBIMH  TOCYJAapCTBEHHBIMH  HMH()OPMAIMOHHBIMH  CHCTEMaMH U
MH(OPMALIMOHHBIMU CHCTEMAMH IOPUINYECKHX JIMI U UHAUBUIYATbHBIX NpPEANpUHUMATENEH, YKa3aHHbBIX
B vacTax 7 m 10 HacTosmiei crathM, ycraHaBiauBaroTcsi [IpaBurtensctBoM Poccuiickonn ®eneparnuu.
OnepaTopaMHl CHCTEMBI MOHMTOpPMHIA JBUKEHUS JIEKAPCTBEHHBIX MPENApaToB Uil MEIULIUHCKOTO
OpUMEHEeHHs SIBIISIOTCS  (efiepasibHblid  OpraH HMCIOJHUTENBHOW BIacTW M (WJIM) OpraHu3alus,
ynosiHoMo4ueHHbIe [IpaBurenscTBoM Poccutickoit @enepanuu.

Wndopmarus 06 H3MEHEHUSX:

Cmamuvs 67 dononnena wacmoio 7 ¢ 1 uwnsa 2020 . - @edepanvubiii 3akon om 28 oexabps 2017 a.
N 425-D3 (8 pedaxyuu Pedepanvroco 3akona om 27 oexaops 2019 2. N 462-D3)
7. KOpuanyeckue TuIa ¥ MHINBUAYAIbHBIC TPEIMTPUHAMATEIH, OCYIIECTBISIFOIINE TPONU3BOJICTBO,



xpaHeHue, BBO3 B Poccuiickyro @exnepanuio, OTHYCK, peajau3aluio, Iepeaady, IpPUMEHEHUE W
YHHUYTOXKEHHUE JICKAPCTBCHHBIX MPENapaToB JIsl MEAUIIMHCKOTO MPUMEHEHHS, OOSCIICUNBAIOT B TTOPSJIKE U
B COCTaBe, KOTopble ycTaHoBleHbl IIpaBurenbctBoM Poccuiickoit ®Penepanuu ¢ ydeToM BHUJA
OCYIIECTBIISIEMOW WMH JIEATEIHHOCTH, BHECCHHE HWH(OpMAaIMH O JEKapCTBEHHBIX IIpemapaTax Jis
MEJMIIMHCKOTO TPHUMEHEHUSI B CHUCTEMY MOHUTOpPUHIA JBUKEHUS JIEKAPCTBEHHBIX IpEnaparoB JIs
MEIUIIUHCKOTO MPUMEHEHHSI.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 7.1 usmenena c 13 urons 2020 e. - @edepanvhsiii 3axkon om 13 urons 2020 2. N 206-D3

Heticmeue nonoocenuti yacmu 7.1 (6 peoakyuu Dedepanvrozo saxona om 13 urons 2020 2. N 206-D3)
pacnpocmpansemcs Ha npagoomuouerus, sosnukuiue ¢ 1 urona 2020 e.

Cm. npeovlOywyro peoakyuio

7.1. JlekapcTBEHHbIE Mpenaparbl JUIsi MEIUIMHCKOTO TMPUMEHEHHs, IpelHa3HauYeHHbIe s
oOecrieyeHns JHIl, OOJBHBIX TreMO(WINeH, MYKOBHCIHMI030M, THUMO(U3apHBIM HAHU3MOM, OOJIE3HBIO
['omre, 3510Ka4eCTBEHHBIMH HOBOOOpPA30BaHUSMHU JUMQPOUIHON, KPOBETBOPHOM M POACTBEHHBIX WM
TKAHEW, pacCesSHHBIM CKJIEPO30M, JIUL IIOCJE€ TPAHCIUIAHTAMM OPTraHoB M (WJIM) TKaHEH, IPOU3BEACHHbIE
1m0 31 nexabpst 2019 roga, a Takke WHBIC JIEKAPCTBEHHBIE MpenapaThl AT MEAUIIMHCKOTO TPUMEHEHUS,
npousBeneHHble 10 1 wmrons 2020 rona, mojuiekaT XpaHEHHWIO, IEPEBO3KE, OTIYCKY, pealu3aluu,
nepenaye, MPUMEHEHUIO 0e3 HAaHECEHUsS CPEACTB HACHTH(HMKAIWU 1O HMCTEUYEHHS CPOKa MX TOIHOCTH.
[TpaButenscTBO Poccuiickoit deaeparuu BIipaBe YCTAHOBUTH OCOOCHHOCTH BBOJIAa B TPAXKIAHCKUI 000pOT
JIEKapCTBEHHBIX MPENaparoB i MEIULIUHCKOIO NPUMEHEHHS, MPOU3BEIEHHBIX B Mepuoj ¢ 1 urons
2020 roma mo 1 oxTsa6ps 2020 roma. B memsix BBoJA B Tpa)kAaHCKUKM 00OPOT JIGKAPCTBEHHBIC MPEITapaThl
JUISL METMLIMHCKOTO IIPUMEHEHUS, 32 UCKIIOYEHUEM JIEKAPCTBEHHBIX IPENapaToB, NIpeJHA3HAYEHHbIX IS
oOecrieyeHus JHL, OOJIBHBIX TreMopuiIned, MyKOBHCLUIO030M, TMIIO(GHU3apPHBIM HaHU3MOM, OOJEe3HBbIO
l'ome, 3m0KauecTBEHHBIMH HOBOOOPA30BAHUAMU JUMGOUIHON, KPOBETBOPHONM U POJCTBEHHBIX UM
TKAaHEH, PACCESHHBIM CKJIEPO30M, JIMI NIOCIIE TPAHCIUIAHTAlUU OPTaHOB W (WJIM) TKAaHEH, IPOU3BEACHHBIE
3a mpenenamu Tepputopun Poccuiickoit @enepanun 10 1 oktsadpsi 2020 roga, MOryT OBITH BBE3EHBI B
Poccuiickyro @enepanuro 1o 1 suBaps 2021 roga B mnopsnake, ycTaHoBieHHOM IIpaBurenscTBOM
Poccuiickoit deneparuu, 6€3 HaHECEHUSI CPEICTB UACHTU(PUKAIINH.

Wndopmarys 06 H3MEeHEHHSAX:

Cmamus 67 donoanena yacmoto 8 ¢ 1 aneaps 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-D3
8. Opranmzanus WHGOPMAIMOHHOTO B3aUMOJICHUCTBUS CHCTEMbl MOHHUTOPHHTA JIBHXKEHUS
JICKapCTBCHHBIX TpENaparoB Ui MEIUIMHCKOTO TPHMEHEHUS C WHBIMH TOCYJapCTBEHHBIMU
WH(GOPMAIIMOHHBIMU  CHCTEeMaMU O00eCleYrBaeTCsi B TOM YHCIE TIOCPEICTBOM HH(PACTPYKTYPHI,
obOecnieunBaromel MH(OOPMAMOHHO-TEXHOJIOTHUECKOE B3aUMOJCUCTBUE WH(OPMAIMOHHBIX CHUCTEM,
UCTIONIB3YEMBIX I TMPEJAOCTABJICHUS TOCYAAPCTBEHHBIX W MYHHUIIUIAIBHBIX YCIYT W HCIIOJTHCHHS
rOCY/IapCTBEHHBIX M MYHUIIUIAIBHBIX (DYHKIIUI B 2IEKTPOHHOM (opMme.

Wudopmanust 06 U3MEHEHUSX:

Cmamws 67 0ononnena yacmoio 9 ¢ 1 ansaps 2018 2. - @edepanvusiii 3axon om 28 dexabpsa 2017 e.
N 425-D3
9. OO0menoctymnHass WHpOpPMAIUs, COAEpXKAIIAasICI B CHCTEME MOHHUTOPWHTA JBIKCHUS
JIEKapCTBEHHBIX IIpenapaToB JUIS MEIUIMTHCKOTO IIPUMEHEHUS, pasMeniaercs B
MH(}OPMaLMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu "MHTepHeT" (B TOM uncie B (popMe OTKPHITHIX JTaHHBIX)
B IIOpsiiKe, ycTaHOBIEHHOM [IpaBurtenscTBoM Pocculickon denepanuu.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 67 oonoanena yacmoto 10 ¢ 1 saneaps 2018 2. - @edepanvhuiii 3axon om 28 dexaops 2017 e.
N 425-D3

10. IIpousBoauTENN IEKAPCTBEHHBIX CPEJICTB MOTYIAIOT COJIEPKAIIYIOCS B CHCTEME MOHUTOPHHTA

JBY)KCHUS JICKQPCTBEHHBIX IPEMapaToB Ui MEIUIIMHCKOTO TNPHUMEHEHHs] WHPOPMALUI0 O CEpHsiX HU



NapTUAX JIEKAPCTBEHHBIX MpPENapaTroB, MPOU3BOJAMMBIX UMM U HaXOJSIIMXCS B TPaXXJIaHCKOM 000poTe B
Poccuiickoit deneparuu, 6€3B03ME3THO.

Wndopmarus 06 H3MEHEHHSIX:

Cmamws 67 donoanena wacmoto 11 ¢ 1 uonn 2020 2. - @edepanvhusiii 3akon om 28 dexabps 2017 e.
N 425-D3 (8 peoakyuu Dedepanvroco 3axona om 27 oexaops 2019 2. N 462-D3)

11. 3a npou3BOACTBO WM MPOJIAXKy JEKAPCTBEHHBIX MPENapaToB sl MEIULIUHCKOTO MPUMEHEHUS

0e3 HaHeceHUs CPEICTB HJICHTH(HKAINK, C HAPYIICHHEM YCTAaHOBJICHHOTO MOpPsAKA MX HAHECCHHUS, a

TaK)Ke 32 HECBOCBPEMEHHOE BHECCHHE MAHHBIX B CHCTEMY MOHUTOPWHTA JBM)KCHUS JIEKAPCTBEHHBIX

IpenapaToB JUIsi MEAMIIMHCKOTO IPUMEHEHUS MM BHECEHUE B HEE HEJOCTOBEPHBIX JAHHBIX IOPHINYCCKUC

WA U WHAUBHIYAJIbHBIC MPEANPUHUMATENN, YKa3aHHBIE B 4YacTAX 4 W 7 HACTOSIIEH CTaTbH, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOJATEIbCTBOM Poccuiickoit denepanuu.

Undopmaris 06 n3MEHEHHSX:

Cmamws 67 dononnena uacmoio 12 ¢ 1 aunsaps 2018 2. - @edepanvhuiil 3akon om 28 dexabpsa 2017 a.
N 425-D3
12. TlpaButenbctBo Poccuiickoii ®Denepanuu BIOpaBe YCTaHOBHTh OCOOCHHOCTH BHEAPCHHS
CUCTEMBl MOHUTOPWHTA JBW)KCHHS JICKAPCTBEHHBIX TIPENapaTtoB Ui MEIUIIMHCKOTO MPUMEHCHUS,
BKIIIOYAss CPOKM €€ BHEAPEHHs, B OTHOIICHHM JICKAPCTBCHHBIX IPENapaToB Uil MEIUIIMHCKOTO
NPUMCHCHHUS, BKJIIOYCHHBIX B TICPEUYCHb >KM3HCHHO HEOOXOIMMBIX W BKHEHIIMX JIEKAPCTBCHHBIX
npernapaToB, JICKApPCTBEHHBIX IPEMapaToB, TNPEAHA3HAYCHHBIX Ui OOECHeueHHs JIMI, OOJIbHBIX
remMouiuedi, MyKOBHUCITUIO030M, TUNO(H3apHBEIM HaHWU3MOM, OOJIe3HBIO [ome, 3JI0KaYeCTBCHHBIMU
HOBOOOPa30BaHUAMH JTUM(OUTHOMN, KPOBETBOPHOU M POJCTBCHHBIX MM TKaHEH, PACCESIHHBIM CKIIEPO30M,
JUI] TOCJIC TPAHCIUIAHTAIIMA OPTaHOB W (MJM) TKAaHEW, WHBIX JIEKAPCTBCHHBIX IPENapaToB IS
MEIUIIUHCKOTO TPUMEHCHUSI.
MIPUMEYAHHE:

Cwm. KOMMCHTApHHU K CTAThC 67 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosopsa 2013 2. N 317-D3 nacmoawuii @edepanbHulii 3aKOH OONOIHEH
enasoti 14.1

I'maBa 14.1. Orpanuy4eHus1, HaJJaraeMble Ha OPraHU3alUH, OCYIIECTBISIONINE 1esITeIbHOCTD 110
00palleHHI0 J1eKAPCTBEHHbBIX CPEICTB

Crartbs 67.1. OrpannueHnus, HajlaraéMble IIpU OCYLIECTBICHUHU JESITENbHOCTU B chepe oOpalieHus
JIEKapCTBEHHBIX CPEICTB

1. Opranuzanuuy, 3aHUMalomMecs pa3paOOTKOW, TNPOMU3BOACTBOM M (WIM) pealu3anuei
JIEKApCTBEHHBIX TPETapaToB Ui MEIUIIMHCKOTO MPUMEHEHHS, OpraHu3alny, o0Iagarolye mpaBaMu Ha
UCIIOJIb30BaHUE TOPrOBOr0 HAaMMEHOBAHMS JISKAPCTBEHHOI'O MpenapaTa /Ui MEAULUHCKOTO MPUMEHEHHUS,
OpraHu3alliil  ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CpPEJCTBAMHM, aNTeuHble oOpraHm3anuu (UX
NPEJCTaBUTENN, WHBIE (U3UYECKHUE U IOPUIUYECKUE JIMIA, OCYHIECTBISIOIINE CBOIO JEATENBHOCTH OT
UMEHH STHX OpPTraHW3alliii) B OTHONICHUH METUIIMHCKHX PAa0OTHHKOB M PYKOBOIUTENEH METUIIMHCKHX
OpraHu3alii He BIpaBe:

1) Bpy4aTh moJapku, BbIIIAYMBaATh JEHEKHbIE CPEJCTBA (3a UCKIOYEHHEM BO3HArpakJIE€HUH 110
JIOTOBOpaM  TIpU  TMPOBEACHUM KIMHMUYECKHX HCCIEAOBAHMM JIEKapCTBEHHBIX IpenapaToB IJis
MEIUIIUHCKOTO TPUMEHEHHUS, BO3HATPaKICHUH, CBS3aHHBIX C OCYILECTBICHHEM MEAULUHCKUM
pabOTHUKOM TEIarornyecKor W (WJIM) HayYHOU NEATEIbHOCTH), B TOM YHCJIE OIIaYuBaTh Pa3BIICUCHUS,
OTJBIX, TIPOE3/T K MECTy OT/bIXa, a TAKXKe MPHUBIEKATh K YYaCTHIO B Pa3BIIEKATEIbHBIX MEPONPUSATHSIX,
MIPOBOAMMBIX 32 CUET CBOUX CPECTB;

2) 3aKiIo¥aTh COTJIAICHWS O HA3HAYEHUM WIM PEKOMEHJAIMU MAaIMeHTaM JICKapCTBEHHBIX



IpenapaToB i MEIUIUHCKOIO IMPUMEHEHUS (32 UCKIIOUYEHUEM JOTOBOPOB O MPOBENCHUH KIMHUYECKUX
MCCJIEJOBAaHUM JIEKAPCTBEHHBIX [IPENApPATOB ISl MEAULIMHCKOTO IPUMEHEHUS);

3) npenocTaBiATh 00pa3Lbl JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIMHCKOIO IPUMEHEHHUS B LIETSIX
BpYUYEHHMs TNallMeHTaM (32 HCKIIOYEHUEM CIIy4yaeB, CBA3aHHBIX C IPOBEACHHUEM KIMHUYECKUX
UCCIIEI0BaHUM JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHHUS);

4) mnpenocTaBIATh HEJOCTOBEPHYIO M (WIM) HENOJHYIH0 HH(OpMAIHMio O JIeKapCTBEHHBIX
npenaparax A1 MEIULMHCKOTO IPUMEHEHMS;

5) mocemars ux B pabodee BpeMs Ha paboOuMX MecTax, 3a UCKIIOYEHHEM CIIydaeB, CBA3aHHBIX C
IIPOBE/ICHUEM KIIMHUYECKUX UCCII0BAaHUM JIEKapCTBEHHBIX IPENapaToB Ul MEAULIMHCKOT O IPUMEHEHMS,
C ydyacTHEM B TIOpSJKE, YCTaHOBJICHHOM PYKOBOJIUTENIEM MEIWIMHCKOW OpraHM3alud, B COOpaHMAX
MEIUIUHCKMX  PAOOTHUKOB M  HHBIX  MEPONPUATUAX, HANpaBJIEHHBIX Ha  IOBBIIIEHHE  HX
npoeCCHOHATBLHOTO YPOBHS WJIM Ha NPEAOCTaBICHHE HH(POPMALUH, CBSI3aHHOH C OCYIIECTBICHUEM
MOHUTOPHHTa 0€30MaCHOCTH JICKapCTBEHHBIX MIPENapaToB;

6) moOyXaTh K BBIMHMCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO MPUMEHEHUS Ha
OnaHKax, cojepamux MH(OPMAIMIO PEKIAMHOIO XapakTepa, a TakKe Ha PELEeNTypHbIX OJiaHKaX, Ha
KOTOpBIX 3apaHee Hale4yaTaHO HaWMEHOBaHHWE JIEKAPCTBEHHOI'O IIpernapara [yl MEIUIMHCKOro
IPUMEHEHHUS.

2. OpraHusanuy, ykazaHHble B a03a1ie IepBOM 4acTH | HacTosALIeH CTaTby, U UX MPEACTABUTEIHN B
OTHOILEHUU (hapMaleBTHUECKUX PAOOTHUKOB M PYKOBOJIUTEIICH alTeUHbIX OpraHU3aluil He BIIPaBe:

1) BpyuaTh nOJapKH, BBIILIAUMBATH JEHEKHBIE CPEACTBA, B TOM UYUCJE OIUIAUMBATh pPa3BICUYEHUS,
OTIBIX, MPOE31 K MECTY OTIbIXa, M IpPHUBJIEKAaTh K YYacTUIO B PAa3BJIEKATENbHBIX MEPONPUATHUSX,
IPOBOAMMBIX 3a CUET CBOUX CPE/CTB;

2) mpenocTaBiATh 00pa3lbl JEKApCTBEHHBIX IMPENnapaTroB Uil MEIUIMHCKOIO NPUMEHEHUs JUis
BPYUYECHHS HACETICHUIO;

3) 3akmouaTh COIJIALICHHMS O TMPEUIOKEHUH HACEJIIEHUIO OIpPEJeNICHHbIX JIeKapCTBEHHBIX
IIPEnapaToB JUIsi MEJUIIMHCKOTO PUMEHEHMUS;

4) mnpenocTaBiATh HENOCTOBEPHYIO M (MJIM) HEMOJHY0 MH(MOpMAIMIO O JIEKapCTBEHHBIX
npenaparax Juisi MEIUIUHCKOTO NPUMEHEHHUs, B TOM YHCJIE HMMEIOIIMX OJIMHAKOBOE MEKIYyHapOJIHOE
HENaTEHTOBAaHHOE HAaUMEHOBAHMUE.

MPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAaTbC 67.1 HaCTOAIICTO q)ez[epaanoro 3aKOHa

Crarbs 67.2. TpebGoBaHusl K OpraHu3allid M IPOBEIEHUIO HAYYHBIX MEPOINPUATHI, HHBIX
MEpONpPHUATHHA, HANpPaBICHHBIX Ha  TOBBIIIEHHE  MPO(ECCHOHAIBHOTO  YPOBHS
MEAMIIMHCKUX pa0OTHUKOB WM Ha TMpeAOoCTaBlIeHHEe HHPOpPMAIMH, CBS3aHHOM C
OCYILECTBJIEHEM MOHUTOPHHTra 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPETapaToB

1. ITpu mpoBeneHUN HAyYHBIX MEPONPUATUM, HHBIX MEPOINPUATHI, HAIIPABJICHHBIX HA MOBBIIICHHUE
npoeCCHOHATBHOTO YPOBHS MEAUIMHCKMX paOOTHUKOB WM Ha TPEAOCTAaBICHHE CBSI3aHHON C
OCYIIIECTBJIEHUEM MOHUTOPUHIA 0€30MaCHOCTH JIEKApPCTBEHHBIX MTpernapaToB HH(PpOpMAaIIMK, OpraHU3yeMbIX
OpraHu3alisIMM, YKa3aHHBIMU B a03arie nepBom vact | crateu 67.1 HacTosuiero denepaibHOro 3aK0Ha,
UX MPEeACTaBUTEISAMH U (UIH) PUHAHCHPYEMBIX 3a CUET CPEACTB 3TUX OPraHU3AlMNA U UX MPEACTaBUTENEH,
3alpenaeTcs MpernsTCTBOBAaTh YYaCTHUI0 B YKA3aHHBIX MEPOINPHUATHSAX HHBIX OpraHM3alUil, KOTOpbIE
MPOU3BOJAT WIM PEaTU3yloT JIEKAPCTBEHHBIE Mpenaparbl i MEIUIUHCKOTO MPUMEHEHUS CO CXOXKUM
MeXaHU3MOM (hapMaKOIOrHYecKOro ASUCTBUS, TUO0 cO3/1aBaTh TUCKPUMUHAIIMOHHBIE YCIOBHS JUISl OJHUX
YYaCTHUKOB 10 CPAaBHEHHIO C IPYTUMH YYaCTHUKAMH, & UMEHHO:

1) mpenocTaBiIATh pa3aIMYHOE KOJINYECTBO BPEMEHU IS BBICTYIIJIEHUI YYaCTHUKOB, PA3JIMYHBIE 110
pa3Mmepy 3aHMMaeMOW IUIOIIAJM MecTa A JAEMOHCTpAalUu OOpa3lloB JIEKAPCTBEHHBIX MpPENapaToB IS
MEAMIMHCKOTO TPUMEHEHUS WIM pPEKJIaMHBIX MAaTepUajoB O JIEKAPCTBEHHBIX IIpernaparax Jyis
MEAMIMHCKOTO NMPUMEHEHHS Ha 3KCIO3MLMAX, CTCHAAX, 32 HCKIIOUEHUEM CIIy4aeB, €CIM TAKUE YCIIOBHS



3aKpeIieHbl B COIVIAIICHUSAX ATUX OpPraHU3aluil, UX NpeacTaBUTENed O (PMHAHCUPOBAHMU YKa3aHHBIX
MEPOTIPHUATHIA U 00YCIIOBJICHBI PA3TUYHBIMU 3aTPaTaMH YYACTHUKOB Ha UX OPraHU3ALUIO;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JUIsl YYACTHMKOB MEpOIPHUATUH, yKa3aHHBIX B a03ale MepBOoM
HACTOSIIEH YaCTH, IIPEBBILIAIOIINMMI CyMMY 3aTpaT Ha OPraHU3ALMI0 YKa3aHHBIX MEPOIPUATUN U BELyIIUN
K HEOOOCHOBAHHOMY OTPaHMUYCHMIO YHMCIIAa UX YYaCTHUKOB.

2. Opranu3anuu, ykazaHHble B ab3are nepBoM yactu 1 crateu 67.1 Hacrosimero denepanbHOro
3aKOHa, UX IPEJICTABUTENH, OCYLIECTBISAIONIME OpPraHu3aluio U (Win) GUHAHCUPOBAHUE MEPONPUATHH,
yKa3aHHBIX B 4acTH | HacTosImei cTaTtbu, 00s3aHbl 00eceunBaTh 1OCTYN K HH(POPMAIUU O J1aTe, MECTE U
BPEMECHHM IIPOBEICHUSA YKAa3aHHBIX MEpONPUATUH, IUIaHAX, IPOrpaMMax IPOBEACHUS YKa3aHHbIX
MEPONPUITUHA U TeMaxX, MJIAHUPYEMbIX AJII PAaCCMOTPEHMSI, COCTaBE UX YYAaCTHUKOB ITyTEM DPa3MEIICHHUS
COOTBETCTBYIOIICH MH(OpMaIMU Ha CBOMX O(UIMAIBHBIX caiTax B ceTd "MHTepHeT" He mo3gHee IBYX
MECSIIEB /10 Hayaja POBEACHUS YKa3aHHBIX MEPOIPUITUH.

3. Uudopmarus 0 npoBeleHUH MEpONpPUATHI, yKa3aHHbIX B yacTU | HAcTosIIEH CTaThH, B CPOK,
YCTAHOBJICHHBII YacThlO 2 HACTOSIIEH CTaThu, AOJDKHA OBITH HampaBiieHa B (heaepalibHBId OpraH
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYHIECTBISIOIIMNA (QYHKIMM 1O KOHTPOJIIO M HaA30py B cdepe
3/1paBOOXpAaHEHUs, JJI MOCIEAYIOIIEro pa3MelleHusl ee Ha O(UIIMaIbHOM CaiTe ATOr0 OpraHa B CETH
"UutepHert".

[IPUMEYAHUE:

CwMm. KOMMCHTApHUHU K CTAThC 67.2 HaCTOoAImCTO q)eﬂepaanoro 3aKOHa

I'masa 15. OTBeTCTBEHHOCTH 32 HAPYLIEHUE 3aKOHOAaTeIbCcTBA Poccuiickoil Pegepaunu npu
o0paiieHuH JIeKAPCTBEHHBIX CPEICTB U BO3MellleHHe BPe/ia, MPUYUHEHHOT0 3[I0POBbIO TPaKIaH
BCJIEJICTBHE IPUMEHEHHS JIEKAPCTBEHHBIX NPeNnapaToB

Wndhopmarrist 06 n3MEHEHUSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ cmamvio 68 nHacmoswezo PedepanbHo2o
3aKOHA 8HeceHbl usMeHeHus:, gcmynarowue 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm cmambvu 8 npedvloywerl pedaKyuu
Crarbs 68. OTBEeTCTBEHHOCTh 3a HapylIeHHE 3akoHoaarenbcTBa Poccuiickoit denepauuu npu
0OpalIeHNH JIEKAPCTBEHHBIX CPE/ICTB
1. Hapymenue 3axoHomatenbctBa Poccuiickoii ®enepanuu npu oOpallleHuH JeKapCTBEHHBIX
CpeACTB BIJIEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit
®denepanuu.

Wudopmanust 00 U3MEHEHUIX:
Yacmo 2 usmenena c 15 uronsn 2018 2. - @edepanvruiii 3axkon om 4 uions 2018 2. N 140-D3

Cm. npeovloywyro peoakyuio
2. 3a HempeAcTaBICHUE WM HECBOEBPEMEHHOE TMpe/icTaBlIeHe HHGOpMaIUU U (W) TOKYMEHTOB
00 MpeICTaBlIeHNEe HEIOCTOBEPHBIX MH(POpMAIUK U (WIIH) TOKYMEHTOB, TPEAYCMOTPEHHBIX HACTOSIITUM
®denepallbHBIM 3aKOHOM, CYOBEKTHI OOpalleHus JEKapCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepannm.
[TPUMEYAHHUE:

CMm. KoMMeHTapuH K cTatbe 68 HacTosmero denepanbHOro 3aK0Ha

Crarba 69. Bo3melnienue Bpena, NPUUUHEHHOTO 3I0POBBIO TPaXKJaH BCIEACTBHE NPUMEHEHUS
JIEKapCTBEHHBIX IIPEnapaToB
1. IlpousBoIUTENH JIEKAPCTBEHHOTO TpenapaTa 00s3aH BO3MECTUTD BPE, IPUYHMHEHHBIN 3/J0POBBIO
rpakJiaH BCIIEICTBUE IPUMEHEHU JICKapCTBEHHOI' 0 Mpenapara, e€ciii JoKa3aHo, YTo:



1) nexapcTBEHHBIN Mpernapar NPUMEHSUICS 10 Ha3HAYEHHIO B COOTBETCTBUHU C MHCTPYKIMEH MO
NPUMEHEHUIO JICKAPCTBEHHOTO Tperapara ¥ MPUYUHOW Bpeda SBHICS BBOJ B TPAXKIAHCKHA 00OpOT
HEZ00pOKaYeCTBEHHOT'O JICKApCTBEHHOTO Mpernapara;

2) Bpem 3IOpOBBIO TPHYMHEH BCIICICTBUE HEIOCTOBEPHOW WH(GOpPMAIIMU, COJICpKaIIehcs B
MHCTPYKIUHU [0 IPUMEHEHUIO JIEKAPCTBEHHOIO Mpernapara, U3JaHHOW MPOU3BOAUTENIEM JIEKAPCTBEHHOTO
npernapara.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosaops 2013 2. N 317-®@3 6 uacms 2 cmamvu 69 nacmosiujeco
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHs.

Cm. mexcm yacmu 6 npeovloywetl pedaKyuu

2. B cimyuae, ecnu Bpej 3/I0pOBBIO I'pakJaH MPUYMHEH BCJICACTBUE MPUMEHEHUS JIEKaPCTBEHHOTO
npernapara, TPUIIEANIEr0 B HETOJHOCTh B PE3ysbTaTe HApPYIICHUS MPaBUI XpaHEHHs JIEKapPCTBEHHBIX
CPEACTB, NPAaBWJI ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMH IpErapaTaMH, MPaBHJI OTIYCKa JEKapCTBEHHBIX
IpernapaToB, MPaBUJI M3TOTOBICHUS U OTIyCKa JIEKAPCTBEHHBIX IPENapaToB, BO3MELICHHE Bpeaa
OCYILECTBIISICTCSI COOTBETCTBEHHO OpTaHU3aIlMell ONTOBOW TOPTOBIHM JICKAPCTBECHHBIMH CpPEICTBAMH,
anTeuyHOll  oOpraHu3aluel, WHIUBUAYAIbHBIM MpealpUHUMATEIeM, HMEIOIIUMHA JUMIECH3UI0 Ha
(apMarieBTUYECKYIO0 JAEATENbHOCTh WM JUICH3UI0O Ha MEAMIUHCKYIO ACATEIbHOCTh, METUIIMHCKON
OpraHu3aiyeii, HMEIolell IHUIeH3uI0 Ha (apMaleBTHUYECKYIO JesITeNbHOCTh (ee 000CO0IeHHBIM
noapasneneHueM (amOymaropuei, GerpamepcKkuM U (QerpAlepCKO-aKyIIePCKUM ITYHKTaMH, LHEHTPOM
(otnenenuem) oOmel BpaueOHOHM (CeMelHOM) NMpPaKTHUKH), PACIOJIOKEHHBIM B CEIbCKOM HACEICHHOM
IYHKTE, B KOTOPOM OTCYTCTBYET alTe€4Hasi OpTaHU3aIusl), JOMYCTUBIINMHU IPOJAXy MM OTITYCK TaKOTO
JIEKapCTBEHHOT'O Tpernapara.

3. Bo3memenwe Bpena, NPUYUHEHHOTO 370POBBIO TpaKIaH BCIEACTBHE NPUMEHEHHUS
JIEKapCTBEHHbIX MpPEnapaToB WM COBEPILEHHUsS MPOTUBOIPABHBIX ACUCTBUI CyObeKTaMu oOparieHHs
JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBIISIETCSI B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoin
denepanuu.

MIPUMEYAHUE:

Cwm. KOMMCHTApHHU K CTAaThbC 69 HaCTOAIICTO d)ez[epanLHoro 3aKOHa

I'1aBa 16. 3aka0uuTeIbHbIE MOJI0KEHU

Cratbs 70. O npu3HaHUU YTPATUBIIUMHU CUIYy OTIEIBHBIX 3aKOHOJATENBHBIX aKTOB (TIOJIOKEHUN

3aKOHOJATENbHBIX akToB) Poccuiickoit denepanumn

[Ipu3Hath yTpaTUBIIMMU CUITY:

1) ®epepanbubiii 3akoH oT 22 wutoHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpeacTBax'
(Cobpanue 3axkonomarenscTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbhblii 3akoH 0T 2 guBaps 2000 roga N 5-03 "O BHeceHUM U3MEHEHHUS U JOTIOJTHEHUH B
Oenepanbhblii 3akoH "O nexapctBeHHBIX cpenactBax" (CoOpanme 3akoHonmarenbcTBa Poccuiickoit
®epnepauun, 2000, N 2, cT. 126);

3) crateio 40 denepanpHoro 3akona ot 10 ssaBaps 2003 roga N 15-®3 "O BHeceHUN U3MEHEHUN H
JIOTIOJIHEHW B HEKOTOpPbIE 3aKOHOJATeNbHbIE akThl Poccuiickoir denepanvd B CBSI3U C NPUHITHEM
®enepanpHoro 3akoHa 'O JMIEH3WPOBAHMM  OTHAETBHBIX BUIOB nesarenbHOCTH"  (CoOpanme
3akoHoAarenscTBa Poccuiickoit @enepammu, 2003, N 2, cT. 167);

4) cratpio 31 denepanpHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeCeHMH M3MEHEHUH U
JIOTIOJIHEHUM B HEKOTOpBIE 3aKOHOJATeIbHbIe akThl Poccuiickon denepanuu, NpU3HAHUM yTPATUBIIMMU
CUJly OTIENbHBIX 3aKOHOAATEIbHBIX akTOB Poccuiickoil d@enepanuu, TPEAOCTaBICHUH OTIEIbHBIX
[MPUMEYAHMWEwMiA coTpyaHHUKaM OpPraHoB BHYTPEHHHMX M€, OPraHOB IO KOHTPOJIIO 32 OO0OpPOTOM
HAapKOTUYECKUX CPEJICTB U MCHUXOTPOIHBIX BEIIESCTB U YNPa3AHAEMBIX (penepanbHbIX OpraHOB HAJIOTOBOM



MOJIMIUU B CBSI3U C OCYILECTBICHHEM MEp MO COBEpPUICHCTBOBAHHIO T'OCYIApCTBEHHOTO YIpaBiieHUs"
(Cobpanue 3axkononarensctBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crareto 101 denepansHoro 3akoHa ot 22 asrycra 2004 roma N 122-®3 "O BHeceHnun
U3MEHEHUN B 3aKoHoJarenbHble akThl Poccuiickoin denepauuy M NPU3HAHUM YTPATHUBIUMMH CUILY
HEKOTOPBIX 3aKOHOJATeNbHbIX akTOB Poccuiickoit denepauuu B CBA3M € HpUHATHEM (eaepaibHbIX
3akoHOB "O BHECEHUHM W3MEHEHMH M aonojHeHuil B dDenepanbHblii 3akoH "OO0 0OMIMX NpPUHIMIIAX
OpraHM3ali 3aKOHOJAATENbHBIX (TPEICTABUTENBHBIX) W HCIOJHUTEIBHBIX OPraHOB TOCYAApCTBEHHOM
BiIactd cyObekToB Poccuiickoit ®epeparmu” u "OO o0O0mMMX NPUHIMIAX OpraHU3alMd MECTHOTO
camoympasnenus B Poccuiickoit @enepanuu" (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparuu,
2004, N 35, cr. 3607);

6) crateio 28 denepanbHoro 3akoHa ot 18 gexadbpst 2006 rona N 231-D3 "O BBefieHUH B JIeHCTBHE
yactu ueTrBepTod ['pakmanckoro kozgekca Poccuiickoit Penepamun" (CoOpaHue 3aKOHOJATEIbCTBA
Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

TMIPUMEYAHUE:

CwMm. KOMMCHTApHUHU K CTATbC 70 HaCTOoAIICTO CDeI[epaJ'IBHOFO 3dKOHa

Cratbs 71. Berynenue B cuny HacTosero denepaibHOro 3akoHa

1. Hactosauuit denepanbHblii 3aK0oH BeTynaeT B cuity ¢ 1 centsiops 2010 roga.

2. JlekapcTBEHHBIE CpEJCTBA, 3apPETUCTPUPOBAHHBIE 10 JHS BCTYIUIEHUS B CHIJIYy HAaCTOSILErO
denepanbHOTO 3aKOHA, MOAJIEKAT BKIIOYEHUIO B TOCYAAPCTBEHHBIE PEECTPhl JEKAPCTBEHHBIX CPENICTB C
BHECEHHEM YKa3aHHbIX B uyacTH 1 crtarbu 33 Hactosmero denepalbHOr0 3aKOHa CBEIEHUN 00 3THUX
JIEKapCTBEHHBIX CpeACTBaX 0€3 MPOXOXKACHUS BHOBb HPOLEAYpPbl TOCYAAPCTBEHHOW pErucTpanuu
JIEKapCTBEHHBIX MIPENapaToB.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 11 oxkmsabdpa 2010e. N 271-P3 6 uacme 3 cmamvu 71 nacmoswezo
DedepanbHoeo 3aKOHA 6HECEeHbL U3MEHEHUs.

Cm. mexem yacmu 6 npeovioyueli peoaKyuu
3. l'ocynapcTBeHHas: perucTpaius JeKapCTBEHHbIX MPENnapaToB, 32 UCKIOUYEHUEM JIEKAPCTBEHHBIX
IpenapaToB Il MEIUIIMHCKOTO TMPHMEHEHHs, TPEICTABICHHBIX Ha YKa3aHHYIO PErHCTPaldio JI0 THS
BCTYIUIEHUS! B CUJTy HacTtosiero denepanbHOro 3aKoHa, OCYIIECTBISIETCS B COOTBETCTBUM C HACTOSLIMM
®denepantbHBIM 3aKOHOM Ha OCHOBAHWHU JOKYMEHTOB U JAaHHBIX, TPEICTABICHHBIX J0 JHS BCTYIUICHHS B
cuity Hactosiero denepanbHOTO 3aKOHA.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3axonom om 29 nosopsa 2010e. N 313-P3 yacme 3.1 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIOHCEHA 8 HOBOU peoaKyuu, 6Cmynarowel 8 Cumry co OHA OQUYUATLHO20
onyoauxosanus HazeanHo2o PedepanbHo2o 3aKOHA U PACNPOCMPAHAIOWENCS HA NPA8OOMHOUEHUS,
sosnuxuue ¢ 1 cenmsaops 2010 a.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

3.1. T'ocynapcTBeHHast perucTpaius JeKapCTBEHHBIX MPENapaToB s MEAUIIMHCKOTO TPUMEHEHUS,
MPEJICTABIICHHBIX Ha TOCYJApCTBCHHYIO PETHCTPAIMi0 JO0 JHS BCTYIDICHHS B CHJIy HACTOSIIETO
®denepallbHOTO 3aKOHA, U TOCYIapCTBEHHAS] PETUCTPAIlUs JTIEKaPCTBEHHBIX MPENapaToB AJsi METUITUTHCKOTO
MPUMEHCHHUS, TPEJICTABICHHBIX Ha JKCIIEPTH3Yy JICKAPCTBEHHBIX CPEACTB JIO JHS BCTYIUICHHS B CHITY
HacTosmiero @enepalbHOTO 3aKOHA B IMENIX HX TOCIEAYIONIEH TOoCYJapCTBEHHON perucTpaiuu,
OCYIIIECTBIISIOTCS HAa OCHOBAaHWM JOKYMEHTOB M JAHHBIX, NIPEJCTABICHHBIX 1O JHS BCTYIUICHUS B CHITY
HacTosmiero @enepalbHOTO 3aKOHA, a TaKXKe 3asdBICHHS O TOCYAapCTBEHHOW pPETrUCTpaluu
JICKApCTBEHHOTO IIperapara, MPEICTaBICHHOTO TPOM3BOIUTENIEM JICKAPCTBEHHBIX NPENapaToB WM
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HACTOSAIIUM DeepallbHBIM 3aKOHOM B YIIOJTHOMOYEHHBIT
dbenepanbHBIE OpraH HUCHOJHHUTENbHONH Biactu a0 1 wmapra 2011 roma, 6e3 TpeOOBaHUS YILIATHI



roCyIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHON 3aKOHOaTeNbcTBOM Poccuiickoit deaepanuu o Hajlorax
u coopax.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 29 mosopsa 20102 N 313-D3 yacme 3.2 cmamovu 71 nacmosiweco
DedepanvbHoeo 3aKOHA U3BN0JCEHA 6 HOB0U pedaxkyuu, SCmynarmwel 8 CUuly co OHs OQUYUATbHO2O
onyonukosanus HazeanHo2o DedepanvbHo20 3aKOHA U PACHPOCMPAHAIOWENCS HA NPABOOMHOUEHUS,
sosnuxuue ¢ 1 cenmsaops 2010 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3.2. TloaTBepXAeHHE TOCYAAPCTBEHHOW pETUCTpallMM JIEKAPCTBEHHBIX IpenaparoB  AJis
MEIUIUHCKOIO MPUMEHEHUS], IPEICTABICHHbIX JUIsl MOATBEPXKIAECHUS IOCYJapCTBEHHON PErucTpanuu 10
JHS BCTyIUIEHUS B cuily Hacrosimero ®enepaJbHOro 3aKOHa, W IOATBEPXKJIEHUE TIOCYIAapCTBEHHOMN
perucTpalyy JIEKApCTBEHHBIX IPErnaparoB Uil MEIUIMHCKOIO INPUMEHEHHs, NpPEeACTaBICHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JO AHS BCTYIUIEHUS B CUiy Hactosuiero ®denepanbHOro 3aKOHa B
LEeNAX TOCIEAYIOIIEro IMOJATBEPKAECHUS HUX TOCYIapCTBEHHOM PpErucTpaluy, OCYLIECTBISIOTCS Ha
OCHOBAaHHWU JIOKYMEHTOB M JaHHBIX, TPEACTABICHHBIX 0 [IHS BCTYIUICHHS B CHJIy HACTOSILIETrO
@denepanbHOrO 3aKOHA, a TaKXe 3asiBICHHUS O TOATBEPXKICHUM TOCYAAPCTBEHHOW pEerucTpanuu
JIEKapCTBEHHOI'0 IIperapara, IpeICTaBICHHOIO IPOU3BOJIUTENEM JIEKAPCTBEHHBIX IpPENaparoB WIN
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU € HacTosUM DeepanbHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN
denepanbHbIl OpraH HUCHOJIHUTENbHOM Biactu 1o 1 mapra 2011 roma, 6e3 TpeOoBaHUS YIUIAThI
roCyJapCTBEHHOH MOLUIMHBL, IPETyCMOTPEHHOH 3aKkoHOaTeIbcTBOM Poccuiickoit denepanuu o Haorax
u coopax.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrovim 3axonom om 29 nosopa 2010e. N 313-P3 yacms 3.3 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 6 HOBOU pedaKyuu, ecmynarowel 8 CUuiry co OHA O0QUUUATLHO2O0
onybnukoeanus HazeanHo2o DedepanbHo20 3aKOHA U PACNPOCMPAHAIOWENUCs HA NPABOOMHOUEHUS,
so3Hukuue ¢ 1 cenmaops 2010 e.

Cm. mexem yacmu 6 npeovioyueli peoaKyuu

3.3. IlpunsatHe pelmeHUss O BHECEHMM W3MEHEHHH B JIOKYMEHTBHI, COZAEpXkaliuecs B
pPEruCTPallMOHHOM [JIOCb€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar A MEIULUHCKOTo
NPUMEHEHUs W IPEICTaBICHHBIE A0 IHS BCTYIUIEHUS B CWIy HacTosAmero denepalbHOrO 3aKOHa, U
INPUHITHE PELIEHUs] O BHECEHUHM U3MEHEHUH B JIOKYMEHTHI, COJIEPKAIUECs] B PErUCTPALIMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIEKaPCTBEHHBIN Npenapar A MEAULHUHCKOIO IPUMEHEHUS U NPEICTAaBICHHBIE Ha
9KCIIEPTHU3Y JIEKAPCTBEHHBIX CPEJCTB JI0 JHS BCTYIUIEHMs] B cuiy Hacrosimero denepaabHOro 3akoHa,
OCYILIECTBIISIIOTCA HAa OCHOBAaHMM JOKYMEHTOB M JAHHBIX, IPEJICTABICHHBIX 10 JHS BCTYIUICHUS B CHILY
HacTtoswmero @enepaJlbHOTO 3aKOHA, a TAaKXKE 3asABICHMS O BHECEHWHM HW3MEHEHHUH B JOKYMEHTHI,
coJiepKalliecss B PErUCTPAllMOHHOM [O0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBIM Mpernapar yis
MEAMIMHCKOTO TPUMEHEHUS, IPEJICTaBICHHOIO IPOU3BOAUTENIEM JIEKAPCTBEHHBIX IIPENApaToB WIH
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HACTOAUIMM DeepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
denepanbHBIl OpraH HUcmonHUTeNbHOW Bracth A0 1 wmapra 2011 roma, Oe3 TpeGoBaHUs yIIATHI
rOCYIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHON 3aKOHOAaTEeNbCTBOM Poccuiickoi @deaepanuu 0 Hajlorax
u cOopax.

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3akoHom om 29 nosops 20102 N 313-@3 uwacme 3.4 cmamovu 71 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0JXHCEHA 6 HOBOU peoaKyuu, ecmynaioujeti 8 Cuny co OHA ODUYUATLHO20
onyonuxkosanus HazeanHo2o PedepanbHo2o 3aKOHA U PACNPOCMPAHAIOWENCS HA NPA8OOMHOULEHUS,
so3Hukuue ¢ 1 cenmsaops 2010 .

Cm. mexem yacmu 8 npedvioyujeti pedaxKyuu
3.4. Bplgaya paspelieHuid Ha MPOBEACHUE KIMHUYECKUX HCCIEAOBAHUM JIEKapCTBEHHBIX



IpernapaToB Il MEAMIIMHCKOTO MPUMEHEHHS MO 3asBICHUSIM, MOJAHHBIM IO THS BCTYIUICHUS B CHUITY
Hacrosiiero deepaabHOTO 3aKOHA, a TAKXKE MO 3asBJICHUSAM, MMOJAHHBIM MOCIE AHS BCTYIUICHUS B CHITY
HacTosuero denepanbHOro 3aKk0Ha Ha OCHOBAHUU DKCIEPTHU3, MMPOBEICHHBIX /10 JHS BCTYILICHUS B CHIIY
Hactosimiero deiepaibHOTO 3aKOHA, OCYILECTBIAETCS B COOTBETCTBUM C HactoamuM DenepalibHbIM
3aKOHOM Ha OCHOBaHUU JOKYMEHTOB M JIaHHBIX, IIPEJICTABICHHBIX WM MOJYYEHHBIX 10 JIHS BCTYIUICHUS B
cuiy Hacrosimiero ®denepaabHOro 3aKOHa, @ TaKXKE HAa OCHOBAHMM KOIIMHU MPEIBAPUTEIBLHOTO JOTOBOpa
0053aTeNIbHOTO CTPAaXOBAHUS JKU3HH, 30POBbSI MAIIMEHTOB, YYACTBYIOIIUX B KIMHUYECKOM UCCIIEIOBAaHUH
JIEKApCTBEHHOI'0 TMperapaTta i MEAMIIMHCKOTO MPUMEHEHMs, WM KOIHUH JIOrOBOpa 00sA3aTeIbHOTO
CTpaxOBaHMsI KH3HH, 3[0POBbSl IALMEHTOB, YYAaCTBYIOIIUX B KJIMHUYECKOM HCCIIECIOBAHHUU
JIEKAapCTBEHHOI'0 TIpernapara Jjisi MEIMIIMHCKOTO NMPUMEHEHHMs], JTHOO MpEeACTaBICHHOM KOIWU JI0TOBOpa
0053aTeNIFHOTO CTPAaXOBaHHUA, 3aKIIOYEHHOTO B COOTBETCTBUU C TUIIOBBIMH MpaBUIaMH 00s3aTE€IHLHOTO
CTpaxOBaHMsI, C YyKa3aHUEM IMPEACIbHOW YHCICHHOCTU IMAalMEHTOB, YYaCTBYIOIIMX B KIMHHUYECKOM
MCCJIEIOBAaHUM JIEKAPCTBEHHOTO MperapaTa AJii MEIULUHCKOrO MpUMEHEeHHs, 06e3 TpeOOBaHUS YILIATHI
rOCYIapCTBEHHOW MOUUIMHBI, MPETYCMOTPEHHON 3aKOHOATENbCTBOM Poccuiickoi deaepanuu 0 Hajorax
U cOopax.

Undopmaris 06 n3MEHEHUAX:

@edepanvHvim 3axkonom om 11 okmsaopsa 2010 2. N 271-@3 cmamwvsa 71 nacmoswezo DedepanbHo2o
3aKOHA 0ONOJHEHA Yacmuio 3.5
3.5. 3apeructpupoBaHHbIE B HWHOCTPAHHOW BalIOTe IO AHS BCTYIUICHUS B CHJIY HACTOSIIETO
®denepanbHOTrO 3aKOHA MPEACIbHBIC OTIYCKHbBIE IIEHBl MHOCTPAHHBIX MTPOU3BOAUTENICH Ha JIGKAPCTBEHHBIC
mpenapaTbl, BKIIOUEHHBIE B TIEPEYCHb IKUZHEHHO HEOOXOAMMBIX M BAXKHEUIIUX JIEKAPCTBEHHBIX
MpenaparoB, MOJUIeKAT rnepecyeTy B pyosnn no kypey Llentpansnoro 6anka Poccuiickoit @enepanuu Ha
naty, ycraHosieHHyio IlpaBurensctBom Poccuiickoit ®epeparnuu, 0e3 mpeacTtaBieHUs 3asBICHUS O
nepecueTe IeHbl ¢ BHECEHHEM COOTBETCTBYIONIUX M3MEHEHUU B TOCYAApCTBEHHBIA PEECTp MpenelbHbIX
OTIYCKHBIX II€H MPOW3BOAMTENEH Ha JIeKapCTBEHHBIC IMpemapaThl, BKIOUYECHHBIC B MEpPEUYeHb KUZHEHHO
HEOOXOIUMBIX U BOKHEHIITUX JIEKAPCTBEHHBIX MIPETapaToB.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 11 okmsabdpsa 2010 2. N 271-D3 cmamos 71 nacmoswezo Dedepanvrozo
3aKOHA 0ONoIHeHa Yacmoio 3.6
3.6. 3apeructpupoBaHHBIE A0 JHS BCTYIUIEHHS B CHIy HacTosiero ®denepalbHOro 3aKoHa
npelelnbHble OTHYCKHBbIE IIEHBl POCCUUCKHX TMPOM3BOAMTENCH Ha JIEeKapCTBEHHBIE Ipenaparsl,
BKIIIOUCHHBIC B TIEPEYCHb JKU3HCHHO HEOOXOJMMBIX W BaXKHEHININX JIEKAPCTBCHHBIX IPEIApaToB,
nojaiexxar uHiaekcamu ¢ 1 HosOps 2010 roma ucxons W3 MPOTHOZUPYEMOTO YPOBHS WHOISAIUU,
yctaHoBieHHoro denepanbabiM 3ak0oHOM OT 2 aekadbps 2009 romxa N 308-D3 "O denepanpHOM OroKeTe
Ha 2010 rox u Ha nmnanoBsli nepuog 2011 u 2012 ronos" Ha 2011 rox.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 6 Oexaobps 2011 2. N 409-D3 6 uwacmv 3.7 cmamwvu 71 nacmosweco
DedepanbHoe0 3aKOHA 6HECEeHbl USMEHEHUs, 8CIMYNalowue 8 CULY NO UCHeEeYeHUU mpuoyamu OHell nocie
OH5L 0PUYUATIBHO20 ONYOIUKOBAHUS HA38AHH020 DedepanlbH020 3aKOHA

Cm. mexem yacmu 8 npedvioyujeli pedaKyuu

3.7. Ilocne 1 mapta 2011 roga He JOMyCKarOTCA TPOU3BOACTBO U BBO3 B Poccuiickyro denepanuio
JIEKapCTBEHHBIX MIPETapaToB B YIIaKOBKAaX C MAapKUPOBKOHM, KOTOpasi ObLIa HAaHECEHA JI0 THS BCTYIUICHUS B
cuiny Hacrosimero ®enepanbHoro 3akoHa. [lo mcTeueHuMM yka3aHHOTO CpoKa JaHHBIE JIEKapCTBEHHBIE
IpenapaTsl MOTYT OTITYCKAThCsl, PEaIN30BbIBATHCS, IEPEAABATHCA U PUMEHATHCS 1O UCTEUEHHS UX CPOKa
TOJTHOCTH.

4. Co nHA BcTymuieHus B cuiy Hactosuero ®enepanbHoro 3akoHa U no 30 ampens 2011 roga
BKJIFOUUTENBHO JIOMYCKAETCs MPOBEACHUE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB AKCIEPTAMU IKCIIEPTHOTO
YUPEXKJIEHUS 1O TMPOXOXKIAEHUS HUMH aTTeCTallud B IOPSJKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM HCTIOIHUTEIBHOM BIACTH.



5. Co mHs BCTyIUIeHUS B cuiy Hacrosmiero denepanbHoro 3akoHa u mo 31 mexadbps 2013 roga
BKJIFOUUTEJIBHO OCYILECTBIIIETCS MEPEX0] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
IpaBUJIaMU OpPraHU3allMy MPOU3BOJICTBA U KOHTPOJIS KAaueCTBA JIGKAPCTBEHHBIX CPEJCTB, YKa3aHHBIMU B
gactu | crareu 45 wnHactosmero ®denepanbHOr0 3aKoHa, B MOJHOM o0beme. Cpoku mepexojna
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K HUX TMPOU3BOJACTBY B COOTBETCTBUU C KOHKPETHBIMU
TpeOOBAHUSAMU JTAHHBIX MPABUII, BKJIIOYAsi CPOKU aTTECTALUU YIOJHOMOYEHHBIX JIUI, YKA3aHHBIX B YaCTAX
6 u 7 cratbu 45 Hacrosimero denepaybHOTO 3aKOHA, ycTaHaBiauBaroTcs IIpaBurenbctBoM Poccuiickoit
®denepauuu.

6. JluieH3uum Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX CPENCTB, BblAaHHble 10 | siHBaps 2014 roxa,
neiictByrot nociie 1 sBapa 2014 rona 10 uMCTEUEHUs CpPOKA HUX JAEUCTBUS IPHU YCIOBUU COOTBETCTBHS
JUIEH3UaTa MpaBUiaM OpraHU3allid TPOU3BOJCTBA U KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPEJCTB,
YKa3aHHBIM B yacTu 1 ctatbu 45 Hacrosero @enepajbHOrO 3aKOHa.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 29 nosops 2010 2. N 313-@3 cmamoes 71 nacmosiyeco Dedepanvroco
3aKOHA OONOJIHEHA Yacmvio 7, cmynainoueli 8 Culy co OHs 0QuUUUAIbHO20 ONyOIUKOBAHUS HA38AHHO20
DedepanvbHozo 3aKOHA

7. dopmupoBaHHE TOCYJAPCTBEHHOTO 3aJaHMsl Ha IMPOBEIECHUE SKCIEPTH3bl JIEKApPCTBEHHBIX
cpencTB ¢eaepaTbHOMy TOCYIAapCTBEHHOMY OIO/DKETHOMY YUPEKICHHUIO IO IPOBEACHUIO SKCIICPTH3BI
JICKapPCTBEHHBIX CPEACTB M (PMHAHCOBOE OOECIEeUeHUE BBIMOJHEHUS STOTO 33JaHUS OCYLIECTBISIOTCS B
nopsiike, yctaHoBieHHOM DenepanbHbiM 3akoHOM oT 12 siuBaps 1996 rona N 7-03 "O HekoMMepUYECKUX
opranu3anusx".

MIPMMEYAHUE:

CwMm. KOMMCHTApHUHU K CTATbC 71 HaCTOoAIICTO (Denepaanoro 3aKOHa

[Ipesunent Poccniickoit @denepanuun 1. MenBenes

Mocksa, Kpemib
12 anpens 2010 r.
N 61-03



