®enepanbublii 3akoH ot 12 anpeas 2010 r. N 61-®3
" 00 oOpameHnN JeKapCTBEHHBIX CPeACTB"

C u3MeHeHHSIMH U JOMOJIHEHUSIMHU OT:

27 wrons, 11 oxtsa0ps, 29 nosaops 2010 r., 6 nexadpst 2011 r., 25 nrons, 25 nexadpst 2012 r., 2 nrons, 25 Hostops 2013
r., 12 mapTa, 22 okTs0ps1, 22 nekadbps 2014 r., 8 mapta, 29 urons, 13 urons, 14, 29 nexadps 2015 r., 2 urons, 3 wroms
2016 r., 29 mrons, 28 nexadbps 2017 .

Hpunsar 'ocynaperBennoii Jlymoii 24 mapra 2010 roga
Ono6pen Coserom Penepanmun 31 mapra 2010 roga
TAPAHT:

CMm. koMMeHTapuH K HacTosieMmy PeiepaibHOMY 3aKOHY

I'masa 1. O0mue moJ10KeHus

Cratbsa 1. [Ipenmer peryaupoBanus HacTosero ®enepaabHOro 3akoHa

Hudopmarys 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011e. N409-d3 6 uacmv 1 cmamvu 1 nacmoswezo
DedepanbH020 3aKOHA 6HECeHbl UMEHeHUsL, GCMYNaloujue 8 CULY N0 UCMeYeHUuU mpuoyamu OHetll nocje
OHAL 0puyuanvHo2o onyoauKosanus Ha3eanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
1. Hacrosumii ®enepalbHblii 3aKOH pPEryJIUpyeT OTHOIIEHHUS, BO3HUKAIONIME B CBS3U C
oOparmeHueM - pa3paboTKO#M, MOKIMHUYECKHUMH WCCIICJIOBAHUSIMH, KIMHHYECKUMHU HWCCIIEIOBAHUSIMHU,
SKCIIEPTU30M, TOCYJIApCTBEHHOMW pETUCTpalie, CO CTaHJApTH3AIMed W C KOHTPOJIEM KadecTBa,
MIPOU3BOJICTBOM, U3TOTOBJICHUEM, XpAHEHHEM, IEPEBO3KOM, BBO30M B Poccuiickyio denepalinio, BHIBO30OM
n3 Poccuiickoii ®expepanuu, peksiaMoi, OTIYCKOM, peajiu3alnuei, nepegaded, ITpPUMEHEHUEM,
YHUUYTOXKEHUEM JIEKAPCTBEHHBIX CPEICTB.

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axonom om 25 uonsn 2012 2. N 93-D3 6 uacmo 2 cmamvu 1 nacmosiyeco PedepanbHo2o
3AKOHA BHeCeHbL USMEHeHUs.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. Hacrosmmit ®enepanbHblii 3aKOH  YCTaHABJIMBAE€T HPHOPUTET  TOCYAApCTBEHHOIO
peryIupoBaHus 0e30TacHOCTH, KadecTBa U AMEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPH X OOpaIleHUH.
TAPAHT:

CwM. KOMMCHTApHH K CTaTbC 1 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Cratbs 2. Chepa npuMeHeHHS HacTosmero derepaibHOTO 3aKoHa
Hacrosimuit @enepanbHplii 3aKOH MPUMEHSETCS] K OTHOIEHUSM, BO3HUKAIOIIUM TIPH OO0paIeHun
JIEKapCTBEHHBIX CPECTB Ha TeppuTopun Poccuiickoii @eneparuu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTATbC 2 HaCTOAIICTO QenepaHLHor O 3aKOHa

CraTbs 3. 3aKOHOJATENLCTBO 00 OOpaIleHUH JIEKAPCTBEHHBIX CPEJICTB

1. 3akoHomarenscTBO 00 OOpalleHuH JIEKAPCTBEHHBIX CPEJCTB COCTOMT W3 HACTOSIIETO
OenepallbHOTO 3aKOHA, JPYTUX (elepalibHBIX 3aKOHOB M HWHBIX HOPMATHBHBIX IPABOBBIX aKTOB
Poccuiickoit @eneparun.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim saxonom om 29 uions 2015 2. N 160-D3 cmamwvs 3 nacmosiweco Pedepanvno2o 3aKoHaA
oonoanena yacmwio 1.1
1.1. 3akoHO0MaTeNnBCTBO 00 OOpaIleHnH JEKAaPCTBEHHBIX CPEACTB B OTHOIICHUH FOPUIAYECKUX JIUIL
U  WHIABHUIYaNbHBIX MpeANpUHUMATENCH, OCYIIECTBISIOMUX  JEITEIbHOCTh Ha  TEPPUTOPUU
MEXTYHAPOIHOTO MEIMIIMHCKOTO KJacTepa, NMPUMEHSETCS ¢ yYeTOM OCOOSHHOCTEH, YCTaHOBIICHHBIX
DenepanpHbiM  3aKk0HOM 'O MEXIYHApOJHOM MEIUIIMHCKOM KlacTepe W BHECEHHH H3MEHEHHWH B
OTJIeNIbHBIE 3aKOHOJIaTeNbHBIe akThl Poccuiickoit deneparun’.



2. JleiictBue Hacrosimero @enepanbHOro 3aKoHa  pacHpocTpaHsercss Ha —oOpalleHue
HapKOTHYECKUX JIEKApCTBEHHBIX CPEACTB M IICUXOTPONHBIX JIEKAPCTBEHHBIX CPEIACTB € YYETOM
OCOOCHHOCTEHM, YCTAHOBJIIEHHBIX 3aKOHOJATeNbCTBOM Poccuiickoit ®enepanun 0 HapKOTHYECKHX
CpeZCTBax, ICUXOTPOITHBIX BEIIECTBAX U 00 UX IPEKypcopax.

3. J[lefictBue Hactosimero @Denepa’lbHOro 3aKOHA  paclpocTpaHseTcs Ha — oOpalneHue
pamuodapManeBTHUECKUX  JIEKAPCTBEHHBIX CPEACTB € y4eTOM OCOOEHHOCTEH, YCTaHOBJIECHHBIX
3akoHo1aTebecTBOM Poccuiickoit deneparun B 001acTi obecriedeHus: paaualioOHHON 6e301MacHOCTH.

4. Ecnu MexxayHapoiHbIM 1oroBopoM Poccuiickoit @enepanuu ycTaHOBICHBI MHBIE IIPABUIIA, YEM
T€, KOTOpbIE MPEeAyCMOTpeHBbl HacTosmuM @DenepaJbHbIM  3aKOHOM, IIPUMEHSIOTCS IIpaBHIIA
MEXTyHapOAHOTO JIOTOBOPA.

5. B Poccuiickoii @enepanyii B COOTBETCTBUU C MEXIYHapOAHBIMU JoroBopamu Poccuiickoii
@emepanin W (WIM) Ha OCHOBE IPUHIMIA B3aWMHOCTH IIPH3HAIOTCS PE3yJIbTAThl KIMHHYECKUX
HCCIIEIOBAaHUM JIEKQpCTBEHHBIX IIpENapaToB Uil MEIUIIMHCKOTO IIPUMEHEHUs, IPOBEJICHHBIX 3a
npenenamu tepputopun Poccuiickoit @enepanuu.

TAPAHT:

CM. KOMMEHTapHH K cTaThe 3 HacTosIero deaepaibHOrO 3aKOHA

Cratbs 4. OcHOBHBIE IOHATHUS, UCTIOJIB3yeMble B HacTosmeM DenepaabHOM 3aK0HE

Jlns neneii Hactosimero enepaibHOTO 3aKOHA UCTIOIB3YIOTCS CIEAYIOINE OCHOBHBIEC TOHSITHSL:

1) nexapcTBeHHbIe CcpeICcTBA - BEIECTBA HJIM WX KOMOHWHAIIMH, BCTYHAIOIIAE B KOHTAKT C
OpraHM3MOM YeJIOBeKa WJIM XMBOTHOTO, IPOHUKAIOIIME B OpraHbl, TKAaHW OpraHU3Ma 4YellOBeKa WIIU
JKUBOTHOTO, MPHUMEHSEMbIC JUIsi TPOQUIAKTUKY, IUArHOCTHKH (3a HWCKIIIOUECHHEM BEIIECTB WU HUX
KOMOHWHAIMH, HE KOHTAKTHUPYIOIIMX C OPraHM3MOM 4YeJIOBEKa HIIM JKHBOTHOIO), JIeUeHHs 3a00JIeBaHMs,
peadunIuTaNK, A COXpaHEHUs, MPeJOTBpAIlCHUs WIH MpephIBaHus OEpeMEHHOCTH W TOTY4YCHHBIC U3
KpOBH, IJIa3MbI KPOBH, U3 OpPraHOB, TKaHEH OpraHu3Ma 4eloBeKa WM )KUBOTHOTO, PACTEHUN, MUHEPAJIOB
METOJIaMU CHHTe3a WJIA C MpPUMEHEHUEM OWOJIOTHUYeCKUX TexHojorui. K lekapcTBEeHHBIM CpelcTBaM
OTHOCSTCS (papMarieBTUYECKHe CyOCTaHITNH | JIEKApCTBEHHBIE MTPENapaTh;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim  3akonom om 22 oexkaops 2014 2. N429-O3 nynkm 2 cmamvu 4 nacmosiueco
DeoepanbH020 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynatoujetl 6 cuny ¢ 1 urons 2015 a.
Cm. mexkcm nynkma 6 npeovloyujeil peoaKyuu

2) papmaneBTHYecKasi CyOCTAHIHSA - JICKAPCTBEHHOE CPEICTBO B BUJIC OJJHOTO HMJIM HECKOJIBKUX
oOmamaromux (papMakoIOTHIECKOH aKTHBHOCTHIO JIEHCTBYIOIIMX BEIIECTB BHE 3aBHCHMOCTH OT MPHPOIBI
MPOUCXOXKIACHHUSI, KOTOpOe MpeHa3HAYCHO ISl POU3BOJICTBA, U3TOTOBJICHHUS JIEKAPCTBEHHBIX IIPENapaToB
1 orpeaenseT uX 3 (HeKTUBHOCTE,

3) BcmoMorareibHbIe BelIecTBA - BEIIECTBA HEOPraHMYECKOTO WM  OPraHUYeCKOTO
MIPOUCXOXKICHHUSI, UCIIOIb3yEeMbIE B IpoIlecce MPOU3BOACTBA, U3TOTOBIIEHUS JIEKAPCTBEHHBIX IIPErapaToB
JUTSI IPUAAHUS UM HEOOXOIMMBIX (PU3UKO-XUMUYECKUX CBOMCTB,

4) ekapcTBeHHbIE TNpenapaTbl - JIEKAPCTBEHHbIC CPEJICTBA B BHUJE JICKAPCTBEHHBIX (HOPM,
MpUMeHseMble Uil TpOQUIAKTHKH, JAUATHOCTUKH, JIeYeHHs 3a0oJeBaHUs, peadWiIuTanuu, s
COXpaHEHHsI, IPeIOTBPALICHHS WJIU TIPEePhIBAHUSI OEPEMEHHOCTH;

5) nexapcrBeHHasi popma - COCTOSHHUE JICKAPCTBEHHOTO TpernapaTa, COOTBETCTBYIOIIEE CIIOco0aM
€ro BBEJICHUS M IPUMEHEHHS B 00eCIIeYrBaroIee TOCTIKEHUE HEOOX0MMOTO JIedeOHOTO AP PeKTa;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 cmamvs 4 nacmosweco DPedepaibHoco
3axkona oononnena nynkmom 5.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

5.1) pmo3upoBKa - COJEpXaHHUE OJHOIO WM HECKOJBbKHX JICHCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPOKEHUU HA EJAWHUILY J03bl, WIH EIUHUIY 00beMa, WU EIUHUILy Macchl B
COOTBETCTBHH C JICKAPCTBEHHOHN (HopMOif OO TSI HEKOTOPHIX BHJIOB JIGKAPCTBEHHBIX (DOPM KOJIHMUECTBO
BBICBOOOKIAEMOTO M3 JIEKAPCTBEHHOU (DOPMBI ISHCTBYIOIIETO BEIIECTBA 3a €AMHUILY BPEMEHHU,;

6) mepedeHb JKH3HEHHO HEOOXOAHMBIX H BaKHEHIIMX JIEKAPCTBEHHBIX MNPENapaToB -
exeronno ytBepxkaaembii [lpaButennctBoM Poccuiickoit ®enepanuu TmepedeHb JTeKapCTBEHHBIX
MpernapaToB Uil MEIUIMHCKOTO IPUMEHEHHs, O00eCleynBaIoUMX MPHUOPUTETHBIE TOTPeOHOCTH
3/IpaBOOXpAHEHUsS B IeNIIX MPO(UIAKTUKHA W JIeUueHHs 3a00JieBaHUM, B TOM 4YHCIIEe MPEoOIaJaloux B
CTPYKType 3a0oseBaeMocTH B Poccutickoit denepanmm,



Hupopmarnus 00 MU3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexkaobps 2014 2. N 429-@3 cmamovs 4 nacmosweco DedepaiibHo2o
3axoua oonoanena nynkmom 6.1, ecmynarowum 6 cuny ¢ 1 urona 2015 2.
6.1) oppaHHbIe JleKapcTBeHHbIE NpenapaThl - JIEKAPCTBEHHBIE MpENaparhl, MpeHa3HaYeHHbIC
UCKJIFOYMTENIBHO [Tl JUArHOCTHKHM WM TIATOTCHETHYECKOTO JieueHUs (JICUeHHUs, HAMpaBICHHOTO Ha
MEXaHU3M Pa3BUTHUs 3a00JeBaHus) penkux (ophaHHBIX) 3a00JIeBaHU;

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 cmamvs 4 nacmosweco DPedepaiibHoco
3aKoHa oonoanena nynkmom 6.2, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

6.2) GuoJiornYecKue JieKaPCTBEHHbIE MpenaparThl - JIEKAPCTBEHHbBIE TpenapaThl, IeiCTBYIOIIee
BEIIIECTBO KOTOPBIX MPOW3BEICHO WJIM BBIICICHO M3 OMOJOTHYECKOr0 MCTOYHHKA W JUIS ONpec/ICHUS
CBOMCTB M Ka4eCcTBa KOTOPBIX HEOOXOMMa KOMOWHAIUS OMOTOTHYECKUX M PU3UKO-XUMHUUYECKUX METO/IOB.
K OuonorndeckuM JIeKapCTBEHHBIM IIperapaTtaM OTHOCATCS HMMYHOOHOJIOTHYECKHE JIeKapCTBEHHBIC
npenapathl, JIEKapCTBEHHBIE MpenapaThl, MOJTYYCHHBIE U3 KPOBH, TUIa3Mbl KPOBU UEIOBEKAa M KHUBOTHBIX
(3@  WCKIIOYEHHWEM  [ENBbHOM  KPOBH),  OHOTEXHOJOTHYECKHE  JICKAPCTBCHHBIC  IIpErapaThl,
TeHOTEpaNeBTUUECKUE JIeKapCTBEHHBIE MPEenapaThl;

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3akonom om 22 oexabops 2014 2. N429-®D3 nynkm 7 cmamvu 4 nacmosueco
DeoepanbH020 3aKOHA U3N0JCEH 8 HOBOU pedakyuu, scmynatoujetl 6 cuny ¢ 1 urons 2015 a.

Cm. mekcm nynkma 6 npeovloyujeil peoaKyuu

7) UMMYHOOHOJIOTHYECKHE JIeKAPCTBEHHbIE Mpenaparbl - JICKApCTBEHHBIC IpenapaThl,
MpelHa3HauYeHHbIe N7 (OPMUPOBAHMSI AKTUBHOTO WM MACCHBHOTO HMMMYHHTETa MO0 JUArHOCTHUKU
HAIAYMsT ~ UMMYHHTETAa WM JIMATHOCTUKHA  CHEIU(UYECKOTO0  TMPUOOPETEHHOTO  W3MEHEHHS
MMMYHOJIOTHYECKOTO  OTBETa HA  ajulepru3upylomue  BemectBa. K MMMYyHOOMOJIOrHYECKUM
JEKApCTBEHHBIM  IIpemaparaM  OTHOCSTCS ~ BakKIMHBI,  AHATOKCHUHBI,  TOKCHHBI,  CBIBOPOTKH,
AMMYHOTJIOOYJTMHBI ¥ aJlTIEPTeHEI,

Hupopmanys 00 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-O3 cmamvss 4 nacmosweco DPedepaibHoco
3axoua oonoanena nyukmom 1.1, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

7.1) OMOTeXHOJIOTHYECKHE JIeKAPCTBEHHbIe TMpemapaTrbl - JIGKAPCTBEHHBIC Iperaparsbl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBISIETCS C UCTIOIh30BAHUEM OMOTEXHOJIOTHUYECKHIX MTPOIIECCOB i METOJIOB
(8 Tom umciie JIHK-pekoMOWHAHTHOW TEXHOJOTHMH, TEXHOJIOTMH KOHTPOJIUPYEMOM SKCIPECCHUH T'€HOB,
KOJHMPYIOIMX OMOJIOTUYECKA AKTUBHBIE OCJKH B IMPOKAPHOTAX M JyKapUoTax, BKIOYAs W3MEHEHHBIC
KJICTKU MJICKOTIUTAOIINX ), THOPUIOMHOTO METOJIa M METO/Ia MOHOKJIOHATIBHBIX aHTUTEI,

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oexaops 2014 2. N 429-O3 cmamvs 4 nacmosweco DedepaiibHoco
3aKoHa oonoanena nyukmom 1.2, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

7.2) reHoTepaleBTHYECKHEe JeKAPCTBeHHbIe TMpemnapaTbl - JICKAPCTBEHHBIC IpeNaparsl,
(dapMmarieBTHUECKasT CyOCTaHIAS KOTOPBIX SIBISIETCS PEKOMOWHAHTHON HYKICMHOBOW KHCIIOTON WIIH
BKJIIOYaeT B ceOsl pEeKOMOWHAHTHYIO HYKJICHMHOBYIO KHCIOTY, TIO3BOJISIONIYIO OCYIIECTBISThH
peryiupoBaHue, pernapamnuio, 3aMeHy, J00aBjIeHne Uil yAalleHue TeHeTHYeCKO! MoCeJ0BaTeIbHOCTH,;

8) HapkoTHYecKHe JIeKAPDCTBEHHbIE CpeJACTBAa -  JIGKAPCTBEHHBIC  Ipemapartbl |
(dapMmareBTHUECKHEe CYyOCTaHIIMU, COJEpKalllie HAPKOTHYECKHWE CpPeICTBa M BKIIOYeHHBIE B llepedenn
HApKOTHYECKUX CPEJICTB, TMCHXOTPOMHBIX BEHIECTB W MX IMPEKYpPCOpOB, MOJUICKANIMX KOHTPOIIO B
Poccuiickoit  ®enepanmu, B COOTBETCTBHM C 3aKOHOJATENbCTBOM Poccumiickoii  ®Denepanud,
MeXIyHapodHbIMU jJoroBopamu Poccuiickoit ®epeparuu, B ToM umcne EauHOol KOHBeHIMEH O
HapKOTHYeCKHX cpeacTtBax 1961 roqa;

9) ncuXoTpOIIHbIE JIeKAPCTBEHHbIE CPEJACTBA - JICKAPCTBCHHBIC MTPENapaTthl U hapMarieBTHUCCKHE
cyOCTaHIMM, cojepXkallue ICHUXOTPOIHbIE BellecTBa M BKIIOYEHHblE B [lepeueHbh HApKOTHUECKHUX
CpPElCTB, ICUXOTPONHBIX BEHIECTB MU HUX MPEKypCcOpoOB, MOMJIEKAIIUX KOHTposto B Poccuiickoit
®enepanu, B COOTBETCTBHM C 3aKOHOJATENILCTBOM Poccuiickoit ®enepamnuu, MeXIyHAPOIHBIMU
noroBopamu Poccuiickoit @enepannu, B Tom urcie Konseniyeii o ncuxoTponHeix Bemectsax 1971 roaa;

10) paanodapmaneBTHYECKHE JIeKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
COJIep’KaT B TOTOBOM JJII MCIOJIb30BaHUS (POpME OJUH PATUOHYKIUJ WM HECKOIBKO PaIMOHYKIIHIOB
(paMOaKTUBHBIX H30TOIIOB);



Hudopmarys 06 NI3MEHEHUSX:

Deoepanvrvim  3akonom om 13 wona 20152, N 241-d3 6 nynkm 11 cmamvu 4 nacmosweco
DedepanbHo20 3aKOHA 8HeCeHbl U3MEHEHUs.

Cm. mexkcm nynkma 6 npeovloyujeil pedakyuu
TAPAHT:

Jlo 1 suBaps 2016 r. s neseii Hactosnero @exepanbHoro 3akoHa (B pefakuuu DeiepaaibHOro 3aKkoHa
ot 13 mrons 2015 1. N 241-®3) B kadecTBe pe)epeHTHOrO JEKAPCTBEHHOTO Mperapara pacCMaTpUBaeTCs
OPUTHHAIILHBIN JIEKaPCTBEHHBIN Mpenapar
11) pedepenTHBI JeKAPCTBEHHBII MpenapaT - JeKapCTBEHHBIM MpenapaT, KOTOPbI BIIEPBBIE
3apeructpupoBad B Poccwmiickoit ®eneparuu, kauecTBoO, 3(PPEeKTUBHOCTH U 0OE30MACHOCTH KOTOPOTO
JIOKa3aHbl HAa OCHOBAHHWH PE3YJIbTATOB JOKIMHUYECKHX HCCIICIOBAaHUN JIEKQpCTBEHHBIX CPENICTB U
KIIMHUYECKUX HCCIIEJIOBAaHUM JIEKQPCTBEHHBIX IpenaparoB, IMPOBEJIEHHBIX B COOTBETCTBUU C
TpeboBaHUsIMU dacTeil 6 u 7 crateu 18 HacTosmero MenepaabHOro 3aK0OHA B OTHOIICHHUH JIGKAPCTBEHHBIX
CPEJCTB JJIsl MEIUIIMHCKOTO IPUMEHEHUs MO0 B COOTBETCTBUU C TPeOOBAHUSMU CTATbU 12 HACTOSIIETO
OenepallbHOTO 3aKOHA B OTHOIICHWU JIEKAPCTBEHHBIX CPEJCTB JJIs BETEPUHAPHOTO MPUMEHEHHUS, U
KOTOPBI HCIIOJIb3YeTCsl JJISi OLEHKH OMOIKBUBAJIEHTHOCTH WM TEPaleBTUYECKOW SKBUBAJIEHTHOCTH,
KauecTBa, 3(Q(HEKTUBHOCTH M OE30MACHOCTH BOCIPOU3BEICHHOTO WM OMOAHAJIOroBOTO (OMOMOJ00HOTIO)
JIEKapCTBEHHOTI'0 IIpernapara;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Oexabdps 2014 2. N429-@3 nynkm 12 cmamvu 4 nacmoswezo
DeoepanbH020 3aKOHA U3N0JCEH 8 HOBOU pedakyuu, scmynatoujetl 6 cuny ¢ 1 urons 2015 a.

Cm. mekcm nynkma 6 npeovloyujeil peoaKyuu
12) Bocmpou3sBeleHHbIl JeKAPCTBEHHbIl Mpenapar - JICKapCTBEHHBIN Ipernapar, KOTOPBIH
AMEET TAKOW XK€ KAYECTBEHHBIA COCTAB M KOJIWYECTBEHHBIN COCTAB JIEUCTBYIOIIAX BEIECTB B TAKOW XKe
JIeKapcTBEHHON (opMme, uTo U pedepeHTHBIN JeKapCTBEHHBIN mpenapar, U OWO’KBUBAJIECHTHOCTh WIIU
TepareBTHYECKast SKBHBAIICHTHOCTh KOTOPOTO pehepeHTHOMY JIEKapCTBEHHOMY IIperapaTy MoATBep kK IeHa
COOTBETCTBYIOLIMMH UCCIIENOBAHUSIMU;

Wudopmarys 06 M3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oexaobps 2014 2. N 429-D3 cmamvs 4 nacmosweco DedepaiibHoco
3axona oonoanena nyukmom 12.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
12.1) TepameBTHYecKAasi JKBHBAJIEHTHOCTb - JIOCTUXKCHHE KIUHUYECKH COMOCTABUMOIO
TepareBTHYECKOTO 3(¢deKTa MNpH TPUMEHEHUH JIEKAPCTBEHHBIX IIPErmapaToB JUIS MEIUIHMHCKOTO
MPUMEHEHHUsI TSl OJHON M TOH ke TPYMIbl OONTBHBIX 110 OJJHUM U TEM K€ MOKa3aHUsIM K IPUMEHEHHIO;

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaobps 2014 2. N 429-D3 cmamovs 4 nacmosweco DedepaiibHoco
3axona oonoanena nyukmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

12.2) oOuoanayioroBblii (0HONMOMO0HBIN) JeKapcTBeHHbII mpenapar (OmoaHajor) -
OMOJIOTHYECKHMI JIeKapCTBEHHBIA IIpermapaT, CXOXXHH 10 IapaMmeTrpaMm KadecTBa, S(P(QEKTHBHOCTH U
0e30macHOCTH ¢ pedepeHTHBIM OMOIOTHUECKUAM JIEKAPCTBEHHBIM MPENapaToM B TaKOU K€ JeKapCTBEHHOU
(hopMe U UMEFOIIHIA UJICHTHYHBIA CITOCOO BBEICHHS;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvsi 4 nacmoswezco DedepanvbHozo
3axona oonoanena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3aummo3aMeHsieMblil JIeKAPCTBEHHBIl mpenapar - JIGKapCTBEHHBIA Ipemapar ¢
JOKa3aHHOW  TEpareBTUYECKOW HOKBHBAJIICEHTHOCTHIO WM OHOIKBUBAJIEHTHOCTHIO B  OTHOIIECHUU
pedepeHTHOTO JIEKapCTBEHHOTO Iperapara, UMEIOIUN SKBUBAICHTHBIE €My KadeCTBEHHBIH COCTaB M
KOJIMYEeCTBEHHBIM COCTaB JICUCTBYIOMIMX BEIIECTB, COCTAB BCIOMOTATEIbHBIX BEIECTB, JIEKAPCTBEHHYIO
(dhopMy H crtocoO BBEICHHUS,

13) siekapcTBEeHHOE PACTUTEILHOE ChIPhe - CBE)KUE WM BBICYIIICHHBIC PACTEHUS JINOO0 UX YaCTH,
WCTOJB3yeMbIe JUII TPOW3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB OpPTraHU3aUsMH - TPOU3BOIUTEIISIMU
JICKAPCTBEHHBIX CPEJCTB WM M3TOTOBJICHUS JIEKAPCTBEHHBIX IMpEMapaToB alTeYHBIMU OPTraHU3AlHSIMH,
BEeTEpUHAPHBIMU AaNTEYHBIMH OPTaHU3ANUSMH, WHIAWBHIYATHHBIMH MPEIIPUHAMATEISIMA, HUMEIOIIMH
JUIEH3UIO Ha (hapMalleBTUYECKYIO JIeITeIbHOCTE;

14) nexkapcTBeHHBIH paCcTHTEIbHBI NMpemapar - JIEKapCTBEHHBINM IMpernapar, MpON3BeICHHBIH
WM U3TOTOBJICHHBIA W3 OJTHOTO BHJA JIEKAPCTBEHHOTO PACTUTEIHHOTO CHIPhS WJIM HECKOJIBKHX BHJIOB



TaKOTO CHIPBS M peallu3yeMblil B pac(hacOBAHHOM BHJI€ BO BTOPUYHOM (IIOTPEOUTENBCKOM) YITaKOBKE;

Hudopmarys 06 M3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oexabdps 2014 2. N 429-d3 nynxm 15 cmamvu 4 nacmosiueco
DeoepanbH020 3aKOHA U3N0JICEH 8 HOBOU pedakyuu, scmynatoujett 6 cuny ¢ 1 urons 2015 a.

Cm. mekcm nynkma 6 npeovloyujeil peoaKyuu
15) romeonaTHYeCKHii JIeKAPCTBEHHBIH Mpenapar - JeKapCTBEHHBIM Mpernapar, pou3BeIeHHbIN
WM W3TOTOBIEHHBIA u3 (apmarieBTHUeCKON cyOcTaHuu wid (papManeBTHYECKNX CYOCTaHIIMA B
COOTBETCTBUH C TPeOOBaHUSMH OOMHUX (apMaKOMEWHBIX CTaTell K TOMEOMaTHYECKHM JIEKapCTBEHHBIM
mpemapataM WIH B COOTBETCTBHH C TpeOoBaHHSIMH (apMaKoled CTpPaHbl MPOU3BOJUTENS TaKOTO
JIEKapCTBEHHOI'O IIpernapara,

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-®3 ¢ nynkm 16 cmamvu 4 nacmosweco
DedepanvHoeo 3aKoHa 6Hecenbl usmeHenus:, ecmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyueil peoaKyuu
16) MexayHApoIHOe HENATEHTOBAHHOE HAHMEHOBAHHE JIEKAPCTBEHHOIO0 CpeacTBa -
HaUMEHOBaHWE JEHCTBYIOIIETO BemlecTBa (apMaleBTUYECKOW CyOCTaHIIUM, PEKOMEHJIOBAaHHOE

BceMupHoii opranuzanueii 31[paBoOXpaHeHus;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-@3 6 nynkm 17 cmamvu 4 nacmoswe2o
DedepanvHoeo 3aKoHa 6Hecenbl usmeHenus:, ecmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyueil peoakyuu
17) ToproBoe HaHmMeHOBaHHE JIEKAPCTBEHHOI0 CpEICTBA - HAMMCEHOBAHHE JIEKAPCTBEHHOTO
CpelICTBa, MPUCBOCHHOE €ro pa3zpaboTynKkoM, JepiKaTeleM WU BIAJENbIEM PErHuCTPaAllMOHHOTO
yI0CTOBEpPEHUSI JIEKApCTBEHHOTO Mpernapara;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvsi 4 nacmoswezco DedepanvbHozo
3axona oonoanena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

17.1) rpynnupoBoYHOe HAHMEHOBAHHE JIEKAPDCTBEHHOr0 mpemapaTa - HaHMEHOBaHHE
JIEKapCTBEHHOI'O Ipenapara, He MMEIOIIEro MEeXIYHApOJHOIO0 HEMAaTeHTOBAHHOIO HAaWMEHOBAHMWS, WIIU
KOMOHMHAIMK JIeKapCTBEHHBIX IIpernaparoB, HCIOJIb3yeMOe B IESIX OOBbEIWHEHUS HX B TPYHIy HOJ
€IMHBIM HAMMEHOBAHUEM UCXO/I U3 OJJMHAKOBOTO COCTaBa JEHCTBYIOIIUX BEIIECTB,;

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axkoHom om 22 oexabps 2014 2. N 429-®3 ¢ nynkm 18 cmamvu 4 nacmosweco
DedepanvHoeo 3aKoHa 6Hecenvl usmenenus:, ecmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyueil peoakyuu

18) o6mas dapmakoneiiHass CcTAThbsi - JOKYMEHT, YTBEP)KICHHBIA YHOJHOMOYCHHBIM
(denepatbHBIM OPraHOM HCIOJHUTEIBLHOW BIIACTH W COJACPIKAIUN TepedyeHb IMoKa3aTeleil KadecTBa U
(1K) METOJIOB KOHTPOJISL KauecTBa KOHKPETHOM JIEKApCTBEHHOM (OPMBI, JIEKAPCTBEHHOTO PACTUTEIHLHOTO
CBIPBSl, OMHCAHUS OMOJOTUYECKNX, OMOXMMHYECKHUX, MHUKPOOHMOIOTHYECKHX, (U3UKO-XUMUIECKHUX,
($u3NYeCKUX, XUMUYECKHX U JIPYTUX METOJOB aHAIM3a JIEKAPCTBEHHOTO CPEJICTBA, a TaKXKe TpeOOBaHUS K
WCIOJB3YEMBIM B MENAX MPOBEACHUS JAHHOTO aHajin3a peakTHBaM, TUTPOBAaHHBIM pPacTBOpaM,
WHIUKaToOpam;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaopa 2014 2. N 429-@3 6 nynkm 19 cmamvu 4 nacmoswezo
DedepanvHoeo 3aKoHa 6Hecenbl usmeHenus:, ecmynaroujue 6 cuny ¢ 1 urons 2015 2.
Cm. mexkcm nyHkma 6 npeovloyueil peoaKyuu
19) dapmakoneiinas cTaThsi - JOKYMEHT, YTBEP)XKICHHBIN YIIOJHOMOYECHHBIM (eaepaabHbIM
OpraHOM HCIIOJHUTEIHHONW BIACTH U COJIEp KAl MepedyeHb Mmoka3aresieil kauecTBa U METOJI0B KOHTPOJIS
KauecTBa JIEKQpCTBEHHOTO CPE/ICTBA;

Hndopmarys 06 M3MEHEHHSX:
Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvs 4 nacmoswezco DedepanbHozo
3axona oonoanena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

19.1) cranaapTHbIe 00pa3MbI - BEIIECTBA, TOCPEICTBOM CPABHEHHUS C KOTOPBIMHU OCYIIECTRIISETCS



KOHTPOJb KadyecTBa HCCIEIyeMbIX JIEKAPCTBEHHBIX CpPEJCTB C TMOMOINBI0 (PU3UKO-XUMUYECKUX U
OMOJIOTHYECKUX METOJIOB B IIEJISIX MOJATBEP)KJIEHUSI COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB TPeOOBAHUSIM
HOPMaTHUBHOM JTOKYMEHTAllUM, YCTAHOBIEHHBIM IPH OCYIIECTBIEHUH TOCYJAapCTBEHHOW perucTpanuu, u
KOTOpbIe TPUMEHSIOTCS ISl KaJIMOpOBKM CTaHJAPTHBIX OOpa3loB TNPOU3BOJAUTENS JIEKApCTBEHHBIX
CPEJICTB, HMCIOJB3YeMBIX JJIs KOHTPOJSl KadecTBa M HHBIX IeJiel Mmpu oOpallleHHuu JIeKapCTBEHHBIX
CPEJICTB,;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-O3 cmamvss 4 nacmosweco DPedepaibHoco

3axkona oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 uronsn 2015 2.

19.2) papmaxoneiinblii CTAHAAPTHBIN 00pa3ell - CTAHJIAPTHBIM OOpa3el, MPOM3BEACHHBIA B
COOTBETCTBUH C (papMaKomneiHO cTaThel;

20) HOpMATHBHASI JOKYMEHTAIHUS - JOKYMEHT, COJEPXAIWii TEepPEUeHb OIPECISeMbIX 10
pe3yibTaTaM COOTBETCTBYIOIIMX SKCIEPTU3 IOKa3aTejledl KadecTBa JIEKAPCTBEHHOIO CpeacTBa IS
MEUIIMTHCKOTO IPUMEHEHMSI, METO/I0B KOHTPOJISL €r0 KayecTBa U YCTAHOBJIEHHBIN €ro MPOU3BOIUTEIIEM;

21) HOpPMATHBHBINI [IOKYMEHT - JIOKYMEHT, COJIEpXalluii MepeYeHb OIpPEICIIIEMbIX 10
pe3yJbTaTaM COOTBETCTBYIOIIMX JKCIEPTH3 MoKa3arelei kauecTBa W (MJIM) METOJOB KOHTPOJIS KadyecTBa
JeKapCTBEHHON  (OpMBI, OMHCAHUS  OWOJOTHYECKHX, OHOXUMHUYECKUX, MHUKPOOHUOIOTUYECKUX,
(UBIKO-XUMHIYECKUX, PU3NICCKAX, XUMHUYECKHIX U IPYTUX METOJIOB aHAIN3a JICKAPCTBEHHBIX CPEJICTB IS
BETEpUHAPHOTO MPUMEHEHHs, TPEOOBAHUS K HCIOJIb3YEMBIM B LEISX MPOBEACHUS JIAaHHOIO aHaIM3a
peakTuBaM, TUTPOBAaHHBIM PACTBOPaM, HHANKATOPAM U YCTAHOBJIEHHBIN €r0 MPON3BOAUTEIIEM;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 cmamvss 4 nacmosweco DPedepaibHoco
3axona oonoanena nynkmom 21.1, secmynarowum 6 cuny ¢ 1 urons 2015 2.

21.1) o0muii TeXHHYECKHH JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTEpUalOB, COCTOSIIUN U3
HECKOJIbKUX  pa3felioB -  JIOKYMEHTallud  aJIMHUHHCTPATUBHOTO  XapakTepa,  XUMHUYECKOH,
(dapmareBTHUECKON W OWOJIOTHMUECKOW JOKyMEHTAIWH, (HapMaKOJOTHIECKOUW, TOKCHKOJIOTHIECKON
JIOKYMEHTAIlUU, KIMHAYECKONW JOKYMEHTAIlMd M TIPE/ICTaBIIIeMbIi OJHOBPEMEHHO C 3asBJIICHHEM O
TOCYJJApPCTBEHHOMN pEerHuCTpaIiy JIEKApCTBEHHOTO Mperapara JUisi MeIUITMHCKOTO MpUMeHeH s B popmare,
YCTaHOBJICHHOM YIIOJTHOMOUYEHHBIM (pe/lepabHbIM OPraHOM HUCIIOJIHUTEIHFHON BIACTH;

22) Ka4ecTBO JIEKAPDCTBEHHOI0 CpeJACTBA - COOTBETCTBHE JIEKAPCTBEHHOI'O CpEJICTBA
TpeOoBaHUSIM (hapMakomeHO! cTaThu JHOO B clydyae €€ OTCYTCTBHS HOPMATHUBHOM JOKYMEHTAIMH WA
HOPMAaTUBHOTO JIOKYMEHTA;

23) 0e30mMaCHOCTH JIEKAPCTBEHHOI'0 CPEACTBA - XapPaKTEPUCTHKA JIEKAPCTBEHHOI'O CPEJICTBA,
OCHOBaHHAs Ha CPAaBHUTEILHOM aHan3e ero 3()()eKTUBHOCTH U PHCKA TPUYMHEHUS Bpea 3I0POBbIO;

24) 3¢ (pexTHBHOCTH JIEKAPCTBEHHOT0 Mpenapara - XapaKTePUCTHKA CTEIICHHU MOJI0KUTEIILHOTO
BIIUSIHUSL JIEKAPCTBEHHOI'O IIpernapaTa Ha Te4eHue, NIPOAODKUTEIBHOCTh 3a00JIeBaHUsSI WM €ro
MpeIoTBpalleHIe, peaduINTaIlNIO, Ha COXpaHEeHHe, TPeJOTBpAIlleHHe UK MIpephIBaHNe OEPEeMEHHOCTH;

25) cepusi JIeKAPCTBEHHOI0 CPEACTBA - KOJIMYECTBO JISKAPCTBEHHOT'O CPEJICTBA, IPOU3BEICHHOE B
pe3yibTaTe OJJHOTO TEXHOJOTUYECKOTO IUKJIAa €r0 MPOU3BOIUTENIEM,

26) perucTpanMoOHHOE YJAOCTOBEpPEHHE JIEKAPDCTBEHHOr0 mpemapara -  JIOKYMEHT,
MOATBEPKAAIOMUH (aKT TOCYJapCTBEHHON perruCcTpaIluy JIEKapCTBEHHOTO Mpernapara,

Wudopmarys 06 N3MEHEHWSX:

Deoepanvrvim 3akoHom om 22 oexaops 2014 2. N 429-@3 cmamovs 4 nacmosweco DPedepaiibHoco
3axona oonoanena nynkmom 26.1, scmynarowum 6 cuny ¢ 1 urons 2015 2.

26.1) ngep:karejb WM BJjajeiell PErHCTPAIHMOHHOIO YIOCTOBEPEHHSI JIEKAPCTBEHHOIO
npenapara - pa3paboTUHK JIEKAPCTBEHHOTO CPEACTBA, MPOU3BOJIUTENH JICKAPCTBEHHBIX CPEJICTB M UHOE
IOpUNYecKOoe JIMIO, OO0JIajaroliee MpaBOM BIAJEHUS PETHUCTPAIMOHHBIM YIOCTOBEPEHHEM, KOTOpHIC
HECYT OTBETCTBEHHOCTH 3a Ka4eCTBO, 3 PEKTUBHOCTh M OE30TIACHOCTH JICKAPCTBEHHOTO TIperapara,

27) perucTpamuoOHHbIIi HOMep - KOJIOBOoe OOO3HAUCHHE, IPUCBOCHHOE JICKAPCTBCHHOMY
Ipernapary MpH ero rocyAapCTBEHHOW PETUCTPAIIHH;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 6 Oexkabps 20112, N409-®D3 6 nynkm 28 cmamvu 4 nacmosiueco
DedepanbHo20 3aKOHA 6HECeHbL USMEHEHUs, 6CMYNAIoWUe 8 CULY N0 UCMeYeHUU mpuoyamu OHetll nocie
OHSL OhuyUaIbHO20 0NYOIUKOBAHUS HA36aHH020 DedepallbHO20 3aKOHA

Cm. mexkcm nynkma 6 npeovloyujeil peoaKyuu



28) oOpamieHne JIEKAPCTBEHHBIX CPEIACTB - pPa3paboTKa, JIOKIMHHYSCKHE WCCIICIOBAHMS,
KJIMHUYEeCKUE HCCIIeIOBaHUS, SKCIIEPTH3a, TOCYIapCTBCHHAS PETUCTpAIlHs, CTAaHIAPTH3AINSI U KOHTPOJIb
KauecTBa, MPOW3BOJICTBO, U3TOTOBJICHUE, XpaHEHHe, MepeBo3Ka, BBO3 B Poccuiickyro denepainio, BHIBO3
n3 Poccuiickoit ®Denepanuu, pekiama, OTIYCK, peald3anus, Iepejiada, NMPUMEHEHUE, YHUYTOXXKCHHE
JIEKapCTBEHHBIX CPEJICTB;

29) cyObeKTHI 00pameHusi JeKAPCTBEHHBIX CPeACTB - (HU3MUYCCKHE JHIA, B TOM YHCIIE
VHIUBUAYATbHBIE TMPEANPUHUMATENN, W IOPUJAMYECKUE IUIA, OCYIIECTBISIONNAE AESITeIbHOCTh TpU
oOpalleHnH JIeKapCTBEHHBIX CPEJICTB;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®3 ¢ nynkm 30 cmamvu 4 nacmosiwyeco
DedepanvHo2o 3aKOHA 8Hecenbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyueil peoakyuu

30) pa3paboT4YMK JIeKAPCTBEHHOI0 CpeICTBA - OpraHu3aiys, oOJiajarolias TMpaBaMH Ha
pe3yabTaThl JOKJIMHUYECKHX HCCIEOBAHUN JIEKAPCTBEHHOTO CPEJCTBA, KIMHHYECKUX WCCIICTOBAHUN
JICKApCTBEHHOTO Tperapara U (W) Ha TEXHOJIOTHIO MPOU3BOICTBA JIGKAPCTBEHHOTO CPEJICTBA;

31) npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JICITEIBHOCTH IO MPOU3BOICTBY JICKAPCTBEHHBIX
CPEJICTB OPraHU3AIUSMU - TPOU3BOIUTENSIMU JIEKAPCTBEHHBIX CPEICTB HA OJTHOM CTaIuU, HECKOIBKUX WU
BCEX CTaAMSIX TEXHOJOTHUYECKOrO IMpoIlecca, a TaKXKe IO XPaHCHHWIO W peald3allid TPOU3BEICHHBIX
JIEKapCTBEHHBIX CPEJICTB;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 cmamvss 4 nacmosweco DPedepaibHoco
3axona oonoanena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

31.1) mnpou3BOACTBEHHAsi IUIOMAJAKA - TEPPUTOPHUAILHO  OOOCOOJECHHBIH  KOMILIEKC
MPOU3BOJIUTENST  JICKAPCTBEHHBIX CPEJICTB, NpeJHA3HAUYCHHBIN IS BBIIIOJHEHUS BCETO IIpoliecca
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB UIIH €r0 OIPEICIEHHON CTaiH;

32) npou3BOIMTENb JEKAPCTBEHHBIX CPEICTB - OPraHU3aIUs, OCYIIECTBIISAIONIAS TPOU3BOJICTBO
JIEKapCTBEHHBIX CPECTB B COOTBETCTBHH ¢ TpeboBaHUsIMHU HacTosiero denepanbHOro 3aKoHa,

33) dapmaneBTHYecKas AeSITEJHHOCTh - JEATSIBHOCTh, BKIIOYAMOIAs B Ce0sS ONTOBYIO
TOPTOBIIO JIEKAPCTBEHHBIMH CPEJICTBAMHU, WX XpaHEHHE, MEpPeBO3Ky MW (WJIM) PO3HHYHYIO TOPTOBITIO
JIEKapCTBEHHBIMH TIperapataMi, WX OTIYCK, XpaHeHHWe, IepeBO3KYy, W3TOTOBJICHHE JIEKAPCTBEHHBIX
Mpernaparos.;

34) opraHm3anmusi ONTOBOH TOProBJIM JIEKADCTBEHHBIMH CPeICTBAMH - OpraHU3allus,
OCYIIECTBIISIFONIAsT ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMH CPEJICTBAMHU, HMX XpaHEHHE, MEPEeBO3KY B
COOTBETCTBHUH ¢ TpeOOBaHUSME HacTosmIero deneparbHOTO 3aKOHA;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosopa 2013 2. N 317-@3 ¢ nynkm 35 cmamwvu 4 nacmosueco
DedepanbHo20 3aKOHA 6HECeHbL USMEHEHUs.

Cm. mexkcm nyHkma 6 npeovloyujeil peoaKyuu

35) amTeyHasm opraHu3alUs - OpraHW3alus, CTPYKTYpPHOE TOJApa3jiejieHue MEIUIINHCKON
OpraHu3aliy, OCYIIECTBIISIONINE PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMM IIperapaTamMu, XpaHEHUE,
MEpPEeBO3KY, M3TOTOBIIEHUE U OTIIYCK JIEKAPCTBEHHBIX IpEnaparoB I MEIUIIMHCKOTO MpPUMEHEHHUS B
COOTBETCTBHUH C TpeOOBaHUAMU HacTosiero denepaabHOro 3aK0Ha;

36) BeTepuHApHAsi aNTeYHAsi OPraHHM3ALMS - OpPraHU3AIMs, CTPYKTYpHOE MOJpa3jeeHue
BETEpUHAPHON OpraHu3aluu, OCYIIECTBIISIONINE PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU IperapaTamu,
XpaHEHue, U3TOTOBJIEHHME M OTIYCK JIEKApCTBEHHBIX IPEnaparoB Ui BETEPUHAPHOIO IMPUMEHEHHs B
COOTBETCTBHUH C TpeOOBaHUAMU HacTosiero denepaabHOro 3aK0Ha;

37)  ¢anbcuduIUpPOBAHHOE JIEKAPDCTBEHHOE CPEACTBO -  JIGKAPCTBEHHOE  CPEJNCTBO,
COIPOBOXKIAaEMOE JIO)KHOM HH(pOPMAIUE 0 ero cocTaBe U (HITH) TPOU3BOAUTEIE;
38) HexoOpoKavecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CPEJICTBO, HE

COOTBETCTBYIOIIEe TpeOoBaHUSAM (hapmaKkoreitHol cTaThbi JUOO B ClIydae ee OTCYTCTBHUS TpeOOBaHUSM
HOPMaTUBHOH JOKYMEHTAIIMH WJIA HOPMATHBHOTO JOKYMEHTA;

39) konTpadakTHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEJICTBO, HAXOJsIIeecs B
000poTe ¢ HApYIIEHUEM I'PaKIaHCKOTO 3aKOHOIaTeIbCTRA,

40) [goKJIHMHHYECKOe HCCJIeJ0BAHHE JIEKAPCTBEHHOr0 CcpeacTBa -  OHOJOTHYECKHE,
MHUKpPOOHMOJIOTHYECKAE, WMMYHOJIOTHYECKHEe, TOKCHKOJOTHYecKue, (apMakoilorudeckne, (QU3NIecKue,



XUMHAYECKHE U JIpyTUe UCCIET0BaHMs JIEKAPCTBEHHOTO CpeJICTBA IyTeM MPUMEHEHHUs HAayYHBIX METOJIOB
OIICHOK B IIEJIIX TTOJTyYECHHUS JI0Ka3aTebCTB 0e30MacHOCTH, KadecTBa U 3()(HEeKTHBHOCTH JIEKAPCTBEHHOTO
CpPE/CTBa;

41) xkJIHMHHYeCKOe HCCIeI0BAHHE JEKAPCTBEHHOr0 Mpenapara - M3yYeHHE AUArHOCTUYECKHX,
Je4eOHBIX, TPOPUIAKTHUECKUX, (HapMaKOIOrMYecKHX CBOMCTB JIEKApCTBEHHOTO IpemapaTra B Ipoliecce
ero IMPHMEHEHHUS Yy 4YeJIOBeKa, XMBOTHOTO, B TOM WYHCIE IPOIECCOB BCACHIBAHMWS, pacIpe/e/eHNs,
W3MEHEHMs] W BBIBEJICHHUS, MyTEeM MPUMEHEHHMs] HAy4YHBIX METOJOB OIICHOK B LENSX IOJyYeHHS
JI0Ka3aTeIbCTB 0Oe30MacHOCTH, KadecTBa M A(P(EeKTUBHOCTH JIEKAPCTBEHHOTO IIperapara, TaHHBIX O
He)KeJaTeIbHBIX peakIisIX OpraHu3Ma 4yelloBeKa, )KUBOTHOTO Ha IMPUMEHEHHUE JIEKapCTBEHHOTO IpenapaTa
u 00 a¢dekre ero B3aMMOAEHCTBUS C APYTUMH JIEKAPCTBEHHBIMH IIpenapataMd W (WIIM) NHUIIEBBIMA
IPOAYKTaMH, KOPMaMH;

42) MHOrOLIEHTPOBOEe KJIMHHYECKOE HCCIe0BAHNEe JIEKAPDCTBEHHOr0 mpenapara s
MEIUIHHCKOT0 TPHMEHEHHs - KIMHUYECKOe UCCIeIoBaHue JIEKapCTBEHHOTO IpemnapaTta Juis
MEUIIMHCKOTO MPUMEHEHUS!, TIPOBOIMMOE Pa3pabOTINKOM JIEKapCTBEHHOTO IIpenapaTa B JABYX H Oolee
MEJUIUHCKUX OpraHu3alusix IO €JUHOMY MPOTOKOIY KIMHHYECKOTO MCCIIEJOBAaHUS JIEKApCTBEHHOTO
mpenapara,

43) MeXIyHAPOAHOE MHOIOIEHTPOBOE KJIHHHYECKOEe HCCIe0BAHHE JIEKAPCTBEHHOIO
npenapara s MeIHIIHHCKOT0 MPUMeHeHHUs - KIMHNIEeCKOe MCCiIeJ0BaHNe JIEKapCTBEHHOTO IIpernapara
JUISL METUIIMHCKOTO TPUMEHEHHMsI, IIPOBOAMMOE Pa3pabOoTUMKOM JIEKAPCTBEHHOTO IpenapaTta B pa3jIMyHbIX
CTpaHax MO eIMHOMY IPOTOKOJTy KJIMHUYECKOTO MCCIIE0BAHNS JICKAPCTBEHHOTO TIperapara;

44) mocTperucTpanuoHHOe KJIHHHYECKOEe HMCCJIeI0BAHHE JIEKAPCTBEHHOIO Tpenapara s
MEIMIIHHCKOTO TPHMEHEHHs] - KIMHUYECKOE WCCIIEeOBaHNEe JICKapCTBEHHOTO IIperapara  Juis
MEJIUIUHCKOTO MPUMEHEHHsI, TPOBOJIUMOE IPOU3BOIUTENEM JIEKAPCTBEHHOIO Ipenapara, IpaxIaHCKHH
000pPOT KOTOPOTO OCYIIECTBISIETCS IOCIE TOCYIAapPCTBEHHOW PETHCTPAINH, B HEIAX JOIOJHUTEIEHOTO
cOopa JTaHHBIX O ero 6e30MacHOCTH U 3(P(PEKTUBHOCTH, PACHIMPEHUS MTOKAa3aHUH K TPUMEHEHUIO JaHHOTO
JIEKapCTBEHHOTO IIperapara, a Tak’Ke BBISIBIICHUS HeXeJIaTeIbHBIX PEaKIfi MalieHTOB Ha ero JIeiicTBHe;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexkaops 2014 2. N429-O3 nynxm 45 cmamvu 4 nacmosiueco
DedepanbHo20 3aKOHA U3L0dNCEH 6 HOBOU pedakyuu, scmynatoweti 6 cuny ¢ 1 urons 2015 2.
Cm. mexkcm nyHkma 6 npeovloyujeil peoaKyuu

45) uccienoBaHue OMOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOr0 Mpenapara - BHUJ KIMHHYECKOTO
HCCIIeZIOBAaHMsI JIEKApPCTBEHHOTO Iperapara, MPOBeJAeHUE KOTOPOTO OCYIIECTBISIETCS NS ONpeAeieHUs
CKOPOCTH BCAaChIBaHHSI W BBIBEJCHHUS OJIHOTO WJIM HECKOJBKUX OOJamaromux (papMaKoIoruaecKon
AKTUBHOCTBIO JICUCTBYIOIIMX BEIIECTB, KOJMWYECTBA JIEKAPCTBEHHOTO TIperapara, JIOCTHTaOIIEro
CHCTEMHOTO KPOBOTOKA, M PE3YJIbTAaThl KOTOPOTO ITO3BOJISIOT CHIENATh BBIBOJI O OMOAKBHUBAICHTHOCTH
BOCIIPOU3BE/IEHHOTO JIEKAPCTBEHHOTO IpenapaTa B OINpe/ieIeHHBIX JEKapCTBEHHOW (opMe U JI03UPOBKE,
COOTBETCTBYIOIMX (POpME H JO3UPOBKE peepeHTHOTO JIEKApPCTBEHHOTO Iperiapara,

46) ucciie0BaHNe TepaleBTHYECKOH IKBHBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BUJ
KIIMHAYECKOTO HMCCIICIOBAHUS JIEKAPCTBEHHBIX IpenapaToB, MPOBEJACHUE KOTOPOTO OCYIIECTBISICTCS IS
BBISIBJICHHSI OJTAHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToB ONpeAeNieHHON JeKapCTBEeHHON (OpMBI, a
TaK)Xe HaJMYUsl OJIMHAKOBBIX IMOKa3aTelneil 6e30macHoCTr 1 3()(HeKTHBHOCTH JIEKApCTBEHHBIX MPETapaTos,
OJIMHAKOBBIX KIMHUYECKUX 3(()EKTOB IPU UX IPUMEHEHHH;

47) mpoTOKO0J KJIHHHYECKOT0 HCCIET0BAHUS JIEKAPCTBEHHOro IMpemapara - JOKYMEHT, B
KOTOPOM OTpEENSIOTCS Ien, (GOpMBbI OpraHu3allid W METOJOJIOTHS TPOBEACHUS KIMHUYECKOTO
WCCIIEZIOBAHMSI, CTaTUCTUYECKHE METOJIbI OOpabOTKH pe3ybTaTOB TAKOTO HCCICIOBAHUS W MEPHI IO
obOecrieyeHnto 0Oe30MacHOCTH (PU3MYECKHWX JIWI[, YYACTBYIOIIMX B KJIMHUYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOTO TIperiapara,

48) Opomopa HcceA0BaTedss - CBOJHOE H3JIOKEHHE pe3yJbTaTOB  JIOKIMHUYECKOTO
WCCIIeIOBAHMS JIEKAPCTBEHHOTO CPEJICTBA U KIIMHUYECKOTO MUCCIIEIOBAHMS JISKAPCTBEHHOTO TIpenapaTa Jiist
MEUIITHCKOTO TPUMEHEHHS,

49) uHdopMAIMOHHBIH JHCTOK MAIMEHTA - JTOKYMEHT, B KOTOPOM COJIEp)KAaTcsi B JOCTYITHOM
(dopme cBeZleHHs, KacaroIuecs: MPOBOAMMOTO KIMHHYECKOTO HUCCIIEIOBAaHUS JIEKAPCTBEHHOIO Ipenapara,
U B MACBMEHHOHN (hopMe JTOOPOBOIIBHOE COTJIacHe IMAllMeHTa Ha yYacTHe B KIMHUYECKOM HCCIIETOBAHUH
JIEKapCTBEHHOTO IIperapara Iocie O3HAKOMJIEHHS C OCOOEHHOCTSIMHM KJIMHUYECKOTO HCCIIeJOBaHus,
UMEIOIIAMY 3HAUYEHHE JUISI BEIPAKEHUS TAKOTO COTIIACHS;

50) moOouHoe eiicTBHE - pEAKIHs OpraHW3Ma, BO3HUKINAS B CBSI3U C IPUMEHEHHEM



JIEKAapCTBEHHOI'0 TMperapaTta B 033X, PEKOMEHJYEMbIX B HWHCTPYKIMHM IO €ro NPUMEHEHUIo, s
PO HIIAKTHKH, THATHOCTHKH, JICUCHHUS 3a00JIEBaHUS WIH JIISI peaOHITUTAIIHH;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim s3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvsi 4 nacmoswezco DedepanbHozo
saxona oonoanena nynxkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

50.1) HexkenaTebHAsI peaKlusi - HEMpeIHAMEpEHHas HeOIArompusiTHAas peakilus OpraHu3Ma,
KOTOpasi MOKET OBITh CBsI3aHa C MPUMEHEHUEM JIEKAPCTBEHHOTO TIperapaTta;

51) cepbe3Hasi HexkeJaTeJIbHASI PeaKIusi - HEXeNATeIbHAsS PEaKIMs OpraHu3Ma, CBSI3aHHAs C
MpUMEHEHHEeM JIEKapCTBEHHOIO TMpemnapara, MpHUBEInass K CMEpPTH, BPOXKIECHHBIM aHOMAIHSIM WA
MOpOKaM pa3BUTHSl JUOO TMPECTABISAIOMAs COOOH yrpo3y KU3HH, TpeOyrolmas TOoCIUTAIM3AIldd WA
MPHUBE/IIIAs K CTOMKOM yTpare TPyI0CIOCOOHOCTH U (MJIM) WHBAJIUIHOCTH,;

Hudopmarys 06 M3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oexabdps 2014 2. N 429-d3 nynxm 52 cmamvu 4 nacmosiueco
DeoepanbH020 3aKOHA U3N0JCEH 8 HOBOU pedakyuu, scmynatoujetl 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm nynkma 6 npeovloyujeil peoaKyuu

52) HenpenBuIeHHAS] HeKeJATEILHAS PEAKIUS - HOXKeaTeIbHasl PEeaKIisi OpraHu3Ma, KoTopast
CBA3aHa C IIPUMEHEHUEM JIEKapCTBEHHOI'O IIpenapara B J03aX, PEKOMEHIYEMBIX B IIPOTOKOJIE €ro
KJIIMHUYECKOTO HCCJeloBaHus, Opolmope HcclefoBareisi, WM C [pUMEHEHHEM JIEKapCTBEHHOIO
mpemapata B J03aX, PEKOMEHIYeMbIX B HMHCTPYKIIMM IO €ro MNPUMEHEHHWIO IS MpOo(UIaKTUKH,
JTMArHOCTHKH, JIeYeHUsI 3a00JIeBaHUS WM MEIUIIMHCKON peaOuuTaliy MalueHTa, U CylIHOCTb, TSKECTh
WM MCXOJl KOTOPOW HE COOTBETCTBYET WMH(pOpPMAIMK O JIEKAPCTBEHHOM IIperapare, cojepiKalleics: B
MPOTOKOJIE €ro KJIMHUYECKOTO HWCCIIeI0OBaHus, OpOLIIOpe HccienoBaTelis WIM B HHCTPYKIUHU IO
MIPUMEHEHHUIO JIEKAPCTBEHHOIO Ipenapara,

Hudopmarys 06 N3MEHEHMSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 cmamvs 4 nacmosweco DPedepaiibHoco
3axona oonoanena nynkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
52.1) papmaxoHaa30p - BUJ JCATEIBHOCTA IO MOHHUTOPHUHTY 3()()EKTUBHOCTH M OE30MACHOCTH
JICKapCTBEHHBIX IpelapaToB, HAIIPABJICHHBIA Ha BHISBIICHHE, OIICHKY W IIPEIOTBpAIICHIE HEeXKeIaTeIbHBIX
MOCJIEZICTBHUI MPUMEHEHUS JIEKAPCTBEHHBIX MPENaparos,

Hudopmarys 06 N3MEHEHMSX:

Deoepanvrvim 3akonom om 22 oexaobps 2014 2. N 429-D3 cmamvs 4 nacmosweco DPedepaiibHoco
3aKoHa 0onoaHeHa nyHkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
52.2) mjiaH ynpapjieHusl PUCKAMH - MOJAPOOHOE ONMHMCAHUE MEPONPHIATHN MO (apMaKoHaI30py,
HaIlpaBJICHHBIX Ha BBIABIICHUE, OIICHKY W TPEJOTBpAIICHWE WM MUHAMHU3AIMAIO PHCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMU TperaparaMu, BKIFoUYas OleHKY 3(pPeKTUBHOCTH JaHHBIX MEPOTIPUSTHH;

Hudopmarys 06 N3MEHEHUSX:
Ilynxkm 53 uszmenen ¢ 1 aueaps 2018 2. - @eoepanvuuiii 3axon om 29 urons 2017 2. N 242-D3

Cm. npedvbloywyio peoaxkyuio

TAPAHT:

ITonoxxenus nyukTa 53 crareu 4 (B penakiun denepansaoro 3axona ot 29 uros 2017 r. N 242-D3) B
JacTH, Kacaromeicss (JOpMHUPOBAHMS M BBIJIAYM PEICNITOB HA JICKAPCTBEHHBIC IIperaparhl, COCpIKaIlne
Ha3HaYeHNe HAPKOTUYECKHUX CPEJICTB WIH MCUXOTPOMHBIX BEIIECTB, B (POpME IJIEKTPOHHBIX JOKYMEHTOB,
npumMmensitores ¢ 1 stsaBaps 2019 r.

53) penenTt Ha JleKApCTBEHHBIIl Mpenapar - MCIUIIMHCKHNA TOKYMEHT YCTaHOBJICHHOU (HOpMBI,
coJiepXKalliii Ha3HA4YCHHWE JICKAPCTBEHHOTO IperapaTta JUisi MEIUIIMHCKOTO TPUMEHEHHUs, BBIIAHHBIN
MEJUIIMHCKUM pabOTHUKOM B IIENSAX OTIyCKa JEKApCTBEHHOTO IMpemnapara WM €ro HM3TOTOBIEHUS U
OTITyCKa Ha OYMa)XHOM HOCHTEJIC WJIHM C COTJIACHs IMallMeHTa MU €ro 3aKOHHOTO IPEJICTAaBUTENS B opMe
AJIEKTPOHHOTO JOKYMEHTA, TMOAMMCAHHOTO C HCIOJB30BAHUEM YCHIICHHOW KBaIM(DUIIMPOBAHHON
AIIEKTPOHHOM TTOJIIHACH MEAMIIMHCKOTO paOOTHUKA, JTHOO JOKYMEHT YCTAaHOBJICHHOHN (OPMBI, CoAepKaImnuii
Ha3HAueHUE JIEKapCTBEHHOTO Tpernapara i BETEPUHAPHOTO MPHUMEHEHUsS, BBIIAHHBIM BETEPUHAPHBIM
pabOTHHKOM B IEISAX OTIyCKa JIEKAPCTBEHHOI'O IIpermapara WM €ro HM3TOTOBJIEHHS M OTIyCcKa Ha
OyMa)XKHOM HOCHTEIIE,;

54) TpeOGoBaHHMe MeIMIIHHCKONW OPraHM3AIMH, BeTEPUHAPHON OPraHU3AUMH - JOKYMCHT
yCTaHOBJICHHOU (HOPMBI, KOTOPBIN BBHITUCAH MEIUIMHCKAM WM BETEPUHAPHBIM PAOOTHUKOM, UMEIOIIUM



Ha 3TO TpaBO, U COJEPKHUT B MHUCBMEHHOW (Qopme yka3aHWe anTeyHOW OpraHu3aluu 00 OTIIyCKe
JIEKapCTBEHHOTO Tperapata WIM O €ro M3TOTOBJICHUHM W 00 OTImycKe Juisi oOecredeHus: JedeOHOro
mpoliecca B MEIUIIMHCKON OpraHu3alliy, BeTEpUHAPHON OpraHu3aIuiy,

Hudopmarys 06 NI3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaobps 2014 2. N 429-@3 cmamvs 4 nacmosweco DedepaiibHoco
3aKoHa 0onoaxeHa nyHkmom 55, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

55) komIulekcHas OIlCHKA JISKApCTBEHHOTO IIpenapara - OIEHKa 3aperuCTPUPOBAHHOTO
JICKapCTBEHHOTO TIperapaTa, BKIIOYAroImas B ce0s aHaiuu3 WHPOPMAIUU O CPAaBHUTEIBHON KIMHUYCCKOH
3¢ (HEeKTUBHOCTH B 0€30MaCHOCTH JIEKAPCTBEHHOTO IMperapaTa, OIeHKY SKOHOMHYECKHUX TOCIEeICTBUN €ro
MPUMEHCHHSI, U3YUCHHE JIOTIOTHUTEIBHBIX TOCIIEICTBHN MPUMEHEHHS JIEKAPCTBEHHOTO MTperapaTa B IesX
MNPUHATHS PEHICHU O BO3MOXHOCTH BKIIFOUEHUS JIEKAPCTBEHHOTO IperapaTra B IepeueHb KUIHEHHO
HEOOXOJMMBIX W BaXKHEHINUX JIEKAPCTBEHHBIX IIperapaToB, HOPMATHUBHBIC IPABOBBIC aKTHl W WHBIC
JIOKYMEHTBI, OMpEeNesSIoNie TOPSAOK OKa3aHUs MEIWIIMHCKOW TOMOINM, WM WUCKIIOYEHUS €ro U3
YKa3aHHBIX IIEPEYHS, aKTOB ¥ JIOKYMEHTOB;

Hndopmaris 06 M3MEHEHHSX:

Cmamus 4 oonoanena nynkmom 56 ¢ 1 aneaps 2018 . - @eoepanvuwiii 3axon om 28 oexabpsa 2017 2.
N 425-@3
56) cmcreMa MOHMTOPHHIA [BH)KEHHsI JIEKAPCTBEHHBIX NPENapaToB /ISl MeIUIHHCKOrO

npuMeHeHus - (eaepaipHas rocyJapcTBEHHAas HH()OpPMAIMOHHAS CHUCTEMa MOHHMTOPUHIA JIBHXKCHHUS
JIEKapCTBEHHBIX IPENapaToB Uil MEAWIMHCKOTO HPUMEHEHHsI OT IPOM3BOJUTENS JI0 KOHEYHOIO
noTpeOuTeNlsi C UCIOJb30BaHHEM B OTHOUICHHWU JIEKAPCTBEHHBIX IIpenapaToB ISl MEIMIIMHCKOTO
MPUMEHEHUSI CPEACTB HICHTU(HUKAIIIH.

TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC 4 HaCTOAIICTO QenepanLHor O 3aKOHa

I'naBa 2. [lo1Homouns ¢eaepajbHBIX OPraHOB HCIOJHUTEIbHON BJIACTH, OPraHOB
HCIOJIHUTEIbHOH BJIacTH cy0bekToB Poccniickoii Menepanuu npu odpameHun JeKapcTBeHHbIX
cpeacTB

Crarbs 5. ITlomHomouns QenepanbHBIX OPraHOB HCHOJHHUTEIBHON BIACTH TpU OOparieHuH
JIEKapCTBEHHBIX CPEJICTB
K momHoMoumsiM  ¢enepadbHBIX  OpPraHOB — HCIIOJHWUTENFHOW BJIACTH TpU  OOparieHun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3akonom om 22 oexabpa 2014 2. N429-d3 6 nynkm 1 cmamvu S nacmosueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mekcm nynkma 6 npeovloyujeil pedaKyuu
1) nmposenenue B Poccuiickoii ®denepanuu eIWHONW TOCYJAPCTBEHHON TMOJMTUKA B 00JaCTH
oOecrnievyeHus JeKapcTBEHHBIMU TIpenaparaMu rpaxjan B Poccuiickoii @enepanuy,

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N429-@3 ¢ nynkm 2 cmamvu S nacmosuwezo
DedepanvHoeo 3aKoHa 6Hecenvl usmeHenus:, ecmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyueil peoaKyuu
2) yrtBepkaeHue o0mux (apmaxkoneidHpx crarteid, GapMakoNeWHBIX ~CcTaTeidl, H3JaHHe
rocyJJapCcTBEHHOH (papmakorien, co3/JaHue U BeJIeHHe peecTpa papMaKonelHbIX CTaHAapTHBIX 00pa3IoB,;

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axonom om 25 uionsn 2012 2. N 93-D3 6 nynkm 3 cmamou 5 nacmosiweco PedepaiibHoco
3AKOHA 6HeCeHbl U3MEeHeHUs.

Cm. mexkcm nyHkma 6 npeovloyueil peoakyuu
3) ocylIecTBIEHHE TOCYIapCTBEHHOTO KOHTPOJIs (Ham3opa) B cdepe obOpareHus JIeKapCTBEHHBIX
CPEICTB;
4) MUIeH3UPOBAHUE TPOM3BO/ICTBA JICKAPCTBEHHBIX CPEACTB U (hapMaIleBTHUECKOM I TeTbHOCTH B
COOTBETCTBHH C 3aKOHOaTeIbcTBOM Poccuiickoit Mdemeparu;



CAPAHT:

Cwm. [lonmoxkenwe O JHMIIEH3WPOBAHWM MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB, YTBEPXKICHHOE
noctanoBiernem [ IpasutenscTBa PO ot 6 utonst 2012 r. N 686

Hndopmaris 06 13MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexadps 2014 2. N429-@3 ¢ nynkm 5 cmamvu S5 nacmoswezo
DedepanvHoeo 3aK0Ha 6Hecenbl usmeHenus:, scmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyujeil peoakyuu
5) opraHm3anus 3KCIEPTHU3bI JICKAPCTBEHHBIX CPEACTB, 3THYECKON SKCHEPTHU3bI BO3MOXHOCTH
MIPOBEJICHUS] KIIMHUYECKOTO MCCIIEIOBAHMS JIEKAPCTBEHHOTO TMpenapara JJisi MEAUIIMHCKOTO MPUMEHEHHUS,
OKCIIEPTU3Bl  JIOKYMEHTOB, MPEJCTABICHHBIX JUISI  ONpEJEJCHUsT BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIA TIpemnapar Jis MEIUIMHCKOTO TMPUMEHEHHS] IPU TOCYIAPCTBEHHOW perucTpanuud B
KauecTBe OpPaHHOTO JIEKAPCTBEHHOTO TIpenapara;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvsi 5 nacmoswezco DedepanvbHozo
3axoua oonoanena nynkmom 5.1, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

5.1) opraHuzanms OPOBEJCHUS KOMIUICKCHON OIICHKHM JICKApPCTBEHHOTO IIperapara B IIeJsX
MPUHATHSL PEIICHUH O BO3MOKHOCTH BKJIFOUYEHHS JIEKAPCTBEHHOTO IIperapara B IepeveHb KU3HEHHO
HEOOXOMUMBIX W BaXXHEHWINUX JIEKAPCTBEHHBIX IIperaparoB, HOPMATHUBHBIE IMPABOBBIE aKTHl U WHBIC
JOKYMEHTBI, OIpPEEISIONINe TOPSIOK OKa3aHWs MEIWIUHCKOW ITOMOIIM VI HWCKIIOYEHUS €ro u3
yKa3aHHBIX MepeyHs, aKkTOB U JOKYMEHTOB,

6) BbIIava pa3pelieHui Ha IPOBEICHNE KIMHNYSCKUX MCCIICIOBAHNH JIEKAPCTBEHHBIX MPEapaToB,
BeJIEHUE peecTpa BBIIAHHBIX pa3pelleHuil Ha MPOBEJIeHUE KIMHUYECKUX UCCIICOBAHHUN JIEKapCTBEHHBIX
Mperaparos.;

7) ToCymapCTBEHHAs pErHCTpallds JIEKAPCTBEHHBIX IIpErapaToB, BEJICHUE TOCYAapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB,;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim  3akonom om 22 oexkaops 2014 2. N429-O3 nynkm 8 cmamwvu S nacmosueco

DedepanbHo2o 3aKOHA U3N0JICEH 8 HOBOU pedaryuu, gcmynaioujeii 6 cuny ¢ 1 aneaps 2016 .

Cm. mexkcm nyHkma 6 npeovloyujeil peoaKyuu

8) opranmzanus u (WIK) MPOBEJACHHE MHCIEKTUPOBAHUS CyOBEKTOB OOpAaIleHHs JICKApCTBEHHBIX

CPEJICTB Ha COOTBETCTBHE IpaBujaM HaJJIeKalled TadopaTOpHON MPaKTUKH, TpaBHUIaM Haaexarnei
KJIIMHUYEeCKOW MPaKTHKH, IpaBHJIaM HaJUIeKalledl MpakTUKA XpaHEHWs U TEepPEBO3KU JIEKapCTBEHHBIX
MpernapaToB, MpaBUiaM HaAJeXalled TUCTPUOBIOTOPCKON MPaKTHUKH, MpaBHIaM HaJJIeKalled anTeqHon
MPaKTUKY;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvsi 5 nacmoswezco DedepanvbHozo
3axona oonoanena nynkmom 8.1, ecmynarowum 6 cuny ¢ 1 uronsa 2015 2.

8.1) opranmzanus u (HIH) IPOBEICHNE HHCIIEKTUPOBAHUS CYOBEKTOB OOpAIeHHUs JICKAPCTBEHHBIX
CPEJICTB Ha COOTBETCTBHE TpPeOOBAaHUSM IPABUI HAJIeKAIIed MPOU3BOJCTBEHHON MpPAKTUKH, BbIIaua
3aKIIFOYCHUH O COOTBETCTBHH MPOM3BOJMUTEINS JICKAPCTBEHHBIX CPEICTB TPeOOBAaHUSM  TPABUI
HaJyIeXkKalel Mporu3BOICTBEHHOU MPAKTUKY,;

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 cmamvs S nHacmosweco DPedepaiibHo2o
3axoua oonoanena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

8.2) ycraHOBJIeHHE TOpsAKa BEJACHHUS M BEJCHHUE TOCYIApPCTBEHHOIO peecTpa 3aKJIIOUCHHU O
COOTBETCTBHUH  TPOU3BOAMTENS  JICKAPCTBEHHBIX  CPEJICTB  TpPeOOBAaHUSAM  TIPAaBHJ  HaJIexkKarnei
MIPOU3BOJICTBEHHOU MPAKTHKHY,

9) rocymapcTBeHHAs! pErUCTPAIUS YCTAHOBIEHHBIX MPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IperapaToB
MpelebHBIX OTIIYCKHBIX IIeH Ha JKU3HEHHO HEOOXOJIUMBbIC M BaXKHEHIIMEe JIeKapCTBEHHBIC Mpenaparbl u
BEJICHUE TOCYapCTBEHHOTO peecTpa MPeJeIbHBIX OTITYCKHBIX IIeH IPOW3BOJMTEICH Ha JIeKapCTBEHHBIC
mpemapaTthl, BKIIOYEHHbIE B I[I€pEUeHb JKU3HEHHO HEOOXOJMMBIX U BaXXHEUINIUX JEeKapCTBEHHBIX
MperapaToB;

Hndopmarys 06 13MEHEHHSX:

Deoepanvrvim 3axonom om 13 urona 2015 2. N 241-D3 cmamwvs 5 nacmosweco DedepanvHoeo 3aKoHA
oonoanena nynkmom 9.1



9.1) cornacoBaHue MPOSKTOB PEIICHUN OPraHOB UCIIOJTHUTEIILHOW BJIACTH CyOBheKTOB Poccuiickoit
Oenepanuun 00 ycraHoBieHHH ¥ (MJIM) W3MEHEHUM TIPENENIbHBIX pPa3MEpOB ONTOBBIX HaI0aBOK U
MpelelbHBIX Pa3MEPOB PO3HUYHBIX HAA0aBOK K (AaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
MIPOU3BOIUTENSIMU JIEKAPCTBEHHBIX IIPENApaTOB, HA JIEKAPCTBEHHBIE NIPENapaThl, BKJIIOUYEHHBIE B [1€PEUEHb
JKU3HEHHO HEOOXOIUMBIX U BaXXHEHUINUX JIEKAPCTBEHHBIX MPENapaToB,;

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oexaops 2014 2. N 429-d3 nynxm 10 cmamvu 5 nacmosuwyeco
DeoepanbH020 3aKOHA U3N0JCEH 8 HOBOU pedakyuu, scmynatoujetl 6 cuny ¢ 1 urons 2015 a.

Cm. mekcm nynkma 6 npeovloyujeil peoaKyuu
10) ycraHoBiIeHHE TI0psi/IKa BBO3a JIEKAPCTBEHHBIX cpelcTB B Poccuiickyto Desiepalinio U BHIBO3A
JIEKapCTBEHHBIX cpeicTB U3 Poccuiickoit @enepannu;

Hudopmanys 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvsi 5 nacmoswezco DedepanvbHozo
3axona oonoanerna nynkmom 10.1, scmynarowum 6 cuny ¢ 1 urons 2015 2.

10.1) BbIaYa, yCTAaHOBICHHE MOPSKA BhIIAYU U (POPMBI JIOKYMEHTA, KOTOPBIN MOJITBEPHKIALT, YTO
MIPOM3BOJICTBO JIEKAPCTBEHHOTO TIperapaTa OCYIIECTBICHO B COOTBETCTBHH C TPEOOBAHUSMH TIPABHUIT
HajyIeXkKaleld  MPOU3BOJCTBEHHOW TMPAKTUKH, W TOMJSKHUT TMPEICTAaBICHHIO TO TpeOOBaHUIO
YIIOJTHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN Iperapar;

TAPAHT:

CM. AIMUHHUCTPATUBHBIA perjaMeHT 1o MpeacTaBieHuto MunnpomtoproM Poccuu rocygapcTBeHHOM
YCIIYTH IO BblJaue JOKYMEHTA, KOTOPBIM MOATBEPKIAET, YTO MPOU3BOJICTBO JEKAPCTBEHHOIO Mperapara
JUTSL MEAMIIMHCKOTO MPUMEHEHUS OCYIIECTBIIEHO B COOTBETCTBUU C TPeOOBAHMSIMU ITPABHII HAJIeKaIIen
MPOU3BOJICTBEHHOMN MPAKTUKH, U MOJJIEKUT IPEICTABICHUIO 110 TPEOOBAHUIO YIIOJHOMOYEHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3HUTCS JIEKAPCTBEHHBIM Mpemnapar, yTBEpKICHHBIA Npuka3oM MuHIpoMTopra
Poccun ot 31 nexabpst 2015 r. N 4369

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axkonom om 13 wons 20152, N 241-@3 6 nynxm 10.2 cmamvu S nacmosweco
DedepanbHo0 3aKOHA 8HeCeHbl U3MEHEHUs.

Cm. mekcm nynkma 6 npeovloyujeil pedaKyuu
10.2) Bbigaua, yCTAHOBJICHUE TMOPSJKA BbIAYd M (OPMBI TJOKYMEHTa, COJEPIKAINETO CBEIACHUS O
CTaUSIX TEXHOJOTMYECKOIo Ipoliecca MPOU3BOJICTBA JIEKAPCTBEHHOI'O CpEJICTBA JUISI MEIUIMHCKOIO
MIPUMEHEHHUsI, OCYIIIECTBIIIEMBIX Ha TeppuTopun EBpazuiickoro SKOHOMUYECKOTO COI03a,;
TAPAHT:

CM. AnMuHHCTpaTUBHBIA persiaMeHT MuHnpoMTtopra Poccnn 1o mpenocTaBlieHHIO TOCYAapCTBEHHOM
YCIYTH TI0 BBIJAYe JOKYMEHTA, COJEPIKAIlero CBEJACHUS O CTAJWSX TEXHOJIOTMYECKOTro IIporiecca
IPOU3BOJICTBA JIEKAPCTBEHHOIO CPEACTBA ISl METUIIMHCKOIO INPUMEHEHUS, OCYIIECTBISIEMBIX Ha
TeppuTOpUU EBpazuiickoro 3KOHOMHYECKOTO CO¥03a, YTBEPKACHHBIN MprKkazoM MuHnpomtopra Poccun
ot 31 nexabps 2015r. N 4368

11) co3manre COBETOB IO BOIIPOCAM, CBSI3aHHBIM ¢ O0paIlicHHEM JIEKAPCTBEHHBIX CPEJICTB,;

12) arrectanus u cepTuUKaIUS CIICIUATUCTOB;

13) yrparui cuiy;

Hndopmarys 06 M3MEHEHHSX:

Cm. mexem nynkma 13 cmamvu 5

Deoepanvrvim 3akoHom om 22 Oexabdps 2014 2. N429-D3 nynxm 14 cmamvu S nacmosuezo
DeoepanbH020 3aKOHA U3N0JCEH 8 HOBOU pedakyuu, scmynatoujetl 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm nynkma 6 npeovloyujeil peoaKyuu

14) ocymectBieHue hapMakoHaI30pa;

15) yyactue B MEXIYHAPOTHOM COTPYIHUYECTBE;

16) moydeHre MO 3ampocaM YHOJTHOMOYEHHOTO (eepabHOr0 OpraHa WUCIOJHUTEIBHONW BIACTH
OT OpraHOB HCIIOJIHUTEIbHOW BiacTH cyOBeKTOB Poccuiickoit ®Denepamwu, a Takke OT CyOBEKTOB
oOpalleHusl JIGKQpCTBEHHBIX CPEACTB JUIS MEAMIIMHCKOTO TpPHUMEHEHUs WHQOpMAIMH IO BOIpocam
YCTAHOBJICHUS ¥ IPUMEHEHMS 1IEH Ha JIEKapCTBEHHBIE MTpernapaThl U HaJ0aBOK K HUM;

17) mnpumeHeHHMe Mep OTBETCTBEHHOCTH 3a HapyIICHHWE 3aKOHOJATelbCcTBAa Poccuiickoi
®Denepanuu;



Hudopmarys 06 NI3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaobps 2014 2. N 429-@3 cmamvs S nacmosweco DPedepaiibHoco
3axona oonoanena nynkmom 18, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

18) yrTBepkJcHHME TpaBUJI HaUIeXKaAIICH JaO0OpATOPHON TMPAKTUKH, T[PaBUI  HaJJIeKaIeH
KJIMHUYECKON MPAKTUKHW, TPABUIT HAJJICKAIIEH TPOWU3BOJICTBEHHON MPAKTHUKH, TPABWIT HAJJICKAIIEH
MPaKTUKUA XPAaHEHUS W TIEPEBO3KH JIEKApPCTBEHHBIX MPEenapaToB, MPaBUII HAJIekKAIeld TUCTPUOBIOTOPCKON
MPaKTUKH, [TPaBUII HAJJICKAICH anTeuyHOW MPAaKTHKH, IPABHJI HaJUIeXkKalleld MpakTUKH (apMaKoHAI30pa
JIEKapCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO TPUMEHEHUS;

Hudopmarys 06 M3MEHEHMSX:

Deoepanvrvim 3akonom om 22 oexaobps 2014 2. N 429-D3 cmamovs S nacmosweco DPedepaiibHo2o
3axona oonoanena nynkmom 19, ecmynarowum 6 cuny ¢ 1 urona 2015 2.
19) ycraHOBiIeHHE TOpPSIKAa (OPMHUPOBAHUS PETUCTPAIMOHHOTO JOChe Ha JIEKAPCTBEHHBIN
mpenapar u TpeOoBaHUM K JOKYMEHTaM B €r0 COCTaBe,

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexadbps 2014 2. N 429-@3 cmamwvsi 5 nacmoswezco DedepanvbHozo
3axona oonoanena nynkmom 20, scmynarowum 6 cuny ¢ 1 urons 2015 2.
20) yTBepXIeHHE TIPaBWI PAIMOHAIBLHOTO BBHIOOpAa HAUMEHOBAHHUM JICKAPCTBEHHBIX IpEHapaToB
JUTSL METUITUHCKOTO TIPUMEHEHHUS,

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaobps 2014 2. N 429-@3 cmamovs S nacmosweco DPedepaiibHo2o
3axoua oonoanena nynkmom 21, ecmynarowum 6 cuny ¢ 1 urona 2015 2.
21) yTBepIKICHUE TIepeyHs HANMEHOBAHHIN JIEKAPCTBEHHBIX (OPM;

Wudopmarys 06 N3MEHEHMSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 cmamvs S nacmosweco DPedepaiibHo2o
3aKoHa 0onoxena nynkmom 22, scmynarowum 6 cuiy ¢ 1 urons 2015 2.
22) (¢opMupoBaHHE peecTpa THIOBBIX HHCTPYKIUH IO MEIUIIMHCKOMY PUMEHEHHIO
B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPENapaTos,;

Wudopmanys 06 M3MEHEHWSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvsi 5 nacmoswezco DedepanvbHozo
3aKoHa 0onoanena nyHkmom 23, ecmynarowum 6 cuny ¢ 1 urona 2015 2.
23) yTBepkJcHUE TpeOOBaHMM K MHCTPYKIIMH TO MEIUIIUHCKOMY MPUMEHEHHIO JICKAPCTBEHHBIX
MpenapaToB U K MHCTPYKIIMHU 110 BETEPHHAPHOMY ITPHUMEHEHHIO JICKAPCTBEHHBIX MPENapaTosB;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvsi 5 nacmoswezco DedepanvbHozo
3axkona oonoinena nynkmom 24, scmynarowum 6 cuny ¢ 1 urons 2015 2.

24) nocyneOHOe 3aKphITHE CaWTOB, COAEpXKAIMX HH(GOPMAIMIO O PO3HHUYHOM IPOJaXKe
JTUCTAHIIMOHHBIM CTIOCOO0M, Mpeaio’)KeHue O MPUOOPETEHUH AUCTAHIMOHHBIM CIIOCOOOM, JOCTaBKe
JMCTAHIIMOHHBIM crtocoboM W (wiu) mepenavye (PU3NUIESCKOMY JIMILY JUCTAHIIMOHHBIM CIOCOOOM
JICKapCTBEHHBIX  TpENaparoB, HAPKOTHYECKUX JIGKAPCTBEHHBIX IMpEmapaToB MW  MCHUXOTPOIMHBIX
JIEKapCTBEHHBIX IperaparoB, 3a UCKIIOYEHUEM CIIydaeB, ycTaHOBIeHHBIX IIpaBurenpcTBoM Poccuiickoit
Oenepanui.

TAPAHT:

CmM. KOMMCHTAapHH K CTaTbC 5 HaCTOAIICTO CDez[epanLHoro 3aKOHa

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axonom om 13 wurona 2015 2. N 233-D3 nacmoswuii @edepanvhbiil 3aKOH OONOIHEH
cmamveti 5.1

Cratea 5.1. Ilepenaua ocyiecTBiIeHHs] MOJTHOMOYHH (efepalbHBIX OPraHOB HCIOTHUTEIHHOM
BJIACTH TIpH OOpaIlleHWH JIEKAPCTBECHHBIX CPEJICTB OpraHaM HCIOJHUTEILHOW BIACTH

cyobekToB Poccuiickoit deneparu
[TotHOMOYHS (eepabHBIX OPraHOB HCIIOJIHUTEIBHON BIIACTH TPU OOpAIEHUH JIEKapCTBECHHBIX
CPeICTB, TMpeayCcMOTpeHHble HacTosmmM @DenepalbHBIM  3aKOHOM, MOTYT TepelaBaTbCs IS
OCYIIIECTBJICHUSI ~ OpraHaM  HWCIIOJHUTENBHOW  BiactTh  cyObekToB  Poccmiickoii ~ ®Deneparuu
noctanoBneHusMu [IpaButensctBa Poccniickoit denepanuu B mopsiike, ycraHoBieHHOM DenepaibHbIM



3akoHOM OT 6 okTs0ps 1999 roga N 184-®d3 "OO6 oOmmX NpUHIMIIAX OpPraHU3AIMH 3aKOHOJATEIbHBIX
(peacTaBUTENBHBIX) W HCIOJHUTEIBHBIX OPraHOB TOCYIApCTBEHHOM BJIacTH CyOBEKTOB Poccuiickoit
Oepepanun’”.

[APAHT:

CwM. KOMMCHTAapHH K CTAaTbC 51 HaCTOsSIIECTrO CDez[epaanoro 3aKOHa

Crartps 6. [ToTHOMOUYMSI OpraHOB HCHOTHUTENBHOM BiacTu cyobekTa Poccuiickoit @eneparuu npu

0OpallleHNN JIEKAPCTBEHHBIX CPEJICTB

K mnonHomounsM opraHoB HCHIONHUTENbHOW BiacTu cyObekTa Poccuiickoit ®deneparuu mnpu
OOpaleHNN JIEKAPCTBEHHBIX CPEJICTB OTHOCSATCSL:

1) pa3paboTka u peanu3anus peruOHATBHBIX IPOTPaMM 00eCIIeUeHNsT HaceIeH!sI JIeKapCTBEHHBIMH
Ipenaparamy;

2) yCTaHOBIICHUE TPE/ICIbHBIX pa3MepPOB ONTOBBIX HAJI0aBOK U MPEIETBHBIX Pa3MEPOB PO3ZHUYHBIX
HaM0aBOK K (PaKTHYECKUM OTITYCKHBIM II€HAaM, YCTaHOBJICHHBIM IIPOW3BOJUTENSIMH JICKApPCTBEHHBIX
IpernaparoB, Ha JIEKapCTBEHHBIE IIpernapaThl, BKIIOYEHHBIE B I€PEUYCHb KXU3HEHHO HEOOXOJUMBIX H
BaXHEHIIMX JIEKAPCTBEHHBIX IIPENApaToB,;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 25 utonsn 2012 2. N 93-D3 6 nynkm 3 cmamovu 6 nacmosiueco PedepaiibHo2o
3AKOHA 6HeCeHbl U3MEeHeHUs.
Cm. mexkcm nyHkma 6 npeovloyujeil peoakyuu
3) OCyIIeCTBICHHE PETHOHAIBLHOTO TOCYJapCTBEHHOTO KOHTPOJSL 3a TPUMEHEHHEM IIeH Ha
JIeKapCTBEHHBIE TIpenapaThl, BKJIIOYEHHBIE B I€peueHb JKU3HEHHO HEOOXOJUMBIX U BaKHEHIIHX
JIEKapCTBEHHBIX IIpenaparoB, OpraHu3alMsIMH ONTOBOW TOPrOBIIM, AaNTEUYHbIMH OpraHU3aALUSIMH,
VHIUBUAYATBHBIMU TPEIIPUHAMATEISIME, UMEIOLTUMHE JTUIIEH3UIO Ha ()apMalleBTHUECKYIO IS TeTbHOCTD;

Hudopmarys 06 M3MEHEHUSX:

Cmamovs 6 oononnena nynkmom 4 ¢ 1 aneaps 2018 2. - Deoepanvuwviii 3axon om 29 uons 2017 2.
N 242-D3

APAHT:

[Tonoxenus nmynkta 4 crath 6 (B penakuuu Denepanbaoro 3akona oT 29 utons 2017 r. N 242-®3) B
YyacT, Kacaromeicss (OpMHUpPOBaHMS M BBIJAYM PEIENTOB HA JIEKAPCTBEHHBIE Iperaparhl, COJAepIKaIiue
Ha3HAYECHUE HAPKOTUYECKUX CPEJICTB MU TICHXOTPOITHBIX BEMIECTB, B (pOpMe AIIEKTPOHHBIX TOKYMEHTOB,
npumensitores ¢ 1 suBaps 2019 r.

4) npuHsATHE pelieHus 00 HCIOJIB30BAHUU Ha TeppuTOpHHM CyObekTra Poccuiickoit denepariuu
HapsIy ¢ pelentamMmy Ha JIEKapcTBEHHBIE Mpenaparthl, 0o(pOpMICHHBIMU Ha OyMa)kKHOM HOCHTEJIE, PEeLeNTOB
Ha JIEKapCTBEHHBIE TTpernapaThl, cQOPMUPOBAHHBIX B (POpME JIEKTPOHHBIX TOKYMEHTOB.

TAPAHT:

Cwm. KOMMCHTApHHU K CTATbC 6 HaCTOAIICTO QenepanLHor O 3aKOHa

I'naBa 3. N'ocynapcTBennasi papmaxomnest

Cratbs 7. Pa3paboTka 1 u3ianue rocyapcTBEHHOM papMakomnen, pa3MelieHne JaHHBIX O Helt
1. Tlox rocymapcTBeHHOH (apmakorieeli MOHHMAETCs CBOJ OOImMUX (apMaKoONeHHBIX cTaTed u
(hapmaKomelHbIX cTaTei.

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexkaops 2014 2. N 429-DP3 6 uacmv 2 cmamvu 1 nacmosweco
DedepanvHoeo 3aKoHa 6Hecenbl usmeHenus:, ecmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

2. Paszpaborka oOmux QapMakonelHbIX cTaTe W (apMakoONeHHBIX cTaTred, B TOM YHCIIE
(dapmakomeiHbpIX cTaTeil Ha (QapMakomeiiHble CTaHIApPTHBIE OOpa3lbl, W BKIIOUEHHE WX B
TOCYJApPCTBEHHYIO ()apMaKoIero OCYIIECTBISIOTCS B TIOPSJIKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM
(denepatbHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexkaops 2014 2. N 429-DP3 6 uacmv 3 cmamvu 1 nacmosweco



DedepanvHo2o 3aKona 6HeceHbl usmeHenus, scmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

3. Pa3zpaboTka (apMakoIeiHOW cTaThl HA pe)epPeHTHEIN JIeKapCTBEHHBIN ITperapaT U BKIIOUCHHUE
€e B TOCYJapcTBeHHYIO (papMakomero B TEUYEHHE CpOoKa JIEHCTBHUS 3alIUThl UCKIIOYUTEIHLHOTO IIpaBa,
YIIOCTOBEPEHHOTO TaTeHTOM Ha pe)epeHTHBIN JIEKApCTBEHHBIN IMpernapar, OCYIIECTBISIOTCS C COTJIACHS
€ro pa3paboTymKa.

4. TocynmapctBeHHass (apmakomess W3MaeTCS  YIIOJHOMOYEHHBIM  (pe/lepalbHBIM — OPraHOM
WCTIOJHUTEIBHOM BIIACTH 3a CUET CPE/CTB (peiepalbHOrO OIO/IKeTa U MOAJISKUT Teper3IaHusIM He pexe
YeM OJIMH pa3 B IATh JIET, B MEPHOJ MEXAY KOTOPHIMU H3IAIOTCS MPHIJIOKEHUS] K TOCyJapCTBEHHON
dapmakoriee, cojepxamue o60mue ¢dapMakorneiinple craThi W (W) (dapMakoleWHbIe CTaThH,
YTBEepKJICHHBIE TTOCIIE W3AaHUs WU TIEPE3/IaHus TOCy1apcTBEHHOU (hapMaKoIIeH.

5. VmonHoMoueHHBIH (enepanbHbIi OpraH HCHOJHUTENBHON BIIACTH pa3MelaeT JaHHBIE O
rOCyIapCTBEHHOU (hapMaKoIliee W MPUIOKEHUIX K Hel Ha CBoeM o(HImaisHOM caiite B cetd "MHTepHET"
B YCTAaHOBJICHHOM UM TIOPSIJIKE.

TAPAHT:

CM. KoMMeHTapuu K cTaThe / HacTosiero deepaabHOro 3aKOHA

I'naBa 4. I'ocyaapcTBeHHBII KOHTPOJIb IPH 00palleHHH JIEKAPCTBEHHBIX CPeICTB

Crarba 8. .HI/II_ICHSI/IpOBaHI/Ie IMPOU3BOJACTBA JICKAPCTBCHHLIX CPCIACTB U (I)apMaHeBTquCKOﬁ
JCATCIIBHOCTH
1 .HI/II_ICHBI/II)OBB,HI/IC IpOU3BOJACTBA JICKAPCTBCHHBIX CPCIACTB U (bapMaueBTqucxoﬁ JACATCIIbHOCTH
OCYHICCTBIACTCA B COOTBETCTBUHU C 3aKOHOIATCIILCTBOM Poccuiickoit (De/:[epaulm.
APAHT:

Cwm. [lonmokeHwe © JHMIIGH3WPOBAHWW MPOM3BOJCTBA JIGKAPCTBEHHBIX CPEJCTB, YTBEPIKICHHOE
noctanoByierareM IIpaButenscTBa P® ot 6 urons 2012 r. N 686

2. OOs3aTeNbHBIM yCIIOBHEM TIPEJAOCTABICHHS JIMIICH3WMH Ha IPOW3BOJCTBO JIEKAPCTBEHHBIX
CPEJICTB SIBISICTCS] MPUJIOKEHUE K 3asBIICHUIO COMCKATENs JTUIICH3UU TEepedHs JIEKApCTBEHHBIX (OpM U
(wm) BUAOB (apmareBTHUECKUX CyOCTaHIMi, KOTOpbhIe TPOU3BOIUTENb JICKAPCTBEHHBIX CPEICTB
HaMepeH MPOU3BOIUTE.

3. B cirydyae HEOOXOIMMOCTH pacIIMPEHHS TIPOU3BOICTBA JIGKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIeKapCTBEHHBIX ()OPM U BHJIOB (papMarieBTHUECKUX CyOCTaHIIUN MPOU3BOIUTENH JIEKAPCTBEHHBIX CPEJICTB
JIOJDKEH TIOYYUTh HOBYIO JIMIICH3HIO Ha TIPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB.

TAPAHT:

CM. KOMMEHTapHH K cTaThe 8 HacTosIero deaepaibHOrO 3aKOHA

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axorom om 25 urons 2012 2. N 93-D3 cmamuvs 9 nacmosueco Dedepanvrozo 3axona
UBNI0JICEHA 8 HOBOU PeOaKYUU

Cm. mekcm cmambuu 6 npeovioyujeti peoaxKyuu
Crartba 9. ['ocynapcTBeHHBIH KOHTPOIIb (HaA30p) B chepe oOpallieHus JIEKapCTBEeHHBIX CPEJICTB
1. T'ocymapcTBeHHBINH KOHTPOJIb (Ham30p) B chepe oOpaliieH sl JIEKapCTBEHHBIX CPEJICTB BKIFOYACT
B ce0s:
1) NUIEH3WOHHBIA KOHTPOJh B cdepe MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB M B cdepe
(apMareBTHIECKO! e TeNbHOCTH,
2) penepanbHBIA rocy1apCcTBEHHBIN HA30p B chepe oOpalneHus JIeKapCTBEHHBIX CPEJICTB;

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim  3akonom om 22 oexaobps 2014 2. N 429-D3 uacmv 1 cmamvu 9 nacmosweco
Deoepanvroeo 3akona oononnena nynkmom 3, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
3) BBIOOPOYHBIM KOHTPOJIb Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB.
2. JIuneH3WOHHBI KOHTPOIh B cdepe MpOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(bapMareBTHUECKOW  JIESITETFHOCTH  OCYIIECTBIISIETCS  YIOJHOMOUYCHHBIMH — (elepabHBIM ~ OpPraHOM
WCTIOJTHUTENILHOW BJIACTH M OpraHaMu HCHOJHUTEIbHOW Biactu cyObekToB Poccuiickoit deneparuu



COIJIACHO WX KOMIIETEHIIMHU B MOpsi/IKe, ycTaHOBIEHHOM DejiepanbHbiM 3akoHoM oT 26 aekadps 2008 roxa
N 294-®3 "O 3ammure m0paB OPUIAYECKHX JHUIl W WHIWBUAYATBHBIX TMpEAIpHHUMATEICH TIpH
OCYIIECTBIICHHMH TOCYAapCTBEHHOTO KOHTPOJS (Haa30opa) W MYHHUIMIATBHOTO KOHTPOJIA', C YYeTOM
0cOOEHHOCTEH OpraHu3aIluy U MPOBEJICHUS IIPOBEPOK, YCTAHOBICHHBIX DejiepallbHBIM 3aKOHOM OT 4 Mast
2011 roga N 99-®3 "O nuneH3upoBaHUH OTAEIBHBIX BUIOB JIEATEILHOCTH .

TAPAHT:

CM. AJIMUHUCTPAaTUBHBIM periiaMeHT ucnoiHeHuss MuHnpomToproM Poccum rocynapcTBeHHON
(GYHKIIMM 10  OCYIIECTBIEHUIO JIUIEH3UOHHOTO KOHTPOJS JESTEJbHOCTH IO IMPOU3BOJACTBY
JIEKApCTBEHHBIX CPEJCTB JJIsl MEIUIIMHCKOTO MPUMEHEHUS, YTBEPKIACHHBIN MpukazoM MuHIpomTOpra
Poccun ot 4 oxts16ps 2013 r. N 1607

3. OenepanbHbIi TrocylapcTBEHHBIH Haa30p B cdepe oOpaleHHs JIeKapCTBEHHBIX CpPEJCTB
OCYIIECTBIIACTCS YIOJHOMOYCHHBIMU (pellepalibHBbIMH OpraHaMH HCIOJHUTENIbHOM BiacTh (naiee -
OpraHbl TOCYIApCTBEHHOTO HAJA30pa) COIIACHO WX KOMIIETEHIIMHM B TIOPS/IKE, YCTaHOBJICHHOM
IIpaBuTenscTBOM Poccuiickoit Denepanu.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim  3axonom om 22 oexaobps 2014 2. N 429-D3 yacmv 4 cmamvu 9 nacmosiweco
DedepanvHo2o 3aKOHA U3L0ACEHA 8 HOBOU pedakyuu, ecmynatouetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

4. ®depnepanbHBIA TOCYJAapCTBEHHBIH HaI30p B cdepe oOpaieHus JIEKAPCTBEHHBIX CPEICTB
BKJIIOYAET B ceOsl:

1) opranm3anmo U MPOBEJICHUE TPOBEPOK COOJIOJACHUS CyObEKTaMU OOpPAICHHUS JICKapCTBECHHBIX
CPEJICTB YCTAHOBJIEHHBIX HacTosmuM DenepanbHbIM 3aKOHOM M NPUHSTHBIMA B COOTBETCTBUU C HUM
WHBIMA HOPMATHBHBIMHM INPaBOBbIMU akTamu Poccuiickoit ®enepannu TpeOOBaHUN K JOKIMHUYECKUM
WCCIIEIOBAHUSM JIEKAPCTBEHHBIX CPEJICTB, KIMHMYECKUM HCCIIEOBAHUSIM JIEKApPCTBEHHBIX IIPEraparos,
XpaHeHHIo, epeBo3ke, BBO3y B Poccuiickyro denepaninio, OTIYCKY, pean3aluu JeKapCTBEHHBIX CPEJICTB,
MIPUMEHEHHIO JIEKAPCTBEHHBIX MPENapaToB, YHUUTOKEHUIO JIEKAPCTBEHHBIX CPEJCTB, a TaKkKe COOII0IEHUs
YIIOJTHOMOYEHHBIMH OpraHaM¥ HCIIOJTHHUTEIhHOU BiacTH CyOBeKTOB Poccuiickoit denepannu MeTOIUKA
YCTAHOBJICHUS MIPe/IeIbHBIX Pa3MEPOB ONTOBBIX HAJI0ABOK U MpPEIEIbHBIX Pa3MEPOB POSHUUHBIX HAJ0ABOK
K (pakTHYeCKHM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJAUTEIISIMH JIEKAPCTBEHHBIX MPENaparoB, Ha
JIEKapCTBEHHbIE IIpenapaThl, BKIIOUYEHHbIE B II€peueHb JKU3HEHHO HEOOXOJUMBIX U BaKHEHIIHMX
JICKapCTBEHHBIX IpenapaToB (jajnee - o0s3arebHbIe TPeOOBaHUSN);

2) OpraHu3aI|Io U MIPOBECHUE TIPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJCTB, HAXOISIIMXCS B
CPaKIaHCKOM 000pOTE, YCTAaHOBJIECHHBIM TPEOOBAaHUSIM K UX KAUECTBY;

3) opraHu3aIuio 1 npoBeicHue papMakoHaI30pa;

4) mpuMeHeHHe B TIOPSIJIKe, YCTAaHOBJICHHOM 3aKOHOJaTeIbcTBOM Poccuiickoii denepanuu, Mep 1mo
MPECEUYCHUIO BBISBICHHBIX HApYIICHUU 00s3aTelbHBIX TpeOOBaHUN W (MJIM) YCTPAHEHHUIO IMOCIE/ICTBHI
TaKUX HapyIIeHW, B TOM 4YHCJIE MPUHSATHE pEIIeHUs O HaXOXJIECHUU JIEKAPCTBEHHBIX CPEJICTB B
oOpailneHuy, BIIauy MpeAnucanuii 00 yCTpaHeHUH BHISIBJICHHBIX HApYIICHHN 00s3aTeIbHBIX TpeOoBaHUM
Y IpUBJIEYEHHNE K OTBETCTBEHHOCTH JIUII, COBEPIIMUBINUX TaKHe HAPYIICHHUS.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim  3akonom om 22 oexaobps 2014 2. N 429-D3 yacmv S5 cmamvu 9 nacmosiweco
DeoepalibH020 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, cmynaroujeti 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

5. @enmepalbHBIIl TOCYIAapCTBEHHBI Ham30p B cdepe oOpalleHus JTeKapCTBEHHBIX CPENICTB
OCYIIIECTBIISIETCS B TOpsIKe, ycTaHOBIeHHOM Denepansabiv 3akoHoM oT 26 aexadpst 2008 roma N 294-D3
"O 3amuTe MpaB IOPUANYECKHUX JIMIl U WHAMBHIYAIBHBIX MpeANpUHUMATENeH MpU OCYIIEeCTBICHUN
rOCYJapCTBEHHOTO KOHTposiss (Haa30pa) W MYHHUIMIIAIHLHOIO KOHTPOJIA', C Y4eTOM OCOOEHHOCTEH,
YCTaHOBJICHHBIX HACTOSAIIEH cTaTheil. [IpeqBapurenpHoe coriacoBanme ¢ opraHaMy IPOKypaTyphbl CPOKOB
MPOBEJICHUS] BHEIIAHOBOK IPOBEPKH CYOBEKTOB oOOpallleHus JIEKapCTBEHHBIX CpPEJICTB, a TakKxke
MpeIBApUTENHHOE YBEJIOMJICHHE FOPUIMYECKUX U, WHIANBUAYAIBHBIX MpeIIpUHUMATENCH O Hayaie
MpOBEJIEHUs] ATOH NpoBepku He Tpedyercs. OpraHbl HPOKypaTypbl H3BELIAIOTCS O IPOBEICHUU
BHEIIJIAHOBOW TMPOBEPKH CYOBEKTOB OOpallleHUs JIEKAPCTBEHHBIX CPEJICTB TOCPEICTBOM HaMpPaBJICHUS
COOTBETCTBYIOIIUX JOKYMEHTOB B TE€UEHHE TpeX padouux JHEW ¢ MOMEHTAa OKOHYAHUS IPOBEJICHUS
yKa3aHHOU BHEIUIAHOBOU MPOBEPKH.

6. JloibKHOCTHBIE JHMIIa OpraHa TOCYJAapCTBEHHOIO HaJa30pa B HOpSAKE, YCTAHOBICHHOM



3aKoHOJaTeNsLCTBOM Poccutickoit denepannu, UMEIOT MPaBo:

1) momy4yath Ha OCHOBAaHMHM MOTHBHPOBAaHHBIX MHUCBMEHHBIX 3alPOCOB OT CYOBEKTOB OOpaIlCHHS
JIEKapCTBEHHBIX CPEJCTB, OPraHOB HWCIIOJIHHUTEIbHOW BiIacTu cyObekToB Poccuiickoit ®enepanuu u
OpraHOB MECTHOTO CaMOYTIpaBICHUs JOKYMEHTHI © HWH(MOpMAIMIO TI0 BOMpOcaM OOpaIeHHs
JIEKapCTBEHHBIX CPEJICTB;

2) OecCHpemsaTCTBEHHO 110 WPEAbSBICHUHA CJIy)KeOHOTO YyIOCTOBEPEHHMS M KOIUH IIpUKa3a
(pacrmiopsi’keHuUs1) opraHa rocyJapCTBEHHOTO HaJ30pa O Ha3HAYCHHWH MPOBEPKH TOCEIATh UCIIOJIb3yeMble
IOpUMYECKUMH  JIMIIAMH, WHAUBUAYAIbHBIMH TpEANPUHUMATENSIMU, SBJSIIOIIUMUCS — CyOBbEeKTaMu
oOpartneHust JIEKapCTBEHHBIX CPEJICTB, MPH OCYIIECTBICHUH CBOCH NEATEIbHOCTH TEPPUTOPUH, 3/aHUS,
MTOMEIIIEHUSI U COOPY>KEHHUS B LIEJISIX MIPOBEJICHUSI MEPOTIPUATUN IO KOHTPOJIIO;

3) npoBOIUTH OTOOpP 0OpPA3IOB JIEKAPCTBEHHBIX CPEJICTB, MPEJIHA3HAYCHHBIX JIUIS pead3alldd |
peanuzyeMbIX cyObeKTaMu 0OpaIlleHusl IEKApCTBEHHBIX CPEJICTB, AJISl IPOBEPKU UX KauyecTBa, IPOBEICHUS
WCCIIeIOBAaHMI, WCHBITAHUH B COOTBETCTBHH C TMpaBWIaMH OTOOpa 00pasioB, YCTaHOBIECHHBIMU
YIIOJTHOMOYEHHBIM (hejiepalbHbIM OPTaHOM HCTIOJTHUTEIBHOM BIIACTH;

4) BbIaBaTh CyOBeKTaM OOpAICHUs JIEKAPCTBEHHBIX CPEJCTB MPEIAMHUCAHHUS O TpPEKpalleHHH
HapyIIeHUH 00s3aTeNbHBIX TPeOOBaHWA W OO0 YCTpPAaHEHHWH BBISBICHHBIX HApPYIICHHH OOS3aTeIhbHBIX
TpeOOBaHUH;

5) HampaBnsATh B YIOJIHOMOYCHHBIE OpraHbl MaTephalibl, CBA3aHHBIC C HAPYIICHUAMH
00s13aTeNbHBIX TPeOOBAaHUMU, IS PEIIeHHS BOMPOCOB O BO30YXKICHHH YTOJIOBHBIX JEN MO IpHU3HAKaM
TIPECTYIICHUH.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 cmamvss 9 nacmosweco DPedepaibhoco
3akona oononnena wacmoio 1, scmynaroueii 6 cuny ¢ 1 urons 2015 2.

7. BBIOOpOUHBIN KOHTPOJIb KaUeCTBa JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS YIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HUCHIOJHUTENIHHOM BJIACTH B YCTAHOBJIIEHHOM MM I0OPSI/IKE U BKIIOUAET B ceOsl:

1) 06paboTKy cBeJcHHMIA, B 00s3aTEIBHOM IOPS/IKE MPEIOCTABIIEMBIX CYObEeKTaMH OOpaIleHus
JIEKApCTBEHHBIX CPEJICTB, O CEpPUsSIX, MAPTHUSAX JIEKAPCTBEHHBIX CPEJICTB, MOCTYMNAIOIIUX B TPakIaHCKUN
ob6opot B Poccuiickoit deneparuu;

2) oTtO0op 00pa3IOB JEKAPCTBEHHBIX CPEJCTB y CYOBEKTOB OOpAICHUS JICKAPCTBEHHBIX CPEJCTB B
LEeJSIX MPOBEJCHUS HCIBITAHUM Ha MX COOTBETCTBHE TpeOOBAHMUSIM HOPMATUBHOHN JIOKyMEHTAllUU WU
HOPMAaTUBHBIX JOKYMEHTOB,

3) npuHATHE 0 pe3ysibTaTaM IPOBEJICHHBIX MCIBITAHUN PEIICHHs O JTaJbHEHIIEM TPaXKIaHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O CPENICTBA,;

4) TpUHATHE YINOJHOMOYEHHBIM (efiepabHbIM OpPraHOM HCIOJHUTEIBHOW BIIACTH PEIICHHS O
MepeBo/ie JeKapCTBEHHOTO CPEeICTBa Ha MOCEPUHHBIN BBIOOPOUYHBIM KOHTPOJIb KadecTBa JIEKAPCTBEHHBIX
CPEICTB B Clly4ae ITOBTOPHOTO BBISBIICHUS HECOOTBETCTBHSI KauecTBa JIEKQpPCTBEHHOTO CpEJCTBa
YCTQHOBJICHHBIM TpeOoBaHUsM ¥ (IpU HEOOXOJUMOCTH) O TPOBEpPKEe CyObEeKTa OOpalieHHs
JIEKapCTBEHHBIX CpeACTB. Pacxoipl, CBS3aHHBIE C MPOBEJCHUEM ITOCEPUUHOIO BBHIOOPOYHOIO KOHTPOJIS
KadecTBa JIEKAPCTBEHHBIX CPEJCTB, OIJIAYMBAIOTCS MPOU3BOIUTENIEM JIEKAPCTBEHHOI'O CpelCcTBa JMOO
JieprKaTelieM WIH BIaJeNbleM PETUCTPAlMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOIO MIpernapara.

TAPAHT:

CM. KOMMeHTapuH K cTaThe 9 HacTosIero deaepaibHOTO 3aKOHA

I'maBa 5. Pazpa6oTka, JOK/JINHIYECKHE UCCIe0BAHNS JIeKAPCTBEHHBIX CPE/ICTB, a TAKKe
KJIMHHYeCKHe HCCJIe0BAHUS JeKAPCTBEeHHbBIX MPENapaToB /sl BeTePUHAPHOI0 IPHMeHEeHHS

Cratbsa 10. Pa3paboTka 1eKapCcTBEHHBIX CPEJICTB

1. Pa3zpaboTka JIeKapCTBEHHBIX CPEJCTB BKIIOYAaeT B ceOs MOMCK HOBBIX (hapMaKOJIOTHUYECKU
AKTUBHBIX  BEIIECTB, TOCJIEAyIOIee M3ydeHHe WX JICKAPCTBEHHBIX CBOWCTB, JIOKIMHUYECKHE
UCCIIeIOBaHMs], Pa3paboTKy TEXHOJOTHH MPOM3BOJCTBA (hapMalleBTHUECKUX CyOCTaHIUM, pa3paboTKy
COCTaBOB M TEXHOJIOTHI TIPOM3BO/ICTBA JICKAPCTBEHHBIX ITPEapaTOB.

2. dunancoBoe o0ecreueHne pa3padboTKH JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS 3@ CUET:

1) cpenctB deaepanbHOro OIOKETA,;

2) cpencTB pa3pabOTUYNKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpeICTB MIPOU3BOIATEIEH JIeKapCTBEHHBIX CpezcTB npu BBITTOJTHEHUH



Hay4YHO-HMCCJIEeIOBATENbCKUX paboOT IO JOTOBOPY MEXIY pPa3pabOTUMKOM JIEKApCTBEHHBIX CPEACTB H
MIPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEJICTB;
4) UHBIX He 3alpenieHHBIX 3aKOHOIaTeIbcTBOM Poccuiickoii denepanuyt HCTOYHUKOB.
3. IlpaBa  paspaborumka  JIEKapCTBEHHOIO  CPEJCTBA  OXPAHSAIOTCS  TPaxkIaHCKUM
3aKOHOJIATEIIHCTBOM.
TAPAHT:

CM. xommeHTapuu k ctatbe 10 HacTosero deepalibHOTO 3aKOHA

Crarpa 11. JloxiMHMYECKOe HCCIIEIOBAaHUE JIEKAPCTBEHHOTO CpeAcTBa JUIsl MEIUIIMHCKOTO
MIPUMEHEHUS
1. JloknuHuyeckoe MCCie/I0BAHUE JIEKAPCTBEHHOTO Cpe/IcTBa I MEIUIIMHCKOTO IMPUMEHEHHUS
MPOBOJUTCS MyTeM IPUMEHEHHUS HAayYHbIX METOJOB OIIEHOK B UEJSIX IOJY4YeHHs JO0Ka3aTellbCTB
0e3011acHOCTH, KadecTBa 1 3 (PEeKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTRA.

Hudopmarys 06 M3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 oexaops 2014 2. N429-D3 6 uwacmv 2 cmamou 11 nacmosiweco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. JIoKIMHUYEeCKOe HCCIIeIOBAaHUE JIEKAPCTBEHHOTO CPEACTBA ISl MEJAMIIMHCKOTO MPUMEHEHHSI
MPOBOJUTCSI B COOTBETCTBUU C IIpaBUJIaMU HaJylexaleld J1abopaToOpHON NPaKTUKH, YTBEPKICHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCIIOTHUTEIFHON BIIACTH.

Wudopmarys 06 M3MEHEHUSX:

Deoepanvrviv 3akonom om 2 uions 2013 2. N 185-D3 ¢ uacmv 3 cmamovu 11 nacmosuweco
DeoepanbH020 3aKOHA 6HeCceHbl UsMeHeHus, scmynaiowue 6 cuny ¢ 1 cenmabdpsa 2013 2.

Cm. mekcm yacmu 6 npeovioyujeti peoaKyuu

3. Jlnst opraHu3anuu U MPOBENEHUS TOKIMHUYECKOTO HCCIIEOBAHUS JIGKAPCTBEHHOTO CpEeACTBA
JUISL  MEIUIIMHCKOTO TIPUMEHEHUsT pa3pabOTUMKUA JIEKAPCTBEHHBIX CPEJICTB MOTYT IpPUBIIEKAThH
Hay4YHO-MCCJIE/IOBATeIbCKIE OpraHM3alud, o0pa3oBaTelbHbIE OpPraHM3AlMU BBICHIETO 00pa30BaHUS,
AMEIOIe HEOOXOAMMYI0 MaTepHATbHO-TEXHUYECKYI0 0a3y W KBAIH(UITMPOBAHHBIX CIICIHATICTOB B
COOTBETCTBYIOIIEH 00J1aCTH UCCIIETOBAHMS.

4. JIOKJIMHUYECKOE HCCIIeI0OBaHUE JIEKQPCTBEHHOTO CpEeACTBa JJISi MEAMIIMHCKOTO MPUMEHEHHS
MPOBOJUTCST TIO YTBEPKICHHOMY pPa3padOTUYMKOM JIEKApPCTBEHHOTO CpEJCTBA IIJIaHy C BeJCHUEM
MIPOTOKOJIA HTOTO HCCIEJOBAHUS W COCTABJIEHHEM OTYETA, B KOTOPOM COJEPKATCS Pe3yJbTaTbl 3TOrO
HCCIIEZIOBAHUS U 3aKJIIOYEHUE O BO3MOXXHOCTH IIPOBEICHUS KIMHUYECKOTO UCCIIEA0BAHUS JIEKAPCTBEHHOIO
rpenapara Jiuisi MEJUIUHCKOTO IPUMEHEHUS.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N429-D3 6 wacmv 5 cmamou 11 nacmosiweco
DedepanvHo2o 3aK0HA 8Hecenbl usmeHenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

5. IlpoBeneHne mpPOBEPOK COONIIONEHUS IIpaBUJI HaMJIEXKaled JabopaToOpHON NPAaKTUKH H
IIPABOBBIX HOPM HCIIOJb30BaHMUS JKUBOTHBIX IIPH IPOBEICHUM JOKJIMHHYECKUX HCCIIEIOBAaHUIM
JEKapCTBEHHBIX CPEACTB JUISI MEIUIUHCKOIO TPUMEHEHHUS OCYIIECTBISIETCS  YHOJIHOMOYEHHBIM
(eneparbHBIM OPraHOM HCIIOJIHUTEIBHON BIIACTH.

6. Pe3ynbTaThl JOKIMHHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOTO CPEICTBA JUISI MEAMIIMHCKOTO
IPUMEHEHUs] MOTYT OBITh IIPEJICTAaBICHBI B YIOJHOMOYCHHBIH ()efepalbHBIi OpraH HCIIOJHUTEIbHON
BJIACTU B YCTAHOBJIEHHOM MOPSIKE B LENSX IOCYIapCTBEHHON PEerucTpaluy JIEKapcTBEHHOTO Ipenapara.

TAPAHT:

CMm. xoMMeHTapuu K ctatbe 11 HacTosero ®eaepaibHOTO 3aKOHA

Crarbs 12, JIOKIMHHYECKOE WCCIIEIOBaHUE JICKAPCTBEHHOTO CPEJICTBA MW KIMHHYECKOE
HCClIeIoOBaHMe JIEKAPCTBEHHOTO MperapaTa Jijisl BETepUHAPHOTO TPUMEHEHUS

1. JlokmuHWYECKOe WCCIeIOBaHUE JIEKAPCTBEHHOTO CPEJICTBA JUISI BETCPUHAPHOTO TPUMEHEHUS

MPOBOJUTCST TyTeM TMPUMEHEHUS HAyYHBIX METOJOB OIIGHOK B IEJSIX TOJYYeHHs JO0Ka3aTellbCTB

0€30MacHOCTH, Ka4ecTBa U Y PEKTHBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, B TOM YHCIIE OINpPEeIICHUS CPOKa

€ro BBIBEJICHHS M3 OpraHu3Ma XHUBOTHOTO, B IEJsIX oOecrieueHus] Oe30MacHOCTH MPOAYKIIUU KUBOTHOTO



MIPOUCXOKACHUS TIOC]IE TPUMEHEHHUSI COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO Mpernapara.

2. JloxnMHMYECKOE HCCIIeIOBaHNe JEKApCTBEHHOTO CpEACTBA M KIMHUYECKOE HCCIIeOBaHUE
JIEKAapCTBEHHOI'0 Tperapara JIsi BETEPUHAPHOTO MPUMEHEHHUs, MCCIIeOBaHuE OMOIKBUBAIEHTHOCTU
YKa3aHHOTO JIEKQpPCTBEHHOTO Ipenapara MpOBOAATCS B COOTBETCTBHHM C IpaBHJIaMHU, YTBEP)KJIEHHBIMH
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCIIOTHUTEIHLHON BIIACTH.

TAPAHT:

Cm. Meroanueckue ykazanus “[lpoBefeHHe KadyeCTBEHHBIX HCCIEIOBAaHUN OMOIKBUBAIEHTHOCTH
JIEKapCTBEHHBIX CpeICTB", yTBepKaeHHbIe MuH3apaBconpa3Butus Poccun ot 30 aBrycra 2004 1.

3. JloximHMYecKoe HCCIeIOBaHNE JIEKApPCTBEHHOTO CPEJACTBA M KIMHUYECKOE HCCIIe0BaHHe
JIEKapCTBEHHOI'0 Ipenapara JUIsi BETEPUHAPHOTO MPUMEHEHUS MPOBOAITCS IO YTBEP)KIECHHOMY
pa3pabOTYMKOM JIEKApCTBEHHOT'O CpEACTBA IUIAHY C BEACHHEM IPOTOKOJIOB AITHX HCCIEAOBAaHUMA H
COCTaBJICHHMEM OTYETOB, B KOTOPBIX COZEpPKATCS pe3yJIbTaThl 3TUX UCCIIeI0BaHUH.

4. ]JInst opraHu3alyi ¥ MPOBEJEHUS JTOKJIMHUYECKOTO UCCIEAOBaHUs JIEKAPCTBEHHOIO CPEeACTBA U
KJIIMHUYECKOTO UCCIIEJIOBAHUSI JIEKaPCTBEHHOTO Ipernapara Jisi BETEpUHAPHOTO MIPUMEHEHHUs pa3padoTUnK
JIEKapCTBEHHOTO  CpPEeACTBA  MOXKET  IpUBIEKaTh  OpPraHU3allid, HUMEIIHEe  HEOO0XOIUMYIO
MaTepHaATbHO-TEXHUYECKYI0 0a3y W KBaIM(UIIMPOBAHHBIX CIICIHAIACTOB B COOTBETCTBYIOIIEH O0O0IAaCTH
HCCIIEIOBaHMS.

5. Knunuueckue wnccrieoBaHus JIEKAPCTBEHHBIX ITIPENapaTroB JJii BETEPUHAPHOTO MPUMEHEHHsI
MPOBOJSTCS B BETEPUHAPHBIX OpPraHU3allMsX M B OpraHU3alusX, OCYLIECTBISIOMIUX pa3BelleHUe,
BBIpAIIIIBAaHUE U COJICPKAHKE KUBOTHBIX, B IEJISIX:

1) ycraHOBIICHHS TIEPEHOCHMOCTH JICKAPCTBEHHBIX MPENapaToB 3J0POBBIMH XHBOTHBIMH,

2) moabopa ONTHMAIBHBIX JIO3MPOBOK JIEKAPCTBEHHBIX IIPEMaparoB M Kypca JICYCHHS Ha
KOHKPETHOM I'pyTIie )KUBOTHBIX C OTpeJIeIeHHBIM 3a00IeBaHHEM;

3) ycraHoBieHuss ~ Oe3omacHOCTH W A3(D(EKTHBHOCTH  JICKAPCTBEHHOTO  Iperapara,
MpeIHa3HAUYEHHOTO JUIsl JICYeHHUs OTMpEJECNIEHHBIX 3a00JieBaHUN JKUBOTHBIX, WU 3(]dexTuBHOCTH
JIEKapCTBEHHOTO TIperiapara sl po(HIaKTHKH 3a00JIEBaHHA 3I0POBBIX KHUBOTHBIX;

4) wm3ydeHUS BO3MOXHOCTEW pacIIUpEHUs] TOKa3aHWH K TNPUMEHEHHUIO 3aperUCTPHUPOBAHHOTO
JIEKapCTBEHHOT'O TIperapara U BbISIBICHUS paHee HEU3BECTHBIX T0O0UHBIX JIEHCTBUI.

6. KnuHnueckoe wuccliejoBaHHE JIEKAPCTBEHHOTO MperapaTa A BETEPUHAPHOTO MPUMEHEHHSI
OCYIIIECTBIISIETCS 3@ CUET CPEJICTB pa3paboTUMKa JIEKapCTBEHHOTO CpeICTBa.

7. Otyerbl O pe3ynbTaTax JOKJIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOTO CpEeACTBA U
KJIIMHUYECKOTO  HCCJIeIOBAaHUSl  JIGKAPCTBEHHOrO  Ipermapara Jjsi BETEpUHAPHOTO  IPUMEHEHUSs
COCTAaBISIIOTCA  Pa3pabOTUYMKOM JIEKapCTBEHHOIO CpEACTBA C YYETOM 3aKJIOYEHHM OpraHu3anui,
MPUHUMABIINX YYacTHE B OpraHU3aI[UH U MPOBEJIEHUU ATUX HCCIIEIOBaHUH.

8. Koutpons 3a mpoBeleHHEM TOKIMHUYECKUX HCCICIOBAHUI JI€KApCTBEHHBIX CpPEICTB H
KIIMHUYECKUX  HCCIIEIOBAaHUM  JIEKApCTBEHHBIX  IpEeNapaToB JUISI  BETEPUHAPHOTO  IPUMEHEHUSs
OCYIIECTBIISETCS YIIOJIHOMOUYEHHBIM (heJiepaIbHbIM OpPraHOM UCIOTHUTEIBHON BIACTH.

TAPAHT:

CM. xomMeHTapuu K ctaThe 12 HacTosiero denepalibHOT0 3aKOHa

I'maBa 6. OcymecTB/IeHHE TOCYIAPCTBEHHOH PerucTPANMHU JEKAPCTBEHHBIX MPENapaToB

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 cmamovs 13 nacmosweco DedepaibHoco
3aKOHA U3N0JACend 8 Hosoll pedakyuu, scmynarowetl ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm cmambvu 6 npeovioyujeti peoaxKyuu
Cratba 13. 'ocygapcTBeHHas: perucTpaius JeKapCTBEHHBIX IIpernapaToB

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim  s3axonom om 13 wurona 20152, N 241-P3 yacme 1 cmamvu 13 nacmosweco
DedepanbH020 3aKOHA U3LONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
1. B Poccuiickoit denepanuu A0MyCcKarOTCsl MPOU3BOACTBO, U3TOTOBJIEHUE, XpaHEHHE, TIepeBO3Ka,
BBO3 B Poccuiickyro @enepanuro, BbiB03 U3 Poccuiickoii ®@enepanuu, pekinaMa, OTIYCK, pealu3anus,
nepenaya, NpUMEHEHHE, YHUUTOXKEHHE JIEKapCTBEHHBIX IIPEraparoB, €CJIM OHHU 3aperucTpUpOBaHBI



COOTBETCTBYIOIIUM YIIOJTHOMOYEHHEIM (pe/iepalbHbIM OPTaHOM HCIIOTHUTEIHHON BIACTH.

2. 'ocynapcTBEHHON perucTparuy moIeKar:

1) Bce nekapcTBeHHBIE TpenapaThl, BIEPBBIC MOJICKAIMe BBOAY B oOpaimeHue B Poccuiickoii
®Denepanuu;

2) JneKapCTBEHHBIE Iperaparhl, 3apeTUCTPUPOBAHHBIC paHee, HO MPOU3BEICHHBIE B JPYTUX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBHHU C IepevHeM HAMMEHOBAHWHU JIEKapCTBEHHBIX ()OpM, B HOBOWM
JIO3UPOBKE MPH JTI0KA3ATEIHCTBE €€ KITMHUIECKON 3HAYMMOCTH U 3(PPEKTUBHOCTH;

3) HOBBIC KOMOMHAIINY 3aPETHCTPUPOBAHHBIX paHee JIEKapCTBEHHBIX IPEmapaToB.

3. N'ocynapcTBeHHas! perucTpaius JeKapCTBEHHBIX MPenapaToB OCYIIECTBISIETCS MO pe3yabTaTaM
OKCTIEPTHU3bI JICKAPCTBEHHBIX CPEJICTB, a TOCYJApCTBEHHAs PETUCTpAIis OpQpaHHBIX JIEKAPCTBEHHBIX
MpernapaToB OCYIIECTBISETCS IO pe3yJbTaraM J3KCIEePTU3bl JOKYMEHTOB, MPEICTaBICHHBIX IS
OTIpeNieIeHUs] BO3MOXKHOCTH PaccMaTpHBaTh JIGKAPCTBEHHBIN Iperapar JUisi METUITMHCKOTO MTPHUMEHEHHS
MIPH OCYIIECTBIECHUH TOCYIapCTBEHHON PErucTpaIii B KayecTBe oppaHHOTrO JIEKApCTBEHHOTO Tpernapara,
W TI0 pe3yJIbTaTaM dKCIEePTU3bI JIEKApCTBEHHBIX CPEICTB.

4. ['ocymapcTBeHHass ~ permcrpamnusi  JIeKapCTBEHHOTO mpernapara  OCYHIECTBIISIETCS
COOTBETCTBYIOIMM YIIOJTHOMOYEHHBIM (he/lepalbHBIM OpPraHOM HWCIOJHHUTENBHOW BIAacTH B CPOK, He
MPEBBIIIAIONINN CTa IMIECTUACCATA PadouuX THEH cO JHS TPUHSATUS COOTBETCTBYIONIETO 3asBIICHUS O
TOCYJJApPCTBEHHON pErHCTpaluy JIEKAPCTBEHHOTO Iperapara. B yKa3aHHBIA CpPOK BKIIIOYAETCS BpEMs,
He00X0IMMOe TSI TOBTOPHOTO MPOBEJEHUS SKCIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU CO
crarbeit 25 Hacrosimero ®exepanbHoro 3akoHa. CpoK TOCYAapCTBEHHOW PETHCTpAlid JIEKaPCTBEHHOTO
npenapaTta UCYUCIISETCS CO JHS MPUHSATHS COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM (e/IepaIbHBIM OpraHOM
WCTIOJTHUTEIPHOM  BJIACTH  COOTBETCTBYIONIETO  3asBICHHS O TOCYIapCTBEHHOW  pPETHUCTpaIiu
JIeKapCcTBEHHOTO IIpemapaTta ¢ NPUIOKEHHEM HeOOXOJUMBIX JOKYMEHTOB TIO JIeHb BBIIAYU
PETUCTPAIIIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TpernapaTa. Bpems, HeoOXouMoe Il HarpaBIIeHUS
YIIOJTHOMOYEHHBIM ~ (peiepalIbHBIM  OPTaHOM HCIIOJTHHUTENHHOW BIACTH 3ampoca O TMPeJCTaBICHUU
HEOOXOMMBIX MaTEPHAaIOB U MPEJICTABICHUS 3asBUTENIEM OTBETa Ha JAHHBIN 3alpoc B COOTBETCTBHH CO
cratbsivu 16, 19 u 23 nHacrosmero denepalbHOTO 3aKOHA, HE YYHUTHIBACTCS] MPH HMCUYUCIEHUU CpPOKa
TOCYJJApPCTBEHHOM PETUCTpAIiy JISKAPCTBEHHOTO Tperapara.

5. 'ocypapcTBeHHOM perucTpaii He Mo jIexar:

1) nexapcTBEHHBIC IpeNaparbl, W3rOTOBJICHHBIC ANTCYHBIMA OpPraHU3aAIMSIMH, BETCPUHAPHBIMU
anTeYHbIMH OpTraHU3alUsSIMU, UHIAUBUAYAILHBIMU TPEANPUHAMATEISIMHA, KOTOPhIE UMEIOT JUICH3UIO Ha
(dapMareBTHUECKYI0 JIeATEIBHOCTh, IO pelenTtaM Ha JIeKapCTBEHHBIC IIpernapatbl W TpeOOBaHHSIM
MEUIIMHCKUX OpraHu3aIuii, BeTepUHAPHBIX OpraHu3aIui,

2) neKapCcTBEHHbIE MperapaThl, MPHOOpeTeHHbIC (U3NUSCKIMU JIUIIAMU 3a mpeaenamMu Poccuiickoit
Oenepanun U MpeHa3HAYCHHBIC JJIs THYHOTO HCIIOTh30BaHMS,

3) nekapcTBEeHHBIE MpemnapaThl, BBO3MMbIe B Poccuiickyto denepariuio sl OKa3aHusT METHIIMHCKON
MOMOIIA TI0 XKU3HEHHBIM MOKA3aHUSM KOHKPETHOTO Mal[MeHTa Ha OCHOBAaHUU DPa3pelIeHUs, BBIIAHHOTO
YIIOJTHOMOYEHHBIM (hefiepalbHbIM OPTaHOM HCTIOJTHUTEIBHOM BIIACTH;

4) nexkapcTBEHHBIC CPEICTBa, BBO3UMbIe B Poccuiickyto ®ejepannio Ha OCHOBAaHWUHU BBIJAHHOTO
YIIOJTHOMOYECHHBIM (pefiepaibHBIM OpPraHOM HCIIOJHHUTENBHOW BIIACTH pa3pelieHUs W MpeJHa3HaueHHBIC
JUIS TIPOBEJICHHSI KJIMHUYECKMX MCCIICIOBAHUN JICKApPCTBCHHBIX TpernapaToB © (WIM) IPOBEICHUS
OKCIEPTH3bl  JIEKAPCTBEHHBIX  CPEACTB IS OCYIIECTBJICHUS  TOCYJApPCTBEHHONH  pETUCTpAIiH
JIEKapCTBEHHBIX MPenapaToB;

5) papmarieBTHYECKHE CYOCTAHIINH;

6) pamuodapMalieBTHUCCKUE JICKApCTBEHHBIC IpernapaThl, U3rOTOBJICHHBIC HEMOCPEJICTBEHHO B
MEJUIMHCKAX OpraHW3alusXx B IOPS/KE, YCTAHOBICHHOM YIOJHOMOYEHHBIM (eepabHbIM OpraHOM
WCTIOJIHUTETHHON BJIACTH;

7) nekapcTBEHHBIC Mperaparhl, MPOU3BOJAUMBIC IS IKCIIOPTA.

6. He nmomyckaetcs rocy1apcTBEHHAsI pETUCTPAIIHS:

1) nexapCTBEHHBIX TMpENapaToB, OTIMYAIONIAXCS JPYyr OT Jpyra KadyeCTBEHHBIM COCTABOM
JEHCTBYIOIIUX BEIIECTB, MO OJJUHAKOBLIM TOPTOBHIM HANMEHOBAHUEM,

2) OJHOTO JIEKAPCTBEHHOTO IMperapaTa, BBITYCKAeMOTO IPOU3BOIUTENIEM IO/ Pa3IuYHBIMH
TOPrOBHIMH HAaMMEHOBAaHUSIMHU W TPEJICTABICHHOTO HA TOCYJApPCTBEHHYIO PETUCTPAIMIO B BUJE JIBYX U
0oJ1ee JIeKapCTBEHHBIX MPETapaToB.

7. Tlo 3ampocy (B 37eKkTpoHHO#H (opme miam Ha OyMaKHOM HOCHTeNe) CyOBeKTa OOparieHHs
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBYIONIMM YIIOJTHOMOUYCHHBIM (e/lepaIbHBIM OPTaHOM HCIIOTHUTEBHOM



BJIACTH, OCYLIECTBISIOIIMM TOCYJApPCTBEHHYIO  PETHCTPALMIO  JIEKAPCTBEHHBIX  IIPENaparoB, B
YCTaHOBJIEHHOM MM IOPSIKE OCYIIECTBIIETCS HAYYHOE KOHCYJIBTUPOBAHHE IO BOIIPOCAM, CBA3AHHBIM C
MIPOBEACHUEM JTOKIMHUYECKUX UCCIIEIOBAHUN, KIIMHUYECKUX UCCIIEIOBAaHUN JIEKAPCTBEHHBIX IIPENapaTos,
OKCTIEPTU3bI KadecTBa JIEKAPCTBEHHBIX CPENCTB, d(P(EKTHBHOCTH M OE30IMaCHOCTH, C OCYIIECTBICHHEM
rOCy/IapCTBEHHONW PETUCTpALMM JIEKAPCTBEHHBIX IpenaparoB. KoHCylbTHpOBaHHME OCYIIECTBISETCS C
npuBJIedeHHeM (eIepaTbHbBIX TOCYJapCTBEHHBIX OI0/KETHBIX YUPEKACHHUH, OBEJOMCTBEHHBIX JAHHOMY
(benepaTbHOMY OpraHy HCIOJHUTEIBHONM BJIAcTH W HE YYaCTBYIOUIMX B OpraHU3aliM IPOBEJCHHUS
DKCHEPTHU3Bl KAYeCTBA JIEKAPCTBEHHBIX CPEACTB B IEIKIX OCYINECTBICHUS HMX TIOCYJapCTBEHHON
perucTpaniu B COOTBETCTBHM cO cratheil 16 Hacrtosmero ®dexepalbHOro 3akoHa, B BUJE OTBETa B
MUCBMEHHOM (OpMe YIIOITHOMOUYCHHOTO (he/lepalbHOTO OpraHa HCIIOJIHUTEIBHONW BIIACTH HAa 3aIlpoc.
Pa3mep B3umaemoli ¢ 3asBUTEINS TUIATHI OIIPENETSETCS. B COOTBETCTBUY € 3aKOHOATeNLCTBOM Poccniickoit
@enepanuy 06 opraHu3anny MPeI0CTABICHNS TOCYIaPCTBEHHBIX 1 MyHHIIMIAIBHBIX yCIyT. MH(popmarus
00 OCYyIIECTBJIIEHUN HAYYHOTO KOHCYJIbTUPOBAHMS, B TOM YHCJIE CTaThbH, 0030pbI, CIIPaBOYHBIE MaTepHAIIBI
u uHas uH}popManus 00 OCYIIECTBICHHN HAYYHOTO KOHCYJIBTHPOBAHUS, pa3MelaeTcs Ha O(QHUIIHATEHOM
caiiTe yMOJIHOMOYEHHOTO (heepalbHOIO OpraHa HCIOJHUTEIbHONH BiIacTH B ceTd ' MHTepHeT" ¢
COOJIFOJICHMEM  OTrpaHMYCHMH, YCTAHOBJECHHBIX 3aKOHOJATEILCTBOM O IEPCOHAIBHBIX  JIAHHBIX,
KOMMEpYeCKoil 1 (MJI1) rocyapcTBEHHOH TaifHe.

8. T'ocynapcTBeHHasi perucTpaius JIEKapCTBEHHBIX IIPENapaTroB, KOTOpBIE MpPEeJAHAa3HAYEHbI JUIS
NPUMEHEHHsI B YCJIOBUSX BOEHHBIX JEHUCTBHH, Upe3BBHIYAHHBIX CHUTyallUd, NPOQHIAKTUKUA U JICUCHUS
3a00J€BaHUN W NOpPAXKEHUH, MOJTY4YEHHBIX B pe3y/bTaTe BO3ACHCTBUS HEOJIArONPHSTHBIX XMUMUYECKHX,
OMOJIOTUYECKHX, paJUallMOHHBIX (aKTOpPOB, M pa3paboTaHbl MO 3aJaHUI0 (elrepalbHbIX OpraHoOB
UCIIOJHUTENIBHOM BIIACTH, YIOJHOMOYEHHBIX B 00JIaCTH OOOPOHBI CTpaHbl U 0€30IacHOCTU rOCyJapcTBa,
OCYIIIECTBIISIETCS B IOpsiAKe, ycTaHoBIeHHOM [IpaBuTensectBom Poccenlickoit ®enepannu.

TAPAHT:

CM. xomMmeHTapuu K ctathe 13 HacTosero denepaibHOTO 3aKOHa

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim saxonom om 22 oexaobps 2014 2. N 429-O3 cmamovs 14 nacmosweco DedepaibHo2o
3aKOHA U3N0JCena 8 Hosol pedakyuu, scmynaroueil ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm cmambou 6 npeovioyujeti peoaxKyuu

Cratbsa 14. [IpuHIUDBI S5KCIIEPTU3bI IEKAPCTBEHHBIX CPEJICTB

1. DkcnepTu3a JieKapCTBEHHBIX CPEACTB OCHOBBIBAETCS HA MPUHIIMIIAX 3aKOHHOCTH, COOJIOICHUS
mpaB ¥ cBOOOJ 4YelOBeKa M TpakJaHUHA, IMpaB IOPUINYECKOro JIHMIlA, HE3aBHUCHUMOCTH HKCIEpTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH U TOJHOTBHI HCCJIEIOBAHUN, NPOBOJUMBIX C HCHOJb30BAHUEM
COBPEMEHHBIX JIOCTH)KCHUH HAYKW M TEXHUKH, OTBETCTBEHHOCTH (elIepabHOTO TOCyIapCTBEHHOTO
OIOJIKETHOTO YUPEKJEHUS IO MPOBEJECHUIO SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB M JKCIEPTOB 3a
MIPOBEJIEHUE U KAUeCTBO SKCIIEPTHU3HI.

2. DKcmepTu3a JeKapCTBEHHBIX PenapaToB ISk MEUITTHCKOTO MPUMEHEHHS BKIIFOYaeT B ceOsl:

1) skcrepTH3y JOKYMEHTOB, MPEACTABICHHBIX JUIS ONpPEICICHUS BO3MOXXHOCTH PaccMaTpUBATh
JIEKapCTBEHHBIA TMpemapar s MEAWIIMHCKOIO NPUMEHEHHUsI MHPU OCYILIECTBIECHUU TOCYIapCTBEHHOU
peTUCTpaIiy B KadyecTBE Op(PaHHOTO JIEKAPCTBEHHOTO TIpernapaTra;

2) BKCIepPTH3Y MPEIOKEHHBIX METOIOB KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOI'O CPEJICTBA U KayecTBa
MPEeCTaBICHHBIX 00pPa3IOB JICKAPCTBEHHOTO CPEJICTBA C HCIIOJIb30BAHUEM 3THX METOJOB (manee -
AKCIIEPTU3a KauecTBa JICKAPCTBEHHOT'O CPEJICTBA);

3) DoSKcrmepTu3y OTHOIICHHS OXXHAaeMOM TOJNB3bI K BO3MOXXHOMY pHCKY TNPHMEHEHHS
JIEKapCTBEHHOTI'O IIpernapara.

3. DKcnepru3a JeKapCTBEHHBIX IpernapaToB sl BETEPUHAPHOTO NMPUMEHEHUS! BKIIOYAET B ceOst
AKCIIEPTU3Y KayecTBa JIEKAPCTBEHHOTO CPEACTBA M SKCHEPTU3Y OTHOILIEHUS OXKUJAEMOH TMOJIb3bl K
BO3MOXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara.

TAPAHT:

Cwm. [lonoxenue o mopsKe SKCIEPTU3bl, UCIIBITAHUS U PETUCTPAIIUU BETEPUHAPHBIX MpenapaToB B PO,
yTBEpKACHHOE | TaBHBIM rOCy1apCTBEHHBIM BeTepHHAPHBIM UHCTIEKTOpOM P® 3 okTsi6ps 1995 .

CM. xomMeHTapuu K ctaTthe 14 HacTosiero denepalbHOT0 3aKOHa

Cratba 15, ®denmepasibHOE TOCYIapCTBEHHOE OIOUKETHOE YUPEXKICHHE 10 IPOBEJICHUIO



AKCIIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB
DKcIepTr3a JeKapCTBEHHBIX CPEICTB MPOBOIUTCS (eiepabHBIM TOCYAapCTBEHHBIM OO KETHBIM
YUPEKJAEHUEM COOTBETCTBYIOIIETO0 YHOJHOMOUYEHHOIO (heJiepalbHOro OpraHa HMCIOJHUTEIbHON BJIACTH,
CO3JIaHHBIM JUIsI OOECIeYeHUs] HWCIOJHEHHs IOJIHOMOYHN 3TOro QenepaibHOro OpraHa IO BbIIave
pa3pelieHuii Ha TpPOBEJICHUE KIMHUYECKUX HCCICIOBAHUN JIGKAPCTBEHHBIX IpernaparoB u (HIIK) 10
rOCYIapCTBEHHOM PErHCTpaIlMK JIEKaPCTBEHHBIX MTpenapaToB (gajee - SKCIepTHOE YUPEIKICHHE).
TAPAHT:

CMm. KoMMeHTapuu K ctaTbe 15 HacTtosiero deaepaibHOTO 3aKOHA

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 naumenosanue cmamou 16 nacmosiueco
DeoepalibH020 3aKOHA UNONCEHO 8 HOBOU pedakyuu, cmynaroujeti 6 cuny ¢ 1 urona 2015 2.

Cm. mexem HauMeHO8AHUS 8 NPeOdblOYUel peOaKyuu

Crates 16. Opranusaius mpoBeACHUS SKCIIEPTH3BI JIEKAPCTBEHHBIX CPEJICTB

1. DOkcmeptuza JEKapCTBEHHBIX CPEACTB IIPOBOJUTCS KOMHUCCHEH HKCHEPTOB OSKCIEPTHOIO
yUpeKICHUs], HA3HAUYEHHON €ero pyKOBOJMUTEJIEM, Ha OCHOBAaHWH 3aJaHUsl Ha MPOBEJICHUE HKCIEPTU3BI
JIEKapCTBEHHOTO CpEJCTBA, BBIIAHHOTO YIIOJHOMOYEHHBIM (pe/lepalbHbIM OpraHOM HCIOJTHHTEIBHOM
BJIACTU. PyKOBOAMTENb SKCHEPTHOIO YUPEXKIACHHUS OOecreyrBaeT HaJJiexKallee MPOBEJECHUE HKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHUHU C 3a/laHUEM, BBIJAHHBIM YIIOJIHOMOYEHHBIM (eiepaibHbIM
OpraHoM HMCHOJIHUTEIBbHON BJIACTH, U OPraHU3yeT MOJTOTOBKY CBOJHOTO 3aKIIOYEHUsI ITOM Komuccuu. B
COCTaB ATOH KOMHUCCHH IO PEIICHUI0 PYKOBOJUTENS SKCIEPTHOTO YUPEKJIEHUSI MOTYT ObITh BKIIIOYECHBI B
KauecTBe HKCIEPTOB JIMIlA, HE padOTarolue B JAHHOM JKCIEPTHOM YUPEKJIEHUU, €CIU UX ClelHalbHbIe
3HaHMUSI HEOOXOJIUMBI JJIsi TPOBENEHUS ODKCHePTU3bl MU TaKUE DOKCIEPThl OTCYTCTBYIOT B JaHHOM
AKCIIEPTHOM YUPEIKICHHH.

2. DKCHEpTOM IO MPOBEACHUIO AKCHEPTU3BI JIEKAPCTBEHHBIX CPEJCTB SIBISIETCS] aTTECTOBAHHBIN
pabOTHUK OKCIEPTHOTO YUPEXKICHHS, KOTOPBI HUMEET BBICIIIEe MEIUIIMHCKOE, (apMaleBTHIecKoe,
OuoJorn4YecKoe, BeTEpUHAPHOE WJIM XUMUYECKoe 00pa3oBaHUE U MPOBOJUT SKCIEPTHU3Y JIEKAPCTBEHHBIX
CpPE/ICTB B TIOPSIJIKE UCIIOJTHEHUSI CBOUX JIOJDKHOCTHBIX 00sI3aHHOCTEH (J1anee - SKCIepT).

3. Ilpu mpoBeneHUU SKCIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB JKCIEPT HE MOXKET HAXOAUTHCA B
KaKoi-mnb0 3aBUCUMOCTH OT JIUIA, HA3HAUUBIIETO 3Ty OSKCIEPTU3Y, pa3zpaboTuuka JIEeKapCTBEHHOTO
CpeJICTBA WK APYTUX 3aUHTEPECOBAHHBIX B pe3yJIbTaTax dKCIEPTU3bI JIUII.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim  3akonom om 25 mnosops 2013 o. N 317-@3 uyacme 4 cmamvu 16 nacmosiuyeco
DedepanbH020 3aKOHA U3LOANCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

4. 1lpu npoBeAeHHM OHKCHEPTU3Bl JIEKAPCTBEHHBIX CPEJICTB HE JOIycKaeTcss UCTpedoBaTh y
3asBUTENST JIMOO WHBIX JIMI[ MaTepualbl, HEOOXOJIUMBIE JUIsl MPOBEACHHS DJKCIepTu3bl. B ciayuae
HEJIOCTATOYHOCTH IIPEACTABJICHHBIX SKCIEPTY MAaTEpUAJIOB ISl Ja4d 3aKJIFOUECHHS SKCIIEPT CTaBUT BOIIPOC
O TPEJCTaBIEHUH €My HEOOXOJMMBIX MaTepHUalioB Iepes PYKOBOIUTEIEM HKCIEPTHOTO YUpEekKIACHUS,
KOTOPBIA oOparmaeTcs ¢ COOTBETCTBYIOIIMM 3allpOCOM B  YIIOJHOMOYCHHBIM (efepalbHBId OpraH
HCIIOJIHUTENBHON BJIACTH, BBIIABIIMK 3aJlaHUE HA IMPOBEICHHE SKCIEPTU3BI JIEKAPCTBEHHOIO CPEICTBA.
VYkazaHHBIA (eepalbHBIl OpraH HCIOJTHUTEIBHOW BJIACTH B TEUCHHE IIATH PadOYMX JHEH co JHSA
IIOCTYIUICHUs 3aIpoca PYKOBOJUTENS OKCIEPTHOIO YUPEXKICHUS HaIpaBiseT 3asiBUTENIO 3alpoc O
Mpe/ICTaBJIeHUH HEeOOXOJMMBIX MaTepuaioB. J[aHHBIM 3ampoc MOKeT ObITh MepeaH YINOJTHOMOUYEHHOMY
MIPEJICTABUTEIIO 3asIBUTEIIS JIMYHO IO PACIIUCKY, HAIIPABJIEH 110 ITOYTE 3aKa3HBIM IIUCHbMOM WJIM IIEPEJAH B
AIIEKTPOHHON (hopMe IO TEJICeKOMMYHUKAIIMOHHBIM KaHalaM CBSI3W. B cilydae HampaBiieHUS JaHHOTO
3ampoca Mo IOoYTe 3aKa3HbIM IHCbMOM OH CUMTAECTCS IOJIYYECHHBIM IO UCTEUYCHUM LIECTU JHEW ¢ JaThl
HaIIpaBJICHUS 3aKa3HOTO MUChMA.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-DP3 cmamws 16 nacmosiuyeco Dedepanvroco
3akoHa oonoarena yacmoio 4.1
4.1. 3asBuTeNb 00s3aH MPEJICTABUTh OTBET HA 3alPOC YITOJHOMOUYEHHOTrO (heJiepalbHOro opraHa
WCTIOJTHUTENBHONW BJIACTH B CPOK, HE MPEBBIIAIOIINMA JEBIHOCTA pabOUMX JIHEW CO JHS €r0 MOIy4YEeHHS.
YroiHOMOYeHHBIH (efiepalbHbIi OpraH WCIIOJHUTEILHONW BIIACTH, BBIAABIIAN 3aJlaHue Ha IPOBEICHUE
AKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA, B TEUCHUE MSTH PabOUMX JIHEW CO JHS MOCTYIUIEHUS OT 3asiBUTENS



OTBeTa Ha JIaHHBIM 3ampoc HaMpaBisSeT TaKOM OTBET B OKCIEpTHOE YyupexaeHue. B  cmyuae
HENPEe/CTAaBICHUS 110 HMCTEYCHUH JEBSHOCTa PadOYMX JHEH 3asBHTENeM OTBETa Ha JaHHBIA 3ampoc
YIIOJTHOMOYEHHBIN (hefiepalbHblii OpraH WUCHOJHUTENBHON BIAcTH, BBIIABIIMKA 3aJjaHWE HA TPOBEIACHUE
OKCTIEPTHU3bI JIEKAPCTBEHHOTO CPENCTBA, B TEUCHHWE MATH paboumX JHEW HampaBisieT B 3KCIIEPTHOE
yUupeXeHue YBeJJOMJICHHUE O HENPECTaBICHUHN 3asBUTENIEM OTBETa Ha 3allpoc YKa3aHHOTO opraHa. Bpems
CO JIHS HAIpaBJICHHUS 3alpoca JKCIEPTHOTO YUPESKICHHS B YIOTHOMOUYEHHBIH (QelepaibHbIil OpraH
WCTIOJIHUTEIPHON BJAcTH JO JHS TOJNYyYeHHUS OHKCHEPTHBIM YUYpPEKICHHEM OTBeTa Ha 3alpoc WU
YBEIOMJICHHS O HETIPE/ICTABIICHUH OTBETA Ha 3aIpOC HE YUUTHIBACTCS TPU UCUUCICHIH CPOKA IPOBEICHUS
HKCIEePTHU3BI JIEKAPCTBEHHOTO CPEJICTBA.

5. DkcnepT mpH TMPOBEACHWW TOPYYEHHOW €My pPYKOBOJWTEIEM 3KCIIEPTHOTO YUPEKICHUS
HKCHEePTHU3BI JIEKAPCTBEHHOT'O CPEICTBA 00sI3aH:

1) mpoBecTH TIOJHOE WCCIEIOBAaHHE TMPEJCTABICHHBIX €My OOBEKTOB, MAaTepHaloB, IaTh
000CHOBaHHOE ¥ OOBEKTHBHOE 3aKJIIOYEHHE 10 T[IOCTaBJICHHBIM Tiepe]] HHUM BOIpOcaM WU
MOTHBHPOBAaHHOE 3aKIIFOYEHUE O HEBO3MOXXHOCTH MTPOBEACHUS UM DKCIIEPTH3HI JIEKAPCTBEHHOTO CPEJICTBA,
€CJIM TIOCTABJICHHBIE BOIMPOCHI BBIXOAAT 3a TpeJeNbl CIeNHATbHBIX 3HAHUW JKclepTa, OOBEKTHI
WCCIICZIOBAaHMH W MaTepHaibl HEPUTOMHBI WM HEIOCTATOYHBI JUIS TIPOBEJCHUS WCCIICAOBAHUA W Jauu
3aKTIOYEHUs TUOO COBPEMEHHBIM YPOBEHb pPa3BUTHs HAyKH HE MO3BOJISIET OTBETUTh HA MOCTaBIICHHBIC
BOTIPOCHI,

2) He pa3rjamarh CBEJCHHUS, KOTOPhIC CTAIM €My M3BECTHBI B CBSI3H C IPOBEICHUEM SKCIEPTHU3BI
JIEKQpCTBEHHOTO CPEJNICTBA, & TaKKe CBEICHUS, COCTABISIONIAE TOCYIApCTBEHHYIO, KOMMEPUYECKYIO WIIH
WHYIO OXPaHSIEMYIO 3aKOHOM TaiiHY;

3) obecreynTh COXPaHHOCTh MPEICTABICHHBIX 00BEKTOB UCCIICIOBAHHM U MaTEPHUAJIOB.

6. DKcmepT He BIpaBe:

1) mpOBOMUTH FKCIEPTU3Y JICKAPCTBEHHOI'O CPEJCTBA MO OOPAICHHUIO HEMOCPEJICTBEHHO K HEMY
OpraHmu3anuii uim GU3NIECKuX JuIl,

2) caMOCTOSITEIBHO COOMPATh MaTepHAITBI JIJIsI TPOBEICHHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA,;

3) MPOBOUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPEJICTBA B KAYECTBE HETOCYJApPCTBEHHOTO dKCIEePTa.

7. B ciaydae HEOOXOIMMOCTH OKCIEpT BIpaBe XOJATaliCTBOBATH TIEpel PYKOBOIHTEIEM
AKCIEPTHOTO YUPEXKIEHHUS O MPUBJICUCHUHU K TPOBEICHHUIO SKCIIEPTH3BI JIEKAPCTBEHHOTO CPEJICTBA APYTUX
HKCTIEPTOB.

8. Kaxxpiit skcmepT, BXOASIIUNA B COCTaB KOMUCCHH 3KCIEPTOB, KOTOPOH MOPYUEHO MPOBEACHUE
OKCTIEPTH3BI JICKAPCTBEHHOTO CpPEACTBA, HE3aBUCHMO M CaMOCTOSITENIFHO TPOBOJUT HCCIIETOBAHMS,
OIICHUBAET pEe3yJIbTAThl, MOJYYEHHbIE UM JUYHO M APYTUMHU ODKCHepTaMu, U (OPMYIUPYET BBIBOJIBI
OTHOCHTEJIEHO ITOCTABJICHHBIX BOIIPOCOB B IIpeJiefiaX CBOUX CIIEIHALHBIX 3HAHUH.

9. Pe3ynbraThl dKCHEPTHU3BI JIEKAPCTBEHHOTO CPENCTBAa O(GOPMIISIOTCS 3aKITIOYeHHEM KOMHUCCHH
OKCIEpPTOB. B 3aKIOYEeHWM KOMHUCCHHM OJKCIIEPTOB YKa3bIBAIOTCS TIE€peYeHb HWCCIE0BaHUM, 00bheM
MPOBEJIEHHBIX KaXJIBIM KCIIEPTOM HCCIIEI0BAaHUMN, YCTAHOBIECHHBIC KaX/IbIM U3 HUX (DaKThl U CAETaHHBIC
B pe3yJIbTaTe MUCCIIEIOBAHUI BBIBOJIBI. DKCIEPT, MHEHHE KOTOPOTO HE COBIAIAET C PEIICHHEM KOMHUCCHH
HKCIEPTOB, BIIPaBe BHIPA3UTh CBOE MHEHUE B MUCHMEHHOU (opMe, KOTOpOe MPUOOIIAETCs K 3aKIIFOUEHUIO
KOMUCCHH IKCIIEPTOB.

10. DxcmepThl, BXOJAIINE B COCTaB KOMHUCCHH, MPEAYNPEKTAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUHM C 3aKOHOJATelNbcTBOM Poccmiickoit ®Denmepanuu 3a gady 3aKiIIOUEHUs, COJEPIKaIlero
He0OOCHOBaHHBIE WU (aTbCU(PUIIMPOBAHHBIC BBIBOJIBI, O YEM OHU JAIOT MOAIHKCKY.

11. Onpenenenre ypoBHS MPOoGeCCHOHATHLHONW MOJATOTOBKH SKCIIEPTOB M aTTECTAIlMs UX Ha MPaBO
MPOBEJICHUST AKCIEPTHU3Bl JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIOTCS AKCIEPTHO-KBATU(UKAIMOHHBIMU
KOMHCCHSIMHU B TIOPSIJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (pe/iepabHbIM OpraHOM
WCTIOJIHUTEIPHON BJIACTU. YPOBEHBb MPOQPECCHOHATHHON TMOATOTOBKU IKCIEPTOB MOJUICKHUT MEPECMOTPY
yYKa3aHHBIMU KOMHCCHSIMH HE peke YeM OJIMH pa3 B IISITh JIET.

Hndopmarys 06 13MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaobps 2014 2. N 429-D3 yacme 12 cmamou 16 nacmosiwezo
DedepanvHo2o 3aKOHA U3N0ACEHA 8 HOBOU pedakyuu, ecmynarouyetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

12. TlpaBwia TpOBEACHHS AKCIEPTHU3BI JIEKAPCTBEHHBIX CPEACTB M OCOOCHHOCTH SKCIEPTU3BI
OTJCNBHBIX BHUJOB JIGKAPCTBEHHBIX mpenapatoB  (pedepeHTHBIX JIEKApCTBEHHBIX  IPENapaTros,
BOCIIPOM3BE/IEHHBIX  JIEKAPCTBEHHBIX IpernapaToB, OMOJOIMYECKUX JIEKAPCTBEHHBIX IPErapaTos,
OnoaHaoOroBbIX (OMOMOJOOHBIX) JIGKAPCTBEHHBIX —MpenaparoB (OMOAaHAJIIOTOB), T'OMEOMATHYECKUX



JIEKapCTBEHHBIX TPENapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX IpenaparoB, KOMOMHAIUHN JIEKapCTBEHHBIX
npenaparoB), (GOpMbI 3aKIFOUCHHH KOMHCCHH 9SKCIEPTOB YCTAHABJIMBAKOTCA COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOTHUTEIHLHON BIACTH.

TAPAHT:

CM. koMMeHTapuu K ctaThe 16 HacTosero denepalbHOTO 3aKOHa

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 17 nacmosiwyeco DedepaibHoco
3aKOHA U3N0JACeHd 8 HoBOU pedakyuu, scmynaroueil ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm cmambuu 6 npeovioyujeti peoaxKyuu
Crates  17. Ilomawua u paccMoOTpeHHe 3asiBI€HHS O TOCYJapCTBEHHOW perucTpanuu
JIEKapCTBEHHOIO MpernapaTa /Jisi BETepUHAPHOTO TPUMEHEHUS

1. Jlns rocyaapCTBEHHOW perucTpanuy JIEKapCTBEHHOrO Ipenapara [Uisi BETepUHAPHOIO
MpUMEHEeHHs] Pa3pabOTUMK TAaKOro JIEKApCTBEHHOTO IMpernapara WM YIOJTHOMOYEHHOE UM Jpyroe
IOpHUIHUeckoe JUIO (ajiee B HACTOSIICH CTaThe - 3asBUTENb) IMPEICTABISCT B YIIOJIHOMOYCHHBIM
(denepatbHBIE OpraH HCIOJHUTEIHHOW BIACTH, OCYIIECTBISIOMUN TOCYIapCTBEHHYIO PETHCTPAIHIO
JIEKapCTBEHHBIX MPEIapaToB Ui BETEPHHAPHOTO IPUMEHEHHS, B 3JICKTPOHHOM (hopMe MM Ha OyMaKHOM
HOCHTEJIE 3asiBJICHHE O T'OCYJapCTBEHHOH perucTpanuy JIEKapCTBEHHOTO IIpernapara Uil BETEPUHAPHOIO
MPUMEHEHWMs, & TaK)Ke B IMOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIONIMM YIIOJHOMOUYEHHBIM (eiepatbHBIM
OpraHOM WCIIOJHHUTEILHONW BIACTH, B JEKTPOHHOW (opme miam Ha OyMa)kKHOM HOCHUTENle HEOOXOIMMBbIE
JIOKYMEHTBI, U3 KOTOPBIX (OPMHPYETCSI PETUCTPAIIMOHHOE JI0Che Ha JIEKapCTBEHHBIA Mpenapar st
BETEPUHAPHOTO TPUMEHEHUS.

2. B 3asBN€HNN 0 rOCyAapCTBEHHOM perucTpaiiuy JeKapCTBEHHOTo Ipernapara Jijisi BETepUHApHOTO
MIPUMEHEHHUS YKa3bIBAIOTCSL:

1) HaMeHOBaHKE | AJIpecC 3asBUTEIS, pa3padoTUNKa U IIPOU3BOIUTENS JIEKAPCTBEHHOTO MTpenapara
JUIsl BETEPUHAPHOTO TPUMEHEHHMS] U QJIpeC MeCTa OCYIIECTBIEHUsI MPOU3BOJACTBA JIEKAPCTBEHHOIO
mpenapara Jjisi BETEPUHAPHOTO TpUMeHeHHs (B clydae HaJM4Hs HECKOJBKUX YYaCTHHKOB Mpoliecca
MIPOU3BOJICTBA HEOOXOIMMO YKa3aTh KaXJI0TO U3 HUX);

2) HaMMEHOBAHUE JICKAPCTBEHHOTO TIperapara Jjisi BETEPUHAPHOTO MPUMEHEHUs (MeXIyHapOHOEe
HENAaTeHTOBAHHOE, WJIU TPYIIIMPOBOYHOE, UIIA XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) mepeueHb JIEHCTBYIONMMX U BCIIOMOTATEIbHBIX BEIECTB, BXOISIIMX B COCTAB JICKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHUS, C YKa3aHUEM KOJIMYECTBA KaKJIOTO U3 HUX;

4) nekapctBeHHas (opma, JTO03MPOBKA, CHOCOOBI BBEACHUS W MPUMEHEHHs, CPOK TOJHOCTH
JIEKapCTBEHHOTIO Mpernapara Jjisi BETepUHAPHOTO TPUMEHEHUS,

5) bapmakoTeparneBTHUECKas IPYIIA;

6) HeOOXOIMMOCTh MPUMEHEHHSI YCKOPSHHOM MPOIeayphl SKCIEPTU3bI JICKAPCTBEHHBIX CPE/CTB B
L[EJISIX TOCYIapCTBEHHON PETUCTpalliy JIeKapCTBEHHOTO Mpenapara,

7) KOTIUHU JIOKYMEHTOB, TIOJTBEP)KIAFOIINX YIUIATy TOCYAapCTBEHHOM MOILTAHBI:

a) 3a MPOBEJCHUE SKCIEPTH3bl KayecTBa JICKAPCTBEHHOI'O CPEJICTBA M SKCIEPTH3bI OTHOIICHHUS
0’KHMJIa€MOH T0JIb3bI K BO3MOXKHOMY PHUCKY NPUMEHEHHUS JIEKApCTBEHHOTrO IperapaTa JJisi BET€pUHAPHOTO
MIPUMEHEHHUsI IIPH €r0 ToCyAapCTBEHHOU perucTpaluy;

0) 3a BbIIA4y PETHCTPAIIMOHHOTO yI0CTOBEPEHHS JIEKAPCTBEHHOTO IIpernapara,

Hupopmanys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 13 urona 2015 2. N 241-D3 ¢ nynkm 8 vacmu 2 cmamvu 17 nacmosiwezo
DedepanvHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mekcm nynkma 6 npeovloyujeil pedaKyuu

8) Haymume corjacus, TPEAYCMOTPEHHOTO YAaCThiO 7/ HACTOSIICH CTaThbHM, €CIM C MOMEHTa
perucTparyu peepeHTHOTO JISKapCTBEHHOTO TIpenapaTa Jisi BEeTepUHAPHOTO MMPUMEHEHUS IPOIILTO MEHee
YeM IIECTh JIET.

3. PerucrpanmonHoe 10Che B LENSX SKCIEPTU3BI JIEKAPCTBEHHOTO Mpernapara JJisi BETEpUHAPHOTO
npuUMeHeHus! popMupyeTcs U3 CIeayIONX JOKYMEHTOB:

1) xommst JOKyMEHTa Ha PYCCKOM $3bIKE, BBIJAHHOIO KOMIICTEHTHBIM OpPraHOM CTPaHBI
MPOU3BOJUTENS JUISI KaXKJOM MPOU3BOJACTBEHHOM IUIOMIAAKUA PETUCTPUPYEMOrO JIEKAPCTBEHHOIO
mpenapara Jisi BETEPUHAPHOTO MPUMEHEHHUsS (B TOM 4YHCIe Ui MPOM3BOJMTENS (hapMarieBTHYECKOM
CyOCTaHIIMHM), 3aBEPEHHOTO B YCTAHOBJICHHOM IIOPsJKE W  MOJITBEPXKJIAIOIIET0 COOTBETCTBHE



MPOU3BOJUTENSL PETUCTPUPYEMOIO JIEKAPCTBEHHOTO IIpernapara JUuisi BETEPUHAPHOIO IPUMEHEHUS
TpeOOBaHUSAM TIPaBWJI HAJJICKAIIed MPOW3BOJACTBEHHONH TWPAKTUKH, JHOO KOMUS JIMIICH3UH Ha
MPOU3BOJACTBO  JIEKAPCTBEHHBIX CPEICTB JUII BETEPUHAPHOIO INPUMEHEHHS JUIL  POCCHUUCKUX
TIPOU3BOANTEIIEH;

TAPAHT:

[Tynkr 2 yactu 3 ctathu 17 HacTosero denepaabHOro 3aK0Ha BCTymaet B cuity ¢ 1 suBapst 2017 T.

2) KomWs 3aKIIOUCHHsT O COOTBETCTBUHM IIPOM3BOJUTENS JIGKAPCTBEHHOTO Iperapara Jyis
BETEPUHAPHOTO TIPUMEHEHHUs TPEOOBAHWSM IIPABHUI HAJJIE)KAIIeld IPOW3BOJCTBEHHOW ITPAKTHKH,
BBIJIAHHOTO  YIIOJHOMOYEHHBIM  (eJiepabHbIM OpPraHOM HUCIHOJHUTENbHON BIacTH IS KaXIoU
MIPOU3BOJICTBEHHON TIUIOMAIKA PETUCTPUPYEMOTO JIEKApCTBEHHOTO TIpenapaTa Ui BETepUHApPHOTO
npuMeHeHusl (B TOM YHUCIIe JUIs TIPOU3BOIUTENS (hapMaIleBTHUECKON CyOCTaHIMK), JTHOO0 KOS JIUICH3UH
Ha TIPOM3BOJICTBO JIGKAPCTBEHHBIX CPEJICTB JUISI BETEPHHAPHOTO TIPUMEHEHHUS IS POCCHUCKUX
NIPOU3BOAUTEIIEH;

3) NpOeKT HOPMATHBHOIO JOKyMEHTa Ha JICKApCTBEHHBIA IIpemapar s BEeTepUHAPHOTO
MIPUMEHEHHSI;

4) NMOKYMEHT, COJEpIXAIlHii CIEAYIONYI0 HHPOPMAIHIO O (apMaleBTHISCKOW CyOCTaHIIMUA WA
(dapmarieBTHUECKUX CyOCTaHIIMSAX, BXOJSIINX B COCTAaB JIEKAPCTBEHHOTO IMpemnapara JijIsi BeTepHHAPHOTO
MPUMEHEHWSI:

a) HaUMEHOBaHKE (apMaIeBTHUECKON CYOCTaHITNH, €€ CTPYKTypa, OOIIHre CBOWCTRA,

0) HAMMEHOBAHUE U aJ[PEC MPOU3BOTUTEIS;

B) TEXHOJIOTHS TIPOM3BOJICTBA C ONMMCAHHEM CTaJMi MPOU3BOJICTBA U METOJOB KOHTPOJIS Ha BCEX
CTaUsIX TIPOM3BOJICTBA;

r) uHpOpMAIIHS O TPUMECSX;

n) cuenudukanus Ha GapMareBTHUECKYIO CyOCTaHIIHIO;

€) ONMCcaHue METOIMK KOHTPOJIS KaueCTBa,

) pe3yJIbTaThl aHaIM3a ceprii (hapMaIeBTHUECKOM CyOCTaHIUHY,;

3) MepedYeHb CTaHIAPTHBIX 00Pa3I0B WM BEIIECTB, UCIOIb3YEMbIX MTPH OCYIIECTBICHUU KOHTPOJIS
KauecTBa,

1) ONMCAHUE XapaKTEPUCTHK M CBOMCTB yITAaKOBOUHBIX MATEPUAIIOB M YKYITOPOUHBIX CPEJICTB,;

K) JaHHBIE O CTAOMIIBHOCTH;

J) CPOK TOJTHOCTH, YCIIOBUSI XPaHCHHUS,

5) oTueT o pesyiabTaTax JAOKIMHHYECKOTO WCCIICIOBAHUS JIEKAPCTBEHHOTO CpeACTBA  JUIS
BETEPUHAPHOTO MPUMEHEHMUS,

6) oTyer O pe3ynbTaTax KIMHAYECKOTO WCCIICAOBAHUS JICKAPCTBEHHOIrO Iperapara Juis
BETEPUHAPHOTO MPUMEHEHUS Y KaXXJI0r0 BUJA KUBOTHBIX, YKa3aHHBIX B UHCTPYKIIUU MO BETEPUHAPHOMY
MIPUMEHEHHIO;

7) TPOEKT WHCTPYKIMH IO BETEPHHAPHOMY NPUMEHEHHIO JICKAPCTBEHHOTO IIpernaparta,
CoJIep KaIei CIIeIyIoNe CBEICHHS

a) HAMMEHOBAHUE JICKAPCTBEHHOTO Tperapara JUlsl BETepUHAPHOTO MPUMEHEHHUs (MEXTyHAPOTHOE
HEMaTeHTOBAHHOE, UM TPYIITUPOBOYHOE, HITH XUMHYECKOE M TOPrOBOEC HAMMCHOBAHHA);

0) iekapcTBeHHas popMa ¢ yKazaHHEM HAaMMEHOBAHHM U KOJUYECTBEHHOTO COCTaBa JCHCTBYIOIIUX
BEIIECTB ¥ KAUECTBEHHOTO COCTaBa BCIIOMOTATEIHLHBIX BEIIECTB;

B) OITMCAHKE BHEIITHETO BH/IA JICKAPCTBEHHOTO TpernapaTa Jyis BETepUHAPHOTO TPUMEHCHHS,

r) papmMakoTepaneBTHUeCKas IPYIINa JIEKapCTBEHHOTO Mperapara Jiisi BETePHHAPHOTO TIPUMEHEHHUS
WJIM yKa3aHHe "'TOMEONaTUuYeCKUi JIeKapCTBeHHBIN mpenapar’;

n) dapmakoguHamuKa ©  (papMakOKHHETHKa (3@  HMCKIIOYeHHeM  (papMaKOKMHETHKH
rOMEOIIATHYECKUX JIEKAPCTBEHHBIX IPENapaToB W PACTUTENBHBIX JICKAPCTBEHHBIX IPENapaToB) WM
OTcaHNe UMMYHOOHOJIOTHUECKUX CBOMCTB JIGKAPCTBEHHOTO Mperiapara,

€) moKa3aHusl JUIsl IPUMCHCHHS;

’K) IPOTHUBOIIOKA3AHUSI JIsl IPUMEHEHUS,

3) MepBI IPEJOCTOPONKHOCTH MTPH TPUMEHEHHUU,

1) yKa3zaHHe BO3MOXHOCTH U OCOOCHHOCTEH MPUMEHEHHUS Y OEpeMEHHBIX JKUBOTHBIX, Y JKHBOTHBIX
B MIEPHO/T JIAKTAIIUU, Y TOTOMCTBA )KUBOTHBIX;

K) PSKUM J03UPOBAHUS, CIOCOO BBEICHUS W IMPHUMEHCHHUsS, IPU HEOOXOJMMOCTH BpeMs MpHeMa
JIEKapCTBEHHOTO TIperapara Jiisi BETepUHAPHOTO MPUMEHEHUS, TIPOI0KUTEIHHOCTD JICUCHHS,

J1) BO3MOXHBIE MTOOOYHBIC JCHCTBUS, HEXKENATeIbHbIC PEaKIUU MPU MIPUMEHEHUH JIEKAPCTBEHHOTO



npernapara Jijisi BETEpUHAPHOTO IPUMCHEHHS;

M) CHMITTOMBI TIEPEI03UPOBKH, MEPBI [0 OKAa3aHHUIO MTOMOIIH MPH TIEPEI03UPOBKE;

H) B3aMMO/ICUCTBHUE C IPYTUMH JIGKApPCTBEHHBIMHE IIpeapaTaMu U (KUIIH) KOpMaMu;

0) GopMbI BBITyCKa JISKAPCTBEHHOT'O Mpenapata Jjisi BETepUHAPHOTO TPUMEHEHHUS;

n) ykaszaHwe (Ipd HEOOXOIAMMOCTH) OCOOCHHOCTEH NEeWCTBUSI JICKAPCTBEHHOIO Iperapara st
BETEPUHAPHOTO IPUMEHEHHSI TIPU IIEPBOM [TPUEME WIIH MIPH €r0 OTMEHE;

p) onwucanue (Ipu HEOOXOMUMOCTH) JICHCTBHU BEeTEpHHAPHOrO Bpada (BETEPHHAPHOTO
Gbenpaiiepa), HHOTO CIEIMATACTA B 00JACTH BETEpUHAPHH, BIIa IeIIbIla JXMBOTHOTO MPH MPOITYCKE TpHeMa
OJTHOM WJTH HECKOJBKHX JI03 JICKAPCTBEHHOTO Mpernaparta JUls BETepHHAPHOTO TPUMEHCHUS;

C) CpPOK TOJHOCTH W YyKa3aHWE Ha 3alpeT NPUMEHEHHs JICKApCTBEHHOTO Tperapara s
BETEPUHAPHOTO MPUMEHEHHUS 110 UCTEUCHUH CPOKA TOJJHOCTH;

T) YCIIOBHSI XpaHCHHS

y) yKazaHHe Ha HEOOXOIAMMOCTh XPaHCHHUS JIEKAPCTBEHHOTO Mpermapara JJisi BETePUHAPHOTO
MPUMEHEHHSI B MECTaX, HEJIOCTYITHBIX IS ICTeH;

¢) ykazanue (mpu HEOOXOMUMOCTH) CIICIHATBHBIX MEp MPEIOCTOPOKHOCTH TPH YHUYTOKCHHU
HEHCIOJIb30BaHHBIX JICKAPCTBEHHBIX MPEMapaToB JJisi BETEPUHAPHOTO TPUMCHEHHS;

X) CPOKH BO3MOXKHOT'O HCIOJIb30BaHHSI TPOIYKIIMU YKABOTHOTO MPOUCXOXKICHHS MOCIIE BBEIACHHS
’KHBOTHOMY JIEKaPCTBEHHOTO Tperiapara Jiisi BETePHHAPHOTO TIPHMEHCHHS;

1) YCJIOBHSI OTITYCKa,

4) HAMMCHOBAHUS W ajpeca MPOM3BOJCTBEHHBIX IUIOMIAOK IMPOM3BOIAMUTEIS JIEKAPCTBEHHOTO
npernapara Jijisi BETEpUHAPHOTO IPUMCHEHHS;

1) HAWMEHOBAHHWE, aJpeCc OpraHW3alliH, YIOJHOMOYCHHON Jep)KarelieM WM BJaJeblleM
PErUCTPAIIOHHOTO YIOCTOBEPECHUS JIGKAPCTBEHHOTO TIpenapara Ha MPUHSITHE TPETEH3HA OT MOTPEOUTEIs;

8) MpOeKThl MaKeTOB MEPBUYHON YHAKOBKHA M BTOPHUYHOU YITAKOBKH JIEKAPCTBEHHOTO IIperapara
JUJISl BETEPUHAPHOTO TIPHUMCHEHHS,

9) cieayroIue CBEACHUS O JIEKApCTBEHHOM Ipernapare JJisl BETePHHAPHOTO TPUMEHEHHSI:

a) OIKCAHUE U COCTAB JICKAPCTBEHHOTO Tperapara /Uil BETePHHAPHOTO TPHMEHEHHS;

0) omucanue (papMaIeBTHUCCKON pa3pabOTKHy;

B) OMKCAHKE MPOIlecca MPOU3BOCTBA M €r0 KOHTPOJIS;

T') OIUCAaHUE KOHTPOJIS KPUTHUSCKHUX CTAJIUM MTPOM3BOCTBA U TIPOMEKYTOUHOMN MPOAYKIIHH;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 13 urona 2015 2. N 241-D3 6 noonynkm "0" nynkma 9 vacmu 3 cmamou 17
nacmosiuge2o DedepanbHoe0 3aKOHA 6HeCeHbL USMEHEHUs

Cm. mexkcm noOnyHKma 6 npeovioyujeti peoaxKyuu

1) HAaWMEHOBAHHMS W ajpeca pa3paboTywKa, JeprKaTeis WM Blaaeiblla PErHCTPAlHOHHOTO
yJIOCTOBEPEHHSI  JICKAPCTBEHHOTO  Iperapara, IPOW3BOJICTBCHHBIX  IUIOIMIAJIOK  IPOU3BOIUTEIIS
JICKapCTBEHHOTO TIperapara Juisl BETepHHAPHOTO TIPUMEHEHUS,

¢) hapMarieBTHYECKasi COBMECTUMOCTH;

) MEKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MaTepHaIbHbBIN OaraHc JUIsl IPOU3BOICTBA CEPHH FOTOBOTO MPOIYKTA;

1) OIHMCAaHUE XapaKTEPUCTHK M CBOMCTB yITaKOBOYHBIX MATEPUAIIOB M YKYITOPOUHBIX CPEJICTB,;

K) JIOKyMEHTAJIbHOE TOJITBepP K IcHHE (BT IAIINSI) POLIECCOB U (MJIHM) KX OICHKA,

71) TpebOBaHUS K KadeCTBY BCIIOMOTATENbHBIX BeIIeCTB (ceprudukar, creruduKanms Ha
BCIIOMOTaTe/IbHBIE BEIIECTBA U KX 000CHOBAHUE);

M) aHAJIUTHYCCKHE METOAUKH, HCIOJIb3yeMble TMPH OCYIISCTBICHHM KOHTPOJS KadecTBa
BCIIOMOTaTeJIbHBIX BEIIECTB;

H) JOKyMEHTaJIbHOE MOATBEpKAcHNE (BalUAaNNs) aHATUTHUYCCKUX METOIUK, UCIIOIb3YEMBIX TPH
OCYIIECTBIICHNH KOHTPOJIS Ka4eCTBa BCIIOMOTaTeIbHBIX BEIIECTB,;

0) wHpOpMaIUs 00 HCIOIH30BAHUU BCIIOMOTATEIbHBIX BEINECTB YECIIOBEUSCKOTO M JKHBOTHOTO
MPOUCXOXKICHUS,

1) uHpOpMAIHsT 00 UCIIOIH30BAHUN HOBBIX BCIIOMOIaTEIbHBIX BEIECTB,;

p) TpeOoBaHMsI K KadyeCTBY JIGKAPCTBEHHOTO Mperapara Jyis BETEPHHAPHOTO TMPUMEHEHUS
(ceprudukar, cnenuduKanms Ha JCKapCTBSHHBIHN Mpernapar U X 000CHOBaHUE);

C) aHATUTHYCCKHUE METOJMKH, WCIOJNb3yeMble TIPH OCYIIECTBICHUH KOHTPOJS KadecTBa
JICKapCTBEHHOTO TIperapara Juisl BETepHHAPHOTO IIPUMEHEHUS,

T) JOKYMEHTAJIBHOE TOATBEPXKICHHE (BalHMIAIMsl) aHATUTHYCCKAX METOMK, MCIIOJIb3YEMbIX TPU



OCYIIECTBIICHMH KOHTPOJISI Ka4eCTBa JICKapCTBEHHOTO TpenapaTa Jyisi BETepUHAPHOTO TPUMEHCHUS,

y) JOKYMEHT, HOJTBEPKIAIOIINN KAuecTBO JICKAPCTBEHHOT'O Ipenapara TpeX MPOMBIIIICHHBIX
cepuii (IPOTOKOJ aHANIW3a WK CepTH(UKAT aHAIM3a), OJHA CEpHUsl KOTOPOTo J0JDKHA COBIMANATh C CepHeit
oOpasiia JeKapcTBEHHOTO Ipernapara, MoJJaHHOTO Ha PErHCTPAIHIO;

() xapakTepuCcTHKa pUMecei;

X) TMepeveHb CTaHAAPTHBIX O00Pa3lloB, MCIHOJB3YEMbIX MPU OCYIIECTBICHHH KOHTPOJS KadecTBa
JICKApCTBEHHOTO TIperapara Jijisi BETEPHHAPHOTO IIPUMCHEHUS,

I1) JAaHHBIE O CTAOMJIBHOCTH JIEKAPCTBEHHOTO Mperapara Jyis BETEpUHAPHOTO IIPHMEHEHUS;

10) xomust JAOKyMEHTa, cojep)kaniero WHGOpMAIMI0 O HaJMYMU WM 00 OTCYTCTBHU (DaKTOB
peruCcTpaIiy JIEKapCTBEHHOTO TIpernapara Ui BeTepUHAPHOTO MPUMEHEHHS 3a mpenenamu Poccuiickoit
Oenepanuy;

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 13 urona 2015 . N 241-D3 ¢ nynkm 11 uwacmu 3 cmamou 17 nacmosweco
DedepanvHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mexkcm nynkma 6 npeovloyujeil peoaKyuu

11) corsiacue B mHCBMEHHOU (opme, MPEeIyCMOTPEHHOE YaCThO / HACTOSIIEH CTAaThH, B CIIydae
perucTpanuy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOIO IIpenapara;

12) xomusi JOKYMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOT0 B YCTAHOBICHHOM I[OPSJIKE |
MOJITBEPIK/TAIOIIETO TIPABOMOYHOCTh 3asBJICHUS O TOCYIAapCTBEHHOW pETHCTPallii JIEKApCTBEHHOTO
mpernapara Jijisl BETEpUHAPHOTO MIPUMEHEHHS! (IOBEPEHHOCTH).

4. Tlpm mTpoBeACHWH YCKOPEHHOM MPOIEIyphl SKCIEPTH3Bl JIEKAPCTBEHHOTO IIperapara Jyis
BETEPUHAPHOTO MPUMEHEHHsI B IEJISIX €ro TOCYJAApCTBEHHOW PETUCTPAllUd MOXET MPEACTaBISATHCS
nH(pOpMaIHs, MOTyYeHHasT TP MPOBEJCHUN KIIMHWYECKHX WCCIIEOBAHMNA JICKApCTBEHHOTO Tpenapara u
OImyONIMKOBaHHAS B CIEIUAIM3UPOBAHHBIX MMEYATHBIX W3/IaHUSAX, 4 TaKKe JOKYMEHTHI, COJepiKalue
pe3yabTaThl HCCIIEOBaHUS OMOAKBUBAICHTHOCTH JIEKAPCTBEHHOTO TIpenapaTa [Uisi BETEPUHAPHOTO
MIPUMEHEHHUS.

5. Ha okcmepTusy pa3iwuHBIX JIEKApPCTBEHHBIX (OPM OJHOTO M TOTO JK€ JIEKapCTBEHHOTO
mpemapata JUiss BETEPUHAPHOTO TIPUMEHEHHUS 3asBUTENb TPEJCTABISCT OTACNbHBIC 3asBICHUS U
pPETUCTpAIOHHBIE JTIOChE Ha KAXIYIO JIeKapcTBEHHYIO (opmy. [Ipu yciioBUM OJTHOBpEMEHHOH Mo1a4d Ha
AKCIEPTU3Y OJHON JIeKapCTBEHHON ()OPMBI C pa3IMYHBIMU JIO3UPOBKOHM, KOHIICHTpaIueil, oobeMom
3assBUTEIb TPEJICTABISIET OJHO 3asBIICHUE W PETHCTPAIMOHHOE JIOChE C TPUIIOKEHUEM MaKETOB YIIaKOBOK
Ha KaXIYIO JO3UPOBKY, KAXKIYIO0 KOHIICHTPAIUIO, KaXK/IbIi 00heM U KaXKI0€ KOJIMYECTBO JI03 B YIAKOBKE.

6. 3asgBuTenh BIIpaBE NPEICTaBUTh 1O COOCTBEHHOW WHHIIMATHBE BMECTE C 3asBICHHEM O
rOCYy/IapCTBEHHOW perucTpanuy JeKapCTBEHHOTO Tpemapara /i BETePHHAPHOTO MPUMEHEHUS
JOKYMEHTBI, TIOJTBEP)KIAIOIINE YIUIaTy TOCYAapCTBEHHOW MONUIMHBI M YKa3aHHBIE B IYHKTE / YacTH 2
HacTosIIeH cTaThu. B cimyyae mx HempeIcTaBICHHs] COOTBETCTBYIOIIMH YIIOJIHOMOUYEHHBIN (hefiepatbHbIN
OpraH HWCIOJHHUTEIBHON BIIACTH TIPOBEpseT (akT YIIIaThl 3asBUTENIEM TOCYJApCTBEHHON MONUINHBI
MOCPEJICTBOM HCIIOBH30BaHUS WH(POpMAIMU 00 yIuiaTe rocyJapCTBEHHOM MOILIMHBI, COJIEpKaIleics: B
l'ocynapcTBenHO# MH(MOPMAIIMOHHONW CHCTEME O TOCYNApPCTBEHHBIX W MYHHUIIMITAIHHBIX IUIATEXaX, Ha
OCHOBAaHWHU  TMPEJACTABICHHBIX  3asABUTENIEM  KOMHWA  JOKYMEHTOB, TMOJTBEPXKIAIONINX  YIUIATy
TOCYJJAPCTBEHHO MOIIJIHHEI.

7. He nomyckaeTcss WCHONB30BaHWE B KOMMEPYECKHX MeNsX HHPOpMAIMK O pe3ylbTaTax
JOKITMHIYECKUX HCCIICIOBAHMH JICKAPCTBEHHBIX CPEJICTB M KIIMHUYECKUX HCCIICAOBAHUM JIEKapPCTBEHHBIX
MpemnapaToB Ui BETEPUHAPHOTO MPHUMEHEHHUs, MPEACTABICHHOW 3asBUTENEM [UIsl TOCYAapCTBEHHOU
peTUCTpaIii  JIGKAPCTBEHHBIX MpenaparoB, 0Oe3 ero corjachs B TeUeHHE IIeCTH JIET C JaThl
rOCy/IapCTBEHHOW perucTpanuu peepeHTHOro JIeKapcTBeHHOTo mpenapaTa B Poccuiickoit denepanuu.

TAPAHT:

CM. xomMeHTapuu K ctaThe 17 HacTosiero denepalibHOTO 3aKOHa

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 naumenosanue cmamovu 18 nacmosiueco
DedepanvHo20 3aKOHA U3LOACEHO 8 HOBOU pedakyuu, ecmynarouyetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mekcm HAUMeHOBAHUSL 6 NPeObLOYWell peoaKyuu
Cratbs  18. Ilomaua u paccMoTpeHHe 3asBICHHS O TOCYJapCTBEHHOW perucTpanuu
JIEKapCTBEHHOIO Mpernaparta JJisi MeJUIIUHCKOTO IPUMEHEHUS



Hupopmarnus 00 MU3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekaops 2014 2. N429-D3 wacme 1 cmamvu 18 nacmoswezco
DeoepanbH020 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, cmynaroweti 6 cuny ¢ 1 utona 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

1. Jlns rocynapCTBEHHOW perucTpanuy JIEKapcTBEHHOTO Iperapara s MEIUIIUHCKOTO
MPUMEHEHHs] OpPUJIMYECKOe JUI0, JEeHCTByIOIee B COOCTBEHHBIX HMHTEpecax WJIM YIOJIHOMOYEHHOE
MPEJICTABIISATh UHTEPECH APYTOrO OPUIAYECKOTO JIMIA W 3asBIISIONIEE JIEKAPCTBEHHBIA Mpemnapar Ha
TOCY/IapCTBEHHYIO perucTpanuio (najee B HACTOAIIEH CTaThe - 3asABUTENbB), IPEICTABISICT B
YIIOTHOMOYEHHBIN (he/iepanbHblii OpraH UCIOTHUTEIHLHOW BIACTH, OCYIIECTBISIFOIINA TOCYIapCTBEHHYIO
PETUCTPAIHIO JIEKAPCTBEHHBIX MPETNapaToB JUIsi MEIUITHHCKOTO PUMEHEHUS, B 3JIEKTPOHHOH (opme U Ha
OyMa)XHOM HOCHTEJIE 3asBJIEHHE O TOCYJApCTBEHHOW pErucTpalMM JIEKApCTBEHHOIO IIpernapara s
MEJMIIMHCKOTO TIPUMEHEHUS, a TaKke B TIOPs/IKe, YCTAaHOBICHHOM YIIOJTHOMOYEHHBIM (QeliepaibHbIM
OpraHOM HCTOJHUTEILHOW BIACTH, B JJEKTPOHHOU (opMe W Ha OyMa)kKHOM HOCHUTeNle HEOOXOIMMbIE
JOKYMEHTBI, U3 KOTOPBIX (OPMHPYETCS] PETUCTPAIIMOHHOE JI0Che Ha JIEKapCTBEHHBIM Mpernapar st
MEIMIMHCKOTO IPUMEHEHUS.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekabps 2014 2. N429-D3 wacme 2 cmamvu 18 nacmosweco
DeoepalibH020 3aKOHA U3N0NCEHA 8 HOBOTU pedakyuu, ecmynaroujeti 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. B 3asiBiieHUU O rocyAapCTBEHHOM pPEerucTpaluy JeKapcTBEHHOIO Mpenapara Juisi MEAUIIMHCKOTO
MIPUMEHEHHUS YKa3bIBAIOTCSL:

Hupopmarnus 00 U3MEHEHUSX:
Ilynxkm 1 usmenen ¢ 1 saneaps 2018 2. - @eoepanvuwiil 3axon om 28 oexabps 2017 2. N 425-D3

Cm. npedvbloywyio peoaxkyuio

1) HauMeHOBaHHWE, aIpec 3asBUTENS W TMPOU3BOJIUTENS JICKAPCTBEHHOrO Ipenapara Juls
MEJIMIIMHCKOTO TMPUMEHEHUs, CBEJIEHUsI 00 UX PEruCTpallii B KaueCTBE HAJIOTrOIUIATEIBbIINKA B CTpaHE
peructpaiuu (Ui pOCCHUCKUX FOPUINYECKUX JIHI - UACHTH(GUKAIMOHHBIM HOMEp HaJOororuiaTesblrKa
(MHH), nist ”HOCTPAHHBIX FOPUIMUECKUX JIUI] - CTPaHa PErUCTpalii, HAMMEHOBAHUE PETUCTPUPYIOIIETO
opraHa, peruCTpalMOHHBIA HOMED, KO/ HAJIOTOIIATEIIBIINKA B CTPAHE PerucTpaliy (MHKOPIOPAIIUH) I
€ro aHaJior) M ajpec MecTa OCYIIECTBICHHUS IIPOU3BOJICTBA JIEKAPCTBEHHOTO Mpenapara (B ciiyyae HaTuaus
HECKOJIbKUX YYaCTHUKOB IIpollecca ero IMpPOM3BOACTBA HEOOXOJMMO YKa3aTh Ka)X/JI0ro y4yacTHHKa B
COOTBETCTBHUH C OCYIIECCTBIISIEMO CTaIiell IPOU3BOJICTBA);

2) HaMMEHOBaHKE JICKAPCTBEHHOIO MpenapaTa JJisi MeJIUIMHCKOTO TpUMeHeHHs (MeXTyHapOTHOE
HENaTeHTOBAHHOE, WJIU TPYIIIMPOBOYHOE, UIIA XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) mepeueHb JIEHCTBYIOMMX U BCIIOMOTATEIbHBIX BEINECTB, BXOISIIMX B COCTaB JICKAPCTBEHHOTO
npenapara Jijisi MeJJUIIUHCKOTO MPUMEHEHUS, C YKa3aHUeM KOJIMYECTBA KaK/I0TO U3 HUX;

4) nekapctBeHHas (opma, JO03MPOBKA, CHOCOOBI BBEACHUS W MPUMEHEHHS, CPOK TOJHOCTH
JIEKapCTBEHHOIO TMpernapaTa il MeIUIUHCKOTO IPUMEHEHUS;

5) (bapmakoTepareBTHIecKast rpymnmna, KO aHATOMO-TeparneBTHUYECKO-XUMUYECKOM
KiIaccupuKalud, pPEKOMEHIOBaHHOW BceMupHON opraHm3anueil 3apaBoOXpaHEHHs, 3asBIsEMbIe
MMOKa3aHus JUIsl IPUMEHEHHUsI JIEKApCTBEHHOIO MperapaTa Jilsl METUIIUHCKOTO IIPUMEHEHUS,

6) oTcyTCTBHE HEOOXOIUMOCTH TIPEIOCTABICHUS OTYeTa O pe3yiabTaTax KIMHHYECKOTO
WCCIIEIOBAHMS, MCCIIeI0BaHUsl OMOSKBUBAJIIEHTHOCTU JIEKApPCTBEHHOTO Ipernapara, pa3pelieHHOro s
MeJUIIMHCKOTO puMeHeHus B Poccuiickoit @enepanuu 60s1ee ABaalaTH JeT, ¢ yKazaHUEM HOPMATUBHBIX
MIPaBOBBIX AKTOB, MOATBEPKIAIOIIUX TAHHBIA CPOK IPUMEHEHHUSI;

7) HeoOXOIMMOCTh O(GOpMIICHHs pa3pellieHus Ha BBO3 B Poccuiickyro ®enepaiinio KOHKPETHOM
NapTHH  3apeTUCTPUPOBAHHBIX ®W  (MJIM)  HE3aperHCTPHPOBAHHBIX  JICKAPCTBEHHBIX  CPEJNCTB,
MpeJHA3HAUYEHHBIX I MPOBEJCHUSI SKCHEPTHU3bI JIEKAPCTBEHHBIX CPEJCTB B IIEJISIX TOCY/IapCTBEHHOU
perucTpanuu;

8) HeoOXOJIMMOCTh MPOBEACHUS SKCIIEPTH3bI JOKYMEHTOB, MPEACTABICHHBIX IS OIpEACICHHUS
BO3MOXXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIA Ipenapar s MEJUIIMHCKOrO MpPUMEHEHUs Ipu
OCYIIECTBICHUH OCYJapCTBEHHON PEerucTpaluy B KauecTBe oppaHHOTo JIEKAPCTBEHHOIO IIpenapara;

9) HEOOXOMMOCTh TIPUMEHEHHUST YCKOPEHHOU TPOIEIYPhl KCIEPTH3BI JICKAPCTBEHHBIX CPEJICTB B
LEJISIX TOCYIapCTBEHHON PETUCTpallii JIEKapCTBEHHOTO IIpenapara,

10) xonuK JOKYMEHTOB, IOJATBEPIKAAIOIINX YIUIATY TOCYIAPCTBEHHON MOIIIAHBL



a) 3a TPOBEJICHHE SKCIEPTU3bl JOKYMEHTOB, MPEJICTABJICHHBIX JIJISI ONPEICIICHUS BO3MOXHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM TIpenapaTr JUlsi MEAWIMHCKOTO TPUMEHEHHs] IPH OCYIIEeCTBICHUN
rOCy/IapCTBEHHOU PETUCTpPAIlUU B KauecTBe OpaHHOTO JEKAPCTBEHHOTO Tpenapara;

0) 3a mpoBelleHWE SKCIEPTU3bI KauecTBa JIEKAPCTBEHHOTO CPEJCTBA M AKCIEPTU3bI OTHOIICHUS
OKHJIaeMOU TIOJIBE3bI K BO3MOXKHOMY PHUCKY IPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara, pa3perieHHoro s
MEJIHUIIMHCKOTO TpuMeHeHuss B Poccuiickoit ®Denepanmm Ooree ABaIaTdé JIET, MPH OCYIIECTBICHUH
rOCy/IapCTBEHHOW PETUCTpPAIlUU JIEKAPCTBEHHOTO Mpernapara;

B) 3a IPOBEJCHUE HKCIEPTU3bI KayecTBa JICKAPCTBEHHOTO CPEJCTBA M AKCIIEPTU3bI OTHOIICHHUS
OKHJIaeMOU TOJIb3BI K BOBMOXKHOMY PUCKY IMPHUMEHEHHUs JIEKapCTBEHHOTO IpernapaTa JUisl MeIUIIUHCKOTO
MPUMEHEHWSI TIPH €r0 TOCYIapCTBEHHOW PEeTHCTPaIlnH,

r) 3a MPOBEJCHUE SKCIEPTH3bI KAavyecTBa JICKAPCTBEHHOTO CPEACTBA M SKCIIEPTH3bI OTHOIICHUS
O’KUTaeMOM TIOJTB3bI K BO3MOJKHOMY PHCKY NMPHMEHEHHsI JISKApCTBEHHOTO TpenapaTa JUisi MeJIUIIHHCKOTO
MPUMEHEHHs, B OTHOIICHUH KOTOPOTO MPOBEICHBI MEXKIYHAPOJHBIE MHOTOIIEHTPOBBIE KIMHHYECKUE
WCCIIeZIOBAaHMsI, YacTh M3 KOTOPBIX IpoBeAeHa B Poccmiickoit ®Demepanuu, MpH  OCYIIECTBICHUH
rOCy/IapCTBEHHOW PETUCTpPAIlUU JIEKAPCTBEHHOTO Mpernapara;

11) wasuume coriacus MPOU3BOIUTENS JIEKAPCTBEHHOIO Ipenapara, MPOU3BOJICTBO KOTOPOTO
ocymiecTBisieTcss 3a nmpeaenamu  Poccuiickoit ®Denmeparyiyi, Ha MpOBEJIEHUE HWHCIEKTHPOBAHUS
MIPOU3BOIUTEIIS HA COOTBETCTBUE TPEOOBAHHSIM TPABNIT HAJUIEKAIIeH TPON3BOICTBEHHOMN IPAKTHKHY;

12) nanmuuue coriiacus, MpeayCMOTPEHHOTO YacThio 18 HacTOsIIel CTaThy;

13) ykasamue BHJA JIEKAPCTBEHHOrO TMpenapara, MpPEACTaBICHHOTO Ha  PETHCTPAIHIO
(pedepeHTHBINE  JIEKApCTBEHHBIM  mpemapaT,  BOCIPOU3BEICHHBIA  JIGKAPCTBEHHBIM  Ipernapar,
OHMOJIOTHYECKHIA JIeKapCTBEHHBIN Ipenapar, OHoaHAIOTOBBIN (OHOIMOMOOHBIN) JICKApCTBEHHBIN Mpermapar
(6uoanasor), roMeonaTHYECKH JICKApCTBCHHBIN Mperapar, JIeKapCTBEHHBIN paCTUTENBHBIN Mperapar).

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekaops 2014 2. N429-D3 uyacme 3 cmamvu 18 nacmoswezco
DeoepanbH020 3aKOHA UN0NCEHA 8 HOBOU pedarkyuu, cmynaroweti 6 cuny ¢ 1 aneaps 2016 .

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
3. PeructpammonHoe 10che Ha JIEKAPCTBEHHBIM MpemapaT JUIsl METUIIMHCKOTO MPUMEHEHHS
peocTaBiseTcs B popMe 00IIero TeXHMIECKOro JOKYMEHTA.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®3 yacmv 4 cmamvu 18 nacmosiwyeco
DeoepalibH020 3aKOHA UN0NCEHA 8 HOBOU pedakyuu, cmynaroweti 6 cuny ¢ 1 aneaps 2016 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

4. Paznen NOKyMEHTallud aIMUHACTPATUBHOIO XapaKTepa BKIIOUAET B ceOs:

1) 3asBiieHHE O TrOCYIAPCTBEHHON PETHUCTPAIUH JICKAPCTBEHHOIO IpenapaTta s MEIUIIMHCKOTO
MIPUMEHEHHsI B 3JIEKTPOHHOU popme 1 Ha OyMakHOM HOCHUTEIE;

2) KOIHWIO JIOKyMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOI0 B YCTAHOBJICHHOM TIOPS/IKE |
MOATBEPK/IAIOIIETO MPABOMOYHOCTh 3asBUTENS MOJABaTh 3asBJIIEHHE O TOCYJAPCTBEHHOW perucrpanuu
JIEKapCTBEHHOTO Tpernapara Jijisi METUIIMHCKOTO TIPUMEHEHHUS (I0BEPEHHOCTB);

3) KOIUIO JIMIICH3MH Ha TPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB HWIJIM KOIHUIO 3aKJIFOUYCHHUS O
COOTBETCTBUM  NPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEJICTB  TpeOOBaHUSIM  IIpaBUII  HaJJexalnei
MPOU3BOJICTBEHHOW MPAKTUKH, BBIJAHHBIC YIIOJTHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOJTHHUTEIHHON
BJIACTH, B CJIy4ae, €CJIM IPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara ocylecTsisiercss B Poccuiickoit
Oenepanuy;

4) KONHWIO BBIJAHHOW YIOJHOMOYCHHBIM OpPraHOM CTpaHbl TPOU3BOJIUTENS JIMICH3UH Ha
MIPOU3BO/ICTBO JIEKAPCTBEHHOTO MIpenapara u ee nepeBo;] Ha PyCCKU s3bIK, 3aBEPEHHBIE B YCTAHOBIEHHOM
MOPSIJIKE, U KOIUIO 3aKIIOYEHUSI O COOTBETCTBUHU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUIM
paBWJl HaAJEXKaIed MPOW3BOJACTBEHHON TMPAaKTUKH, BBIIAHHOTO YHOJHOMOYEHHBIM (eaepalbHbIM
OpraHOM HCIOJHUTENIbHOM BiacTH, B Ccllydae, €CJId MPOU3BOJICTBO JIEKAPCTBEHHOrO Ipernapara
ocy1iecTisieTcs 3a npeaenaMmu Poceuiickoit @enepanuuy;

5) TMNpoeKT WHCTPYKIUH IO MEIUIMHCKOMY HPUMEHEHHIO JIeKapCTBEHHOIO IIperapara,
coJIeprKallell cleayIonme CBEICHNS:

a) HaMMCHOBAHME JICKAPCTBEHHOTrO Tmpenapata (MeXIyHapoJHOE HEMaTeHTOBAaHHOE, WIIN
IPyNIAPOBOYHOE, HIIH XUMHUECKOE U TOPrOBOE HAUMEHOBAHHS);

0) nekapcTBeHHast popMa ¢ ykazaHHeM HAaMMEHOBAHHI M KOJIMYECTBEHHOTO COCTaBa JICHCTBYIOIIMX



BEIECTB U KAYeCTBEHHOI'0 COCTaBa BCIIOMOTATEIbHBIX BEHIeCTB (MIPH HEOOXOIMMOCTH KOJTHYECTBEHHOTO
COCTaBa BCIIOMOTATEJIbHBIX BEIIECTB);

B) ONKCaHKE BHEITHETO BH/IA JEKAPCTBEHHOTO MIpenapara Jjist METUIIMHCKOTO IPUMEHEHHS,

r) pU3NKO-XUMHUYECKUE CBOMCTBA (JIJIs parodapManeBTHUSCKUX JICKAPCTBEHHBIX PEIaparoB);

1) (dapmakoTepaneBTHYECKass TPYyIIa, KOJ JIEKapCTBEHHOTO IMpemapara Ui MEIUIIMHCKOTO
MPUMEHEHHSI TI0 aHATOMO-TEPANCBTUICCKO-XUMHUYECKON KilacCu(pUKAINU, PeKOMEHI0BaHHOU BceMupHoii
OpraHM3aIreil 3JpaBOOXpaHeHNs, WK YKa3aHHue "TOMEOMaTHUECKHI JTeKapCTBEHHBIN TIpernapar

e) ¢apmakoguHamMuka H  (apMakokuHETHKa (32  HCKIOUueHHEM  (apMaKOKHHETHKH
rOMEOTaTHYECKHX JIEKAPCTBEHHBIX MPEMapaToB U paCTUTEIBHBIX JICKAPCTBEHHBIX MPEapaToB);

K) TIOKA3aHUs ISl TPUMCHEHHS;

3) MPOTHUBOMOKA3aHHSI JIsl IPUMEHECHUS,

1) MEpbI IPETOCTOPOKHOCTH NP TPUMECHEHHH;

K) yKa3zaHWe BO3MOXXHOCTH H OCOOEHHOCTEW NPUMEHCHHs JIEKapCTBEHHOrO IIperapara Jyis
MEJIUIIMHCKOTO MPUMCHEHUS OEpPEeMEHHBIMH JKCHIIWHAMH, IKECHINUHAMH B MEPUOJ T'PYIHOrO
BCKapMJIMBaHMsI, IETHMHU, B3POCIIBIMU, IMCIOIIIUMH XPOHHUYECKHE 3a00ICBAHUS;

J) peXKUM JTO3MPOBaHHMs, CIOCOOBI BBE/ICHHS U TIPUMEHCHUs, IPH HEOOXOAUMOCTH BpeMs IprHeMa
JIEKapCTBEHHOTO Ipernapara il MEAMIIHHCKOTO IPUMEHEHHUS, TPOAODKATEILHOCTD JICYEHHUS, B TOM YHCIIE
y JIETel 10 W MOCIIE€ OJTHOTO TOJa,;

M) BO3MOJKHBIE HE)XKeJIaTelbHBIC PEaKIMH NpU MPUMEHEHHWH JIEKapCTBEHHOTO TMperapara Jyis
MEJIUIIMHCKOTO TIPUMEHEHHS,

H) CHMITTOMBI TIEPEI03MPOBKH, MEPHI [0 OKAa3aHUIO MOMOIIH MTPH TIEPEI03UPOBKE;

0) B3aMMO/ICHCTBHE C IPYTUMH JIEKAPCTBCHHBIMY MpenapaTaMu U (MJIH) MHIIEBBIMU MIPOAYKTAMH;

1) (hOpMBI BBIITyCKa JIEKAPCTBEHHOTO ITpernapara,;

p) ykaszanue (MpH HEOOXOIMMOCTH) OCOOEHHOCTEH MEHCTBHS JIEKAPCTBEHHOrO Iperapara s
MEIUIIMHCKOTO IPUMEHEHHS TIPH ITEPBOM IIPUEME HITH ITPH €r0 OTMEHE;

c) ommcanue (mpu HEOOXOMUMOCTH) aekcTBui Bpauda ((denpamrepa) u (WiIK) MalueHTa IPH
MpOIyCKe TpHeMa OJHONM WM HECKOJBKHX JI03 JIEKapCTBEHHOTO Tperapara ISl METUIIMHCKOTO
MPUMCHEHHUS;

T) BO3MOXKHOE BIIUSIHHE JICKAPCTBEHHOTO IMpemapara JUiss MEIUIIMHCKOrO NPHMEHEHHS Ha
CIIOCOOHOCTH YIPABIIATH TPAHCIIOPTHBIMU CPEICTBAMH, MEXaHU3MaMH;

y) CpPOK TOAHOCTH W YyKa3aHHE Ha 3ampeT HIPUMEHEHHs JIEKapCTBEHHOrO IMpemapara Uit
MEIUITMHCKOTO IPUMEHEHHS 110 HCTEUCHUH CPOKA TOTHOCTH;

¢) ycIoBHsI XpaHEHHUS;

X) yKa3aHHe Ha HEOOXOJMMOCTh XpaHEHHs JICKAPCTBEHHOTO Iperapara il MEIUIMHCKOTO
MPUMEHEHHS B MECTaxX, HEJOCTYITHBIX IS ICTEH;

1) ykaszaHue (Opu HEOOXOIMMOCTH) CIEIMATIBHBIX MEp MPEIOCTOPOKHOCTH IMPHU YHUUYTOKCHHUU
HEWCIOIb30BaHHBIX JIEKAPCTBEHHBIX MPEMapaToB I MEAUIIMHCKOTO TPUMCHEHHS;

4) yCIOBHS OTITYCKa;

) HAaUMEHOBaHHS W ajpeca MPOU3BOJICTBEHHBIX ILIOMIAIO0K MPOU3BOIUTENS JIEKAPCTBEHHOTO
mpemnapara;

) HaWMEHOBAHWE, aJpeCc OpraHW3aldH, YIOJHOMOYEHHON JepikaTelieM WM BiaaeblleM
PETHCTPAIMOHHOTO yIOCTOBEPEHHsI JIEKAPCTBEHHOTO TIperapara JUisi MEIMIUHCKOTO MPUMEHEHHs Ha
MPUHSTHE TIPETEH3HMIA OT MOTPEOUTEIIS;

6) HHCTPYKIIHMIO TI0 MEIUITHHCKOMY PUMEHEHHIO MIIH KPATKYIO XapaKTEPUCTHUKY JIEKapCTBEHHOTO
mpemnapara, yTBepsKJAeHHBIC B CTPaHe IPOU3BOIUTEIS;

7) MpOEKThI MAKETOB MEPBUYHON YHNAKOBKHA M BTOPHUYHOU YITAKOBKH JIEKAPCTBEHHOTO IIperapara
JUTSL MEJIMIIUHCKOTO TPUMECHEHHUS

8) MpOoeKT HOPMATHBHOW JIOKyMEHTAI[MM HJIA HOPMATHBHOTO JIOKYMEHTa Ha JICKApCTBEHHBIH
mpenapar JJisl MEAUIUHCKOTO TPUMEHEHHs JTH00 YKa3aHhe COOTBETCTBYIOMIEH (hapMaKOIEeHHOU CTAThH;

9) MOKyMeHT, cojepaiuii HHPOPMAIHIO O HATWYMHA WM 00 OTCYTCTBHHU (DAKTOB PETHUCTPALIUH
JIEKapCTBEHHOTO Tperapara Jijist MeTUIIMHCKOTO IIPUMEHEHHUs 3a rpeaenaMu Poccuiickoii demeparui;

10) xomuu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM MOPSIKE W MOJATBEPIKIAIONIAX (aKT
perucTpaly JICKapCTBEHHOr0 IMperapara B HHOCTPAHHBIX TOCYIapcTBaX B KadecTBE OpQaHHOTO
JIEKapCTBEHHOTO Tperapara,

11) mman ympaBieHHs pPHCKaMHU JUIsL  OHMOJOTHYECKHX JICKAPCTBEHHBIX MperapaTtoB IS
MEIUIIMHCKOTO TIPUMEHEHHS,



12) noxkymeHT o cucTeme (QapMakoHaa30pa JepiKaTelsl WM BlaJeNblia PEerHCTPAIMOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOTO TIpenapara;

13) noKyMeHT, MOJATBEPKIAIONINI Ka4eCTBO JIEKAPCTBEHHOIO Iperapara TPeX MPOMBIILICHHBIX
cepwii (IPOTOKOJ aHAIN3a WK CepTH(UKAT aHAIM3a), OJHA CEPHUSl KOTOPOTo JOJDKHA COBMAIATh C CepHeit
oOpasna JIeKapcTBEHHOTO Tpermapara Juisli MEAMIUHCKOTO MPUMEHEHHs, IPEJICTaBICHHOr0 Ha
TOCYJJAPCTBEHHYIO PErHCTPAIHIO.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N429-®O3 yacmv 5 cmamvu 18 nacmosiweco
DedepanvHo20 3aKOHA U3L0ANCEHA 8 HOBOU pedakyuu, ecmynatouyeil ¢ cuny ¢ 1 sueaps 2016 e.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

5. Paznen xummueckoii, papmaneBTHYecKoil U OHMOJOTMUYECKON JTOKYMEHTAIlUU BKIIOUAeT B ceds
JOKYMEHTEI, cojiepkarire HHpopMaIuio o (hapMareBTHIeCKOH CyOCTaHIINH U JIEKApCTBEHHOM Ipernapare
JUIE MEIMIIMHCKOTO TMPUMEHEHUs, MpoIlecce ero MpPOM3BOJCTBA U METOJaX KOHTpOJII KauecTBa, B TOM
qrce:

1) xKomuro JOKYMEHTa, COJEpIKallero CleAylomyo wuHopManuio o (apMareBTHYecKon
cyOCTaHIIUH WK (papManeBTHYECKUX CyOCTaHIIUSX, BXOJSIINX B COCTaB JIEKAPCTBEHHOTO TIpenapara:

a) HaUMEHOBaHHE (apMaIeBTHUECKON CYOCTaHITIH, €€ CTPYKTypa, OOIIre CBOWCTRA,

0) HAMMEHOBAHUE U aJ[PEC MPOU3BOTUTEIS;

B) TEXHOJIOTHSI MPOU3BOJICTBA C OMHMCAHMEM CTaJMii IPOM3BOACTBA M METOJOB KOHTPOJISI Ha BCEX
CTaUsIX IPOM3BOJICTBA;

r) omucaHnue pa3pabOTKHU Mpolecca MPOU3BOJICTBA;

JT) OTMCaHUE KOHTPOJISI KPUTHUCCKUX CTAIUN TIPOU3BOJICTBA U TIPOMEIKYTOUHON TIPOTYKIIHH;

€) JOKYMEHTaJIbHOE MMOATBEPIKAeHUE (BaH/IaIks) TIPOIecCoB U (MJIH) UX OIIEHKA,

K) CBOMCTBA M CTPYKTYpa JICHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTUKA TPUMECEH;

n) cnenuuKanys Ha papManeBTHYECKYIO CyOCTaHINIO U ee 000CHOBaHHE,

K) aHAIMUTUYECKHE METOJIUKH, WCIOJIb3yeMble TPH OCYIIECTBICHHHA KOHTPOJS KadecTBa
(bapmareBTHUECKON CyOCTaHIIUMY,

J) JOKyMEHTaJIbHOE MOATBep)KIcHUE (BajMIalns) aHAIUTHYSCKUX METOIMK, MCIOJIb3YEMbIX MPH
OCYIIECTBICHIH KOHTPOJISl KauecTBa (papmarieBTH4ecKoi cyOcTaHnuy,

M) pe3yJbTaThl aHAIN3a Cepuil (hapMaIeBTUUECKON CyOCTaHITHH;

H) MepeveHb CTaHIAPTHBIX 00Pa3IOB WM BEIECTB, UCIIOIB3YEMbIX MIPU OCYIIECTBICHHH KOHTPOJIS
KauecTBa,

0) OIMCaHHE XapPaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPHAIIOB U YKYIIOPOYHBIX CPEJICTB;

1) JaHHBIC 0 CTAOMIBLHOCTH (papMareBTUIECKO# CyOCTaHIINY;

P) CPOK TOJTHOCTH;

2) [OKYMEHT, COJCp)Kallluii CIEIYyIONMe CBEJCHUS O JIEKAPCTBEHHOM IMperapare Juis
MEUIITHCKOTO TPUMEHEHHUS:

a) OIUCAHUE U COCTaB JICKAPCTBEHHOT'O Mpernapata JJisi MeAUITUHCKOTO TPUMCHEHHS;

0) ommcanme QapmareBTUUYeCKO pa3paboTkr (0OOCHOBaHWE BBIOOpPA cOCTaBa, IEPBHYHOMN
YITAKOBKH U UHOTO);

B) TEXHOJIOTHSI MPOU3BOJICTBA C OTMCAHHEM CTaJHi MPOU3BOJCTBA M METOJOB KOHTPOJS Ha BCEX
CTaUsIX TIPOM3BOJICTBA;

I) ONHWCAaHWE KOHTPOJS KPUTHYSCKMX CTaJUd MpoIllecca IMPOU3BOJICTBA U MPOMEKYTOUHOM
MPOAYKITHH;

1) HAMMEHOBAHUE M aJIpeC MeCTa OCYIIECTBICHUS MMPOU3BOJICTBA JISKAPCTBEHHOTO Ipernapara Juis
MEJUIIMHCKOTO0 MpUMEHEHHsI (B cllyyae HAJIMYMs HECKOJBKAX YYaCTHHKOB IpoIliecca IMPOU3BOJICTBA
HEOOXO0IMMO yKa3aTh KaXKJ0ro U3 HUX);

e) dapmareBTHYECKas COBMECTUMOCTB;

) MUKPOOHMOJIOTUYECKHE XapaKTePUCTHUKH;

3) MaTepUabHbIN OaJaHC IS IPOU3BOJICTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONMCAHUE XapaKTEPUCTHK M CBOMCTB yITaKOBOUHBIX MATEPUAIIOB M YKYITOPOUHBIX CPEJICTB,;

K) JOKyMEHTaJIbHOE MOATBEPXKIeHHE (BaIUIAINsI) IPOIECCOB IPOM3BOACTRA U (MITH) UX OIIEHKA;

J) TpeOOBaHUS K Ka4yeCTBY BCIIOMOTATENIBHBIX BEIIECTB (cepTudukar, crerudukanms Ha
BCIIOMOTaTelIbHbIE BEIIECTBA U KX 0OOCHOBAHUE);

M) aQHAJIUTHYECKHE METOJUKH, HUCIOJIb3yeMble TMPH OCYIIECTBICHHH KOHTPOJSI KadecTBa



BCIIOMOTaTeJIbHBIX BELIECTB,;

H) JIOKYMEHTAJIbHOE TOATBEpXKIeHHE (BaJMIAIMS) aHATUTHUYCCKIX METOJUK, HCIOIb3yeMbIX MPH
OCYIIIECTBJIEHUU KOHTPOJIS KAUECTBA BCIIOMOTaTEIbHBIX BEIECTB,;

0) uHpopMaIs 00 KCIOIBb30BAaHUU BCIIOMOTATEIbHBIX BEIECTB YEIOBEUECKOTO U JKUBOTHOTO
MIPOUCXOKACHMUS,

) HHpOpMaIHs 00 UCIOIb30BAaHUN HOBBIX BCIIOMOTATEIIbHBIX BEIECTB;

p) TpeOOBaHMsSI K KayecTBY JIEKApCTBEHHOTo IMperapaTta ISl MEIUIIMHCKOTO TPUMEHEHHS
(cepTudukart, crienuduKanus Ha JIeKapCTBEHHBIN MpenapaT U uX 000CHOBaHUE);

C) aHAIUTHYECKHE METOAWKH, HCIOJIb3yeMble IIPH OCYIIECTBICHUH KOHTPOJIS KadecTBa
JIEKapCTBEHHOTI'O IIperapara Juisi MeTUIITHCKOTO PUMEHEHHUS,

T) JOKYMEHTAJIBHOE TMOATBEPXKICHHE (BalMIalMsl) aHATUTAYCCKAX METOMK, MCIIOJIb3YEMbIX TPH
OCYIIECTBIICHUU KOHTPOJISI KaueCcTBa JIEKAPCTBEHHOTO Mpenapara JJisi MEAUIIMHCKOTO TPUMEHEHNUS;

y) pe3yIbTaThl aHAIN30B CEPUil IEKapCTBEHHOTO Ipenapara Jjisi MEeTUIIMHCKOTO TPUMEHEHHUS,

&) xapakTepucTHKa IpUMeceif;

X) MepeveHb CTaHAAPTHBIX 00pa3lloB, MCHOJB3YEMBIX MpPU OCYIIECTBICHHH KOHTPOJS KadecTBa
JIEKapCTBEHHOT'O IIperapara Juisi MeJUIITHCKOTO IPUMEHEHUS,

1) JaHHBIE O CTaOMJIBHOCTH JIEKAPCTBEHHOTO Mpenapara JUisi MeTUIIMHCKOTO TIPUMEHEHHSI.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekaops 2014 2. N429-D3 uwacme 6 cmamvu 18 nacmosweco
DeoepanbH020 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, cmynaroweti 6 cuny ¢ 1 aneaps 2016 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
6. Paznen dapmakonornueckoif, TOKCHKOJIOTHYECKON TOKYMEHTAIUU BKJIIOYAET B ceOsl OTYETHI O
pe3yapTaTax JOKJIMHUYECKUX MCCIIEOBAHUMU JIEKAPCTBEHHOIO CPEJCTBA JJISI MEJUIIMHCKOTO IPUMEHEHHS],
B TOM YHCJIE:
1) otyet 0 papMakoAMHAMUICCKUX UCCIICIOBAHUSIX;
2) oTueT 0 hapMaKOKMHETUYCCKHUX MCCIICIOBAHUSX;
3) OTYeT O TOKCHKOJOTMYECKUX UCCIICTIOBAHUSIX.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosiwyeco Dedepaibroco
3aKoHa oonoaxeHa yacmoio [, ecmynaroweti 6 cuiy ¢ 1 aneaps 2016 2.
7. Pa3nen KIMHUYECKOW JOKYMEHTAIIMH BKIIFOUAeT B ceOsi OTYETHI O pe3yJIbTarax KIMHHYECKUX
WCCIIeIOBAHMH JIEKAPCTBEHHOTO Tperapara JJisi METUITHHCKOTO TIPUMEHEHHS, B TOM YHCJIe:
1) oruetsl 00 WUCCIEIOBAaHUSIX OMOIOCTYIMHOCTH ¥ OHOSKBHBAJICHTHOCTH, HCCIICIOBAHUSAX,
YCTaHABJIMBAIOIINX KOPPEISIIHIO PE3yIbTaTOB, MOJYUYEHHBIX B YCJIOBUAX IN VItro u in Vivo;
2) oT4eThI 0 (hapMaKOKUHETHUECKUX UCCIICTOBAHMSIX;
3) oT4eTsl 0 hapMaKOIMHAMUYCCKUX HCCIICIOBAHUSX;
4) 0TYETHI O KIMHUYECKUX UCCIIeTOBaHMSIX ) (PEKTHBHOCTH U 0€301TaCHOCTH;
5) OTYET O OCTPETUCTPAIMOHHOM OIIBITE TPUMEHEHHUS (TIPU HAJTMYHUH).

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-D3 cmamovs 18 nacmosweco DedepaibHoco
3aKkoHa donoanena yacmoio 8, ecmynaroweii ¢ cuny ¢ 1 aueaps 2016 2.
8. TpeboBanus Kk 00beMy WH(OPMAIIHAH, MPEIOCTABISIEMON B COCTaBE PETHUCTPAIIMOHHOIO JIOCHE,
JUTSL OTJICTIPHBIX BHUJIOB JIEKAPCTBEHHBIX MpPENapaTroB s METUIIMHCKOTO MPUMEHEHHs yCTaHABIMBAIOTCS
YIIOJTHOMOYEHHBIM (hefiepalbHbIM OPTaHOM HUCTIOJTHUTEIBHOM BIIACTH.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim saxonom om 22 oexaobps 2014 2. N 429-D3 cmamovs 18 nacmosweco DeodepaibHoco
3aKkoHa donoanena yacmoio 9, ecmynaroweii ¢ cuny ¢ 1 aueaps 2016 2.

9. B oTHOIIEHUN JIEKAPCTBEHHBIX TPENapaToB, pa3pelIeHHBIX IS MEIUIIMHCKOTO MTPUMEHEHHS B
Poccmiickoit ®enepanmu Oonee aBaamaté JjeT (3a HCKIIOYCHUEM OHMOJIOTHUECKHX JIEKApCTBEHHBIX
mpenaparoB), JOMYCKaeTCs BKIIIOYEHHE B COCTaB pasnesia (hapMakoJOrHYecKo#, TOKCHKOJIOTHYECKOM
JOKYMEHTAIlUl U pa3jiefla KIMHUYECKOW JOKyMEHTAIllMM BMECTO OTyeTa pa3paboTuhKka O pe3yJbTarax
COOCTBEHHBIX JOKIIMHWUYECKUX HCCICOBAHUHN JIEKAPCTBEHHBIX CPEJICTB W KIMHUYECKUAX HCCIIETOBAHHNA
JIEKapCTBEHHBIX IpenapaToB JUIsI MEIUIMHCKOTO NMPUMEHEHUs: 0030pa Hay4HbIX paboT O pe3ysbTarax
JOKITMHWYECKUX HCCIICOBAHUHA JICKAPCTBEHHBIX CPEJCTB WM KIMHUYECKUX HCCIICAOBAHUHA JTAHHBIX
JIeKapCTBEHHBIX IIPENapaToB, B TOM YHUCIIE BKJIIOYAs OMBIT UX HOCTPErHCTPAMOHHOTO TPUMEHEHHUS.



Hupopmarnus 00 MU3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-D3 cmamovs 18 nacmosweco DedepaibHoco
3axona oonoanerna yacmoio 10, ecmynaroweti 6 cuny ¢ 1 aueapsa 2016 2.

10. [Ipu rocynapcTBEHHON pPETHCTpaIllié BOCIPOU3BEJACHHBIX JIEKAPCTBEHHBIX IMpPENaparoB s
MEUITMHCKOTO TPHUMEHEHHS JONyCKaeTcsl BKIIOYEHHWE B COCTaB pasfiena  (apMaKoJIOTHIECKOMH,
TOKCUKOJIOTMUECKON JOKYMEHTAllMM © pa3felia KIMHUYeCKOW JIOKYMEHTal[dd BMECTO OTdYeTa
pa3paboT4yrKa O pe3ysibTaTaX COOCTBEHHBIX JOKJIMHHYCCKHX WCCICIOBAHUN JIEKAPCTBEHHBIX CPEJICTB
0030pa Hay4YHBIX paboOT O pe3yiabTaTaX JOKJIMHUYECKUX HCCIeOBaHUN pedepeHTHOro JeKapCTBEHHOTO
mpernaparta ¥ IpeJCTaBICHHe BMECTO KIMHUYCCKHX HCCIICIOBAaHWN B MOJHOM O0BEME, YCTAaHOBICHHOM
pa3zeioM KJIMHUYECKOW TOKYMEHTAaIlud, OT4eTa O pe3yiabTaTaX HCCIEOBaHUN OMOSKBHUBAICHTHOCTU
BOCIIPOM3BEJICHHOTO JICKAPCTBEHHOI'O TIpermapaTa JUIsl METUITMHCKOTO mpuMeHeHHs. He TpeOyercs
Mpe/cTaBlIeHNe OT4eTa O pe3yJbTaTaX WCClIeAoBaHu OHMOIKBUBAJICHTHOCTH BOCIPOU3BEICHHOTO
JICKapCTBEHHOTO TIperapara JUisi MeIUIIMHCKOT0 TPUMEHEHHSI, €CJIA PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIC
JIeKapCTBEHHBIE Mpenapathl sl MEIUIUHCKOTO IPUMEHEHUsI, KOTOPBIE:

1) mpenHa3Ha4YeHbI IS HapeHTEpPaTbHOro (IOIKOKHOTO, BHYTPHUMBIIIEYHOTO, BHYTPHBEHHOTO,
BHYTPHIJIA3HOTO,  BHYTPHUIIOJOCTHOTO, BHYTPHCYCTABHOTO, BHYTPHKOPOHApPHOTO)  BBEICHHUS H
MPEJICTaBJISIOT COOOM BOHBIE PACTBOPHI,

2) MPEJICTaBIISAIOT COOON PACTBOPHI JIJIS IEPOPATHHOTO IPUMEHEHUS,

3) mpowu3BeieHbI B (JOpME MOPOIIKOB HITH JTHO(UIM3ATOB JIJIsl IPUTOTOBIIEHHS PaCTBOPOB,;

4) SBISIOTCS Ta3aMHU;

5) SBJISIOTCS YIIHBIMA WJIM TJIa3HBIME JIEKAPCTBEHHBIMH IIpeliapaTaMu, IPOU3BEACHHBIMU B popme
BOJHBIX PAaCTBOPOB,

6) nmpenHa3HAYEHBI JUIT MECTHOTO MTPUMEHEHHS U IIPUTOTOBJICHBI B (pOpMe BOIHBIX paCTBOPOB,;

7) mpeCcTaBIsAIOT cO00# BOJHBIC PACTBOPHI JUISI UCIIOJIB30BaHUS B (POpPME MHTAJISIIHIA C MTOMOIIBIO
HeOyJai3epa WM B Ka4eCTBE HAa3aJIbHBIX CIPeeB, IPUMEHSIEMBIX C TIOMOIIBIO CXO/IHBIX YCTPOUCTB.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosiwyeco Dedepaibroco
3akona oononnena wacmoio 11, ecmynaroweii ¢ cuny ¢ 1 aueaps 2016 e.

11. Jins ciydaeB, yka3zaHHBIX B nyHktax 1 - 3, 5 - 7 wactm 10 Hacrosimeid craThH,
BOCIIPOU3BE/ICHHBIN JIEKAPCTBEHHBIN Mpemapar isi MEIUIIMHCKOTO NpUMEHEHHUs IOJDKEH COJIepiKaTh
TaKWe XK€ BCIIOMOTAaTelbHBIE BEIeCTBa B TAKWX K€ KOJIMYECTBAX, KaK W peepeHTHBIN JeKapCTBEHHBIH
npemnapat. Eciam cocTaBel BCIIOMOTaTeNbHBIX BEIIECTB pPa3IUYalOTCs, 3asBUTENb JOJKEH IMPEICTaBUTH
JI0Ka3aTeNbCcTBa TOTO, YTO HCIOJIb3yeMble B JAHHBIX KOHIIEHTPAIUSX BCIIOMOTaTellbHbIE BellecTBa He
BIUSIOT Ha Oe3omacHocTh W (WiM) 3(GQGEKTUBHOCTh JICKAPCTBEHHOTO Iperapara s MEIUIIMHCKOTO
npuMeHeHus. B ciydae, eciu 3assBUTENTb HE MOXKET MPEICTABUTh TaKUe J0KA3aTeIbCTBA U (MIJIM) HE UMEeT
JOCTyIa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJDKEH IMPOBECTH COOTBETCTBYIOIIHME HWCCIIECIOBAHUS IS
JI0Ka3aTeNbCTBA OTCYTCTBHSI BIUSHUSL Pa3HBIX BCIOMOTATEIbHBIX BEHIECTB WM BCIIOMOTraTeNbHBIX
yCTpOHCTB Ha Oe3omacHOCTh M (Wiu) 3(pPEeKTUBHOCTH JIEKAPCTBEHHOTO Mperapara Ui MEIUIIMHCKOTO
MpUMEHEHHsI B TIOPSJIKE, YCTAHOBIEHHOM YIIOJIHOMOYEHHBIM (heJlepalbHbIM OpPraHOM HCIOJTHHUTEIBHOM
BIIACTH.

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-O3 cmamovs 18 nacmosweco DedepaibHoco
3axona oonoaneHa yacmoio 12, ecmynaroweti 6 cuny ¢ 1 aneapsa 2016 2.

12. Ilpm rocygapCTBEHHOW  perucTpalii KOMOWHAIMA  paHee  3aperucTPUPOBAHHBIX
JICKapCTBEHHBIX IIPeraparoB JijIs MEIUITMHCKOTO IPUMEHEHHS JIOMYCKaeTCs BKIIFOUCHHE B COCTAB pasjelia
(hapMaKoIOTUYECKOW, TOKCHKOJIOTHYECKOW JIOKyMEHTAllMd W paszjieia KIUHUYeCKOH JTOKyMEHTaIllUu
BMECTO OTYeTa pa3padoTunka O pe3yibTarax COOCTBCHHBIX JIOKJIMHHYECKHX  HCCIICAOBAHUN
JIEKapCTBEHHBIX CPEJACTB 0030pa HAy4YHBIX paboOT O pe3ynbrarax JIOKIMHHYECKHUX WCCleI0BaHUuN
pedepeHTHBIX JIeKapCTBEHHBIX IIperapaTroB, BXOJAIIMX B COCTaB KOMOHWHAITMH JICKAPCTBEHHBIX
MpenapaToB, U 00 OTCYTCTBUH UX B3aUMOJCHCTBUS B OJIHOM JIeKapCTBEHHOMU (hopme.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-D3 cmamovs 18 nacmosweco DedepaibHoco
3axona oonoanerna yacmoio 13, ecmynaroweti 6 cuny ¢ 1 aueapsa 2016 2.
13. Ha oskcmepTusy pa3iHyYHBIX JEKApCTBEHHBIX (OPM OJHOTO U TOTO K€ JIEKapCTBEHHOTO
mpernapara JUIsl MEIUITMHCKOTO TPUMEHEHHS 3asBUTENIb TPEJCTABISICT OTJCIbHBIC 3asABICHHS U
perucTpalMoOHHbIe JOChe Ha KaXKIYI0 JIeKapcTBeHHYIO (popmy. [lpu ycrnoBum ogHOBpeMEHHOM MOIa4YM Ha



HKCHEPTH3y OJHOM JIeKapCTBEHHOH (OpMBI C Ppa3IMUHBIMU JO3MPOBKOHM, KOHIEHTpanued, oObeMoM
3asgBUTEINb MPEACTABISIET OJHO 3asBICHUE U PETUCTPALMOHHOE JI0ChE C IMPUIIOKEHUEM MAKETOB YIIaKOBOK
Ha KaXAYI0 JO3UPOBKY, KaXKIyI0 KOHIIEHTPAIMIO, KaX/IbIi 00bEM U Ka)KJ0€ KOJIMYECTBO 1103 B YIIAKOBKE.

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 cmamovs 18 nacmosweco DedepaibHoco
3axona oonoanerna yacmoio 14, ecmynaroweti 6 cuny ¢ 1 aueapsa 2016 2.
14. Tlpu rocynapcTBEHHOW perucTpanuu Op(aHHOTO JIEKAPCTBEHHOTO TMperapaTa 3asiBUTEINb
MpeICTaBIsgeT HHPOPMAITUIO, HEOOXOIUMYO JIUT (popMHUpOBaHUS pa3jelia KIMHUISCKONW TJOKYMEHTAIuH, B
00BeMe, YCTAaHOBIICHHOM YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCIIOTHUTETHFHON BIIACTH.

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-D3 cmamovs 18 nacmosweco DedepaibHoco
3axona oonoaneHa yacmoio 15, ecmynaroweti 6 cuny ¢ 1 aueapsa 2016 2.

15. [lpu peructparuu OHOJIOTHYECKOTO JIEKAPCTBEHHOTO IIpernapara, MOJydeHHOTO W3 KpPOBH,
IJTa3Mbl KPOBH YEJIOBEKa, B COCTaBE PETUCTPAIMOHHOTO JIOChe Ha JIEKAPCTBEHHBIN IMperapar Jyis
MEJIMIIUHCKOTO MTPUMEHEHHSI JIOJDKHBI OBITh MPEJICTABIICHBI JIOTIOJTHUTEIBHO'

1) B pasgene JOKYMEHTAllMHd aJMHHUCTPATHBHOTO XapakTepa JIOKYMEHT, COJEpIKalllHii
uHpOpMaIHIO 0 CyOBheKTax OOpaIleHus] JIOHOPCKON KpoBH U (MJIHM) €€ KOMIIOHEHTOB, O TOM, TJie ObLia
ocymecTBieHa goHanus (KpoBu W (WaHM) IIa3Mbl KPOBH), a Tak)Ke JaHHble 00 HH(EKITHOHHBIX
3a00JICBaHUSX, TIEPENAONIMXCS MapeHTEPAIbHBIM IyTeM, uHpopMaims O cyObeKTax oOparmeHus
JIOHOPCKOM KpoBH W (WJIM) €e KOMIIOHEHTOB, B OTHOINEHHHM KOTOPBIX OCYIIECTBISIETCS KOHTPOJIb
JIOHOPCKO¥ KPOBH U (WJIH) €€ KOMIIOHEHTOB,

2) B pasjieiic XAMHUYECKOM, (hapMaIleBTUIECKON 1 OHOJIOrHYECKON JOKYMEHTAIIHH:

a) KPUTEPUHU U CIIOCOOBI 0TOOpa, TPAHCIIOPTHUPOBAHUS U XPAHCHUS JOHOPCKOW KpOBH W (WiH) ee
KOMIIOHEHTOB,;

0) pe3yJIbTaThl UCCIICAOBAaHUI OTOOPAHHBIX JIOHOPCKO#M KpoBH U (MJIM) TUIa3Mbl KPOBH H ITYJIOB Ha
Hanmpure Bo30ymuTenedt wWHGpEKNWH, BKIOYas WHPOpPMANHIO 00 HWCHOJIB30BAHHBIX METOJUKAX
HCCIIC/IOBAaHUM W B Cllydae WCCIICJIOBAHUS IIYJIOB ILJIa3Mbl KPOBH pe3yJIbTaThl JOKYMEHTAIBHOTO
MOTBEPKACHUS (BaTUIAIMH) UCIIOTb30BAHHBIX METO/IUK;

B) TEXHUYECKUE XaPaKTEPUCTUKH YIIAKOBKH JIJI1 0TOOpa IOHOPCKO# KpoBHU U (HMJTH) IJIa3Mbl KPOBH,
BKITFOYast ”H(HOpMAIHIO 00 UCTIOIH30BaHHBIX PACTBOPAX aHTHUKOATYJISTHTOB.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosiwyeco Dedepaibroco
3axkona oonoanena yacmoio 16, scmynaroweti 6 cuny ¢ 1 aneaps 2016 2.
16. Kimmandeckue mcclieoBaHMsl JIEKAPCTBEHHOTO TIpernapaTa JijIsl MeIUIIMHCKOTO MPHUMEHEHUS B
IeJIsIX ero TOCYJapCTBEHHON perucTpanuu mpoBoasaTcss B Poccuiickoit ®Dexeparum B mOpsIKe,
YCTAaHOBJIEHHOM cTarthsivu  38-44 mnHactosimero ®enepasbHOro 3akoHa. OT4eT O MPOBEJIECHHBIX
WCCIIeIOBAHUSIX BKIIIOYAETCS B COCTAB pasfieNia KIMHUYECKON JOKYMEHTAIINH PEerUCTPAIMOHHOTO JJOChe Ha
JIEKapCTBeHHBIA TpenapaTr Uil MEIWIIMHCKOTO TpuMeHeHHs. JIJisg JeKapCTBEHHBIX IIpenapaToB JUIs
MEJUIIMHCKOTO TPUMEHEHHUs, B OTHOIICHWHW KOTOPBIX B pe3ylbTaTe OKCIEPTHU3BI JIOKYMEHTOB,
MPEJCTaBICHHBIX IS ONpeAeNieHHsT BO3MOXKHOCTH paccMaTpuBaTh JICKApPCTBEHHBIA Iperapar st
MEJUIIMHCKOTO MPUMEHEHHsI B KadecTBe Op(aHHOTO JIEKapCTBEHHOrO Mperapara, Takas BO3MOXHOCTH
NMpU3HaHA W B OTHOINCHWH KOTOPBIX TIPOBENICHBI KIMHUYECKUE WCCIIEIOBAHMS, BBIIIOJHEHHBIE 3a
npenenamu Poccutickoit denepannu B COOTBETCTBUU C TIpaBHUIaMy HaAIEXKaIeH 1abopaTOpHOU MPaKTUKU
W TpaBUIaMy HaJUIekKaledl KIMHUYEeCKOH TpPaKTHKH, JOIMyCKAaeTcs BKJIIOYEHHE B COCTaB pasjeia
KJIIMHUYEeCKOW TOKYMEHTAI[UU BMECTO OTUETa O pe3yIbTaTaX KIMHUYECKIX UCCIICIOBAHUM JIEKAPCTBEHHOTO
mpernapara ISl MEIWIIMHCKOTO IpUMEHEHWs, TpoBeleHHBIX B Poccmiickoit ®emepanuu, oTueTa 0
pe3ylbTaTaxX KIMHUYECKUX UCCIIeIOBaHM, BRITOJHEHHBIX 3a mpeenamu Poccuiickoit @enepariyi.

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim saxonom om 22 oexaops 2014 2. N 429-D3 cmamovs 18 nacmosweco DeodepaibHoco
3axona oonoanerna yacmoio 17, ecmynaroweti 6 cuny ¢ 1 aueapsa 2016 2.

17. 3asBuTenh BOpaBe MPEACTaBUTH MO COOCTBEHHOW WHHUIIMATUBE BMECTE C 3asBICHHEM O
TOCYJJApPCTBEHHOM PErHCTpaIliy JISKAPCTBEHHOTO TpenapaTa Uit MEJUIIUHCKOTO TPUMEHEHHSI IOKYMEHTHI,
MOATBEPKIAIOIINE YIUIATy TOCYAapCTBEHHOW TMOIUIMHBI U yKa3aHHble B nmyHkTe 10 wactu 2 HacTosImen
cTaTbu. B cinyyae WX HENpeJCTaBICHHS COOTBETCTBYIOIIUI YHOJTHOMOUYCHHBIN (eepanbHbIi OpraH
WCTIOJIHUTEIPHON BIIACTH MPOBEPsieT (PaKT yIIaThl TOCYJapPCTBEHHOM MONUIHHBI 3asIBUTENIEM MTOCPEICTBOM



WCTOJIb30BaHus ~ WHpoOpManuu 00  yIiare TrOCYJapCTBEHHON — MONIUIMHBI,  cojepialeiics B
l'ocynapcTBenHO# MH(MOPMAIIMOHHONW CHCTEME O TOCYNApCTBEHHBIX W MYHHUIIMITAIHHBIX IUTATEXaX, Ha
OCHOBaHMUM  TPEJICTABJICHHBIX  3asBUTEJIEM  KOMWUWA  JOKYMEHTOB, IOJTBEPKAAONIMNX  yILIATy
rocy/1apCTBEHHOW MOIILINHBI.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexaobps 2014 2. N 429-D3 cmamvs 18 nacmosiwyeco Dedepanbroco
3akona oononnena wacmoio 18, ecmynaroweii ¢ cuny ¢ 1 aueaps 2016 e.

18. He momyckaercs HCIONB30BAaHME B KOMMEPYECKHX IENSIX WHPOPMAIMU O pe3ysbTaTax
JTOKJIMHUYECKUX HMCCIETOBAaHUMN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX HCCIIeIOBAHUN JIeKapCTBEHHBIX
MperaparoB Ui MEIUIIUHCKOTO TPUMEHEHHs, IPEICTaBICHHON 3asBUTENEM U TOCYAapCTBEHHOM
perucTpanuy JIeKapcTBEHHOro IIpemapara, ©0e3 ero corjacus B TEUYEHHE IIECTH JeT C JaTbl
TOCYJJApPCTBEHHOM peTUCTpaIiiy pe)epeHTHOTO JISKapCTBEHHOTO Tpenapara B Poccuiickoii @eneparum.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim s3axonom om 22 dexabps 2014 2. N 429-D3 cmamvs 18 nacmosiwyeco Dedepaibroco
3akona oonoanena wacmoio 19, ecmynaroweii ¢ cuny ¢ 1 aueaps 2016 o.

19. JlepxaTens WM BiIaJAENel] PETUCTPAIIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Tpenapara Ha
OMOTEXHOJIOTHYECKU WU Op(haHHBIN JTeKapCTBEHHBIH Mpenapar 00si3aH MPeIoCTaBlIsATh Ha BO3ME3IHON
OCHOBE 00pa3Ibl pe)epeHTHOTO JIEKAPCTBEHHOTO Tperapara 3assBUTEISIM ISl IPOBEJICHHS KIIMHIYECKUX
uccienoBanuii. CromMocTh oOpas3na pedepeHTHOTO JIEKapcTBEHHOIO IIpenapaTta, BKIIOYEHHOTO B
nepeveHb KU3HEHHO HEOOXOMMBIX U BaKHEHIINX JIEKaPCTBEHHBIX IMPEIapaTroB, He JOJDKHA IPEBBIIATh
3apEruCTPUPOBAHHYIO TPEJENbHYIO OTIYCKHYIO IIeHYy Ha pedepeHTHBI JTeKapcTBEHHBIN Mpemapar Wid
IIeHy Ha JIEKApCTBEHHBIH Mperapar B CTpaHe MPOU3BOIATEIIS.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamovs 18 nacmosiwyeco Dedepaibroco
3axona oonoanerna yacmoio 20, ecmynaroweti 6 cuny ¢ 1 aueapsa 2016 2.
20. 3asBieHUE O FOCYJJApCTBEHHOM perucTpanyy BOCIPOU3BEACHHOTO JIEKAPCTBEHHOIO Mpernapara
JUIE MEIUIUHCKOTO TPHUMEHEHHS MOXKET OBITh TOJAaHO B YIOJHOMOUYEHHBIH (QenepaibHbIil Opra
WCTIOJTHUTEIGHOW  BIIACTH, OCYIIECTBISIONIMMA  TOCYNApPCTBEHHYIO  PETHUCTPAIMIO  JIEKAPCTBEHHBIX
MpernapaToB, MO HWCTEYCHHHM YEThIpeX JIeT C JaThl TOCYAapCTBEHHOW perucrpanuu pedepeHTHOro
JeKapcTBEHHOTro penapara B Poccutickoit @enepanuu.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim s3axonom om 22 oexabps 2014 2. N 429-D3 cmamovs 18 nacmosiwyeco Dedepaibroco
3axona oonoanerna yacmoio 21, ecmynaroweti 6 cuny ¢ 1 aueapsa 2016 2.

21. 3asBieHHME O TOCYJApCTBEHHOW perucTpalyu  OHoaHaJIoroBoro  (6momomoOHOrO)
JIEKapCTBEHHOTO Tpernapata (OrnoaHanora) MoKeT ObITh MMOJIAHO B YIIOJIHOMOYCHHBIN ()e/iepalbHbIii OpraH
WCTIOJIHUTEIPHON  BIIACTH, OCYIIECTBISIFOIIMKA  TOCYJApCTBEHHYIO  PETUCTPAIMIO  JIeKapCTBEHHBIX
MpernaparoB, IO WCTEYEHWH TpeX JeT ¢ JaThl TOCYyNapcTBEHHOW peructpanud pedepeHTHOTOo
JIEKapCTBEHHOT O npenapata B Poccuiickoit @enepanui.

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamvs 18 nacmosiwyeco Dedepaibroco
3aKoHa 0onoaxeHa yacmoio 22, ecmynaioweti 6 cuny ¢ 1 aueapsa 2016 2.

22. Jlepxatellb WM BJaJeliel] PerucTPalMOHHOTO YJIOCTOBEPEHHsI JIEKApCTBEHHOTO Ipernapara
MPEJICTABIsSCT B YIOJHOMOYCHHBIA (helepaibHbIi OpraH WCIIOJHHUTEIHHOW BIACTH, OCYIICCTBIISIOINNN
(YHKIMK IO KOHTPOJIIO U HAI30py B cdepe 37paBOOXpaHeHUs, OTUET 0 pe3yibTaraM (apMakoHaI30pa
OJIMH pa3 B IIECTh MECSIEB B TEUEHHUE JIBYX JIET MOCJE TOCYIapCTBEHHON PErucTpanuy JIEKapCTBEHHOTO
npemnapata B Poccuiickoii denepanun, eXeroJHo B TEUEHUE MOCIEAYIOMUX TPeX JIET U B JajbHeHIeM
OJIUH pa3 B TISATH JIET.

TAPAHT:

CM. koMMeHTapuH K cTaThe 18 HacTosero ®enepanbHOro 3aKoHa

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 19 nacmosiwyeco Dedepaibroco
3aKOHA U3N0JACend 8 HoBol pedakyuu, scmynaroweti 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm cmambou 8 npeovioyujeti peoaxKyuu



Cratesa 19. [Ipunstue perneHusi o Bblade AKCIEPTHOMY YUPEKACHHIO 3aJlaHUS HA TPOBEIACHUE
SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA

1. B teuenue necsitu pabouyux JAHEH cO JHS MPUHSATHUS 3asIBJICHUS O TOCYIAPCTBEHHON PEruCTpaliuu
JICKapCTBEHHOTO Ipernapara COOTBETCTBYIOIIMKA yIIOJTHOMOYEHHBIH (heJiepalbHbId OpraH HCIIOJHATETHBHON
BIIACTH MPOBOJUT MPOBEPKY MOTHOTHI, JOCTOBEPHOCTH U MPABUIHLHOCTH O(GOPMIIEHUS MPECTaBICHHBIX
JIOKYMEHTOB PETUCTPAIMOHHOIO JIOChE Ha JIEKApCTBEHHBIN INpenapaT W NPUHAMAET PEIICHHE O BbLIade
3aJlaHus Ha IIPOBEJCHUE!

1) skcnepTH3bl JOKYMEHTOB, MPEJCTABICHHBIX JJIS OMpEICICHUS BO3MOXKHOCTH PacCMaTpUBATh
JIEKapCTBECHHBIA Ipernapar Uil MEOUUHMHCKOrO IPUMEHEHUS IPU OCYIIECTBIEHUH TIOCYIapCTBEHHOU
peTUCTpaIiy B KadyecTBE OpPaHHOTO JIEKAPCTBEHHOTO TIpernapaTra;

2) DSKCIepTH3bl JIGKAPCTBEHHOTO CPEJICTBA B YaCTH OSKCIEPTHU3bl KadecTBa JIEKAPCTBEHHOTO
CpelcTBa M S3KCHEPTH3bl OTHOIIEHWS OKHUJAEMOH TOJIb3bl K BO3MOXXHOMY PHCKY IIPUMEHEHUS
JIEKapCTBEHHOI0 IIpenapara Jjisi MEIUIIMHCKOTO IPUMEHEHUS;

3) 9KcHepTH3bl JIEKAPCTBEHHOIO CPEJICTBA B YaCTH SKCIEPTU3bI KadyecTBa JICKAPCTBEHHOTO
CPEACTBA M DKCHEPTU3Bl OTHOLIEHUS OXKHIAEMOM TOJNB3bI K BO3MOKHOMY PHUCKY IPUMEHEHUS
JIEKAapCTBEHHOI'O Mperapara JUisi MEJUIUHCKOrO INPHUMEHEHUS B MOPSAKE YCKOPEHHOH mpouexypsl
AKCIEPTU3BI JJEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU €O cTaThell 26 HacTosmero denepanbHOro 3aK0Ha;

4) SKCHepTU3bl JIEKAPCTBEHHOI'O CPEJCTBA B OTHOIICHWH JICKAPCTBEHHOTO Tperapara st
BETEPUHAPHOTO IPUMEHEHUS.

2. YIIOJTHOMOYCHHBIN (efiepalbHBI OpraH HCIIOJHUTEILHOW BJIIACTH YBEJIOMIISECT B 3JICKTPOHHOM
dbopMe mwiM Ha OyMaXHOM HOCHTEJE 3asBHUTENS M SKCIEPTHOE YUPEXKJCHHE O TMPUHSTOM PEIICHUU O
BbIIau€ 3a/IaHUi Ha MPOBEJIEHUE SKCIIEPTH3, MIPElyCMOTPEHHBIX YacThio 1 HacTosIIel cTaThy, U B cllydae
HEOOXOJMMOCTH O BblJaue paspelieHus Ha BBo3 B Poccuiickyto ®Denepannio KOHKPETHONH MapTHH, CEpUU
3aperHCTPUPOBAHHBIX ¥ (MJIM) HE3aperHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB WM 00 OTKase B
IIPOBEICHUU IIPELYCMOTPEHHBIX IKCIIEPTHU3 C YKA3aHUEM IIPUYMH TaKOr0 OTKA3a.

3. B ciydae BBIABICHHS OTCYTCTBHS WJIM HEIOCTOBEPHOCTH WH(OpPMAIMH, COJAEpKaIlencs B
MPE/ICTABIICHHBIX 3asBUTENIEM JOKYMEHTaX, YIMOJTHOMOYEHHBINH (efepalbHblii OpraH HCIOJTHUTETHHOU
BJIACTH HAaNpaBJISIET 3asABHTEIIO 3alpoc 00 YTOYHEHWH OTOoM wuHpopManuu (gamee - 3ampoc
YIIOJIHOMOYEHHOTO (pesiepalbHOTO OpraHa HCIOJHHUTEIBHON BIIACTH), KOTOPBIA MOXXET OBITH INepeaaH
YIOJIHOMOYEHHOMY INPEJCTABUTENO 3asBUTENS JIMYHO II0J] PACHUCKY, HAIPABJIEH IO IMOYTE 3aKa3HBIM
MACEMOM HWJTU Tepe/iaH B DJEKTPOHHON (popme Mo TeTeKOMMYHHUKAIMOHHBIM KaHalaM CBs3H. B ciydae
HaNpaBJICHUs 3alpoca YIOJTHOMOYEHHOTO (eepallbHOTO OpraHa WCIOJHUTENFHOW BIACTH IO MOYTE
3aKa3HbIM I[UCBMOM OH CUHTAETCS IIOJIYYEHHBIM II0 MCTEUYEHHUM IIECTU JHEW C JaThl HANPABJICHUS
3aKa3HOr0 MUChMA.

4. 3asBuTenb 00s3aH NMPEICTaBUTHh OTBET Ha 3alpoc YIOJIHOMOYEHHOTO (eaepalbHOro OopraHa
WCIIOJIHUTENIPHON BIIACTH B CPOK, HE INPEBBIMAIOIIUN JIEBIHOCTa pabouuX JHEH CO JHS €ro MOJIyYeHUs.
Cpok, yka3aHHBIH B yacTu 1 HacTOSIIEH CTaThbd, MPUOCTAHABIMBAETCS CO JHSI HAIMPABICHUS 3asBUTEIIO
3ampoca yIOoJHOMOYEHHOTO (eIepabHOr0 OpraHa HCIIOJHUTENFHOW BIIACTH JO JHS TOJIYYCHUS WM
COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHMeM /ISl 0TKa3a B OpPraHU3allid dKCIEPTHU3, MPEJYCMOTPEHHBIX YacThio 1 HacTosImen
CTaThH, SIBJSIETCS TPEJICTABIIEHHE HEOOXOJAMMBIX [UJIi TMPOBEJIEHUS MPEIyCMOTPEHHBIX 3KCHEPTH3
JTOKYMEHTOB B HEIOJIHOM O0BbEeMEe WU HEIpPe/CTaBICHUE 3asBUTENIEM B YCTAHOBIIEHHBIM CPOK OTBETa Ha
3arpoc yMOJIHOMOYEHHOro (peepanbHOro opraHa HCIOJHUTENBHOW BIAcTH, a TaKKe IpeJCTaBlIeHUE
JIOKYMEHTOB, HE COJIEPKAIUX NCUYEPIBIBAIOIIETO NEePEUHs HEOOXOIMMBIX CBECHUMN.

TAPAHT:

CMm. koMMeHTapuH K cTaThe 19 HacTosmero ®enepanbHOro 3aKoHa

Hndopmaris 06 N3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamovs 20 nacmosiwyeco DedepaibHoco
3AKOHA U3N0JACend 8 HoBoU pedakyuu, scmynaroueii ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm cmamou 8 npeovioyujeti peoaxKyuu
Cratea 20. DkcmepTu3a JOKYMEHTOB, IMPEACTABICHHBIX JUISI OMNpPENeICHHs BO3MOXKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIA IpemapaT i METUIIMHCKOTO MPUMEHEHHUs IpU
OCYIIECTBICHUH T'OCYIapCTBEHHOM PErucTpaliuy B KayecTBe Op(haHHOTO JIEKapCTBEHHOTO
npenapara



1. DkcnepTr3a AOKYMEHTOB, MPEJCTABICHHBIX NJIS OMpeesieHUus BO3MOXXHOCTH paccMaTpuBaTh
JICKapCTBEHHBIN MpemapaT Ui MEJHUIMHCKOTO IMPUMEHEHHUS IPH OCYIIECTBICHUH T'OCYIapCTBECHHOU
perucTpanuu B KadecTBe OpaHHOTO JIGKAPCTBEHHOTO MperapaTa, COCTaBJICHHE KOMHUCCHEH HKCIEpPTOB
3aKJTFOYCHHAST O BO3MOXKHOCTH WJIM HEBO3MOXXHOCTH paccMaTpuBaTh JICKApPCTBEHHBIM Ipenapar yis
MEUIIMTHCKOTO TPUMEHEHUS PU OCYIIECTBICHUU TOCYAapCTBEHHON PEerrucTpaIiui B KauecTBe oppaHHOTO
JICKapCTBEHHOTO TIperapara M HallpaBJICHHE JAHHOTO 3aKIFOYCHHS B YIIOJTHOMOYEHHBIH (eepaabHbIid
OpraH MCTOTHUTEIHHOM BIACTH OCYIIECTBIISIFOTCS B CPOK, HE MPEBBIIAONINNA TPUIAATH pabounX JHEH co
JHS TIOJIyYEHHUS SKCIIePTHBIM YUPSIKICHUEM 3aJaHds YIIOJHOMOYEHHOTO (eliepaJbHOro OpraHa
WCTIOJIHUTEIPHON BJIACTH W B DJIEKTPOHHOW ¢dopMe WiM Ha OYMaXHBIX HOCHUTENISIX HEO0OXOIUMBIX
JIOKYMEHTOB, yKa3aHHbIX B nyHktax 1, 2, 5, 6, 10 wactm 4 m B wactu 7 crtarhu 18 HacTOSIIETO
®denepallbHOTO 3aKOHA.

2. JIOKYMEHTBI, cojepiKalluecss B PETHCTPAIlMOHHOM JOChe Ha JICKapCTBEHHBIM TIperapar H
MOCTYNUBIIHE HA OYMa)KHBIX HOCHUTEJISX B OKCIEPTHOE YUPEKIEHHUE ISl OCYIIIECTBICHUS X YKCIEPTU3BI
JUISL  OTIpeJICJICHUS BO3MOXKHOCTH pPacCMaTpHBAaTh JIGKAPCTBEHHBIA Ipenapar JUIsl MEJIHIIHHCKOTO
NpUMEHEeHHs] B KadecTBe OpQaHHOrO JIGKQPCTBEHHOTO IpemapaTa, TMOJJIeXKaT BO3Bpary B
VIIOJJHOMOYCHHBIN (eIepalbHBIl  OpraH HMCIOJHUTEIFHOW BIACTH OJHOBPEMEHHO C 3aKITIOYCHHUSIMH
COOTBETCTBYIOIIUX IKCIEPTHU3.

[APAHT:

CM. xommeHTapuu Kk ctatbe 20 HacTosero deepaibHOTO 3aKOHa

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-O3 cmamovs 21 nacmosweco DedepaibHoco
3AKOHA U3N0JACend 8 Hosoll pedakyuu, scmynaroueii ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm cmambou 6 npeovioyujeti peoaxKyuu
Cratbs 21. Pemenwe o0 BO3MOXXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM IIpernapar mpu
OCYIIECTBICHIH T'OCYIapCTBEHHOM PErucTpaluy B KayecTBe Op(haHHOTO JIEKapCTBEHHOTO
npenapara

1. B cpok, He npeBbIIalONINi T paboyux JHEH cOo IHS MOJIYUYeHHs 3aKJIFOUEHUs], YKa3aHHOTO B
gactu 1 cratem 20 HacTosimero ®DepepalbHOrO 3aKOHA, YIOJHOMOYEHHBIH (elepanbHbIi OopraH
HCIIOJIHUTENIBHON BIJIACTU OCYIIECTBIISIET OLEHKY ITOJIy4EHHOI'O 3aKJIIOUEHMs JUISL ONPENENIEHUS €ro
COOTBETCTBUS 33JaHHUIO Ha TMPOBEJACHHE COOTBETCTBYIOIIEH HKCHEPTU3BI M YBEAOMIISIET 3asBUTENs B
SNIEKTpOHHOM (opMe wmiaM Ha OyMaXHOM HOCHUTENE O pe3yibTaTaX IPOBEICHHON SKCHEepTH3Bl C
MPUJIOKEHUEM KOITUH SKCHEPTHOTO 3aKIOUeHHs (C COXpaHeHHEM KOH(HICHIMAILHOCTH HH(pOpMAIIUU O
COCTaBe HKCIEPTHOU KOMUCCHH) U O BO3MOXKHOCTH HMJI HEBO3MOXHOCTH PacCMaTpPUBATh JICKapCTBEHHBIM
npernapar Juisi MEJUIMHCKOTO IMPUMEHEHHS MpPHU OCYIIECTBICHUH TOCYJApCTBEHHON perucrpanuu B
KauecTBe OpaHHOTO JIEKAPCTBEHHOI'O IIpenapara.

2. llpm BbIHECEHMHM KOMHCCUEH OKCIIEPTOB 3aKIIOYEHHS] O BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIA TMpemapar A MEAUIIMHCKOIO NPUMEHEHUsI MHPU OCYILIECTBIECHUU TOCYIapCTBEHHOU
perucTparyu B KadecTBe OpQaHHOTO JEKapCTBEHHOTO TpenapaTa yIoJIHOMOUYEHHBIN (eepabHbId OpraH
WCTIOJTHUTENIBHONW BJIACTH B CPOK, HE MPEBBINAIOMIMN MATH pabouMX JHEH CO JIHS TMOJYYEHHUs JaHHOTO
3aKJIIOYEHHUs, TPUHMMAeT pelIeHHe O BblAaue 3aJaHusl Ha MPOBEACHHE OKCIEPTU3bl KauecTBa
JIEKApCTBEHHOI'O CPEACTBA W OKCIEPTU3bl OTHOIIECHUSI OXKUJAEMOM TOJIb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHs JIEKQpCTBEHHOTO MpernapaTta il MEIUIMHCKOTO IMPUMEHEHHs] B TOpsIKE YCKOPEHHOU
MPOLEYPhl IKCHEPTU3Bl JIEKAPCTBEHHOTO CpPEJCTBA B COOTBETCTBHHM CO CTaTheil 26 HAcTOSIIero
®denepaabHOTO 3aKOHA.

3. B ciayyae npuHSITHS pellieHus] 0 HEBO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN Mpenapar JJis
MEJUIITHCKOTO MMPUMEHEHUS TIPU TOCYAapCTBEHHOM PErucTpauy B KadecTBe op(aHHOTO JEKapCTBEHHOTO
mpemnaparta YMOJHOMOUYEHHBIH (elepalbHbIii OpraH HCHOJHUTENBHON BIACTH TMpEKpalaeT Mpoleaypy
roCy/IapCTBEHHOW pETUCTpallud JIEKApCTBEHHOIO Ipernapara. 3asBUTEIb BIpaBe OOpaTUTHCS B
PETUCTPUPYIOIINI OpraH C 3asBIIEHUEM O TOCYJAAPCTBEHHOW PErucTpallM YKAa3aHHOTO JIEKapCTBEHHOI'O
IpernapaTa B COOTBETCTBHHU co cTaThell 18 HacTosimero deepanbHOro 3aKoHa.

TAPAHT:

CM. KOMMeHTapuH K cTaThe 21 HacTosmiero ®enepaibHOro 3aKoHa

Crates 22. Yrpatuia cuiy ¢ 1 urons 2015 .



Wndopmanus 06 U3MEHEHUSAX:
Cm. mexkcm cmamou 22

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-D3 cmamovs 23 nacmosweco DedepaiibHo2o
3aKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, scmynaioweti 6 cuny ¢ 1 urons 2015 .

Cm. mekcm cmamovu 6 npeovioyujeti peoaxKyuu
Crarba 23. DkcmepTh3a KadecTBa JIEKQPCTBEHHOTO CpEJICTBA W OKCHEPTH3a OTHOIICHUS
OKHJJaeMOU TOJIB3bI K BO3MOKHOMY PHUCKY MPUMEHEHUs JIKApCTBEHHOTO TpermapaTa Jis
MEUIIMTHCKOTO TPUMEHEHHUSI

1. DkcnepTU3a Ka4ecTBa JEKAPCTBEHHOTO CPEJICTBA U IKCIIEPTU3a OTHOIICHHS OKUIAEMOM MOJIb3bI
K BO3MOXXHOMY pHUCKY HpPHUMEHEHHUs JIeKapCTBEHHOTO Ipemnapara il MEAMIIMHCKOrOo IMPUMEHEHHS,
COCTaBIICHHME KOMUCCHSIMH OJKCIEPTOB 3aKIIOUEHUH MO pe3yjibTaraM MPOBEJACHHBIX OKCIEPTH3 U
HallpaBJICHUE 3THX 3aKIIOYCHHNW B YIOJHOMOYCHHBIA (efepalbHBIA OpraH HCIIOJTHHTEILHOW BJIACTH
OCYIIECTBISIOTCS B CPOK, HE MPEBBIIIAIOIINAN CTa IECATH padOUUX THEH cO JHS MOJy4YeHHUS SKCIEPTHHIM
YUPEKICHUEM COOTBETCTBYIOIIETO 3aJaHUs YIOJIHOMOYEHHOTO (eepalbHOT0 OpraHa MCHOJHHUTEIBHOM
BIIACTH U HEOOXOIUMBIX JJOKYMEHTOB B 3JIEKTPOHHOU (popme Uil Ha OyMa)KHBIX HOCHUTEIISIX.

2. B TedeHume AeBsiHOCTA JTHEH CO JHS TOJIYYCHHUsS PEIIeHHs YIOJHOMOUYEHHOTO (eaeparbHOro
OpraHa UCHOJHUTENBHON BIACTH O MPOBENCHUU JKCIEPTU3, MPEIyCMOTPEHHBIX YacThi0 1 HacTosIeil
CTaThM, 3asBUTENIb IPEACTABISET B HKCIEPTHOE YUPEKICHHE JIsi MPOBEICHHUS HKCHEPTHU3bl KauecTBa
JIEKapCTBEHHOI'O Cpe/cTBa 00paslibl JIEKApCTBEHHOI'O Ipernaparta il MEIUIMHCKOTO HpPUMEHEHHS,
MPOU3BEJICHHOTO B COOTBETCTBUU C TPEOOBAHHMSMHU OIBITHO-TIPOMBIIIJICHHOTO U (MJIM) TPOMBIILICHHOTO
pEeriiaMeHTOB, YTBEPXKIACHHBIX PYKOBOJIUTENIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKXkKe B
COOTBETCTBYIOIIUX CIydyasx oOpasibl papMareBTHYeCKOl CyOCTaHIINH, TeCT-IIITaMMa MUKPOOPTaHU3MOB,
KYJbTYPBhI KJIETOK, 00pa3ilbl BEIIECTB, MIPUMEHSIEMBIX JJII KOHTPOJIS KadecTBa JIEKAPCTBEHHOI'O CPeJlICTBA
MyTeM CpPaBHEHUS C HUMHU HUCCIIEYyEeMOTO JIEKQPCTBEHHOTO CPEJICTBA, B KOJIMYECTBAX, HEOOXOTUMBIX IS
BOCIIPOM3BE/IEHUSI METOIOB KOHTPOJISI KauecTBa.

3. Ilpu momyyeHwnm oOpa3IOB JEKAPCTBEHHOTO IMpemnapara U QapMaleBTUUECKON CyOcTaHIUU
HKCIEPTHOE YUPEXKJIEHUE BBIJACT 3asBUTENIO JOKYMEHT, MOATBEPKIAIOIIUN IOJIyYeHHE YKa3aHHBIX
00pa3IoB, U B CPOK, HE MPEBHIIAIOINN TpeX pabounx JHEU, YBEJOMIISET B dJEKTPOHHOU (hopMe MiH Ha
OyMa)KHOM HOCHTEIIE 00 3TOM YITOJTHOMOYEHHBIN (elepabHbIil OpraH HCIOJHUTEIHHOMN BIIACTH.

4. Yxa3zaHHbIE B 9acTsxX 2 M 3 HACTOSINEH CTaThU CPOK JJISl MPEACTABICHUS 3asBUTEIeM 00pa3IoB
JIEKapCTBEHHOTO TIperaparta ¢ (apMareBTHYeCKOd CYyOCTaHIIMA W CPOK YBEIOMJICHHS JKCIIEPTHBIM
yupexaeHueM 00 3ToM Ha OyMa)XHOM HOCUTENE YHOJHOMOYEHHOro QenepajbHOro opraHa
WCIIOJIHUTENIBHON BIIACTH HE BKIIIOYAIOTCS B CPOK MPOBEIEHUS SKCIEPTH3, MPEITyCMOTPEHHBIX YacThio 1
HACTOSALIEH CTaThH.

5. JIoKyMeHThl, NOCTYNHUBIIMNE B OKCIEPTHOE YUpEeXKJEHUE i MPOBEJIEHUS HKCIEPTU3,
MPEeTyCMOTPEHHBIX YacThio 1 HACTOSINEH CTaThH, MOAJIEKAT BO3BPATY B YIOJTHOMOYEHHEIH (heepaabHbIi
OpraH HCIIOJIHUTEIbHON BJIACTH OJIHOBPEMEHHO C 3aKJIIOUYEHUSMH, IOJYYEHHBIMH IO pe3ylibTaTraM
COOTBETCTBYIOIIUX IKCIEPTHU3.

TAPAHT:

CM. xoMMeHTapuu K cTaThe 23 HacTosero denepalibHOTO 3aKOHa

Crarp 24. DxcrmepTH3a KauecTBa JIEKaPCTBEHHOI'O CpPEJCTBA W HKCHEPTH3a OTHOIICHHUS
O’KU/1aeMOH T0JIb3bI K BO3MOYKHOMY PUCKY IIPUMEHEHHsI JIEKApCTBEHHOI0 IIpernapara Jis
BETEPUHAPHOTO IIPUMEHEHUS

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrviv 3akonom om 13 wona 20152. N241-P3 6 uwacme 1 cmamvu 24 nacmosueco
DedepanvbHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

1. Dxcnepru3a KauecTBa JEKAPCTBEHHOI'O CPEJICTBA U SKCIIEPTU3a OTHOLIEHMS OKUIAEMOH 10JIb3BI
K BO3MOXXHOMY pPHCKY HIPHMEHEHHs JIEKQpCTBEHHOrO IIpernapara JUisi BETEPUHAPHOTO HPUMEHEHHS,
COCTaBJIEHHE KOMHUCCUSMHU 3KCIIEPTOB 3aKJIFOUEHUH 110 pe3yJIbTaTaM yKa3aHHBIX KCIEPTU3 U HAIIPABIICHUE
TaKHUX 3aKJIIOYCHHN B YIIOJIHOMOUYCHHBIA (efiepabHBIA OpraH MCIIOJTHUTEILHOW BIACTH OCYINECTBIISIOTCS
B CpPOK, HE INPEBBINAIOIIMUN CTa JecATH padouux AHEH cO JHS MOJYYEHMs! SKCIEPTHBIM YUpPEkKIACHHUEM
3ajaHusl  YIOJHOMOYEHHOTO (pelepabHOTO OpraHa WCIIOJHHUTENBHOW BIACTH C JOKYMEHTaMH,
yKa3aHHBIMH B yacTu 3 ctarbu 17 HacTosmiero OeepaibHOTo 3aKOHA.



2. B Teuenue mnaTHamaTH pabouMX JHEW CO JHS MOJIYYEHHUs PEIICHHS YIMOJIHOMOYEHHOTO
(enepaTbHOTO OpraHa MCIOJHUTEIHHON BIACTH O MPOBEJICHUHU YKa3aHHBIX B yacTé 1 HacTosme# crarbu
AKCIEPTU3 3asIBUTENIb MPEJCTABISICT B SKCIEPTHOE YUPEKICHHE JUISI MPOBEJCHUS SKCIIEPTU3bI KauecTBa
JIEKapCTBEHHOI'O CpPEJCTBAa OOpa3Ibl JIEKAPCTBEHHOI'O IIperapaTa JJjisl BETEPUHAPHOIO MPUMEHEHHS,
MPOU3BEJCHHOTO B COOTBETCTBUU C TPEOOBAHUSMHU TEXHOJIOTHMUECKUX pErJIAMEHTOB, YTBEP KJIEHHBIX
PYKOBOJIUTENIEM TPOW3BOMUTENS JICKAPCTBEHHBIX CPEJICTB, a Takxke obOpaser (apmarneBTHIeCKO
CyOCTaHITMM B KOJMYECTBAX, HEOOXOAUMBIX ISl BOCIIPOU3BEICHUS METOIOB KOHTPOJIS KayecTBa.

3. Ilpm monydyeHwn oOpa3IOB JIEKAPCTBEHHOTO Ipemnapara W (apMaleBTHYSCKON CyOcTaHITIN
OKCIEPTHOE YUPEKJICHUE BBIJACT 3asBUTENO JOKYMEHT, MOATBEPKIAIOIIUN TMOIyYeHHE YKa3aHHBIX
00pa3IoB, U B CPOK, HE MPEBBIMAONIAA TpeX pabodmx JHEH, YBeAOMIISET B TUCBMEHHOU (opMe 00 3TOM
YIIOJTHOMOYEHHBIHN (eiepaibHbIi OpraH UCTIOTHUTEIHLHOM BIACTH.

4, Cpoxk isi TpEICTaBICHUs 3asBHTEIEM O0O0pa3IoB JIGKAPCTBEHHOTO Ipemapara u
(hapmarieBTHUECKOM CYOCTaHIINK U CPOK YBEIOMIICHHSI SKCIIEPTHBIM YUPEKIEHUEM 00 3TOM B MUCHbMEHHON
(dopme yIOITHOMOYEHHOTO (eIepabHOTO OpraHa MCIIOJTHUTENBHOW BJIACTH, YKa3aHHBIE B YacTsIX 2 U 3
HACTOSIIIEH CTaThHM, HE BKIIOYAIOTCS B CPOK NPOBEJACHMS YKa3aHHBIX B 4YacTH 1 Hacrosmiel crarbu
HKCIEPTHU3.

5. JIokyMeHTBI, TOCTYNHUBIINAE B SKCIIEPTHOE YUPEIKACHHUE IS IPOBE/ICHUS YKa3aHHBIX B yacTu 1
HACTOSINEH CTaThU OKCIEPTH3, IOJJICKAT BO3BpAaTy B YIOJHOMOYCHHBIA (pelepalibHbIi  OpraH
WCTIOJIHUTEIPHOM BIACTH OJTHOBPEMEHHO € 3aKTIOUEHUSMU 0 pe3ybTaTaM YKa3aHHBIX dKCIEPTHU3.

TAPAHT:

CM. koMMeHTapuu K cTaThe 24 HacTosiero denepaibHOT0 3aK0OHa

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 naumenosanue cmamovu 25 Hacmosuje2o
DedepanbHo20 3aKOHA U3LOACEHO 8 HOBOU pedakyuu, ecmynatouetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm HauUMeHOBAHUS 6 NPeObLOYWell peoaKyuu
Cratba 25. [loBTOpHOE MpOBEACHNE HKCIIEPTHU3HI JIEKAPCTBEHHBIX CPEJICTB

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N429-D3 6 wacmv 1 cmamou 25 nacmosiweco
DedepanbHo2o 3aKOHA 6Hecenbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

1. B chyuasx HeZOCTaTOYHOH OOOCHOBAaHHOCTH WJIM HEMOJHOTHI 3aKJIIOUYEHUS KOMHCCUU
DKCIEPTOB, HAIWYUS B HEM MPOTUBOPEUUBHIX JaHHBIX, (ambCcudUKaud BBIBOJOB 3KCHEPTU3HI
JIEKapCTBEHHOTO CpEJCTBA, COKPBITHS OT YIIOJHOMOYEHHOTO (pemepasbHOTO OpraHa HWCIIOJTHHUTEIBHOM
BJIaCTM OCHOBAaHUI Ui OTBOJA OKCIIEpTa BCIEJACTBHE €r0 3aWHTEPECOBAHHOCTH B pe3yjbTaTax
COOTBETCTBYIOIIEH SKCIEPTU3bI, HATMYMS JAHHBIX O MPSIMOM JINOO KOCBEHHOM BMEIIATEILCTBE B IIPOLIECC
COOTBETCTBYIOIIEH SKCIEPTU3BI JIMI], HE YYAaCTBYIOIIMX B €€ MPOBEJECHHWU, HO OKa3aBIIMUX BIIMSHHE Ha
IpoIriecc W pe3ysbTaThl €€ IMPOBEJCHHS, YIOJHOMOYEHHBIM (elepabHbIM OPraHOM HCIOJTHHUTEIEHOM
BJIACTH Ha3HAYaeTCs MOBTOPHAS AKCIIEPTU3a JICKAPCTBEHHOTO CpeZcTBa U (HMJIH) 3THYECKast IKCIIePTU3a.

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekabps 2014 2. N429-D3 ¢ uacme 2 cmamvu 25 nacmosueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
2. lloBTOpHAas dKcmepTH3a JIEKAPCTBEHHOTO CPEJ/ICTBA MPOBOAUTCSA C YUETOM pe3yJIbTaToB paHee
MPOBEJICHHOW AKCHEPTU3Bl B CPOK, YCTAHOBICHHBIM YHNOJHOMOYEHHBIM (elepalibHBIM  OpraHOM
WCTIOJIHUTEIPHON BJIACTH M HE TPEBBIIAIOMUN TPUIATH pabodnx JHEU CO JHS MOTYYeHHS SKCIEPTHBIM
YUPEKICHUEM 3a/IaHHS Ha IIPOBEJICHNE TOBTOPHON 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N429-D3 6 uwacmv 3 cmamovu 25 nacmosiweco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
3. OunaHcoBoe oOecleueHUe BBIMOJHEHUS 3aJaHUsl Ha MPOBEJEHUE MOBTOPHOM SKCIIEPTU3BI
JIEKApCTBEHHOI'O CPEJCTBA HE OCYIIECTBIISETCS.
TAPAHT:



CM. KOMMEHTapuu K cTaThe 25 HacTosmero denepaibHOT0 3aKoHa

Crartbs 26. YcKopeHHas Mpoleaypa SKCIePTH3HI JIEKAPCTBEHHBIX CPENICTB

Hndopmaris 06 13MEHEHHSX:

Deoepanvrvim  3akonom om 13 wons 20152, N 241-P3 ¢ uwacmv 1 cmamou 26 nacmosiweco
DeoepanibH020 3aKOHA 6HECEeHbl USMEHEeHUs

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

1. VYckopenHas mnporeaypa SKCIEpTU3bl JIEKAPCTBEHHBIX CPEACTB B LENSAX TOCYyAapCTBEHHOU
peTuCTpaIiii  JIEKApCTBEHHBIX TIpenapaToB MpPHUMEHSETCS B OTHOIICHWH OpQAHHBIX JIEKAPCTBEHHBIX
IpenapaToB, MEPBbIX TPeX JEKAPCTBEHHBIX IpenapaTroB, perucrpupyembix B Poccuiickoit denepanuu B
Ka4yeCTBE BOCIIPOM3BEJCHHBIX JIEKAPCTBEHHBIX IIPENapaTroB, OYEPEAHOCTh KOTOPBIX OINpENEIsSeTcs B
COOTBETCTBUM € HOMEPOM M JAaTOW BXOMSIIMX 3adBJICHUA O TOCYJApCTBEHHOM pErucTpanuu
JIEKApCTBEHHBIX IIPENapaToB B paMKaX OJHOTO MEXIYHAapOJIHOIO HEMAaTeHTOBAHHOIO HAMMEHOBAHUS
JIEKapCTBEHHOI'0 Ipernapara WIH TIPYNIUPOBOYHOTO HAMMEHOBAHHUS JIEKAPCTBEHHOIO IIpenapara, |
JIEKApCTBEHHBIX Ipenaparos, IpeAHa3HAYEHHBIX HCKJIFOYUTEIIBHO JUTSL MIPUMEHEHUS
HECOBEPIIECHHOJIETHUMHU I'PAXKIAHAMH.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekaops 2014 2. N429-D3 wacme 2 cmamvu 26 nacmosueco
DeoepalibH020 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, cmynarowjeti 6 cuny ¢ 1 utona 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

2. YcKopeHHas Tpolefypa SKCHEpTH3bl JIEKApCTBEHHBIX CPEJCTB B IENIX TOCYAapCTBEHHOU
pErucTpanyy JICKAPCTBEHHBIX ITPENapaToB HE IPUMEHSETCS] B OTHOLICHUU:

1) 6uoananoroBeIx (0MOMOTOOHBIX) JIEKAPCTBEHHBIX NpenaparoB (OnoaHaIoroB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IpenapaToB (3a HCKIIOYeHHEM Op(aHHBIX JIEKAPCTBEHHBIX
penaparos);

3) BOCHpPOM3BEJCHHBIX JICKAPCTBEHHBIX MperapaToB (3a HMCKIIOYECHHEM TMEpPBBIX  TPeX
peructpupyembix B Poccuiickoii @enepanuy B KauecTBE BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MTPENapaToB
W JIEKapCTBEHHBIX  IpenaparoB,  MPEJHA3HAYCHHBIX  HCKIIOYHUTEIBHO  JUII  IPUMEHEHUs
HECOBEPIICHHOJICTHUMH I'PaKIaHAMH);

4) HOBBIX KOMOHMHAIIHIA 3apETUCTPHUPOBAHHBIX PaHEE JICKAPCTBEHHBIX MPENapaToB;

5) JekapCTBEHHBIX IIpENapaToB, 3apETHCTPUPOBAHHBIX paHee, HO MPOM3BEACHHBIX B JPYTHX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBUH C IepeyHEeM HaWMEHOBAaHWH JIEKapCTBEHHBIX (JOpM M B HOBOWM
JIO3UPOBKE.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekabps 2014 2. N429-D3 wacme 3 cmamvu 26 nacmosueco
DeoepalibH020 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, cmynaroweti 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

3. YckopeHHas mpoleAaypa IKCHEPTU3bl JIEKAPCTBEHHBIX CPEJCTB MPOBOIUTCS MO PEIICHHIO
COOTBETCTBYIOIIETO YITOJIHOMOYEHHOTO (pe/iepaibHOTO OpraHa WCIIOJTHHUTENFHOW BIIACTH HA OCHOBAHHH
3asIBJICHUS] 3asIBUTENSI B CPOK, HE MPEBBIIAIONINN BOCBMUAECITH padouux aneu. [Ipm stom skcneptusa
JIOKYMEHTOB, COJEPXKAIIUXCS B PETHCTPAMOHHOM JOCHhE€ Ha JIEKAPCTBEHHBIN INperapar, MPOBOJUTCS B
CPOK, HEe MPEBBIMAIONUN JecsITH padouynxX HEH, SKCIepTh3a KayecTBa JIGKAPCTBEHHOTO CpENCTBA U
JKCIIEpTH3a OTHOUIEHUS OKHUJIA€MOH IIOJIb3bl K BO3MOYKHOMY PHUCKY IIPUMEHEHHS JIEKapCTBEHHOTO
mpenapara MpoBOJIATCS B CPOK, HE MPEBHIMAONINHN MIeCTUACCITH pabounX JHEH.

Hudopmarys 06 N3MEHEHMSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-D3 cmamwvs 26 nacmosweco DedepaiibHo2o
3axona oonoanena yacmoio 3.1, scmynaroweti 6 cuny ¢ 1 urons 2015 a.

3.1. B orHomeHuun Op¢aHHBIX JEKAPCTBEHHBIX IMPENaparoB MOTYT OBbITh IPEACTaBICHBI
pe3yibTaThl JOKIMHUYECKUX HCCIEJOBAHUH JICKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIICIOBAHUH
JIeKapCTBEHHBIX MpenapaToB JUIsl MeIUIIMHCKOTO IPUMEHEHUS, BBIIOJIHEHHBIX 3a mpeaenamu Poccuiickoit
Qdeneparii B COOTBETCTBHUH C TIPAaBMJIAMHU  HaJUIeKalleld TadopaTOpPHON TPAaKTUKHA W IIPaBUIIAMU
HaJUIe)KaIlEeW KIUHUYECKON IIPAKTUKH.

4. VYckopeHHas TpoIeaypa SKCHEPTH3Bl JIEKAPCTBEHHBIX CPEJICTB IIPOBOJIUTCS B IOPSIKE,
ycTaHOBIEHHOM cTaTbsiMu 17 - 20, 23 u 24 nacrosmero denepanbHOro 3akoHa, U He 03HAYAeT CHIKEHUS



TpeGoBaHuU# K 0€30MacHOCTH, KauecTBY M 3()()EeKTUBHOCTH JIEKAPCTBEHHBIX MPENAapaToB.
TAPAHT:

CM. KoMMeHTapuu K cTaThe 26 HacTosero denepaibHOT0 3aKoHa

Crates 27. Pemenue o rocy/1apcTBEHHON PETUCTpaIlid JIEKapCTBEHHOTO Mpenapara

Hupopmanys 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekabps 2014 2. N429-@3 ¢ uwacme 1 cmamvu 27 nacmosueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

1. B cpok, He mpeBBIIAMINN AecsITH padounX JHEW CO JIHS MOJYyYEHHUs 3aKIIOYeHUI KOMUCCHUU
SKCIIEPTOB I10 pe3yjIbTaTaM 3KCIEPTHU3bl KA4eCTBA JIEKAPCTBEHHOI'O CPEJCTBA M SKCIIEPTU3bI OTHOIICHUS
0’KHMJIa€MOH TOJIb3bI K BOBMOKHOMY PUCKY NMPUMEHEHHs JIEKapCTBEHHOTO Ipernapara, COOTBETCTBYIOIINI
VIIOJTHOMOYCHHBIN (e iepabHBIN OpTraH UCIIOJHUTEILHOM BIIACTH:

1) pa3mermaer Ha cBoeM OQHUIMATLHOM caiiTe B ceTd "MHTepHET" COOTBETCTBYIOIIHE 3aKITIOUYCHUS
KOMMCCHHM DJKCIIEPTOB M OCYIIECTBISIET KX OLEHKY JUIsI OIPENEJICHUS COOTBETCTBUS 3aJaHUI0 Ha
MPOBEACHUE ITUX IKCIIEPTU3;

2) TMpUHHUMAET PEIICHHE O TOCYAAapPCTBEHHOW PErHCTpaIliK JICKAPCTBEHHOTO Tperapara Hid 00
OTKa3e B TOCYJIapCTBEHHON PErHCTpallii JEKAPCTBEHHOIO Mpernapara,

3) BHOCHT IIpU MPHUHSATHU PEIICHUS O FOCYAapCTBEHHOM PErucTpaly JeKapcTBEHHOTO Tperapara
JaHHBIE O 3apETHCTPUPOBAHHOM JIEKAPCTBEHHOM TIperapare, B TOM 4Yucie o (apmarieBTHIecKon
cyOCTaHIIMM, BXOJSIIEH B COCTaB JIEKapCTBEHHOIO IIpernapaTra, B TOCYJAapCTBEHHBIA peecTp
JIEKApCTBEHHBIX CPEACTB W BBIJIAET 3aSBUTENIO PETUCTPAIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOIO
npemnapara, (popMa KOTOPOTO YTBEPXKIAeTCs YIIOJTHOMOYEHHBIM (elepaIbHbIM OPraHOM HCHOJHHUTEITBHOM
BJIACTH, COTJIACOBAHHBIE HOPMATUBHYIO JOKYMEHTAIIMIO, HOPMATHUBHBIA JOKYMEHT, HWHCTPYKIHIO IO
IIPUMEHEHHIO  JIEKAPCTBEHHOI'O IpernapaTta W MAakeTbl NEPBUYHOM YIAKOBKM M BTOPHUYHOH
(moTpeOUTENBCKOI) YIMAKOBKA C YKa3aHMEM Ha HHUX HOMEpa pErHCTPAIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O MperapaTa U JaThl €ro ToCy1apCTBEHHOW PErUCTpaliii WIK B CIy4yae MPUHATUS pEeLICHUS
00 OTKa3e B rOCYJapCTBEHHON perucTpaluy JIEKApCTBEHHOIO Iperapara yBeAOMJIIET B HMUCHMEHHOU
¢dopme 3asBHTENsE 00 STOM C YKa3aHWEM IPUYMH TaKOTO OTKa3a. 3a BBLIAYy PETUCTPAIHOHHOTO
YIOCTOBEPEHUSI JIEKAPCTBEHHOTO Ipernapara B3UMAaeTCsl TOCYJapCTBEHHAsl MOILJIMHA B COOTBETCTBUH C
3akoHoarenscTBOM Poccuiickoit @eneparuu o Hanorax u coopax.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxkmsabps 20102, N 271-@3 ¢ uwacme 2 cmamvu 27 nacmosiweco
DedepanbHo20 3aKOHA BHeCeHbL USMEHEHUs

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. OcHoBaHMeM /s OTKa3a B TOCYIJapCTBEHHOH pETHUCTpalluu JeKapCTBEHHOTO IIpernapara
SBIISICTCS. PELIEHHE COOTBETCTBYIOIIETO YHOJHOMOUYEHHOTO (peiepajbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH O TOM, YTO Ka4yecTBO U (uin) 3pHEeKTUBHOCTH PErHCTPUPYEMOTO JIEKAPCTBEHHOTO IpernapaTa He
MOATBEPK/ICHBl MOJYYeHHBIMA JAaHHBIMU WJIM YTO PUCK HPUYMHEHHS Bpela 30pOBbIO UYEJIOBEKA WIU
’KHBOTHOTO BCJIEJICTBHE IIpHEeMa JIEKAPCTBEHHOTO TIpenapaTa IpeBbIIaeT APPEKTHBHOCTh €ro
MIPUMEHEHHUS.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekaops 2014 2. NA429-D3 wacme 3 cmamvu 27 nacmosueco
DedepalibH020 3aKOHA U3N0NCEHA 8 HOBOTU pedakyuu, cmynaroweti 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
3. TloBTOopHOE TmpeAcTaBIeHHWE B COOTBETCTBYIOIIUU YMOJIHOMOYEHHBIH (QeaepalbHbIil opraH
HCIIOJTHUTENIBHOW BJIACTH JIEKAPCTBEHHOI'O IIperapara, B OTHOUIEHWM KOTOPOro IIOJIy4eH OTKa3 B
TOCYJIApCTBEHHOW PETUCTPALMU U KOTOPBIA BIIOCIEACTBUU IOJIBEPICs U3MEHEHHUIO B YAaCTH €r0 COCTaBa,
paccMarpuBaeTcs Kak IPEJICTaBICHUE HOBOTO JIEKAPCTBEHHOIO IIpernapara Ha €ro rocyJapCTBEHHYIO
PETUCTPALIAIO HE3aBUCUMO OT COXPAHEHHMS €r0 IIEPBUYHOTO HAMMEHOBAHUS.
TAPAHT:

CM. koMMeHTapuu K cTaThe 27 HacTosmero denepalibHOT0 3aK0OHa

Hndopmaris 06 M3MEHEHHSX:



Deoepanvrvim 3axkonom om 22 oexaobps 2014 2. N 429-D3 nacmosawuii Dedepanvhbiil 3aK0H OONONHEH
cmamveti 271.1, scmynaioweti 6 cuny ¢ 1 urons 2015 a.
Cratea 27.1. Tlopsmox ompeneneHHsl B3aMMO3aMEHSEMOCTH JIGKAPCTBEHHBIX IMPEMapaToB IS
MEJIUIUHCKOTO TPUMEHEHHUS

1. B3aumo3ameHSieMOCTh JIEKAPCTBEHHBIX MpemapatoB IS MEAUIMHCKOTO TPUMEHEHUs
orpenensieTcsl B Mopsijike, ycraHoBieHHOM [lpaButensctBoM Poccuiickoit deneparyv, Ha OCHOBaHHUH
CIIETYIOIIUX apaMeTPOB:

1) okBuBameHTHOCTH (I OHOAHANOTOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IPEIapaToB
(6roaHasIOroB) - COMIOCTABUMOCTD) KaUeCTBEHHBIX U KOJIMYCCTBEHHBIX XapaKTEPUCTHK (apMaIieBTUICCKUX
cyOcTaHnuii (MCIONB30BaHUE PA3IMYHBIX COJIeH, 3(HUPOB, KOMIUIEKCOB, H30MEPOB, KPUCTALTHUCCKHUX
($bopM U Ipyrux MPOU3BOJHBIX OJHOTO U TOTO K€ JEHCTBYIOIIErO BEIECTBA HE SBISETCS MPEMSITCTBUEM
JUIS  B3aUMO3aMEHSEMOCTH JICKApPCTBEHHBIX TIpenapaToB, €CIH TpPH TPOBEICHUH HWCCIICTOBAHHUSI
OMOSKBUBAJIGHTHOCTH JIEKAPCTBEHHOTO Tperapara WM B ClIydae HEBO3MOXXHOCTH TPOBEACHUS ITOTO
WCCIICZIOBAHMS TIPH TPOBEJACHUU WCCIICIOBAHUS TEPAIEBTUYECCKON SKBUBAICHTHOCTH JICKAPCTBEHHOTO
mpernapara JI0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAYAMBIX pPa3IUuuil (apMakOKUHETHKH U (WIIH)
0e3omacHOCTH U 3G GEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara Jiuisi MeTUIIMHCKOTO TIPUMEHCHHUS);

2) SKBUBAJICHTHOCTH JICKAPCTBEHHO# (hOopMbI (10T SKBUBAJICHTHBIMU JICKAPCTBEHHBIME (hOpMaMu
MMOHUMAIOTCSl pa3Hble JIEKApCTBEHHBIC ()OPMBI, UMEIOIIHE OJMHAKOBBIE CIOCOO BBEACHUS W CIIOCOO
NpUMEHEeHHs, O00JaJafolie  COMOCTaBUMBIMH  (apMAKOKUHETHUECKUMU  XapaKTepUCTHKaMU U
(hapMakoJIOTHYECKUM JIEHCTBUEM B 00ECTIeUNBAIONIAE TaK)Ke JOCTIKEHHE HEOOXOJAUMOTO KIMHHYECKOTO
s dekra. Paznnuns nekapcTBEHHBIX (OpPM HE SBISIOTCS MPEMSTCTBHEM IS UX B3aUMO3aMEHSIEMOCTH,
€CITM TIPU TPOBEICHUM HCCIIECIOBaHUSI OMOIKBUBAIICHTHOCTH JICKAPCTBEHHOTO TIpernapaTa WM B cilydae
HEBO3MOYKHOCTH TIPOBEICHUSI 3TOTO WCCIEAOBAaHUS IMPH MPOBEACHUM HCCICIOBAHUS TepaneBTUYECKOU
SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Tpernapara JI0OKa3aHO OTCYTCTBHE KIMHWYECKH 3HAYMMBIX Pa3Iddmid
¢dapmakokuHeTnkr u (wim) Oe3omacHOCTH W 3(PPEKTHBHOCTH JICKAPCTBEHHOTO TIpernapara Jyis
MEJUIIMHCKOTO TIPUMEHECHHUS);

3) 9KBHBAJICHTHOCTb WJIM COIOCTABUMOCTH COCTAaBa BCIIOMOTATEIbHBIX BEINECTB JICKAPCTBEHHOTO
mpenapara JUIsl  MEIUIIMHCKOTO TpPUMEHEHHs (pa3iuuus COCTaBa BCIIOMOTATEIbHBIX — BEIIECTB
JIEKapCTBEHHOTO TMpemnapara JUisl MEAWIIMHCKOTO TPUMEHEHHUs HE SBJISIOTCS MPENSTCTBHEM i WX
B3aMMO3aMEHSIEMOCTH, €CJIM TIPU MPOBEJACHUU HCCIIEAOBAaHUS OMOIKBUBAICHTHOCTH JIEKAPCTBEHHOTO
mpemapata s MEAWIMHCKOTO TPUMEHEHHS WJIA B CclIydyae HEBO3MOXXHOCTH TMPOBEICHUS OTOTO
WCCIICZIOBAHMS TIPH TPOBEACHUW WCCIICIOBAHUS TEPANEBTUYECCKON SKBUBAICHTHOCTH JICKAPCTBEHHOTO
mpemnaparta s MEAWIIMHCKOTO MPUMEHEHHS JO0Ka3aHO OTCYTCTBHE KIMHWYECKH 3HAUYMMBIX pa3induit
bapmakokuHeTHkr # (Win) Oe3omacHOcTH W 3(PPEKTHBHOCTH JIEKAPCTBEHHOTO TIperapara Juis
MEIUIIMHCKOTO TpuMeHeHus. llpu 3ToM paznuumsi cocTaBa BCIOMOTATENBHBIX BEIIECTB HE JTOJIKHBI
MIPUBOJNTH K PHCKY BO3HHKHOBEHUS CEPhE3HBIX HEXeNATeIbHBIX PEaKIHid y OTAEIbHBIX IPYII HAIlHEHTOB
WJIH TIOBBIIICHUS YACTOTHI KX BOSHUKHOBEHUS);

4) HIEHTHYHOCTH CITOCO0a BBEJACHUS U IIPUMEHEHHUS,

5) OTCyTCTBME KIWHHYECKH 3HAYAMBIX pa3jMudil TNpPU  TNPOBEJICHUU  HUCCIICIOBAHHS
OMODKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Tperapara Wi B CIIydae HEBO3MOXHOCTH IIPOBEJCHHS 3TOTO
WCCIIeIOBAHUS OTCYTCTBHE KJIMHHMYECKH 3HAYMMBIX pa3IMudil  TMoOKaszarejeil Oe30mMacHOCTH U
3 PEKTUBHOCTH JICKAPCTBEHHOTO IIperapara TPy TPOBEJICHUH HCCICIOBAHHS —TEPaNeBTHUECKON
SKBHUBAJIEHTHOCTH. J[aHHBII MapamMeTp He TPUMEHSETCS B OTHOIIIEHHH BOCIIPOU3BEIEHHBIX JTE€KapCTBEHHBIX
npenapaTtoB, ykazaHHbIX B uactu 10 cratem 18 mHactosmero ®dexepaibHOro 3akoHa. B oTHOIEHUU
OroaHaoroBbIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpernapatoB (OMOAHAIOTOB) JaHHBIE 00 OTCYTCTBHH
KIIMHAYECKH 3HAYMMBIX Pa3lINuuil 0€30MmacHOCTH, d3PPEKTHBHOCTH U UMMYHOTEHHOCTH JIEKAPCTBEHHOTO
mpemapata Mo pe3yJbTaTaM MPOBEJICHHUS KIMHUYECKUX WCCIIEOBAHUN TPEJOCTABISIOTCS B MOPSJIKE,
YCTaHOBIIEHHOM HACTOSIIIEH JacThIO;

6) COOTBETCTBHE IPOU3BOJHUTENS JIEKAPCTBEHHOTO CPEJICTBA TPeOOBaHMSIM  HaJJIeKaIlen
TIPOU3BOJCTBEHHON ITPAKTUKH.

2. CpaBHeHHE MapaMeTpOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX MpPENapaTtoB ISl MEIUIMHCKOTO
MPUMEHEHHsI OCYIECTBISIETCS KOMHCCHEW OSKCIIEPTOB HKCHEPTHOTO YUPEKACHUS TIPH TPOBEICHUH
AKCIEPTHU3BI TAKUX JICKAPCTBEHHBIX MPENapaTroB B MPOIECCe UX FOCYAapCTBEHHOU perucTpanuu. BeIBoabI
DKCTIEPTOB O B3aWMO3aMEHSEMOCTH WM HEB3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX TIPenapaToB JUIs
MEJUIIMHCKOTO TPHUMEHEHHUs, CJIeIaHHble B pe3yJibTare d3TOr0 CpaBHEHHs, O(GOpPMIISIOTCS B BHJE
MPUJIOKEHHS K 3aKIIIOYCHHIO SKCIEPTOB IO (opMme, YTBEpKIEHHON YIOTHOMOUYEHHBIM (QerepatbHbIM



OpraHOM UCTHOJHUTEIHEHOM BIIACTH.

3. TlojoxeHuss HACTOSINEH CTaThM HE PACIPOCTPAHSIOTCS Ha peepeHTHBIE JIeKapCTBEHHBIC
npenapathl, JeKapCTBEHHbBIE pacTUTENbHEIE Mpenaparhl, TOMEeONnaTHUYeCKue JIEKapCTBEHHBIE MpemnapaTsl U
JICKapCTBEHHBIC IpernapaThl, KOTOPBIE pa3pelieHbl IS METUIIMHCKOTO NpUMEHeHHs B PoccHiickoi
Oenepanun 60s1€e ABaAIATH JeT U B OTHOIIEHUH KOTOPHIX HEBO3MOXKHO MPOBEACHHUE HCCIEIOBAHUS UX
OMOSKBUBAJIEHTHOCTH.

TAPAHT:

CMm. kKoMMeHTapuH K cTaThe 27.1 HacTosmero deaepaaibHOro 3aKoHa

CraTba 28. PerucrpaniioHHO€E yI0CTOBEpEHHE JIEKAPCTBEHHOTO Mpernapara

1. PerucrpanuonHoe yJ0CTOBEpEeHUE JIEKAPCTBEHHOTO Ipenapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM ™ IO3MPOBOK BBIIAETCSI OECCPOYHO, 3a WCKIIOUECHHEM PETHUCTPAIIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOIO MperapaTa, BbIIaBaeMOr0 CO CPOKOM JICHCTBHUS TSITh JIET, HA BIEPBbIE PETUCTPUPYEMBIE B
Poccuiickoit @eneparuy JeKkapCTBEHHbBIE MTPENAPATHI.

2. Ilo ucrteuenum ykazaHHOTo B uacTu 1 HacTosimed cTaThU CpoOKa BBITaeTCS OeccpoyHoe
pEruCTpalliOHHOE yIOCTOBEpEHHE JIEKAPCTBEHHOI'O IIperapara IpH YCIOBUU IMOATBEPKICHUSI €0
roCyJJapCTBEHHOM perucTpaiumu.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamvs 28 nacmosiweco DedepaibrHoco
3aKoHa 0onoaneHa yacmoio 3, scmynaroueii 6 cuny ¢ 1 urona 2015 2.

3. B cnyuae BHeceHus: B cooTBeTcTBUH co cTaThsimu 30 u 31 Hacrosmero deaepanbHOrO 3aKOHA
W3MEHEHW B COJIEpKaIlUecs] B PErHCTPAlMOHHOM JI0Che Ha 3aperHCTPHPOBAHHBINA JIEKapCTBEHHBIH
npemapar JOKYMEHTBI, 3aTparvBarOIUX CBEJCHUS, OTPaXEHHBIE B PETUCTPAIIMOHHOM YIOCTOBEPEHUU
JIEKapCTBEHHOTO Tperapara, yIMOJTHOMOUYEHHBIH (eepalbHbIi OpraH WCHOJHUTEIBHOW BIIACTH BBIACT
HOBOE PErHCTPAallMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOT'O Iperapara, cojepikaliee BHECEHHBIE B HETO
W3MEHECHWSI.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-D3 cmamvs 28 nacmosweco DedepaiibHo2o
3axkona oonoanena wacmoio 4, scmynaroweti 6 cuny ¢ 1 urons 2015 2.

4. B ciywyae yTpaThl WIM MOBPEKICHHS PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKApPCTBEHHOTO
mpernapara IO 3asBIEHHIO B IUCHBMEHHOW QopMe Jaepxareis WM BiIaJelblla PEerHcTPalliOHHOTO
yIOCTOBEPEHUSI JIEKAPCTBEHHOTO IpernapaTa Wil YIOJIHOMOYEHHOTO UMH APYTroro IOpUINYECcKOro JIHIA O
BbIJlaue NyOIMKaTa PEerucTPalMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Ipernapara YMOJIHOMOUYEHHBIN
(denepaabHBIA OpraH WCIIOJHATEIHFHONW BIACTH B CPOK, HE MPEBBIMAIONTAN JIecATH padodnx JHEH Co JTHS
MOCTYIUICHUS 3asBJICHHsI, BBITAeT JyOMUKAT PETUCTPAMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO
mpernaparta. 3a BblIauy JyOJiMKaTa pPErucTPalMOHHOIO YJIOCTOBEPEHMs JIEKQpCTBEHHOrO IIpenapara
B3UMaeTcs TOCyIapCTBeHHAs! MOILINHA B COOTBETCTBUH € 3aKOHO1aTeIbecTBOM Poccuiickoit deneparuu o
Hajiorax u cobopax.

TAPAHT:

CM. KOMMEHTapHH K cTaThe 28 HacTosmiero ®enepaibHOro 3aKkoHa

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 29 nacmosiwyeco DedepaibHoco
3aKOHA U3N0JACeHA 8 HOBOU pedakyuu, scmynaroueil 6 cuny ¢ 1 aneaps 2017 .

Cm. mexkcm cmambuu 6 npeovioyujeti peoaxKyuu

Cratba 29. [loaTBepkaeHne rocy1apcTBEHHONW PErucTpaliy JeKapcTBEHHOTO Mpernapara

1. [ToaTBepkIeHNE TOCYAAPCTBEHHOW PETrUCTpaliil JEKapCTBEHHOIO MperapaTa OCYIeCTBIISETCS
IpH Bblaye OECCPOYHOTO PETUCTPALMOHHOIO YAOCTOBEPEHHUs JIEKApCTBEHHOTO Iperapara B ciydae,
yKa3aHHOM B dacTu 2 cTarbu 28 HacTosmero denepanbHOr0 3aKoHa, B CPOK, HE TMPEBHIMIAIOIAN
MIECTUICCATH PadOUYMX JHEH CO JHS IMOJyYeHHs] COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (eliepaibHbIM
OpPraHoOM HCIIOJIHUTEJIbHOW BJIACTH 3asBJICHUS O TMOJTBEPKACHUN TOCYJAApPCTBEHHOW pEerucTparuu
JIEKapCTBEHHOIo Ipernapara. He ocyiecTBisieTcsl MOATBEPKACHHUE TOCYJIapCTBEHHONW pPETUCTpallud B
OTHOIIICHUH JIEKaPCTBEHHOTO TperapaTa, He HaXoJuBInerocst B oopameHuu B Poccuiickoii @eneparnuu B
TeYeHHe Tpex MU Oojee JeT, a TakKe B OTHOLICHUH JIEKapCTBEHHOI'O CpEACTBA, IPOU3BEJIEHHOTO C



HapyIlIeHreM TpeOOBaHusl, YCTAaHOBIEHHOTO YacThio 3.7 crathu 71 HacTosmiero denepaabHOTO 3aK0HA.

2. 3asgBiIeHWE O TMOJTBEPKJICHUH TOCYJIApCTBEHHOW PETHCTPAIlU JIEKAapCTBEHHOTO IIpemapara
Mpe/ICTaBISETCS] B COOTBETCTBYIOMIMKA YIOJTHOMOYEHHBIN (eepalbHbIil OpraH HCIOTHUTEIHLHONW BIacTH
HE paHee dYeM 3a CTO BOCEMBJAECIT JHEH JO WCTEYCHHS CpOKa JIEUCTBHUS PETHUCTPAIIMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOIO Tpernapara.

3. lloaTBepkaeHne rocyIapcTBEHHON pEeTHCTpaIliy JIEKAPCTBEHHOTO Tpernapara OCyIIeCTBISIETCS
[0 pe3yibTaTaM »JKCIEPTHU3bl OTHOLIEHUS OXUAAEMOW IO0JIb3bI K BO3MOXXHOMY PHUCKY NpPUMEHEHUS
JICKapCTBEHHOTO Iperapara Ha OCHOBAHWH PEe3yJIhbTaTOB MOHUTOPHHTA 3()(PEKTUBHOCTH B 0€30MacHOCTH
JIEKapCTBEHHOI'0  IpernapaTta, MPOBOAUMOrO JepiKaTeleM WM  BIAJIEIbIEM PErUCTPAlMOHHOIO
YIOCTOBEpPEHUS JIEKAPCTBEHHOTO Mperapara JU00 yIOTHOMOYEHHBIM UMH IOPUIAYECKAM JIMIIOM, a TaKKe
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM ()eiepaIbHBIM OPTaHOM HCIIOTHUTEIHHON BIACTH B COOTBETCTBUU
¢ TpeboBaHusIMH cTaThi 64 HacTosmero deneparbHOTO 3aKOHA.

4. K 3asBlIeHHIO O MOATBEPKIECHUU TOCYAApPCTBEHHON perucTparu JIEKapCTBEHHOro Mperapara
MPHJIArafOTCS JIOKYMEHTHI, COJIEpIKallie pe3yJbTaThl MOHHUTOpWHTA 3((EKTHBHOCTH M 0€30MacHOCTH
JIEKapCTBEHHOI'0  IpernapaTta, MPOBOAMUMOrO JepKaTeleM WM  BIAJIEIbIEM PEruCTPAllMOHHOIO
YIOCTOBEpEHHUS JIEKapCTBEHHOTO Tpemapara JMOO YIOJHOMOYEHHBIM HUMHU IOPHUIMYECKHAM JIMIIOM, II0
(dbopMe, yTBEpKICHHONH COOTBETCTBYIOIIMM YIIOJHOMOUYEHHBIM ()eiepaibHBIM OPTraHOM HCIIOHUTETHHON
BJIACTH; KOMHS JIUIEH3WH Ha MPOW3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB FIIM KOMHUS 3aKIIOUEHHUS O
COOTBETCTBHUU  IPOU3BOJUTENS  JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHUSIM  TpaBWI  HaJUIeKallei
MIPOU3BOJICTBEHHOW TPAKTUKH, BBIIAHHBIC YIIOJTHOMOYECHHBIM (eepaTbHbIM OpPraHOM HCIIOJTHHTEIHLHON
BJIACTH, B CiIyyae, €CJIM IMPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipemnapara ocyiecTBisercss B Poccuiickoit
Oenepanun, OO0 KOMHS BBIIAHHON YIIOJTHOMOYEHHBIM OPraHOM CTpaHBI MPOW3BOJUTENS JIMIICH3UU Ha
MIPOU3BO/ICTBO JIEKAPCTBEHHOTO MIpenapara u ee nepeBo] Ha PyCCKUil SI3bIK, 3aBEPEHHBIE B YCTAHOBIEHHOM
MOPSIIKE, W KOIHUS 3aKITIOYCHHUS O COOTBETCTBHH IMPOW3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
MpaBWJI HaJJIeXaleld TPOU3BOJCTBEHHONW WPAKTHKH, BBIAAHHOTO YIIOJHOMOYEHHBIM (eepaibHbIM
OpraHoM UCIIOJIHMTEIILHOH BIIACTH, B Clly4ae, €CJId IPOU3BOJICTBO JIEKAPCTBEHHOIO Iperapara
ocylecTBisieTcs 3a npenenamu Poccuiickoit Meneparu. B oTHOIIEHNN JIeKapCTBEHHBIX MPENapaToB NS
BETEpUHAPHOTO MPUMEHEHHS JOTOJHUTEIHLHO MPEICTABIISIOTCS JTIOKYMEHTHI, YKa3aHHBIE B TIOJIITYHKTAX
"a", "6", "x", "n" nmynkra 4 uactm 3 crtateu 17 Hacrosmero ®enepanpHoro 3akoHa. B oTHomeHun
OMOJIOTHYECKUX JIGKAPCTBEHHBIX IpENnapaToB 3asBUTENb JIOMOJTHHUTEIBHO TMPEACTABISET pPE3yJIbTaThl
OCYIIECTBJIEHUSI MEPOIPUATUA B COOTBETCTBHHM C IUIAHOM YIIPABIEHUS PHUCKAMHU, YTBEPKICHHBIM
VIOJHOMOYCHHBIM  (heJiepaIbHBIM  OPraHOM  WCIIOJHHTEIBHOW  BIIACTH TPH  OCYIICCTBICHUH
rOCyJJapCTBEHHON perucTpanuu JeKapcTBeHHoro mpenapara. C 3asBiIeHHEM O THOJATBEPKICHUU
TrOCYJIapCTBEHHOM PErHCTpalliy JICKAPCTBEHHOTO TIpernapara 3assBUTENb MPEACTABISIET KOMHMIO JTOKYMEHTa,
MOATBEPKJIAIOIIETO  YIJIATy TOCYJApPCTBEHHON TONLIMHBI 3a MOJTBEPXKACHHE TOCYJIapCTBEHHON
perucTpanuy JICKapcTBEHHOTO IIperapara, JuO0 BIpaBe MPEJACTAaBUTHh MO COOCTBEHHOW WHHUITMATHBE
YKa3aHHBIM JOKyMeHT. B cnydae HemnpeacTaBieHUs] YKa3aHHOTO JIOKYMEHTa YMOJHOMOYEHHBIN
(denepaabHBId OpraH HWCHOJHHUTEIBLHOW BIIACTH MpoBepseT (aKT YIUIATHI TOCYJIAPCTBEHHON MOIIITHHBI
3asIBUTENIEM TMOCPEJACTBOM HCIIOJBb30BaHUS HH(popManuu 00 ymjaare TrocyAapCTBEHHOW MOIUIHHEI,
conepkareiicss B ['ocynapcTBeHHOW HH(POPMAIIMOHHOW CHCTEME O TOCYIAPCTBCHHBIX M MYHHIIHITATLHBIX
IJ1aTexax, Ha OCHOBAaHUU MPEJCTABICHHOW 3asiBUTENIEM KOIHUU JOKYMEHTA, MOJATBEPKIAIOLIEro yIUiaTy
roCyJIapCTBEHHOM MOIIJIMHBI.

5. B Teuenue necatu pabouMx JHEW CO JHS TPUHSATUS 3asBJICHUS O TOJTBEPKIACHUN
TOCYJIapCTBEHHON PETUCTpaIly JIEKApCTBEHHOTO Iperapata M JIOKYMEHTOB, COJIEpIKAIUX Pe3yJIbTaThl
MOHUTOPHUHTA 3()PEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO MpernapaTa, MpOBOJIUMOTO JepiKaTelieM
WM BIIAJIENTBIIEM PETUCTPAIIMOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOTO MpernapaTa 00 yIOJIHOMOYSHHBIM
MU IOPUIMYECKUAM JIUIIOM, YIOJTHOMOYECHHBIN (efiepaTbHbI OpraH UCIOIHUTEIBHON BIACTH:

1) mpoBOAWT MPOBEPKY MOJHOTHI CBEACHHUM, COACPXKAIIMXCSA B IPEICTABICHHBIX 3asBUTEIEM
JIOKyMEHTaX,

2) TMpUHHMAaET pEIIeHHEe O MPOBEJACHUU HIIM 00 OTKa3e B MPOBEACHHUU DKCIIEPTH3BI OTHOIICHHS
0’KMJIaeMOH TOJIb3bl K BO3MOKHOMY PHCKY NpPHUMEHEHUs JIEKApCTBEHHOTO MpernapaTta Ha OCHOBaHUU
pe3yJIbTaTOB MOHUTOPHHTA 3()(HEKTHBHOCTH W 0€30MaCHOCTH JISKAPCTBEHHOI'O Ipernapara, MpoBOIAMOTO
Jiep>KaTesieM WM BIAJEIbIEM PETHCTPAlMOHHOTO YIOCTOBEPEHUS! JIEKAPCTBEHHOIO Iperaparta Judo
VIIOJJHOMOYCHHBIM HMH IOPHIHMYSCKUAM JIUIIOM, a Takke (perepaibHbIM OpraHOM HCIIOJTHUTEILHOW BIaCTH
B COOTBETCTBUU C TpeboBaHUSIMHU cTaThu 64 HacTosmero dexepaibHOTO 3aKOHA,

3) yBemoMmIILeT B O3JEKTPOHHOM (opMe WIM MHUCHMEHHOM (opMe 3asgBUTENIA M OKCIIEPTHOE



yUpEeXJIEHHE O TPUHATOM pEIIeHWH JTuO0 B CilIydae MPHUHSATHS pelieHus o0 oTKa3ze B MPOBEICHUU
9KCIIEPTU3BI YKA3bIBAET IPUUUHBI TAKOTO OTKa3a.

6. B cmyuae BbIABICHHS HEIOCTOBEPHOCTH U (WJIM) HEIOCTAaTOYHOCTH HWH(OPMAIUH,
coJiepKaleiicss B TMPEJCTABICHHBIX 3asBUTEIEM JOKYMEHTaX, YIIOJHOMOYEHHBIH (eepanbHbIi OopraH
WCTIOJIHUTEIPHON BIIACTH HAMPABISET 3asBUTEIIO 3apoc 00 YTOUYHEHUH yKa3aHHOUW MH(popMaIiu. 3ampoc
VIIOJTHOMOYEHHOTO  ()elepallbHOTO ~ OpraHa  HWCIIOJIHUTENIbHOW  BIIACTH  MOXET OBITh  IepelaH
YIOJHOMOYEHHOMY IPEJCTABUTEINIO 3aABUTENS JUYHO IIOJ PACHUCKY, HAIPABJIEH MO IOYTE 3aKa3HBIM
MUCHPMOM HJTM TIEpeZlaH B 3JIEKTPOHHOW (hopMe MO TeIeKOMMYHHKAIIMOHHBIM KaHaiaM CBs3U. B ciydae
HaNpaBJeHUs 3ampoca YIMOJIHOMOYEHHOTo (elepalbHOI0 OpraHa HCIOJHUTENbHOW BIACTH IO MOYTe
3aKa3HbIM IHCbMOM OH CYHMTAeTCS MOJYYEHHBIM I10 HCTEYEHWM IIECTH JHEW C JaThl HallpaBICHUS
3aKa3HOr'0 MUChMA.

7. 3agBUTENH 00s3aH IMPEJCTAaBUTH OTBET HA 3alpPOC YIIOJHOMOYEHHOTro (heepaabHOro opraHa
WCTIOJTHUTENBHONW BJIACTH B CPOK, HE MPEBBIIIAIOIINMA JEBIHOCTA pabOUMX JIHEW CO JHS €ro MOIy4YEeHHUS.
Cpoxk, yKa3zaHHBIM B 4acTH 5 HACTOSIIEWH CTAaThd, MPUOCTAHABIMBACTCS CO JIHS HAINPABJICHUS 3asBUTEIIO
3ampoca yIMoJTHOMOYEHHOTO (eiepabHOTO OpraHa HWCIOJHUTETHHON BIIACTH IO JHS TMOXYYCHHUS UM
COOTBETCTBYIOIIETO OTBETA M HE YUUTHIBACTCS MPU UCUUCIEHUN CPOKA MOATBEPKACHUS FOCYJapCTBEHHON
perucTpanuy JIEKapCTBEHHOTO Ipernapara.

8. OcHoBaHmMeM /JIsi OTKa3a B IPOBEJECHUU SKCIEPTH3bl OTHOLIEHUS OXXUIAEMON IOJIb3BI K
BO3MOXXHOMY PHUCKY IPUMEHEHUs JIEKAPCTBEHHOI'O IIpErnapara SBISETCS IPEICTABICHUE JIOKYMEHTOB,
COJIepKAIX Pe3yJIbTaThl MOHUTOPHHTA d()()EKTUBHOCTH B OE30MACHOCTH JICKAPCTBEHHOTO IIperapara, u
(nM) B OTHOIICHWH OHOJIOTMYECKUX JICKAPCTBEHHBIX IIPENapaToB pPe3yJIbTaTOB OCYINECTBICHUS
MEpONPHUITHIL B COOTBETCTBUU C IUIAHOM YIIPABIIEHUSI PUCKAaMH, YTBEPKIECHHBIM YIOJIHOMOYEHHBIM
(denepatbHBIM OpPraHOM HCIIOJIHUTEIHHON BIACTH MPU OCYIIECTBICHUU TOCYJAPCTBEHHON pETUCTpaIluu
JIEKapCTBEHHOTO Tperapara, B HEMOJHOM 00BeMe, OTCYTCTBHE WH(OpMAIUHU, MOIATBEpXKIaroniell (axt
yIUJIAThl TOCYIAPCTBEHHON MOIUIMHBI 32 TOATBEPKIACHUE TOCYJAPCTBEHHON PEruCTpalliy JEKAPCTBEHHOTO
npenapara, 1100 HelpeAcTaBIeHNe 3asiBUTENIEM B YCTAaHOBICHHBIA CPOK OTBETa Ha YKa3aHHBIM B yacTu 6
HACTOSIIEH CTaThU 3alpoc YIMOJIHOMOYEHHOTO (e/lepajbHOro OpraHa MCHOJHUTENBHOM BJIACTH, a TaKXkKe
OTCYTCTBHE B YKa3aHHBIX JJOKYMEHTaX WH(OpMAIHH, KOTOpast JTOJDKHA OBITh B HAX OTpakeHa.

9. DkcmepTh3a OTHOIICHWS OXXHIA€MOW TONB3bl K BO3MOXHOMY PHCKY TIPHUMEHEHHUS
JIEKAapCTBEHHOI'0 IIpernapara B LENIX MOJITBEPXKIACHHUS TOCYJAapCTBEHHON PErucTpalyy JEKapCTBEHHOIO
npernapara MpOBOJUTCS KOMHCCUEH 3KCIEPTOB 3KCHEPTHOIO YUYPEKICHUS B CPOK, HE NPEBBIIAIOLIAN
COpoKa pabouux JTHEH.

10. B ciayyae HeIOCTAaTOYHOCTH MPEICTABICHHBIX JKCIEPTY MaTepUaloOB JUIS Jadd 3aKIFOUEHUS
sKCcIepT oOpalnaercss K pyKOBOJUTENIO SKCIEPTHOTO YUPEXKIECHUS O MPEIOCTaBICHUN €My HE0OXO0IUMMBbIX
MaTepuagoB. PyKoBOIUTENb SKCHEPTHOIO YUPEXKAECHUsS OOpallaeTcsi ¢ COOTBETCTBYIOIIMM 3allpOCOM B
VIIOJJHOMOYCHHBIN (he/lepadbHbIii OpraH HCIIOJHUTEIBHON BIIACTH, BBIIABIIMKA 3aJaHWE Ha IPOBEIACHHE
SKCIEPTU3bl OTHOUIEHUS OXUIAEMOW I0Jb3bl K BO3MOKHOMY PHUCKY IPUMEHEHHUS JIEKAPCTBEHHOTO
mperapara Ha OCHOBAaHHH JIOKYMEHTA, COJEPIKaIlero pe3yiabTaThl MOHUTOPHHTA S(PPEKTHBHOCTH H
0€30IacCHOCTH JIEKAPCTBEHHOT0 Ipenapara. B Tedenue nsatu pabounx JHEH co IHS MOCTYIIEHUs 3ampoca
PYKOBOJIUTEIS JKCIIEPTHOTO YUPEKICHUS yKa3aHHBIN (peepanbHbIii OpraH WCIOJHUTEIFHOW BIIACTH
HaIpapJisieT 3asBUTEIO 3alpoc O MPEJCTABICHUU HEOOXOAMMBIX MATEpPHAIOB, KOTOPBIA MOXKET OBbITh
nepefaH yHoJHOMOYEHHOMY IIPEACTaBUTENIO 3asSBHUTEIN JIMYHO IIOJ PACIHCKY, HAIpPABJIEH IO IIOYTE
3aKa3HBIM MTUCHMOM WJIH TIepeJiaH B DJIEKTPOHHOM (hopMe Mo TeTeKOMMYHUKAIIMOHHBIM KaHajdaM CBs3u. B
cilydae HaIlpaBIICHHsI 3alpoca YHMOJHOMOUYEHHOTO (enepalbHOro OpraHa HCHOJHHUTEIBHON BIACTH IO
IOYTE 3aKa3HbIM MUCBMOM OH CUMTAETCS MOJIYYEHHBIM M0 UCTEYEHUHU IIECTH JHEW C aThl HAIIPABJIEHUS
3aKa3HOr0 MUChMA.

11. 3agBuTenp 00s3aH MPEJICTAaBUTH OTBET HA 3aMpoc YIMOJIHOMOUYEHHOTO (eIepalibHOTO OpraHa
WCIIOJIHUTENIPHON BIIACTH B CPOK, HE INPEBBIMAIOIIUN IECTUIECATH padouux JHEW cOo JHS MOTy4YeHUS
YKa3aHHOTO 3ampoca. YTOJIHOMOYEHHBIH (eaepaabHblii OpraH HCHOJHUTENIBHON BJIAcTH, BBIIABIIUN
3a/IaHKME Ha MTPOBEJACHUE HKCIIEPTU3bI OTHOIICHUS 05KMIAEMOM IOJIb3bI K BOBMOYKHOMY PUCKY IIPUMEHEHUS
JIEKapCTBEHHOI'0 Ipernapara HAa OCHOBAHUM JIOKYMEHTA, COJEPIKALEro pe3yJibTaTbl MOHHUTOPUHIA
3 PeKTHBHOCTH W O€30MacHOCTH JICKAPCTBEHHOTO Mperapara, B TEUCHHE IATH padoduX ITHEH co JHS
MOCTYIIJICHUS OT 3asBUTENSI OTBETA Ha 3aIpoc YIOIHOMOUYEHHOTO (heIepabHOr0 OpraHa UCHIOTHUTEIbHOM
BJIACTU HaIpaBJISET 3TOT OTBET B JKCIIEPTHOE yUpeKJAeHue. B cilydae HelpeacTaBiIeHUs IO WCTEYEHUU
MIECTUJIECATH paboumnX JHEH 3asBUTENIeM OTBETa Ha YKa3aHHBIN 3alpoc YIIOJIHOMOUYEHHBIN (efepaibHbIN
OpraH WCIIOJTHUTEIBHON BJIACTH, BBIJABIINI 3aJaHUE HA ITPOBEJACHUE HKCIIEPTU3bI OTHOIICHUS OKAAEMOM



MOJIb3bI K BO3MOKHOMY PHCKY MPUMEHEHHS JIEKapCTBEHHOTO IMpenapara Ha OCHOBAaHUHU JIOKYMEHTA,
COJIEpIKaIero pe3yIbTaThl MOHUTOPHHTA () (HEKTHBHOCTH W 0€301TaCHOCTH JIGKAPCTBEHHOTO IIperapara, B
TE€YEeHHE MITH paboumX THEH HampaBsSeT B SKCIEPTHOE YUPEKICHHE yBEIOMJICHHE O HENpeICTaBICHUU
3asBUTEJIEM OTBETa Ha 3allpoc yKa3aHHOTO opraHa. Bpems co JHS HalpaBJICHHS 3alpoca SKCIIEPTHOTO
YUpEeXKJIEHUSI B YIMOJHOMOYEHHBIH (elepalbHblii OpraH HCIOJHUTEIHHONH BIACTH JO JHS TOIYUYEHUS
SKCIIEPTHBIM YUPEKICHHEM OTBETa Ha 3aIpOC HIIM YBEJIOMIICHHS O HETPE/ICTABIICHUH OTBETA Ha 3alpoc He
YUUTHIBACTCS TPU HCUYUCICHUU CpPOKAa TMPOBEACHUSI JKCHEPTU3Bl OTHOIICHUS OXHUIaeMOW TOIB3bI K
BO3MOXHOMY PHCKY NPHMEHEHHUs JIEKapCTBEHHOTO Iperapara Ha OCHOBAHWHW JIOKYMEHTA, COJCpIKAIIero
pe3yIbTaThl MOHUTOPHHTA YPPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO IIpenapaTa.

12. B cpok, He MpEeBHIMNAOMUN JeCATH padounX JHEH cO JTHS MOJydeHHS 3aKITFOUYCHHUS KOMHUCCHU
DKCIEPTOB MO pe3ylbTaTaM OJKCIEPTU3bl OTHOIICHHUS OXHUIaeMOW TONB3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHSI JICKQpCTBEHHOTO IIperapaTa, COOTBETCTBYIOIIUH YIIOJTHOMOYEHHBIN (e/iepadbHblii OpraH
HUCIIOJIHUATEILHON BIACTH.

1) ocyIiecTBIsET OIEHKY 3TOTO 3aKJIIOUEHHS JJIS ONMpPEIC/ICHHS €r0 COOTBETCTBUS 3aJaHMIO Ha
MpOBEJIEeHUE YKa3aHHOW SKCIIEPTHU3HI;

2) TpUHUMAET pEIICHWE O IOATBEPKICHUH TOCYJApCTBEHHON pErucTpalidd JIeKapCTBEHHOTO
mpenapara i o0 0TKa3e B MOATBEPKICHUH FOCYAapCTBEHHON PETUCTPAIlUU JIEKAPCTBEHHOTO Tpernapara;

3) BHOCHUT MpPH TMPHHATHH PEIICHUS O TMOATBEPIKICHUH T'OCYJapCTBCHHON PpErHCTpaIliu
JIEKapCTBEHHOTO Tpernapara CBEJIEHUS B TOCYIAapCTBEHHBIA pPEECTp JIEKapCTBEHHBIX CPEJICTB M BhHIIAET
3aSIBUTEITIO OECCPOYHOE PErHCTPAIMOHHOE YAOCTOBEPEHHUE JICKApCTBEHHOTO Iperapara.

13. OcHoBanueM Ui OTKa3a B MOJATBEPIK/ICHUU TOCYJaPCTBEHHON PETUCTPALUU JIEKAPCTBEHHOTO
mpernapara  SBJSICTCS  pPEIIeHWe COOTBETCTBYIOIIETO  YIOJHOMOYEHHOTo  (helepalbHOTO — OpraHa
WCTIOJIHUTEIPHON BJAcTH O TOM, YTO PUCK NMPUYMHEHHsI BpeJa 370POBBIO YENOBEKa WM >KUBOTHOTO
BCJICJICTBHE TIpHEMa JICKAaPCTBEHHOTO TIperapaTa npeBbimaeT 3G PeKTHBHOCTD €ro MPUMECHCHHS.

14. B mepuon mpoBeleHUS MPOLEAYPHl MOATBEPIKICHUS TOCYIapCTBEHHOW pETUCTpallud
JICKapCTBEHHOTO TIperapara ero odparenue B Poccniickoii Deepariiil He TPHOCTAHABIHBACTCS.

15. Jlonyckaercst oOpallleHue JEKApCTBEHHBIX MPEnaparoB Jisi MEAUIIMHCKOIO MPUMEHEHHS [0
WCTEYCHUS CPOKa TOMAHOCTH, IPOU3BEJCHHBIX B TCUCHUE CTa BOCBMHJICCATH KaJICHJAPHBIX JHEH ITOCIe
JIaThl TPUHSATUS YIOJTHOMOYEHHBIM (eliepalbHBIM OpPraHOM HWCIOJHUTEIHHOW BJIACTH pEIICHUS O
MTOATBEPXKICHUN TOCYJIApCTBEHHON PETUCTpallid, B COOTBETCTBHHM ¢ WH(pOpMaIuei, cojepikalieics B
JIOKYMEHTaX PEerucTpaioHHOTO I0Che Ha JIEKApPCTBEHHBIH Mpenapar A0 JaThl MPUHSATHS TAaKOTO PEIICHHUS.

[APAHT:

CM. xomMeHTapuu K ctaThe 29 HacTosero denepaibHOT0 3aKOHa

Crarbsa 30. BHecenne n3MeHEeHUH B JOKYMEHTHI, COJIEpP)KAIMHUECS B PETUCTPAIMOHHOM J0Che Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapar JjIsi MEAUIIUHCKOTO PUMEHEHUSI

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 (¢ peoaxyuu Dedepanvrozo 3axona om 13
wions 2015 2. N 241-®3) yacme 1 cmamou 30 nacmosiweco Dedepanvro2o 3aKOHA UZNONCEHA 6 HOBO
peoaxyuu, ecmynaroweti 6 cuny ¢ 1 aueaps 2017 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

1. B uensix BHECEHUs] U3MEHEHUN B JIOKYMEHTBI, COJEPKAIUECS B PErUCTPALIMOHHOM JIOChe Ha
3aperucTpUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar i MEAWIIMHCKOIO NPUMEHEHHUs, AepXkareilb WIn
BIIAJIEJIEl] PErMCTPAlMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOIO IIpenapara MM YIOJIHOMOUYEHHOE UM
Jpyroe IopHInYecKoe JHIo (Janee B HACTOSIICH CTaThe - 3asiBUTEIb) MPEACTABISCT B YIIOJIHOMOYCHHBIM
(denepanpbHBIA OpraH WCIOJHUTEILHOW BJIACTH 3asBICHHE O BHECEHWH TaKWX HM3MEHEHHWH 1o (dopme,
YCTaHOBIIEHHOW YIOJIHOMOUYEHHBIM (pe/iepaibHBIM OPraHOM HCIIOJHUTEIHHON BIIACTH, W MPIIIOKEHHBIE K
HEMY W3MEHEHHS B YKa3aHHBbIC JOKYMEHTHI, a TaKKe JOKYMEHTHI, MOJATBEPXKIAIOIINE HEOOXOIMMOCTh
BHECEHHUs] TakuX u3MeHeHud. Ilpu HeoOXOoAMMOCTH BHECEHHMsS] U3MEHEHHH B  JIOKYMEHTHI
PETUCTPAIMOHHOTO JIOChE HA 3apEeTUCTPUPOBAHHBINA JIEKAPCTBEHHBINM Mpernapar, TpeOyIoUX MPOBEACHUS
9KCIIEPTU3bI KauecTBa JICKAPCTBEHHBIX CPEACTB U (MIJIH) SKCIEPTH3bl OTHOIICHUS OXKHJIAEMOW TOJIB3bI K
BO3MOJKHOMY pHUCKY TPUMEHEHHMs JIEKapCTBEHHOTO TMperapara JUisi MEIUIMHCKOTO IpUMEHEHUs,
3assBUTENb JIOMOJHHUTEIBHO TIPEJICTABISIET B YIMOJHOMOUYEHHBIH (elepatbHbIii OpraH HCIOTHHTEIBHOM
BJIACTU KOIMIO JIMIIEH3UW Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJICTB WJIM KOIHUIO 3aKIIOUYEHUS] O
COOTBETCTBUM  IPOU3BOAMTENSI  JIEKAPCTBEHHBIX CPEJICTB  TpeOOBaHUSIM  IIpaBUII  HaJJexalei



MIPOU3BOJICTBEHHOW MPAKTUKH, BBIJAHHBIC YIIOJTHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOJTHHUTEIHHOU
BJIACTH, B CJIy4ae, €CJIM IPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipemnapara ocyiecTsisiercss B Poccuiickoit
Oenepannn, MO0 KOMHUIO BBIJIAHHON YIMOJIHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAMTEINS JHUIEH3UUA Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOTO MpernapaTa 1 ee MepeBo]l Ha pyCCKUi S3bIK, 3aBEepEHHBIE B YCTAHOBICHHOM
MOPSIAKE, U KOIHIO 3aKJIIOYEHUsSI O COOTBETCTBUU MPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
MpaBHJ HaJJIe)KaIed TPOW3BOJICTBEHHOW MPAKTUKH, BBIAAHHOTO YIIOJHOMOYEHHBIM (eneparbHbIM
OpraHoOM UCIOJIHUTENIbHOM BJIACTH, B cllydae, €cld MPOU3BOJICTBO JIEKAPCTBEHHOIO IIperapara
ocymiecTBisieTcs: 3a npeneiaamu Poccuiickoit @enepanuu. [lpunstue pemeHus o BHECEHUHM W3MEHEHUN
umm 00 OTKa3e B UX BHECEHUU OCYIIECTBISECTCS B Cilydyae HEOOXOJMMOCTU IMPOBEACHUSI SKCIEPTU3BI
Ka4yecTBa JICKAPCTBEHHBIX CPEICTB U (MJIHM) SKCIEPTH3bI OTHOIICHHS OXKHIAEMOU MOJIb3bl K BOZMOKHOMY
PUCKY TPUMEHEHHUsI JIEKapCTBEHHOTO IIpenapara s MEIUIMHCKOTO MPUMEHEHUs] B CpOK, He
MPEeBBIIAIONINNA JIeBSHOCTA pabOunX JHEH, a B OCTAIBHBIX CIydasX B CPOK, HE NMPEBBIMAOIUN TPUALATH
pabounx mHEH cO JHS TPHHITHS YIMOJHOMOUYEHHBIM (eepalbHBIM OPraHOM HCIOJHUTEIHHOW BIACTH
3asIBJICHUS O BHECEHUU TaKUX U3MEHEHUH.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N429-O3 yacmv 2 cmamvu 30 nacmosiwezo
DedepanbHo20 3aKOHA U3L0ACEHA 8 HOBOU pedakyuu, ecmynatouyeil ¢ cuny ¢ 1 sueaps 2016 e.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

2. DKcIepTH3a JIEKapCTBEHHBIX CPEACTB B YAaCTH SKCIEPTH3bI KAuecTBa JIEKAPCTBEHHOTO CPEJICTBA
U (MITH) SKCIEPTU3bI OTHOIIEHUS 0XKHIAEMOH TOJIb3bI K BO3MOYKHOMY PHCKY TIPUMEHEHHUS JICKAPCTBEHHOTO
mpenapara Juisi MeIUIIMHCKOTO MPUMEHEHHSI TIPOBOIUTCS B CIydae BHECEHHS M3MEHCHUN B JOKYMEHTHI,
coJiepXKaliecss B PErHCTPAlMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN JIGKAPCTBEHHBINM Mpenapar, B
OTHOIIICHUH:

1) cBenmeHuil, yKa3aHHBIX B HHCTPYKIIMH 110 MEIMIUHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOTO
mpenapara:

a) JeKapcTBeHHas (popMa ¢ yKa3aHHeM HAaMMEHOBAHUN U KOJHMYECTBEHHOTO COCTaBa JCHCTBYOIIUX
BEINECTB U KAYECTBEHHOI'0 COCTaBa BCIIOMOTATEIBbHBIX BEHIECTB (IIPU HEOOXOIMMOCTH KOJTUYECTBEHHOTO
COCTaBa BCIIOMOTATENIbHBIX BEIECTB);

0) ¢apmakomuHamMuKa W (apMaKOKHHETHKa (32  HCKJIIOUYeHHEM  (apMaKOKHHETHKH
rOMEOIAaTHUECKUX JICKAPCTBEHHBIX MPENapaToB U PACTUTENBHBIX JIGKAPCTBEHHBIX MPEIapaToB);

B) MMOKa3aHUs JUIS IPUMEHECHHS,

I) IPOTUBOIIOKA3aHUS [Tl IPHMEHECHUS,

1) MEpbI MPEIOCTOPOIKHOCTH MTPU TIPUMEHEHNUH;

€) yKa3aHHe BO3MOXXHOCTH M OCOOCHHOCTEl NpHMEHEHUs JIeKapCTBEHHOTO IperapaTa s
MEJIHUIIMHCKOTO MPUMEHEHUS OEpPEeMEHHBIMH JKCHIIWHAMH, IKCHINUHAMH B MEPUOJ T'PYAHOrO
BCKapMJIUBaHHUSI, ICTbMH, B3POCIIBIMU, HMEIOLITMMH XPOHUYECKHE 3a00JICBaHNUS;

) PSKUM JO3UPOBAHUS, CIIOCOOBI BBEICHHS U MMPUMEHEHUS, TIPH HEOOXOMMOCTH BpeMs TpHeMa
JIEKapCTBEHHOTO Ipenapara, MpoJ0JDKUTEIILHOCTD JIEYeHHUs, B TOM YHCIe y JeTeil 0 W I1ocie OJHOTrO
roja;

3) BO3MOYKHBIE TTOOOYHBIC JICHCTBUS U HEeXeNaTeIbHbIC PEaKIUK IIPH MIPUMEHEHHUH JICKApPCTBEHHOTO
mpemnapara;

1) CUMITOMBI IEPEI03UPOBKH, MEPBI TI0 OKA3aHHIO IIOMOIIH ITPU TEPEI03UPOBKE;

K) B3aMMOJICHCTBHUE C IPyTUMHU JIEKAPCTBCHHBIMU TMpenapaTaMu U (MJIH) MHIIEBBIMU MPOAYKTAMH;

1) GOpMBI BBIITyCKa JICKAPCTBEHHOTO Mperapara;

M) ykaszanue (Ipu HEOOXOIUMOCTH) OCOOEHHOCTEHM IEHCTBHS JIEKAPCTBEHHOTO Ipernapara Iph
MIEPBOM MPUEME UK TIPU €r0 OTMEHE;

H) CBEJICHUSI O BO3MOYKHOM BJIMSTHHHU JICKAPCTBEHHOTO TIperapara Jijlsi MeMIUHCKOTO TIPUMEHEHHUS
Ha CIIOCOOHOCTh YIPABJISATH TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHU3MAaMH;

0) CPOK TOJHOCTH ¥ YKa3aHWE Ha 3alpeT MPUMEHEHHUs JICKApCTBEHHOTo Mpenapara Mo UCTCUYCHUN
CpOKa TOJIHOCTH;

1) YCIIOBHSI XpPaHCHHS;

P) YCIIOBHS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO Tperapara Juisi MeTUIIMHCKOTO TIPUMEHCHUS;

3) U3MEHEHHUS MecTa IPOU3BOJICTBA JICKAPCTBECHHOTO Mperapara Jjisi MeIUIIMHCKOTO TIPUMEHEHUS,

4) u3MeHeHHUs TIoKa3aTelel KauecTBa JeKapCTBEHHOTO MperapaTa JJisi MeUIIMHCKOTO TIPHMEHECHUS
U (M) METO/IOB KOHTPOJIS KaYeCcTBa JIGKAPCTBEHHOTO Iperapara Jijisi MeUIIMHCKOTO IIPHMEHEHUS,



5) u3MeHeHus cpoKa roJJHOCTH JIEKAPCTBEHHOTO TpernapaTa il MEAUIIUHCKOTO TPUMEHEHUS;

6) cBejeHMIT 0 HEOOXOAMMOCTH BHECEHHSI MHBIX M3MEHEHHU B MHCTPYKIHIO MO MEIUIIMHCKOMY
IPUMEHEHHMIO JIEKAapCTBEHHOIO IIpernapara, a Takke B HWHBbIE JOKYMEHTHI, coJepxaliecs B
pPETUCTPaIlIOHHOM JIOCh€ Ha 3aperuCTpUPOBAaHHBIM JieKapcTBeHHBIH mpemapaT. [Ipu sTom pemenue o
MPOBEJICHUN DKCIIEPTU3BI KAYECTBA JICKAPCTBEHHBIX CPEACTB U (MJIM) 3KCIIEPTU3BI OTHOLICHUS 0XKHIaeMOM
I0JIb3BI K BO3MOKHOMY PUCKY IIPHUMEHEHHUsI JIEKapCTBEHHOTO Ipernapara Jisi MeAUIIMHCKOTO TPUMEHEHUS
IPUHAMAETC B COOTBETCTBUM C  YTBEPXKJIEHHOH  YIOJTHOMOYEHHBIM  (QelepajbHbIM  OpPraHOM
WCIIOJIHUTENBHON BJAacTU Kiaccu(ukanueil U3MEHEHHH, BHOCUMBIX B JIOKYMEHTHI, cojepXalluecs B
PETUCTPAIIMOHHOM JI0OChe Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpenapart.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axorom om 22 oekaops 2014 2. N429-®D3 uwacme 3 cmamvu 30 nacmosweco
DeoepalibH020 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 utona 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

3. C 3asgBreHuEM O BHECEHMHM W3MEHEHHUU B JIOKYMEHTBI, COJEpXKAlllMecss B PErucTpPariOHHOM
JIOChE Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipemapar A MEIUIMHCKOTO NMPUMEHEHHs, Hapsay ¢
JIOKYMEHTaMH, YKa3aHHBbIMU B uacTé 1 HacTosIed craThH, 3asSBUTENb MPEJICTABISIET KOUU JOKYMEHTOB,
MOATBEPKIAIOIIMX YIUIATy TOCYJApPCTBEHHOM IMONUIMHBI 32 BHECEHHWE B JIOKYMEHTHI, COJIEpIKaluecs B
PETUCTPAIlMOHHOM [JIOCh€ Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Impernapar JUuisi MEIUIIMHCKOTO
MpUMEHEHUs, U3MEHEHUH, TpeOylomMX MPOBEACHUS HKCIEPTU3bl JIEKAPCTBEHHBIX CpPEACTB B YacTu
HKCIEPTH3bI Ka4eCTBa JICKAPCTBEHHOTO Cpe/icTBA M (MJIM) SKCIEPTU3bI OTHOIICHHS OKUIAEMOU TOJIBb3bI K
BO3MOXXHOMY pHCKYy MpPHUMEHEHHs JIEKapCTBEHHOIO Ipernapara Ui MEAUIMHCKOIO pUMEHEHUs,
roCyJJapCcTBEHHOU MOLUIMHBI 32 BHECEHHE B JJOKYMEHTHI, COJIepXkKaIIhecs] B PErUCTPALIMIOHHOM JOChE Ha
3aperucCTpUPOBAHHBIA JIEKAPCTBEHHBIA IpermapaT Al MEAMIIMHCKOTOo IpUMEHEHHs, U3MEHEHWH, He
TpeOYIOIUX TMPOBEJACHUSI SKCIEPTU3bl JIEKAPCTBEHHOTO CpPEJICTBA, JMOO BIpaBe MPEeACTaBUTH 110
COOCTBEHHOM WHUIMATHBE yKa3aHHbIE JOKYMEHTHI. B ciyuae WX HempeacTaBiIeHHUs YHIOJTHOMOYEHHBIN
(denepadpbHBIA OpraH HCIOJHUTEIHHONW BIACTH MpOBepseT (akT YIIaThl TOCYJApCTBEHHBIX TOIUIAH
3assBHTEIEM TIOCPEJICTBOM HCITOJIG30BaHHUS HWHQPOpMAaNuKd 00 yIUlaTe TOCYJapCTBEHHBIX MOIUINH,
conepkareiicst B ['ocymapcTBeHHOM MH(DOPMAIIMOHHONW CUCTEME O TOCYJAPCTBEHHBIX U MYHUIIMIIATHHBIX
IJiaTekax, Ha OCHOBAHUM IPE/ICTABICHHBIX 3asBUTEJIEM KONUN TOKYMEHTOB, MOJTBEP)KJIAIOUINX YIUIATy
rocyJapCTBEHHOM MOIILJINHBI.

4. B Teuenue necsaTH pabOUNX JHEH co IHS MOCTYIUICHHs YKa3aHHOTO B YacTy 1 HAacToOsIIe! CTaTbu
3asIBJICHUST U HEOOXOJMMBIX JOKYMEHTOB YIOJHOMOYEHHBIN (QelepalbHbIi OpraH HCIOTHUTETHHON
BIIACTH

1) mpoBOIUT MPOBEPKY MOJHOTHI U JIOCTOBEPHOCTH CBEJICHUH, COCPKALIUXCS B MPEICTABICHHBIX
3asiBUTENIEM MaTepuaiax;

2) TpUHUMAeT pEIICHHEe O TPOBEJICHUM YKa3aHHBIX B 4YacTH 2 HACTOSIIEH CTaTbu
COOTBETCTBYIOIIUX 3KCIEPTU3 JIEKAPCTBEHHOI'O CPEJICTBA WJIK 00 OTKa3e B UX MIPOBEJICHUH,

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axornom om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 3 uacmu 4 cmamovu 30 nacmosiwe2o
DedepanvHo2o 3aK0HA 8Hecenbl usmenenus, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyueil peoaKyuu
3) yBeIOMJISIET B 3JIEKTPOHHOW WJIM MUCHMEHHOM (hopMe 3asBUTEINS O NMPHHITOM PEIICHUH WA B
cllydae MIpPUHSITHUSI pelieHuss 00 OTKa3e B IPOBEACHHM COOTBETCTBYIOIIEH HKCHEPTU3BI C yKazaHUEM
MPUYUH TaKOTO OTKa3a.

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3akoHom om 25 nosopsa 2013 2. N 317-@3 cmamwvsa 30 nacmosweco DedepanvbHoco
3axona oonoaneHa yacmoio 4.1
4.1. B crnydae BBIBICHHUS HEIOCTOBEPHOCTH CBEJCHHM, COJEpKalIMXCs B MPeICTaBICHHBIX
3asBHTEJIEM MaTepHaax, YIIOJIHOMOYCHHBIH (elepabHBI OpraH WUCIOJHHUTEIBHOW BIACTH HAIpPaBIIseT
3aSIBUTENIO 3ampoc 00 YTOUHEHUHW YKa3aHHBIX CBeAeHHUU. JlaHHBIM 3ampoc MOXeT OBITh MepeaaH
YIIOJTHOMOYEHHOMY TPEJICTABUTEIIO 3asBUTENS JIMYHO TI0J] PACHHUCKY, HAIMPaBIEH 0 IMOYTE 3aKa3HBIM
MACEMOM HWJIU TIepe/iaH B 3JEKTPOHHOW (popme Mo TeIeKOMMYHHUKAIMOHHBIM KaHalaM CBs3H. B ciydae
HaIpaBJICHUS JJAHHOTO 3aIpoca MO MOYTe 3aKa3HBIM MMUCHMOM OH CUMTACTCS MOJyUYEeHHBIM 110 HCTCUCHHUH
IIeCTH JHEH ¢ JaThl HApaBIeHUs 3aKa3HOTO MUCHMA.

Hupopmanus 00 U3MEHEHUSX:



Deoepanvivim 3akoHom om 25 nosopsa 2013 2. N 317-@3 cmamvsa 30 nacmosweco DedepanvbHo2o
3aKoHa 0onoaxeHa yacmoio 4.2
4.2. 3asBuTenb 00s3aH MPEICTAaBUThL OTBET HA 3alpoOC YIMOJIHOMOUYEHHOTO (helepaabHOro opraHa
WCTIOJTHATEIFHOM BJIACTH B CPOK, HE IPEBBIMIAIONINNA JEBSHOCTa pabOuMX JIHEH CO IHS TONydYeHHS
naHHoro 3ampoca. Cpok, yka3aHHBIH B dYacTé 4 HACTOSIIEH CTaTbd, MPUOCTAHABIMBACTCS CO JHS
HaIpaBJICHUS 3aSBUTEIIO 3aIpoca YIOJTHOMOYEHHOTO (elepaIbHOro OpraHa UCIOJTHATEIBHOW BIACTH 10
JTHSL TIOJIy4eHHUsI UM OTBETa Ha JIaHHBIA 3allpoc W He YUYUTHIBACTCS MPU HCUYUCICHUU CPOKA TPUHSITUS
pelieHus O BHECEHWHM HW3MEHEHHH B JIOKYMEHTHI, COJIEpIKalliecsi B PETHCTPAIlMOHHOM JI0Che Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s MEAUIIMHCKOTO TPUMEHEHHS.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oexabps 2014 2. N429-@3 ¢ uwacme 5 cmamvu 30 nacmosuweco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

5. OcHOBaHUEM JJIsl OTKa3a B IPOBEJACHUM YKA3aHHBIX B 4acTH 2 HACTOSIIEH CTaThU SKCIEPTHU3
SIBJISIETCS. TIPEJICTABIICHUE JTOKYMEHTOB, MEPEUUCICHHBIX B dacTsx 1 m 3 HacTosIel cTatbu, B HEMOJIHOM
o0beMe, HEmpeJCTaBICHHUE 3asBUTEJIEM B YCTAHOBJIEHHBIM CpPOK OTBeTa Ha yKa3aHHBIM B uactu 4.1
HACTOSIIIEH CTaThU 3alpoc YIOJIHOMOYEHHOTO (e/lepajbHOro OpraHa MCHOJIHUTENBHOM BJIACTH, a TaKXkKe
OTCYTCTBHE B IPEACTABIEHHBIX JIOKYMEHTaX JOCTATOYHBIX CBEJIEHUH, MOITBEPKIAIOUINX HEOOXOAUMOCTh
BHECCHHS M3MECHEHUH, WITH OTCYTCTBUE MH(POPMAIIUH, TOJATBEPKIArONIeH (DaKT yIIaThl TOCYIapCTBEHHBIX
MIOILTNH, YKa3aHHBIX B YacTH 3 HACTOSIIEH CTaThH.

6. Yka3zaHHbIe B UacTu 2 HACTOSIIIEH CTaThbU SKCIEPTU3bI IPOBOASITCS B HOPSAKE, YCTAHOBICHHOM
ctaTheil 23 HacTosero denepaabHOTO 3aKOHA.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axkoHom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 7 cmamou 30 nacmosuezo
DedepanbHo2o 3aKOHA 6HeceHbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

7. B cpok, He TIPEBBIMIAIONTUN JeCATH pabounux AHEH CO JHS MOJIYYCHHS 3aKIIOUCHUN KOMHCCHI
HKCIEPTOB MO pe3yibTaTaM YKa3aHHBIX B 4YacTu 2 HACTOSIIEH CTaThU DKCIEPTH3, YMOJIHOMOYCHHBIN
(denepaabHBIA OpraH WCIIOJIHATEIFHON BIACTH:

1) mnpuHMMaeT pelieHHe O BHECCHHMHM W3MEHCHHMH B JIOKYMEHTBI, COJEpXKaIluecs B
PErUCTPAlMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIA Ipenapar sl MEJUIUHCKOTO
MPUMEHEHHUs], UK 00 0TKa3e BO BHECEHUH TaKUX U3MEHEHUH;

2) BHOCHUT B TOCYJIaPCTBEHHBINM peecTp JIEKaPCTBEHHBIX CPEJICTB HA OCHOBAHMH pEIICHHS O
BHECEHUM W3MEHEHUH B JIOKYMEHTBI, COAEPKAIINECS B PETUCTPALMOHHOM JI0ChE HA 3apETrUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar JJisi MEJIUIUHCKOrO IPUMEHEHUs, He0OX0AUMbIe U3MEHEHHsI U BO3BpAallaeT hX
3as1BUTEIIIO;

3) BbLIACT 3asBUTEII0 HOBOE PETHCTPAI[MOHHOE YIOCTOBEPEHHE JIEKApCTBEHHOTO Mperapara B
CJlydae U3MEHEHUSI CBEJCHHH, COIEPIKALUXCS B HEM.

8. OcHoBaHWeM Uil OTKa3a BO BHECEHHMM H3MEHEHUI B JOKYMEHTHI, CoOJep)Kaluecss B
PETUCTPAlUOHHOM JIOCh€ HA 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Impenapar Uil MEIULIMHCKOrO
MIPUMEHEHWSI, SIBIISIETCS 3aKITIOYCHHE YITOTHOMOYEHHOTO (helepallbHOTO OpraHa UCTIOJTHATEBHOM BIIACTH O
BO3MOKHOCTH CHHUKEHHsI 0€30MacHOCTH, Ka4ecTBa, Y(O(HEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA B Cllydae
BHECEHMS TAKUX U3MEHEHUM.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim  3axkonom om 22 oexaops 2014 2. N429-®3 yacmv 9 cmamvu 30 nacmosiweco
DedepanvHo2o 3aKOHA U3L0ACEHA 8 HOBOU pedakyuu, ecmynatouetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
9. Jlonmyckaetcst oOpalleHre JeKapCTBEHHBIX IpenapaToB Il MEIUWLUHCKOIO IMPUMEHEHUs 0

HCTEUEHUsI CpPOKa FOJIHOCTHU, MPOU3BE/ICHHBIX B TEUEHUE CTA BOCBMHJIECSITH JHEH Mociie NaThl IPUHSATHS
YIIOJTHOMOYEHHBIM (heiepalbHbIM OPTaHOM WCTIOJTHHUTEIBHOM BIIACTH PEIICHUS O BHECCHWH M3MEHEHUH B
JIOKYMEHTBI, COJIep KaIuecs] B PETUCTPAIMOHHOM JIOChe, B COOTBETCTBUU ¢ MHpOpMaIuei, coaepxareics
B JIOKYMEHTax pErucCTPallMOHHOTO JO0Ch€ Ha JIEKApCTBEHHBIM Mpenapar 10 JaThl HPUHSITHS TaKOIro
pelIeHusl.

TAPAHT:

CM. xommeHTapuu Kk ctatbe 30 HacTosiero deepaibHOTO 3aKOHA



Cratbsa 31. BHecenne n3MeHEeHUH B JJOKYMEHTHI, COJIEpKAIUECs] B PETUCTPAIIMOHHOM JO0Che Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar Jyuisi BETEPUHAPHOTO IPUMEHEHHUSI

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim  3akonom om 13 wrons 20152, N 241-P3 6 uwacmv 1 cmamvu 31 nacmosweco
DedepanvbHo20 3aKOHA 6HECeHbl USMEHEeHUS

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

1. B mensx BHECeHMs] U3MEHEHHH B JOKYMEHTHI, COJIEpKallfecs] B PErHCTPAI[HOHHOM JIOChe Ha
3apETUCTPUPOBAHHBINA JIEKAPCTBEHHBINA IMIpernapar i BETEPUHAPHOTO NPUMEHEHUs, AEpKaTelb WU
BJIQJIENIE]] PErUCTPALMOHHOIO YJAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara WM YINOJHOMOYEHHOE UM
JPyroe OpHINYECKOe JIHUIO (Jajiee B HACTOSINEH CTaThe - 3assBUTEIb) MPEJCTABISICT B YIIOJTHOMOYCHHBIH
(denepabHBI OpraH HMCIIOJHUTENFHOW BJIACTH 3asBICHHE O BHECEHHWH TAaKMX HW3MEHEHHH 1O ¢opme,
YCTaHOBJICHHOU YIOJTHOMOUYEHHBIM (hefilepallbHbIM OpPraHOM HCIOJIHUTETBHON BIACTH, U MPUJIOKEHHBIE K
HEMY W3MEHEHHs B YKa3aHHbIE JOKYMEHTBHI, a TaKXke JOKYMEHTHI, MOJATBEPKIAIOIINe HEOOXOIUMOCTh
BHECEHUs Takux m3MeHeHUWil. [IpuHsATHE perneHus 0 BHECEHHHM TaKUX W3MEHEHUU WM 00 OTKa3e B HX
BHECEHUU OCYIIECTBIISIETCS B CPOK, HE IPEBBIMAIOMUN JeBSHOCTa pabouyux JTHEH co JHS IpPUHSATUS
YIIOJTHOMOYEHHBIM  (peJiepabHbIM OPraHOM HCIOJHUTEILHOW BIACTH 3asBICHHUS O BHECEHHHM TaKHX
U3MEHEHUH.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 2 cmamou 31 nacmosweco
DedepanbHo2o 3aK0HA 6Hecenbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

2. B ciiyyae BHECeHHS M3MEHEHHH B JOKYMEHTHI, COJEpIKaIUecs B PErUCTPAIIMOHHOM JO0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpemapaT [UIsl BETEPHUHAPHOTO MPUMEHEHHs, B OTHOIICHUU
CBEJIEHWH, yKa3aHHBIX B rmojnmyHkrax 'e", "x", "k", "na", "#", "c", "x" mynkra 7 wactm 3 cratem 17
Hactosiero denepaabHOro 3akoHa, W3MEHEHHWS W (WJIM) JONOJHEHUS MPOU3BOJICTBEHHON ILIOIIAIKH
JIEKapCTBEHHOTO CPEJACTBA, a Takke B Cjydae HW3MEHEHHsS TOKa3zaTeliell KadecTBa JIEKapCTBEHHOTO
mpernapara Juiss BETEPHHAPHOTO INMPUMEHEHUS U (WJIM) METOJO0B KOHTPOJIS KadecTBa JIGKAPCTBEHHOTO
npenapara Jisi BETEPHHAPHOTO TPUMEHEHHUsS IMPOBOJMTCS AKCIEPTH3a JICKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO TpHMEHEHHUs. B ciiydae HEOOXOAMMOCTH BHECEHHWS WHBIX W3MEHEHHU B JOKYMEHTHI,
coJiepXKaIuecss B PETHCTPAIlMOHHOM JOChe Ha 3aperuCTPUPOBAHHBIA JICKAPCTBEHHBIH Ipemapar s
BETEPUHAPHOTO MPUMEHEHHSI, KCIIePTH3a JIEKAPCTBEHHOTO CPeICTBA JJIs1 BETEPUHAPHOTO MPUMEHEHUS HE
MIPOBOJIUTCS.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 okmsaops 2014 2. N 313-@3 ¢ uacme 3 cmamvu 31 nacmosiwyeco
DedepanbHo2o 3aKOHA 6HeceHbl usmenenust, ecmynarowue 6 cuny ¢ 1 aueaps 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

3. C 3asgBieHUEM O BHECEHMHM W3MEHEHHUU B JIOKYMEHTBI, COJEpXKAlllMecss B pPErucTparioOHHOM
JIOChE Ha 3apervucCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipemnapar Jjisi BETEPUHAPHOTO MPUMEHEHUSs, Hapsay ¢
JOKYMEHTaMH, YyKa3aHHbIMH B uactu 1 HacTosmied craTbu, TMPEACTaBISIOTCS JOKYMEHTHI,
MOATBEPK/IAIOIINE YIUIATY TOCYIApCTBEHHOW MOILIMHBI 32 BHECEHHE B JIOKYMEHTHI, COJAeprKaluecs B
pPErUCTPallMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IpemapaT Uil BETepUHAPHOTO
MPUMEHEHHUs, HM3MEHEHUU, TpeOyIolUuX MPOBEICHUS] HSKCHEPTU3bl JIEKAPCTBEHHOTO CpelCcTBa JUIsS
BETEPUHAPHOTO MPUMEHEHHUS, WJIM U3MEHEHHH, He TpeOyIOIMX MPOBEICHUS IKCIEPTU3bI JIEKAPCTBEHHOTIO
CpeJ/cTBa JiJIsl BETEPUHAPHOTO TPUMEHEHUSI.

4. B cpok, He MPEeBBINAINUN AeCATH pabouux JHEH co JIHS MOCTYIUIEHUsl YKa3aHHOro B yactu 1
HACTOSIIIIEH CTaThbH 3asBICHUS W HEOOXOJIUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN (enepalbHbI Opran
WCIIOJIHUTEIHHON BJIACTH:

1) npoBOIUT MPOBEPKY MOJHOTHI U JIOCTOBEPHOCTH CBEJICHUH, COJEPKALIUXCS B MPEICTABICHHBIX
3asiBUTENIEM JOKYMEHTAaX;

2) IpUHUMAET PEIICHUE O TIPOBEICHUH SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA Il BETCPUHAPHOTO
MIPUMEHEHHUsI UK 00 OTKa3e B €€ IPOBEJCHNH;

3) yBeoMJIsieT B MUCbMEHHOM (hopMe 3asBUTEINS O MPUHITOM PEIICHUHU WK B CIIydae MPUHSATHS
pemeHuss 00 OTKa3e B MPOBEJCHUHM SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA JJISi BETEPUHAPHOIO
MPUMEHEHHUsI C YKa3aHUEM MPUUYNH TaKOTO OTKa3a.



5. OcHoBanueM JUisi OTKa3a B MPOBEACHUM OKCIEPTHU3BI JIEKAPCTBEHHOTO CpeACTBA IS
BETEPHHAPHOTO TPUMEHEHHS SBJSICTCS MPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B dactsx 1 u 3
HACTOSIIEH CTaThH, B HEMOJHOM O0BhEME WU OTCYTCTBHE B MPEACTABIECHHBIX JOKYMEHTAaX JOCTATOUHBIX
CBEJICHHI, TTOITBEPIKIAIOIMUX HEOOXO0IMMOCTh BHECEHHUST N3MECHECHHUM.

6. DkcrmepTr3a JeKapCTBEHHOTO CPENICTBA ISl BETEPHHAPHOTO MPHUMEHEHHUS B IEJISX BHECEHHSI
W3MCHCHHH B JIOKYMEHTBI, COJIEp)KaIllecss B PETHCTPAIIMOHHOM JIOChe Ha 3aperuCTPUPOBAHHBIN
JIeKapCTBEHHBIN TIpernapar Jijisl BETepUHAPHOTO MIPUMEHEHHUS, OCYIIECTBIISIETCS B MOPSIIKE, YCTAHOBICHHOM
crateeii 24 Hacrosiiero denaepaabHOTO 3aKOHA.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 okmsaopa 2014 2. N 313-P3 cmamwvss 31 nacmosieco DPedepanbroco
3axkona oononnena yacmelo 6.1, ecmynaioweil 6 cury no ucmeyeHuu mpuoyamu OHell Nocie OHsl
opuyuanvHo2o onyoIuKo8anus Ha3eanHo2o PedepanvbHo20 3aKOHA

6.1. B cpok, He MPEBHIMIAIMNN MSITH padOYnX JHEH O JHS MONyYeHUS 3aKIIOYCHUS] KOMHCCHU
AKCTIEPTOB IO pe3yibTaTaM yKa3aHHOH B YacTH 2 HACTOSINEH CTaThU SKCIEPTU3BI, YIIOJTHOMOYCHHBIH
(denepaabHBIA OpraH UCIIOJHUTEIHHON BIACTH:

1) npuHMMaeT pelieHHEe O BHECCHHHM W3MEHEHHM B JIOKYMEHTBI, COJEp)Kalluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpemapaT Ui BETEPUHAPHOTO
MPUMEHEHWsI, WIK 00 OTKa3e BO BHECEHUHU TaKMX M3MEHEHUH;

2) BHOCHUT B TOCYJApCTBEHHBIA peeCTp JIEKAPCTBEHHBIX CPEJICTB HA OCHOBAHHMM PEIUICHUS O
BHECCHHH M3MEHEHHH B JOKYMEHTHI, COJIEPKAIEcs] B PETUCTPAIIMIOHHOM JIOChE Ha 3apEeTrUCTPHUPOBAHHBIN
JIeKapCTBEHHBIN Tpemnapar JijIsl BETEpUHAPHOTO MPHUMEHEHHsI, He0OOXO0IMMbIe H3MEHEHHsI i BO3BPAIAEeT 3TU
JOKYMEHTHI 3asIBUTEJTIO.

7. OcHoBaHWeM [Ii OTKa3a BO BHECEHHMM W3MEHEHUH B JOKYMEHTHI, COJEp)Kaluecs B
PETUCTPAIIIOHHOM JI0Ch€ Ha 3aperMCTPHPOBAHHBIA JIEKAPCTBEHHBIA IMperapar JUisi BETEPUHAPHOTO
MIPUMEHEHHs], SIBJIIETCS 3aKII0UEHUE YIIOTHOMOUYEHHOTO (eflepaTbHOrO OpraHa UCIIOTHUTEILHOU BIACTH O
BO3MOKHOCTH CHHWXEHHUsSI 0€30TMacHOCTH, KadecTBa, 3(PPEKTHBHOCTH JIEKAPCTBEHHOTO Mperapara Jyis
BETEPUHAPHOTO MPUMEHEHUS B ClTydae BHECEHUS N3MEHEHUH B YKa3aHHbBIE TOKYMEHTHI.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekaops 2014 2. N429-®D3 wacme 8 cmamvu 31 nacmosweco
DeoepalibH020 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, cmynaroweti 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
8. Jlomyckaercs oOpallleHue JIeKapCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHS [0

HUCTEUYECHUSI CpOKa IOJHOCTH, IPOU3BEAEHHBIX B TEYEHUE CTA BOCBMUIECATH JAHEN MOCIE NAThl PUHATHS
YIIOJTHOMOYEHHBIM (heZiepalbHBIM OPTaHOM WCTIOJTHHUTEIBHOM BIIACTH PEIICHUS O BHECCHWH M3MEHEHUH B
JIOKYMEHTBI, COJEepKaAIMECS] B PETUCTPAIMOHHOM JIOChE Ha JICKAPCTBEHHBIN IIpenapar, B COOTBETCTBUHU C
uHpopmanuelt, coaepxaieiics B JOKyMEHTaX PErUCTPAIIMOHHOTO JO0Che Ha JIEKapCTBEHHBIN MpemapaT 10
JIaThl IPUHSTHS TAKOTO PELICHHUS.

TAPAHT:

CM. kKoMMeHTapuH K cTaThe 31 HacTosmiero ®enepaabHOro 3aKoHa

Cratpsa 32. OTMEHA TOCYTapCTBEHHOW PETUCTPAIMH JIEKAPCTBEHHOTO IpernapaTa

Pemenne 06 oTMeHe rocyIapCTBEHHOW pErwCTpaIiy JICKApCTBEHHOTO Tpenapara U HCKIIOUeHUN
JIEKapCTBEHHOTO TIperapaTa W3 TOCyIapCTBEHHOTO peecTpa JEKapCTBEHHBIX CPEJCTB IMPHHUMACTCS
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOTHUTEIHLHOW BIIACTH B CIydae:

1) npexactaBieHHs ~ COOTBETCTBYIOIIMM  YIOJTHOMOYCHHBIM  (elepallbHbIM  OpraHoM
WCIOJHUTEIBHOM BJIACTH 3aKIIOYEHUST O pHCKe WM 00 Yrpo3e 3/I0pOBBIO, JKM3HHU YEJIOBEKa WIIH
’KHBOTHOTO TIpH TNPUMEHEHWH JIEKApCTBEHHOTO IIperapara, MPEBBIMAMIX ero 3((eKTHUBHOCTH, IO
pe3yJbTaTtaM OCYIIECTBISIEMOT0 MM MOHUTOPHHTA 0€30MaCHOCTH JIEKAPCTBEHHOTO Mperapara,

Hupopmanus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oexabps 2014 2. N429-D3 6 nynkm 2 cmamvu 32 nacmosiujeco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm nynkma 6 npeovloyujeil pedaKyuu
2) mojauu JepiKaTeieM WM BIAJENbIEM PETHCTPAIHOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO
mpernaparta WM YIOJHOMOYEHHBIM UM JIDYTUM IOPUJIMYECKHUM JIMIIOM 3asiBIEHUST 00 OTMEHe
rOCYIapCTBEHHOM pEruCTpalliy JIEKAPCTBEHHOTO IIpENapara;



3) HemoATBEeP)KJICHUSI TOCYIaPCTBEHHOW PETHCTpPAIMH JIEKAPCTBEHHOTO TperapaTa 1Mo HCTCUCHUN
CpOKa JIeMCTBHS perucTPallMOHHOTO YOCTOBEPEHHUSI, BEIIAHHOTO Ha IISITh JIET;

4) Hempe/ACTaBICHUS 3asBHUTENleM WHQOpPMAIMK, KOTOpas MOXKET TOBJeYh 3a Co0oif
HE0OXO/IMMOCTh BHECEHHS M3MEHEHUN B JOKYMEHTHI, COJEp)Kall[ecsl B PEruCTPAllMOHHOM J0Che Ha
3aperuCTPUPOBAaHHBIM JIEKapCTBEHHBIM Ipenapar, B TEYEHHE TpHUALATH pabdouux JHEH co 1HA
HACTYIUJICHUS TUX U3MEHEHMUIA;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 oexkabps 2014 2. N 429-@3 6 nynkm S5 cmamwvu 32 nacmosue2o
DedepanvHoeo 3aKoHa 6Hecenbl usmeHenus:, scmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyueil peoakyuu

5) ocylecTBIIEHUs] TOCYNIApPCTBEHHON PErHCTpAIlMK JICKAPCTBEHHOTO Mpenapara MoJi TOPrOBbIM
HauMEHOBAHHEM 3apEerUCTPUPOBAHHOIO paHee IOJ 3TUM TOPrOBBIM HAUMEHOBAHHMEM JIEKAPCTBEHHOI'O
mpernapara, OTINYAIOIIerocs KaueCTBEHHBIM COCTABOM JEHCTBYIOIINX BEIIECTB,;

6) OCYIIECTBICHHS TOCYIApPCTBEHHOW pPErHCTpAIlMd  3asBHTENEM OJHOTO W TOTO  JKe
JIEKapCTBEHHOTO TIperapara o pa3jIndHbIMI TOPTOBBIMA HAUMEHOBAHUSIMH;

7) BBIHECEHHS CYJOM pCIICHHS O HapyIIEHHH I[paB  IpaBooOsazarels O0OBEKTOB
WHTEJIEKTYalIbHOM COOCTBEHHOCTH MPU OOpaIlleHNH JIEKAPCTBEHHBIX CPE/ICTB;

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 32 nacmosiwyeco Pedepanviozo
3axoua oonoanena nynkmom 8, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
8) oTCyTCTBHS JIEKapCTBEHHOTO Ipernapara B oOpaieHun B Poccuiickoit desepariiy B TeUeHHE
Tpex u OoJiee JeT;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 32 nacmosiwyeco Pedepanviozo
3axkona oonoinena nynkmom 9, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

9) HEBBINMOJHEHUS JEp)KaTeleM WM  BIAJCIbIIEM  PErHCTPAIIMOHHOTO  YIOCTOBEPEHHSI
JIEKapCTBEHHOTO TperapaTa JIM00 YIOTHOMOYEHHBIM UMH JAPYTUM IOPUIMYECKAM JTUIIOM MEPOIPUSITHH 10
oOecrieyeHnI0  0€30MACHOCTH  JICKAPCTBEHHBIX — IPEIaparoB, YCTAHOBJICHHBIX  YIIOJHOMOYEHHBIM
(denepatbHBIM OpPraHOM HCIIOJIHUTEIHHON BIACTH B COOTBETCTBHH C HacTsMu 3 U 4 cTaThil 64 HACTOSIIETO
®denepatbHOTO 3aKOHA, B paMKaX OCYIIECTBICHHS (papMaKoHaI30Da;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 32 nacmosiwyeco Dedepanviozo
saxona oonoanena nynkmom 10, scmynarowum 6 cuny ¢ 1 urona 2015 2.

10) otka3za jepkarels WM BiaJeblla PETHCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npemnapata JU00 YMOJIHOMOYEHHOTO HMH JIPYTOro IOPUAMYECKOTO IUIa OT BHECEHHsS] W3MEHEHUU B
WHCTPYKIMIO TIO TIPUMEHEHHWIO JIEKapCTBEHHOTO IIperapara, KacalolIMXCs HOBBIX MOJTBEPKICHHBIX
JAHHBIX O TOM, YTO PHCK MPHUYMHEHHUS Bpeja 3I0POBBIO YeJIOBEeKa WM KHBOTHOTO BCIEACTBHE MpHUeMa
JIEKapCTBEHHOTO TIperrapara npeBbimaeT 3pPEeKTUBHOCTh €ro0 MPUMEHEHHS.

TAPAHT:

CmM. koMMeHTapHH K ctaThe 32 HacTosmero denepaabHOro 3aKOHA

Crartpa 33. ['ocynapcTBeHHBIH peecTp JIEKapCTBEHHBIX CPEJICTB
TAPAHT:

Cwum. [lonoxenue o ['ocymapcTBEeHHOM peecTpe JIEKapCTBEHHBIX CPEJICTB, YTBEp)KIeHHOE MUH3IpaBoM
P® 1 nexabps 1998 r. N 01/29-15
1. TocynapcTBeHHBIN peecTp IEKAPCTBEHHBIX CPEACTB COACPIKHUT MEpeueHb JIeKapCTBEHHBIX
MpernapaToB, MPOIIEAITAX TOCYIaPCTBCHHYIO PETHCTPAIIHIO, IepedeHb (hapMalleBTHUSCKAX CYOCTAHIIHMA,
BXOJISIIUX B COCTAB JIEKAPCTBEHHBIX MPENApaTOB, U CIECIYIONIYI0 HH()OPMAIIHIO:
1) B OTHOIIIEHUH JICKAPCTBECHHBIX IIPEIapaTOB:
Hndopmarys 06 M3MEHEHHSX:
Deoepanvrvim 3axkonom om 22 oexaops 2014 2. N 429-D3 6 noonynkm "a" nynkma 1 vacmu 1 cmamvu
33 nacmosawezo edepanvHoeo 3axona eHecenvl usmeHenuss, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mekcm noOnyHKma 6 npeovioyujeti peoaxKyuu
a) HaWMCHOBaHHWE JICKAPCTBEHHOTrO Tpenapata (MEeX/IyHAPOJHOE HENAaTeHTOBAHHOE, WJIH



IPyNIIAPOBOYHOE, HIIH XUMHUECKOE U TOPIOBOC HAUMEHOBAHMS);
0) nekapcTBeHHast hopMa ¢ yKazaHHeM JI03UPOBKH JIEKAPCTBEHHOTO Ipenapara i ero KoJM4ecTBa B
MOTPEeOUTENHCKOMN YIIaKOBKE;
Hudopmarys 06 NI3MEHEHUSX:
Ioonynxkm " 6" usmenen ¢ 1 aneaps 2018 2. - @eoepanvuwiii 3axkon om 28 oexabps 2017 2. N 425-D3
Cm. npedvbloywyio peoaxkyuio
B) HAUMCHOBAHHME JICPIKATE/Isl WK BIIAJICIIbIIa PETUCTPAI[HOHHOIO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mpernapara U CBEICHMSI O PETUCTpAllMM JIepKaTelsl WM BIaJeNblla PEerucTpalliOHHOTO YAOCTOBEPEHUs
JIEKapCTBEHHOTO Tpernapara JUisi MeIUIMHCKOTO MPUMEHEHHUSI B Ka4eCTBE HAJIOTOIUIATENIbIMKA B CTpaHe
peructpauu (Ui pOCCHUCKUX FOPUINYECKUX JIHI - UACHTH()UKAIMOHHBIM HOMEp HaJOoroIuiaTesblrKa
(MHH), nnst ”HOCTPAHHBIX FOPUIMUECKUX JIUI] - CTPaHa PErUCTpallii, HAMMEHOBAHUE PETUCTPUPYIOIIETO
opraHa, peruCTpaIllMOHHBIA HOMED, KO/ HAJIOTOILIATEIIBIINKA B CTPAHE PerucTpaliy (MHKOPIOPAIIUH) T
€ro aHajor);

Hudopmarys 06 M3MEHEHUSX:
Ioonynxkm "2" usmenen c 1 aneaps 2018 2. - @eoepanvwiii 3axon om 28 oexabps 2017 2. N 425-D3

Cm. npedsbloywyio peoaxkyuio
') HaMMEHOBAHKE U aJIPec MPOU3BOIUTENS JISKAPCTBEHHOTO TIpernapara U CBEJACHUS O PErHCTpaIliu
MPOU3BOJUTENSl  JIEKAPCTBEHHOIO  Tpemapara sl MEIUWIMHCKOTO TPUMEHEHHs] B  KayecTBe
HAJIOTOIUIATENbIUKA B CTPaHe perucTpanuu (JUiss pOCCHHCKUX IOPHIMYECKUX JIUIL - UACHTH()UKAIMOHHBIM
HoMmep Hajoromtarenbimka (MHH), ams WMHOCTpaHHBIX FOPUAMYECKHX JIMI[ - CTpaHA pPErHCTpalld,
HauMEHOBaHHE PETUCTPUPYIOIIEr0 OpraHa, perucTpaloHHbIM HOMEp, KOJ HaJOroIiaTeNIbIIIKa B CTpaHe
peructpanuu (MHKOPIIOPAIMK) WK €r0 aHaJIoT);

Wudopmarys 06 NI3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexadps 2014 2. N 429-D3 noonyuxkm " 0" nynkma 1 wacmu 1 cmamou 33
Hacmosaue2o PedepaibHo20 3aKOHA U3NL0JHCEH 8 HOBOU pedakyuu, ecmynaroujeti 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm noOnyHKma 6 npeovioyujeti peoaxKyuu

1) (apmakoTepamneBTHIECKAS rpymnna, KOJ JIEKapCTBEHHOI'O npenapara o
aHATOMO-TepaIeBTHIYECCKO-XUMHUECKON KiTaccu(UKaIiK, PeKOMEHI0OBaHHONH BceMupHON opraHu3anmeit
31paBOOXPAHEHHS],

€) TIOKa3aHusI ¥ MPOTHBOTIOKA3aHKs K IPUMEHEHHIO JIEKAPCTBEHHOTO TIpernapara;

k) 1100OYHBIE JICHCTBYSI JICKAPCTBEHHOTO Mperapara,;

3) CPOK T'OJTHOCTH JIEKAPCTBEHHOTO Ipernapara,;

1) YCIIOBHSI XpaHEHHUsI JICKAPCTBEHHOTO Mperapara,;

K) YCIIOBHS OTITyCKa JIEKAPCTBEHHOT'O MperapaTra;

J) HOMep (apMakolelHOoW cTaThli WM B ClIlydae €€ OTCYTCTBHS HOMEpP HOPMAaTHUBHOI
JIOKYMEHTaIMu JIN00 HOPMAaTUBHOTO JIOKYMEHTA;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexadps 2014 2. N 429-D3 6 noonynxkm "m" nynkma 1 wacmu 1 cmamovu
33 nacmosawezo edepanvHoeo 3axona eHecenvl usmeHenuss, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm noOnyHKma 6 npeovioyujeti peoaxKyuu
M) JlaTa TOCYJApCTBEHHON pErHCTpallii JICKAPCTBEHHOTO Iperapara W ero perucTpariioHHBIN
HOMEp, JaTa 3aMEHbl PETHUCTPAllMOHHOTO YJOCTOBEPEHHS JIEKApCTBEHHOTO IIpernapara Ha OeccpodyHoe
pPETUCTPALIMOHHOE  yJOCTOBEPEHME JIEKAPCTBEHHOI'O  IIpenapara, Jara [oJadd  3asBIEHUS O
MOATBEPXKICHUN TOCYJapCTBEHHONM  PETUCTpallid  JIEKapCTBEHHOTO Ipemapara, Jara OTMEHbI
roCyJapCTBEHHOM perucTpaliu JeKapcTBEHHOTO IIpenapara,;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexadps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 nacmosuwezo
DeoepanvHoeo 3akoHa 0ononHen noonyukmom "n", ecmynarowum 6 cuny ¢ 1 urona 2015 2.
H) Ka4eCTBCHHBIN COCTaB M KOJUYECTBCHHBIM COCTAB JICHCTBYIOIIMX BEIIECTB W Ka4eCTBEHHBIN
COCTaB BCIIOMOTaTEIbHBIX BEIIECTB JIEKAPCTBEHHOTO TIpenapara;

Hndopmarys 06 M3MEHEHHSX:
Deoepanvrvim 3axonom om 22 dexadps 2014 2. N 429-D3 nynkm 1 vacmu 1 ecmamou 33 nacmosuwezo

DedepanvHo2o 3axona 0onoanen noonyukmom "o" , ecmynarowum 6 cuny ¢ 1 urons 2015 2.
0) uHpOpMaIus 000 BCeX pa3pelleHHbIX BUaX BTOPHUHON (TOTPEOUTEIBCKOM) YITaKOBKH;



Hudopmarys 06 NI3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexkaops 2014 2. N 429-D3 nynkm 1 yvacmu 1 cmamvu 33 nacmosueco
DeoepanvHoeo 3aKkoHa 00nonHen noonyukmom "n', ecmynarowum 6 cuny ¢ 1 urona 2015 2.
1) Jara NPUHSITHS PEIICHUS O BO3MOXKHOCTH paccMaTpUBATh JICKAPCTBEHHBIN Iperapar Mpu
TOCYJJApCTBEHHOMN PETUCTpPAIliH B KauecTBe Op(haHHOTO JIEKAPCTBEHHOTO TIpenapara;

Hndopmarys 06 13MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexadps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 nacmosuwezo
Deoepanvroeo 3akoHa 0ononHeH noonyukmom "p", ecmynarowum 6 cuny ¢ 1 urons 2015 2.
p) HajIM4HMe JIEKAapCTBEHHOIO Mperapara B IepedHe JXKHU3HEHHO HEOOXOMUMBIX M BaXKHEHIIUX
JIEKapCTBEHHBIX MPenapaTos;

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oekaops 2014 2. N 429-D3 nynkm 1 yvacmu 1 cmamvu 33 nacmosueco
DeoepanvHoeo 3akoHa 0ononHen noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 2.

C) HAJIMYKE B JICKAPCTBEHHOM IIperapare HApKOTUYESCKUX CPEJICTB, MICUXOTPOITHBIX BEINECTB U UX
MIPEKYPCOPOB, MOISKAINX KOHTPOJro B Poccniickoit Ddenepannu, B COOTBETCTBUH C 3aKOHOIATEIHCTBOM
Poccuiickoit @enepanyu, MeXIyHApOIHBIMU JToToBOpamu Poccuiickoit @eneparuu, B Tom uncne EanHoit
KOHBEHITMEH 0 HapKoTHdeckux cpeacTBax 1961 roma m Konpenmmeil o mCUXOTpOmHBIX BemecTBax 1971
roja;

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvivm 3akonom om 22 oekaops 2014 2. N 429-D3 nynkm 1 yvacmu 1 cmamvu 33 nacmosueco
DeoepanvHo2o 3aKkoHa 0ononHeHn noonyukmom "m'", ecmynarowum 6 cuny ¢ 1 urons 2015 2.
T) wuHpOpPMAIUss O TOM, SIBISICTCS JIM JIAaHHBIA JICKAPCTBEHHBINM Mpernapar pedepeHTHBIM
JIEKapCTBEHHBIM ITPETIapaToM;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexadps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 nacmoswezo
DeoepanvHoeo 3akoHa 0ononHen noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urons 2015 2.
y) CBeleHHWsI O Tojaue 3asBICHUS O BHECCHWH H3MEHEHHI B JOKYMEHTBI, COJACp)Kalluecs B
PETUCTPAIIIOHHOM JIOChE Ha JIEKApCTBEHHBIN TIperapar;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 nynkm 1 yacmu 1 cmamvu 33 nacmosiue2o
Deodepanvroeo 3akona 0ononner noonyukmom "¢", ecmynarowgum 6 cuny ¢ 1 urona 2015 2.
&) cBelleHHs 0 B3aUMO3aMEHEMOCTH JICKAPCTBEHHOTO TIperapara;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexadps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 nacmoswezo
Dedepanvroeo 3akoHa 0ononner noonyukmom "x", ecmynarowum 6 cuny ¢ 1 urona 2015 2.

X) CPOK BBEJICHUS JICKAPCTBEHHOTO Ipernapara B rpakIaHCKUH 000poT;

2) B OTHOIICHUH (hapMaIeBTHUECKUX CyOCTaHIIHIA:

Wudopmarys 06 M3MEHEHUSX:

Deoepanvrvim 3axorom om 22 oexabps 2014 2. N 429-D3 6 noonynkm "a" nynkma 2 wacmu 1 cmamou
33 Hacmosaweeo Pedepanvrozo 3aKoHa HeceHbl uzmenenus, cmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mekcm noOnyHKma 6 npeovioyujeti peoaxKyuu

a) HamMeHOBaHHMeE (apmareBTHYecKol cyOcTaHIK (MEXKIyHApOJHOE HENaTeHTOBAHHOE, WIIN
IPYIITHPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HANMEHOBAHHUSI);

0) HAMMEHOBAHUE U aJIpeC MPOM3BOUTEIS (hapMaleBTHYECKOH CyOCTaHIINY;

B) CPOK TOJHOCTH (hapMareBTHUECKON CyOCTaHITHH;

T) YCIIOBHS XpaHeHUsl (hapMaIreBTHUeCKOi cyOCTaHIHH;

n) Homep (apMakoNEeHHOM CTaThbM KM B ClIydae €€ OTCYTCTBHS HOMEP HOPMATHBHOMN
JOKYMEHTAIUH T100 HOPMAaTHUBHOI'O JIOKYMEHTA,

Wudopmarys 06 NI3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oekaops 2014 2. N 429-D3 nynkm 2 yvacmu 1 cmamvu 33 nacmosueco
DeoepanvHoeo 3akoHa 0ononHen noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urons 2015 2.
¢) Hanmuure (papMaleBTUUYECKOW CyOCTaHIIMU B TiepeuHe HAPKOTHUYECKHX CPECTB, TICHXOTPOITHBIX
BEIIECTB M WX MPEKypCOpOB, MOJUIekKAIUX KOHTpO0 B Poccuiickoit denepariiv, B COOTBETCTBHU C
3aKOoHOJaTeNbCTBOM Poccuiickoit @enepanuu, MeXyHapoIHbIMU JtoroBopamu Poccuiickoit ®@enepannu,



B ToM uwmciae EjuHOl KoHBeHIMell o HapkoTmueckux cpeactBax 1961 roma u Kowsennumeir o
MICUXOTPONHBIX BemecTBax 1971 roxa.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N429-O3 yacmv 2 cmamvu 33 nacmosiueco
DedepanbHo2o 3aKOHA U3N0ACEHA 8 HOBOU pedakyuu, ecmynatouyeti ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

2. ®apmareBTHYecKas cyOcTaHIUs, TPOU3BEIeHHAS IS pealn3aliii, MOKET OBITh BKJIIOYECHA B
rOCy/IapCTBEHHBI pPEeCTp JEKApCTBEHHBIX CpPEICTB Ha OCHOBAaHUM 3asiBICHUS pPa3padOTUMKa WK
MIPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEJICTBA JIMOO YMOJHOMOYEHHOTO HMHU IOPUAMYECKOTO JHIa MpHU
YCIIOBHH TIPOBEJICHUS B OTHOIICHWH TaKoW (QapMareBTHYecKOil CyOCTaHIIMM SKCIEPTU3bl KavyecTBa
(dapmaiieBTHUECKON CYOCTaHIIMM B TOPSJIKE, YCTAaHOBJICHHOM cTaThell 34 HacTosmero denepalbHOTO
3akoHa. B oTHOmeHWW (apManeBTHYECKUX CYOCTaHIM, TPOW3BEICHHBIX JUIS peajn3alid, B
TOCYJJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEJCTB COJIEPIKUTCS CIEyIolast UH(OpMAaIHs:

1) HammeHoBaHuWe (apmareBTUYECKOW cyOcTaHIKu (MEXIyHApPOJHOE HEMAaTeHTOBAHHOE, WIIH
IPYNIIAPOBOYHOE, HIIH XUMHUECKOE U TOPrOBOE HAUMEHOBAHHS);

Hupopmarnus 00 U3MEHEHUSX:
Ilynkm 2 usmenen ¢ 1 sneaps 2018 a. - Deoepanviviii 3axon om 28 oexadps 2017 2. N 425-D3

Cm. npedvbloywyio peoaxkyuio

2) HaMMEHOBAHUE, aJIpec MPOU3BOAUTENS (hapMaleBTHUSCKON CyOCTaHIINH, a TAKXKE B OTHOIICHUH
JIEKapCTBEHHBIX CPEJICTB JJII MEAMIMHCKOTO MPUMEHEHHUs CBEJCHUS O PETHUCTPAIlMU IMPOU3BOIAMTEIS
(bapmaneBTHYECKOM CYOCTAaHIIMM B KauecTBE HAJOTOIUIATENIBINIMKA B CTpaHe perucrparuu (s
POCCHUMCKHMX FOPUAMYECKUX JHI - WIACHTH(UKAIMOHHBIA HOMep Hanoromiarensinuka (MHH), mis
WHOCTPAHHBIX IOPUAMYECKUX JIMII - CTpaHa PETUCTpPallid, HAaUMEHOBAHHME PErHUCTPUPYIOLIEr0 Oprasa,
PETHCTPAIlMOHHBI HOMEp, KOJI HAJOTOIUIATENIbIMKa B CTpaHEe perucTpanui (MHKOPIOpPAIMU) HIH €ro
aHaJor);

3) cpok rojiHOCTH (hapMareBTUIECKO# cyOCTaHIINY;

4) ycioBust XpaHeHus papMareBTHIECKON CyOCTaHIINH;

5) Homep ¢dapmakomeiiHOi cTaThM MO0 B Cilydae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOM
JIOKYMEHTAI[UH I HOPMATUBHOTO IOKYMEHTA,

6) Hanmuue apMareBTHYeCKOl CyOCTaHIIMM B NiepeuHe HAPKOTUYECKUX CPEJICTB, ICHXOTPOITHBIX
BEIIECTB U UX IPEKYypCOpOB, MOJUIekKAIUX KOHTposito B Poccuiickoit denepanyu, B COOTBETCTBUH C
3aKoHoJ1aTenbeTBOM Poccuiickoit denepannu, MexayHapoIHbIMU JoroBopamu Poccuiickoit @eneparuy,
B TOM uucie EjauHol koHBeHInel o HapkoTudeckux cpeactBax 1961 roma m Kowsenmmeit o
MICUXOTPOIHBIX BemecTBax 1971 roza;

7) nara BKIIHOYEHHS (hapMaleBTHUSCKON CyOCTaHIIMU B TOCYIapPCTBEHHBINA PeecTp JIEKapCTBEHHBIX
CPE/CTB, JlaTa BHECEHMsI M3MEHEHMH B JIOKYMEHTHI (papmaneBTHUeCKO CyOCTaHIUH, JaTa MCKIIIOYSHUS
(dapMareBTHUeCKON CyOCTaHIIUH U3 TOCYTApPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJICTB.

3. Ilopsiiok BeaeHHsI TOCYJApCTBEHHOTO peecTpa JEKapCTBEHHBIX CPEACTB JJIS MEIUIIMHCKOTO
NpPUMEHEHHUs] W TOPSJA0K BEJEHUS TOCYJAapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEJICTB  JJIf
BETEPUHAPHOTO MPUMEHEHHs YTBEPXKAAIOTCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (pesepaibHbIM
OpraHOM HCHOJHHUTEIHbHOM BIIACTH.

TAPAHT:

CM. KOMMEHTapuH K cTaThe 33 HacTosmero denepaabHOro 3aKkoHa

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 naumenosanue cmamou 34 nacmosiueco
DedepanbHo20 3aKOHA U3LOACEHO 8 HOBOU pedakyuu, ecmynatouyetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm HauMeHOBAHUSL 6 NPeObLOYWell peoaKyuu
CraTtba 34. BxiroyeHue B rocyJapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB M HCKIIOUYEHUE U3
rOCYJJApCTBEHHOTO peecTpa JIeKapCTBEHHBIX CpeACTB (hapMalleBTUUECKOW CyOCTaHIINH,
MIPOU3BEACHHOM JIJIs1 peanu3aiiu

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N429-D3 6 wacmv 1 cmamou 34 nacmosiweco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .



Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
1. JIng BxmodeHus ¢dapmaieBTUyYecKoil cyOcTaniuy, NpPOW3BEACHHON IS peanu3aluu, B
roCyJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, IPOBOJUTCS IKCIIEPTU3A €€ KaueCcTBa.

Hupopmanus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 (6 peoaxyuu Deoepanvrozo 3axona om 13
wions 2015 2. N 241-®3) yacme 2 cmamou 34 nacmosiweco DedepanvHo2o 3aKOHA UZNONCEHA 6 HOBO
peoaxyuu, ecmynaroweti 6 cuny ¢ 1 aueaps 2016 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

2. DKcrepTM3a KavecTBa YKa3aHHOM B dYactu 1 Hacrosimeid craTthu (apMareBTHUECKOM
CyOCTaHITH, COCTaBIICHNE KOMHCCHEH SKCIEpTOB 3aKIFOYECHUH MO pe3ysibTaTaM 3TON SKCHEPTH3BI M UX
HalpaBjJICHUE B YIOJHOMOYCHHBIN (pe/iepalbHbIii OpraH HWCIIOJHUTEIBHOW BJACTH OCYIIECTBISIOTCS B
CPOK, HE TIPEBBINIAIONINHA IMECTUIECITH PadOUNX THEW CO JIHS TOJTYYCHHS SKCHEPTHBIM yUpexKIeHUEM
COOTBETCTBYIOIIETO 3aJlaHusl YIOJHOMOYEHHOTO (he/iepalbHOTO OpraHa HCIIOJHUTEIBHOW BJIACTH |
CJIEAYIONIHX JIOKYMEHTOB:

1) xomwWs JMIIEH3WH HA TPOM3BOJICTBO JICKAPCTBEHHBIX CPEJCTB MJIM KOMHS 3aKIIOUYCHHS O
COOTBETCTBHUH  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEJICTB  TPeOOBAaHUSAM  TIPAaBHJ  HaJJIeXkKarneh
MPOU3BOJICTBEHHON TPAKTUKHU, BBIJAHHBIC YIIOJHOMOUYCHHBIM (ellepajbHbIM OPraHOM HCIOJHHUTEIBHOM
BJIACTH, B CIIydae, €CJIM TPOW3BOJICTBO JIEKAPCTBEHHOI'O IIpernapaTa OCYyIIecTBIsieTcss B Poccuiickoii
®Denepanuu;

2) Komusl BBIIAHHOW YIOJHOMOUYCHHBIM OpPraHOM CTpPaHbl IIPOM3BOJIUTENS JIUIICH3MHM Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA M €€ TIEPEBOJI HAa PYCCKUH SI3BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM
MOPSAJIKE, ¥ KOTHS 3aKIIOUEHHUS O COOTBETCTBHH IPOM3BOUTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAaHUSIM
MpaBHJ HaJJIeKaIIed TPOW3BOJICTBEHHOW MPAKTUKH, BBIAAHHOTO YIIOJHOMOYEHHBIM (enepatbHbIM
OpraHOM WCIOJHUTENBbHOW BIACTH, B CiIy4dae, €ClId MPOU3BOJCTBO JIEKAPCTBEHHOTO CpEICTBa
OCYIIECTBISIETCS 3a npenenaMu Poccutickoit @enepanuu;

3) IOKyMEHT, COJIepIKaIluii CIIeAYIOIIUE CBEICHUS O (hapMaIleBTUYECKON CyOCTaHITHH:

a) HaMMeHOBaHUe (papMaIeBTUIECKOM CyOCTaHIINH, e¢ CTPYKTypa, OOIIre CBOWCTRA;

0) HaMMEHOBAHUE U aJ[PEC MPOU3BOUTEIS;

B) TEXHOJIOTHSI MPOU3BOJICTBA C OMKMCAHWEM CTaJMii IPOM3BOACTBA M METOJOB KOHTPOJISI Ha BCEX
CTaUsIX TIPOM3BOJICTBA;

r) omucanue pa3pabOTKHU Mpolecca MPOU3BOJICTBA;

J) OIKMCAaHWE KOHTPOJS KPUTUYECKUX CTaIdil Ipolecca IMPOU3BOJCTBA U MPOMEKYTOUHOM
MPOAYKITHH;

€) JOKyMEHTaJIbHOE MOATBEPIKICHUE (BaM IaIKsl) IPOIIecCOB U (MJTH) UX OIICHKA,

) CBOMCTBA M CTPYKTYpa ACUCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTUKA TPUMECEH;

n) crerudukanys Ha GpapManeBTHIECKYIO CYOCTaHIHIO B €€ 000CHOBAHHE;

K) aHaJMTUYECKHE METOJUKH, WCIOJb3yeMble TPU OCYIICCTBJICHUM KOHTPOJIS KadecTBa
(apmareBTHUECKO# CyOCTaHIINH;

J) TOKYMEHTaJIbHOE MOJATBepKIcHUe (BaTUIAINs) aHATUTUYCCKUX METOJIMK, MCIIOJIb3YeMbIX TPH
OCYIIECTBICHIH KOHTPOJISI KauecTBa (papMareBTHIecKo# cyOcTaHIny,

M) pe3yJIbTaThl aHAJIN3a Cepuil (hapMaIleBTUUECKON CYyOCTaHITHH;

H) MepeveHb CTaHIAPTHBIX 00Pa3I[0B MM BEIECTB, UCIIOIB3YEMbIX MTPU OCYIIECTBICHHH KOHTPOJIS
KauecTBa,

0) ONKCaHKNe XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MATEPUATIOB U YKYIOPOYHBIX CPE/ICTB;

1) TaHHBIE O CTAOMILHOCTH (papMalieBTUIeCKO# CyOCTaHIINY;

P) CPOK TOHOCTH;

Hndopmaris 06 N3MEHEHHSX:

Yacmv 2 oonoanena nynkmom 4 ¢ 1 aueaps 2018 2. - Deoepanvuuiii 3axon om 28 dexabps 2017 o.
N 425-@3
4) TOKYMEHT, COJIep KaIlliii CBEJICHUS O PETUCTPAIIAHN POU3BOUTEIIS JIEKAPCTBECHHBIX CPEJCTB IS
MEJIMIIUHCKOTO TPUMEHEHHS B KA4YeCTBE HAJIOTOILIATEINBIIMKA B CTPAHE PErHCTpanuu (Ui POCCUUCKUX
IOPUIMYSCKUX JIMIl - HMICHTU(QHUKAIUOHHBIH HoMep Hamoromatenbipka (MHH), ams wHOCTpaHHBIX
IOPUINYECKHX JIUI] - CTpaHa PEerucTpalvy, HAaMMEHOBAaHUE PErHCTPUPYIOIIETO OpraHa, perucTpaluoOHHbIN
HOMep, KO/l HAJIOTOIIaTebINNKA B CTpaHe perucrpanuu (MHKOPIIOPAIK) UIIA €r0 aHaJIoT).
3. Jlns mpoBeleHUs OKCIEPTHU3bI KadecTBa YKa3aHHOW B uacTu 1 HacTosimed cTaThu



(dapMareBTHUECKOW CYOCTAHIIUU 3asBUTEIb MPEJCTABISCT B YIOJHOMOYCHHBIA (elepalbHblil OpraH
UCIIOJIHUTEIBHOU BJIACTH:

1) 3asBieHHEe O BKIIOYEHHWH B TOCYJApCTBEHHBIH peecTp JICKApCTBEHHBIX CPEJCTB JIaHHOU
(hapmarieBTHUECKO# CyOCTaHIINH;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexkabps 2014 2. N 429-D3 nynkm 2 yvacmu 3 cmamvu 34 nacmosiuje2o
Deoepanvioeo 3aKOHA U3N0JICeH 8 HOBOU pedakyuu, scmynatousets 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm nyHkma 6 npeovloyueil peoakyuu

2) Komusl JTOKYMEHTa, MOATBEPIKIAIOIIETr0 YIUIATy TOCYAapCTBEHHOM MOIUIMHBI 32 BKJIIOUCHHE B
TOCYJJAPCTBEHHBIN PeecTp JEKapCTBEHHBIX CPENICTB (hapMaIleBTHUECKON CyOCTaHIINU, TPOU3BEACHHON IS
peanuzanuu, 100 MO COOCTBEHHOW WHUIMATHBE YKa3aHHBIN JOKYMEHT. B cimyuae ero HempeacTaBleHUs
3assBUTEJIEM YIOJHOMOUYEHHBIN (ellepalbHbIil OpraH WCIOJTHHATEIBHOW BIACTH MpOBepsieT (akT YIUIaThI
rOCy/IapCTBEHHOU TMOIUIMHEI 3asBUTENIEM C UCIOJb30BaHWEeM HH(popManuu o0 yIjiaTe ToCyIapcTBEHHON
MONIINHBI, cojaepxkameiics B [ocymapcTBeHHONW HWH(POPMAIIMOHHON CHCTEME O TOCYJIApCTBEHHBIX H
MYHUIMIIAJIBHBIX IUIATEXKaX, HA OCHOBAaHMWM IIPEJACTABICHHOW 3asBUTENIEM KOIHUH JOKYMEHTA,
MIOATBEP>KIAOIIETO YILIATy TOCYJapCTBEHHOM NOIIJINHEI,

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim saxonom om 22 oexaobps 2014 2. N 429-D3 ¢ nynkm 3 uvacmu 3 cmamvu 34 nacmosiwe2o
DedepanvHo2o 3aK0HA 6HeceHbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyujeil peoakyuu
3) TOKYMEHTBI, YKa3aHHbIC B UacTH 2 HACTOSIIEH CTaThy;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim  3akonom om 22 oexabps 2014 2. N 429-O3 yacms 3 cmamvu 34 nacmosiweco
Deoepanvroeo 3akona oononnena nynkmom 4, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
4) 3asiBIeHWE O BbIJauye paspelleHus Ha BBO3 B Poccumiickyro dejepannio KOHKPETHOU MapTHH
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEJACTBA, IPEIHA3HAYEHHOTO JUIsI MPOBEACHUS YKa3aHHON
HKCHEPTU3HI.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 ¢ uwacmv 4 cmamou 34 nacmosiueco
DedepanvHo2o 3aKOHA 6Hecenbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

4. B TeueHue necsATy pabounx JHEN cO JIHS MPHUHSITUS 3asBJICHUSI O BKIIFOUEHUH YKa3aHHOU B 4acTH
1 mactosimedt ctaThu (apMaleBTUUYECKOW CYOCTaHIIMM B TOCYJApPCTBEHHBIA peecTp JIeKapCTBEHHBIX
CPEICTB W JOKYMEHTOB, IEPEUYUCIEHHbIX B 4YacTh 1 M 1yHKTe 2 YacT 3 HACTOSIIEeH CTaThy,
YIIOJTHOMOYEHHBIH (eiepaibHbIN OpraH UCTIOTHUTEIHLHOM BIIACTH:

1) mpoBOMUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COMCPIKAIIUXCS B TPEICTABICHHBIX
3asiBUTENIEM JOKYMEHTAaX;

2) NpUHUMAET pEIICHHWE O HAIpaBJICHHH B SKCIEPTHOE YUPEKICHUE 3aJaHUs Ha IPOBEJCHUE
AKCIEPTHU3BI KauecTBa yKa3zaHHOW B uacTu 1 HacTosmeit cratbu (papmarieBTHUeCKOd CyOCTaHIINN WU 00
OTKa3e B TAKOM HAaIlpaBJICHUH;

3) yBeIOMJISIET B 3JIEKTPOHHOW WJIM MUCHMEHHOW (hopMe 3asBUTEINS O MPHHITOM PEIICHUH WA B
cllydae OTKa3a ¢ yKazaHHUEM IPUYMH TaKOro OTKa3a.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-DP3 cmamws 34 nacmosiyeco DedepanvbHoco
3axkona oononnena yacmoio 4.1
4.1. B cinydae BBIBIEHUSI HEIOCTOBEPHOCTH CBEICHHUH, COJEpKalMXCS B IPeICTaBICHHBIX
3asIBUTENIEM MaTepuayiax, YIOJTHOMOYEHHBIN (elepalbHbIil OpraH MCIOJHUTEIHHOW BIACTH HAMpPaBIIsSeT
3asBUTENIO 3alpoc 00 YTOUHEHUH YKa3aHHBIX CBeAeHUU. JlaHHBIM 3ampoc MoeT ObITh IepeaaH
YIIOJTHOMOYEHHOMY TPEJCTAaBUTENIO0 3asBUTENS JTUYHO IOJ PACIUCKY, HAMpaBlIeH IO IMOYTe 3aKa3HbIM
MUCHMOM HJTM TIEpeZlaH B 3JIEKTPOHHOW (opMe MO TeIeKOMMYHHKAIIMOHHBIM KaHaiaM CBs3U. B ciydae
HaIpaBJIeHUs JAHHOTO 3alpoca MO MOoYTe 3aKa3HbIM MHUCHhMOM OH CUMTAETCS MOJYyYEeHHBIM MO UCTEUYCHUU
IIeCTH JHEH ¢ JaThl HApaBJIeHHs 3aKa3HOrO MUChMa.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-DP3 cmamwvs 34 nacmosiyeco DedepanvbHoco



3akona oononnena vacmoio 4.2

4.2. 3asBuTeNb 00s3aH MPEJICTABUTh OTBET HA 3alpPOC YITOJHOMOUYEHHOTro (heJiepaabHOro opraHa
WCTIOJIHUTEIPHON BIIACTH B CPOK, HE MPEBBHIMAONIUN JIEBIHOCTa padouux IHEH co JHS TONydeHUs
naHHOTO 3ampoca. Cpok, yKa3zaHHBIH B 9acTé 4 HACTOSIIEW CTaThH, MPHUOCTAHABIMBACTCS CO JHS
HaIpaBJICHHUs 3asBUTEIIO 3allpoca YIOJIHOMOUYEHHOTOo (heiepaabHOr0 OpraHa MCIOTHUTEIHHON BIACTH 0
JTHSI TIOJTYYeHUsI WM OTBETa Ha JAHHBIA 3alpoC W HE YYUTHIBACTCS MPH MCUUCICHUH CPOKaA SKCHEPTH3BI
KauecTBa (hapMalleBTHUECKON CYOCTaHIINM, HEUCHOJIb3YyeMOW TMpU MPOU3BOJCTBE JIEKAPCTBEHHBIX
Mperaparos.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim  3axkonom om 22 oexaops 2014 2. N429-®3 yacme 5 cmamvu 34 nacmosiueco
DedepanbHo2o 3aKOHA U3N0ACEHA 8 HOBOU pedakyuu, ecmynatouetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

5. OcHoBaHuEM MJisl OTKa3a B HAIPABJIECHUU B KCIEPTHOE YUPEKIEHUE 3aJaHUsl Ha MPOBEICHHE
AKCTEPTH3hI KauecTBa YKa3aHHOW B YacTh 1 HACTOSIIEH cTaThl (papManeBTHIEeCKO# CyOCTaHINH SBIISETCS
HEMpe/ICTaBJICHHe JOKYMEHTOB, YKAa3aHHBIX B 4YaCTH 2 HACTOSIIEH cTaTbH, OTCYTCTBHE WH(pOpManuH,
MOJTBEPIKAAtOel (akT YIUIaThl TOCYIApCTBEHHOHM TMONUIMHBI 3a BKJIIOYEHHE (papMareBTHIeCKOM
CcyOCTaHIMM, MPOU3BEACHHON IS peajn3allid, B TOCYJapCTBEHHBIM peecTp JIeKapCTBEHHBIX CPEJICTB,
HEIpe/ICTaBJIeHNE 3asBUTEJIEM B YCTAHOBJICHHBII CpPOK OTBeTa Ha yKa3aHHbIM B uactu 4.1 Hacrosimein
CTaThU 3alpOC YIMOIHOMOYEHHOTO (elepabHOr0 OpraHa WUCHOJHHUTEIHHOW BIACTH HIIM IPEIICTABIICHHUE
JIOKYMEHTOB, HE COJIEPIKAINX UCUYEPITBIBAIOIIETO MEePEUHs HEOOXOIUMBIX CBEICHUM.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 6 cmamou 34 nacmosweco
DedepanbHo2o 3aKOHA 6Hecenbl usmenenus, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

6. B Teuenue natHagaTH pabouyux JHEH cO JHS MOJIyUYEHUS PEHICHUs] YIMOJIHOMOYEHHOIO
(deneparbHOrO OpraHa UCMOJHUTETHHON BIACTH O HAMPABICHUH B AKCIEPTHOE YUPEXKICHHE 3aJaHus Ha
MPOBEJICHUE JKCIEPTHU3bl KadecTBa YKa3aHHOW B dacTu 1 HacTosmed cratbd (apMareBTHIeCKOM
CyOCTaHIIMM 3asBUTEINb MPEACTABISET B AKCIEPTHOE YUPEXKJIEHHUE ISl MPOBEJACHUS JaHHOW IKCIEPTU3BI
00pa3mbl (apMaIieBTHYECKONH CYOCTaHIIMU B KOJMYECTBE, HEOOXOIMMOM JIISI BOCIIPOU3BEICHHUS METOJIOB
KOHTPOJS KayecTBa. OKCIEPTHOE YUPEeXKIEHHE NpH MOTYyYeHHH OO0pa3loB YyKa3aHHOW B dactu 1
HACTOSIIEH CTaThH (apMarieBTUYECKON CYOCTaHIIMU BBHIACT 3asSBUTENIO JOKYMEHT, ITOJTBEPIKIAIOIIHI
MOJIy4eHUe ATHX 00pa3IloB, B CPOK, HE MPEBHIMAIOIMIUN TpeX padounx JHEH, YBeJOMIISET B AJIEKTPOHHOU
WM TACEMEHHOM (hopMe 00 3TOM YITOJIHOMOUYCHHBIN (efiepalbHBIA OpraH UCTIOJHUTEILHOW BIIACTH. DTH
CPOKH HE BKJIFOYAIOTCS B CPOK IPOBENCHUS JTAHHOU 3KCIIEPTU3BI.

7. JIOKyMEeHTBI, IOCTYNHBIIKE B SKCIEPTHOE YUPEKIACHUE Ui MPOBEJIEHUSI SKCIEPTU3bI KayecTBa
yKazaHHON B uactu 1 Hacrosmiel crarbu (apMareBTHYECKOW CyOCTaHIIMM, MOAJIEKAaT BO3BpATy B
YIIOJTHOMOYCHHBIH (enepaabHblii OpraH WCIOJHUTEIBHOW BIIACTH OJHOBPEMEHHO C 3aKIIOUEHUSIMH TI0
pe3yJibTaraM IPOBEAECHHON 3KCIIEPTU3BI.

8. B cpok, He NpeBBIIAOIMN HATH pabouynX JHEH co JHS MOJIYYEHHs 3aKJIIOUYEHHUS KOMHCCHH
DKCIIEPTOB M0 pe3yJibTaTaM JKCIEpPTHU3bl KauecTBa YKa3aHHOW B uactu 1 Hacrosimed craThu
(hapmareBTHUECKO# CyOCTAHIIMH, YITOJTHOMOUCHHBIN (he/iepabHbIi OpraH HCITOJTHATEIFHON BIACTH:

1) ocymiecTBISET OIEHKY TaKOTrO 3aKIFOYEHHS JUIS ONpPEAETICHUS] €ro COOTBETCTBHSI 33/IaHUI0 Ha
MIPOBEJCHUE JTAHHOU SKCIIEPTU3HI;

2) TUpWHHMMAaeT pEIICHHE O BKIIOUCHWHM YKa3aHHOM B dacTh 1 HacTosimedl craTbu
(dapMareBTHUECKON CyOCTaHIIMKA B TOCYJIapCTBEHHBIM peecTp JIGKAPCTBEHHBIX CPEJCTB WM peleHne 00
OTKa3€ B TAKOM BKJIFOUCHUU;

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 ¢ nynkm 3 uacmu 8 cmamovu 34 nacmosiueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .
Cm. mexkcm nynkma 6 npeovloyujeil pedaKyuu
3) BHOCHUT TIpU TPUHATHH PEIICHHUS O BKIIOYCHUW YKa3aHHOW B uacTh 1 HACTOSIIECH CTaThu
(dapMareBTHUECKON CyOCTaHIIMU B TOCYTAPCTBEHHBIN PEecTp JEKapCTBEHHBIX CPEJICTB IPETyCMOTPEHHYIO
nyHkToM 2 gactu 1 ctathu 33 HacTosmero denepalbHOTO 3aKOHA HH()OPMAIIHIO U YBEOMIISET 00 3TOM B
AJIEKTPOHHOM WM TUCBMEHHOU (hopMe 3assBUTEIIS.

Hndopmaris 06 M3MEHEHHSX:



Deoepanvrvim 3axonom om 22 okmsops 2014 2. N 313-D3 cmamvs 34 nacmosweco DPedepaiibHoco
3aKoHa Oonoanena yacmoio 9, ecmynaioweil 6 Cuily NO UCMeYeHuu mpuoyamu Owuell nocie OHs
ouyuanvbHo20 onyoIUK08aHUsL HA38aHH020 DedepalbH020 3aKOHA
9. OcHoBanmeM I OTKa3a BO BKJIIOYEHWHM YKa3aHHOH B vacTu 1  HACTOSIIEH
cTaTh¥ (papMareBTUYECKO CyOCTaHIIMU B TOCYJApCTBEHHBIM pEecTp JTEKApPCTBEHHBIX CPEJICTB SBISETCS
peIIeHre COOTBETCTBYIOIIETO YIOJHOMOYCHHOTO (heJIepaIbHOr0 OpraHa MCIOJTHUTEILHOW BIIACTH O TOM,
YTO KauecTBO (hapMarieBTUIeCKON CyOCTaHIIMK HE TIOITBEPKICHO MOIYYeHHBIMH TaHHBIMH.

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-D3 cmamvs 34 nacmosweco DedepaibHo2o
3axona oonoanerna wacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 .
10. He nomyckaeTcss BKIIOYEHHE B TOCYJAPCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB OIHOU
(apmarieBTHUECKON CcyOCTaHIIMU, MPOU3BEACHHON JUISI pealli3allid M BBITYCKaeMOW OJHHM W TeM JKe
MIPOU3BOJIUTENIEM, B BUJIE IBYX U 00JIiee PEECTPOBBIX 3aIUCEH.

Hudopmanys 06 NI3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-O3 cmamovs 34 nacmosweco DedepaibHo2o
3axona oonoanerna yacmoio 11, ecmynaroweti 6 cuny ¢ 1 urons 2015 .
11. Buecenne u3MeHEHHMI B JOKYMEHTHI Ha (hapMalleBTHYECKYIO CYOCTaHIIHIO, MPOU3BEICHHYIO
JUISL pealIi3allii U BKJIFOYEHHYIO B FOCYJJAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB, OCYIECTBIISIETCS B
nopsiike, yctanoBleHHoM cTaTthsivu 30 m 31 Hacrosmero @denepalbHOTO 3aKOHA, € YIJIaTON
roCyIapCTBEHHOW MONUIMHEI, MPEIYCMOTPEHHON 3aKOHO1aTelbeTBOM Poccuiickoit denepanuu o HaJIorax
u cbopax.

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-O3 cmamovs 34 nacmosweco DedepaibHo2o
3axkona oonoinena yacmoio 12, scmynaroweii 6 cuny ¢ 1 urons 2015 2.
12. JlomryckaeTcst oOparieHue (papMareBTHISCKUX CYOCTAHIIMM, TIPON3BEICHHBIX JUIS peald3allyH,
B TEUEHHE CTa BOCHMHJIECATH ITHEH JO W TOCJe MPUHSATHS YIOJIHOMOUYEHHBIM (eepalbHBIM OpraHOM
WCTIOJTHATEIFHOM BJIACTH pEIICHHWS O BHECEHHHM W3MEHEHWH B JOKYMEHTHI Ha (hapMareBTHUECKYIO
CyOCTaHIMIO, TIPOW3BEJCHHYIO JIJIS pealM3allid ® BKIIOYCHHYI0 B TOCYJAapCTBEHHBIH pPeecTp
JIEKapCTBEHHBIX CPEJICTB.

Hudopmarys 06 M3MEHEHUSX:

Deoepanvrivim 3axonom om 22 oexaobps 2014 2. N 429-D3 cmamovs 34 nacmosweco DedepaiibHo2o
3axkona oonoanena yacmoio 13, scmynaroweii 6 cuny ¢ 1 uronsa 2015 2.

13. Pemenue 00 WCKIIOYECHWH W3 TOCYAAPCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEJICTB
(dapMareBTHUECKOW CyOCTaHIIMHM, MPOU3BEIACHHOW Ul pealu3allid, NPUHUMACTCS YIOJIHOMOYEHHBIM
(enepaTbHBIM OPraHOM UCIIOTHUTENFHOW BJIACTH B CIIyYae:

1) npexactaBieHHS ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  ()elepalbHbIM  OpraHoM
WCTIOJTHATEIFHOM BJIACTH 3aKJIFOYEHUS O PUCKEe WM 00 yrpose >KH3HU WM 3JI0OPOBBIO YeJoBeKa OO
YKMBOTHOTO IIPU MCIIOJIb30BaHUH JIEKAPCTBEHHOTO CPEJICTBA;

2) mojaun pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEJCTBA WJIM IPOU3BOJHUTEIEM JIEKAPCTBEHHOTO
cpeacTBa TUOO YNOJHOMOYEHHBIM MMH JIPYTUM IOPUIMYECKUM JIMIOM 3asBICHUS 00 HCKIIIOYEHHUU U3
TOCYJJAPCTBEHHOTO PEecTpa JIEKApCTBEHHBIX CPENCTB (hapMaleBTHUECKOW CyOCTaHIIMH, MPOU3BEICHHOM
JUISL pean3aluy,

3) orcyTcTBUS (hapManeBTHUSCKOM CyOCTaHINH, TPOU3BEICHHOMN ISl pealu3allii, B OOpaIleHUH B
Poccuiickoit @denepanuu B TeUeHUE TpEX U OOJIEE JIET.

TAPAHT:

CmM. koMMeHTapHH K ctaTbhe 34 HacTosiero denepaabHOro 3aKOHA

Cratbsa 35. Yrparuna cuny ¢ 1 uromnst 2015 .

Hndopmarys 06 M3MEHEHHSX:

Cwm. mexem cmamou 35

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 36 nacmosiwyeco Dedepanviozo
3aKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, scmynaioweti 6 cuny ¢ 1 uronsa 2015 .

Cm. mexkcm cmamovu 8 npeovioyujeti peoaxKyuu



Cratea 36. OOxanoBanue perieHus o0 OTKa3e B Bbaue pa3pelleHds] Ha TMPOBEACHUE
KJIIMHUYECKOTO HCCIIEIOBAaHMS JIEKApCTBEHHOI'O IIperapaTa, pemeHuss o0 OTkaze B
rOCy/IapCTBEHHON PpErucTpanuy JIEKapCTBEHHOI'O IIpenapara, 3aKII0YeHHUsS KOMHCCHH
JKCIIEPTOB HKCIIEPTHOTO YUPEXKICHUSI WIIH 3aKIFOUEHUSI COBETA 110 3TUKE

Perrenne cooTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (hefiepalbHOTO OpraHa UCIOJIHUTEbHONW BIACTH

o0 oOTKa3ze B Bbau€ pa3pelIeHUs] Ha IMPOBEACHHE KIMHUYECKOTO HCCIEI0BaHUs JIEKapCTBEHHOIO
mpernapara, pelieHHe yKa3aHHOro (elepajbHOro OpraHa WCHOJHUTEIBHOH BiacTH 00 OTKase B
rOCYJapCTBEHHON perucTpanuy JIEKApCTBEHHOI'O IIperapaTa, 3aKJIIO4eHHE KOMHCCHUU OSKCIEPTOB
HKCIEPTHOTO YUPEKJICHHSI WM 3aKJIIOYEHHE COBETa 10 3TUKE MOXKET OBITh 00’KajJOBaHO B MOpSJKe,
YCTaHOBIIEHHOM 3aKOHOJaTenbcTBOM Poccmiickoit Meneparnmu. 3akiodeHne dKcrepTa, opopMIIeHHOE 110
UTOTaM 3KCIEPTU3bI B LENSIX ONPENEICHHS B3aNMO3aMEHSIEMOCTH 3apEeruCTPUPOBAHHOTO JIEKAPCTBEHHOIO
npenapara, MOXeT ObITh 00XaJIOBAaHO Jiep)KaTeleM WM BIAAENbIEM PErucTPallMOHHOTO YAOCTOBEPEHUs
JIEKapCTBEHHOI'O IIpernapara B KOMHCCHIO 3KCIIEPTOB AKCIEPTHOTO YUPEXKJEHUS. 3aKIIOYEHHE KOMHUCCUU
OKCTIEPTOB HKCHEPTHOTO YUYpeXKIeHHsS, OQOpMIECHHOE TII0 HTOraM IepecMOoTpa 00’KaJOBaHHOTO
3aKJIFOYEHHs] OJKCIEepTa, MOXKET OBITh OCHOpPEHO JAepkKaTelieM WM BJaJeNblieM pPEerucTpalliOHHOTO
YJOCTOBEpEHUsl JIEKQpCTBEHHOTO Ipenapara JuOO0 YHNOJHOMOYEHHBIM HMMH JIMIIOM B TOPSJKE,
YCTQHOBJICHHOM  3aKoHojareldbcTBOM  Poccuiickoit  ®epepanuu. Ilpu  oOxanoBaHMM — pelieHUs
YIIOJTHOMOYEHHOTO (pe/iepaibHOTO OpraHa HCIOTHUTEIBHOM BIIACTH, 3aKITFOYECHUS dKCIIEPTa WA KOMHCCHT
HKCIEPTOB HKCIEPTHOTO YUPEKACHMSI, 3aKIIOUYEHUs COBETa II0 3TUKE JEpKaTellb WM BIAJeIel]
PETUCTPAIIIOHHOTO YO0CTOBEPEHHUS JIEKAPCTBEHHOI'O IIpernapaTa JuO0 yIoJIHOMOYEHHOE UMM JIUIO BIIpaBe
IIPEICTaBUTh  PE3yJbTaThl  SKCIEPTH3bl JIEKAPCTBEHHOI'O IIpenapara, IPOTOKOJBI  MOJIyYEHHBIX
AKKPEMTOBAHHBIMH  HCIIBITATSIILHBIMEA  JTA00paTOpusMu  (IIEHTpaMH) pe3yJbTaTOB HCCIICOBaHHIA,
HUCTIBITAHUH.

TAPAHT:

CM. KoMMeHTapuu K cTaThe 36 HacTosmero denepaibHOTO 3aKOHa

Crarbn 37. MHdpopmanms, cBs3aHHAsS C OCYIIECTBICHHEM TOCYJApCTBEHHON pETrHCTpaIin
JIEKapCTBEHHBIX TIpenaparoB, WH(OpMANUS O 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
mpernaparax 1 JIeKapCTBEHHBIX TpernapaTax, HCKIIFOYSHHBIX 13 TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB

Hupopmanus 00 U3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 1 cmamou 37 nacmosueco
DedepanvHo2o 3aK0HA 8Hecenbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

1. CoOTBETCTBYIOIIHMKA YIOJHOMOYCHHBIM (elepalibHbIii  OpraH HWCHOJHUTEIBHONH BIacTH
pa3Meriaer Ha cBoeM oOQuIMANTbHOM caiite B cetu "HHTepHer" wuH(OpMamnmio, CBSI3aHHYIO C
OCYIIECTBIEHUEM TOCYJAapCTBEHHON pErucTpaluy JIEKApCTBEHHBIX IIPErapaToB, B TOM YHCIE
MPOBEJICHUEM 3KCIIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB (BKIIIOUAsS pe3yJIbTAThl €€ MPOBEICHUS ), HH(POPMAIIHIO
0 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIperapaTax WM JICKapCTBEHHBIX IperapaTax, UCKIOYEHHBIX W3
rocyIapCTBEHHOTO peecTpa JEKApCTBEHHBIX CPEJICTB, HE MO3JIHEE YeM Yepe3 MsITh padouux JHeW co AHS
MOJTyYeHHsI COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM ()efiepallbHbIM OPraHOM HWCIOJHHUTEIBHOW BIIACTH
3asIBJIEHUS O FOCYJapCTBEHHOM perucTpanyy JEKapcTBEHHOIO IIpernapara.

Hupopmanys 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekabps 2014 2. N429-D3 ¢ uwacme 2 cmamvu 37 nacmosueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. Cpoku m TOpSZIOK pa3MeleHus] yKa3aHHOW B uacTu 1 HacTosimed cTatbu HH(DOpMAIH
YCTaHABJIMBAIOTCS YIOJHOMOUYCHHBIM (efiepalibHBIM OpPraHOM HCHOJTHHUTEIhHOHN Biactu. MHpopmanws,
yKazaHHas B yacTu 1 HacTosIed cTaThbH, SIBISETCS OTKPBITOM M OOIIEAOCTYHNHON W MpeloCTaBiIseTCs
3aMHTEPECOBAHHBIM JIUIIaM B COOTBETCTBHH € 3aKOHOAaTeIbcTBOM Poccuiickoit deneparumu.
TAPAHT:

CM. KOMMEHTapuH K cTaThe 37 HacTosiiero ®enepaibHOro 3aKkoHa

I'naBa 7. Kinmnndeckue HCCIICA0BAHUSA JICKAPCTBCHHBIX IIPeIIapaToB AJisi MEAUIIUHCKOI'0



NpUMeHEeHHSs], IOTOBOP 00 UX NMPOBeIeHNH, IPABA MAIHEHTOB, YYACTBYIOIIUX B 3THX HCCIET0BAHHUSIX

Cratea 38. KimHuuYeckue WHCCIeIOBaHUSI JIEKAPCTBEHHBIX IIPEraparoB [UIsl MEAUIIMHCKOIO
MPUMEHEHHUS

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oexabps 2014 2. N429-d3 ¢ uwacme 1 cmamvu 38 nacmosueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

1. Kiiunnyeckue uccieoBaHusl JeKapCTBEHHBIX MPEenaparoB JUisi MEAUIIMHCKOTO MPUMEHEHUS, B
TOM YHCJIe MEXYyHAapOJHbIe MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, TOCTPETUCTPAIIMOHHBIE, TPOBOJISATCS B
OJTHOW HJIM HECKOJIBKMX MEIMIMHCKUX OpraHM3alUsX B COOTBETCTBUU C IIPABUIAMU HaJJIeXalnen
KJIMHUYECKOW TPAKTUKHU, YTBEP)KICHHBIMH YIIOJHOMOYEHHBIM (e/lepalbHbIM OPraHOM HCIOJIHUTEIbHOM
BJIACTH, COOTBETCTBEHHO B CIIEIYIOLINX IIEJISX:

1) ycraHoBieHHe 0€30MACHOCTH JICKAPCTBEHHBIX IMpenapaToB ISl 3JOPOBBIX JTOOPOBOJBILEB H
(M) TEepPEeHOCHMOCTH WX 3/J0POBBIMH JOOPOBOJIBIIAMH, 32 HCKJIIOYEHHEM TaKHX HCCIeJOBaHUI
JIeKapCTBEHHBIX IIPenapaToB, MpoU3BeIeHHBIX 3a mpeaenamu Poccuiickoit denepanuu,

2) moa00p ONTHUMAIBHBIX JI03UPOBOK JIEKAPCTBEHHOTO TIperiapara i Kypca JIeUeHH s sl AlueHTOB
C OmpeJieNieHHbIM 3a00JIeBaHMEM, ONTHUMAJIbHBIX 103 M CXE€M BaKIMHAUU HMMYHOOHOJIOTMYECKHUMHU
JIeKapCTBEHHBIMHU ITperapaTaMy 310pPOBBIX TOOPOBOJIBIIEB;

3) ycraHoBIeHHE 0€30MAaCHOCTH JICKAPCTBEHHOTO Ipenapara 1 ero 3G (GeKTUBHOCTH IS TAIINCHTOB
C ompefeNeHHBIM 3a0ojieBaHMEM, NPOPUIAKTHUECKOH I(PPEKTUBHOCTH HUMMYHOOHMOJIOTHYECKUX
JIEKapCTBEHHBIX IIPENapaToB JJIsl 37J0POBBIX 100POBOJIBIIEB,;

4) w3y4eHWE BO3MOXKHOCTH DACIIMPEHUs IOKa3aHWH ISl MEIMIUHCKOTO TIPUMEHEHHS |
BBISIBJICHUS paHee HEM3BECTHBIX IOOOUYHBIX JEHCTBUH 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENIApaToOB.

2. B OTHOWIEHMM BOCIPOU3BEJEHHBIX JIEKAPCTBEHHBIX MPENapaTtoB Ui MEAUIUHCKOTO
OPUMEHEHHSI  MPOBOJATCSA  MCCIEIOBaHMs  OHMOIKBHUBAICHTHOCTH W (MJIH)  TepareBTHYECKOM
HKBUBAJIEHTHOCTH B  TOpsJIKE, YCTAHOBJICEHHOM  YIOJHOMOYEHHBIM  (peiepalibHbIM  OpPraHoM
UCIIOJHUTENIBHOM BIacTH.

3. Opranuzanuio NpoBeIeHUs KIMHUYECKHX WCCIICOBAaHUM JIEKapCTBEHHOrO Ipernapara Jyis
MEIULUHCKOTO IPUMEHEHHUSI BIIPaBe OCYIECTBIIATS:

1) pa3paboTUHK JIeKapCTBEHHOTO Mpernapara Hilk yIOJTHOMOYEHHOE UM JIUIIO;

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim saxonom om 2 urona 2013 2. N 185-@P3 nynxkm 2 yacmu 3 cmamvu 38 nacmosweco
DedepanbHo20 3aKOHA U3LONCEH 6 HOBOU pedakyuu, scmynatoweti 6 cuny ¢ 1 cenmsaops 2013 2.

Cm. mexkcm nyHkma 6 npeovloyujeil peoaKyuu
2) oOpa3oBaTesbHbIC OpraHU3allM{ BBICIIETO O0pa30BaHMs, OPTraHU3AlUH JIOMOJHUTEIHLHOTO
npodeccrnoHaIbHOTO 00pa30BaHuUS;
3) Hay4YHO-HCCIIEIOBATEIILCKUE OpraHU3aIliH.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim  3akonom om 13 wons 20152, N 241-P3 ¢ uwacmv 4 cmamou 38 nacmosiuezo
DedepanbHo20 3aKOHA 6HeCeHbL USMEHEHUs.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

4. KnuHu4ecKue WCCIIEOBaHMs JIEKapCTBEHHOIO Ipenapara Jjsi MEIUIIMHCKOTO MPUMEHEHHs
MPOBOJSITCSI HA OCHOBAaHUU pa3pelleHus] Ha MPOBEJIEHWE KIMHUYECKOTO HCCIEOBAaHUsl JE€KApCTBEHHOIO
mpernapara, BBIIAHHOTO — YIOJHOMOYEHHBIM  (pe/lepalbHBIM  OpTaHOM — WCIIOJTHUTENBHOW — BJIACTH.
YnonHoMoueHHBIH (hefepaabHbIi OpraH UCTOJHUTEIHLHOW BJIACTH BEJET PEECTpP BBIIAHHBIX pa3pelieHuit
Ha MpOBeJIeHNe KIMHUYECKUX HCCIIEJJOBAaHUN JIEKApCTBEHHOIO IMpernapara, CoJAepKalluii ykazaHue Ha UX
LIeJIb UJIM 1I€JIU, B YCTAaHOBJICHHOM 3TUM OPTraHOM HOPSIJIKE.

5. Yrparmna cuny ¢ 1 mrons 2015 .

Hndopmarys 06 M3MEHEHHSX:

Cm. mexem yvacmu 5 cmamou 38
6. K opranmsanum mpoBeleHUs KIMHUYECKUX WCCIEAOBAHUN JIEKapCTBEHHOTO IMpemnapara s
MEUITMHCKOTO TPUMEHEHHS DPa3padOTIMKOM  JICKAPCTBEHHOIO —IIperapara MOTYT —IPUBJICKATHCS
IOpUIMYECKHE JIUIa JTF000H OpraHu3alioOHHO-TIPAaBOBOM ()OPMBI IPH YCIOBUH OOECTI€UeHUs] COOTBETCTBUS



ATHX UCCIIeIOBaHMi TpeOoBaHUSIM HacTosero deaepaibHOro 3aK0HA.

7. KauHWYecKWe WCCIIeOBaHUS JIEKAPCTBEHHBIX IIPENapaToB JJIsi MEIUIIUHCKOTO MPHMEHEHHS
MPOBOJATCS B MEAMIIMHCKUX OPTaHU3AlUSIX, aKKPEeIUTOBAHHBIX YIOJTHOMOYEHHBIM (eepaibHbIM
OpraHOM WCHOJHHUTEIBHON BIIACTH B TMOpsjKe, ycraHoBIeHHOM llpaButenscTtBoM Poccuiickoit
ODenepanui.

8. [llepeueHb MEIUITMHCKUX OpraHW3aldd, WMEIOIMUX TPaBO MPOBOIUTH KIMHUYECKHE
WCCIIeIOBAHMS JICKAPCTBEHHBIX IIperapaToB MJsi MEIUIIMHCKOTO MPHUMEHEHHUS, W PEecTp BbIIaHHBIX
paspemieHnid  Ha ~ TPOBEJCHHWE  KIMHHYECKUX  HWCCIEJOBAHWHA  JICKAPCTBEHHBIX  IPENaparoB
OITyOJIMKOBBIBAIOTCS U Pa3MEIMAIOTCs YIIOTHOMOYESHHBIM (efiepalbHbIM OPraHOM UCTIOJHUTENLHOM BIacTH
B YCTAHOBJICHHOM UM TIOPSIKE Ha CBoeM O(HIMATLHOM caiiTe B ceTd " MHTepHET".

TAPAHT:

CM. KOMMEHTapuH K cTaThe 38 HacTosmiero denepaibHOro 3aKoHa

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 39 nacmosiwyeco DedepaibHoco
3aKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, scmynaioweti 6 cuny ¢ 1 uronsa 2015 a.

Cm. mexkcm cmambvu 8 npeovioyujeti peoaxKyuu
Cratea 39. Pemenne o mpoBefieHHH KIMHUYECKOTO WCCIEIOBaHUS JIEKAPCTBEHHOTO Iperapara
JUTSL METUITTHCKOTO TIPUMEHEHUS

1. KnuHuueckoe HCCleloBaHHE JIEKAPCTBEHHOIrO Ipemnapara Uil MEAUIIMHCKOrO MPUMEHEHHUS
MIPOBOJMTCSI HA OCHOBAaHWM pa3pellleHus Ha MPOBEJCHHE KIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOIO
mpemnapara, BBIJAHHOTO YIOJHOMOYEHHBIM (emepaabHbIM OpraHOM HWCHOJHUTENBHON BIIACTH  TIO
pe3ysbTataM 3KCHEePTU3bl JOKYMEHTOB, HEOOXOIUMBIX JJIsl TOJIYYEHHs] pa3pelleHds Ha MpOBEICHUE
KJIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO MpernapaTa U ITUHYECKOU SKCIEPTHU3HI.

2. Jlns monmy4yeHHsl pa3pellieHus] Ha MPOBEJIEHUE KIMHUYECKOrO HCCIEI0BaHUsS JIEKApCTBEHHOIO
npenapara JijIsl MeTUIITHCKOTO MPUMEHEHHSI 3asIBUTENIb PEICTABISIET B YIIOJTHOMOUEHHBIN (hefiepaibHbIN
OpraH HUCIIOJIHUTEIHHOHN BJIACTH!

1) 3asBiieHWe O BbIJAYE pa3pelleHHS Ha MPOBEJACHUE KJIMHUYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOT'O IIperapara Jyuisi MeTUIITHCKOTO IPUMEHEHUS,

2) KONHMH JTOKYMEHTOB, TOATBEP)KIAIOIINX YIUIATY TOCYIApPCTBEHHOW IOIUIMHBI 3a TPOBEICHHE
ATUYECKON HKCHEPTU3bl, SKCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipemapar Ajis MOJy4YeHUs
paspelieHuss Ha MPOBEJIEHHE KIMHMYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOIO Ipemapara s
MEIUIIMHCKOTO TPUMEHEHMs], 3a Bblauy pa3pelleHuss Ha IPOBEJCHHE KIMHUYECKOTO HCCIIeI0BaHus
JIEKapCTBEHHOIO Mpernapara Juisi MEAUIIUHCKOTO MPUMEHEHHMS, 3a MPOBEJACHUE IKCIIEPTU3bI JOKYMEHTOB Ha
JIEKapCTBEHHBI IpemaparT Jjs [OJY4YeHHs] pa3pelleHuss Ha [POBEJICHHE  MEeXIyHapOIHOIro
MHOTOIIEHTPOBOTO KJIMHMUYECKOTO HCCJIEIOBAHUS JIEKAPCTBEHHOTO Ipenapara s MEIUIMHCKOTO
MIPUMEHEHHs], 3a BhIJauy pa3peleHus Ha IPOoBeAeHNE MEXKIYHAPOJHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO
HCCIeJOBaHMs JIEKApCTBEHHOTO TpernapaTa Jijlsi MeIUIIMHCKOTO PUMEHEHUSs, 3a MPOBEJICHUE STUUYECKON
HKCHEPTU3BI, IKCHEPTU3bI JIOKYMEHTOB Ha JIEKAPCTBEHHBIA IpemapaT Ijs MOJIY4YeHHsl pa3pelleHus Ha
IIPOBEJIEHUE IOCTPETUCTPALMOHHOIO KIMHUYECKOIO HCCIIEIOBaHMs JIEKAPCTBEHHOTO IIpemnapara s
MEIUIIMHCKOTO TPUMEHEHUs, 3a BbIIauy pa3pelleHduss Ha MPOBEIEHHE MOCTPETUCTPALUOHHOIO
KJIMHUYECKOTO HCCIIEJIOBAaHUs JIEKAPCTBEHHOIO Ipenapara JUisi MEJAMIIMHCKOrO MPUMEHEHUs, WIH 10
COOCTBEHHOW MHUIMATHBE yKa3aHHbIE JOKyMEHTHI. B ciydae HempeJcTaBieHHUs 3asBUTEIEM yKa3aHHBIX
JIOKYMEHTOB YIOJHOMOYEHHBIN (peepalbHbI OpraH UCHOJHUTENIBbHON BIACTH MpoBepsieT (haKT yIIaThl
TOCYJJApPCTBEHHO! TONUIMHBI ¢ UCIOJIh30BaHWEM HH(pOpMaIuu o0 yIriaTe rocyJapCTBEHHON IOILIHHBI,
conepkareiicst B ['ocymapcTBeHHOM MHDOPMAIIMOHHONW CUCTEME O TOCYJAPCTBEHHBIX U MYHHIIMIIATHHBIX
IJIaTekax, Ha OCHOBAHUH MPEJCTABIEHHBIX 3asBUTEIEM KOMUN JJOKYMEHTOB,;

3) MPOTOKOJ KJIMHHYECKOTO WCCICIOBaHMs JIEKAPCTBEHHOrO Tpernapara Ui MEJUIUHCKOTO
MIPUMEHEHUS];

4) OpoIITIOpY UCCIIEI0BATEIS;

5) nHGOPMAITHOHHBII JIUCTOK MMAIUCHTA;

6) cBemeHus o0 ombITe pabOTHI HCCIeIOBaTEIel MO COOTBETCTBYIOUIMM CIICIIUAIBHOCTAM U UX
OTIbITE PabOTHI 10 MPOBEACHUIO KIMHUYECKUX UCCIIeI0BaHUH;

7) cBeleHUS O MEIUIIMHCKUX OpraHU3aIisIX, B KOTOPBIX MPEAINOJaracTcs IPOBEICHHE
KIIMHAYECKOTO HCCIISIOBAHMsI JICKAPCTBEHHOTO Tperapara JUiss MEJUIMHCKOTO MpUMEHEHHs ([OJHOE U



COKpaIlleHHOEe HaWMEHOBAHMS, OpraHU3AHMOHHO-TIpaBoBas QopMa, MECTO HAXOXICHHS M MECTO
OCYIIIECTBIICHUS JIeATEIHHOCTH, TeleoH, Tenedakc, aapec 3IEKTPOHHONW TMOYTHI KaXXIOH MEIUIIMHCKON
OpraHu3aIm);

8) cBemeHHMS O IpEANoOaraeMbIX CPOKax IMPOBEJACHHS  KIMHHYECKOTO  HCCIICTOBAHHMS
JIEKapCTBEHHOIO TMpernapaTa il MeJIUIUHCKOTO IPUMEHEHUS;

9) Komuio J0roBopa 00S3aTENHLHOIO CTPAaXOBAHMs, 3aKJIFOYEHHOTO B COOTBETCTBHUU C THUIIOBBIMHU
npaBwiaMy  00s3aTeTLHOTO CTpPaxXOBaHUS, C yKa3aHWEM TPeJebHOH YHCICHHOCTH TaIlMeHTOB,
YYaCTBYIOITUX B KJIMHUYECKOM WCCIICIOBAHWM JIEKAPCTBEHHOTO TIpemapara JUisli MEIUIIMHCKOTO
MIPUMEHEHHS,;

10) mrdop™MaIuio 0 cocTaBe JEKapCTBEHHOIO MperapaTa Uit MEIUIUHCKOTO IPUMEHEHNS,

11) moxyMeHT, COCTaBJICHHBIN MPOM3BOIUTEIEM JIEKAPCTBEHHOTO Mpernapara Jyisi MEIUIUHCKOTO
MpPUMEHEHHUST M COJEPIKaIlnuil IMoKa3aTean (XapaKTEpUCTHKH), a TaKXe CBEJICHHS O JIEKapCTBEHHOM
npenapare s MEAUIMHCKOTO TPUMEHEHHMs, TPOM3BEIECHHOM JUIsl TPOBEJACHUS KIMHUYECKHUX
HCCIIeJOBAaHUMH,

12) xomuio JIUICH3MH Ha TPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTB B CiIydae, €CJIA IPOU3BOJICTBO
JIEKapCTBEHHOTO TIperapara ocymecTBisercss B Poccuiickoit denepanuu, WA KOMHIO 3aKIIOYEHUS O
COOTBETCTBUM IPOU3ZBOAMTENS JIEKAPCTBEHHOrO Ipenapara TpeOOBaHUSM MPaBUII  HaJUIeKalei
MMPOW3BOJICTBEHHON TMPAKTHKH, BBIJAHHOTO KOMIIETEHTHBIM YIOJHOMOYEHHBIM OpPraHOM CTpPaHbI
MIPOU3BOIUTENS JIEKAPCTBEHHOTO IIpenapara.

3. B cpok, He mpeBbImaomui mATH padbournX THEW co JHS MPUHSATHS YKa3aHHOTO B MyHKTe 1 gactu
2 HACTOSIIEeH CTaThU 3asABJICHHUS] U HEOOXOAMMBIX JOKYMEHTOB, YIIOJTHOMOYEHHBIH (heepanbHblii opran
HCIIOJHATEILHOM BJIACTH.

1) mpoBOIUT MPOBEPKY MOJHOTHI U JIOCTOBEPHOCTH CBEJICHUH, COCPKALTUXCS B MPEICTABICHHBIX
3asBUTENIEM JOKYMEHTAX;

2) IPUHUMAET pPEIIeHUE O MPOBEJICHUU DKCIIEPTH3BI JJOKYMEHTOB JUIs TOJYYCHHUS pa3pelleHus Ha
MpOBEICHNE KIIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO TIpemnapara JijIsl MEAUIIMHCKOTO TIPUMEHEHUS U
ATUYECKOHN HKCIEPTU3bI WK 00 0TKa3€ B MPOBEJCHUU YKa3aHHBIX HKCIIEPTHU3;

3) yBeIOMISIET B OJIEKTPOHHOM (opMe WM Ha OyMa)KHOM HOCHUTENC 3asABUTEISA O MPHHITOM
peleHuy 00 B clydyae MPUHSATHUS PelIeHus 00 0TKa3e TakKe ¢ yKa3aHHeM MPUYHH TaKoTro 0TKa3a,

4) TOAroTaBIMBAET W HAIMpPABISET B JKCIEPTHOE YUPEXKIECHHE W COBET 10 ATHKE 3aJaHue Ha
MPOBEJEHUE COOTBETCTBYIOIINX IKCIIEPTHU3.

4. B ciay4ae BBISBICHHS HEMOIHOTHI M (MJIH) HEIOCTOBEPHOCTH HH(POPMAIIMH, COAEPIKAIIEHCS B
MPE/ICTABIICHHBIX 3asBUTENIEM JOKYMEHTaX, YIMOJTHOMOUYEHHBINH (efepalbHblii OpraH HCIOJTHUTEIHHOU
BJIACTH HAITPABJISET 3afBUTENIO 3alpoc 00 YTOYHCHHWH YKa3aHHOW mH(popManuu. JIaHHBIH 3ampoc MOKET
OBITH TIEpPE/IaH YIIOJTHOMOYEHHOMY MPEICTABUTEIIO 3asIBUTENSI IMYHO TOJI PACIUCKY, HAMPABIIEH 1O MOYTE
3aKa3HBIM ITMCHMOM HWIIH TIepeJlaH B 3JICKTPOHHOM (hopMe 1O TeJIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3H. B
ClIyyae HalpaBlIEHUs] JAHHOTO 3alpoca MO MOYTe 3aKa3HbIM MHUCbMOM OH CUYHMTAETCs MOJIYYEHHBIM 10
WCTEUEHUH INECTH JHEH C JaThl HAIMPABIICHUS 3aKa3HOTO MHUCHhMA. 3assBUTENH 00s3aH MPEJACTaBUTH OTBET
Ha 3ammpoc YIOJIHOMOUYEHHOTO (eJepaTbHOr0 OpraHa UCIOIHUTENBHON BIACTH B CPOK, HE MPEBHIMIAIOIINN
JIeBSTHOCTAa paboumx JHeW co AHs ero momydeHus. Cpok, yKa3aHHBIM B 4YacTH 3 HACTOSINEW CTaThH,
MPUOCTAaHABIMBACTCS CO JHSI HAPaBICHUS 3asSBUTEINIO 3aMpoca YIIOJIHOMOUEHHOTO (eiepaibHOro Oprana
WCTIOTHUTEIHPHOW BJIACTA IO JHS TIOJYYEHHs] UM COOTBETCTBYIOIIETO OTBETa M HE YUYUTHIBACTCS IpPH
WCYHCIICHUU CpOKa WPUHSATUS YIOJTHOMOYEHHBIM (pelepalbHbIM OpPraHOM HCIIOJIHUTEIHHONU BJIAacTH
pereHuss O TPOBEJACHUU OJKCIEPTU3bl JOKYMEHTOB JUIsl TIOJYYeHHUs pa3pelieHuss Ha IpOBEJeHUE
KJIMHUYECKOTO MCCIIeIOBAaHUS JIEKAPCTBEHHOIO MpernapaTa il MeUIIUHCKOTO TPUMEHEHUSI.

5. OcHOBaHHEM JIJIsI OTKa3a B MPOBEJICHUN AKCIIEPTU3BI JOKYMEHTOB JIJISI TIOJIYYCHHS Pa3peIIeHHs
Ha TMpPOBEJEHUE KIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOTO Ipenapara i MEIUIMHCKOIO
MMPUMEHEHHS M STHYECKON IKCIIEPTHU3HI SBIISICTCS MPEJICTABIIECHNE IOKYMEHTOB, TPETYCMOTPEHHBIX YaCThIO
2 HaCTOSIIeH cTaThd, B HETIOJHOM 00BEeMe, HellpeICTaBIICHHIE 3asBUTENIEM B YCTAHOBIICHHBIH CPOK OTBETa
Ha YyKa3aHHBIA B 4YacTh 4 HACTOAIICH CTaThbH 3alpoc YIIOJHOMOYEHHOro (eJepaibHOro OpraHa
WCTIOJTHUTENBHONW BJIACTH JUOO OTCYTCTBHE B MPEJICTABICHHBIX JOKYMEHTaX MCUEPIIBIBAIOIIETO MEePEeUHs
HeoOXouMOM WH(pOpMaMK WM WHPOPMAIUKM, KOTopas IOJDKHA OBITh OTpaKeHa B HHX, a TaKkKe
OTCYTCTBHE MH(pOPMAINH, TOATBEPKIAIONIeH (aKT yIIaThl TOCYJapCTBEHHOMN MOIUIMHEI 3a MPOBEICHUE
ATUYECKON OKCIEePTU3bI, JKCIEPTU3Bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM TIpemapar I TOJyYCHHS
paspelieHuss Ha MPOBEJIEHHE KIMHMYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOrO Ipemapara s
MEJIMIIMHCKOTO TPUMEHEHUs, 3a BBIJAYy pa3pelieHus Ha MPOBEACHUE KIWHUYECKOTO HCCISIOBAHUS



JIEKapCTBEHHOIO Mpernapara Juisi MEAUIIUHCKOTO MPUMEHEHHMS, 33 POBEJACHUE IKCIIEPTU3bI JOKYMEHTOB Ha
JIEKapCTBEHHBIA TIpemapar Ui TOJYYeHHs] pa3pelleHdss Ha MPOBEACHHUE  MEXKIYHAPOIHOTO
MHOTOIIEHTPOBOTO  KJIMHMYECKOTO HCCJIEIOBAHUS JIEKAPCTBEHHOTO Ipemapara s MEIUIMHCKOTO
MIPUMEHEHHSI, 3a BBIJIa4y pa3perieHus Ha MPoBeAeHUE MEXKIYHAPOTHOTO MHOTOIIEHTPOBOTO KITMHUYECKOTO
HCCIIeJOBaHMs JIEKapCTBEHHOTO TpernapaTa Jijlsi MEIUIIMHCKOTO PUMEHEHUSs, 3a MPOBEJACHUE dTUUYECKON
AKCIIEPTU3BI, AKCIEPTU3Bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IpernapaT IS MOMydeHHUs pa3perieHus Ha
MPOBEJACHUE TOCTPETUCTPALMOHHOTO KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Ipemnapara Jijist
MEJIMIIMHCKOTO TPUMEHEHHUs, 3a BBIJAYYy pa3pelieHduss Ha MPOBEICHHE TMOCTPErUCTPAIMOHHOTO
KJIMHUYECKOTO MCCIIeIOBAaHUS JIEKAPCTBEHHOIO MpernapaTa i MeUIIUHCKOTO TPUMEHEHUSI.

6. IlpoBenmenue SKCHEpTH3Bl JOKYMEHTOB JUIsI TIOJYYCHHS paspelieHus Ha MPOBEICHHE
KJIMHUYECKOT0 MCCJIEIOBAHUSI JIEKAPCTBEHHOTO Mperapara JUisi MEAUIIMHCKOTO MPUMEHEHHSI U 3TUYECKOU
AKCIIEPTU3BI, COCTABICHHE KOMHICCHEHN IKCIIEPTOB M COBETOM IO 3THUKE 3aKIIOYCHHH O BO3MOXXHOCTH HIIA
HEBO3MOKHOCTU MPOBEJIEHUS TAKOI'0 KJIMHUYECKOTO MCCIIEJIOBAHUS M HAIPABIEHUE THUX 3aKIIOUEHUN B
VIIOJJHOMOYCHHBIH (elepalIbHbIil  OpraH HCIOJIHATEIBHOW BJIACTH OCYIIECTBISIOTCS B CPOK, HE
MPEBBIMIAIONINN TPUAATH pabouux JHEH CO JHS MOJIYYEHHUs JKCIEPTHBIM YUpEeXKICHUEM 3aJaHus
VIOJJHOMOYEHHOTO (pelepalIbHOTO OpraHa HCIOJHUTEILHON BJIACTH C TPUJIOKCHHEM JTOKYMEHTOB,
ykazaHHbIX B myHKTax 3, 4, 10 m 11 yactu 2 HacTosIIeld CTaThbW, M COBETOM IO ATHKE 3aJlaHUs
VIOJHOMOYEHHOTO (pelepalIbHOTO OpraHa HCIOJHUTEIFHON BJIACTH C TPUJIOKEHHEM JTOKYMEHTOB,
yKa3aHHBIX B ITyHKTaxX 3 - 6, 8 © 9 uacTu 2 HACTOSAIIEH CTAThH.

7. B cpoK, He TIPEBBIMIAIONIHN MSITH pabouuX JTHEH CO JTHS TOJYyYeHHUs 3aKITIOUeHUN, YKa3aHHBIX B
yacTu 6 HaCTOsIIMEeH CTaThH, YIIOTHOMOYEHHBIH (pe/iepalbHblil OpraH HCIIOTHUTEIFHON BIACTH

1) ocymiecTBAsSET OIEHKY IOCTYMUBIIMX 3aKIIOYEHUN I OINpEIeIeHUs WX COOTBETCTBHUS
3a/IaHMSIM Ha TIPOBEJIEHUE COOTBETCTBYIOIIUX DKCIEPTH3;

2) NpUHMMAaET peIIcHHE O BbIJadye pa3pelleHUs Ha MPOBEICHHE KIMHHYCCKOTO HCCIICIOBAHHMS
JIEKapCTBEHHOTO TMpemnapara il MEJUIIMHCKOTO MPHMEHEHUs WM 00 OTKa3e B BbIJaue YKa3aHHOTO
pa3pelieHus;

3) BBIaET pa3pelicHre Ha MPOBEICHUE KIMHIUUECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO TpernapaTa
JUTST MEJMITUHCKOTO MIPUMEHEHHS T pelnieHrne 00 0TKa3e B BbIJIaye YKa3aHHOTO pa3pelieHus ¢ yKa3aHueM
MPUYHH OTKA3a.

8. OcHoBaHMeM ISl OTKa3a B BbIIaue pa3perieHus Ha MpOoBeJeHNe KIMHUYECKOTO MCCIIeTOBAHMS
JIEKapCTBEHHOIO Mpernapara JjIsi MEJUIUHCKOTO TPUMEHEHHUS SIBISIETCS HAIMYUE 3aKIIOUEHUsT KOMUCCUU
DKCIIEPTOB WJIM 3aKJIIOYEHHUST COBETAa I10 OTHKE O HEBO3MOXXHOCTH TPOBEJACHUS KIMHHYECKOTO
HCCIIeIOBaHUSl  JIGKAPCTBEHHOTO Ipemapara JUuisi MEIMIIMHCKOTO NPUMEHEHUs MO0 pe3yjbTaTaM
MMPOBEJACHHBIX IKCIIEPTU3, TPEAYCMOTPEHHBIX YaCThIO 6 HACTOSIIIEH CTaThHU.

9. Pemenue 06 oTKa3ze B MPOBEJICHUU JKCIEPTU3bI JOKYMEHTOB IS TOMYUYEHUS pa3pelieHus Ha
MPOBEICHNE KIIMHUYECKOTO HCCIISIOBAHUS JIEKAPCTBEHHOTO TIpemnapara JijIsi MEIUIIMHCKOTO TIPUMEHEHUS U
ATUYECKON HKCIEepPTU3bl W B BbJau€ pa3pelleHuss Ha MPOBEACHUE KIMHUYECKOTO HCCIeAOBaHUS
JIEKapCTBEHHOTO TIpenapara Jisi MEIUIIMHCKOTO NPUMEHEHHUS MOXKET OBITh 00KaJloBaHO B TOPSIKE,
YCTaHOBJICHHOM 3aKoHoAaTenbcTBoM Poccuiickoit denepanun.

TAPAHT:

CM. xomMeHTapuu K ctaThe 39 HacTosero denepaibHOTO 3aKOHa

Hupopmanys 00 U3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 oexaobps 2014 2. N 429-D3 nacmosawuit Dedepanvhbiil 3aK0H OONONHEH
cmamveti 39.1, scmynaroweti 6 cuny ¢ 1 urons 2015 a.

Cratesa 39.1. DTuyeckas sKcnepTU3a

1. DTrdeckas SKCHepTH3a IPOBOJUTCS COBETOM IO 3THKE, CO3JJaHHBIM B TIOPSI/IKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (eIepalbHBIM OpPraHOM HUCTHOJHUTEIHFHOW BIIACTH, B LENSAX BBIJAYM 3aKJIIOUEHUS 00
ATHYECKOH OOOCHOBAaHHOCTH BO3MOJKHOCTH TPOBENEHUS KIMHHYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOTO
mpenapara Jjisi MeIUIUHCKOTO TPUMEHEHHSI.

2. DKcrepraMu coBeTa IO O3THKE MOTYT OBITh TPEJACTABUTEIN MEIUIMHCKUX OpraHu3aIiii,
Hay4YHBIX OpTraHU3alnii, 00pa30BaTeIbHBIX OpPraHU3aIluil BRICIIET0 00pa30BaHus, a TaAKXKe MPeCTaBUTENIN
OOIIECTBEHHBIX OpPTraHW3aINil, PETMTHO3HBIX OpPraHU3aIii W CpPeICTB MaccoBod MH(opmanuu. JlaHHbIe
DKCIEPTHl HE JOJDKHBI HAXOJUTHCS B KaKON-THOO 3aBHCHMOCTH OT pPa3paOOTUMKOB JIEKApCTBEHHBIX
MperaparoB U APYTHX JIHIl, 3aMHTEPECOBAHHBIX B pe3yJIbTaTax dTUIECKOMN SKCIIEPTH3HI.

3. Omnara yclIyr SKCIEPTOB COBETa IO OTHKE OCYIIECTBISETCS] HAa OCHOBAaHHMH JIOTOBOPA,



3aKJIFOYEHHOTO MEX]y YIOJHOMOYEHHBIM (elepaibHbIM OPraHOM HCIIOJHUTENBHOW BJIACTH, KOTOPHIM
CO3/laH COBET II0 3THKE, M DKCIEePTOM COBeTa II0 3TUKE, 3a c4YeT OIO/UKETHBIX aCCUTHOBAHWM,
MPEyCMOTPEHHBIX YIIOJTHOMOUYEHHOMY (heZiepalibHOMY OpraHy MCIIOJHUTEILHON BJIACTH, KOTOPBIM CO3/IaH
COBET I10 3TUKE, B (e/iepabHOM OI0/KeTe Ha COOTBETCTBYIONIMH IoJ] Ha 00ecIIieYeHNe ero AesTeIbHOCTH,
B pa3Mepax, ycTaHoBIeHHBIX [IpaButenscTBoM Poccuiickoit denepanun.

4. DkcrepThl COBETa MO ITHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOIATEILCTBOM
Poccuiickoit ®enepanumn.

5. CocTaB coBeTa 10 ATHKE, MOJOKEHHE 00 3TOM COBETE, MOPSAIOK €T0 JIeATeILHOCTH, TPeOOBaHUS
K KBaJU(HUKAIMM U ONBITY PAOOTHI MO HKCHEPTHOH OIEHKE HAYYHBIX, MEAMIUHCKUX U STHYECKUX
acleKTOB KJIMHUYECKHUX HCCIICOBAHUM JIEKapCTBEHHBIX IIPEnapaToB A MEIUIIMHCKOTO IPUMEHEHMS,
IpeabsIBIIEMble K OJKCIIEpTaM CoOBeTa IO OSTHKE, TOpPSIOK OpraHU3aliil M IPOBEICHHS 3THYECKOU
OKCTIEPTU3Bl, (popMa 3aKITIOYeHHs] COBETA MO JTHKE yCTAaHABIMBAIOTCS YHMOJHOMOYEHHBIM (eepatbHbIM
OpraHoOM HCIIOJIHUTENIbHON BiacTu. YUCIIO TpeAcTaBUTENeH MEIUIMHCKUX OpraHM3aluil HE MOXKeT
IIPEBBIINATH TOJIOBUHY OT OOIIEro Yuciia 3KCIIEPTOB COBETA IO STHKE.

6. Mudopmarust o coctaBe coBeTa MO ITHKE, IJIaHAX €ro padoThl U TEKyUIeW JesITeIbHOCTH
pa3MerniaeTcs Ha OQUIIMATHHOM CaiiTe YIOTHOMOYEHHOTO (heiepabHOr0 OpraHa UCTIOMHUTEIBHON BIACTH
B ceTd "VIHTEpHET" B yCTAaHOBJIEHHOM UM IIOPSIIIKE.

TAPAHT:

CM. xommeHTapuu k ctathe 39.1 Hacrosimero deepaibHOro 3aKOHA

Cratbs  40. IlpoBeneHue KIMHUYECKOTO WCCIEA0BAaHUSI JIEKApCTBEHHOTO TIpernapara Juis
MEJIUIIMHCKOTO TPUMEHEHUS

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 1 cmamou 40 nacmosweco
DedepanbHo2o 3aKOHA 6HeceHbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

1. PykoBoauTenb METUIIMHCKOM OpraHu3aii, KOTopas MPOBOJUT KIMHUYECKOE HCCIeOBaHUE
JIEKapCTBEHHOIO Mpernapara Juisi MEJUIIMHCKOTO IPUMEHEHUsI, Ha3HAYaeT UCClieJ0OBaTENs, OTBETCTBEHHOIO
3a TMPOBEJCHHWE TAKOr0 HCCIEJOBAaHMS M HMMEIOIIEro JIe4eOHYI0 CIEeNHalbHOCTh, COOTBETCTBYIOIIYIO
IIPOBOJIUMOMY  KIIMHMYECKOMY HCCJIEZIOBAaHUIO JIEKAPCTBEHHOI'O IIpenapaTa, CO CTaxeM paboThl IO
porpaMMaM KJIMHHUYECKHUX HCCIIeI0BaHUH JIEKapCTBEHHBIX MPENapaToB HE MEHEe YeM TpU roja u Mo ero
IIPEJIOKEHUIO HA3HAYaeT COMCCIIe0BaTeled U3 Yncia Bpayeid 3ToH MEIUIIMHCKON OpraHu3aIyy.

2. HccnenoBatenb OCYIIECTBIISIET BHIOOP IMAIIMEHTOB, KOTOPBIE MO MEIUIIMHCKUAM MOKa3aHUSIM
MOTYT OBITh MPUBJICUEHBI K YYaCTHUIO B KIMHUYECKOM HCCIICIOBAaHHWH JIEKQPCTBEHHOTO MpemapaTa s
MEUIIMTHCKOTO TPUMEHEHHUSI.

3. HccnenoBarenb M COMCCIIENOBATENM JOJDKHBI OBITH O3HAKOMJIGHBI C  pe3yjbTaTaMH
JOKJIMHUYECKOTO MCCIIE0OBAHUS JIEKAPCTBEHHOI'O CPEJICTBA, COJIEPKALUMHUCS B OpOIIIOpe UCCiIeI0BaTeNs,
IIPOEKTOM IIPOTOKOJIA KIMHMYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOIO IIpernapaTa sl MEIUIHUHCKOIO
MpUMeHeHHs], pa3paboTaHHBIM pa3pabOTUUKOM JIEKAPCTBEHHOIO Ipernapara WIM HHBIM IOPUANYECKUM
JUIOM, MPHUBIEKAEMbIM K OpraHW3allid MPOBEJICHUS KIMHUYECKOIO HCCIEI0BAHUS JIEKAPCTBEHHOIO
npenapara Jijisi MeIMIIUHCKOTO IPUMEHEHNUs, ¥ IPYTUMH MaTeprallaMy TaKoTro HCCIIeI0BaHuUs.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 29 nosops 20102. N 313-@3 cmamwvs 40 nacmosiweco DPedepaibhoco
3axona oonoanena ywacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 aueaps 2011 2.
3.1. PykoBoauTenh MEIUITMHCKOW OpraHU3alluK B CPOK, HE MPEBHIIAIONTUN TpeX padodmXx JHEH co
JIHSI Hayaja MPOBEJEHUs] KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mperapara JJisi MEeIUIIMHCKOTO
MpUMEHEHWUsI, cOO0IIaeT 00 3TOM B YIOJHOMOYEHHBIH (ellepalbHbIii OpraH HCIOJHHUTEIHHON BIACTH,
BBIIABINUI pa3peleHre Ha MPOBEICHUE TAKOTO UCCIIeIOBAHUS, 0 YCTAHOBJICHHOM UM (popme.

Hupopmanus 00 U3MEHEHUSX:

Deoepanvrviv 3axornom om 11 oxkmsaops 20102. N 271-D3 6 uacmv 4 cmamou 40 nacmosiueco
DedepanvHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
4. OpraHu3zaiuy, OCYIIECTBIISIIONINE OpPraHU3AlMI0 MPOBEACHUS KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOI'0 Ipenapara JUisi MEAMIIMHCKOTO NPUMEHEHUs M YKa3aHHble B dYacTu 3 cTaTbu 38
Hactosimero ®epepalbHOrO 3aKOHA, B CiIydyae HEOOXOIAMMOCTH BHECEHHUS W3MEHEHHH B IPOTOKOJ



KJIMHUYECKOTO MCCIIEA0BAHUS JIEKAPCTBEHHOTO Mpenapara Jyuisi MEIULUHCKOTO IPUMEHEHHSI COOOIIAtOT 00
TOM B YIOJHOMOYCHHBIA (eepallbHBIi OpraH HMCIIOJIHUTEIHHON BIIACTH, BBIIABIIMNA pa3pelleHHe Ha
MIPOBEJICHUE TAKOTO UCCIIEeIOBAHUS, 10 YCTAHOBICHHOM UM hopme.

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 11 okmsaopa 2010 2. N 271-D3 cmamvs 40 nacmoswezo PedepaibHo2o
3axona oonoaneHa yacmoio 4.1
4.1. ®opma cooOIIeHNS] O BHECEHHHM W3MEHEHHH B TPOTOKOJ KIMHHYECKOTO HCCIIETOBAHMS
JIEKapCTBEHHOTO TIperrapara il MeJUIIMHCKOTO IIPIMEHEHUS TOJIKHA COJIePKATh CIICAYIOIINE CBEICHUS:
1) HauMeHOBaHKE, WICHTH(PUKAIIMOHHBIN HOMEp | JlaTa IMPOTOKOJIa KIIMHUYECKOTO UCCIIe/IOBAHUS,
2) nata BHECCHUS U3MEHEHHI B IPOTOKOJT KIIMHMYECKOTO UCCIICIOBAHMUS;
3) HAaMMEHOBAaHUE W MECTO HAXOXKICHUS 3asIBUTEIIS;
4) HaMMEHOBaHHWE OPraHW3alliH, MPHUBICUCHHOW pa3pabOTUYUKOM JIEKApPCTBEHHOIO Iperapara K
OpraHu3aIiy MPOBEJACHUS KJIMHUYECKOTO HcciieoBanus (MPH HAJTMYKH);
5) HaMMEHOBaHHWS M MeCTa HAXOXKICHUS MEIUIIMHCKUX OpraHu3aIlfii, B KOTOPBIX MPOBOIUTCS
KJIIMHUYEeCKOEe UCCIIe/IOBAHME;
6) nara BbIIAYM pa3pellieHHss Ha IPOBEJCHHE KIMHUYECKOTO WCCICAOBAHUS M HOMEp 3TOro
paszpeleHus;
7) U3MEHEHUs, BHOCUMBIC B TIPOTOKOJI KJIMHUYECKOTO HCCIIETOBAHUS.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 6 uwacmv 5 cmamou 40 nacmosiweco
DedepanvHo2o 3aK0HA 6HeceHbl usmeHenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

5. B cpok, He mpeBbIIAIMUN TPUAATH PAdOUUX JHEH CO JHS MOJy4YeHUs yKa3aHHOTO B yactu 4
HACTOSINEH CTaTb COOOIICHUS, YIIOJTHOMOYCHHBIH (eaepadbHbli OpraH WCIIOJTHUTEILHOW BIIACTH
paccMaTpuBaeT 3TO COOOINEHHWE B YCTAHOBJICHHOM UM IOps/IKE W MPHHUMAET pelleHHe O BHECEHUU
W3MEHEHUU B TMPOTOKOJ KIMHWUYECKOTO HWCCIEIOBAHUS JIEKAPCTBEHHOTO TIperapara Jjisl MEIUIIMHCKOTO
NpUMeHeHHus] Wi 00 OTKa3e BO BHECEHMHM TakuX u3MeHeHui. I[Ipum paccmoTpeHum cooOImeHus o
HEOOXO/IMMOCTH BHECEHUSI HM3MEHEHHl B MPOTOKOJ KIMHUYECKOTO WCCIeI0BaHUs JIEKApCTBEHHOIO
npenapara JJisi MeTUIITHCKOTO TIPUMEHEHUS B IETISX OlEHKH 000CHOBAaHHOCTH MpeJjlaraeMbIX U3MEHEHUN
U OIpeJIeIeHUsI CTETIeHN pUCKa ISl HAI[MEHTOB, IPUHUMAIOIINX Y4acTUe B KJIMHUYECKUX HCCIIEIOBAHUSIX,
YIIOJTHOMOYEHHBIM (peJlepalibHBIM OpraHOM HCIOJHUTENBHON BIACTH MOTYT MPHUBIEKATHCS SKCIEPTHI
COBETa IO 3TUKE.

6. Knmamdeckoe wuccieoBaHue JIEKapCTBEHHOTO MpemapaTa JUisi MEIUIIMHCKOTO MPUMEHEHHsI
MOKeT OBITh MPHOCTAHOBIEHO WJIM IPEKpalIeHO, €ClIM B IpoIlecce ero IpoBeJeHUs OOHapyKeHa
OTIACHOCTH JUIS KU3HH, 370POBbs MAIUEHTOB. B ciyyae BOZHUKHOBEHUS OMACHOCTHU ISl KU3HU, 3I0POBBS
MaIMeHTa, YYacTBYIOIIETO B KIMHUYECKOM HCCIIeIOBAHUH JIEKApCTBEHHOTO Tpemnapara Jijisl MeIUIIUHCKOTO
MPUMEHEHWsI, HUCCIIeoBaTeI 00s3aHbl  TPOMH(YOPMHUPOBATH 00 OSTOM PYKOBOIMTENS MEIHIIMHCKOM
OpraHMW3aIil W OpraHW3aIuio, TOJYYHBIIYIO pa3pelleHHe YIOJIHOMOUYEHHOTO (enepalbHOro opraHa
WCIIOJIHUTENIHHON BIIACTH HA OPraHU3AIMIO MPOBEJCHHS KIMHUYECKOIO HMCCIEI0BAaHUS JIEKAPCTBEHHOIO
npemnapata. Peenne o mpuocTaHOBICHUN KIMHHYECKOTO MCCIeA0BaHUS JIEKApCTBEHHOTO Mpenapara s
MEJIHUIIMHCKOTO PUMCHEHHsS] MPUHUMAIOT pPYKOBOJHWTENb MEIUIIMHCKOW oOpraHu3anud u  (HJTH)
OpraHm3aIys, MOJYYHBIIAs pa3pelieHne YHNOJTHOMOYEHHOTO (elepalbHOr0 OpraHa HCHOJHUTEIBHON
BJIACTH Ha OPraHM3aIUIO IPOBEJIEHUS KIMHUYECKOTO HCCIIEOBAHUS JIEKQPCTBEHHOTO IIperapara s
MEJUIIMHCKOTO TPHUMEHEHHUs, pelieHne O MPeKpalleHud TaKoro HUCCIICJOBaHWS MPUHUMAET
VIIOJTHOMOYCHHBIH  (elepalibHbIi  OpraH HWCIOJTHHATENBHOW BJIACTH HA OCHOBAaHWH COOOIICHHS B
MUACEMEHHOW opMe PYKOBOAMTENS MEIUIIMHCKOW OpraHM3ald WM OpraHu3alvs, MOJIy4HBIIas
paspelieHrne YIoJIHOMOYEHHOTO (eepaibHOTO OpraHa WCIOJHUTEFHON BJIACTH Ha OpraHU3allHio
MPOBEJICHUS KIIMHUYECKOT0 UCCIIeJIOBAHUS JIEKAPCTBEHHOTO TIperapaTa Jijisl MeTUITUHCKOTO IPUMEHEHUSI.

7. B cpok, He MpeBBIIAIONNN MATH paboyuX JAHEW CO JHS 3aBEpIICHHUs, MPUOCTAHOBJICHUS WIH
MpeKpaleHuss KIMHUYECKOrOo  HCCIeOBaHUs JIEKAPCTBEHHOTO Ipemapara JUisi — MEIUIUHCKOTO
MMPUMEHEHHsI, cooOIeHrne 00 ATOM HampaBisIeTCS OpPTaHHW3aAIMsIMH, YKa3aHHBIMA B 4YacTh 3 CTaThu 38
Hactosiero deepaibHOro 3akoHa, B YIOJIHOMOYEHHBIH (eiepalibHbI OpraH MUCHOJHUTEILHOW BlIacTh
10 YCTAaHOBJIEHHOU UM (hopMe.

8. ®opma cooOIIeHHsT O 3aBepIICHUH, MPUOCTAHOBICHUHM WM MPEKPAIEHUN KIXHUIECKOTO
HCCIIeI0OBaHMS JIEKAPCTBEHHOTO Mpenapara JJisi MEAUIIMHCKOTO IPUMEHEHHUSI TOJIKHA COAepKATh:

1) uadopMaIiO 0 METUIIMHCKON OpraHW3alliyd WA MEIUIIMHCKUX OpPTraHU3allHsiX, MPOBOUBIIINX



JIaHHOE MCCJIEIOBAHUE,
2) onMcaHue TaHHOTO UCCIICIOBAHNS,

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim zaxonom om 11 okmsabps 2010 o. N 271-D3 6 nynkm 3 wacmu 8 cmamovu 40 nacmosiweco
DedepanbHo20 3aKOHA BHECeHbL USMEHEHUs.

Cm. mexkcm nyHkma 6 npeovloyueil peoaKyuu

3) nanuble uccinenoBatens (paMuius, UM, OTYECTBO, MECTO pabOThI, 3aHUMAaeMasi JOJDKHOCTH,
CIENHATBHOCTD, CTAX PA0OTHI IO TPOrpaMMaM KIMHUYECKHX UCCIIeIOBaHUN JIEKApCTBEHHBIX MPENapaTos,
MepeueHb KIMHUYECKUX WCCIICIOBAHMM JIEKAPCTBEHHBIX MPENnapaToB, B KOTOPHIX OH MPUHUMAN y4acTHe
(meproIbl yuacTHs) B Ka4eCTBE MCCIIE0BATEIS UIIA COUCCIIEAOBATENsN);

4) pe3ynbTaT TaHHOTO HCCIIEIOBaHUS (3aBeplIeHue, TPUOCTAHOBIICHHE WU MPEKPAICHUE JTaHHOTO
WCCIIeZIOBAHMS C YKa3aHUEeM MX MPUYHH U BIHSHUS HA OIICHKY €r0 pe3yJIbTaToB, OOIIYIO OIEHKY PHCKa H
OKUJIaeMOU  TOJIb3Bl  OT TNPUMEHEHHUs HUCCIEAYeMOro JIeKapCTBEHHOrO IIperapara, a TakKxke
Mpe/noaracMple JaibHEHINe TeHCTBHS).

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim  3axkoHom om 13 wurona 20152, N 241-®D3 uacme 8.1 cmamvu 40 nacmosweco
DedepanbHo20 3aKOHA U3LONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

8.1. Ilpu BeIsIBICHWH (efepalbHBIM OpPraHOM HWCIOJHHUTEIBHON BIIACTH, OCYIIECTBISIONIAM
(GYHKIMK TO KOHTPOJIIO M HAA30py B cdepe 3ApaBOOXpaHEHUs, HapyIIEHUH TNpaBuil Hajiexarien
KJIIMHUYECKOW MPaKTUKH HpHU IPOBEICHUM KIMHUYECKOIO MCCIIEJI0BaHUs JIEKApCTBEHHOTO IIperapara,
BJIMSIONIMX Ha TOJHOTY M (WJIM) JTOCTOBEPHOCTh JAHHOTO KIMHHYECKOTO HCCIIEIOBAHUS, YKa3aHHBINA
(denepabHBI OpraH WCIIOJHUTENFHONW BIACTH TPUOCTAHABIMBACT NMPOBEJCHUE TAHHOTO KIMHHYECKOTO
WCCIIEZIOBAaHMUSI U BBIHOCHUT MEJMIMHCKOW OpraHu3aluy, B KOTOPOH MPOBOIUTCS JaHHOE KIMHUYECKOEe
uccleoBaHle, InpeanucaHue o0 YCTpaHEHMM BBISIBICHHBIX HapymeHuil. [Ipu  HeycTpanenuun
MEJUIUHCKOW OpraHu3anieil BBIIBICHHBIX HapyIIEHHH B YCTAHOBICHHBIM B MpPeIIHCAHUU CPOK
yKa3aHHBIA (efiepalbHBId OpraH WCIOJHUTEIHHON BJIACTH MPHHUMAET pelleHHe O IpeKparieHun
MIPOBE/ICHUS] KJIIMHUYECKOTO HCCIIEI0OBAHUs JIEKAPCTBEHHOIO Iperapara M HampaBiisieT B (elepaibHbIHA
OpraH HWCHOJHHUTEIBHOW BIIACTH, OCYIICCTBISIONMMNA (QYHKIIMM TIO BBIpadOTKE W peau3aliu
rOCYJapCTBEHHON MOJUTHKM ¥ HOPMAaTHBHO-TIPABOBOMY DETrYJIMPOBAHUIO B cdepe 3ApaBOOXpaHEHUs,
3aKJIIOYE€HNE O BBISIBIICHUU IPHU MPOBEJACHUU JTAHHOTO KIMHUYECKOTO HCCIIEOBAHUS HAPYIIEHUH MpaBUIl
HaJJIexaIled KIMHUYECKON MPaKTHKHU JUTsl IPUHATHUS pelIeHus] 00 OTMEHE pa3pelleHHsl Ha OpraHu3aiuio
MPOBEJICHUSI JAHHOTO KIMHUYECKOTO HCCIEOBAHMS C JAaThl IPUHSTHUS PEIIEHUsS O MPHUOCTAHOBJICHUU
MPOBEICHUS KIIMHUYECKOT0 HCCIIEeIOBAHUS JIEKAPCTBEHHOTO MIperapara.

9. VYmomHOMOuYeHHBIN (enepaNbHBII OpraH HCIOJHUTEIHHONH BIIACTH OMYOJIMKOBHIBACT H
pasmemaer Ha CBoeM oOQHIMATbHOM caidiTe B cetu ' MHTepHeT" cooOleHne O 3aBeplIeHUH,
MIPUOCTAHOBIIEHUU WIIM TPEKPAIleHUN KIMHUYECKOTO HCCIIeI0OBaHUS JIEKApCTBEHHOrO IIpernapara is
MEJUIUHCKOTO MPUMEHEHHUSI B CPOK, HE MPEBBIIIAIOMUIN MATH padOYMX THEW co JHs ero MOJy4eHHs, B
YCTAaHOBJIEHHOM UM HOPSIJIKE.

10. YnonmHOMOYeHHBIH (elepaibHbIii OpraH HCIOJHUTENFHOW BIACTU OCYIIECTBIISIET BEACHUE
peecTpa uccieaoBarenei, MpoBOISIINX UM MPOBOJUBIINX KIMHUYECKHE MCCIIEI0BAHUS J€KApPCTBEHHBIX
IpernaparoB JUIsl MEIUIIMHCKOTO NPHUMEHEHUS, B COOTBETCTBUU C YTBEPKACHHBIMU UM IpaBWIAMH H
pa3MemaeT ero Ha CcBoeM OQUITMAIBHOM caiiTe B cetH "MHTepHeT' B YCTAHOBIIEHHOM WM ITOpPSJIKE.
VYkazaHHBII peecTp coAepKUT HHPOPMAITUIO, TPETyCMOTPEHHYIO ITYHKTOM 3 YacTu 8 HACTOSIIEH cTaThy.

11. Otyer o pe3ynapTarax KIMHAYECKOTO WCCIICIOBAHUS JICKAPCTBEHHOTO IMpemapara IS
MEJIUIUHCKOTO MPUMEHEHUS! COCTABJISIETCS] OpraHu3alyeld, ykasaHHoH B yacTu 3 craThil 38 HACTOALIETO
OenepalibHOTO 3aKOHA, HA OCHOBAHHWM 3aKIIOYEHUN MEJMIMHCKUX OpraHu3aluid, MPOBOJUBIIUX 3TO
UCClIeZIOBAaHNEe, U IPEJICTABISETCS B YIOJHOMOUYEHHBIH (hefiepaibHbIi OpraH HMCIOJHUTEIBHON BJIACTH,
BBIIABIINN pa3pellieHHue Ha MPOBEJACHUE 3TOT0 HCCIeI0OBaHUs, B CPOK, HE MPEBBIIIAIONINNA TPeX MecsIEeB
CO JHS €ro 3aBeplICHMs, INPHOCTAHOBJIECHUS WIM TMPEKpalleHus, B MOPSAIKE, YCTAaHOBICHHOM
YIIOJTHOMOYEHHBIM (hefiepalbHbIM OPTaHOM HCTIOJTHUTEIBHOM BIIACTH.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ uwacmv 12 cmamovu 40 nacmosiweco
DedepanbHo2o 3aKOHA 6Hecenbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu



12. Hapymenue npasui HaJuiexkamedl KIMHUYECKOW TNpakTHKH, (aibcu(uKanus pe3yabTaToB
KJIIMHUYECKOTO HCCIIEJIOBaHMs JIEKAPCTBEHHOI'O Ipemnapara JUIsi MEIUIIMHCKOrO0 MPUMEHEHUs BJIEKYT 3a
c000i OTBETCTBEHHOCTh B COOTBETCTBHHM € 3aKOHOAATENLCTBOM Poccuiickoit denepanumn.

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oekaops 2014 2. N 429-D3 ¢ uacmev 13 cmamvu 40 nacmosueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
13. Ilpm mpoBeneHWH KJIMHUYECKOTO WCCIEIOBAaHHS JIEKAPCTBEHHOTO Ipermapara  Juis
MEJIMIIUHCKOTO TPUMEHEHHUS JIOyCKaeTcs 3a00p y TMalMEeHTOB OMOJIOTUYECKUX MaTepuasioB (00pa3iibl
OMOJIOTHYECKHX JKUAKOCTEH, TKaHeW, CEKpPEeTOB W TIPOIYKTOB JKH3HENEATEIFHOCTH 4YellOBEKa,
(U3HOIOTHYECKUX M TATOJOTHMYECKHX BBIJEICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MHKPOOPTaHU3MOB,
OMOIICHITHBIN MaTepuan) Uit ux uzydeHus B Poccuiickoit @eneparuu u (win) 3a npeaenamu Poccuiickoit
Oenepanui.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ uwacmv 14 cmamou 40 nacmosiueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
14. Tlopsinox BBO3a B Poccuiickyio @enepannio U BeIBo3a 3a mpeneibl Poccuiickoir @enepanun
OMOJIOTHYECKMX  MaTepualioB, IOJYYEHHBIX IpPH IPOBEJECHUU  KIMHUYECKOTO  HCCIIeI0BaHUS
JIEKapCTBEHHOI0 IMpenapara JUuisi MEIUIMHCKOrO TPUMEHEHHs, ycTaHaBiauBaercs I[IpaBurenbcTBOM
Poccuiickoit @eneparuu.
TAPAHT:

CMm. komMmeHTapuH K cTaThe 40 HacTosmero ®enepanbHOro 3aKoHa

Crarbsa 41. JloroBop 0 NMpoBEACHUH KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO Ipernapara
JUTSL METUITTHCKOTO TIPUMEHEHUS

1. KnmHuueckoe wucciefoBaHUE JIEKAPCTBEHHOTO IIpernapara il MEIUIIMHCKOTO IPUMEHEHUS
MIPOBOJUTCSI B COOTBETCTBUHU C JIOTOBOPOM O MPOBEJECHUU KIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOIO
npenapara JJis MEAMIIMHCKOTO TPUMEHEHMS, 3aKII0YaeMbIM MEXAYy OpraHu3anueld, MoIyduBIIeH
paspelieHne yIoJIHOMOYEHHOTO (eepaibHOTO OpraHa WCIOJHUTEIFHOW BIAcTH Ha OpTraHU3aIHio
MPOBEACHUSI TAKOTO HCCJIEJIOBAHMS, W MEJIUIMHCKON OpraHu3alueil, OCyIIECTBISIOMEH NpPOBEJICHUE
TaKOI'0 UCCJIEJIOBAHUSI.

2. JloroBop O TPOBEIEHUHM KIMHUYECKOTO HCCIeIOBaHMs JIEKAPCTBEHHOIO Iperapara Jyis
MEUIIMTHCKOTO IPUMEHEHHUS JIOJKEH COJEepKaTh:

1) ycrioBHsI ¥ CPOKH MPOBEJICHUS JJAHHOTO UCCIICOBAHUS,

2) ompejeneHue OOIIEeH CTOMMOCTH TPOTPaMMBbI JIAHHOTO HCCIICOBAHUS C YKa3aHUEM CYMMBI,
IIpeIHa3HAYAIOLIEICs 171 BBIILJIAT UCCIIEI0BATEISIM, COUCCIIEI0BATEISIM;

3) ompezesnenue GOpMBbI MpeCTaBICHHS PE3YJIbTATOB JaHHOTO MCCIICAOBAHUS B YITOJTHOMOYCHHBIH
(denepaabHBIA OpraH UCIIOJHUTEIHHON BIACTH.

TAPAHT:

CM. xommeHTapuu Kk ctaTthe 41 HacTosero deepalbHOTO 3aKOHA

Cratbsa 42. ®unancoBoe obecrieueHre KIMHUYECKOTO UCCIIeIOBAaHUS JIEKAPCTBEHHOTO MpernapaTa
JUTSL METUITUHCKOTO TIPUMEHEHUS

®uHaHCOBOE oOOecleueHrne KIMHUYECKOTrO WCCIEI0OBAaHUs JIEKapCTBEHHOTO Ipemnapara JUis
MEJIMIIMHCKOTO TPUMEHEHUSI OCYIIIECTBIISIETCS 3a CUET:

1) cpenctB eaepanapHOro OIOKETA,;

2) CpelncTB OpraHu3allyii, TMOJYYHBIIMNX pa3pellicHHe Ha OpraHU3allMi0 MPOBEJCHUS JTaHHOTO
WCCIIEeIOBaHMS, B COOTBETCTBUHU C YCJIOBHUSIMH JIOTOBOPA O €r0 IPOBEJCHNH;

3) MHBIX HE 3alpelIeHHBIX 3aKOHOIATeILCTBOM Poccuiickoit denepariyiv HCTOYHUKOB.

TAPAHT:

CM. xoMmMeHTapuu K ctaThe 42 HacTosero denepaibHOT0 3aKOHa

Crarba 43. HpaBa ManUCHTOB, YYAaCTBYIOIIUX B KIIMHUYCCKOM HCCIICAOBAHUHU JICKAPCTBCHHOI'O



npenapara st MEAUIUHCKOTO ITPUMCHCHU A
1. Vuacrtme MalqUEHTOB B KIIMHHUYCCKOM HCCICIOBAHUMU JICKAPCTBCHHOI'O IIpfliapara IJid
MCIUITUHCKOI'O IPUMCHCHUS ABJIACTCA ,Z[O6p0BOJ'IBHBIM.
APAHT:

OO0 opraHm3anyy OTACICHWNA KIMHUYECKUX WCIBITAHWNA JIEKAPCTBEHHBIX IPEMapaToB Ha 3JI0POBBIX
no6poBosblax cM. npukaz Munzapasa P® ot 25 aprycra 1992 1. N 235

2. TlanmeHT WM ero 3aKOHHBIA INpeICTaBUTEIb JOJKEH OBITh MH(GOPMUPOBAH B MUCHMEHHOM
dopme:

1) o yiexapCTBEHHOM TIIperapare JJisi MEJIUIUHCKOTO MPUMEHEHHSI M CYIIHOCTH KIMHHYECKOTO
WCCIIeIOBAHMSI 3TOTO JIEKAPCTBEHHOTO Mperapara,

2) 0 0e30MacHOCTH JIEKApCTBEHHOTO Ipenapara JUisi MeHIUHCKOTO IPUMEHEHHSI, €r0 0XKUIaeMOit
3¢ (EKTHBHOCTH M CTEIICHU pUCKa IS ITAllACHTA,

3) 00 ycIoBUX y4acTHsl MAIlMEHTa B KIIMHUYECKOM HCCIIEIOBAHUH JICKAPCTBEHHOTO IpenapaTa s
MEJUIITHCKOTO TPUMEHEHHS;

4) o menu WM TENsSX W MPOJODKUTEIBHOCTH KIMHUYECKOTO HCCIIEOBAHHS JIEKAPCTBEHHOTO
mperapara Jiyisl MeJUIIMHCKOTO TPAUMEHEHHUS;

5) o JneiicTBUAX TalMeHTa B Cilydae HENpeIBUACHHBIX A(P(EKTOB BIHMSIHUS JIEKapCTBEHHOTO
mpernapara Jiyisi MeJMIIMHCKOTO MTPAMEHEHHS Ha COCTOSTHHUE €0 37I0POBBS;

6) 00 ycIIoBHSIX 0053aTEIFHOTO CTPAaXOBAHUS JKU3HH, 3710POBbs AIUEHTA,

7) o rapaHTHSIX KOH(MUIACHIMATBHOCTH YYacTHs MAlMeHTa B KIMHUYECKOM HCCIICIOBAHUH
JIEKapCTBEHHOTO Iperapara JJisi METUIIMHCKOTO IIPUMEHEHUSI.

3. J1oO6poBOJIbHOE COTJIacHe MAlMeHTa Ha yJacThe B KIIMHUYECKOM HCCIIeIOBAHUH JIEKAPCTBEHHOTO
mpenapara JUisi MEAMIMHCKOTO MPUMEHEHMsI MOJATBEPXKIAeTCS €ro IMOANUCHI0 I TOIMNUCHIO ero
3aKOHHOTO TIPeICTaBUTENsl Ha HH(OPMAIIMOHHOM JIUCTKE MAIEeHTA.

4. TlanmMeHT WM €ro 3aKOHHBIA MpPEICTaBUTENb MMEET IpaBO OTKa3aThCsl OT Yy4yacTHUsS B
KIIMHAYECKOM WCCJICIOBAaHUN JIEKAPCTBEHHOTO TIpernapaTa Il MEJWIIMHCKOTO MPHMEHEHHsI Ha JF000i
CTaJIUH MPOBEJICHUS TAKOTO UCCIICTOBAHMS.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axornom om 22 oxkmsaops 2014 2. N 313-@3 6 uacmv 5 cmamvu 43 nacmosiueco
DedepanbH020 3aKOHA 6HECEeHbl UMEHeHUsL, GCMYNaloujue 8 CULY N0 UCMeYeHUuU mpuoyamu OHell nocje
OHsL 0puyUANLHO20 ONYOIUKOSANUS HA36AHH020 DPedepanbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

5. [lpoBesienne KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO Ipenapara sl MEAUIIMHCKOTO
IIPUMEHEHHS ¢ y4aCTHEM B KAa4yeCTBE MAIIUEHTOB JETEH IOIYyCKACTCs TOJIBKO C COIVIACHS B IUCHBMEHHOMN
dopme ux poautenelt, ycelHOBHTedeW. JleTh MoOryT paccMaTpuBaThCcsl B KadeCcTBE MOTEHIIMAIBHBIX
MAIUEHTOB TAKOT'O MCCIIEN0BAHUS, TOJIBKO €CJIA €r0 MPOBEJAECHNE HEOOXOAUMO /ISl YKPEIUIEHUS 3/I0POBBS
neTeil uiaM MpoQUIaKTHKA WHPEKINOHHBIX 3a00J1eBaHUM B JIETCKOM BO3pacTe JIMOO €CIIM LENbI0 TaKOTo
HCCIIEIOBAHUS SABJISIETCA IIOJNyYeHUE NAHHBIX O HAWIY4IIEeHd NO3UPOBKE JIEKAPCTBEHHOIO Ipemapara It
JedeHuss JeTed. B oTuxX cioydasxX TakoMy HCCIENOBAaHUIO JOJDKHO MPENIIECTBOBATH KIMHUYECKOE
HCCIIEZIOBAHUE JIEKAPCTBEHHOIO Iperapara Uil MEAUIUHCKOIO IIPUMEHEHUS Ha COBEPLICHHOJIETHHUX
IrpakJaHax, 3a UCKIIOUEHHUEM CIIy4aeB, €CIIU UCCIIENyEMbIN JIEKADCTBEHHBIN IIpernapar 1l MEIULMHCKOIO
IIPUMEHEHHUS [IPEIHa3HAUYEH UCKIIFOYUTENBHO JUIS UCIIOJIBb30BAHUS HECOBEPIICHHOJIETHUMU I'PaKIaHAMMU.

6. 3ampemaercs NpOBEIEHHE KIMHUYECKOIO MCCIIEOBAaHUS JICKApCTBEHHOIO IIpernapara Jyis
MEIULIMHCKOTO IPUMEHEHUS ¢ yU4aCTUEM B Ka4ECTBE IAIUEHTOB!

1) neteli-cHpOT U IETEM, OCTABINUXCS O€3 MTOIICUCHUS POTUTENICH;

2) JKeHIIWH B TMepuoJ, OEpeMEHHOCTH, JKCHIIMH B NEpPHOJ TPyJHOTO BCKapMIIMBaHUS, 3a
HCKJIIOYEHUEM CIIYy4YaeB, €CIU IPOBOAUTCA KIMHHUYECKOE MCCIIEOBaHUE JIEKAPCTBEHHOIO IIpelapara,
IpeHa3HAUYE€HHOTO Ul YKa3aHHBIX JKEHIIWH, MPH YCJIOBHM HEOOXOJMMOCTH MOJIy4YeHHs HH(OopMaIuu
TOJIBKO BO BPEMs IIPOBEIEHUS COOTBETCTBYIOIIUX KIMHUYECKUX MCCIIEIOBAHUNM M MPUHATUA BCEX
HEOOXOJMMBIX Mep IO HCKIIOYEHHMIO pHCKa HAHECeHHUs Bpela JKeHIUHE B MHepuos OepeMeHHOCTH,
KEHIIWHE B IIEpUO/] IPYIHOTO BCKAPMIIMBAHUS, IIJIOAY WU pEOEHKY;

3) BOCHHOCTYXAaIlUX, 32 HUCKIIOYEHUEM CIy4YaeB IPOBEICHHUS KIMHUYECKOTO HCCIIETOBAHUS
JIEKapCTBEHHOT'0 IIpenapara, CHeNMaIbHO pa3pabOTaHHOIO sl HPUMEHEHHS B YCIOBHSX BOEHHBIX
NeMcTBUHM, Ype3BBYAMHBIX CUTyalli, NpoQUIAKTUKH | JIedeHus 3a00JeBaHUA U TOpaKEeHUH,
IOJyYEHHBIX B  pe3yjbTare  BO3JACHCTBUS  HEOJATONPUATHBIX ~ XMMUYECKHUX, OMOJIOTHYECKHUX,
panuanoHHbIX (akTopoB. KimHHMuYeckoe HcClieoBaHME TaKOro JIEKapCTBEHHOTO Ipernapara MOXKeT



MIPOBOJIUTHCS C YUACTUEM B KAUECTBE MAIIMEHTOB BOCHHOCTYXKAIUX, 32 UCKIIFOUEHUEM BOECHHOCIYXKAIIHX,
MPOXOJIALINX BOCHHYIO CITY>KOY IO MPU3BIBY, ¢ COOIIIOIEHUEM TpeOOBAHUN, YCTAHOBIIEHHBIX HACTOSIIIUM
®DeepanbHBIM 3aKOHOM B OTHOIICHUH T'PAXIAHCKUX JIUII;

4) COTPYAHUKOB MTPABOOXPAHUTEIHHBIX OPraHOB;

5) nuil, oTOBIBAIONIMX HAaKa3aHWE B MECTaX JIMIICHHS CBOOOJBI, a TAKXKE JIUIl, HAXOJSAIIUXCS 0T
CTpaXkeil B ClIeICTBEHHBIX M30JISITOPaX.

7. Jlomyckaetcsl 1poBej/ieHrue KIMHAYECKOrO HCCIEAOBAHUS JIGKAPCTBEHHOTO Ipemnapara Jyist
MEUIIMHCKOTO MPUMEHEHHUsI, TPeITHA3HAYeHHOI0 IS JICYeHHsI ICUXUYECKHUX 3a00JIeBaHuii, ¢ ydacTueM B
KauecTBE MAIMEHTOB JIUI[ C MICUXUYECKUMHU 3a00JIeBaHUSIMHU, TPU3HAHHBIX HEJIEECTIOCOOHBIMH B MOPSIIKE,
YCTAaHOBJIEHHOM  3akoHojartenbcTBOM — Poccuiickoit  ®enepanuu.  KiimHuyeckoe — mccliezjoBaHue
JIEKapCTBEHHOTO Tpernapara B 3TOM cliydae MPOBOJUTCS MPU HAIWYUK COTJAacHsl B MUCHMEHHOU (opme
3aKOHHBIX MTPe/ICTaBUTENEeN YKa3aHHBIX JIMII.

TAPAHT:

CM. kKoMMeHTapuH K cTaThe 43 HacTosero ®enepaabHOro 3aKoHa

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3akonom om 29 nosops 20102, N 313-@3 cmamvs 44 nacmosiweco DPedepaibHoco
3aKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, scmynatoueti 6 cuny ¢ 1 aneapsa 2011 2.

Cm. mekcm cmambvu 8 npeovioyujeti peoaxKyuu
Crarba 44. OOs3aTenbHOE CTpaXxOBaHHWE IKU3HM, 3JI0POBbSl MAIMEHTA, Y4YacCTBYIOIIETO B
KIIMHUYECKOM  HCCJIeIOBAaHUHM  JIGKAPCTBEHHOTO  Ipemapara s  MEAMIIMHCKOTO
MIPUMEHEHHUS

1. Opranuzanus, NONXyYMBINAs pa3pelleHHe Ha OpraHu3alMio MPOBEACHHUS KIMHUYECKOTO
WCCIIeIOBAaHMS JIGKQpPCTBEHHOTO TIperapara il MEJMIIMHCKOrOo TpUMEHEeHHs, 00s3aHa B KadecTBe
CTpaxoBaTelsi CTpaxoBaThb pPUCK TPUUYMHEHUS BpeAa >KU3HM, 3J0pPOBbIO MAllMeHTa B pe3yJibTare
MPOBEJICHUS] KIIMHUYECKOTO MCCIEAOBaHUS JIEKAPCTBEHHOTO Tpemnapara s MEAUIIMHCKOTO TPUMEHEHUS
3a CBOH CUET IMyTeM 3aKJIFOUEHUS JOroBOpa 00s3aTeIbHOTO CTPAXOBaHUS.

2. OOBeKkTOM 0053aTeThbHOTO CTPAXOBAHUS SIBISETCS WMMYIIECTBEHHBIH WHTEpEeC MallueHTa,
CBSI3aHHBIN C MPUYMHEHHEM BpeJla €ro >KM3HU WIH 3JIOPOBBIO B pe3ylIbTaTe MPOBEJIEHUS KIMHUYECKOTO
HCCIIeIOBAHMS JIKAPCTBEHHOTO Mpenapara JJis MEAUIIMHCKOTO TPAMEHEHHUS.

3. CTpaxoBbIM cITyyaeM 10 JOTOBOPY 00sI3aTeNIbHOTO CTPAaXOBAHUS SBIISIETCSI CMEPTh NAI[UEHTa UITU
YXYAIIEHUE ero 3JJ0POBhs, B TOM YHCIIE BIEKYyIIee 3a cOO0H yCTaHOBJICHWE HHBAIMTHOCTH, PU HATMYAN
MPUYUHHO-CIIEJICTBEHHON CBSI3M MEXAY HACTYIUIEHHEM 3TOro COOBITHS M Yy4yacTHEeM TalleHTa B
KJIIMHUYECKOM HCCIIeIOBAaHUH JIEKAPCTBEHHOTO TIperapaTa.

4. TpeOoBaHMsi O BO3MEUIEHUH Bpela, NPUUYMHEHHOIO >KU3HU WM 3JIOPOBBIO IAlMEHTA,
NPEeNBSIBISIOTCS B TEYEHHE  CPOKOB  HCKOBOM  JAaBHOCTH, YCTaHOBIEHHBIX  T'PAKIAHCKUM
3aKOHO/1aTeILCTBOM.

5. PasMep cTpaxoBoii BRIILIATHI IO JOTOBOPY 00S3aTEILHOTO CTPAXOBAHUS COCTABIISET:

1) B ciiyuae cMepTH MalMeHTa J[Ba MIJUTMOHA pyOsiell Ha KaXIoro IalueHTa, y4acTBOBABIIETO B
KJIIMHUYECKOM HCCIIeIOBAaHUH JIEKAPCTBEHHOTO TIperapaTta;

2) pu YXY/AIICHUH 3I0POBbS MAIUCHTA:

a) MOBJICKIIIEM 3a cOOO# YCTaHOBJICHUE WHBAJIMIHOCTH | TPYIIIbI, OJIMH MUJUTMOH MATHCOT THICSY
pyOieil Ha KaxIOro malueHTa, YYacTBOBABIIEr0 B KIMHUYECKOM HCCIEAOBAHUM JIEKAPCTBEHHOIO
npenapara,

0) momiekmeM 3a co0O# ycTaHOBJAEHHWE WHBAIMIHOCTH || rpymmbel, OquH MHLIMOH pyOjei Ha
Ka)KJIOTO MAalMeHTa, Y9aCTBOBABIIETO B KJIMHMYECKOM UCCIICJIOBAaHUH JIEKAPCTBEHHOTO TIperapaTra;

B) TOBJICKIIEM 3a co00# ycTaHOBIIeHHE WHBATUAHOCTH |l Tpymmbl, mMATBCOT ThICSY pyOsied Ha
Ka)KJIOTO MAallMeHTa, Y9aCTBOBABIIETO B KJIMHIMYECKOM UCCIICJIOBAaHUH JIEKAPCTBEHHOTO TIperapaTra;

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 noonynkm """ nynkma 2 wacmu 5 cmamou 44
Hacmosauwe2o PedepaibHo20 3aKOHA U3NL0JHCEH 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm noonyHKkma 6 npeovioyujeti peoaxKyuu
I') He MOBJICKIIIEM 3a CO0O0M YCTaHOBJICHHUS MHBAJIUIHOCTH, HE OOJiee YeM TPUCTA ThICSd pyOJieit Ha
Ka)KJIOTO TMalleHTa, y4acTBOBABIIET0 B KIMHUYECKOM HCCIIEJJOBAaHUH JIEKAPCTBEHHOTO IIperapara, HCXo/is
Y3 HOPMATUBOB, OTPAKAIOIIUX XapaKTep M CTEMeHb IMOBPEXKICHUS 370pPOBbs, a Takxke (aKTHUecKu



MMOHECEHHBIX MAallMEHTOM PAacXOJOB, BHI3BAHHBIX MOBPEKICHHEM 3J0POBbsl, HA MEIUIIMHCKYIO TTOMOIIb,
pHOOpETeHNE JICKAPCTBEHHBIX MPEapaToB.
6. Yrpartuna cuiy ¢ 1 urons 2015 .

Hupopmarnys 00 U3MEHEHUSX:

Cm. mexcm yacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTeILHOTO CTpPaXxOBaHHsS HE MOXKET OBITh MeHee, YeM CPOK IPOBEIICHHUS
KJIIMHUYECKOTO UCCIIeI0BAaHUS JIGKAPCTBEHHOTO Mpernapara.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 8 cmamovu 44 nacmosweco
DedepanbHo2o 3aK0HA 6Hecenbl usmenenust, ecmynaiowue 6 cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

8. VYcioBus moroBopa 00s3aTeNBHOTO CTPaxOBaHMS, B TOM YHCIIE CTPaxoBble Tapudbl 10
00s13aTeNTbHOMY CTPaxOBAaHHIO, TEPeYeHbh HEOOXOAMMBIX JOKYMEHTOB JUIsl OCYIECTBICHHS CTPaxoBOM
BEIIIATHI, TOPSJOK YCTAHOBJICHUS CTpaxoBaTeleM WHAWBHIYATBHOTO HISHTH()UKAIMOHHOTO KOJa
MaryeHTa, MOpsA0K HHPOPMHUPOBAHUS CTPAXOBATEIEM CTPAXOBIIUKA O MPUBJICUECHHBIX K KIMHHUYECKOMY
WCCIICZIOBAaHUIO JIEKAPCTBEHHOTO Tpernapara JUisli MEJWIIMHCKOTO TPUMEHEHUS ITalueHTax, IMOPSIoK
YILIaThl CTPAXOBOU MPEMUH, MOPSIOK peaTn3alii ONpeIe]IeHHbIX HacTosmM DeepaibHbIM 3aKOHOM U
npyrumu  GefepabHBIMA  3aKOHAMH TIpaB W O0S3aHHOCTEH CTOPOH TIO JIOTOBOPY 00S3aTENBHOTO
CTpaxOBaHMsI, a TaKXe HOPMATHBBI, OTPAKAIOIINE XapaKTep U CTENeHb MOBPEXKICHUS 3/I0POBbBS,
YCTaHABJIMBAIOTCS THITIOBLIMU TIPABUIIAMH 00S3aTEITFHOTO CTPAaXOBAHHS.

9. B ciiyuyae npuunHeHHsI Bpea KU3HU MAIMEHTa, YIaCTBOBABIIETO B KIIMHUYECKOM UCCIICIOBAaHUH
JIEKapCTBEHHOTO TIperapaTa, BBITOJONPHOOpETATENSIME TI0 JOTOBOPY O00SI3aTE€IIHHOTO  CTPaXOBaHHS
SIBJITIIOTCSI  TpaXkJaHe, HMEIONIME IpaBO Ha BO3MEIEHHE Bpela B claydae CMEpPTH KOPMHUJIbIA B
COOTBETCTBHUH C TPAKIAHCKAM 3aKOHO/IATEILCTBOM, IPA OTCYTCTBUU TAaKUX TPAKIAH - POIAUTENH, CYIIPYT,
JIETH YMEPINETO MalMeHTa, Y4acTBOBABIIEr0 B KIMHUYECKOM HCCIIEOBAHUH JIEKAPCTBEHHOTO Tpernapara,
B ClTyyae CMEpTH HallMeHTa, YIaCTBOBABIIETO B KJIMHAYECKOM HCCIIEOBAHUH JIEKAPCTBEHHOTO TpernapaTa
W HE WMEBIIEr0 CaMOCTOSITENILHOTO J0XOJa, - TpaKJIaHe, Ha WXKIWBEHHH KOTOPHIX OH HAaXOJWICS, B
OTHOINICHWH BO3MEIICHHUS pPAcXOJ0B Ha TMorpeOeHe TalHMeHTa, YYacTBOBABIIETO B KIMHHYECKOM
WCCIIeIOBAaHUH JIEKAPCTBEHHOTO MIperapaTta, - JIUIO, MOHeCIIee TAKUE PacXo/Ibl.

10. CrpaxoBas BpIIJIaTa B CYET BO3MEIICHHS Bpela, NPUYMHEHHOTO JKWU3HH IaIlMEeHTA,
y4acTBOBABIIIETO B KJIMHHYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOTO Tpemnapara, pacrpenessieTcsl MEXIy
BEITOJIOTIPHOOpETATEIISIME TTPOMOPIIHOHATEHO UX KOJIMYECTBY B PABHBIX JOJISX.

11. Tlpm HaCTYIJICHHH CTPaxOBOTO CiydYas TMalMeHT, YYacTBOBABIIMH B KIMHUYECKOM
WCCIIeZIOBAaHMH JICKAPCTBEHHOTO TIpernapaTa, BEIroJ0MPHOOpeTaTeNh BIIpaBe MPeIbIBUTh HEMOCPEICTBEHHO
CTPaxOBINUKY TpeOOBaHHE O BO3MEIIECHUH MPUYMHEHHOTO Bpena. CTpaxoBasl BBIIUIATA OCYIIECTBISETCS
CTPaxOBIIUKOM B T€UEHHE TPHUJALIATU JHEH cO JHS MPEeCTaBICHUs HEOOXOIUMBIX TOKyMeHTOB. [lanueHT,
YYaCTBOBABIHMI B KIIMHAYECKOM HCCIIEIOBAHUN JIGKAPCTBEHHOTO Tperiapara, Wik BBITOIOPHOOpeTaTeh
00s3aH  COOOIIUTH CTPAXOBIIMKY JUUIsI OCYIIECTBICHUS CTPAXOBOW BBIIATHI HMHIUBUIYATHHBIN
UICHTU(UKAIMOHHBIA KOJ[ TAIMEeHTa, YCTAHOBJICHHBIA CTpaxoBaTeleM B COOTBETCTBUU C THUITOBBIMU
IpaBUJIaMU 00s3aTeTFHOTO CTPAXOBAHUSI.

12. Jlo momHOTO OTpeNeieHus pa3Mepa MOJJIeKAIETO BO3MEIICHUIO Bpela CTPAXOBIMUK II0
3asIBJICHUIO TAIMEHTa, YYaCTBOBABIIETO B KIMHHUYECKOM HCCIIEOBAHUU JIEKApCTBEHHOTO Mpenapara, win
3asIBIICHHUIO BBITOJIOTIPHOOpETATENS BIIpaBe OCYIIECTBUTH YacTh CTPAXOBOW BBIILIATHI, COOTBETCTBYIOIIYIO
(hakTHUeCKHU OmpeieIeHHOW YacTH MPUIMHEHHOTO Bpe/a.

13. CrpaxoBas BbIIJIaTa B COOTBETCTBHH C JIOTOBOPOM 00s53aTE€IBLHOTO CTPaXOBaHUS
OCYIIECTBIISIETCS HE3aBUCUMO OT BBIILJIAT, MPUYUATAIOIINXCS MO IPYTUM BHJIaM CTPaXOBaHHUS.

14. He nomyckaercs ydacThe TallMeHTa B TPOBEACHWW KIMHUYECKOTO HCCIIEeOBAHUS
JIEKapCTBEHHOTO TIperapara Mpu OTCYTCTBUU JOTOBOPA 00s3aTEILHOTO CTPAaXOBaHUS.

15. KoHTposib 3a WCHOJHEHWEM OpraHu3aluel, TOJYUMBINECH pa3pelIieHre Ha OpTraHU3aIrio
MPOBEJICHUST KIIMHUYECKOTO MCCIIEeIOBAHMS JIGKAPCTBEHHOTO TMpernapara JJis MEAUIIMHCKOTO MPUMEHEHHS,
YCTaHOBIIEHHOW HACTOSIICH CTaThell OOSI3aHHOCTH IO 00s3aTEIIEHOMY CTPAaXOBAaHWIO KHU3HH, 3JI0POBBS
MaIMeHTa, y4acTBYIero (Y4acTBOBABIIETr0) B KJIMHUYECKOM UCCIICIOBAaHUH JICKAPCTBEHHOTO IIpenapara,
OCYIIECTBIISICTCS  YIIOJTHOMOYEHHBIM  ()eZiepallbHBIM  OpPTaHOM  HWCIIOJTHUTEIBHOW BJIACTH, BBIIABIIAM
paspellieHue Ha TPOBEJCHHE KIWHUYECKUX WCCIEJOBaHUN JIEKQPCTBEHHBIX TIperaparoB s
MEJIUIUHCKOTO TPUMEHEHHS.

TAPAHT:



CM. xomMeHTapuu K ctaTthe 44 HacTosero denepalbHOTO 3aKOHa

I'maBa 8. [Ipou3BoACTBO 1 MAPKHPOBKA JIEKAPCTBEHHBIX CPEICTB

Cratbs 45. [1pon3BOACTBO JTIEKapCTBEHHBIX CPEJICTB

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N429-D3 6 wacmv 1 cmamou 45 nacmosiweco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

1. [Ipou3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB JOJKHO COOTBETCTBOBATH TPEOOBAHUSM IIPABUII
Ha/JIeKaIIeld MPOU3BOACTBEHHON MPAKTHKH, YTBEPKIECHHBIM YIIOJTHOMOYEHHBIM (e/lepalbHbBIM OpraHOM
UCHOJHUTENBHOM BiacTH. OCOOEHHOCTH Mepexo/ia MPOU3BOJICTBA OT/ENBHBIX JEKAPCTBEHHBIX CPEACTB K
WX TPOU3BOJICTBY B COOTBETCTBUHU C TPeOOBAaHUSIMHU IMpaBWJI HAJUJIeKaIed MPON3BOJACTBEHHON MPAKTUKU
ycranaBnuBarored IIpaButensctBom Poccuiickoit ®@enepanuu. Belgaua 3akiroueHHil 0 COOTBETCTBUHU
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSM MpaBHJI HaJJIeXalleld ITPOU3BOJCTBEHHON
MIPaKTUKH OCYIIECTBIISIETCS 110 Pe3yIbTaTaM MHCIEKTUPOBAHUS IIPOU3BOIUTENEH JIEKAPCTBEHHBIX CPEJICTB
B Imopsijike, ycraHoBlieHHOM IIpaButenbctBoM Poccuiickoit ®@enepanuu. Pasmep miartel 3a BblIavy
3aKJIIOYEHHS O COOTBETCTBUHM IIPOM3BOJMTENSI JIEKAPCTBEHHBIX CPEJICTB TPeOOBAaHUSAM IIpaBHII
HaJIJIe)Kallleld MPOU3BOJACTBEHHON MpaKTUKKN ycTaHaBiauBaeTcs |IpaBurensctBoM Poccuniickoin @enepanuu.
[Topsiiok OpraHu3anvu U MPOBEJCHUS MHCIIEKTUPOBAHUSI MPOU3BOJAUTENCH JIEKAPCTBEHHBIX CPEICTB Ha
COOTBETCTBHE TpEOOBAHUSM TMpaBWI HaJUIekKalled MPOU3BOJICTBEHHOW TMPAKTUKUA YCTaHABIUBAETCS
[IpaButensctBoM Poccuiickoit ®enepannu.

Wudopmarys 06 N3MEHEHWSX:

Deoepanvrviv 3axonom om 22 oekabps 2014 2. N429-D3 ¢ uwacme 2 cmamvu 45 nacmosueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

2. Tlpows3BoacTBO INeKapcTBEHHBIX cpencTtB B Poccuiickoit ®Dexeparuu  ocyliecTBiseTcs
MIPOU3BOJIUTENSIMUA JIEKAPCTBEHHBIX CPEJICTB, MUMEIOUIMMH JIMIIEH3UIO0 HA MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepkneHre COOTBETCTBHSI JIMIIEH3WAaTa WpaBHJIAM HaJJIeXKalleld ITPOU3BOJCTBEHHON
MPaKTUKUA OCYIIECTBISIETCS B paMKaxX JIMIIEH3MOHHOTO KOHTPOJS B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM
Poccuiickoit deneparnuu ¢ yueToMm 0cOOEHHOCTEH, YKa3aHHBIX B UacTy 1 HACTOSINEH CTAaThU.

3. Ilpou3BoAcCTBO JIEKapCTBEHHBIX CPEACTB OCYINECTBISETCS C COOJIOJIEHHEM TpeOoBaHUMH
MPOMBIIIIJIEHHOTO periiaMeHTa, KOTOPBI YTBEPKIACTCS PYKOBOJIUTENIEM IMPOW3BOAUTENS JTeKapCTBEHHBIX
CPEICTB M BKJIIOYAaeT B ce0s TIepeueHb UCHONIb3YeMbIX (apmareBTuyeckux CcyocTaHiuii u
BCIIOMOTATENILHBIX BEIIEeCTB C yKa3aHWEM KOJIWYecTBa KaXKIOr0 M3 HHX, JaHHbIE 00 HCIOJIb3yeMOM
000py/I0BaHUH, ONHMCAHHE TEXHOJOTMYECKOT0 IIpollecca W METOJOB KOHTPOJISI Ha BCeX JTamax
MIPOU3BO/ICTBA JICKAPCTBEHHBIX CPEJICTB.

Wudopmarys 06 M3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oekabps 2014 2. N429-@3 ¢ uacme 4 cmamvu 45 nacmosuweco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mekcm yacmu 6 npeovioyujeti peoaKyuu
4. Tlpu mpoU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB HCIOJB3YIOTCS (hapMalleBTHUECKHe CyOCTaHITNH,

BKJIFOYEHHBIE B IOCY/IapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPEJCTB, 3a HCKITIOUESHUEM (DapMarieBTHICCKIX
CcyOCTaHI, TPOU3BOIUMBIX JUISI TPOBEJCHUS KIMHUYECKUX HCCleoBaHui u i dkcnopTa. K mporeccy
MIPOU3BOJICTBA (hapMaIleBTHUECKONH CYOCTAHITMM OTHOCSITCS JIFOOBIE CTAIMH TEXHOJOTHYECKOTO IIpoliecca,
MO3BOJISIFOIINE TIOMYYUTh TOTOBBIA MPOAYKT, COOTBETCTBYIONIUI TpeOOBaHUSAM (papMaKOIEHHOW CTaThH, B
TOM uYucie (epMeHTarws, 3KCTPaKIWsl, OYHCTKA, BBIIEIIEHUE, TEePeKPHUCTAILIM3AINS, BBICYIIHBAHUE,
H3MeJIbYCHHE.

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axkonom om 14 oexabps 20152. N 374-D3 uacme 4.1 cmamvu 45 nacmosiueco

DedepanvbHo20 3aKOHA U3N0HCEHA 8 HOBOU PedaKyuu

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
4.1. Tlepeuenb JIeKapCTBEHHBIX IMpPENapaToB I MEIUIIMHCKOTO MPUMEHEHHS, B OTHOIIEHUU



KOTOPBIX yCTaHABIMBAIOTCS TpeOoBaHMs K OOBEMY Tapbl, YNAaKOBKE M KOMIUIEKTHOCTH, IE€pEyYeHb
JIEKapCTBEHHBIX MPENapaToB JUIs BETEPUHAPHOIO IIPUMEHEHNUS], B OTHOLIEHUN KOTOPBIX YCTaHABINBAIOTCS
TpeboBaHUSI K OO0BEMY Tapbl, a Takke TpeOoBaHUS K OOBEMYy Tapbl, YHAKOBKE W KOMILIEKTHOCTH
JEKapCTBEHHBIX IIpernaparoB Ul MEIUIMHCKOTO IIpUMEHEHHs, TpeOoBaHuss K 0O0bEMYy Taphl
JIEKapCTBEHHBIX IIPENapaToB I BETEPUHAPHOTO IPUMEHEHUS OINPEACISIOTCS COOTBETCTBYIOIUMU
YIIOJIHOMOYECHHBIMH  (pe/iepabHBIMA  OpTaHAMU HCIIOJTHUTEIFHON BJIACTH B MOPSAKE, YCTAHOBICHHOM
[IpaButenscTBoM Poccuiickoit ®enepanuu.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3akonom om 3 utona 2016 2. N 261-D3 cmamwvu 45 nacmosweco PedepaibHoco 3aKoHa
oononrena yacmoio 4.2, scmynaroweii 6 cuny ¢ 1 aneaps 2017 2.

4.2. Opranuzanuu, OCYIIECTBISIFOIINE TPOU3BOACTBO (hapMaleBTUUECKOW CyOCTaHIIMU CIOUPTA
STUJIOBOTO (dTaHONA) JUIsi MPOHM3BOJCTBA CIHHPTOCOACPIKAIIMX JICKAPCTBEHHBIX IPENapaToB, 00s3aHbI
OCYIIECTBIISATh Y4eT W JACKIapUPOBAaHUE B TOPSAAKE, YCTAHOBICHHOM cTaThsivu 8 u 14 ®denepallbHOTO
3akoHa OT 22 HosiOps 1995 roma N 171-®3 "O rocymapcTBEHHOM pETyJIMPOBAHWM MPOU3BOJCTBA U
000poTa 3TUJIOBOTO CHHUPTA, AIKOTOJBHOW W CHHPTOCOJEpXKAIled MPOAYKIHH U 00 OTrpaHUYeHUU
notpebienns (pacuThs) aJKOrOIBHON MPOIYKIHN " .

Hndopmarys 06 M3MEHEHHSX:

Cmamos 45 oononnena yacmoto 4.3 ¢ 1 aneaps 2018 2. - @eoepanvuuiii 3axon om 29 urons 2017 2.
N 278-@3

4.3. NnauButyanbHbIe MPEANPHHAMATEN W IOPUINYECKHUE JIMIA, OCYIIECTBISIONINE 3aKyIKy H
UCIIOJIb30BaHUE (hapMalleBTHUECKON CyOCTaHIIMM CIIUpPTa STHIOBOTO (3TaHOJA), a TaKKe MPOU3BOJICTBO,
u3rotoByiedre W (W) o6opoT (3a HMCKIIIOYCHHEM PO3HHYHOW MPOJAKH) CIHPTOCOAEPIKAIIUX
JICKApCTBCHHBIX IpErapaTroB, O0sS3aHbl OCYIIECTBISATh HMX YyYeT U JCKJIAPUPOBAHUE B TOPSIKE,
yCTaHOBJIEHHOM cTarthsivu 8 um 14 ®enepambHoro 3akoHa oT 22 HosiOps 1995 roma N 171-03 "O
TOCY/IapCTBEHHOM pETyJMPOBAHUM TIPOU3BOJCTBA M 000pOTa OSTHJIOBOTO CIHUpPTA, AaJKOTOJIBHOW W
CIIMPTOCOIEPIKAIIEH MPOIYKIIUH U 00 OTpaHUYCHUN TOTPeOIeHus (PaCIUTHsI) alTKOTOJIHOM MPOAYKITUH .

5. 3arperaeTcsi Iporu3BOICTBO:

1) ekapCcTBEHHBIX CPEJICTB, HE BKIIFOUCHHBIX B FOCYIaPCTBEHHBIN peecTp JIeKapCTBEHHBIX CPEICTB,
3a MCKITFOYCHUEM JICKAPCTBEHHBIX CPEJICTB, MPOU3BOJIUMBIX JUISl TPOBEACHUS KIIMHMUSCKUX HUCCIICIOBAHUIMA
1 JIISL OKCTIOPTa,

2) danbcupUIMPOBAHHBIX JIEKAPCTBECHHBIX CPE/ICTB;

3) nekapCTBEHHBIX CPE/ICTB Oe3 JIUIIEH3UHU Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB;

4) neKapCTBEHHBIX CPEJICTB C HApPYyIICHHEM IIPABUJI OPraHU3alldd TPOM3BOJCTBA M KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX CPEJICTB,

Hndopmaris 06 M3MEHEHHSX:

Yacmv 5 oononnena nynkmom 5 ¢ 1 aueaps 2018 2. - @eoepanvuviii 3axon om 29 uions 2017 e.
N 278-@3
5) ¢dapmarneBTHUECKOW CYOCTAaHIIMH CHOHpPTA STHJIOBOrO (dTaHOJA) HA TEXHOJOTHYECKOM
000pyTIOBaHUH, KOTOPOE HE 3apErMCTPUPOBAHO MM 3aKOHCEPBHPOBAHO B COOTBETCTBUHU ¢ DejiepaibHbIM
3akoHoM OT 22 Hos0ps 1995 roma N 171-®3 "O rocymapcTBEHHOM pPETYJIMPOBAHHH IPOU3BOJICTBA U
000poTa 3THUIIOBOTO CIHMPTA, AJKOTOJBHOW M CIHPTOCOJACpIKAINEH MPOAYKIMH W 00 OrpaHHYCHUH
notpebiienns (pacuThs) aJKOrOIBHON MPOIYKIHN" .

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 6 wacmv 6 cmamou 45 nacmosiweco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
6. Ilpu BBOJE JEKAPCTBEHHBIX CPEJACTB B TPAXKIAHCKHA OOOPOT YIOJTHOMOUYEHHOE JUIIO

MIPOM3BOIUTENS JIGKAPCTBEHHBIX CPEJICTB OCYIIECTBIIET IMOJTBEPIKICHHE COOTBETCTBUS JIEKAPCTBEHHBIX
CpelICTB TpeOOBaHUSIM, YCTAHOBJIEHHBIM IPH UX TOCYJIAPCTBEHHOW pETUCTpallid, M TapaHTUPYET, 4TO
JIEKapCTBEHHBIE CPEACTBA IPOM3BEICHHI B COOTBETCTBHH C TPEOOBAHHMSAMHU TIPABUJ  HaJJIeKaInen
MIPOU3BOJICTBEHHON TPAKTUKH.

Hudopmarys 06 NI3MEHEHUSX:

Deoepanvrviv 3axkonom om 22 oxmsaops 2014 2. N 313-@3 yacme 7 cmamvu 45 nacmosiueco

DedepanbH020 3AKOHA U3NI0MCEHA 8 HOBOU PeOaxkyuu, 6Cmynaiouell 6 culy no ucmeyeHuu mpuoyamu
OHell nocie OHs 0PUYUATLHO20 ONYOIUKO8AHUS HA368aHH020 DedepanbHO20 3aKOHA



Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

7. YIIOTHOMOYEHHBIM JIMIIOM IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB SBIISETCS €ro pabOTHUK,
aTTECTOBAHHBIM B YCTAHOBJICHHOM YIIOJIHOMOUYEHHBIM (heflepadbHbIM OpraHOM HCHOJHUTENIBHON BIIaCTH
TOpsI/IKe W UMEIOIINHN cTaX pabOThl HE MEHEEe YeM IISITh JIET B 00JIaCTH MPOU3BOJICTBA U (MIIH) KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJICTB, BBICIIIEE 00pa3oBaHHE COOTBETCTBEHHO 10 OJHOM M3 CIIEIHATLHOCTEH
U (WIK) OHOMY W3 HAIpABICHHUN MOJTOTOBKH: OMOJIOTHS, OHOTEXHOJIOTHS, BETEpUHAPHS, KIMHHYECKAs
MeIUINHA, pagualoHHasl, XUMHYecKas MW Ouojormyeckas 3ammuTa, ¢apmanus, (QyHIaMeHTalIbHas
MeUIHA, XUMUYECKast TEXHOJIOT S, XUMHUSI.

Hndopmaris 06 M3MEHEHHSX:
Yacmov 8 usmenena c 1 aneaps 2018 2. - @eoepanvhuiii 3axon om 29 uions 2017 2. N 278-D3

Cm. npedvloyuwyto peoaxkyuro

8. [Ipou3BoauTeNn JICKAPCTBEHHBIX CPEICTB (3a MCKIIOUCHHEM (hapMalieBTHYeCKON CyOCTaHITUH
CIMPTA 3TUIOBOTO (3TaHOJIA) MOTYT OCYIIECTBIISTh HPOJIaXKy JIEKAPCTBEHHBIX CPEJICTB MIIH Tepe/iaBaTh UX
B YCTAaHOBJICHHOM 3aKOHO/aTeIbcTBOM Poccuiickoit Menepanuu nopsaxe:

1) 1pyruM mpoU3BOTUTEISAM JICKAPCTBEHHBIX CPEJICTB LIl IPOM3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB;

2) opraHu3aiusM ONTOBOM TOPTOBJIH JICKAPCTBEHHBIMH CPEICTBAMHU;

3) anTeyHbIM OpraHM3alUsM, BETEPUHAPHBIM AlTEUHBIM OPraHU3aIMsM, WHIABUIYATbHBIM
MpeIIpUHAMATEISIM, UMEIOIIAM JIMIEH3UI0 Ha (PapMaleBTHYECKYIO NEeSTeTbHOCTh WM JIAIEH3UIO Ha
MEIUITHCKYIO JIeTeIbHOCTS,

4) Hay4YHO-UCCIIEIOBATEILCKUM OpraHU3alUsIM JUIsl HayYHO-HCCIIE0BATEIbCKOW PaboTHI;

5) MeIMITMHCKAM OpraHU3aIMsIM ¥ BETCPHHAPHBIM OpPraHUu3aIlHsIM;

6) opraHu3arusM, OCYIIECTBIISIONIMM Pa3Be/IcHIEe, BRIPAIIUBAHUE U COICPIKAHUE JKABOTHBIX.

Wudopmarys 06 NI3MEHEHUSX:

Cmamus 45 oononnena wacmoio 9 ¢ 1 aneaps 2018 2. - ©@eoepanvuwiii 3axon om 29 uons 2017 2.
N 278-@3
9. IlpomsBogutenu QapmamneBTHIECKON CyOCTaHIIMKM CHOHpTa STHIOBOrO (3TaHoja) 00A3aHBI

OCYIIECTBIISATh peanm3anyio (mepegady B YCTaHOBICHHOM 3aKOHOAATeNbCcTBOM Poccuiickoit denepanumn
mopsake)  (apMaleBTHYECKOW  CyOCTaHIMK  COHpPTa  STHIOBOrO  (9TaHONA)  MPOM3BOIUTEIISAM
JIEKapCTBEHHBIX CPEJICTB Ul MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB B €MKOCTIX oObeMoM He Ooinee 1
mutpa u (wiu) He menee 1000 muTpoB, a OpraHu3anusM, yKa3aHHBIM B ITyHKTax 2 - 6 gacTu 8 HacToOSIICH
CTaThu, B Tape 00beMoM He Oosee 1 uTpa.

TAPAHT:

CM. xoMmMeHTapuu K cTaThe 45 HacTosmero denepalbHOr0 3aK0Ha

Cratbs 46. MapKkupoBKa JI€KapCTBEHHBIX CPEJICTB
TAPAHT:

Cm.  Ilomoxkxenme O  TPOBEIEHUM  OKCIEPUMEHTa O  MapKHUPOBKE  KOHTPOJBHBIMH
(nneHTH(UKAIIMOHHBIMY) 3HAKAMHA W MOHHUTOPHHTY 3a OOOpPOTOM OTIENBHBIX BHJOB JIEKAPCTBEHHBIX
IIpenaparoB JUIsi MEIUIIMHCKOTO IPUMEHEHHs, yTBEpXKIeHHOe mocTaHoBneHneM [IpaButensctBa PO ot
24 suBapst 2017 1. N 62

Wudopmarys 06 M3MEHEHUSX:

Deoepanvrviv 3axornom om 11 oxkmsaops 20102. N 271-D3 6 uacmv 1 cmamvu 46 nacmosiuyeco
DedepanbHo20 3aKOHA 8HeCeHbl U3MEHEHUs.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
1. JlekapcTBeHHBIE TIpemaparhbl, 3a UCKIIOUEHHEM JIEKapCTBEHHBIX MPENapaTroB, U3rOTOBJIEHHBIX
anNTEeYHbIMM OpPraHU3alMsIMU, BETEPUHAPHBIMU alTEUYHBIMU OPraHU3alUsIMH, WHIAUBUIYAJIbHBIMU
MpeanpuHIMATENIMU, UMEIOIUMU JTUIEH3UI0 Ha (hapMarieBTHUECKYIO JAeSITeIbHOCTD, TOJDKHBI TIOCTYNATh
B oOpareHue, eci.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 1 yvacmu 1 cmamou 46 nacmosue2o
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mekcm nynkma 6 npeovloyujeil peoaKyuu
1) Ha WX NepBUYHON YyMakoBKe (32 HCKIIOYCHHUEM IICPBUYHON YIAKOBKU JICKAPCTBEHHBIX
PaCTUTEIBHBIX MPENapaToB) XOPOIIO YHUTAEMbIM MIPH(PTOM Ha PYCCKOM SI3bIKEe YKa3aHbl HAUMEHOBAHHUE



JIEKapCTBEHHOTO Tpernapara (Mex1yHapo/IHOe HellaTeHTOBAHHOE, WJTH TPYIIIMPOBOYHOE, WIIM XUMUYECKOE,
WA TOPrOBOE HAMMEHOBAHNE), HOMEP CEpUH, JaTa BhIycKa (175l IMMYHOOHOJIOTHYSCKHX JICKAPCTBEHHBIX
MperaparoB), CPOK TOJTHOCTH, JTO3MPOBKA MM KOHIICHTpAIUs, 00beM, aKTUBHOCTh B €IMHUIIAX JICHCTBHS
WJIM KOJTUYECTBO J103;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim saxornom om 22 oexaobps 2014 2. N 429-D3 ¢ nynukm 2 vacmu 1 cmamvu 46 nacmosiweco
DedepanvHo2o 3aKOHA 8Hecenbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyueil peoakyuu

2) Ha WX BTOPUYHON (MMOTPEOUTEIILCKOM) YITAKOBKE XOPOIIO YHUTAEMBbIM IIPUPTOM HA PYCCKOM
s3bIKe yKa3aHbl HaUMEHOBAaHHWE JICKAPCTBEHHOTO MperapaTta (MeXIyHapoJHOE HEMaTeHTOBaHHOE, WU
IPYNIAPOBOYHOE, WA XHUMHYECKOE W TOProBOe HAMMEHOBAHWS), HAUMCHOBAHHE IPOU3BOIUTEIIS
JIEKapCTBEHHOTO TpernapaTa, HOMEp CepHH, JlaTa BhIMycKa (IS MMMYHOOHOJIOTUYIECKUX JICKAPCTBEHHBIX
IIperapaToB), HOMEpP PETHCTPAIMOHHOTO YJIOCTOBEPEHHS, CPOK TOJHOCTH, CIIOCOO TPUMEHEHHUS,
JIO3UPOBKA WJIM KOHIEHTpalus, o0beM, aKTHUBHOCTh B €JMHUIAX JAEUCTBUS JMOO KOJMYECTBO 03 B
yIIaKOBKE, JIEKapCTBEHHAs (opMa, YCIOBUS OTITYCKa, YCIOBHS XpaHEeHHsI, IpeIyIpeuTeIbHbIe HAITUCH.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 2 cmamou 46 nacmosiueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

2. ®apmMarieBTUUYeCKUEe CYOCTaHITMU JOJDKHBI TOCTYMAaTh B OOpallleHUe, eclid Ha WX TEePBUYHOM
YIIaKOBKE XOPOIIO YATaeMbIM MIPHU(PTOM Ha PyCCKOM SI3bIKE yKa3aHbl HAMMEHOBaHHUE (hapMarieBTHIECKOM
cyoctaniuu (MeXIyHapoHOE HEMaTeHTOBAHHOE, WM TPYNIHAPOBOYHOE, WIM XUMHUECKOE U TOPrOBOE
HaMMEHOBAHMsI), HAMMEHOBAHUE MPOM3BOJAMUTEINS (hapMaIleBTUUECKON CyOCTaHI[MKM, HOMEp CEepUr M JaTa
M3TOTOBJIEHUS, KOJMYECTBO B YIAKOBKE U €IMHUIIBI U3MEPEHUSI KOJIMYECTBA, CPOK T'OJHOCTH U YCJIOBHS
XpaHEHUS.

3. JlekapcTBeHHBIE cpeJcTBa B KaueCTBE CBHIBOPOTOK JOJDKHBI TOCTYNaTh B oOpalieHue c
yKa3aHHEeM XHUBOTHOT'O, U3 KPOBH, IJIa3Mbl KPOBHU, OPraHOB U TKaHE KOTOPOTO OHU MOJIYUYEHBHI.

4. Ha BTOpruHYyIO (IOTPEOUTEIHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOTYUYCHHBIX U3 KPOBH,
IJIa3Mbl KPOBH, OPTAHOB M TKAHEH YeJIOBEKa, TOJKHA HAHOCUTHCS HaAmuCh: "AnTtutena k BUY-1, BUU-2,
K Bupycy renaruta C u MOBepXHOCTHBIN aHTHTeH BUpyca renatuta B oTtcyTcTByroT".

5. Ha  nepBuuHyr0  ymakoBKy ¥  BTOPUYHYIO (MOTpeOUTENIbCKYI0)  YITAaKOBKY
paauodapManeBTUYecKuX JIEKaPCTBEHHBIX CPEICTB JOJKEH HAHOCUTHCS 3HAK PaTUAIlMOHHON OMAacHOCTH.

6. Ha Bropuunyto (MOTpeOUTEIBCKYIO) YIIAKOBKY FOMEONATHYECKUX JICKAPCTBEHHBIX IPEIapaTtos
JI0JKHA HAHOCUTHCS Hamuch: "['oMeonaTuyueckuii”.

7. Ha BTOpMYHYIO (IOTPEOHMTENBLCKYIO) YIMAKOBKY JICKAPCTBEHHBIX PACTUTEIBHBIX IPErapaTtos
JIOJIKHA HAHOCUTBCSI HAAIUCh: " [[poTyKIus nmpoluia pagualiOHHbIH KOHTPOJIb .

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oexabps 2014 2. N429-@3 ¢ uwacme 8 cmamvu 46 nacmosueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

8. Ha mepBuunyto ymakoBky (eciau Ui 3TOTO CYIIECTBYET TEXHHYECKAas BO3MOXHOCTH) H
BTOpHYHYIO (MMOTPEOUTENBCKYIO0) YIAKOBKY JICKAPCTBEHHBIX IIperapaToB, TpeIHa3HAYCHHBIX JUIS
KJIIMHUYECKUX WCCIIEeIOBaHMH, TOKHA HAHOCUTHCS HAIAMKUCH: " 171 KITMHUYEeCKUX UCCIIeJIOBaHMN" .

9. VnakoBka JEKapCTBEHHBIX CPEJCTB, IPeJHA3HAYEHHBIX HCKIIIOUUTENIBHO ISl HKCIOpPTA,
MapKUPYETCs B COOTBETCTBUU ¢ TPEOOBAHUSMU CTPAHBI-UMIIOPTEPA.

10. Ha TtpaHcmopTHyIO Tapy, KOTopas He TMpeaHa3Ha4YeHa I MOTpeOuTeneii m B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEJICTBO, JODKHA HAHOCUThCA WH(MOpMAaNus O HAUMEHOBAHWHU, CEpUu
JIEKaPCTBEHHOTO CPEJICTBA, JarTe BBIMYCKa, KOJWYECTBE BTOPUYHBIX (MOTPEOMTENHCKUX) YIMAKOBOK
JIEKapCTBEHHOTO CpeJICTBA, MPOU3BOAUTENE JIEKAPCTBEHHOIO CPEICTBAa C YKa3aHHWEM HAWMEHOBAaHUS H
MECTOHAXOKICHHUS TPOU3BOIUTENIS JICKAPCTBEHHOTO Cpe/icTBa (aapec, B TOM YKCie cTpaHa U (KJIH) MEeCTO
MPOM3BOJICTBA JICKAPCTBEHHOTO CPEJICTBA), & TAKXKE O CPOKE TOJHOCTH JIEKAPCTBEHHOTO CPENCTBAa M 00
YCIIOBUSIX €r0 XpaHEHHUs U MEePeBO3KH, HEOOXOIUMBbIE MpelyNpeaUTeNbHbIe HAIUCH U MaHUIYJISTOPHBIE
3HAKH.

11. Ha mepBuYHYIO YIAKOBKY W BTOPHYHYIO (MMOTPEOUTENHCKYIO) YIIAKOBKY JIE€KapCTBEHHBIX
CPEICTB JUUIsi BETEPHUHAPHOTO TMPHUMEHEHHs] JODKHA HAHOCUTHCS Haamuchk. "l BeTepuHAPHOTO



NPUMEHEHHUS
12. Ha Bropuunyio (MOTpeOHMTEIBCKYIO) VIIAKOBKY JICKAPCTBEHHOIO TMpermapara HaHOCHTCS
LITPUXOBOH KOJ.
TAPAHT:

CMm. KoMMeHTapuH K cTaThe 46 HacTosimero denepanbHOTO 3aKOHA

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 6 dexabps 20112, N 409-@3 ¢ naumenosanue enasvi 9 nacmosujeco
DedepanbHo20 3aKOHA GHECEHbl USMEHEeHUsl, GCmYynaioujue 6 CuLy no ucmedenuu mpuoyamu OHell noce
OHAL 0puyuanbLHO20 0NYOIUKOSANH UL HA36ANHH020 DedepalbHO20 3aKOHA

Cm. mekcm HauMeHOBAHUSL 8 NPEObLOYWeU PedaKyuu

I'naBa 9. BBo3 jiekapcTBeHHBIX cpeacTB B Poccniickyio @enepanuio 1 BLIBO3 J1eKAPCTBEHHBIX
cpeactB u3 Poccniickoii @enepannu

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akonom om 6 dexaops 2011 2. N 409-D3 6 naumenosanue cmamvu 47 nacmosiueco
DedepanbHo20 3aKOHA GHECEHbL UMEHEHUsl, BCmYNnaloujue 8 Culy no ucmeyeHuyu mpuoyamu OHetl nocie
OHAL 0puyuanvbHo2o onyoauKosanus Ha3eanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm HAUMeHOBAHUS 8 NPeObLOYWell peoaKyuu
Crarbsa 47. Tlopsmok BBO3a JIeKapCTBEHHBIX cpelicTB B Poccmiickyro deneparnuio U BbIBO3a
JIeKapCcTBEHHBIX cpenicTB U3 Poccuiickoit deneparun

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3axonom om 6 oOexaops 20112 N409-D3 ¢ uacmv 1 cmamvu 47 nacmosiuyeco
DedepanbHo20 3aKOHA BHECEeHbl USMEHeHUs, 6CMYNalowjue 6 Culy no ucmeyeHuu mpuoyamu OHell nocie
OHAL 0puyuanvHo2o onyoauKosanus HaseanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
1. BBo3 nexkapcTBeHHBIX cpeAcTB B Poccuiickyto @enepalio OCYIIECTBISIETCS B TMOpPSIKE,
yctanoBieHHOM [IpaButensctBom Poccuiickoit  ®enepannu, B COOTBETCTBHM € TaMOKEHHBIM
3aKOHOJIaTeJILCTBOM TaMokeHHOro coro3a B pamkax EBpA3DC (mamee - TamosxeHHBIH cor03) U (WIn)
3akoHoareascTBOM Poccuiickoit denepanuu 0 TaMOKEHHOM JIelie.

Hndopmaris 06 N3MEHEHHSX:

Deoepanvrvim 3akoHom om 6 Oexabps 20112, N409-D3 ¢ uwacme 2 cmamvu 47 nacmosuje2o
DedepanbHo20 3aKOHA HECeHbl USMEHEeHUsl, GCmynaioujue 6 CuLy no ucmedenuu mpuoyamu OHell noce
OH3L 0puyUanbLHO20 0NYOIUKOSANH UL HA36ANHH020 DedepalbHO20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. Brosumeie B Poccuiickyro ®@eneparuio JiekapcTBEHHBIE CPEACTBA JOKHBI OBITH BKJIIOYECHBI B
roCyJIapCTBEHHBIN PeecTp JIEKaPCTBEHHBIX CPE/ICTB.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 6 Oexabps 20112, N409-DP3 6 uwacme 3 cmamvu 47 nacmosue2o
DedepanbHo20 3aKOHA HECEHbl USMEHEeHUsl, GCmynaioujue 6 CuLy no ucmedenuu mpuoyamu OHell nocJe
OH3L 0puyUanbLHO20 0NYOIUKOSANH UL HA36ANHH020 DedepalbHO20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

3. Homyckaetrcsi BBo3 B Poccuiickyto Denepainnio KOHKPETHON MapTUU 3apeTUCTPUPOBAHHBIX U
(nn)  He3aperHCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEJICTB, MNpPEJAHA3HAYCHHBIX U MPOBEJICHHS
KJIMHUYECKUX HCCIIeIOBAHUM JIEKAPCTBEHHBIX MPENapaToB, MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB MJII OCYIIECTBIIEHUS TOCYJApCTBEHHON pPETHUCTpPAllUU JIEKApPCTBEHHBIX IpernapaToB WM IS
OKa3aHUsl MEJUIIMHCKON MOMOINM MO XKU3HEHHBIM IMMOKAa3aHMUSIM KOHKPETHOTO MallMeHTa Ha OCHOBaHUU
paspelieHns, BBIAHHOTO YIOJHOMOYEHHBIM (hefiepallbHbIM OpraHOM HCIOJHHUTEIHHON BIACTH 110
3asIBJICHUSIM JIMII, YKa3aHHBIX B cTarhe 48 Hactosiero ®denepanpHoro 3akoHa. PaccMoTpeHue Takoro
3asBJIGHHS. M TPHUHITHE pEHIeHHs] O BblJade pa3pelieHuss Ha BBO3 KOHKPETHOW mapTuu
3aperUCTPUPOBAHHBIX M (WJIM) HE3apErHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEJCTB, MpEIHA3HAUYCHHBIX JIJIS
MPOBEJICHUS] KIMHUYECKUX MCCIIEJJOBAHUN JIEKAPCTBEHHBIX IPENapaToB, IPOBEJIEHUS HKCHEPTU3HI
JIEKApCTBEHHBIX CPEJICTB JJIsi OCYIIECTBIIEHUSI TOCYJIapCTBEHHONW PEruCTpallid JIEKapCTBEHHBIX



npenapaToB WIM JUIsl OKa3aHUsT MEIUIIMHCKON MOMOINM MO >KM3HEHHBIM I[IOKAa3aHUSM KOHKPETHOIO
nanueHTa Jinb6o 00 0TKa3ze B Bblaue YKa3aHHOTO pa3pelleHus MPOU3BOJSATCS B CPOK, HE IPEBBIIIAIOIMINN
Aty padouwnx nued. [lnaTta 3a Beiady yKa3aHHOTO pa3pelieHus He B3UMAaeTCsl.

Hudopmarys 06 NI3MEHEHUSX:

Deoepanvrviv 3axonom om 6 oOexaops 2011e. N409-D3 ¢ uacmv 4 cmamvu 47 nacmosueco
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUsL, GCMYNaloujue 8 CULY N0 UCMeYeHUuU mpuoyamu OHetll nocie
OHAL 0puyuanvbHo20 onyoauKosanus Ha3eanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
4. B Poccuiickyto ®enepaiito MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEJICTBA, KAU€CTBO KOTOPBIX
MOJITBEPIKICHO CePTU(HUKATOM TPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEJICTB, YAOCTOBEPSIFOIIAM COOTBETCTBHE
BBO3HMBIX JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSIM (apMaKOTEWHBIX cTaTel TUO0 B CIIydyae UX OTCYTCTBUS
HOPMAaTUBHOH TOKyMEHTAIUU UM HOPMATUBHOI'O JTIOKyMEHTA.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 6 oOexkabpsa 2011e. N409-@3 6 uacmv S5 cmamvu 47 nacmosweco
DedepanbHoe0 3aKOHA GHECeHbL USMEHeHUsl, 6CMYNnalowue @ Culy no ucmeyeHuyu mpuoyamu OHell nocie
OHS 0huyUanbLHO20 ONYONUK0BAHUS HA38AHH020 DedepanbHO20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
5. 3ampemaetrcs BB03 B Poccuiickyto ®enepanuio (anbcu(UIMPOBAHHBIX JIEKAPCTBEHHBIX
CPENICTB, HeI0OOPOKaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB, KOHTPA(AKTHBIX JICKAPCTBEHHBIX CPEICTB.

Hndopmaris 06 M3MEHEHHSX:

@Deoepanvrvim 3akoHom om 6 Oexabps 20112, N409-DP3 6 uwacme 6 cmamvu 47 nacmosue2o
DedepanbHo20 3aKOHA GHECeHbL USMEHeHUsl, 6CMYNnalowue @ Culy no ucmeyeHuyu mpuoyamu OHetll nocje
OHs 0huyUanbLHO20 ONYONUKO0BAHUS HA38AHH020 DedepanbHO20 3aKOHA

Cm. mekcm yacmu 6 npeovioyujeti peoaKyuu

6. danpcudunupoBaHHBIE JEKAPCTBEHHBIE CPEICTBAa, HEIOOpPOKAUYeCTBEHHBIE JIEKAPCTBEHHBIC
CpeJICTBA MOAJIEKAT UIBATUIO U TOCIEAYIOIIEMY YHUUTOXKEHHUIO UITH BbIBO3Y U3 Poccuiickoit Meneparnum,
KOHTpadaKTHbIE JIEKAPCTBEHHBIC CPEJCTBA - U3BSITHIO U MOCIEAYIONIEMY YHUUTOXKECHHIO. Y HUUTOXKCHUE
wm BbBO3 w3 Poccmiickoit ®Denmepanun  GarbCHPUIMPOBAHHBIX  JISKAPCTBEHHBIX  CPEJICTB,
HEJOOPOKAUECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB, KOHTpadaKTHBIX  JIEKAPCTBEHHBIX  CPEJICTB
OCYIIECTBIISIETCS 3a CYET JIMIA, OCYIIECTBUBIIEIO WX BBO3. [lopsiok yHHUYTOXEHUS HU3BATHIX
(banpCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEJO0OPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKApCTBEHHBIX CpeCTB ycTaHaBiuBaeTcs [IpaButenbetBoM Poccniickoit @enepannu.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 6 Oexabps 2011z, N409-DP3 ¢ uwacme 7 cmamvu 47 nacmosuje2o
DedepanbHoe0 3aKOHA GHECeHbl USMEHeHUsl, 6CmYNnalouue @ Culy no UcmeyeHuyu mpuoyamu OHetl nocie
OHs ohuyUanbLHO20 ONYONUKO0BAHUS HA38AHH020 DedepanbHO20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
7. Jluma, ocymecTtBistone BBo3 B Poccuiickyro  ®enepanuio  pambcupUInpoBaHHBIX
JIEKapCTBEHHBIX  CPEJICTB, HEIOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEJCTB, KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOKEHHBIM 3aKOHOJIATEILCTBOM
TamoskeHHOTO coro3a U (HiTH) 3aKoHO 1aTeIbcTBOM Poccuiickoit deepanvu 0 TAMOXESHHOM JIETie.

Wudopmarys 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 8 cmamvu 47 nacmoswezo
DedepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
8. BriBo3 nexapcTBeHHBIX cpencTB u3 Poccuiickoit denepanuu ocymecTBiseTcs 0€3 TPUMEHEHUS
OrpaHMYCHUH, YCTAHOBJCHHBIX TaMOXEHHBIM 3aKOHOIATEILCTBOM TaMOXeHHOro coro3a U (HITH)
3aKoHOAaTenbcTBOM Poccuiickoit @enepannut 0 rocyIapCTBEHHOM pEryJMpPOBAaHUU BHEIIHETOPTOBOM
JESITENIbHOCTH.
TAPAHT:

CM. xommeHTapuu K ctaTtbe 47 HacTosmero OenepalbHOrO 3aK0Ha

Hndopmarys 06 M3MEHEHHSX:



Deoepanvrvim 3axkonom om 6 dexkaops 2011 2. N 409-D3 ¢ cmamvio 48 nacmoswezo @PedepaibHoco
3GKOHA BHeCeHbl UBMEeHeHUsl, GCMYnaiwue 6 Culy hno ucmedeHuu mpuoyamu Owuetl nocie OHs
ouyuanvbHo20 onyoIUK08aHUsL HA38aHH020 DedepalbH020 3aKOHA

Cm. mexkcm cmamou 6 npeovioyujeti peoaxKyuu
Crarban 48. IOpumuueckue JMIa, KOTOPHIM pa3pelieH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®enepanuio

JlekapcTBeHHbIe cpenicTBa B Poccuiickyro @eepauito MOTyT BBO3UT:

1) npow3BOAMTENW JIEKAPCTBEHHBIX CPEICTB Uil Iejlell  COOCTBEHHOTO IPOW3BOJICTBA
JIEKapPCTBEHHBIX CPEJICTB;

2) WHOCTpaHHBIC pPa3pabOTUYMKK JIEKAPCTBEHHBIX CPEJICTB W HWHOCTPAHHBIC IPOU3BOIUTEIH
JIEKapCTBEHHBIX CPEJICTB WX APYrue IOpUINYECKUE JTUIA 110 MOPYUYEHHIO pa3paboTyHKa JIEKapCTBEHHOTO
CpelCcTBa MJIs MPOBEIEHUsS KIMHUYECKUX HCCIeOBAHUM JIEKapCTBEHHOTO Iperapara, OCYIIeCTBICHUS
rOCYJJApPCTBEHHOM PErucTpaIniy JIEKapCTBEHHOTO Mperapara, BKIIOUeHHs! (papMareBTHIecKoi cyOcTaHIin
B TOCYJIapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB, KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEJICTB MPHU
HAIAYAH pa3pelieHus] YIOJHOMOUYEHHOTO (eJiepalbHOT0 OpraHa HWCIONHUTENBHOW BIIACTH HA BBO3
KOHKPETHOW MapTHH JIEKaPCTBEHHBIX CPEJICTB;

3) opraHu3aIiy ONTOBON TOPTOBIIHU JIEKAPCTBEHHBIMH CPEICTBAMH;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim  3axonom om 2 wuons 2013 2. N185-@D3 6 nynkm 4 cmamou 48 nacmosiweco
DedepanvHoeo 3aK0HA 6Hecenbl usMeHenus:, ecmynaroujue 6 cuny ¢ 1 cenmsaopsa 2013 2.
Cm. mexkcm nyHkma 6 npeovloyueil peoakyuu
4) Hay4HO-UCCIIJIOBATCIILCKUE OpraHM3alud, o00pa30BaTelIbHbIC OpraHU3allii  BBICIIETO
o0Opa3oBaHMsl, MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB JUIsl pa3paboTKH, HCCIEAOBAHUU, KOHTPOJIS
0e30macHOCTH, KauyecTBa, O(P(EKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB TPH HAIWYUHM  pa3perieHus
YIIOJTHOMOYEHHOTO (pe/iepalbHOTO OpraHa UCTIOTHUTEILHON BIIACTH;

Hndopmarys 06 M3MEHEHHSX:

Qeoepanvrvim saxonom om 12 mapma 2014 2. N33-@3 ¢ nyukm 5 cmamvu 48 nacmoswezo
DeodepanbHo20 3aKOHA 6HECeHbL USMEHEHUs

Cm. mexkcm nyHkma 6 npeovloyujeil peoaKyuu
5) MeMIIMHCKIE OpraHU3alliK, HHbIC YKa3aHHbIE B ITyHKTaxX 1 - 4 HACTOSINEH cTaThbU OpraHU3aIluH
JUISL OKa3aHUs MEIUIMHCKONW TTOMOIIU 1O KU3HEHHBIM MOKA3aHUSIM KOHKPETHOTO MalleHTa Mpu HAIMYUU
paspemieHns YIOJTHOMOUYEHHOTO (heepalbHOro OopraHa WCIOJHHUTETBHOW BIACTH HA BBO3 KOHKPETHOM
MapTUH JIEKAPCTBEHHOT'O MpernapaTra, BBIJAHHOTO B YCTAaHOBIEHHOM MOpsIKe B (opMe AIEKTPOHHOTO
JIOKYMEHTA, TIOANACAHHOTO YCHIICHHON KBATH()HUIIMPOBAHHOMN 3IIEKTPOHHOM MOIITUCHIO.
TAPAHT:

CmM. koMMeHTapHH K ctaTbe 48 HacTosiero denepaabHOrO 3aKOHA

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 6 dexadps 2011 2. N 409-D3 ¢ naumenosanue cmamou 49 nacmosuezo
DedepanbH020 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAIoWUe 8 CULY N0 UCMeYeHUU Mmpuoyamu OHell nocie
OHAL 0puyuanvbHo2o onyoauKosanus HaseanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm HauMeHOBAHUSL 6 NPeObLOYWel peoaKyuu
Cratbs 49. JIokyMeHTHI, IpeJCTaBIsIeMble B TaMOXeHHBIe opranbl Poccutickoit deneparuu npu
BBO3€ JIEKapCTBEHHBIX cpelicTB B Poccuiickyro denepariuio

Hudopmarys 06 N3MEHEHMSX:

Deoepanvrvim 3axonom om 6 oOexaops 2011e. N409-D3 ¢ uacmv 1 cmamvu 49 nacmosuyeco
DedepanbHo20 3aKOHA GHECeHbl UMEeHeHUsl, GCMYNaloujue 8 CUlLy N0 UCMeYyeHuy mpuoyamu OHetll nocje
OHAL 0puyuanvbHo20 onyoauKosanus HaseanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
1. Ilpu BBO3e JeKapcTBEHHBIX cpeiAcTB B Poccuiickyto deneparuio B TaMOXXEHHBIE OpraHbI
Poccuiickoit ®enepanuu HapsiAy ¢ JOKYMEHTaMU, IPEACTABICHUE KOTOPBIX MPEYCMOTPEHO TAMOKEHHBIM
3aKOHOJIATEIbCTBOM TaMOXXeHHOTO coro3a W (Wim) 3akoHojaTebcTBOM Poccuiickoit ®emeparuu o
TaMOXXEHHOM JIeJie, IPEJICTABIISIIOTCS CIIeAYIOIMNE IOKYMEHTHI:
1) ceprudukarT NPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA, YIOCTOBEPSIONIMNA COOTBETCTBHE



BBO3UMOTO JIEKAPCTBEHHOT'0 CpeAcTBAa TpeOoBaHMSIM (papMakorneliHoil cratey JHOO0 B clydyae ee
OTCYTCTBHSI HOPMATUBHON JOKYMEHTAIIMH UM HOPMATUBHOIO JJOKYMEHTA,

2) paspelieHre YMOJHOMOYEHHOTO (eepabHOTO OpraHa HCIOJHUTEIBLHON BIACTH Ha BBO3
KOHKPETHOW NapTUU JIEKAPCTBEHHOTO CPEJCTBA B CIyyasX, YCTAHOBJIIEHHBIX dYacTbio 3 craThu 47
Hactosiero denepaibHOro 3aKoHa.

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3axonom om 6 oOexaobps 2011e. N409-D3 ¢ uacmv 2 cmamvu 49 nacmosiueco
DedepanbH020 3aKOHA 6HECeHbl USMEeHeHUsl, GCMYNaloujue 8 CULY N0 UCMeYeHUuU mpuoyamu OHell nocie
OHAL 0puyuanvHo2o onyoauKosanus HaseanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. JlokyMeHTHI, yKa3aHHble B MyHKTax 1 m 2 yactu 1 HacTosImel CTaThH, MPEJCTABISIOTCS B
TaMokeHHbIe opranbl Poccuiickoit denepanuu npu npuOBITUN JIEKAPCTBEHHBIX CpeicTB B Poccuiickyro
ODenepanuio.
TAPAHT:

CmM. koMMeHTapHH K ctaTbe 49 HacTosiero denepaabHOroO 3aKOHA

Hudopmarys 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 29 uons 2015 2. N 160-®3 6 naumenosanue cmamvu 50 nacmosueco
DedepanbHo20 3aKOHA 8HeCeHbl U3MEHEHUs.

Cm. mekcm HauMeHO8AHUSL 8 NPEObLOYWeU PedaKyuu
Crarps 50. BBo3 nekapcTBeHHBIX mpemnaparoB B Poccuiickyio ®expepanuio Ui JHYHOTO
UCIIOJBb30BAHUS M MHBIX HEKOMMEpPUYECKHX IeJIel, a TakXke JUId HCIOJIb30BAaHUS Ha
TEPPUTOPUHU MEXKTYHAPOIHOTO MEIULIMHCKOTO KlacTepa

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3axonom om 6 oOexaops 2011e. N409-d3 ¢ uacmv 1 cmamwvu 50 nacmosuwyeco
DedepanbH020 3aKOHA BHECeHbl UMEHeHUsL, GCMYNaloujue 8 CULY N0 UCMeYeHUuU mpuoyamu OHell nocje
OHAL 0puyuanvbHo2o onyoauKosanus HaseanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
1. JlexapcTBeHHbIe NpemnapaTsl MOTyT ObIThb BBe3eHBl B Poccuiickyiro ®enepanuio 6e3 ydera
TpeboBaHmit, MpeaycMoTpeHHbIX dacTsvu 1 - 4 crateu 47, ctatbsavu 48 u 49 Hactosmero deaepaibHOTO
3aKOHA, €CJIA OHU MPETHA3HAUCHBI IS

Hudopmarys 06 N3MEHEHMSX:

Deoepanvrvim s3axonom om 2 uionn 2016 2. N 163-@3 nynxm 1 yacmu 1 cmamou 50 nacmoswezco
DedepanvbHo20 U3N0JHCEH 8 HOBOU PeOaKyuU

Cm. mekcm nynkma 6 npeovloyujeil peoaKyuu

1) TUYHOTO WCIOJIB30BaHMS (PU3MUSCKUMHM JIMIIaMH, TPUOBIBIIUMU B Poccuiickyto ®enepanuto.
Ilpu »Tom BBO3 B Poccuiickyto @exaepanuio JE€KapCTBEHHBIX IpenaparoB,  COAEpKAIIUX
CHIIbHOJIeHcTBYrOIMEe ¥ (MJIM) SITOBUTBHIC BEINECTBA, BKJIIOYEHHBIE COOTBETCTBEHHO B  CITHCOK
CUJIbHOJICMCTBYIOIMX BEIIECTB JUIsSl LIEJIEH YrOJIOBHOIO 3aKoHOJaTenbcTBa Poccuiickoin @enepanuu u B
CIIMCOK SIJIOBUTHIX BEIIECTB JUJIsl I€Jedl YroJIOBHOro 3akoHojaarenbcTBa Poccuiickoit ®enepanuu,
yTBepxaeHHbIe [IpaBurensctBoM Poccuiickoin @enepannu, OCyIIECTBISETCS MPU HAIAYUU JOKYMEHTOB
(3aBepeHHBIX KOIHU# JOKYMEHTOB WJIM 3aBEPEHHBIX BBITUCOK M3 HUX), MOJTBEPXKIAIOIIMX Ha3HAYCHUE
bu3nUecKOMy JIHIy YKa3aHHBIX JICKAPCTBEHHBIX IIPENapartoB (3a HCKIIOUCHHUEM JIEKapCTBEHHBIX
rpenaparosB, 3aperucTpupoBaHHbiX B Poccuiickoit denepanuu u ormmyckaembix B Poccuiickoit deneparuu
0e3 pelenta Ha JIEKapCTBeHHBIN Tpernapar). [loaTBepxknaromue TOKyMEHThI (X 3aBepeHHbIC KOIMH WIIH
3aBEpPCHHBIC BBIMUCKA W3 HHUX) JOJ/DKHBI COJEpXaTh CBEJICHUS O HAWUMCHOBAHUM W KOJUYECTBE
HA3HAYCHHOTO JIEKAPCTBEHHOTO Ipemapara. B cioydae, ecid MOATBEPXKIAONIME JTOKYMEHTHI (KX
3aBEpPCHHBIC KOIHWH WM 3aBEPEHHBIC BBIIMCKH W3 HHUX) COCTABJICHbI HAa WHOCTPAHHOM SI3bIKE, K HHUM
IpUjIaraeTcs HOTaprualbHO 3aBEPEHHBIN IEPEBOJ] HA PYCCKHI SI3bIK;

2) WCIONB30BaHMS PaOOTHUKAMHU  JIUIUIOMATHYECKOTO  KOpIyca WM  IPEJICTABUTEIISIMUA
MEXIYHAPOHBIX OpraHu3allnii, akKpeIuTOBaHHbIX B Poccuiickoii denepainuy;

3) JNedeHUs] MACCaAXUPOB M WICHOB SKHITAXKEH TPAaHCIOPTHBIX CPEJCTB, MOE3JHBIX Opuraja u
BOAMTENEH TPaHCIOPTHBIX CPEACTB, MPUOBIBIINX B Poccuiickyio @eznepanuio;

4) neueHMsl YYaCTHUKOB MEXKYHAPOIHBIX KYJIBTYPHBIX, CIIOPTUBHBIX MEPOTIPUSITHIA U YIaCTHHKOB



MEXyHAPOIHBIX SKCIEIUIINH;
5) neyeHUs KOHKPETHBIX )HUBOTHBIX B 300MapKaX, a TaK)Ke JKUBOTHBIX, BBO3UMBIX B Poccuiickyro
®Deepalinio A y4acTsi B CHOPTUBHBIX U 3PEJIUIIHBIX MEPOIPUSITHSX;

Hudopmarys 06 NI3MEHEHUSX:

Deoepanvrviv  3axkonom om 29 wuions 2015 2. N 160-@3 uyacme 1 cmamvu 50 nacmoswezco
DeoepanbHo20 3aKOHA OONOJIHeHA NYHKMOM 6
6) HCITOJIb30BaHMSI HA TEPPUTOPHH MEKTYHAPOIHOTO MEUIIMHCKOTO KlacTepa.

Hudopmarys 06 M3MEHEHUSX:

Deoepanvrvim 3axkonom om 6 odexkabpsa 20112. N409-@3 6 uacmv 2 cmamvu 50 nmacmosweco
DedepanbHoe0 3aKOHA GHECeHbL USMEHeHUsl, GCmYNnalouue @ Culy no ucmeyeHuyu mpuoyamu OHell nocie
OHAL 0puyuanvbHo20 onyoauUKosanus Ha3eanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. B coyuasx, mpeaycMOTpEHHBIX 4acThio 1 HacTosIel cTtaThh, AomyckaeTcst BBO3 B Poccuiickyto
®denepanyio JEeKapCTBEHHBIX IPENAPATOB, HE 3apErUCTpUpOBaHHbIX B Poccuiickoit @eneparuu.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 6 Odexabps 2011z, N409-DP3 6 uwacme 3 cmamvu S0 nacmoswezo
DedepanbHoe0 3aKOHA GHECeHbL USMEHeHUsl, BCmYNnalouue @ Culy no ucmeyeHuyu mpuoyamu OHell nocie
OHs 0huyUanbLHO20 ONYONUKO0BAHUS HA38AHH020 DedepanbHO20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
3. JlexkapcTBeHHBIE TTpeiapaThl, MpeIHA3HAUYCHHBIC /I TYMaHUTApHOU IMOMOIIHU (COMEHCTBYS) UK
MIOMOIM TpU YPEe3BbIYAWHBIX CHUTyanusix, BBo3sTcs B Poccuiickyto ®enepanuio B 1OpsIKe,
yctaHoBieHHoM [IpaBurensctBoM Poccuiickoii ®enepanuu. 3anpemaercs BBo3 B Poccuiickyro
Oenepalliiio He3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENaparoB, IpeIHA3HAYCHHBIX JJIs TyMaHUTapHOR
noMoInu (CoIeHCTBYSI) WK TIOMOIIH ITPH YPE3BBIUANHBIX CUTYAIHSX.
TAPAHT:

CM. xommeHTapuu Kk ctathe S0 HacTosero denepalbHOTO 3aKOHA

Cratbs 51. CoTpytHHYECTBO (heiepallbHOTO OpraHa UCIIOTHUTEILHOUW BIIACTH, YITOJTHOMOUYESHHOTO
B 00JacTH TaMOXXEHHOTO JeNla, W APYTUX YIOJTHOMOYEHHBIX (elepalbHBIX OpraHOB
WCTIOJTHUTETHHOM BIIACTH
1. VYmonHoModYeHHBIe (QenepalibHble OpraHbl WCIOJTHUTEIHHOW BIACTH TMPEJOCTaBISIOT B
pacriopsbkeHre  eliepa’dbHOTO OpraHa HWCHOJHHUTEIBHON BJIACTH, YIOJHOMOYEHHOTO B OOJACTH
TaMOKEHHOTO JIeJia, TOCYJAapCTBEHHBI peecTp JEKAapCTBEHHBIX CPEICTB, a Takke HHPOPMAIUIO O
BBIIAHHBIX pa3pelleHUsIX Ha BBO3 KOHKPETHOW TApTHHM JIEKAPCTBEHHBIX CPEICTB B  CIIydYasX,
YCTaHOBJICHHBIX YacThiO 3 cTaThil 47 HacTosImero deneparbHOTroO 3aKOHa.

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3axonom om 6 oOexaops 2011e. N409-D3 ¢ uacmv 2 cmamvu 51 nacmosuweco
DedepanbH020 3aKOHA 8HECEeHbl UMEHeHUsL, GCMYNaloujue 8 CULY N0 UCMeYeHUuU mpuoyamu OHell nocje
OHAL 0puyuanvHo2o onyoauKosanus HaseanHo2o PedepairbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. ®OenepanbHBIl OpraH HCIOJIHUTEILHOW BIIACTH, YHOJHOMOUYEHHBIH B OOJIACTH TaMOXEHHOTO
nerna, nHPOPMUPYET yKa3aHHbIE B YacTé 1 HACTOSINEH CTAThbH YIIOJHOMOYCHHBIE (hefepaibHbIe OpraHbI
HCIIOJIHUTENBHON BIJIACTH O BBO3€ JIEKAPCTBEHHBIX CpelIcTB B Poccuiickyro @Denepanuio U BBIBO3E
JIEKapCTBEHHBIX cpencTB u3 Poccmiickoit @enepannu mo ¢popMe W B HOPSIKE, KOTOPHIE YCTAaHOBJIECHBI
[IpaButenscTBoM Poccuiickoit ®enepanuu.
TAPAHT:

CM. xomMeHTapuu K ctaThe 51 HacTosero denepaibHOTO 3aKOHA

I'naBa 10. ®apmaneBTHYECKAS NeATEILHOCTD
TAPAHT:

CMm. TocynmapctBennyro mnporpammy P®  "Pa3Butne QapmarneBTHUecKOd U MEIUIIUHCKON
npomeiieHHocTd Ha 2013 - 2020 rr., yTBepx)aeHHy0 noctaHoBienueM [lpaButensctBa PO ot 15
ampens 2014 r. N 305



Crartpa 52. OcymecTBiieHHe (papMareBTHUECKOHN NesITeTbHOCTH

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3akonom om 25 nosops 2013 2. N 317-@3 6 yacmv 1 cmamvu 52 nacmosuweco
DedepanvbHo20 3aKOHA 6HECeHbl USMEHEeHUS

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
1. ®apmaneBtuyeckas JIeATEIBHOCTh OCYIIECTBIISIETCS OpraHU3alUsMU ONTOBOH TOPrOBIIU

JIEKapCTBEHHBIMM  CPEACTBAMH,  AlTEUYHbIMU  OPraHU3alUsSIMHU,  BETEPUHAPHBIMH  ANTEYHBIMU
OpraHu3alysIMHy, VH]IMBU1y IbHBIMH MpeAIPUHIMATEISIMH, AMEOIIUMHI JIULEH3 IO Ha
(dapMalleBTHUECKYIO JESITeThbHOCTh, MEIUIUHCKUMH OpPTaHHM3alMsIMH, HWMEIOIUMHU JUIEH3UI0 Ha
(bapManeBTHYECKYIO JIeITeIbHOCTh, M WX O00OCOOJCHHBIMH MOJpa3feieHusIMA  (aMOyIaTopusIMH,
GenpaepckuMu U (eNbIIIepeKO-aKyIepCKUMU ITyHKTaMH|, IeHTpaMu (OTIeIeHHsIME) o01Iel BpaueOHOM
(ceMeitHOM) TPAKTHKM), PACIIOJIOKCHHBIMU B CEJbCKHX HACEICHHBIX IMYHKTAX, B KOTOPHIX OTCYTCTBYIOT
alTeyHble  OpraHUu3aldM, W  BETEPUHAPHBIMH  OPraHU3alMsMHM, HWMEIOIIMMM  JIMUIEH3UIO  HA
(bapMareBTHUECKYIO IeSITETHHOCTD.

TAPAHT:

CMm. Tlonoxenwe O  JIMIICH3UPOBAHWUU  (papMareBTUYECKOW  JIEATEIBHOCTH,  YTBEPXKIACHHOE
noctanoByierreM [IpaButenscTBa PO o1 22 nekadbps 2011 r. N 1081

CM. MeTo/IMYecKre yKa3aHWs MO OCYIIECTBICHHIO OpraHaMH TOCYJIapCTBEHHON BIIACTH CyOBEKTOB P®
MepeJlaHHbIX MoTHOMOoUni P® 1o muIeH3npoBaHnto (apMareBTHUSCKOMN JIeSITeTbHOCTH, YTBEPKICHHBIC
npukazom Munspascorpa3Butus Poccun ot 6 mrons 2008 r. N 263u

Wudopmarys 06 N3MEHEHWSX:

Deoepanvrvim  3akonom om 27 wons 20102. N 192-@3 wacme 2 cmamvu 52 nacmoswezo
DedepanvbHo20 3aKOHA U30HCEHA 8 HOBOU PedaKyuu

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
2. ®uspyeckwe JMIA MOTYT OCYHIECTBISTH (hapMaIleBTHUECKYIO JESTEIbHOCTh TPU HaTHYNH

BBICIIIETO WJIK CPEAHEro (apMaleBTUYecKOoro oOpa3oBaHUs U cepTH(UKATa CHEIUAINCTA, BHICIIETO HIIN
CpeIHEro BETepHHAPHOro 0Opa3oBaHMs M cepTU(UKATa CHENMAINCTA, @ TAK)KE BBICIIETO WM CPEIHETrO
MEJIHUIIMHCKOTO 00pa3oBaHusl, cepTH(HKaTa CIEeMUAINCTa W JOMOJHHUTEIBHOTO IPOo(ecCHOHATEHOTO
o0pa30oBaHMs B YaCTH PO3ZHUYHOIN TOPTOBIH JIEKAPCTBEHHBIMH MperapaTaMy MpH YCIOBHH MX pabOTHI B
000CO0OJIEHHBIX TO/Ipa3/IeNIEHUSIX METMIIMHCKUX OpraHu3alui, yKa3aHHbIX B uacTh 1 HacTosIe craThu.

TAPAHT:

CM. KOMMEHTapHH K cTaThe 52 HacTosmiero denepaibHOro 3aKkoHa

Wudopmarys 06 N3MEHEHUSX:
Cmamuws 53 usmenena c 1 aueapsa 2018 2. - @eoepanvruiii 3axon om 29 urons 2017 2. N 278-D3

Cm. npedvbloywyio peoaxkyuio
Cratba 53. Ilponaxa, mepenaya JeKapcTBEHHBIX CPEJICTB OpPraHU3AIMSIMH ONTOBOH TOProBIU
JIeKapCTBEHHBIMU CPEACTBAMHU

1. Opranusanuu ONTOBON TOPTOBIIN JIEKAPCTBEHHBIMH CPEJICTBAMH MOTYT OCYIIECTBISTH POIAXKY
JICKapCTBEHHBIX CPEACTB WM TepefaBaTh WX B YCTAHOBJICHHOM 3aKOHOJATENhCTBOM Poccuiickoit
Denepanuu NOPSIAKE:

1) npyrum opraHu3aiusiM OIITOBOM TOPTOBIIU JIEKAPCTBEHHBIMH CPEJICTBAMH;

2) MPOM3BOUTEIISIM JICKAPCTBEHHBIX CPEJICTB IS IIeJIel TIPOU3BOJICTBA JIEKAPCTBECHHBIX CPE/ICTB;

3) anTeYHBIM OpraHU3aNUsIM ¥ BETEPUHAPHBIM alTCUHBIM OpPraHU3aIHsIM;

4) Hay4YHO-HCCIIEIOBATEILCKUM OPTaHU3aIUAM [UIs HAyYHO-HCCIIE0BATEIbCKOM PaboTHI;

5) WHAUBUIYAIbHBIM MPEANPUHAMATEISIM, HMMEIOIIMM JIMICH3WIO Ha (apMaleBTUYeCKYIO
JESITENIbHOCTD WU JIMLEH3UIO Ha MEUIIMHCKYIO JIeSTEIbHOCTD,

6) MEUIIMHCKAM OpTraHU3allisIM, BETCPUHAPHBIM OpraHU3allHsIM;

7) opraHu3aiusM, OCyIIECTBIISIONIMM pa3BeIcHUe, BRIPAIIUBAHKUE M COJICPKAHIE KUBOTHBIX.

2. Opranmzaiiud  ONTOBOW TOPTOBIU JIEKAPCTBEHHBIMU CPEJICTBAMHU  OOS3aHBI  XPAHUTH
3aKyIUICHHYIO ()apMalleBTHYECKYI0 CYOCTaHIMIO CIIHPTa ATUJIOBOrO (dTaHOJA), OCYIIECTBIATH €€
peanmu3aluio Wik Nepefadyy B YCTAHOBJIEHHOM 3aKoHOJaTelbcTBOM Poccuiickoit @eneparuu mopsiake
OpraHu3aIysaM, yKazaHHbIM B myHkTax 1 - 7 gactu 1 HacTosimel craTed, B Tape oObeMoMm He Oosee 1



JUTPA.
TAPAHT:

CM. koMMeHTapuu K cTaThe 53 HacTosero denepaibHOTO 3aK0Ha

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 ¢ cmamvio 54 nacmosieco @edepanvroco
3aKOHA 6HeceHbl usmenenus, gcmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm cmamou 6 npeovioyujeti peoaxKyuu
Cratbs 54. [IpaBuna onToBoi TOProBIH JIEKAPCTBEHHBIMU CPEJICTBAMU
OnroBass  TOpProBiisl  JIEKAPCTBEHHBIMU  CPEJICTBAMH  OCYIIECTBIISIETCS  IIPOU3BOJIUTEISIMU
JIEKAPCTBEHHBIX CPEJICTB W OpraHU3alusM{d ONTOBOH TOProBJIM JIEKAPCTBEHHBIMU CPEACTBAMH IIO
IpaBwiaM HaJJIexaled JUCTPUOBIOTOPCKOM MPaKTUKK ¥ MpaBUIaM HaJIeKaIlel MPaKTUKH XpaHEeHUs U
MEPEeBO3KM JIEKAPCTBEHHBIX IIPENapaToB, YTBEPXKIEHHBIM COOTBETCTBYIOUIMMH YIOJIHOMOYEHHBIMU
(benepatbHBIMU OpraHAMH UCTIOJIHUTETHHON BIACTH.
TAPAHT:

O06 0ocoOeHHOCTSIX MPOJaXH JIEKAPCTBEHHBIX MPENaparoB U U3JEIUA METUIIMHCKOTO HA3HAYEHHUS CM.
nocranoBienue [IpasutenscrBa PO ot 19 suBaps 1998 r. N 55

CM. KoMMeHTapuu K ctaTbe 54 HacTosero deaepabHOTO 3aKOHA

Cratbs 55. [lopsgok po3HHUHOM TOProBiK JeKapCTBEHHBIMU MpenapaTaMu

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 1 cmamou 55 nacmosweco
DedepanvHo2o 3aK0HA 6Hecenbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

1. Po3HuyHas TOProBjsl JIEKAPCTBEHHBIMU IIperapaTaMd B KOJMYECTBAaX, HEOOXOIAMMBIX ISt
BBITOJTHEHUST BpaueOHBIX ((enbAImepCcKux) Ha3HAYCHUN WM Ha3HAYCHUH CIEIHAIMCTOB B OO0JIACTH
BETEPUHAPUHU,  OCYIIECTBISICTCS  AlTEeUHLIMM  OpraHu3alusMM,  BETEpUHAPHBIMH  alTEYHBIMU
OpraHu3aIusIMHu, VHIUBUTy AIbHBIMU peanpUHIMATESIMH, UMEIOIIUMHI JUIEH3UIO Ha
(bapMareBTHUECKYI0 JESTeIbHOCTh, MEIUIIMHCKAMH OpPTaHMW3alUsIMH, HWMCIOIMUMH JIMIEH3UIO0 Ha
(bapMareBTHUECKYI0 JCSTEIbHOCTh, M WX 00O0COOJICHHBIMHU MOjpa3ieicHUsIMU (aMOyJIaTOPHSIMH,
GbenpamepckuMu 1 (GesbIIepeKo-aKyepcKUMH IIyHKTaM |, [IEHTpaMu (OTIeIeHusIME) 001Iel BpaueOHOM
(cemeiiHO#) TIPAaKTUKHU), PACHOJIOXKECHHBIMUA B CEJIBCKHX HACEJICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble  OpraHW3allid, ¥  BETEPUHAPHBIMH  OpraHU3alUsSIMH, HUMEIOUIMMH  JIUMIEH3UI0  Ha
(apmalleBTHUECKYIO JIeITehHOCTh. Pa3pemeHa po3HWYHAsS TOPTOBISI TOJBKO JIEKAPCTBEHHBIMU
npernapaTamu, 3aperucTpupoBaHHbIMU B Poccuiickoit ®Denepany WM U3TOTOBJICHHBIMU AalTEYHBIMU
OpraHu3aIusIMu, BETEpUHAPHBIMU anTeYHbIMU OpraHu3aIusIMu, WHIMBUyaTbHBIMHU
NpeIIPUHUMATESIMA, HWMEIOIUMH JIMIIEH3WI0 Ha (QapMareBTUYECKYIO JIeSATENbHOCTh. Po3HHYHAS
TOPrOBJIsl JIEKAPCTBEHHBIMHU IMIpenaparaMu OCYIIECTBIISIETCS MO IpaBuiiaM HaAJexalled anTedHon
MIPAKTHKH, YTBEPXKICHHBIM YIIOJIHOMOYEHHBIM (peIepaTbHbIM OPraHOM HCIIOTHATEIFHON BIIACTH.

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N317-D3 6 uacme 2 cmamvu 55 nacmosiweco
DedepanbHo20 3aKOHA 6HeCeHbL USMEHEHUs

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

2. Bujibl anTeuHBIX OpraHM3alii M TpaBuiia OTIyCKa JIEKAPCTBEHHBIX IpenaparoB IS
MEJIMIIUHCKOTO TPUMEHEHHUS aNTeYHbIMA OpPraHU3alUsIMU, HHAWUBUIYAJTbHBIMU MPEANpPUHUMATEISIMHA,
MMEIOIIAMU JIMIICH3UIO Ha (papMareBTHIECKYIO JesITeTbHOCTD, a TAK)KE MTPABMIIA OTIYCKa JIEKApCTBEHHBIX
npenapaToB ISl MEJUIIUHCKOTO TPUMEHEHUSI MEUIIMHCKUMH OpraHU3alMsIMU, UMEIOIINMH JTUIEH3UIO Ha
(bapManeBTHYECKYIO JIeITeIbHOCTh, M WX O00OCOOJCHHBIMH MOJpa3zeieHusIME  (aMOyIaTopusIMy,
GenpaepckuMu U (eNbIIIepCKO-aKyIepCKUMU ITyHKTaMH|, IIeHTpaMu (OTIeIeHUsIME) o01Iel BpaueOHOM
(ceMeitHOM) TPAKTHKM), PACIIOJIOKCHHBIMU B CEJIbCKHX HACEICHHBIX IYHKTAX, B KOTOPHIX OTCYTCTBYIOT
anTedHble OpraHM3alliy, YTBEPXKIAIOTCS YHOJHOMOYEHHBIM (e/lepabHBIM OpPraHOM HCIOJHUTETHHON
BIIACTH.

Hndopmarys 06 M3MEHEHHSX:



Deoepanvrviv  3axornom om 3 utons 20162. N305-@3 6 uwacme 3 cmamvu 55 nacmosweco
DedepanvbHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

3. [IpaBuna oTmycka HAPKOTHYECKHUX CPEACTB U MCUXOTPOIHBIX BEIIECTB, 3aPETUCTPHUPOBAHHBIX B
Ka4ecTBe JIEKapCTBEHHBIX IIPENapaTroB, JIEKAPCTBEHHBIX IIPENAPATOB, COJEPXKAIIUX HAPKOTUYECKUE
CpeliICTBA M TICUXOTPOITHBIE BEIIECTBA, YTBEPXKIAIOTCS YHMOJHOMOYEHHBIM (efepaibHbIM OpPraHOM
WCTIOJTHUTEIFHOM BJACTH 110 COTJIACOBAaHHMIO C (pelepanbHBIM OpPraHOM HCIIOJHHUTEIBHOW BJIACTH,
YIIOJTHOMOYEHHBIM B cpepe BHYTPEHHUX JIe.

4. JlekapcTBeHHBIE TMpenaparbl Uil BETEPUHAPHOTO MPUMEHEHHUs IOJUIekaT OTILYyCKY
BETEPUHAPHBIMU AaNTEYHBIMU OpraHU3alUsMH, BETEPUHAPHBIMU OPraHU3ALMUSMH, HWHIUBHUIYaJIbHBIMHU
MpeIIPUHAMATEISIMA, UMEIOIAMH JIUTIIEH3UIO Ha (papManeBTHYeCKYIO JesTebHOCTh. [IpaBuia oTirycka
JIEKapCTBEHHBIX IIPENaparoB JUIsi BETEPUHAPHOIO IPUMEHEHUS YTBEPXKIAIOTCS YIOJIHOMOYEHHBIM
(enepaTbHBIM OPraHOM HCIIOTHATEIEHOW BIIACTH.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N317-@3 6 uacme 5 cmamvu 55 nacmosiweco
DeoepanibH020 3aKOHA 6HECeHbl USMEHEHUs

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

5. llepeueHb MEIMIMHCKUX OpTraHW3aIlMii, WMEIOIUX IHUIEH3WI0 Ha (apMaleBTHUECKYIO
JNESATeIBHOCTh, W  HMX  000COOJIEHHBIX  MmojpasjeieHuit  (amOymaTopwii,  (QeNbaIIepCcKuX |
(enpaIepeKo-aKyepcKux MyHKTOB, IIEHTPoB (OTaeneHuit) oOleii BpaueOHOM (CeMeiHOM) MpaKTHKH),
PaCIOJIO)KEHHBIX B CEJIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OpraHU3aliy, a
TaKXe IMEePeYeHb JIGKAPCTBEHHBIX TpenapaToB (3a MCKIOYCHHUEM HAPKOTUYECKHUX JIEKAPCTBEHHBIX
penapaToB M MCHUXOTPOINHBIX JICKAPCTBEHHBIX MPEMaparoB), MPoaaxa KOTOPhIX MOXKET OCYIIECTBISTHCS
YKa3aHHBIMH OPTraHM3alisIMH U UX O00O0COOIEHHBIMU MOpa3/IeJICHUsIMH, YCTAaHABIUBAIOTCS OpraHaMu
WCTIOTHUTEHHOU BlIacTh cyOBbekTOB Poccuiickoit denepanun.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim  3akonom om 25 mnosops 2013 e. N 317-@3 uyacme 6 cmamvu 55 nacmosiwyeco
DedepanbH020 3aKOHA U3LOANCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
6. AnTeuHble OpraHu3allid, WHAWBUJyaJbHBIE MpeANpUHUMATENH, HMEIOIIUe JIUIEH3UI0 Ha
(dapMalleBTHUECKYIO  JIeSTEIBHOCTh, O00s3aHbl  o0ecrieunBaTh  yTBepXKIeHHBIH [IpaBuTENnbcTBOM
Poccwuiickoit @eneparuu 1 GopMUPYEMBId B YCTAHOBIIEHHOM WM TTOPS/IKE MAHAMAIBHBIA acCOPTUMEHT
JIEKapCTBEHHBIX MPernapaToB, HEOOXOIUMBIX JJIs OKa3aHUs MEIUIIMHCKON TTOMOIIIH.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-P3 6 yacmv 1 cmamvu 55 nacmosueco
DedepanvbHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

/. ArnTeuHble OpraHu3alll¥, WHAWBUAYaJIbHbIE NPEINPUHUMATENN, HMEIOIIUE JHUIEH3UIO0 Ha
(apMareBTHUECKYIO JIeATEIBHOCTD, HAPSTy C JIEKAPCTBEHHBIMH ITperapaTaMyi UMEIOT IPaBo MPHOOpETaTh
¥ TpOoJaBaTh MEJWIMHCKHE W3JENus, Ne3NMHPHUIHUPYIOMUE CPeACTBa, MPEeIMEThl M CPEACTBA JTUYHON
TUTHEHBI, TOCYAY JUIsI MEIWIMHCKUX LeNIed, NMPeaMEThl U CPEICTBA, IpEeJIHA3HAYEHHBbIE Uil yXOJa 3a
OOJIbHBIMU, HOBOPOKJIEHHBIMU M J€ThbMHU, HE JOCTUTIIMMHU BO3pacTa TpeX JIeT, OYKOBYIO ONTUKY H
CpeJICTBa yXOJa 3a Hel, MUHepaIbHbIE BOJIbI, TPOAYKTHI JIEYEOHOTO, JETCKOTO U JUETHUYECKOTO MUTaHuS,
OMOJIOTUYECKN aKTUBHBIE J00aBKH, MappiOMepHble M KOCMETHYECKHE CpEICTBa, MEAWIMHCKHE U
CaHUTApPHO-TIPOCBETUTEIbHBIE NT€YaTHBIE W3/IaHuUs, [IpeIHa3HAUYEeHHBIE JIJIS [IpOIaral/ibl 3I0poBOro odpasa
JKUA3HU.

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim  3akonom om 13 wwona 20152, N 262-P3 6 uwacme 8 cmamwvu 55 nacmosueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 aneapsa 2016 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
8. JlesTenpHOCTh anTeuHbIX opranusanuii Boopyxennbix Cun Poccuiickoit deneparuu, Ipyrux
BOMCK, BOMHCKUX (DOPMHUPOBAHHI U OPraHOB, B KOTOPBIX 3aKOHOJaTenbCcTBOM Poccuiickoit deneparuu
MPEIYCMOTPEHO TPOXOXKJICHWE BOCHHON CIYKOBI Wi (efepalbHOH TOCYIApCTBEHHON CITYIKOBI,
CBSI3aHHOM C TMPAaBOOXPAHUTEIHHON JEsTENbHOCTBIO, pErjlaMeHTHUpYyeTcsl HacTosmmMm DeaepanbHbIM



3aKOHOM " YTBCPIKJICHHBIMU COOTBCTCTBYIOUIUMU (I)C,Z[epaHBHBIMI/I opraHamMu HCIIOJIHUTENHLHON BIACTH
TTOJIOKCHHUAMU. KOHTpOHB 3a CO6J'IIO,Z[€HH€M YKa3aHHBIMHU aIllTCYHBIMU OpTraHHu3alusIMNU MOJOKEHU N
HaCTOAIICTO (DCI[CPEUIBHOFO 3aKOHa OCYHICCTBIILACTCA COOTBCTCTBYIOIIUMU (I)C,Z[epaHBHBIMI/I opraHamMu
HMCIOJHUTEIBHOM BJIACTH.

APAHT:

CM. KOMMeHTapuu K ctaTbe 55 HacTosIero deaepabHOTO 3aKOHA

CraTbs 56. M3rotoBienne u OTIIyCK JIEKAPCTBEHHBIX IIperapaToB
TAPAHT:

Cm. Enuwneie mnpaBuiaa o(OpPMIICHHS JIEKapCTB, IPHUTOTOBISEMBIX B aNTCUYHBIX YUPEIKIACHHUIX
(mpeanpusATHIX) pa3IuUYHBIX GOPM COOCTBEHHOCTH, YTBEPIKIACHHBIE MHUHHUCTEPCTBOM 3IPaBOOXPAHCHHS
P® ot 24 urong 1997 r.

1. MsroroBieHue JIEKapCTBEHHBIX MPENApaTOB AaNTEUHBIMU OpraHu3alUsIMH, BeT€pUHAPHBIMU
anTEeYHBIMH OPTaHU3AIUsIMH, WHIUBUIYAIbHBIMUA MPEANMPUHUMATEIISIMA, WMCEIOIIMMH JIAIICH3UIO0 Ha
(hapMaIeBTHUECKYIO JIeATeIhHOCTh, OCYIIECTBISIETCS O pelenTaM Ha JIeKapCTBEHHBIE Ipernaparsbl, MO
TpeOOBaHUSIM MEIUIIMHCKUX OpraHU3allMii, BETEPUHAPHBIX OpraHU3alllid B COOTBETCTBHHU C IPABUIIAMU
W3TOTOBJIEHUSI W  OTHYyCKa JIGKAPCTBEHHBIX  MPENapaToB, YTBEPKJIECHHBIMU  YIOJHOMOYEHHBIM
(denepaabHBIM OPraHOM UCTIIOJHUTEIIHHOM BJIACTH.

2. [Ipu M3roToBICHUN JIEKAPCTBEHHBIX MpPENapaToB anTeYHbIMUA OPTaHU3AIUSIMHU, BeTEPUHAPHBIMU
anTeYHBIMA  OPTaHU3aAIMsIMUA, WHIUBAIYATbHBIMUA MPEANMPUHUMATEIISIMA, WMCIOIMIMMH JIUICH3UIO0 Ha
(apMalleBTHUECKYIO JeSTeIbHOCTh, HCIOJB3YIOTCS (papmarieBTHUecKre CyOCTaHIIUM, BKIIOYCHHBIE
COOTBETCTBEHHO B T'OCYJAPCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX CPEACTB JIJI MEAUITUHCKOTO MPUMEHEHUS 1
rOCYJapCTBEHHBIN peecTp JIEKApPCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOIO MPUMEHEHUS B YCTAHOBJIEHHOM
nopsiake. He pomyckaeTcss M3rOTOBJIGHHWE AalTEUYHBIMU OpPraHU3aIUsSMH, BETEPUHAPHBIMH AITCUYHBIMU

OpraHu3aIsIMH, VHUBUIYTbHBIMU MpeanpuHIMATENSIMHU, UMEIOIITIMHI 1200 (86320 0) Ha
(bapMareBTHUECKYIO JesITeTFHOCTh, JIEKAPCTBEHHBIX IpenapaToB, 3aperHCTPUPOBaHHBIX B Poccuiickoif
Odenepanuu.

3. MapkupoBka JIEKapCTBEHHBIX IIPENaparoB, HW3TOTOBIEHHBIX AalTEYHbIMU OpraHU3alUsIMHU,
BETCPUHAPHBIMU alTEYHbIMU OPraHU3alUsIMM, WHIAUBUAYAJIbHBIMU IIPEANPUHUMATEISAMUA, HUMEIOIIUMU
JWIEH3UI0 Ha (papManeBTUYECKyl0 MAeATeNbHOCTh, M O(GOpMIIEHHE TaKHX IPErnapaToB JIOJDKHBI
COOTBETCTBOBATH IIpaBUJIaM, YKa3aHHBIM B uacTh 1 HacTosIIEH cTaThby.

4. AnrteuHble OpraHu3alliy, BETEPUHAPHBIC AalTEYHblE OPraHU3ALUHU, WHIUBUyaJIbHbIE
IpeaIpUHUMATEIH, UMEIOIIHe JIULIEH3UI0 Ha (papMaIleBTHUECKYIO JesTeIbHOCTh, HECYT OTBETCTBEHHOCTD
3a HecOONIO/IEHHE MpaBHJI HU3TOTOBJIEHHMS] M OTIYCKa JIEKAPCTBEHHBIX IPENapaTroB B COOTBETCTBUH C
3akoHoaTenbcTBOM Poccuiickoit denepanun.

TAPAHT:

CM. KOMMEHTapHH K cTaThe 56 HacTosmero ®enepaibHOro 3aKkoHa

Cratest  57. 3ampemenune mnpojaxu  (GalbCHPHUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEJICTB,
HEJIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTpa(aKTHBIX JIEKApPCTBEHHBIX
Cpe/cTB
[Ipogaxxa  danbcuuIIpPOBaHHBIX JIeKapCTBEHHBIX CPEJICTB, HEJ00POKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aIPEIIaeTCsl.
TAPAHT:

CM. KOMMEHTapuu K ctaTbe 57 HacTosero deaepabHOTO 3aKOHA

Cratbs 58. XpaHneHue eKapCcTBEHHBIX CPEICTB

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3axornom om 22 oxkmsaops 2014 2. N 313-@3 6 uacmv 1 cmamvu 58 nacmosuwyeco
DedepanbH020 3aKOHA 6HECeHbl USMEeHeHUsL, GCMYNaloujue 8 CUlLy N0 UCMeYyeHuy mpuoyamu OHetll nocje
OHsL 0puyUANLHO20 ONYOIUKOSANHUS HA36AHH020 DedepanlbHo20 3aKOHA

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
1. Xpanenue JIEKapCTBEHHBIX CPEACTB OCYLIECTBISIETCS MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
CPEJICTB, OpraHU3aIUSIMHU OIITOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMM, alITEYHBIMU OpraHU3alUsIMHU,



BETEpUHAPHBIMU aANTEYHbIMU OPTraHU3aLUSIMH, WHAUBUAYAIbHBIMU HPEANPUHUMATENSIMA, UMEIOIIUMU
JUIEH3WI0 Ha (apMareBTUYeCKyIO JesITeIbHOCTh WM JIMIEH3WI0 Ha MEIUIMHCKYIO JeSTeIbHOCTD,
MEJIMIIMHCKUMU  OpraHu3alldsMH, BETEPUHAPHBIMH OpPraHU3aIMsIMA UM UHBIMH  OpraHHU3alusiMH,
OCYIIECTBIISIOMUME OOpaIleHne JIeKapCTBEHHBIX CPEICTB. XPaHCHHE JIEKAPCTBEHHBIX CPENICTB IS
BETEPUHAPHOTO TMPUMEHEHHs] OpPraHU3AlMSIMU W WHAUBUAYAJIbHBIMHU MpEeANpPUHUMATENIIMA B CIIydasX,
€CJI OHHM HCIOJIB3YIOTCS HCKIIOYUTEIBHO TPU Pa3BEACHUH, BHIPAIMBAHUH, COJCPKAHUU W JICUCHUU
JKUBOTHBIX, MOKET OCYIIECTBISTHCS 0€3 MOTydeH s TUIEH3UN Ha apMaIieBTUIECKYIO JIeATEeTHHOCTb.

2. llpaBmia XpaHeHUsS JIGKAPCTBEHHBIX CPEJACTB  YTBEPXKTAIOTCS  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOTHUTEIHLHON BIIACTH.

3. XpaHeHHe HAPKOTUUYECKUX JIEKAPCTBEHHBIX CPEJICTB, MICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJICTB,
pannodapMaleBTUUECKUX  JIEKAPCTBEHHBIX  CPEJICTB  OCYIIECTBISETCSI B COOTBETCTBHH  C
3aKoHoJiaTebcTBOM Poccniickoit denepanmm.

TAPAHT:

O Mepax 1o yIydIlIeHHIO y4eTa, XpaHCHHs, BHITHCHIBAHUS M UCIIOJIb30BaHUSI HAPKOTHUYECKUX CPEJICTB U
MICUXOTPOIHBIX BEIIECTB cM. Ipuka3 Munzapasa P® ot 12 nos6ps 1997 r. N 330

CM. KoMMeHTapuu K cTaThe 58 HacTosero denepalbHOTO 3aKOHa

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 25 oexabps 2012 2. N 262-D3 enasa 10 nacmosiyeco Pedepanvroco 3akona
oononnena cmamveti 58.1, ecmynaroweil 6 cuny no ucmevenuu cma 60CbMudecamMu OHell nocie OwHs
ouyuanvHo2o onyobauKoeanus HazeanHo2o PedepaibHO20 3aKOHA
Cratea 58.1. IlpeaqMeTHO-KOIMYECTBEHHBIA YUeT JICKQPCTBEHHBIX CPEACTB JUISI MEAUIIMHCKOTO
MIPUMEHEHUS
1. TlepeueHb JEKApCTBEHHBIX CPEJACTB JUISI MEIUIMHCKOTO TMPUMEHEHHS, IOJJIeIKAIIX
MPEIMETHO-KOJTMUECTBEHHOMY ~ YYeTy, YTBEpXKIAaeTcsl YIOJHOMOYEHHBIM (pelepasbHbIM — OpraHoOM
WCIIOJIHUTETHHON BJIACTH.

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrviv 3akonom om 3 utons 2016 2. N 305-@P3 6 uwacme 2 cmamvu 58.1 nacmosuweco
DedepanvbHo20 3aKOHA 6HECeHbl USMEHEeHUS

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

2. Ilopsi1oK BKIIFOUEHUS JIEKAPCTBEHHBIX CPEJCTB JJII MEIUIIMHCKOTO TMPHUMEHEHHUS B TepeveHb
JIEKAPCTBEHHBIX CPEJICTB U1l MEAUIMHCKOIO MPUMEHEHHs, MOUICKAUX MPEIMETHO-KOJIMYECTBEHHOMY
yueTy, YCTaHABIIMBAETCS YIOJTHOMOYEHHBIM (QelepalibHbIM OpPraHOM HCHOJHUTENBLHOW BJIACTH TIO
COTJIACOBAaHUIO ¢ (efepalbHBIM OpPraHOM HCIIOJIHUTENFHOW BIIACTH, YIOJHOMOUYEHHBIM B cdepe
BHYTPEHHUX JE.

3. IIpeaMeTHO-KOIMYECTBEHHBIA yUEeT JIEKapCTBEHHBIX CPEJICTB JJISi MEIUIIUHCKOTO NMPUMEHEHHS
BEAYT HIPOU3BOJMUTENM JIEKAPCTBEHHBIX CPEJICTB, OPraHU3AllMUd OITOBOM TOPIOBJIM JIEKAPCTBEHHBIMU
CpelcTBaMH, anTeyHble OpraHU3allvM, WHAWBUIAYaJbHbIE IPEANPUHUMATENN, WMEIONIUE JIUICH3UIO Ha
(hapMaIeBTHUECKYIO JIESTEIBHOCTh WM JIUIEH3UI0O HAa MEIUIIMHCKYIO JesTebHOCTh, U MEIUIIUHCKUE
OpraHu3aIiy, OCYIIECTBIISIIONINE 00paleHle JIEKAPCTBEHHBIX CPEJCTB Il METUIIMHCKOTO ITPUMEHEHUS,
IyTEM PETUCTpAIUU JIOOBIX CBS3aHHBIX C WX OOpallleHHeM omepalui, Mpu KOTOPHIX H3MEHSIETCS HX
KOJINYECTBO U (MJIM) COCTOSIHUE, B CIICIMAbHBIX JKYPHAIAX ydeTa OIepallii, CBI3aHHBIX ¢ OOpaIieHHeM
JICKApCTBEHHBIX CPEJCTB I MEIUITHHCKOTO TIPUMEHEHUS (1aliee - CrielualbHbIe XKYPHAJIbBI).

4. llpaBuiia perucTpaluu olepaluii, CBI3aHHBIX C OOpallleHueM JIEKAPCTBEHHBIX CPEICTB IS
MEIMIMHCKOTO IPUMEHEHUS, BKJIIOUECHHBIX B IMEPEUYEHBb JIEKAPCTBEHHBIX CPEICTB IS MEIULIMHCKOIO
IIPUMEHEHHUS], TOUIEXKAIINX MTPEMETHO-KOJIMYECTBEHHOMY y4Y€Ty, B CIEIUAIbHBIX XypHAJIAX W I[PaBUIIA
BEJICHUS] U XPaHEHUsI CHEIIHATBHBIX KYyPHAIOB YTBEPXKIAIOTCS YIOJTHOMOYEHHBIM (peiepalbHBIM OpraHOM
HCIIOJTHUTEBHON BIIACTH.

5. KoHTposnp 3a coOirofieHMeM MpaBHJI PErHCTpalliy OIEepaluif, CBS3aHHBIX C OOpalleHHueM
JIEKAPCTBEHHBIX CPEJICTB JUISI MEJUIMHCKOIO NPHMEHEHMS, BKIIIOYEHHBIX B IIEPEUYEHb JIEKAPCTBEHHBIX
CPEACTB Uil MEIULIMHCKOIO TNPUMEHEHHMS, MOMIEKAIMUX IPEAMETHO-KOJINUYECTBEHHOMY YueTy, B
CHEIMAIbHBIX KYpHAJlaX, a TaKXkKe 3a COOJII0/IEHUEM IIPaBUJI BEJACHUS U XPAHEHUS CIEIMAIbHBIX KYPHAJIOB
BO3JIaraeTcss Ha YIOJHOMOYEHHBIE (efepaabHble OpraHbl HCIOJHUTEIHHOW BJIACTH H  OpPTaHbI
WCIIOJIHUTENBHON BHacTH cyObekToB Poccuiickoit ®denepanuu, OCYMIECTBISIIOMINE JUIEH3UPOBAHNE
MPOU3BOJICTBA  JIEKAPCTBEHHBIX  CPEACTB, (apMalleBTHUECKON  JEATENHbHOCTH W MEIUIIMHCKOU



ACATCIIbBHOCTH, U OCYHICCTBIIACTCA B paMKaX JIMICH3WOHHOT'O KOHTPOJIA.
CAPAHT:

CM. AJIMUHHCTPATHBHBIA perjaMeHT HcHoJHeHHsS DemepanbHOM Ccayk00i mo Hag3opy B cdepe
3IpaBOOXPAHEHUS] TOCYJAPCTBEHHON (YHKIHMH 1O OCYIIECTBICHUIO JIMIIEH3UOHHOTO KOHTPOJIS
(dapMaleBTHUECKON MeATeThHOCTH, YTBEpPXKIEHHBIM mpukazoM MunznpaBa Poccuun ot 1 ceHTsI0ps
2017 r. N 5851

CM. xommeHTapuu K ctaThe 58.1 Hactosero degepaibHOro 3aKOHA

I'naBa 11. YHu4YTOXKEHHUE JIEKAPCTBEHHBIX CPEICTB

Cratbs 59. OcHOBaHUS U TTOPSIIOK YHUUTOKEHHUSI JIEKAPCTBEHHBIX CPEJICTB

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 6 uacmv 1 cmamvu 59 nacmosweco
DedepanvHoeo 3aKoHa 6Hecenbl usmeHenus:, ecmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
1. HenoOpoxadecTBeHHBIE JIEKApPCTBEHHBIE CPENCTBA, (ambcuuIupoBaHHBIE JIEKAPCTBEHHBIE
CpelCTBAa TOJJIeKAT U3BATUIO U3 OOpalleHus W YHUUYTOXKEHUIO B TMOpSJIKEe, YCTAaHOBICHHOM
[IpaButensctBoM Poccuiickoit @enepannu. OcHOBaHUEM Ul YHUUTOXKEHHsS JIEKQPCTBEHHBIX CPEJICTB
SIBJIIETCSL PELICHUE BIIAJIENblIa JIEKAPCTBEHHBIX CPEACTB, PELIEHHE COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO
(enepaTbHOTO OpraHa HCIOTHUTEIHHOMN BIACTH WM PEIICHUE Cy/a.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 2 cmamvu 59 nacmoswezo
DedepanvHoeo 3aKoHa 6Hecenvl usmenenus:, ecmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

2. KonTpadakTHele TekapcTBEeHHBIE CPEJICTBA MOAJIEKAT UIBATHIO U3 OOpaIlleHUS U YHHUTOKEHHUIO
o pemieHuto cyna. [lopsiox yHHUTOXEeHHsT KOHTpa(aKTHBIX JIEKApPCTBEHHBIX CPEJICTB yCTAaHABINBACTCS
[IpaButenscTBoM Poccuiickoit ®enepanuu.

3. Pacxompl, cBs3aHHBIE C YHHYTOKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB,
HEJ0OpOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, (albCU(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
BO3MEIIAOTCS UX BIIAJEIIBLEM.

4. Brnanerner| JIeKapcTBEHHBIX CPEJICTB JIOJDKEH MPEJCTaBUTh B YIOJHOMOYCHHBIH (eepanbHbIH
OpraH HCIOJHUTEIFHONW BJIACTH JTOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIEHHOM IIOPSJIKE €ro KOIHIO,
MOITBEPIKAAIONTHE (DAaKT YHUUTOKEHUS JIEKAPCTBEHHBIX CPEJICTB.

5. CoOTBETCTBYIOUIMH YINOJHOMOUYEHHBIH (hefiepaibHblid OpraH HCIOJHUTENLHOW BJACTH,
NPUHSBIIMKM peleHne 00 YHUYTOKEHUHM JIEKApCTBEHHBIX CPEJCTB, OCYLIECTBIISIET KOHTPOJIb 3a HX
YHUUYTOKECHUEM.

6. VYHHUYTOXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOJUTCS OpraHU3alUsSIMU, HMEIOIINMHU
COOTBETCTBYIOIYIO JIMIIEH3UIO, HA CIENMAIBHO 000PYI0OBaHHBIX IIJIOLIAAKAX, IOJUIOHAX U B CHEIUAIBHO
000pYyIOBaHHBIX MOMEIIEHUIX C COOIIOICHIEM TpeOOBaHUH B 00JACTH OXPaHBI OKPYXKAIOIeH Cpelnbl B
COOTBETCTBHUH C 3aKOHOIaTeILcTBOM Poccutickoit denepanuu.

7. Hapxoruueckue JeKapcTBEHHBIE CpEICTBA, IICUXOTPOIHBIE JIEKApCTBEHHBIE CPECTBA,
panuodapmaneBTHUeCKUe  JIEKAPCTBEHHBIE  CPEJICTBA  YHHYTOXKAIOTCSI B COOTBETCTBUU  C
3aKoHoJ1aTebcTBOM Poccniickoit denepanmm.

TAPAHT:

CmM. koMMeHTapHH K ctaTbhe 59 HacTosiero denepaabHOro 3aKOHA

I'naBa 12. FocynapCTBeﬂnoe peryJiupoBaHue NE€H HA JICKAPCTBEHHBIE IIPENapaTbl 1JIf
MEIUINUHCKOI0 MIpUMEHCHU S

Crarpsn 60. [ocymapcTBeHHOE peryiaupoBaHME II€H Ha JIEKApCTBEHHBIE Ipernaparbl JUis
MEIULUHCKOTO IPUMEHEHHUS

l'ocynapcTBeHHOE peryaupoBaHUE II€H Ha JIEKAPCTBEHHBIE IIpenaparbl sl MEIUIUHCKOIO
IIPUMEHEHMSI OCYIIECTBIISETCS IOCPEACTBOM:



Hupopmarnus 00 MU3MEHEHUSX:

Deoepanvrviv 3axonom om 22 oexabdps 2014 2. N 429-d3 nynxm 1 cmamvu 60 nacmosuweco
DeoepanbH020 3aKOHA U3N0JCEH 8 HOBOU pedakyuu, scmynatoujetl 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm nynkma 6 npeovloyujeil pedakyuu
1) yrBepxnenus IlpaButensctBoM Poccuiickoit @enepanuu niepedHs KXU3HEHHO HEOOXOIUMBIX U
BOKHEHIIMX JIEKAPCTBEHHBIX IIpeIapaToB, KOTOPBI CHOPMUPOBAH B YCTAHOBJICHHOM UM IIOPSJIKE Ha
OCHOBE KOMILIEKCHOM OIIEHKHU JIEKAPCTBEHHBIX IPENaparoB, BKIIOUAsl aHAIN3 CBEACHUN O CpaBHUTEIbHON
KJIMHUYeCKOW 3(QeKTUBHOCTH M 0€30MacHOCTH JICKAPCTBEHHOTO CPEJICTBA, OIEHKY 3KOHOMHYECKHX
MOCJIEICTBUI MPUMEHEHHUS JIEKAPCTBEHHOTO CpEJACTBA M M3YYEHHUE JOMOJHUTEIbHBIX TOCIEICTBUN
MIPUMEHEHHUS JIEKAPCTBEHHOTO CPEJICTBRA,

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 ¢ nynkm 2 cmamou 60 nacmosiwyeco
DedepanbHo2o 3aK0HA 8Hecenbl usmenenust, ecmynaiowue ¢ cuiy ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyujeil peoakyuu

2) YTBEpXKACHUS METOJMKH YCTAHOBJICHUS MPOU3BOJUTEIISIMH JIEKAPCTBEHHBIX IIpErapaToB
MpelebHBIX OTIYCKHBIX II€H Ha JIEKapCTBEHHbIE IIperaparhl, BKIIIOUEHHBIE B IEpEeYeHb KUIHEHHO
HEOOXOJUMBIX W BaXKHEWINMX JIEKAPCTBEHHBIX IIpenaparoB, a TakXe BHEAPEHUS MEXaHU3MOB
(opMHPOBaHHSI CHCTEMBI peePEeHTHBIX IICH;

3) rocynapcTBEHHOW PETUCTpAIlMM  YCTAHOBJCHHBIX  IMPOU3BOJMTEISIMU  JIEKAPCTBEHHBIX
MpernapaToB Mpe/lelbHBIX OTIIYCKHBIX IIeH Ha JIEKapCTBEHHbIE IIperaparbl, BKIIIOUEHHBIE B IE€peuyeHb
JKU3HEHHO HEOOXOIUMBIX U BXXHEHUINUX JIEKAaPCTBEHHBIX MPENapaToB,;

4) BeIeHHs TOCYJIAPCTBEHHOTO peecTpa MpeleTbHBIX OTIYCKHBIX II€H MPOHM3BOAMTENCH Ha
JIeKapCTBEHHBIE TIpenapaThl, BKJIIOYEHHBIE B I€peueHb JKU3HEHHO HEOOXOJUMBIX W BaKHEHIIHX
JIEKapCTBEHHBIX MTpenapaTos;

5) yTBepXkIEHHUS METOJMKN YCTAHOBJICHUS OpraHaMH WCIIOJIHUTEIILHOU BIIACTH CYyOBEKTOB
Poccuiickoit ®enepannn npeaenbHbIX pa3MEPOB ONTOBBIX HAI0ABOK U Mpe/IeIbHBIX Pa3MEPOB POSHUUHBIX
Han0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBIEHHBIM MPOU3BOJUTENSMH JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKapCTBEHHbIE Ipenaparbl, BKIIOYEHHbIE B IEpEUYEeHb >KU3HEHHO HEOOXOJUMBIX U
BAKHEWINNX JIEKapCTBEHHBIX MPENapaToB,;

6) yCTaHOBICHUS Pe/ICIbHBIX Pa3MEePOB ONTOBBIX HAJI0ABOK U MPEACIBHBIX Pa3MEPOB PO3HUYHBIX
Han0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBIEHHBIM MPOU3BOJUTENSIMH JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKapCTBEHHbIE Ipenaparbl, BKIIOYEHHbIE B IepeueHb >KU3HEHHO HEOOXOJUMBIX U
BAKHEWINNX JIEKapCTBEHHBIX MPENapaTos,;

7) yTBep)KICHHUS IOPSI/IKA BBITAYU TIPE/IUCAHUI OpraHaM HCIOJHHUTEILHON BJIACTH CyOBEKTOB
Poccuiickoit @enepanun 0 MpUBEICHUN B COOTBETCTBUE C 3aKOHOAaTelbcTBOM Poccuiickoit denepanuu
pemeHuit 00 YCTAHOBIIEHWU TIPEJENIbHBIX pa3MEPOB OINTOBBIX HAA0ABOK U TPEJENIBbHBIX pa3MEpoB
PO3HHYHBIX HaI0aBOK K (DaKTHYECKAM OTIYCKHBIM I[eHaM, YCTAHOBJICHHBIM IPOM3BOIUTEISIMH
JIEKapCTBEHHBIX IIPEMapaToB, Ha JIEKapCTBEHHBbIE IIpenapaThl, BKJIIOYEHHBbIE B IEpPEYEHb KU3HEHHO
HEOOXOUMBIX W BaXHEMIIUX JIEKAPCTBEHHBIX IPENaparoB, €cCId OHHM MPHUHSATHI C HapyIICHUEM
3akoHoaarenbcTBa Poccuiickoit Meneparuu, B nopsijake, ycranoBieHHOM [IpaButenscTtBoM Poccuiickoit
®Denepanuu;

8) HampaBieHHS YIOJHOMOYCHHBIM (e/iepalbHbIM OPraHOM HCIOJHHUTEIBHOM BIAcTH OpraHam
WCTIOJTHUTENBHOW BIACTH CyOBeKkTOB Poccuiickoit ®enepanmwy mnpeanucaHuii o TMPUBEICHUU B
COOTBETCTBHE C 3akoHogaTelbcTBOM  Poccuiickoit  ®Denepanuu  OpUHATBIX € HapylLICHHUEM
3akoHofaTenscTBa Poccuiickoit @enepanuu pemeHuit 00 yCTaHOBICHUH MPe/IeIbHBIX Pa3MEPOB ONMTOBBIX
Ha70aBOK W MpeAeNbHBIX pa3MepOB PO3HUYHBIX HAA0ABOK K Il€HAM Ha JIEKAPCTBEHHBIE Ipenaparhl,
BKJIFOUEHHBIE B IT€peUeHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX JIEKaPCTBEHHBIX MIPENapaTos;

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim saxonom om 25 utons 2012 2. N 93-D3 nynkm 9 cmamovu 60 nacmosieco @edepaivroco
3aKOHA U3NI0JHCEH 8 HOBOU PeOaKyuu
Cm. mekcm nynkma 6 npeovloyujeil peoaKyuu
9) ocymectBieHusT (elepalbHOrO TOCYJapCTBEHHOTO Ham3opa B cdepe  oOparieHus
JIEKAPCTBEHHBIX CPEACTB M PETMOHAIBHOIO TOCYAApPCTBEHHOTO KOHTPOJISI 3a IPUMEHEHHWEM II€H Ha
JIeKapCTBEHHBIE  MpemapaTtbl  COOTBETCTBEHHO  YHNOJHOMOYEHHBIMU  (efiepalbHBIMU  OpraHaMu
WCTIOJTHUTEIHPHOW BIIACTH W OpraHaMH WCIOJHUTEIRHOW Biacth cyObekToB Poccumiickoit deneparuu



COTJIACHO WX KOMIIETEHIINH B MOpsijike, ycTaHoBIeHHOM [IpaButensctBoM Poccuiickoit denepanuu;,

10) npuMeHeHHs TPEIYCMOTPEHHBIX 3aKOHOAATENLCTBOM Poccumiickoit  Denmeparuu  Mep
OTBETCTBEHHOCTH 3a HapyIlIeHHE MOpsIKa [IeHOO0Pa30BaHUs HA KU3HEHHO HEOOXOJMMBIE W BaKHEHUIHE
JIeKapCTBEHHBIE MpenapaTkl.

TAPAHT:

Cm. koMMeHTapHH K ctaThe 60 HacTosiero denepaabHOrO 3aKOHA

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrviv 3akonom om 8 mapma 20152, N 34-DP3 naumenosanue cmamou 61 nacmosiuyeco
DedepanibH020 3aKOHA UNONCEHO 8 HOBOU pedakyuu, cmynaroueti 6 cuny ¢ 1 utons 2015 2.

CM. mexcm HAUMEHOBAHUS 8 NPeObIOYUel PeOaKyuu
Crates 61. ['ocynapcTBeHHAs perucTpalnsl YCTAaHABIMBAEMBIX TPOU3BOIUTENSIMHU JIEKAPCTBEHHBIX
IpenapaToB IPeAeNbHBIX OTIIYCKHBIX II€H Ha JIEKAPCTBEHHBIE IIpEnaparsl, BKIIOUYEHHBIE B
MepeyueHb KU3HEHHO HEOOXOIUMBIX ¥ BOXKHEHIIINX JTeKapCTBEHHBIX MpernapaToB

Hudopmanys 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 8 mapma 2015 2. N 34-D3 yacmv 1 cmamou 61 nacmosiweco PedepanbHoco
3aKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, scmynaioweti 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
1. VYcranaBnuBaemble MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IpENapaToB IpelelibHbIE OTIYCKHBIE
LIEHbI HA JIEKapCTBEHHbIE Mpenaparhl, BKIIOYEHHbIE B I1epeueHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IMPEMapaToB, MOJJEKAT TOCYJIapCTBEHHOW PETHCTpallUd B IOPs/KE, YCTAHOBJICHHOM
IIpaBuTenscTBOM Poccuiickoi @enepanu.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axorom om 8 mapma 2015 2. N 34-D3 yvacms 2 cmamvu 61 nacmosweco @edepanvrozo
3aKOHA U3N10JiCeHa 6 HO8oU pedaxyuu, scmynaroueti 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
2. Ha ocHoBaHMu momaHHOTO J0 1 OKTSIOps KaXKJ0ro roja 3asiBICHUS IPOU3BOIAMTEIS
JIEKapCTBEHHBIX IIpenapaToB, BKJIIOUEHHBIX B II€PEYEHb JKU3HEHHO HEOOXOJUMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IIpENapaToB, 3aperUCTPUPOBAHHAs IIpe/eibHAs OTIYCKHAs Il€HAa Ha JIEKapCTBEHHBIN
Ipenapar MOXeT ObITh NIEPEeperucTpUpOBaHa OJUH pa3 B KAIEHAAPHOM TOJly B IOpPsJIKE, YCTAaHOBICHHOM
[IpaButenscTBoM Poccuiickoit ®enepannu.
TAPAHT:

CM. cropaBKy O MpeJesibHBIX pa3Mepax ONTOBBIX HaA0aBOK U MpelelbHBIX pa3Mepax PO3HUYHBIX
HaJ0ABOK K IIeHaM Ha JKM3HEHHO HEOOXOJMMbIC U BaXKHEHIue JekapcTBeHHble mpernaparsl (JKHBJIIT),
yYCTaHOBJICHHBIE B cyObeKkTax PO

2.1. Yrparuna cuy ¢ 1 nrons 2015 .

Hndopmarys 06 M3MEHEHHSX:

Cwm. mexem yacmu 2.1 cmamou 61
2.2. Yrparuna cuny ¢ 1 utons 2015 .

Wudopmarys 06 N3MEHEHUSX:
Cm. mexem yacmu 2.2 cmamou 61

Deoepanvrvim 3axonom om 8 mapma 2015 2. N 34-D3 yacmv 3 cmamou 61 nacmosiweco PedepanibHoco
3aKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, scmynaioweti 6 cuny ¢ 1 urons 2015 .

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

3. Pacyer mpenenbHBIX OTIYCKHBIX II€H, YKa3aHHBIX B JacTsx 1 W 2 HacTosImel cTaThbu, IpU UX
rOCy/IapCTBEHHOW PETUCTPALUU WM MEpPEeperucTpaIfii OCYIIECTBISIETCS B COOTBETCTBUU C METOIHMKOM,
yrBepxkaenHoi [IpaBurenscTtBoM Poccuiickoit denepariuu U yIuThIBAIOIIEH, B YaCTHOCTH:

1) cobmoaenre GanaHca UHTEPECOB MOTPEOUTENEH JTeKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B
nepeyeHb JKU3HEHHO HEOOXOJMMBIX W BaKHEUIMX JIEKApCTBEHHBIX MpEnaparoB, W MPOU3BOJIUTENEH
JIEKapCTBEHHBIX TIperapaToB, BKIIIOYCHHBIX B IE€PEYCHb JKU3HEHHO HEOOXOJWMBIX W Ba)KHEHIINX
JIeKapCTBEHHBIX MPenapaTos;

2) axkTHYeCKyIO OTIYCKHYIO IIeHY Ha JIeKapCcTBeHHBbIe mpemnapaThl B Poccuiickoit denepanuw,
IIeHy BBO3a JIEKQpCTBEHHBIX MpemapaToB B Poccuiickyto ®Dexeparuio, a Takke IIeHbl HA aHAIOTUYHBIC



JIeKapCcTBEHHBIE Mpenapathl, Haxosiuecs B ooparnennn B Poccuiickoit @enepanumy,

3) 3arpaThl TPOU3BOAUTENS JICKAPCTBEHHOIO IMperapara Ha IPOU3BOJCTBO W PEaTH3aIHIO
JIEKapCTBEHHOTO IIperapara,

4) 1eHy Ha JIEKapCTBEHHBIM IpernapaT WHOCTPAHHOTO MPOM3BOJACTBA, €ro IEeHy B CTpaHe
MPOU3BOJIUTEIIS M B CTpaHaX, B KOTOPBIX HpenapaT 3aperucTpupoBaH M (MJIM) B KOTOPBIC MOCTABIISCTCS
WHOCTPAaHHBIM TIPOU3BOTUTEIIEM.

TAPAHT:

CMm. MeToIMKy yCTaHOBJICHUS TPOU3BOIUTEIISIMU JICKAPCTBEHHBIX MPEapaToB MPEIeIbHBIX OTITYCKHBIX
IIeH Ha JICKApCTBEHHBIC TIPenapaThl, BKJIIOUYCHHBIC B MEPEUCHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHIIIAX
JICKApCTBEHHBIX IpPENapaToB, YTBEPKICHHYIO TIpUKa3oM MMHHCTEPCTBA 3JPAaBOOXPAHEHUS U
conuaabHOro pasputus PO u @enepanpHoii cinyx0bl o Tapudam ot 3 HossOpst 2010 r. N 9611/527-a

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv  3axornom om 3 utons 20162. N350-@3 6 uwacme 4 cmamvu 61 nacmosweco
DedepanvbHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
4. He nomyckaroTcsl peaiu3anusi U OTIYCK JIEKApCTBEHHBIX MPernapaToB, BKIIOYEHHBIX B IIEPEUCHb
JKU3HEHHO HEOOXOJUMBIX M BaXXHEHINUX JIEKAPCTBEHHBIX MpemapaToB, Ha KOTOpbIE MPOU3BOIUTEISIMU
JIEKApCTBEHHBIX IPENapaToB HE 3apErMCTPUPOBAHA MpeJebHas OTIIyCKHAs I[I€HA, pean3anus U OTIIyCK
MPOU3BOAUTEISIMA  JICKAPCTBEHHBIX IIPEMaparoB IO [E€HaM, MPEBBIIIAIOIINM 3apEeruCTPUPOBAHHBIE
NpeJieNIbHBIE OTIIYCKHBIE IIEHBI HA JIEKAPCTBEHHBIE IIPENapaThl.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 8 mapma 2015 2. N 34-D3 cmamus 61 nacmosweco Pedepanvroco 3aKona
oononrena yacmoto 5, ecmynaiouyeti ¢ cuny ¢ 16 mapma 2015 2.

5. OcoOeHHOCTH TIOCYJIapCTBEHHOI'O pPETyJIMPOBAHUSI TpEAENbHBIX OTIYCKHBIX II€H Ha
JIeKapCTBEHHBIE TIpenapaThl, BKIIOYEHHBIE B I€peueHb JKU3HEHHO HEOOXOJUMBIX U BaKHEHIIHX
JIEKapCTBEHHBIX IIPEMaparoB, B 3aBUCHMOCTH OT HSKOHOMHYECKMX U (MJIM) COIMATBHBIX KPUTEPHEB
(u3MeHeHMe YCIIOBH, MOPSIKA U CTOMMOCTH IPOU3BOICTBA JIEKAPCTBEHHBIX IPENapaToB, UCIOJIL30BAHUE
HOBBIX ()OpM, METOJOB H CIOCOOOB TOCYJApCTBEHHOTO pETYIUPOBAHUS IIeH Ha JICKapCTBEHHBIC
mpenapaTthl, B TOM YHCJIe Ha OCHOBE MeXaHH3Ma pedepeHTHOro IIeHO0Opa30BaHuUsl, U3MEHEHUN MOpsIKa
OKa3aHUsI MEJMIIUHCKOM MOMOIIM, U MHBbIC W3MEHEHHUs) ycTaHaBmuBatoTces [IpaBurensctBom Poccuiickoit
ODenepanuu.

TAPAHT:

CM. xomMeHTapuu K ctaThe 61 HacTosero denepaibHOTO 3aKOHA

Cratbst 62. ['ocylnapcTBeHHBIH peecTp IMpeAelbHBIX OTIYCKHBIX II€H IPOU3BOJUTENEH Ha
JIeKapCTBEHHBIE Mpenaparhbl, BKJIIOYEHHBIE B MEpeueHb >KU3HEHHO HEOOXOIMMBIX H
Ba)KHEHIIINX JIEKapCTBEHHBIX IIperapaToB
1. 3apeructpupoBaHHBIE TpeJelbHbIE OTIYCKHBIE IIEHHl Ha JIEKAPCTBEHHBIE IMpermapaThl,
BKJIFOUEHHBIE B [1epeueHb KU3HEHHO HEOOXOIUMBIX U BaXKHEUIIINX JI€KapCTBEHHBIX MIPEnapaToB, MOIJIeKaT
BKJIIOUEHUIO B TOCYJIApPCTBEHHEIM peecTp TMpeAelbHBIX OTIHYCKHBIX II€H TPOU3BOJMTENECH Ha
JIEKapCTBEHHbIE IIpenapaThl, BKIIOUYEHHbIE B IE€pEUEHb JKU3HEHHO HEOOXOJUMBIX U BaKHEHIIHMX
JIEKapCTBEHHBIX MPenapaToB.
2. 'ocyapcTBEHHBII peecTp MpeleibHBIX OTIYCKHBIX IIE€H MPOW3BOJUTENEH Ha JIEKApCTBEHHBIE
mpemnapaTthl, BKIIOYCHHBIE B TMEpPEUeHb JKU3HEHHO HEOOXOJMMBIX U BaXHEHUINIUX JEeKapCTBEHHBIX
MIPEraparToB, COJEPKUT B ceOe CIeAYIONIYI0 HHPOPMAITHIO:

Hndopmaris 06 M3MEHEHHSX:
Ilynkm 1 usmenen c 1 sneaps 2018 a. - Deoepanviviii 3axon om 28 oexadps 2017 2. N 425-D3

Cm. npedvloyuyto peoaxkyuro
1) HauMeHOBaHUE JepPIKATENS WM BIIaJIebIla PErUCTPAIIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO
npernapara, HaNMEHOBAaHWE IPOU3BOJUTENS JIEKAPCTBEHHOTO IIperapara, CBEJEHUS O pPerucTpanuu
JieprKaTells WK BIIAJENblla PETUCTPAlMOHHOTO yJIOCTOBEPEHMSI JIEKAPCTBEHHOTO IIpenapaTa, CBEACHHUS O
perucTpanuy Mpou3BOJUTENS JIEKAPCTBEHHOrO IMpernapara A MEJAUIIMHCKOIO MPUMEHEHHsI B KauecTBe
HAJIOTOTIATEIIBINUKA B CTPAHE PETUCTPAIMH (I POCCHICKUX IOPHINICCKUX JIUIL - UICHTH(PHUKAIIMOHHBIHA
HoMmep Hanororuiareibimka (MHH), aas “HOCTpaHHBIX FOPUAMYECKUX JIMI[ - CTpaHa PETUCTPAIUH,



HaUMEHOBAHUE PErHCTPUPYIOIIETO OpraHa, perucTpallMOHHBIN HOMEp, KOJI HAJIOTOIIATE IbIINKA B CTPaHe
peructpanyu (MHKOPIOPAIMK) WK €ro aHajor), MeCTO HaXOXICHHUS MPOU3BOJCTBEHHBIX ILIOMIAIOK,
YYacTBYIOIIMX B MPOIECCE MPOU3BOJCTBA JIEKAPCTBEHHOIO Ipernapara, ¢ yKa3aHUEM CTaJuu Mpolecca
MIPOU3BOJICTBA,;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 2 yacmu 2 cmamou 62 nacmosue2o
DedepanvHoeo 3aKoHa 6Hecenbl usmeHenus:, ecmynaroujue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyueil peoakyuu
2) HauMEHOBaHWE JIEKAPCTBEHHOro mpemnapara (MeX/IyHApPOJHOE HENAaTeHTOBAHHOE, WJIH
IPYIITHPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HANMEHOBAHUSI);
3) HOMep PerucTPauOHHOTO YI0OCTOBEPEHUS JIEKAPCTBEHHOTO TIpernapaTra;

Hudopmanys 06 M3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 4 yvacmu 2 cmamou 62 nacmosuje2o
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm nynkma 6 npeovloyujeil peoaKyuu
4) nexapcTBeHHas opMa ¢ yKa3aHUEM JO3UPOBKH JIEKAPCTBEHHOTO Tpernapara U ero KOJM4ecTBa
BO BTOPHYHOH (OTpeOUTETHCKOM) YIIaKOBKE, a TAK)KE KOMIUIEKTHOCTB;
5) 3aperucrpupoBaHHas Mpe/elibHast OTIYCKHAs [[eHa B pyOIIsX;

Hudopmanys 06 NI3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexkaops 2014 2. N 429-D3 nyukm 6 vacmu 2 cmamovu 62 nacmosueco
DeoepanbHo20 3aKOHA U3N0JICEH 8 HOBOU pedakyuu, scmynatoujett 6 cuny ¢ 1 urons 2015 a.

Cm. mekcm nynkma 6 npeovloyujeil peoaKyuu
6) narta ¥ HOMeEp MpHKa3a YIOJIHOMOYEHHOTO (pelepalbHOrO OpraHa WCIIOJHUTEIBHOW BIIACTH O
TOCYJJapCTBEHHON PETUCTPAlNU, TEPEPETUCTPAAN TPEAETBHON OTIIYCKHOW IIEHBI Ha JIEKAPCTBEHHBIN
mpemapar, BKIIOYCHHBIH B I[E€peueHb IKU3HEHHO HEOOXOJWMBIX W BaXHEHIIUX JIeKapCTBEHHBIX
IIpenaparTos,;

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 oexkabps 2014 2. N429-@3 yacmv 2 cmamvu 62 nacmoswezo
Deoepanvroeo 3akona 0ononnena nynkmom 1, ecmynarowjum 6 cuny ¢ 1 urona 2015 2.
7) WTPUXOBON KOJ, HAHECEHHBIH HA BTOPHUUHYIO (MMOTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO
npenapara,

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrovim 3axkoHom om 22 oexaobps 2014 2. N 429-O3 yacmv 2 cmamvu 62 nacmosueco
Deoepanvroeo 3axona oononnera nynkmom 8, ecmynarowjum 6 cuny ¢ 1 urona 2015 2.

8) Kol JIeKapCTBEHHOTO Mpernapara 10 aHaTOMO-TepareBTHYECKO-XUMUIECKON Kiiacchu(pUKaInH,
pexoMeH1oBaHHOM BeceMupHoit opranm3zaiiueit 3 jpaBooXpaHeHHUs.

3. I'ocynapcTBeHHass perucTpanus MpeaedbHbIX OTIHYCKHBIX IIE€H Ha JIEKapCTBEHHBIE Mperaparsl,
BKITIOYCHHBIE B TIepeueHb JKU3HEHHO HEOOXOJMMBIX M BaXHEUIHNX JICKAPCTBEHHBIX MPENapaToB, BeICHUE
TOCYy/IapCTBEHHOTO peecTpa TMpeAelbHBIX OTIYCKHBIX II€H MPOU3BOJAUTENCH Ha JIeKapCTBEHHBIC
Mpernaparhbl, BKIIOYCHHBIE B TI€PEUCHb JKA3HEHHO HEOOXOJAMMBIX M BaKHEHIINX JIEKapCTBEHHBIX
MpernapaToB, OCYIIECTBISIOTCS B MOPsiIKe, ycTaHOBIeHHOM [IpaButensctBoM Poccuiickoit deneparuu.

TAPAHT:

CM. AnMUHHCTpaTHUBHBIN pernamMeHT MwuH3paBa Poccum 1o mIpemocTaBICHHIO TOCYIAapCTBEHHOU
YCIYTH 10 TOCYJapCTBEHHOM perucTpanuy npeaebHbIX OTILYCKHBIX II€H Ha JIEKapCTBEHHBIE IIpenapaThl,
BKJIFOUCHHBIE B II€PEYeHb JKM3HEHHO HEOOXOIMMBIX M BaKHEWIIMX JIEKApPCTBEHHBIX IPENaparos,
YTBEepKIEHHBIH nprkazoM MuHHcTepeTBa 3apaBooxpanenus ot 24 utonst 2012 1. N 42u

CM. koMMeHTapuu K cTaThe 62 HacTosero denepaibHOTO 3aKOHa

Crarbst 63. VYcTaHOBJIEHHWE OpraHaMd HWCIOJTHUTEIBHOW BIacTH CyOBEKTOB Poccmiickoit
Oenepanyivi  peIETBHBIX  Pa3MEPOB OMNTOBBIX HAA0aBOK W MPEIENBbHBIX pa3MepoB
PO3HHYHBIX Ham0aBOK K (aKTHYECKMM  OTIIYCKHBIM  II€HaM, YCTaHOBJIEHHBIM
MIPOU3BOJIUTENISIMA JIGKAPCTBEHHBIX MpENapaToB, Ha JIEKApCTBEHHBIE Mperaparhl st
MEJIUIUHCKOTO TPUMEHEHHUS

Hndopmaris 06 M3MEHEHHSX:



Deoepanvrvim  3akonom om 13 wrons 20152, N 241-P3 6 uwacmv 1 cmamvu 63 nacmosweco
DedepanvbHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu
1. Opranel HUCHOJHUTENBHOW BIacTH cyObeKkToB Poccuiickoit @eneparuu ycTaHaBIWBAIOT

MpeJieNIbHbIe pa3Mephl ONTOBBIX HA0ABOK W MpeeNIbHbBIe pa3Mepbl PO3ZHUYHBIX HAJA0aBOK K (PaKTHUECKUM
OTIIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTEIISIMU JIEKAPCTBEHHBIX IPENapaToB, HA JIEKAPCTBEHHBIE
mpernapaTthl, BKJIIOYEHHbIE B IMEpPEUeHb >KU3HEHHO HEOOXOIMMBIX M BaXXHEHINIUX JEeKapCTBEHHBIX
IIpenapaToB, B COOTBETCTBUY C YTBEPXKACHHOM B MOpPsAKE, ycTaHOBIEHHOM lIpaBurenscTtBoM Poccuiickoit
®denepanun, METOJUKOW YCTAaHOBJIEHUS OpraHaMH HWCIOJTHUTEIBHOW BiIacTH CyOBeKTOB Poccuiickoit
Oeneparnuy mpeeNbHbIX Pa3MepPOB ONTOBBIX HAI0ABOK M MpEeAEIbHBIX Pa3MEpPOB POSHUUYHBIX HAJI0aBOK K
(aKTHYeCKAM OTITYCKHBIM II€HAM, YCTaHOBIICHHBIM IPOHM3BOJUTEIISIME JICKAPCTBEHHBIX IPEIapaTroB, Ha
JIeKapCTBEHHbIE IIpernaparbl, BKJIIOUYEHHBIE B I[I€peUeHb JKU3HEHHO HEOOXOJUMBIX M BaKHEHIIUX
JIEKapCTBEHHBIX TpemnaparoB. [IpoekTsl pemieHuit OpraHoB UCHOJHUTENBHOM BIacTU CyOBEKTOB
Poccuiickoit ®enepanmu 00 ycTaHOBICHWH W (WIM) W3MEHEHUHM NPEICIBHBIX Pa3MEPOB ONTOBBIX
HaJA0aBOK H TIPENENBbHBIX pa3MEpoB PO3HUYHBIX HAI0aBOK K (HaKTHYECKHM OTITYCKHBIM II€HaM,
YCTAaHOBJIEHHBIM IIPOM3BOAMTENSIMU JIEKAPCTBEHHBIX IpENaparoB, Ha JIEKapCTBEHHBbIE IIpenapaThl,
BKJIFOUEHHBIE B [1epeueHb KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIINX JIE€KapCTBEHHBIX MPENapaToB, MOIJIeKaT
COIJIACOBAaHUIO C (pellepajbHBIM OPraHOM HCIIOJHUTEIBHOW BIAcTH, YHOJHOMOYEHHBIM OCYIIECTBIISTH
MPaBOBOE pETyJIUpOBaHUE B cdepe TOCYAapCTBEHHOTO PpEryJHpOBaHUsS IIeH (TapudoB) Ha TOBaphI
(yciyrm), B mopsizike, yctanoBieHHOM [paButensecTBoM Poceniickoit deneparum.

TAPAHT:

CwM. IlpaBuna ycTaHOBIEHHS MpEAETbHBIX Pa3MEpPOB OMNTOBBIX U IMPEAENbHBIX Pa3MEpPOB PO3HHUUHBIX
Ha70aBOK K (aKTHYECKHM OTIYCKHBIM Il€eHaM IPOM3BOJUTENIE Ha JIeKapCTBEHHBIE Ipenaparsl,
BKJIIOUYEHHBIE B MEpEUeHb KU3HEHHO HEOOXOMUMBIX M BAXKHEUINX JIEKApPCTBEHHBIX IpemapaToB, B
cyobekTax P®, yrBepxkiennble mocranopienremM [IpaButensersa P® ot 29 okTsi6ps 2010 r. N 865

2. OpraHm3anuy ONTOBOM TOProBiIM MW (WiIM) anTeyHble OpraHW3allld, WHIUBUIYyaTbHbBIC
MpeIIpUHUMATEIH, HWMEIOIINe JIMIEH3UI0 Ha (apMaIeBTHYECKYIO JESTeIbHOCTh, OCYIIECTBIISIFOT
peau3annio JIEKapCTBEHHBIX IIPENapaToB, BKJIIOYEHHBIX B IIE€PEYEHb JKU3HEHHO HEOOXOIUMBIX U
BOKHEHINNX JIEKapCTBEHHBIX IIpernapaToB, IO II€HaM, YpPOBEHb KOTOPBIX HE TIPEBBIIAET CYMMY
(aKkTU4YeCKOM OTHYCKHOM II€HbI, YCTaHOBICHHON MPOU3BOJUTENIEM JIEKAPCTBEHHBIX MpPENaparoB M He
MIPEBBITIAIOIIECH 3apEerUCTPUPOBAHHON TPENETbHON OTIYCKHOW II€HBI, W pa3Mep ONTOBOW HaJ0aBKU M
(nnm) pasmep pO3HHYHOW HAJ0AaBKH, HE MPEBHIIIAOIINE COOTBETCTBEHHO pa3Mepa MpeIeIbHON ONTOBOM
Haj0aBku U (WIK) pasMepa HpeAeabHON PO3HHUYHONW Haa0aBKH, YCTAHOBICHHBIX B CyObekTe Poccuiickoii
ODenepanui.

3. Opranbl UCHOJHHUTENBHONW BiacTH CcyOBeKTOB Poccuiickoit denepanuu pa3MmemniaroT B CETH
"NuTepHeT” WK OMyOJUKOBBIBAIOT WH(POPMAIIMIO O 3apeTUCTPUPOBAHHOM MpeAebHON OTIYCKHOH IieHe
Ha JIeKapCTBEHHBIE Ipernaparbl, BKIIOYEHHbIE B IEpPEeUeHb XU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX
JIeKapCTBEHHBIX IMpernaparoB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoit ®enepauuu pazmepe
MpeICIIbHOM ONTOBOM Haa0aBKu U (MIIH) pa3Mepe MpeaesIbHOM PO3HHUYHONW HaI0aBKM K yYCTAHOBJICHHBIM
MPOU3BOIUTENISIMU JIEKAPCTBEHHBIX IpenaparoB (PaKTHUECKUM OTIYCKHBIM I[€HaM Ha JIeKapCTBEHHbIE
npernaparhl, BKJIIOYEHHbIE B IME€pPEUeHb >KU3HEHHO HEOOXOJMMBIX M BaXXHEHINIUX JEeKapCTBEHHBIX
IpenaparoB, U 00 yKa3aHHOW B vacTu 2 HacTosmled craTbu cymme. MHbopmarus, npexycMoTpeHHas
HACTOSIIIEN YacThiO, TOJKHA Pa3MEIaThCsl TAKXKE B allTEYHBIX OpraHU3alUsX B JIOCTYIHOM i CBEIEHUS
BCEX 3aMHTEPECOBAHHBIX JIUI] (popMe U OOHOBIIATHCS 110 MEpe €€ OMyOIMKOBaHUSI.

4. TlpunsTeie ¢ HapylleHHeM 3akoHojaarenbcTBa Poccmiickoit ®denepanum pereHus: OpraHoOB
UCHIOJHUTENBHOM BiacTu cyOwbekTa Poccuiickoit ®denepanun 00 ycTaHOBIECHHM IpeNEIbHBIX pa3MepoB
OIITOBBIX HAJI0ABOK U MPEAETHHBIX pa3MepPOB PO3ZHUYHBIX HAJ0aBOK K 3apETrUCTPUPOBAHHBIM IpeIeIbHbIM
OTITYCKHBIM II€HaM Ha JIEKapCTBEHHBIE Mperaparhl, BKIOUYEHHBIE B I€peUeHb KU3HEHHO HEOOXOAUMBIX U
Ba)KHEHUIINX JIEKapCTBEHHBIX MPENaparoB, MO/yIeKaT OTMEHE B CyAeOHOM MOPSAKE.

TAPAHT:

CM. KOMMEHTapHH K cTaThe 63 HacTosero ®enepaabHOro 3aKoHa

Hupopmanys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 ¢ naumenosanue enasvr 13 nacmosiueco
DeoepanbH020 3aKOHA 6HeceHbl usMeHeHus, scmynaiowue 6 cuny ¢ 1 urons 2015 .



Cm. mexkcm HAUMeEHOBAHUSL 6 NPeObLOYWell peoaKyuu

I'naBa 13. MoHuTOpPHHT 3(p()eKTUBHOCTH B 0€30MACHOCTH JIEKAPCTBEHHBIX NMPENapaTos,
Haxoassmuxcs B oOpamenuu B Poccniickoii @enepanun

Hndopmaris 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 64 nacmosiwyeco DedepaibHoco
3aKOHA U3N0JACend 8 HoBol pedakyuu, scmynaroueii ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm cmamou 6 npeovioyujeti peoaxKyuu

Cratbsa 64. apmakoHaa30p

1. JlexapcTBeHHBIE TIpenapaThl, HaxoAsImecs B oopamennn B Poccuiickoit denepariuu, mojiexar
MOHUTOPUHTY d3()PEeKTUBHOCTH U OE30MaCHOCTH B IIENIIX BBIIBICHUS BO3MOXHBIX HETATUBHBIX
MOCJIEJICTBUM WX NPUMEHEHHUs, WHIWBUyaJTbHOM HENEPEeHOCHUMOCTH, MPEeayNpexaeHUs] MEIUIMHCKUX
pabOTHUKOB, BETEPUHAPHBIX CHEIUATUCTOB, MAIMEHTOB WJIM BJIAJEINbLIEB XUBOTHBIX M HX 3aIUTHI OT
MPUMEHEHHs] TAaKHUX JIEKApCTBEHHBIX IPErapaToB.

2. ®apmakoHAI30p OCYIIECTBISETCS COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM (heaepaabHbIM
OpraHOM HCIOJIHUTEJIbHOM BJIACTH B YCTAaHOBJIEHHOM KM IIOpsJIKE IMyTeM aHajlu3a IpelocTaBiseMoit
cyOBeKTamMu oOpalieHus TeKapCTBEHHBIX CPEJICTB WH(popMannu 0 MOOOYHBIX IEHCTBUSAX, HEXKeTaTeIbHbBIX
peaKkuusx, CEepbe3HbIX HEXKEJaTeIbHBIX pPEaKIUsIX, HEMpPeIBUIACHHBIX HEXKENaTeIbHBIX pPEaKIUsIX MpH
MPUMEHEHUH JIEKQpCTBEHHBIX IpenaparoB, 00 WHAWBUAYyAIbHOH HENEPEeHOCUMOCTH, OTCYTCTBUU
3G (EeKTUBHOCTH JIGKAPCTBEHHBIX TIperaparoB, a Takke 00 HHBIX (akTax M OOCTOSTENbCTBAX,
MPEICTaBISIONINX YIPo3y JKU3HU WM 370pPOBbIO 4YeloBeKa JHMOO JKUBOTHOTO TIpU MIPUMEHEHUU
JIEKapCTBEHHBIX IPENapaToB W BHIIBICHHBIX Ha BCEX ATamax oOpallleHus JIEKapCTBEHHBIX MPENapaToB B
Poccuiickoit @eneparuu u Ipyrux rocy1apcTpax.

3. CyOnekThl oOpalleHus JIEKapCTBEHHBIX CPEJICTB B MOPSIJIKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM
(enepaTbHBIM OpraHOM UCTIOTHUATEIBHOW BIIACTH, 00sI3aHBI COOOIIATh B YIIOJIHOMOYEHHBIN (heieparbHbIiH
OpraH HCIOJIHUTENBHONH BJIACTH O TOOOYHBIX JCWCTBUSX, HEXETATeIbHBIX PEaKIUsIX, CepPhe3HBIX
HEXeJIaTeIbHBIX ~ PeaKIMsIX, HEeMPEeIBUJIEHHBIX  HEXeNATeNbHbIX peaklMsX TIpd [NPUMEHEHUU
JIEKapCTBEHHBIX MpEnaparoB, 00 WHAWNBUAYAIbHONH HENEPEHOCHMOCTH, OTCYTCTBHH 3((eKTUBHOCTH
JIEKapCTBEHHBIX MpPENapaToB, a TakKe 00 MHBIX (paKkTaX U OOCTOSTENBCTBAX, MPEICTABISIONINX YIPO3y
J)KU3HU WJIM 3/I0POBBIO 4YeJOBEKa JIMOO >KMBOTHOTO MpPU NPUMEHEHUH JIEKAPCTBEHHBIX IpEenapaToB M
BBISIBJICHHBIX Ha BCEX JTamax oOpallleHHs JIeKapCTBEHHBIX INpenapatoB B Poccuiickoit denepauuu u
JIPYTUX rOCYJIapCTBaX.

4. JlepxaTenu WIM BIAAENbIbl PErHCTPAIIMOHHBIX yJIOCTOBEPEHHMH JIEKapCTBEHHBIX INpPENaparos,
IOpUJIMYECKHE JIUIA, HA UMs KOTOPBIX BBIJJAHBI pa3pelieHus] Ha MPOBEACHUE KIMHUYECKUX UCCIIeOBAaHUN
B Poccuiickoit ®enepanuu, MO0 YHNOJTHOMOYEHHbIE HMHU JpyTHe OpUIMYECKHE JIMIa B paMKax
obecrnieyeHns O€30MACHOCTH JICKAPCTBEHHBIX MPENapaToB B MOPSAKE, YCTAHOBICHHOM COOTBETCTBYIOITUM
VIIOJTHOMOYECHHBIM (pe/lepalbHBIM OpTaHOM HCIIOJHUTEIFHON BIIACTH, OOS3aHBI OCYIIECTBISITH IPHEM,
yueT, o0paOoTKy, aHalIW3 ¥ XpaHEHHE TOCTYMAIIIUX B HX aJpec OT CYOBEKTOB oOpalneHus
JIEKAPCTBEHHBIX CPEJCTB U OPraHOB TOCYJApCTBEHHOH BIIACTH COOOIIEHUH O MOOOYHBIX JEHCTBUSX,
HEeXKeJaTeNIbHBIX PEaKIUsX, CEPbEe3HbIX HEKEeJIaTeNIbHbIX M HEMPE/IBUJICHHBIX HEXKEIATEIbHBIX PEaKIUIX
IpH OPUMEHEHUHU JIEKaPCTBEHHBIX IIpernapaToB, 00 OCOOEHHOCTSX HUX B3aUMOJEUCTBUS C APYyTUMU
JIEKapCTBEHHBIMU TIperaparaMu, WHIUBUAYATbHONW HENEPEeHOCHMOCTH, a Takke 00 HHBIX (akTax u
00CTOSITENNECTBAX, IPEJCTABISIIOMIMX YIpO3y JXH3HU MJIM 370pPOBBIO ueloBeKa JHOO >KUBOTHOIO MU
BIMSIONIMX HAa W3MEHEHHE OTHOIICHUS OXKUJAEMOM TMOJb3bl K BO3MOXKHOMY PHCKY HIpPUMEHEHUs
JIEKapCTBEHHBIX MTpenapaToB.

5. Ilpu BeIssBIEeHNN WHPOPMAIIUU O CEPHE3HBIX HEXKENATENbHBIX PEaKIHsIX W HEeMpeIBUICHHBIX
HEXeJIaTeJIbHBIX peaKlusxX Ipud MPUMEHEHUH JIEKapCTBEHHBIX IpenapaTtoB, 00 OCOOEHHOCTAX HX
B3aUMOJICHCTBUS C JIPYTUMHU JIEKAPCTBEHHBIMH IIperapaTaMu, WHAUBUAYAJIbHON HENEepeHOCUMOCTH, a
TakXke 00 HHBIX (paKkTax u 00CTOSITEIHCTBAX, BIUSIONIMX HAa H3MEHEHUE OTHOIICHUS 0KAAEMOMH TTOJIB3HI K
BO3MOKHOMY pHUCKY TMPUMEHEHHMsI JIEKQPCTBEHHBIX IIpernaparoB, JepXKaTeld WM  BIAJCNbIIbI
PETrUCTPAIlOHHBIX YJIOCTOBEPEHMH JIEKAPCTBEHHBIX IPENapaToB, IOPUINYECKHE JIHIA, HA UMS KOTOPBIX
BBIJIAHBI pa3pelleHns] Ha MPOBEJCHUE KIMHUYECKNX uccienoBaHuii B Poccuiickoit Demeparuu, 1u60
YIOJHOMOYEHHbIE HMHU JIpyrHe IOpUAMYEcKHe JIMla o00s3aHbl HPHUHITH MEpbI, HalpaBlIE€HHbIE Ha
YCTpaHEHHE  HETaTUBHBIX  IMOCJIEACTBHI  NPUMEHEHHs] TaKMX JIGKapCTBEHHBIX  Ipernaparos,
MpeaynpexaeHue MpUYNHEeHHs] Bpe/la KU3HU WK 3J0POBBIO YelloBeKa MO0 JKMBOTHOIO, 3aIIUTy UX OT



MPUMEHEHHsI TaKUX JIEKapCTBEHHBIX NPENapaToB, Ha JOMOJIHUTENbHBIA cOOp AaHHBIX 00 3P (HEKTUBHOCTH
1 0€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MTPENapaToB.

6. 3a HecooOIIeHNE MM COKPBITHE HH(OPMAITIH, TPEYCMOTPEHHOM YacThio 3 HACTOSIIEH cTaThH,
JepKaTelId WM BJIAJENbIIBl  PETHCTPAllMOHHBIX  yJIOCTOBEPEHHWH JICKApCTBEHHBIX  IIPEIaparos,
IOpUINYECKHE JIUIA, Ha UMsI KOTOPBIX BBIJAHBI pa3pelleHus] Ha MPOBeJIeHNE KIMHUYECKUX UCCIIeOBaHMH
B Poccmiickoit @enepannu, muOO YIOITHOMOYCHHBIE HMH JpyTHe IOpPHIAMYECKHE JIMIA, a TaKxkKe
JIOJDKHOCTHBIE JIMIIA, KOTOPhIM d5Ta HMH(OpMaIus cTaja HM3BECTHA IO POJYy HUX MNpodeccHoHaNIbHOM
JIeITEIFHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH € 3aKOHOIATEIbCTBOM Poccniickoit dexeparui.

7. Ilpu moy4eHuN yrmoJHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCIOJHHUTEIBHOM BIACTH B paMKax
OCYIIECTBJICHUS MM (apMaKoHaI30pa OKa3aTeIbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOTO Ipemapara
YCTQHOBJICHHBIM TpeOOBaHUSAM WM TNPU TOJyYeHUH HHQPOPMAIMA O HECOOTBETCTBUM MJAHHBIX 00
3ddexkTuBHOCTH M 0 GE30IIaCHOCTH JICKApPCTBEHHOTO IperapaTa JaHHBIM O JIEKApCTBEHHOM IIperaparte,
COZIepIKaIMCsl B MHCTPYKIIMH 10 €r0 MPUMEHEHUIO (B TOM YHMCIIE BBISBICHHBIX B XOJ€ OCYIIECTBICHUS
(bapmakoHa/30pa KOHTPOJIBGHO-HAJI30PHBIMUA OpraHaMH HHOCTPAHHBIX TOCYJapcTB), YIIOJHOMOYEHHBIN
(benepanbHBIl OpraH UCHOJHUTEIHHON BIACTH B YCTAHOBICHHOM UM IOpSJIKE paccMaTpHBaeT BOIPOC O
PHOCTAaHOBJICHUN IIPAMEHEHNUS TAaKOTO JIEKapCTBEHHOTO IIperapara.

TAPAHT:

CMm. Meroauueckue  pekoMmeHganuu  OpraHusamus CIykObl MOHUTOpPHUHTA  O€30MacHOCTH
JIEKapCTBEHHBIX CpeACTB ((hapMakoHaa30pa) B KOMIAHHSX IPOM3BOJAMTEISAX JIEKAPCTBEHHBIX CPEJICTB
WU JIepKaTelisIX PEeruCTPAMOHHBIX YAOCTOBEpeHUi", yTBepKIeHHble Poc3apaBHamzopom ot 25
okTs0ps 2008 T.

CM. koMMeHTapuu K cTaTbhe 64 HacTosero denepalbHOTO 3aKOHA

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 65 nacmosiwyeco DedepaibHoco
3aKOHA U3N0JACenA 8 HoBoU pedakyuu, scmynaroueii 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm cmamou 6 npeovioyujeti peoaxKyuu

CraTbs 65. [IpuoctanoBieHne NpuMeHEeHUsI IEKAPCTBEHHOT' O IIperapara

1. Ilpu nonyyeHnn UHGOPMAIIMK O HEKENATETHHBIX PEAKIUIX MPU MPUMEHEHUH JIEKAPCTBEHHOTO
npernapara, He YKa3aHHBIX B HHCTPYKLIHMH IO IPUMEHEHUIO JIEKApCTBEHHOTO Ipenapara, Cepbhbe3HbIX
HEeXeJIaTeIbHBIX PEaKIHsIX, 00 OCOOCHHOCTSX €ro B3auMOJEHUCTBUS C JAPYTUMHU JIeKapCTBEHHBIMU
npenapaTamMmu, KOTOpble MOTYT MPEACTABISATh YIPO3y KU3HU WJIH 3/I0POBBIO UeoBeKa 00 KUBOTHOTO, a
TakXe O HECOOTBETCTBUHU JaHHBIX 00 3(deKkTHBHOCTH M O 0e30MacHOCTH JIEKAPCTBEHHOTO MpernapaTa
JTAaHHBIM O JIEKAPCTBEHHOM IIperapare, CoJAepKalluMcsl B MHCTPYKIIUH 110 €ro IPUMEHEHUI0, B TOM YHCIIe
OT YIOJIHOMOYEHHBIX OpPraHOB HMHOCTPAHHBIX TOCYAApCTB, OOMEH KOTOpPOH OCYINECTBISIETCS B
COOTBETCTBUHM C COTJIAIICHUSMH MEXIY YHNOJTHOMOUYEHHBIM (eJepalbHBIM OPraHOM HCIOJTHHUTEIBHOM
BIIACTH ¥ YIMOJHOMOYEHHBIMH OpraHaMd WHOCTPAHHBIX TOCYJIApCTB, YIOJHOMOYEHHBIN (enepaabHbIi
OpraH HCIIOJIHUTEIBHON BJIACTU paccMaTpUBAET BOIPOC O BO3MOKHOCTH IMPHOCTAHOBJIEHUS OOpalleHus
TaKoro JIEKAPCTBEHHOTO Tpenapara B IMOPSJIKe, YCTAHOBIEHHOM YIOJTHOMOYEHHBIM (eepaibHbIM
OpraHOM HCHOJHHUTEIbHOM BIIACTH.

2. Ilpy HeWCNONHEHWW WIM HEHAJJIeXKAlleM WCTOTHEHUH JepKaTesIMA WU  BiaJlelbIlaMH
PETUCTPAIlOHHBIX YIOCTOBEPEHUI JI€KApCTBEHHBIX IpENapaToB, HOPUIWYECKUMH JIMIIAMH, Ha HMS
KOTOPBIX BBIJAHBI pa3pelleHus] Ha MPOBEJACHNE KIMHUYECKUX HcclenoBanuil B Poccutickoit @eneparnmn,
WJIM YTIOJTHOMOYEHHBIMA UMU JPYTHUMH IOPHAWYECKUMU JIUIAMU 00s13aHHOCTEH, YCTAaHOBJICHHBIX YaCTIMU
3 u 4 crateu 64 Hactosmero MerepaibHOTO 3aKOHA, JTHOO B CIIydasx MPeJACTaBICHUS COOTBETCTBYIOIINM
YIIOJTHOMOYECHHBIM (e/iepallbHbIM OPraHOM HCIOJHHUTEIBHON BJIACTH 3aKIIFOYCHHS O HEIOCTOBEPHOCTH
pe3yIbTaTOB KIMHUYECKOTO HCCIIeIOBAHUS JIEKAPCTBEHHOTO MpernapaTa JUisi MeAUIIMHCKOTO MTPUMEHEHHS,
KOTOpOE€ OCHOBAHO Ha pe3yjbTaTax MPOBEPKH MEAMIIMHCKOW OpraHu3aluu, MPOBOJUBIIEH YyKa3zaHHOE
KJIIMHUYEeCKOe UCCIIeIOBaHNe ¢ HAPYIICHHEM ITPaBIII HajIekKaleld KITMHIYeCKON MPaKTHKHU, U TIPUBENIO K
MOJIyYeHUIO HEJIOCTOBEPHBIX pE3yJbTaTOB, JIMOO B CiIydae HEBBINOJHEHHUS MPENHCAHUS, BBIIAHHOTO
YIIOJTHOMOYEHHBIM  (efiepalbHbIM OPraHoOM WCIOJHUTEILHOW BJIACTH IO UTOTaM OCYIIECTBICHUS
BBEIOOPOYHOTO KOHTPOJISI KadyecTBa JICKAPCTBEHHOTO TIpernapaTa, YIOJTHOMOYEHHBIN (enepaabHblii opra
WCTIOJIHUTEIPHON BJIACTH B YCTAHOBJICHHOM WM IIOPSIKE PacCMaTpUBAEeT BOMPOC O MPUOCTAHOBICHUU
MIPUMEHEHMsI TAaKOT0 JIEKapCTBEHHOTO Mpernapara.

TAPAHT:



O TpemocTaBIieHUW TEPPUTOPUATBHBIMH  YTIpaBJIeHHsMH Poc3zipaBHaj3opa  WHGOpPMAUA O
HEJ00POKAYECTBCHHBIX U (DaTbCU(PUITUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTBAX CM. Mpukaz degaepanbHON
CIIyO0BI TIO HAA30py B cepe 3apaBOOXpaHEHUS M COIHANbHOro pasButHs oT 8 depans 2006 r.
N 255-11p/06

CM. KOMMEHTapHH K cTaThe 65 HacTosero ®enepaabHOro 3aKoHa

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 ¢ cmamvio 66 nacmosweco PedepanbHo2o
3aKOHA 6HeceHbl usmenenust, gcmynarowue 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm cmambvu 8 npeovioyujeti peoaxKyuu
Cratbs 66. Madopmarus o pe3yapTaTax papMakoHaI30pa
YIOoJIHOMOYCHHBIA  ()eiepalIbHBIl  OpraH  HWCIOJHHWTEILHOW  BJIACTH,  OCYIIECTBIISIONTHI
(dapmakoHaa30p, Haxonsdmuxcs B oOpamenun B Poccuiickoit ®exepanmu, 1O  pesyibraTaMm
(dapmakoHa30pa pa3MelnaeT Ha CBOeM OQUIMAIbHOM caiite B ceth "MHTepHeT' WHpOpPMAIUIO O
NPHUHATBIX PEHICHUSX O BHECEHHWM W3MEHEHUS B MHCTPYKIMIO MO TNPHUMEHEHHUIO JICKApCTBEHHOTO
mpernapara, 0 IpUOCTAaHOBIICHHH NMPUMEHEHHS JICKApCTBEHHOTO TIperapara, 00 W3BSTHH W3 OOpaIeHus
JIEKapCTBEHHOTO TIperapara Uil 0 BO300OHOBJICHUN TPUMEHEHHUS JIEKapCTBEHHOTO TIperapara.
TAPAHT:

CM. KOMMeHTapuu K cTaThe 66 HacTosiero denepaibHOTO 3aKOHa

Hupopmarnus 00 U3MEHEHUSX:
Haumenosanue usmeneno ¢ 1 ausapsa 2018 2. - @eoepanvruiii 3axon om 28 oexabps 2017 2. N 425-D3
Cm. npedvloyuwyto peoaxkyuro

I'maBa 14. Undopmanus o JekapcTBeHHBbIX npenapatax. CucreMa MOHUTOPHHTA ABUKEHH S
JIEKAPCTBEHHBIX NMPENAapaToB /sl MeAULHHCKOr0 IPMMEHECHU

Hupopmarnus 00 U3MEHEHUSX:
Haumenosanue usmeneno ¢ 1 ausapsa 2018 2. - @eoepanvhuiii 3axon om 28 oexabps 2017 2. N 425-D3
CMm. npedvbloywyio peoaxkyuio
Crarbsn 67. MHpopmanust 0 JeKapcTBeHHBIX mpemnaparax. CHcTeMa MOHUTOPHHTA JIBHIKCHHUS
JIEKapCTBEHHBIX MPENapaToB JJIsi MEIUIIMHCKOTO TPUMEHEHUS
1. Uudopmarust o JIeKapcTBEHHBIX Mpernaparax, OTIyCKaeMbIX IO pEIenTy Ha JIeKapCTBEHHBIN
npenapar, JOJKHA COJIEPKAaThCsl TOJBKO B CHEHUATM3UPOBAHHBIX H3JAHUSX, MPEJHA3HAUYEHHBIX IS
MEJIHUIUHCKUX, (papMaleBTHYeCKUX, BETEPHHAPHBIX paObOTHHKOB. WH(popMmamms o JIeKapcTBEHHBIX
npenaparax Juisl CIIENUAJIUCTOB B 00JIaCTU OOpalleHus JIEKapCTBEHHBIX CPEJICTB MOXKET COJIepKaThCs B
MOHOTpadusiX, CIPaBOYHHKAX, HAYYHBIX CTaThbiX, B JOKJIaJaX Ha KOHIpeccax, KOH(EpEeHIHsX,
CHUMIIO3MYMAax, HAYYHBIX COBETAaX, a TAKKE B MHCTPYKIIUSAX O MPUMEHEHHUIO JIEKAPCTBEHHBIX MTPENapaToB.
2. Nudopmarust o JeKapCTBEHHBIX Ipenaparax, OTIYCKaeMbIX Oe3 pelenTa Ha JEeKapCTBEHHBIN
mpemapar, MOXET coJAepXkKarbcs B MyONUKANMSIX W OOBSIBICHHUSIX CPEACTB MaccoBOM WHpopmanuw,
CHEINAIM3UPOBAHHBIX U OOIIMX IMEYaTHBIX H3JIAHUSX, MHCTPYKIUSAX MO HMPUMEHEHHUIO JIEeKapCTBEHHBIX
MpenapaToB, UHBIX M3JaHUSX CYOBEKTOB OOpalleHusl JEeKapCTBEHHBIX CPEACTB. PekiiaMHble MaTepHalibl O
JIEKapCTBEHHOM IIpenapare, OTIyckaeMoM Oe3 pelenta Ha JIEKapCTBEHHBIN Ipemnapar, JOJIKHBI
COOTBETCTBOBATh MHCTPYKIIMU MO MPUMEHEHHIO JIEKAPCTBEHHOTO IIpenapara.
3. JlomyckaeTcsl MCIONb30BaHUE JIIOOBIX MaTepHAIbHBIX HOCHUTENEH, MO3BOJISIONIMX XPaHUTh,
nepeiaBaTh U UCIOIB30BaTh HHPOPMAIIMIO O JIEKAPCTBEHHBIX MpenapaTax 0e3 ee NCKaKeHUS.

Hudopmarys 06 M3MEHEHUSX:

Cmamus 67 oonoanena yacmoio 4 ¢ 1 aueaps 2020 2. - @edepanvuwviii 3axon om 28 oexabpsa 2017 .
N 425-@3
4. Jlns uenedt uaeHTHU(PHUKAIMM YIAKOBOK JIEKAPCTBEHHBIX IpPENapartoB i METUITTHCKOTO
MPUMEHEHWsI TIPOM3BOUTENHN JIEKAPCTBEHHBIX CPENICTB B IOPSIKE, ycTaHOBIEHHOM [IpaBHTEnbCTBOM
Poccuiickoit @enepanuu, HAHOCAT Ha MEPBUYUHYIO YIIAKOBKY (B OTHOIICHUH JICKAPCTBEHHBIX MPENapaToB
JUTS MEUIIMHCKOTO TIPUMEHEHUS, JIUIS KOTOPhIX HE MPeAyCMOTpEeHA BTOPUYHAS YIAKOBKA) M BTOPHYHYIO
(MOTpeOUTENbCKYIO) YIAKOBKY JICKAPCTBEHHBIX IMPENapaToB Ui MEAMIIMHCKOTO TMPUMEHEHHUS CpeiCcTBa



I/II[eHTI/I(I)I/IKaI_[I/II/I, 3a HCKIIOYCHUCM JICKAPCTBCHHLIX IIPCIaparoB A MCIHUIHUHCKOI'O IIPHUMCHCHUI,
IPOU3BOJUMBIX I ITPOBCACHUSA KIMHUYCCKHUX HCCIEIOBAHNH, OKCIIOPTa, JICKAPCTBCHHBIX IIPEIIapaToB
AL MCIUITAHCKOI'O IMMPUMCHCHUSA, YKA3aHHBIX B YaCTAX 5 u 8 crateu 13 HaCcTOAIICTO d)e):[epanLHoro
3aKOHa.

Hndopmarys 06 M3MEHEHHSX:

Cmamovs 67 oononnena yacmoto 5 ¢ 1 aueaps 2018 2. - @edepanvuwiii 3axon om 28 oexabps 2017 2.
N 425-@3
5. XapakTepucCTHKH cpelcTBa HICHTH()HUKAWK, TMOPSIOK €ro HaHeCeHWs W TpeOOBaHUS K
CTpyKType u (opmary uHoOpManuu, KOTOPYIO COJEPKUT CPEICTBO HUIACHTH(PHUKAINHU, ONPEACISIOTCS
IIpaBuTenscTBOoM Poccuiickoit Denepanu.

Hndopmarys 06 M3MEHEHHSX:

Cmamovs 67 oononnena yacmoto 6 ¢ 1 aueaps 2018 2. - @edepanvuwiii 3axon om 28 oexabps 2017 2.
N 425-@3
6. Ilopsmok co3maHuWs, pa3BUTHs, BBOJAa B OKCIUTyaTalWiO, OSKCIUTyaTallid ¥ BBIBOJA U3
SKCIUTyaTallil CHCTEMbl MOHUTOpPWHTA JIBIKEHUS JIEKAQpPCTBEHHBIX IMpemapaToB ISl MEIUIMHCKOTO
MpPUMEHEHUsI, TOPSJIOK MPeIOCTaBIeHUs] WHQGOpPMAIMH, COJEpKaIeiicss B CHCTEME MOHUTOPHHTA
JIBUOKCHHS JIEKQpPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO MPHUMEHEHUs, U TOPSIOK B3aUMOJICHCTBUS
yKa3aHHOW CHUCTeMBl C HWHBIMH  TOCYAapCTBEHHHIMH  WHQOPMAIMOHHBIMH  CHCTEMaMH |
MH()OPMAIIMOHHBIMU CHCTEMaMU FOPUINYECKUX JIUIl U WHIUBUAYATBHBIX MpEIpHHAMATENIeH, YKa3aHHbIX
B uacTsx / m 10 Hacrosmied crathu, yctanaBimuBaroTcs llpaButenmscTtBoM Poccmiickoit ®enepanuu.
OneparopaMyd CHUCTEMBI MOHUTOPWHTA JIBIJKEHUS JIEKAPCTBEHHBIX MPENaparoB i METUIITHCKOTO
MPUMEHEHUS SIBISIOTCS  (pefiepaibHbIi  OpraH HCIOJHUTEIbHOW BiIacTH ¥ (WJIM) OpraHd3aIfus,
ynonHoMoueHHbIe [IpaButenpctBoM Poccuiickoii @eneparui.

Hupopmarnys 00 U3MEHEHUSX:

Cmamus 67 oonoanena yacmoio 1 ¢ 1 aueaps 2020 2. - @eoepanvuwiii 3axon om 28 oexabpa 2017 .
N 425-@3
7. IOpuamyeckue ANa U HHIABUIYITBHBIE TPEIITPUHAMATEIH, OCYIIECTBISIONIAE IPOU3BOICTRO,
xpaHeHne, BB03 B Poccumiickyto ®enmepanuio, OTIYCK, peajW3alHio, TIepenady, HTpUMEHEHHe W
YHUUTOXKEHUE JIEKAPCTBEHHBIX MPENapaToB JIJIs MEAUIIMHCKOTO TPUMEHEHHs, 00eCTIeYNBAIOT B MOPSAKE U
B CcOCTaBe, KOTOpble ycTaHOBiIeHBbl IIpaBurensctBoM Pocculickoit ®enmepanuu ¢ yd4eToM BHJA
OCYIIECTBIISIEMOW WMH JEATEIHHOCTH, BHECEHHEe HH(OpMAIMK O JEKAapCTBEHHBIX Mpemnaparax s
MEJUIUHCKOTO TIPUMEHEHHUS] B CHCTEMY MOHHTOPWHTA JBHIKCHHS JIEKAPCTBEHHBIX IIPENapaToB JIs
MEIUIITHCKOTO MPUMEHEHHSI.

Hupopmanus 00 U3MEHEHUSX:

Cmamus 67 oonoanena yacmoio 8 ¢ 1 aueaps 2018 2. - Deodepanvuwiii 3axon om 28 oexabpsa 2017 .
N 425-@3

8. Opranm3anmss WHGOPMAIMOHHOTO B3aUMOJICUCTBUS CHUCTEMBl MOHUTOPHHTA JIBHIKCHHUS
JIEKapCTBEHHBIX TpEenaparoB JUIi MEIUIMHCKOTO TMPUMEHEHHS C WHBIMH TOCYJapCTBEHHBIMU
WHQPOPMAIIMOHHBIMA CHUCTEMaMH 00eCIeunBaeTCss B TOM YHCJIE TOCPEICTBOM HH(PPACTPYKTYPHI,
obOecnieunBaromield MH(YOPMAINMOHHO-TEXHOJIOTHUECKOE B3aUMOJICHCTBAE WH()OPMAIIMOHHBIX CHCTEM,
WCTIOJB3YEeMBIX IS TPEJOCTABICHHUS] TOCYJAAPCTBEHHBIX W MYHHUIMITAIBHBIX YCIYT ¥ HCIIOJHEHUS
rOCyIapCTBEHHBIX M MYHUITUTIAIBHBIX (QYHKIIUN B 2IEKTPOHHOM (opMe.

Hupopmarnus 00 U3MEHEHUSX:

Cmamows 67 oonoanena yacmoto 9 ¢ 1 saueaps 2018 2. - @edepanvuwviii 3axon om 28 oexabpsa 2017 2.
N 425-@3
9. OOGmenocrynHas wuHpopManus, cojepXxamascs B CHCTEME MOHHUTOPHUHTA JBUKCHHS
JIeKapCTBEHHBIX MperaparoB TUTSt MEUIITHCKOTO pUMEHEHH, pa3meraercs B
“H(POPMAIIMOHHO-TEJICKOMMYHUKAITMOHHOM ceTr "MHTepHeT" (B TOM umnciie B popMe OTKPBITHIX JTAHHBIX)
B mopsijike, yctaHoBIeHHOM [IpaButenbcTBoM Poccuiickoit @eneparuu.

Hndopmarys 06 M3MEHEHHSX:

Cmamows 67 oononnena wacmoio 10 ¢ 1 aneaps 2018 2. - @eoepanvruiii 3akon om 28 oexaops 2017 2.
N 425-@3
10. IIponsBoauTeNn IeKapCTBEHHBIX CPEICTB MOIYYAIOT COJIEPIKAITYIOCS B CHCTEME MOHHTOPUHTA
JIBUOKCHHS] JIEKAPCTBEHHBIX MpemapaToB IS MEIUIMHCKOTO TpUMEHEHUs HHPOpMAIMIo O CEepusix u
MapTUSAX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOAMMBIX UMH W HaXOJSIMUXCS B TPAKIAHCKOM 000pOTEe B



Poccwuiickoit @enepanun, 6€3B03ME3THO.

Hupopmarnus 00 U3MEHEHUSX:

Cmamus 67 oononnena yacmoro 11 ¢ 1 aneaps 2020 . - @eoepanvhuiii 3akon om 28 oexaops 2017 2.
N 425-@3
11. 3a mpou3BOJACTBO WK MPOJAXKY JEKAPCTBEHHBIX MPemapaToB IS MEAUIIMHCKOTO TPUMEHEHUS
0e3 HaHeCceHWs CPEeJCTB WIACHTHU(HMKAINH, C HAPYIICHHEM YCTAHOBICHHOTO MOpSAKA WX HAHECEHWs, a
TaKk)Ke 3a HECBOEBPEMEHHOE BHECEHHE IAaHHBIX B CHCTEMY MOHHUTOPHHTA JBUKECHHS JIEKapCTBEHHBIX
MIPerapaToB JiJIsl METUIIMHCKOTO IPUMEHEHHS NJIH BHECEHHE B Hee HEIOCTOBEPHBIX JIAHHBIX FOPUHYECKUE
JUlla ¥ UHAUBHUAYAIbHBIE MpEeANpUHUMATENH, YKa3aHHbIE B 4acTsX 4 W 7/ HACTOSIIEH CTaTbH, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOaTeIhcTBOM Poccuiickoit denepanuu.

Hndopmarys 06 M3MEHEHHSX:

Cmamows 67 oononnena vacmoto 12 ¢ 1 aneaps 2018 2. - @eoepanvruiii 3akon om 28 oexaops 2017 2.
N 425-@3

12. IlpaButensctBo Poccuiickoit ®enepamwu BIpaBe YCTAaHOBUTh OCOOEHHOCTH BHEIPEHUS
CUCTeMbl MOHUTOpPWHTA JBUKCHHsI JICKAPCTBEHHBIX IMIpemapaToB Ui MEAUIIMHCKOTO MPUMEHEHU,
BKIIIOYasl CPOKH €€ BHEIPEHHWs, B OTHONICHWH JIEKAPCTBEHHBIX IIPEMapaToB JUISI MEIHIIMHCKOTO
MPUMEHEHHsI, BKJIIOYCHHBIX B TMEPEUeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHWINUX JIEKapCTBEHHBIX
MperaparoB, JIEKAPCTBEHHBIX TIpenapaToB, IMpeTHa3HAUYCHHBIX ISl OOECIeYeHUsl JIMI, OOJBHBIX
remouiuei, MyKOBUCIIUAO030M, TUIO(U3APHBIM HAaHU3MOM, Oo0Je3Hb0 ['oIre, 370KaueCTBEHHBIMU
HOBOOOpPa30BaHUSMH JTUM(OUIHOM, KPOBETBOPHOW M POJICTBEHHBIX UM TKaHEH, paccessHHBIM CKJIEPO30M,
JMII TIOCJIe TpaHCIUIAaHTAIMU OpraHoB © (WJIM) TKaHEW, WHBIX JIEKAPCTBEHHBIX IPEMapaTtoB Jyis
MEJUIIUHCKOTO TPUMEHEHHS.
TAPAHT:

CM. KOMMEHTapHH K cTaThe 67 HacTosmero ®enepaibHOro 3aKoHa

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim saxonom om 25 nosaops 2013 2. N 317-D3 nacmoswuii Dedepanvhbiil 3aKOH OONOIHEH
enasoti 14.1

I'mapa 14.1. Orpanu4yenusi, HajlaraeMble HA OPraHU3AMUH, OCYECTBJISIIONINE 1eATEJTHHOCTD M0
00palIeHHI0 JIEKAPCTBEHHBIX CPEICTB

Cratbs 67.1. OrpaHuueHus, HAJIaraeMble IPU OCYIIECTBICHUH JICITSILHOCTH B chepe oOpaIeHust
JIEKapCTBEHHBIX CPEJICTB

1. Opranuzanuu, 3aHAMaOIIHECs pa3pabOTKOH, MPOU3BOACTBOM © (WIIH) peaau3aluei
JIEKapCTBEHHBIX MPENapaToB /i MEIUIIMHCKOTO MPUMEHEHHs, OpraHu3aliy, o0Jalalolue npaBaMu Ha
WCII0JIb30BaHKE TOPrOBOI0 HAaMMEHOBAHMUSI JIEKAPCTBEHHOI'O IpernapaTa JJsi MEJAUIIMHCKOTO MPUMEHEHHUS,
OpraHu3alliil  ONTOBOM TOPIOBJIM JIEKAPDCTBEHHBIMH CPEJICTBAMH, alTeUHble OpraHu3anuu (ux
MIPEJICTABUTENN, WHBIE (U3NYECKHe W IOPUANYECKHE JIUIA, OCYIIECTBISIONINE CBOIO JESITEIHHOCTh OT
MMEHM 3THUX OpraHM3aluii) B OTHOIICHUM MEIMIUHCKAX PAaOOTHUKOB U PYKOBOIMTEICH MEIMIIMHCKUAX
OpraHu3aIuii He BIIPaBe:

1) Bpy4arh MOJapKH, BBILJIAYUBATH JCHEKHBIC CpecTBa (32 MCKIIFOYCHHEM BO3HATPAKICHHU T10
JIOTOBOpaM  IpH  IPOBEJCHUH KIMHUYECKMX HCCIEJOBAaHUN JIEKAPCTBEHHBIX IpernapaToB s
MEIUIIMHCKOTO TPUMEHEHUS, BO3HATPAXKICHUH, CBSI3aHHBIX C OCYIIECTBICHHEM MEIUIIUHCKUAM
pabOTHUKOM TIearoruyeckoil u (W) HAyIHOU JeSITeTbHOCTH), B TOM YHCIIC OIUIaYABaTh Pa3BIICUYCHHUS,
OTJIBIX, TPOE3] K MECTy OT/bIXa, a TaKKe MPHUBJIEKATh K YYaCTHUIO B Pa3BJIEKATEIbHBIX MEPOMPHUSITHSIX,
MIPOBOIMMBIX 34 CUET CBOUX CPEJICTB,;

2) 3aKkiouaTh COMJIANCHHWS O HA3HAUYCHWUM WM PEKOMEHJIAIUU TAIUeHTaM JICKapCTBEHHBIX
penaparoB JUisi MEMIMHCKOTO MPUMEHEHUS (3a MCKIFOUSHHUEM JIOTOBOPOB O IMPOBEACHUH KIMHUYCCKUX
HCCIICIOBAHMH JICKAPCTBEHHBIX MIPENApaToB JUIs MEIUIIUHCKOTO IPUMEHECHHUS);

3) npenocTaBiATh 00pa3Ilbl JIEKAPCTBECHHBIX PEMAPATOB I MEIUIIMHCKOTO TPUMEHEHHSI B IIEJISIX
BpYYCHHs TAlMeHTaM (32 HWCKJIIOYEHUEM CJIy4aeB, CBS3aHHBIX C MPOBEJACHUEM KIMHUYCCKUX
MCCIIeIOBaHHI JIEKAPCTBEHHBIX MPENapaToB JUIS METUIIMHCKOTO IIPUMEHCHU);

4) mnpemoCTaBIATh HEJOCTOBEPHYIO H (WJIM) HENOJHYI0 HHQGOpPMAIMIO O JIEKapCTBEHHBIX
npenapaTax Jyisi METUIITHCKOTO IIPUMEHEHUS;



5) mocermare uX B pabouee BpeMsl Ha pabOYMX MECTax, 3a UCKJIFOUECHUEM CIy4acB, CBSI3aHHBIX C
MPOBEICHUEM KIIMHUYECKUAX UCCIICIOBAHMUM JIEKAPCTBEHHBIX MPETapaToB JJIsi MEAUIIUHCKOTO TPUMEHEHHS,
C y4YacTHEM B MOpPSAKE, YCTAHOBJIEHHOM PYKOBOJUTEIEM MEAUIIMHCKOM OpraHu3aiu, B COOpaHHIX
MEIHUIIMHCKAX  PaOOTHUKOB W  HMHBIX  MEpPONPHSATHSX, HAINpPABICHHBIX Ha  IOBBIIIEHHE  HUX
mpodeCCHOHATBPHOTO YPOBHS HWIIM Ha TMPEJOCTaBlicHHE HH(POPMAIMH, CBA3aHHON C OCYIIECTBICHHEM
MOHHUTOpPUHTA O0€30MAaCHOCTH JICKAPCTBEHHBIX MPEaparosB;

6) moOyX/1aTh K BBITHUCHIBAHUIO JICKAPCTBEHHBIX MPEMAapaToB Il MEAUIIMHCKOTO TPUMEHEHHS Ha
OnaHKax, coleparux HHOYOPMAIUIO PEKIAMHOTO XapakTepa, a TakKe Ha pPeIeNnTypHbIX OJlaHKax, Ha
KOTOPBIX 3apaHee HaleyaTaHO HaWMEHOBAHWE JIEKAPCTBEHHOTO Tperapara IS METUIIMHCKOTO
MPUMCHEHHUSI.

2. Opranusanuu, yKasaHHble B a03arie mepBoM JacTu 1 HaCTOSIIEH CTaThH, U UX MPEICTABUTEIH B
OTHOIIEHUH (hapMaleBTHUECKUX PAOOTHUKOB M PYKOBOIUTENICH allTEYHBIX OpraHU3aIliii He BIIpaBe:

1) Bpy4ath MojapkH, BBIILUIAYMBATH JEHEKHBIE CPEICTBA, B TOM YHCJIE OMJIAYMBAThH Pa3BIICUYCHHUS,
OTABIX, TPOE3l K MECTy OTIbIXa, W MPUBJIEKATh K YYaCTHUIO B pa3BJICKATEIBHBIX MEPONPHSITHSIX,
MIPOBOMMBIX 3a CUET CBOUX CPEICTB,;

2) TpenocTaBiIsATh 00pa3ibl JICKAPCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS IS
BPYUEHHsI HAaCEJICHHIO;

3) 3akmoYaTh COMVIAICHHWS O TIPSUIOKECHHH HACCIICHHUIO OIPECICHHBIX JIEKaPCTBEHHBIX
[penapaToB Uil METHIIMHCKOTO MPUMEHEHUS,

4) mnpemoCTaBIATh HEJOCTOBEPHYIO H (WJIM) HENOJAHYI0 HH(POPMAIMIO O JIEKaPCTBEHHBIX
mpenaparax JUii MEIHIIMHCKOTO TPHUMEHCHHS, B TOM YHCIIE MMEIOIIUX OJWHAKOBOE MEXKIYHApOIHOE
HEIaTeHTOBAaHHOE HAUMEHOBAHHE.

TAPAHT:

CM. KOMMeHTapHH K cTaThe 67.1 HacTosmero deaepaabHOro 3aK0Ha

Crates 67.2. TpeOoBaHWs K OpraHu3alldd M TPOBEICHUIO HAYYHBIX MEPONPUSTUN, HHBIX
MEpPOTIPUSTHIA, HANmpaBJICHHBIX HA  MOBBIIEHHE TMPO(YECCHOHATEHOTO  YPOBHS
MEJUIIMHCKUX pPAOOTHUKOB WJIM Ha TWpeaocTaBlieHne WH(GOPMAIUU, CBSI3aHHOW C
OCYIIECTBIIEHUEM MOHUTOPUHTA O€30IIaCHOCTH JIEKAPCTBEHHBIX IPENapaToB

1. IIpu mpoBe/IeHUN HAYYHBIX MEPOTPUITHH, UHBIX MEPOTPUSATHH, HAIIPABICHHBIX HA TOBHIIICHHE
npo(eCCHOHATLHOTO YPOBHS MEIMIMHCKAX pPaOOTHUKOB WJIM Ha TMPEJOCTABICHUE CBS3aHHOW C
OCYIIIECTBIIEHUEM MOHUTOPHUHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MPenapaToB NHPOPMAIIUH, OPTaHU3YEMBIX
OpraHu3aIysIMH, YKa3aHHBIMHU B a03arie nepBom dactu 1 crateu 67.1 Hactosero denepaibHOTO 3aK0Ha,
WX MpeJICTaBUTEISIMH U (MITH) (PUHAHCHPYEMBIX 3a CUET CPEJICTB ATUX OpraHW3alluii U UX MPEJICTaBUTEIIEH,
3ampeniaercs MPernsTCTBOBATh YYAaCTUIO B YKAa3aHHBIX MEpPONPUATUSX HHBIX OpraHu3aluii, KOTOphIe
MPOU3BOJIAT WM PEATU3YIOT JIeKapCTBEHHBIE Mpenaparhl Uil MEIUIUHCKOTO MPUMEHEHHSI CO CXOXKUM
MeXaHU3MOM (papMaKOJIOTHUECKOTO IEHCTBUS, JINOO CO3/1aBaTh JUCKPUMHUHAITMOHHBIC YCIOBHUS IS OJTHUX
YYaCTHUKOB IO CPABHEHUIO C IPYTUMH YYaCTHUKAMH, & IMEHHO:

1) nmpeocTaBiIsATh pa3IMIHOE KOJMYECTBO BPEMEHH ISl BBICTYIUICHHN YYaCTHUKOB, Pa3IMIHbIC 1O
pasMepy 3aHMMaeMO# IUIOIIaaud MecTa JJisg JEMOHCTpAluu o0pa3IoB JIEKaApCTBEHHBIX MPENapaToB s
MEIUIIMHCKOTO TPUMEHEHUS WM pPEeKIAMHBIX MaTepHalioB O JIEKapCTBEHHBIX Ipenaparax s
MEUITMHCKOTO TPUMEHEHUS Ha AKCIO3UIUAX, CTEHaX, 32 HCKIIOUEHUEM CIIy4aeB, €ClU TaKue yCIOBUS
3aKpeIUIeHbl B COTJIANICHUSX STHX OpraHW3aluii, WX MpeJcTaBuTeNell 0 (PMHAHCHMPOBAHWHU YKa3aHHBIX
MEpPOIPHUATHIA U 00YCIIOBICHBI Pa3IMYHBIMU 3aTpaTaMy yUYaCTHUKOB Ha X OpPTaHU3AINIo;

2) ycTaHaBJIMBaTh pa3Mep B3HOCA U YYaCTHUKOB MEpPONPHSITHH, YKa3aHHBIX B ad3aie mepBoM
HACTOSIIEH YacTH, MPEBHIMAONINN CyMMY 3aTpaT Ha OPraHU3AIMI0 YKAa3aHHBIX MEPOTPUSTUI U BeIyIIUN
K HEOOOCHOBAaHHOMY OTPAaHUYEHHUIO YUCIIA UX YUACTHUKOB.

2. Opranmzanuu, yka3aHable B a03are neprom yactu 1 crateu 67.1 HacTosimero ®deaepaibHOTO
3aKOHa, WX TMPEICTaBUTEH, OCYIICCTBISIONINE OpraHu3aiuio 1 (W) (uHAHCHPOBAHUE MEPONPHSITHH,
yKa3aHHBIX B 4acTu 1 HACTOSIIEH cTaThu, 00s13aHBI 0OeCTIeYnBaTh JOCTYN K HH(pOpMAIHK O JaTe, MecTe U
BpEMEHHM TIPOBEACHMSI YKa3aHHBIX MEpPONpUATUN, IUIaHAX, I[porpaMMax MpPOBEIEHUS! YKa3aHHBIX
MEPOMPHUATHA U TeMaX, TIAHUPYEMBIX ISl PACCMOTPEHHUS, COCTaBe WX YYACTHUKOB MyTEM pa3MelleHUs
COOTBETCTBYIOIEH HWH(POPMAIIMN HA CBOMX O(PHUIMAIBHBIX caiiTax B ceTH "MHTepHeT" He Mo3JHee ABYX
MecsIIeB J0 Havalla MPOBEACHHS YKa3aHHBIX MEPOTIPUSTHH.

3. MHdopmanus o MpoBEACHUN MEPOTIPHITAN, YKa3aHHBIX B YacTH 1 HACTOSIIEH CTaThH, B CPOK,
YCTaHOBJICHHBIA YAaCThIO 2 HACTOSINEH CTaThH, JOJKHA OBITh HalpaBiieHa B (elepalbHBId OpraH



UCIIOJIHUTEIbHON  BIIACTH, OCYINECTBISIIOIMM (QYHKIMM 10 KOHTPOJIIO M Hag3opy B cdepe
3/IpaBOOXPAHCHHUS, /IS MOCIEIYIOMEro pa3MemeHns ee Ha O(UIMAIbHOM CaliTe 3TOr0 OpraHa B CEeTH
"NuTepuer”.

TAPAHT:

CM. xommeHTapuu K cTaThe 67.2 Hactosimero deaepaibHOro 3aKOHA

I'maBa 15. OTBeTCTBEHHOCTH 32 HApYIIeHHe 3aK0HOoAaTeIbcTBa Poccuiickoii Menepanun npu
o0pameHnN JeKAPCTBEHHBIX CPeCTB H BO3MelleHNe Bpeia, IPUYUHEHHOT 0 3/10POBbI0 IPAKIAH
BCJIEICTBHE IIPUMEHEHHS JIEKAPCTBEHHBIX NPENapaToB

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 ¢ cmamvio 68 nacmosweco PedepanbHo2o
3aKOHA 6HeceHbl uzmenenus, gcmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm cmambou 6 npeovioyujeti peoaxKyuu

Cratbsa 68. OTBEeTCTBEHHOCTh 3a HApyIICHHWE 3aKOHOaaTelbcTBa Poccuiickoit denepanuu mpu

oOpallleHuy JIEKapCTBEHHBIX CPEICTB

1. Hapymenue 3akoHomatenbcTBa Poccuiickoit ®enepamuwu mpu oOpalieHWH JIEKapCTBEHHBIX
CPEICTB BJIEYET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATENBCTBOM Poccuiickoit
®Denepanuu.

2. 3a wHenpezacraBieHue wuHMopMaruu W (WIK) JaHHBIX, PEIYCMOTPEHHBIX HACTOSIIHM
OeniepalibHBIM 3aKOHOM, CYOBEKTBl OOpallleHusl JIEKApCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTHh B
COOTBETCTBHUH C 3aKOHOJATENbCTBOM Poccuiickoit enepannu.

TAPAHT:

CM. KoMMeHTapuu K cTaThe 68 HacTosero denepalbHOTO 3aKOHA

Cratbs 69. Bo3Melenune Bpena, MPUUMHEHHOTO 3/I0POBBIO TI'paXK/aH BCIIEJCTBHE NPUMEHEHUS
JIEKapCTBEHHBIX MPETapaToB

1. IlpounzBoauTens JeKapcTBEHHOTO Mpernapara 00s3aH BO3MECTUTh Bpel, IPUUNHEHHBIN 3/J0pPOBBIO
IpaXkJaH BCIEACTBHE IPUMEHEHMSI JIEKAPCTBEHHOI'O IIpenapara, eCliyi JoKa3aHo, YTo:

1) nexkapcTBeHHBINM Mpenapar MPUMEHSJICS MO HA3HAYCHUIO B COOTBETCTBHHM C MHCTPYKIHEH IO
MIPUMEHEHHIO JIEKAPCTBEHHOr0 IMpernapara ¥ IMPUYUHOM Bpeja SIBUJICS BBOJ B TpakIaHCKUUA 000OpOT
HEeZI00pOKaYeCTBEHHOT' O JIEKApCTBEHHOTO Ipenapara,

2) Bpea 30pPOBBIO TPUYUHEH BCIIEJACTBHE HEIOCTOBEPHONW HH(OPMAIIUH, COJepKalleiics B
WHCTPYKILHHU 1O MPUMEHEHHIO JIEKapCTBEHHOTO Iperapara, U3JaHHON MPOU3BOJIUTENIEM JIEKAPCTBEHHOIO
npenapara.

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-P3 6 yacmv 2 cmamvu 69 nacmosweco
DedepanvbHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

2. B ciiyuae, ecim Bpes 30pOBBIO TpaXKIaH MPUYUHEH BCICICTBHAE MPUMEHEHHUS JIEKAPCTBEHHOTO
nmpernapara, MPHIISIIIero B HEroJHOCTh B pe3yJIbTaTe HAPYIICHUS MPABHJI XPAHCHUS JIEKAPCTBEHHBIX
CPEJICTB, MPABUJI ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMHU IIperiapaTtaMi, MPaBHUJ OTIYCKa JIEKAPCTBEHHBIX
MpernaparoB, MpPaBUJI HW3TOTOBICHHWS W OTIIYCKa JICKAPCTBEHHBIX MPENapaToB, BO3MEIICHHE Bpeia
OCYIIIECTBIIACTCS COOTBETCTBEHHO OpraHM3aldeil ONTOBOW TOPrOBJIM JICKAPCTBEHHBIMH CpPEICTBAMH,
anTevYHOW  OpraHMW3aled, WHAWBUAYAIbHBIM MHpPEANPUHUAMATENIEM, HMEIOIIMMHU  JIMICH3UIO Ha
(bapMareBTHUECKYI0 JCSITeIBbHOCTh WM JIMIEH3UI0 HAa MEIUIMHCKYIO JIEATEIbHOCTh, MEIMIIMHCKOM
OpraHmM3andel, HWMEIOIeH JHUIeH3MI0 Ha (apMaleBTHYECKYIO JeSITeIbHOCTh (€€  000COOICHHBIM
nojipaszieiicHueM (amOysaropueit, (eapamepckuM U (QelbIIepCeKo-aKyIIepCKUM ITyHKTaMH, HEHTPOM
(otmenenuem) oOrmei BpaueOHON (CeMeHHOMN) MPAKTHUKH), PACIIONOKEHHBIM B CEIBCKOM HACEICHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET alTeYHas OpraHM3alldsi), JTOMYCTUBIIUMHE MPOJAKy UM OTIIYCK TaKOTO
JIEKapCTBEHHOTO Tperapara.

3. Bo3memenue Bpema, NPUYMHEHHOTO 3JIOPOBBIO TPaXKJIaH BCICJACTBHE IPUMCHCHHS
JIEKapCTBEHHBIX TPENapaToB WM COBEPIICHUS TMPOTHBOIPABHBIX JEHCTBUE CcyObekTamMu oOparieHus
JIEKAPCTBEHHBIX ~CPEJICTB, OCYIIECTBISIETCS B COOTBETCTBHU C 3aKOHOJIATEILCTBOM — Poccuiickoit



ODenepanui.
TAPAHT:

CM. xoMmMeHTapuu K ctaThe 69 HacTosero denepalbHOTO 3aKOHA

I'maBa 16. 3ak/ounTe/bHbIE MOJI0KECHUS

Cratbsa 70. O npu3HaHUM YTPATUBIIUMHU CHJIY OTIEIBHBIX 3aKOHOJATEIBHBIX aKTOB (TTOJIOXKEHUH

3aKOHOJIaTeNBHBIX akTOB) Poccuiickoit denepanuun

[Ipu3HaTh yTpaTUBIIUMU CUITY:

1) Denepanpubii 3akon ot 22 wuions 1998roma N 86-®3 "O nekapcTBEHHBIX CpejacTBax”
(Cobpanue 3akoHoaTenbcTBa Poccuiickoit ®eneparuu, 1998, N 26, cr. 3006);

2) ®enepanpubiii 3axon oT 2 suBapst 2000 roga N 5-®3 "O BHeceHUH U3MEHEHHS U JIOTIOJIHCHHUIA B
Oenepanbublii 3akoH 'O sexapcTBeHHBIX cpeactBax” (CoOpaHme 3akoHOnmaTenbcTBa Poccuiickoit
Ddeneparun, 2000, N 2, ct. 126);

3) crateio 40 denepanpHoro 3akoHa ot 10 suBaps 2003 roga N 15-®3 "O BHeceHUU M3MEHEHH U
JIOTIOJTHEHW B HEKOTOpPBIE 3aKOHOJaTelbHbIe akThl Poccuiickoit denepanuy B CBS3M C MPHUHSATHEM
@enepanpaoro 3akoHa 'O JIMIEH3WPOBAaHWM  OTACIBHBIX BHIAOB jestenbHOocTH — (CoOpanme
3akoHomaTenscTBa Poceniickoit ®enepanuu, 2003, N 2, ct. 167);

4) cratpio 31 denepanbroro 3akona or 30 utons 2003 roga N 86-®3 "O BHeceHHH W3MEHCHHN U
JIOTIOJTHEHUH B HEKOTOpBIE 3aKOHOJaTeNlbHbIe akThl Poccuiickoit deneparuy, Npu3HAHUN YTPATHBIIUMHU
CHIIy OTHENBHBIX 3aKOHOJATENbHBIX aKTOB Poccwiickoii ®Deneparuu, NpeIOCTaBICHHH OTACIHHBIX
rapaHTUi COTPYAHUKAM OPraHOB BHYTPEHHHUX JI€JI, OPTaHOB 110 KOHTPOJIO 32 00OPOTOM HApKOTHUECKUX
CPEe/ICTB U TICUXOTPOITHBIX BEIECTB U YIPa3aHIEMbIX (eepabHBIX OPraHOB HAIOTOBON TOJIMIIMU B CBSI3U
C OCYIICCTBIICHMEM Mep II0 COBEpIICHCTBOBaHUIO rocyaapctBeHHoro ynpasienus (CoOpanue
3akoHomaTenscTBa Poceniickoit ®@enepanuu, 2003, N 27, ct. 2700);

5) crateio 101 denepanpHoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuH
W3MEHEHW B 3aKOHOZaTelNbHBIE akThl Poccumiickoit denepanmu W TPU3HAHUKA YTPATHBIIUMH CHITY
HEKOTOPBIX 3aKOHOAATENbHBIX akToB Poccuiickoit ®denepanyuu B CBsI3M ¢ NpUHATHEM (enepaabHBIX
3akoHOB "O BHECEHHMHM W3MEHEHHMH W jomnojHeHud B dDenepanbHblii 3akoH "OO0 0O0mUX MPUHIIHAIIAX
OpraHM3alUK 3aKOHOJATENFHBIX (IPEACTABUTENFHBIX) W HUCIOIHHUTEIBHBIX OPraHOB TOCYJapCTBEHHOMN
Bractu cyoOwbekToB Poccuiickoit ®epepanmu” u "OO6 00mMMUX NpUHOHMIAX OpPraHU3ANNH MECTHOTO
camoympaBieHust B Poccuiickoit @enepanuu” (CoOpanue 3akoHonmatenscTBa Poccuiickoit deneparium,
2004, N 35, ct. 3607);

6) crareio 28 @enepanbHoro 3akona ot 18 nexadpst 2006 roga N 231-03 "O BBenenuu B neiicTBue
yactd ueTBepTod ['parkmanckoro kojekca Poccumiickoit ®enepanuu” (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2006, N 52, ct. 5497).

TAPAHT:

CM. xommeHTapuu Kk ctathe /0 HacTosero denepalbHOTO 3aKOHA

Cratbsa 71. Berynnenue B cuity HacTosmero denepajbHOro 3akoHa

1. Hactosmmit denepanpHbIid 3akoH BeTymnaeT B cuity ¢ 1 certsops 2010 roxa.

2. JlekapCTBeHHbIE CpEJACTBA, 3apETUCTPHUPOBAHHBIE O IHS BCTYIUICHUS B CHJIY HACTOSIIETO
®denepalibHOTO 3aKOHA, MOJUIEkKAT BKIIFOUEHUIO B TOCY/IapCTBEHHBIE PEECTPhI JEKApPCTBEHHBIX CPEACTB C
BHECEHHMEM YKa3aHHbIX B uacTu 1 ctarbu 33 Hactosimero denepanbHOTO 3aKOHA CBeJIEHHH 00 3THUX
JIEKapCTBEHHBIX CpEACTBAX 0€3 MPOXOXKIEHUS BHOBb MPOLEAYpPbl TOCY/IapCTBEHHONH perucTpanuu
JIeKapCTBEHHBIX IIPenapaToB.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrviv 3axonom om 11 oxkmsaops 20102. N 271-D3 6 uacmv 3 cmamovu 11 nacmosueco
DedepanvHo20 3aKOHA 6HECeHbl USMEHEHUS

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
3. l'ocynapcTBeHHas: perucTparus JIeKapCTBEHHBIX MPemapaToB, 3a HCKIIOUEHHUEM JIEKapCTBEHHBIX
MpenapaToB JUisl MEIUIIMHCKOTO MPUMEHEHUS, MPEICTaBICHHBIX Ha YKA3aHHYIO PErucTpaluio 10 JHS
BCTYIUJIEHUSI B CHJIy HacTosiero denepaibHOTO 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUU C HACTOSIIUM
OenepalibHBIM 3aKOHOM Ha OCHOBAHMHM JIOKYMEHTOB M JAHHBIX, NPEACTABICHHBIX O JHS BCTYIUICHHS B



CUJIy HACTOALICTO CDCI[GpEU'IBHOFO 3aKoOHa.

Hudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axonom om 29 mnosops 20102. N 313-@3 uyacme 3.1 cmamvu 71 nacmoswezo
DedepanvbHo20 3aKOHA U3NONCEHA 68 HOBOU pedaxyuu, scmynaiowel 6 Cuily co OHA O0QUYUATLHO20
onybnukosanus. Hazeanno2o Dedepanvro2o 3aKOHA U PACHPOCMPAHSIOWENCS HA NPABOOMHOULEHUS,
sosHuxuiue ¢ 1 cenmaops 2010 2.

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu

3.1. 'ocynapcTBeHHas! perucTpalus JeKapCTBEHHBIX IIPETapaToB sk MEJUIITHCKOTO IPUMEHEHUS,
MPEJICTABJICHHBIX HA TOCYJApPCTBEHHYIO PErUCTPAlMI0 JO JHS BCTYIUIEHHUS B CHIILYy HACTOSIIETO
®denepanbHOrO 3aKOHA, U TOCYJapCTBEHHAS PETUCTpaIsl JIEKAPCTBEHHBIX IIPENApaToB I MEIUIIMHCKOTO
NPUMEHEHHUS], NPEACTABICHHBIX HA SKCHEPTU3Y JIEKAPCTBEHHBIX CPEACTB JI0 [HS BCTYIUIEHUS B CUILY
Hacrosimero @enepaslbHOTO 3aKOHA B ILESIX HX IOCIENYIOIEH TOCYJapCTBEHHON pEruCTpaluy,
OCYIIECTBJISIFOTCS HA OCHOBAaHUU JOKYMEHTOB W JAHHBIX, MPEACTABICHHBIX JO JIHS BCTYIUIEHUS B CHILY
Hacrosimero @enepanbHOrO 3aKkoHA, a TakXKe 3asiBICHHUST O TOCYAApCTBEHHOM perucrpanuu
JIEKapCTBEHHOI'0 IIperapara, NPEeACTABICHHOIO IPOU3BOAUTEIIEM JIEKAPCTBEHHBIX IIPENAPATOB WA
YIOJIJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUH ¢ HAcTOAIMM DesiepanbHbIM 3aKOHOM B YIOJIHOMOYEHHBIN
(denepanpHBIE OpraH HWCHOMHUTENbHON BractTw g0 1 wmapra 2011roma, Ge3 TpeboBaHUs YIIAThI
roCyJIapCTBEHHOW MONUIMHBI, MPEIYCMOTPEHHON 3aKOHO1aTelbeTBOM Poccuiickoit denepanuu o HaJIorax
u cOopax.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 29 nosops 20102, N 313-@3 yacmes 3.2 cmamvu 71 nacmosiweco
DedepanvH020 3aKOHA U3N0JCEHA 6 HOB0U pPeOaKyuu, 6cmynaioweti 6 Culy co OHL OQUYUATbHO2O
onyonuxkosanus Hazeanno2o DedepanvHo2o 3aKOHA U PACHPOCMPAHSIOWENCS HA NPABOOMHOULEHUSL,
sosHuxuue ¢ 1 cenmaops 2010 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

3.2. TloaTBepkaeHWe TOCYIapCTBEHHOW pErucTpaliil JIGKQpCTBEHHBIX IMpernapaToB U
MEJIMIUHCKOTO MPUMEHEHUS, MPEICTABICHHBIX Ul MOATBEPKACHHUS I'OCYIapCTBEHHON PETUCTpanuu 10
JIHSL BCTYIUIEHUsI B CuUJly Hactosimero ®eaepaJbHOro 3aKoHa, M MOATBEPKIEHUE TOCYJIapCTBEHHON
pPErucTpanyy JIEKapCTBEHHBIX IIPENaparoB JUIsi MEIAUIMHCKOTO IIPUMEHEHMs, IPEJICTaBICHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JI0 JIHS BCTYIUIEHUs B CUIy Hactosiero ®denepanbHOro 3akoHa B
LEesAX IOCJEAYIOMEro TMOATBEPKIACHUS HMX TIOCYJIapCTBEHHOM PpErucTpalyM, OCYHIECTBISIOTCS Ha
OCHOBAaHMM JOKYMEHTOB M JAHHBIX, IPEJICTABICHHBIX JO JHSA BCTYIUIEHHS B CHIIy HAaCTOSIIETO
@denepanbHOrO 3aKOHA, a TAaKXKe 3asiBICHHUS O MOATBEPKICHUHM TOCYJAapCTBEHHON perucrpanuu
JIEKapCTBEHHOI'0 IIperapara, NPEACTABICHHOIO IPOU3BOAUTEIIEM JIEKAPCTBEHHBIX IIPENAPATOB WA
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUH ¢ HAcTOAIMM DesepanbHbIM 3aKOHOM B YIIOJIHOMOYECHHBIN
(denepanpHBIi OpraH HWCHONHUTENbHON BractTw g0 1 wmapra 2011roma, Ge3 TpeboBaHUs YIJIAThI
roCyJIapCTBEHHOW MONUIMHEI, MPEIYCMOTPEHHON 3aKOHO1aTelIbeTBOM Poccuiickoit denepanuu o HaJIorax
" cbopax.

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axonom om 29 mnosops 20102. N 313-@3 uacme 3.3 cmamvu 71 nacmoswezo
DedepanvbHo20 3aKOHA U3NOJNCEHA 6 HOBOU pedaxyuu, scmynaiowel 6 Cuily co OHA O0QUYUATLHO20
onybnukoeanus. Hazeanno2o DedepanvHo2o 3aKOHA U PACHPOCMPAHSIOWENCS HA NPA8OOMHOULEHUS,
sosHuxuue ¢ 1 cenmaops 2010 2.

Cm. mekcm yacmu 6 npeovioyueti peoaKyuu

3.3. Illpunsite pemieHuss O BHECEHWH W3MEHEHWH B JOKYMEHTHI, COJIEp)Kalluecs B
PErUCTPAIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIA Ipenapar sl MEJUIUHCKOTO
MPUMEHEHUsS] M TPEJCTABIICHHbIE O JHS BCTYIUIEHHMS B CHUJIy HacTosimero ®enepaabHOTO 3aKOoHA, U
MIPUHATHAE PEIICHUsI O BHECEHUH M3MEHEHUH B JJOKYMEHTBI, COJEPKAIINUECS B PETUCTPAIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar il MEAUIUHCKOTO IPUMEHEHUS U IPEACTABIICHHBIE HA
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB JI0 JHS BCTYIUIEHHsI B CHly Hacrosmero denepanbHOro 3akoHa,
OCYILECTBJISIFOTCS HAa OCHOBAaHUMU JOKYMEHTOB W JAHHBIX, MPEACTABICHHBIX 10 JHS BCTYIUIEHUS B CHILY
Hacrosimero @enepaslbHOrO 3aKOHA, a4 TaKXKEe 3asBICHUS O BHECEHUM HW3MEHEHUHW B JOKYMEHTHI,
COZIEpKAIMECS B PETHCTPALMOHHOM JIOChE€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipernapar s
MEJIMIUHCKOTO TPUMEHEHHMs], MPEACTABICHHOTO IPOU3BOJUTENEM JIEKAPCTBEHHBIX IIPENapaToB HWIIN
YIOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHUH ¢ HacTosUM DeepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN



(denepanpHBIE OpraH HWCHOJHUTENbHON BracTw g0 1 wmapra 2011roma, Ge3 TpeboBaHUs YIIAThI
rOCyIapCTBEHHOM MONUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTelbeTBOM Poccuiickoit denepanuu o HajIorax
u cbopax.

Hupopmarnys 00 U3MEHEHUSX:

Deoepanvrvim 3axonom om 29 mnosops 20102. N 313-P3 uacme 3.4 cmamvu 71 nacmoswezo
DedepanvbHo20 3aKOHA U3NONCEHA 68 HOBOU pedaxyuu, scmynaiowel 6 Cuily co OHA O0QUYUATLHO20
onybnukoeanus. Hazeanno2o Dedepanvroco 3aKOHA U PACHPOCMPAHSIOWENCS HA NPAGOOMHOULEHUS,
sosHuxuue ¢ 1 cenmaops 2010 2.

Cm. mexkcm yacmu 6 npeovioyujeti peoaKyuu

3.4. Bplmaua pa3zpelieHHil Ha NPOBEACHHE KIMHUYECKUX HCCIIEOBAHUM JIEKAPCTBEHHBIX
MPEenaparoB Uil MEAUIUHCKOIO IPUMEHEHUS IO 3asBJICHUSM, MOJAHHBIM 10 IHS BCTYIUIEHUS B CHUILY
Hacrosimero PenepanbHOro 3aK0Ha, a TaK)Ke IO 3asBJICHUSIM, TOJAHHBIM IIOCJIE JTHS BCTYIUIEHUS B CHILY
Hacrosero deepanbHOro 3aKOHA Ha OCHOBAHHWM KCHEPTHU3, TPOBEICHHBIX /10 JHS BCTYIUICHHS B CHILY
Hacrosimero PenepalbHOrO 3aKO0HA, OCYLIECTBISIETCS B COOTBETCTBHM € HactosmuM DenepanbHbIM
3aKOHOM Ha OCHOBAHUU JIOKYMEHTOB U JAHHBIX, IIPEACTABICHHBIX WM ITOJIYYEHHBIX 10 JTHS BCTYILICHUS B
cuity Hacrosimero @enepaibHOro 3aKOHA, a TaK)Ke HAa OCHOBAaHWM KOIIMU IPEABAPUTENBHOTO JI0rOBOpa
00s13aTEILHOTO CTPAaXOBAHUS KU3HH, 3/I0POBbS MAIIUEHTOB, YYAaCTBYIOUIUX B KJIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOI'0 IperapaTta JUIsi MEIUWLUHCKOIO MPUMEHEHHUs, WM KOMHUU J0roBopa 0053aTelbHOro
CTPaxOBaHMs JKW3HHU, 3J0pPOBbS NAIWEHTOB, YYaCTBYIOIIUX B KJIMHHUYECKOM HCCIEJOBAaHUU
JIEKapCTBEHHOTO Tpemnapara JUisi MEeIUIUHCKOTO MPUMEHEHUs, JIMOO MpeACTaBIeHHOW KOMHH J0TOBOpA
00s13aTeNTbHOTO CTPAaXOBaHHUs, 3aKJIIOYEHHOI'O B COOTBETCTBHM C THIIOBBIMH IpaBHJIaMU 00s3aTEILHOTO
CTPaxOBaHHUs, C YKa3aHUEM INPEIECIbHOM YUCIEHHOCTH MAlUMEHTOB, YYacTBYIOIIUX B KIMHHUYECKOM
WCCIIEIOBAaHUM JIEKAPCTBEHHOI'O Ipenapara Ul MEAUIIMHCKOro HMpHUMEHEHHus, 0e3 TpeOOBaHMs YILIATh
rocyJJapCcTBEHHOM MOIUIMHBI, MPEyCMOTPEHHOH 3akoHOo1aTesibecTBOM Poccuiickoit @enepanuu o Hajorax
u cOopax.

Hndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 11 okmsabopa 2010 2. N 271-D3 cmamwvs 71 nacmosiyeco @edepaibroco
3aKOHa OonoaHena Yacmoio 3.5
3.5. 3apeructpupoBaHHbIE B HHOCTPAHHON BalOTE IO JHS BCTYIUICHUS B CHUJIY HACTOSIIETO
®denepanbHOTO 3aKOHA MPEJIeNIbHBIC OTITYCKHBIC IIEHBI HHOCTPAHHBIX TIPOM3BOIUTENCH Ha JI€KapCTBEHHBIC
mpemnapaTthl, BKIIOYCHHbIE B TMEpPEUeHb JKU3HEHHO HEOOXOJMMBIX U BaXHEWINIUX JEeKapCTBEHHBIX
npenapaToB, MOJJIeKaT nepecuety B pyonu mo kypcy llenTpambsaoro 6anka Poccutickoit denepanum Ha
naty, ycraHoBieHHyio IlpaButensctBoM Poccuiickoit ®eneparuu, Oe3 mpeacTaBleHUs 3asBICHUS O
nepecyeTe MEeHbI ¢ BHECEHHEM COOTBETCTBYIOIIUX W3MEHEHHH B TOCYTApCTBEHHBIN peecTp MpeaebHBIX
OTIIYCKHBIX II€H MPOW3BOJUTENICH Ha JEeKapCTBEHHBIE Mpenaparhbl, BKIIOYCHHBIE B MEpeUYeHb KU3HEHHO
HEO0OXOIMMBIX U BaKHEUIITNX JIEKApCTBEHHBIX MPemapaToB.

Wudopmarys 06 N3MEHEHUSX:

Deoepanvrvim 3axonom om 11 okmsaopa 2010 2. N 271-D3 cmamovs 171 nacmosweco PedepaibHoco
3aKkona oononnena yacmoio 3.6
3.6. 3aperucTpupoBaHHBIC JIO JHS BCTYIUICHWsS B CHJIY Hacrosmiero @®elepalbHOTO 3aKOHA
npeneibHble OTIYCKHBIE II€HBl POCCHMCKUX MPOU3BOJUTENIEH Ha JIEKApCTBEHHBIE Ipemnaparhl,
BKJIFOUYCHHBIC B ITepeUCHb KU3HEHHO HEOOXOIUMBIX M BaXKHEUIITHX JICKapCTBEHHBIX IIPEIapaToB, MOJIJIC)KAT
unaekcaruu ¢ 1 HosOps 2010 roga ucxoas W3 MPOTHO3UPYEMOTO YPOBHSI MH(IISINHU, YCTAaHOBICHHOTO
@enepansabM 3akoHOM 0T 2 nekadbps 2009 roga N 308-®3 "O denepansrom Oromkere Ha 2010 rox u Ha
mnanoBbit mepuon 2011 u 2012 rogos” na 2011 rog.

Hudopmarys 06 N3MEHEHMSX:

Deoepanvrvim 3akonom om 6 oexaops 2011 2. N409-D3 6 yacmes 3.7 cmamvu 71 nacmosiwyeco
DedepanbH020 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAIoWUe 8 CULY NO UCMeYeHUUu mpuoyamu OHetl nocie
OHsL ohuyuanvio2o onyonuKkosanus Hazeanno2o PedepanvHoco 3aKoHa

Cm. mexkcm yacmu 6 npeovioyueti peoaKyuu
3.7. [Tocne 1 mapta 2011 roga He momycKaroTCsl TPOU3BOJCTBO U BBO3 B Poccutickyro denepanuio
JIEKapCTBEHHBIX MPENapaToB B YIIaKOBKaX ¢ MapKUPOBKOHM, KOTopas ObljIa HAaHECEeHa JI0 JHSI BCTYIIJICHUS B
cuity Hacrosimero ®enepanbHoro 3akoHa. [lo wcTedeHHMM yKa3aHHOTO CpOKa JIaHHBIE JIEKapCTBEHHbBIE
MpenapaThl MOTYT OTIIYCKAThCsl, pEali30BhIBAThCS, TIEpeIaBaThCs U IPUMEHSITHCSI 10 UCTEUYCHUS UX CPOKa
TOJTHOCTH.



4. Co nHs BCTyIUleHUsl B cuity Hactosimiero @enepanpHoro 3akoHa u mo 30 ampenst 2011 roga
BKITIOUMTEIIHFHO JIOMTyCKAETCS IPOBEIEHUE DKCIIEPTH3BI JICKAPCTBEHHBIX CPEJICTB AKCIIEPTAMH 3KCIIEPTHOTO
YUpPEXKJIEHUS 1O TMPOXOXKIEHUS HUMHU aTTecTallid B TOPSJAKE, YCTAHOBIEHHOM YHMOJIHOMOYEHHBIM
(enepaTbHBIM OPTaHOM HCIIOTHATEIEHOW BIIACTH.

5. Co mus BeTyruieHus B cuity Hacrosimero ®enepanpHoro 3akona u mo 31 gexabps 2013 roma
BKITIOUMTEIIFHO OCYIIECTBIISIETCS TEPEXO0JT K MPOU3BOJICTBY JICKAPCTBEHHBIX CPEIICTB B COOTBETCTBUH C
MpaBUJIAMH OpraHU3alMy MPOU3BOJICTBA U KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIMU B
gactu 1 craten 45 Hactosimero denepabHOTO 3aKOHA, B TOJTHOM 00beMe. CpOKH mepexo/1a MpOon3BOJICTBA
JIEKapCTBEHHBIX CPEJCTB K WX MPOU3BOJCTBY B COOTBETCTBHM C KOHKPETHBIMU TPEOOBAHUSMH JTaHHBIX
MpaBWJI, BKIIIOYAs CPOKM aTTECTAIlMX YIOJHOMOYEHHBIX JIWIl, YKa3aHHBIX B dacTsx 6 m 7 crtatem 45
HacTosero denepalbHOr0 3aK0Ha, ycTaHaBiuBatoTcs [IpaButensctBoM Poccuiickoii @eneparnum.

6. Jlunen3um Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPENCTB, BhIIaHHble A0 1 sHBaps 2014 rona,
neiictBytoT nocne 1 saBaps 2014 roga 10 MCTeUeHHs! cpoKa WX JEHCTBUS IPU YCIOBHH COOTBETCTBHS
JWIIEH3AATa TpaBUJIaM OpPTaHW3AllMU TIPOU3BOJCTBA M KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPEICTB,
yKa3zaHHbIM B uactu 1 crateu 45 Hacrosimero @enepalbHOIO 3aKOHA.

Hupopmarnus 00 U3MEHEHUSX:

Deoepanvrvim 3akonom om 29 nosops 20102. N 313-P3 cmamvs 71 nacmoswezo Dedepanvhozo

3aKOHa 0onoiHeHa yacmvio [, 6cmynaioweti 6 Cuiy co OHs OPUYUATILHO20 ONYOIUKOBAHUS HA38AHHO20

DedepanvHo2o 3aK0HA

7. ®opMmupoBaHHE TOCYJApPCTBEHHOIO 3aJaHMsl Ha IPOBEJIEHUE SKCIEPTH3bl JIEKApPCTBEHHBIX

CpencTB (eaepaTbHOMy TOCYJApPCTBEHHOMY OIOKETHOMY YUPEXKICHUIO MO MPOBEIACHHUIO IKCIEPTU3BI
JIEKapCTBEHHBIX CPEICTB W (PMHAHCOBOE OOECICUeHHE BBHITOJIHEHUS 3TOTO 3aJIaHMs OCYIIECTBISIFOTCS B
nopsizike, yctaHoBieHHoM Denepanbubiv 3akoHoM oT 12 suBaps 1996 rona N 7-@3 "O HekoMMepUecKux
opraHu3anusx".

TAPAHT:

CM. KoMMeHTapuu K ctaTbe /1 HacTosero deaepabHOTO 3aKOHA

ITpesunent Poccuiickoit denepanu JI. MenBenen

Mockga, Kpemitb
12 ampens 2010 .
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