Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

®enepanbHblil 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O06 obpamieHnn JeKapcTBEHHbBIX CpeacTB" (¢
MU3MEHEHHUSMU U JONOJHEHUSIMU )

C n3MeHeHHUSIMH H JOIMOJTHCHUAMMU OT:

27 wrons, 11 oxTsa6pst, 29 Hostopst 2010 1., 6 mexadbpst 2011 1., 25 urons, 25 nexadps 2012 ., 2 urons, 25 Hosgops 2013 .,
12 mapra, 22 okTs0ps, 22 nexadbps 2014 r., 8 mapra, 29 utons, 13 utons, 14, 29 nexadbps 2015 r., 2 urons, 3 urons 2016
T, 29 wmtons, 28 nmexadpst 2017 r., 4 urons, 28 Hos0ps1, 27 nexadps 2018 1., 6 uroHs, 26 urons, 2 aBrycra, 27 nekaops
2019 ., 26 maprta, 1, 3 anpens, 13 urons, 8, 22 nexadpst 2020 r., 11 urons, 2 urons, 30 mexadps 2021 .

Ipunsar locynapcrBennoii lymoii 24 mapra 2010 roaa
Onoopen CoBerom Denepanun 31 mapra 2010 rona
TAPAHT:

CM. KoMMeHTapuH K HactosieMy DenepaabHOMY 3aKOHY

T'naBa 1. O01ue moJI0KeHUus

Crartsbs 1. [Ipeamer perynupoBanus Hactosero OenepanbHOro 3akoHa
Wnpopmanust 06 M3MEHEHUAX:

Deodepanvrvim 3axonom om 6 oexaops 2011 2. N 409-d3 6 uwacme | cmamvu [ Hacmosuwezo
DedepanvbHo2o 3aKOHA HECeHbl USMEHEHUs, 6CMYnarwue 8 CUlIy no ucmeyeHuu mpuoyamu OHell nocjie
OHAL 0huyuanbHo20 0nYOIUKOBAHUS HA38aHH020 PedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npedvloyuell pedaKyuu
1. Hacrossmmit ®denepanbHblii 3aKOH PETyIUpPyeT OTHOLICHMS, BO3HHMKAIOIIME B CBA3U C
oOpailileHreM - pPa3pabOTKOM, NOKIMHUYECKHMMH HCCIIEAOBAHUSAMHU, KIMHUYECKUMU HCCIEI0BAaHUSIMU,
AKCMEPTU30M, TOCYIAPCTBEHHOW pErucTpanue, co cTaHgapTU3alledl W ¢ KOHTPOJIEM KadecTBa,
MPOU3BOJICTBOM, U3rOTOBJIEHUEM, XpaHEHHUEM, IEPEBO3KOM, BBO30M B Poccuiickyro denepannio, BHIBO30M
n3 Poccuiickoit  ®enepaunu, pekiamMoi, OTIIYCKOM, pealu3aluel, nepenadyeid, NTPUMEHEHUEM,
YHUUTOKEHUEM JIEKAPCTBEHHBIX CPEJICTB.

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim  3axkonom om 25 uwons 2012 2. N 93-d3 6 uacmv 2 cmamwvu [ Hnacmosueco
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm uacmu 6 npedvloyuell pedaxKyuu
2. Hacrosimumii @enepaibHblii 3aKOH YCTAaHABIMBACT MPUOPHUTET TOCYAAPCTBEHHOTO PETYIMPOBAHUS
0e301acHOCTH, KauecTBa U A3PPEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPU UX OOpAIICHUH.
TAPAHT:

CwM. KOMMCHTApPHH K CTAaTbC 1 HaACTOAIICTO d)ez[epanbﬁoro 3aKOHa

Crartbs 2. Cdepa npumenenus Hacrosuero OenepaabHOro 3aKkoHa
Hacrosimuit @enepaibHblii 3aK0H IPUMEHSIETCS K OTHOLICHUSM, BO3HHUKAIOIIUM IpPU 0OpaleHHH
JIEKapCTBEHHBIX CPeACTB Ha Tepputopun Poccuiickon denepanuu.
TAPAHT:

Cwm. KOMMCHTApPHHU K CTAThEC 2 HaCTOAIICTO q)enepanLHoro 3aKOHa

CraTb 3. 3aKOHOJATENHLCTBO 00 OOpAIEHUH JIEKAPCTBEHHBIX CPE/ICTB

1. 3akoHomatenbcTBO 00 OOpalleHUN JIEKAPCTBEHHBIX CPEJICTB COCTOUT U3 HACTOAIIETO
@denepanbHOTO 3aKOHA, APYruX (eAepanbHBIX 3aKOHOB W HWHBIX HOPMATUBHBIX TIPABOBHIX aKTOB
Pocculickoit @enepanuu.

Mudopmanus 06 M3MEHEHUAX:
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®enepanbHblil 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalneHn IeKapcTBEHHBIX cpenacts” (C ...

Deoepanvrvim saxkonom om 29 uronsa 2015 2. N 160-DP3 cmamoes 3 nacmoawezo PedepanvbHozo 3aKOHA
oononnena uacmoio 1.1

1.1. 3akoHONATENHCTBO 00 OOpAIICHUHN JIEKAPCTBEHHBIX CPEICTB B OTHOIICHUH IOPUINYECKUX JIHII
U MHIUMBUIYalbHBIX  NPEIIPUHUMATENEH, OCYLIECTBISIOIIMX  JIEATENbHOCTb HA  TEPPUTOPUU
MEXIyHApOJHOTO MEAUIIMHCKOTO KJacTepa, NPUMEHSETCS C YY4eTOM OCOOEHHOCTEH, YCTaHOBIICHHBIX
DenepanbHplM  3ak0HOM  "O  MEXIYHApOIHOM MEIUIIMHCKOM KJIACTepe W BHECEHUM HW3MEHEHUH B
OTJIeNbHBIC 3aKOHOAaTENbHbIE akThl Poccuiickoit @eneparuu’.

2.  [ewictBue Hactosmero @DenepasibHOTO 3akOHA  pACHpOCTpaHsETCs Ha  oOparieHue
HAapKOTHMYECKUX JIEKApCTBEHHBIX CPEICTB U IICUXOTPONHBIX JIEKAPCTBEHHBIX CPEIACTB C YYETOM
OCOOEHHOCTEH, YCTAHOBJIEHHBIX 3aKkoHOJarelbcTBOM Poccuiickoit @exepanii O HapKOTHUECKUX
CPEICTBAX, MICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypcopax.

3. HeiictBue Hactosmiero dDenepaqbHOrO 3aKOHA  pacHpoCTpaHseTcss Ha  oOpalieHue
paanodapMalleBTUYECKUX JIEKAPCTBEHHBIX CpPEACTB €  Y4ETOM OCOOEHHOCTEH, YCTaHOBIIEHHBIX
3aKoHo1aTenscTBOM Poccuiickoit denepanun B o0nactu obecreueHus paaruaiioHHON 0€30MacHOCTH.

4. Eciu MexayHapoaHbIM oroBopoM Pocculickoii @enepani ycTaHOBJIEHb! MHBIE MPAaBUJIA, YEM
Te, KOTOpble MpeaycMOTpeHbl HactoaumMm dDenepaibHbIM  3aKOHOM, IPUMEHSIOTCS  IpaBHIIa
MEXAYHapOJHOTO JI0TOBOpA.

Nudopmarys 06 n3MEHEHHX:

Cmamobs 3 oonoanena yacmoto 4.1 ¢ 8 dexaops 2020 e. - Dedepanvhusiii 3akon om 8 dexaops 2020 2. N
429-D3

4.1. PemeHuss MEXIOCyIapCTBEHHBIX OpPraHOB, IIPUHATBIE HAa OCHOBAaHWH IOJOKEHUU
MEXIYHApOAHBIX J0TOBOpoB Poccuiickoii @deaepanii B MX HCTOJKOBAHWHM, MPOTUBOpPEYAIIEM
Konctutyiun Poccuiickoit denepaunu, He mojjiexkar ucnojgHeHuto B Poccuiickoit @enepanun. Takoe
MIPOTHBOPEYHE MOXKET OBITh YCTAHOBJIICHO B TOPs/IKE, OMpeneaeHHOM (enepalbHbIM KOHCTUTYITMOHHBIM
3aKOHOM.

5. B Poccuiickoii denepanrii B COOTBETCTBHM C MEXKIYHApOAHBIMH JoroBopamu Poccuiickoit
Oenepanui W (WIKM) HA OCHOBE TMPUHIIMIIA B3aUMHOCTH TPHU3HAIOTCS PE3YIbTAaThl KIMHUYECKHX
KCCIIEIOBAHMI JIEKAPCTBEHHBIX MpEenaparoB i1 MEIUIIMHCKOTO MPUMEHEHHUS], IPOBEICHHBIX 3a MpeIeiaMu
tepputopuu Poccuiickoit denepanmu.

TAPAHT:

CwM. KOMMCHTApPHHU K CTaTbC 3 HaCTOAIICTO CDez[epanLHoro 3aKOHa

Crartbs 4. OCHOBHbIE MTOHATHS, UCIIOJIb3yEMbIE B HacTosAEeM DenepanbHOM 3aKOHE

Jns neneit Hacrosimero denepanbHOrO 3aKOHA UCIIOJIB3YIOTCS CIIEAYIOIINE OCHOBHBIE TIOHATHUS:

1) nexapcTBeHHbIE CpPeICTBA - BEIIECTBA WM HMX KOMOWMHAIIMW, BCTYMAKONIIME B KOHTAKT C
OpraHM3MOM YEJIOBEKAa WJIM JKUBOTHOTO, MPOHHUKAIOUIME B OpraHbl, TKAHW OpraHU3Ma 4YeJIOBEKa WU
KUBOTHOTO, TpPUMEHSAEMbIE U1 NPO(MUIAKTHKH, IUATHOCTHKU (32 HCKIIOYEHHEM BELISCTB WU HX
KOMOUWHAIMI, HE KOHTAKTUPYIOUIUX C OPraHU3MOM YeJOBEKa WJIM >KHBOTHOIO), JieueHUs 3aboyieBaHU S,
peaOunuTanuy, A COXpaHEHHs, IPEAOTBPAILCHUS WM MpepbhIBaHUS OEpEMEHHOCTH U TOJIy4eHHBIE W3
KpOBH, IJIa3Mbl KPOBH, U3 OPraHOB, TKaHEH OpPraHM3Ma YeJIOBEKA WJIN >KMBOTHOTO, PACTEHHI, MUHEPAJIOB
METOJIaMU CHHTE€3a WJIN C NPUMEHEHHEeM OMOJIOTMYecKMX TexHosorui. K nexapcTBEHHBIM CpencTBam
OTHOCATCA (hapMaleBTUYECKHE CYOCTAHIIMH U JIEKAPCTBEHHBIE MpEMnaparsl;

Wudopmanus 06 U3MEHEHUAX:
DedepanvHvim 3axonom om 22 oOekabps 2014 o. N 429-@3 nynkm 2 cmamvu 4 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynarouell 6 cuny ¢ 1 uona 2015 a.

Cm. mexkcm nyHKma 6 npeovioyujell pedaKyuu
2) ¢apmaneBTUYecKasi CyOCTaHIUSA - JICKAPCTBEHHOE CPEICTBO B BHUJIE OJJHOTO HIIM HECKOIBKUX
obmanaronux (HhapMaKoIOTHYECKOW aKTHBHOCTBIO JACHCTBYIOIIMX BEIIECTB BHE 3aBUCUMOCTH OT MPHUPOJIbI
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MMPOUCXOKACHUA, KOTOPOC NPCAHAZHAYCHO JISI IIPOU3BOACTBA, U3TrOTOBJICHUA JICKAPCTBCHHLIX NPCIIapaTOB
U orpenensieT ux 3PQPEeKTUBHOCTS;

3) BcrmomoraresibHble BeleCTBA - BEIIECTBA HEOPTaHUYECKOTO WM  OPraHHUYECKOTO
IMPOUCXOKACHUA, UCIIOJIB3YCMBIC B IPOLCCCC IMPOMU3BOACTBA, M3TOTOBJICHUSA JICKAPCTBCHHBLIX IIPCIIapaTOB
U IpUAaHuA UM HCO6XO,ZII/IMI>IX (1)I/I3I/IKO-XI/IMI/I‘-IGCKI/IX CBOﬁCTB;

4) JexapcTBeHHbIe Mpenaparbl - JICKAPCTBEHHBIE CPEICTBA B BHUJE JIEKAPCTBEHHBIX (HopM,
IpUMEHsieMBbIe ISl TPOQHIAKTHKH, TUArHOCTUKW, JIEYEHUS 3a00lieBaHMs, peaOWIuTanuu, Uis
COXpaHeHUs, IPEAOTBPAILEHUS WIN IIPEPhIBaHNS OEPEMEHHOCTH;

5) JekapcTBeHHas (popMa - COCTOSIHHE JIEKAPCTBEHHOTO Iperapara, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEJICHUS U MPUMEHEHHUS U 00€CTICUNBAIOIIIEE JI0CTHIKEHNE He0OX0IUMOTO JieueOHOT0 d(PdeKTa;

Wnpopmanust 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexaops 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvhoco
3aKoHa 0onoanena nynkmom 3.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

5.1) no3upoBka - colepKaHHE OJHOTO WJIM HECKOJIbKHMX JICUCTBYIOIIMX BEIIECTB B
KOJINYECTBEHHOM BBIPAKCHUH HA €IWHUILY JO3bl, WM €IWHUIy OoO0beMa, WIM EIWHHUIy MacCchl B
COOTBETCTBUM C JIEKapCTBEHHON (opMOit MO0 Il HEKOTOPHIX BUIOB JIEKAPCTBEHHBIX (POPM KOIMUYECTBO
BBICBOOOKJAEMOT0 U3 JIEKapCTBEHHOU (POPMBI IEHCTBYIOIIETO BEIIECTBA 32 EAUHUILY BPEMEHU;

Wndopmariys 06 N3MEHEHHUSIX:
Ilynxkm 6 usmenen ¢ 13 uronsn 2020 e. - Dedepanvusiii 3axon om 13 urons 2020 2. N 206-D3
CMm. npeowbloywyro peoakyuio

6) mnepeyeHb KM3HEHHO HEOOXOAMMBIX M Ba’KHEHIIMX JIEKAPCTBEHHBIX MpenaparoB -
yTBepxkaaemblil [IpaButensctBoM Poccuiickoit denepannu nepeyeHb JIGKAPCTBEHHBIX MPENapaToB ISt
MEAMIIMHCKOTO MPUMEHEHUSs, 00eCIIeUYNBAIOIINX IPUOPUTETHBIE MOTPEOHOCTH 3/IPABOOXPAHEHUS B IIEIISAX
npodUIAKTUKHA U JICYCHUs 3a00JICBaHH, B TOM YHCIIEC MPEOoOIagaoniuX B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit @eneparuu;

Hndopmanus 00 M3MEHEHUAX:
Deoepanvrvim zaxkonom om 22 oexaops 2014 2. N 429-D3 cmamvs 4 nacmosiweco Dedepanivroco
3aKOHa 0ononHena nynkmom 6.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

6.1) opdanHble JekapcTBeHHbIE NMpeNnaparTbl - JIGKAPCTBEHHbIEC IPENaparhl, MpelHa3HaueHHbIC
UCKJTIOUUTENbHO JJIi JWAarHOCTUKU WJIM TAaTOTEHETHYECKOro JedeHHs (JIedeHHs, HAlpaBJICHHOTO Ha
MEXaHHU3M pa3BUTHS 3a00JieBaHusl) peakux (opdaHHbBIX) 3a001CBaHUN;

Wudopmanus 06 U3MeHEHUAX:

Deodepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvhoco
3aKOHa 0ononHeHa nynkmom 6.2, scmynarowum 6 cuny ¢ 1 urons 2015 e.

6.2) OuoJioruyecKHe JeKapcTBeHHbIE Mpenaparbl - JEKapCTBEHHBIE Mpernaparsl, ISHCTBYIOIICE
BEII[ECTBO KOTOPBIX MPOM3BEACHO MM BBIIEICHO M3 OMOIOTUYECKOTO HCTOYHUKA M Uil ONpeAeTCHUs
CBOICTB M KauecTBa KOTOPBIX HE0OXo1uMa KOMOUHAIIHS OHOJIOTHYECKUX U (PU3UKO-XUMUYECKUX METOOB.
K Ouonormdeckum JeKapCTBEHHBIM IMperaparaM OTHOCSTCS HMMYHOOMOJIOTUYECKHE JIEKapCTBEHHBIE
Mpernaparsl, JIeKapCTBEHHbBIE TIPenaparkl, MOJIydeHHbIE U3 KPOBH, TUIa3Mbl KPOBH U€IOBEKa U )KMBOTHBIX (32
UCKITIOYEHUEM IIeNTbHOM KPOBH), OMOTEXHOJIOTHUECKHE JIEKAPCTBEHHBIE MpEnapaThl, TeHOTEPANIeBTUYECKIE
JIEKapCTBEHHbIE MTpEnaparsbl;

Wudopmanus 06 U3MEHEHUAX:

DedepanvHvim 3axonom om 22 oOexabps 2014 o. N 429-D3 nynkm 7 cmamou 4 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0ACEH 8 HOBOU pedakyuu, scmynarowell 6 cury ¢ 1 uona 2015 a.

Cm. mexkcm nynkma 8 npeovloywjeti peoaKyuu
7) UMMYHOOMOJIOTHYECKHE JeKAPCTBEHHbIE TMpenaparbl - JIEKAPCTBEHHBIE IMPEmaparsl,
MpeaHa3HaueHHbIe A1 (OPMUPOBAHHUS AKTHBHOTO WJIM TMACCHBHOTO MMMYHHTETa JIMOO IHArHOCTHKHU
HAIW4YUS  WUMMYHUTETAa  WJIA  JUArHOCTHKU  CHEHH(PUYECKOTO  MPUOOPETEHHOTO  W3MEHEHUSs
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MMMYHOJIOTHYECKOTO  OTBETAa Ha  ajuleprusupyome  BemecTBa. K HMMMyHOOMOIOTHYECKUM
JIGKApCTBEHHBIM  IIpenaparaM  OTHOCATCS ~ BAaKLMHBI,  AHATOKCHHBI,  TOKCHUHBI,  CBIBOPOTKH,
MMMYHOTJIOOY/IMHBI U aJJICPTeHBI,

Wupopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 cmamesa 4 nacmosweco Dedepanvhoco
3aKoHa oonoanena nynkmom 7.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

7.1) OuoOTexHoJOrHYecKHe JeKAPCTBEHHbIe Mpenaparbl - JICKQPCTBEHHBIC IpENapaThl,
IIPOU3BOJICTBO KOTOPHIX OCYIIECTBISETCS C HCIIOJIb30BAHUEM OMOTEXHOJIOTHYECKHX MPOIECCOB U METOJIOB
(B8 Tom uymcne JIHK-pekoMOWHAHTHON TEXHOJIOTHH, TEXHOJOTHU KOHTPOJIUPYEMOH SKCIPECCHU TECHOB,
KOJTUPYIOIIMX OMOJOTHYCCKH AaKTUBHBIC OCIKU B TPOKAPHUOTaX W JYKAPUOTAX, BKIFOYAS H3MEHCHHBIC
KJIETKH MJICKOTIUTAFOIINX ), THOPUIOMHOTO METO/Ia U METO/1a MOHOKJIOHAJIbHBIX aHTHTEI;

Wnpopmanust 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexaops 2014 2. N 429-D3 cmamvsa 4 nacmosweco Dedepanvhoco
3aKOHA 00ONoIHeHa nynkmom 7.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

7.2) reHoTepaneBTH4YeCKHe JIeKAPCTBEHHbIE TMpenaparbl - JIEKAPCTBEHHBIC TpEraparhl,
(dapmarieBTHUYECKass CYOCTaHIUMS KOTOPBIX SBISIETCSI PEKOMOWHAHTHOW HYKJIEMHOBOM KHCJIOTOW WIIH
BKJIIOYaeT B ce0S pPEKOMOMHAHTHYIO HYKJIEHHOBYIO KHCIIOTY, IIO3BOJISIONIYI0  OCYIIECTBIIITH
peryiMpoBaHue, penapaiuio, 3aMeHy, 100aBICHUE WX YIAICHHE TeHETUIECKOM MOCIIeI0BAaTEILHOCTH;

8) HapkoTHYecKHe JIeKAPCTBEHHbIe CpeACcTBAa -  JICKAPCTBEHHBIE  Mperaparsl U
(bapmarieBTHUYECKHE CYyOCTaHIIMU, COJAEpIKAIue HAPKOTHUYECKHE CPEACTBA M BKIIOYEHHBIE B [lepeuens
HapKOTUYECKUX CPEACTB, IICHXOTPOITHBIX BEIIECTB M WX MPEKypCOPOB, TMOJICKAMUX KOHTPOIIO B
Poccuiickoit  ®enepanyn, B COOTBETCTBMM C  3aKOHOAATeNbCTBOM  Poccuiickoit  Denepanuu,
MEXAyHapoAHbIMU JoroBopamu Poccuiickoii ®denepanuu, B TOM uwucie EnuHONW KOHBEHIMEH O
HapKOTHYECKUX cpenctBax 1961 roxa;

9) ncuxoTpPoONHBbIE JIEKAPCTBEHHbIE CPEICTBA - JICKAPCTBEHHBIC MpeETapaThl U hapMarieBTHICCKUE
CyOCTaHIIMM, COACpIKAIINE TICHXOTPOITHBIE BEIECTBA U BKIIOYCHHBIC B [lepeueHb HAPKOTHUECKUX CPEICTB,
MICUXOTPOIHBIX BEIIECTB U HUX IPEKypCOPOB, MOUISKAUX KOHTpodto B Poccwiickori deneparuu, B
COOTBETCTBMM C 3aKOHOJATEIbCTBOM Poccuiickoii ®Denepanuu, MEXKIyHAPOIHBIMH JIOTOBOpaMU
Poccuiickoit @eneparuu, B ToM yucie Konseniyeil 0 nCUXOoTpOnHbIX BemecTBax 1971 rona;

10) paguodapmaneBTHYECKHE JIeKAPCTBEHHbIE CPEACTBA - JCKAPCTBEHHBIE CPEIICTBA, KOTOPHIC
cojep)kar B TOTOBOHM JJIsi MCHOJb30BaHUS (OPME OJWH PATUOHYKIHMJ WM HECKOJBKO PaJTMOHYKIHIOB
(pamMoaKTUBHBIX U30TOIOB);

Wudopmanus 06 U3MEHEHUAX:

Cmamos 4 oonoanena nyukmom 10.1 ¢ 1 mapma 2020 e. - Dedepanvhviii 3akon om 27 oekabps 2019 e.
N 475-D3
10.1) opuruHaJbHBIH JIeKAPCTBEHHBIN Npemnapar - JICKAPCTBEHHBIM IIpenapar ¢ HOBBIM
JEUCTBYIOIINM BELIECTBOM, KOTOPBIA MEpBbIM 3apeructpupoBaH B Poccuiickoit ®denmepauuu wuid B
MHOCTPAHHBIX TOCYAapCTBaX HA OCHOBAHHM PE3YIbTATOB JOKIMHUYECKUX HCCIEAOBAHUN JIEKApCTBEHHBIX
CPeACTB M KIMHMYECKHUX HCCIEAOBAHUN JIEKAPCTBEHHBIX MPENaparoB, MOATBEPKIAIONINX €ro KauecTBO,
3¢ heKTUBHOCTH U 6€30MaCHOCTb;

Wudopmanus 06 U3MEHEHUAX:
Ilynkm 11 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dekaops 2019 2. N 475-D3

CMm. npeovbloyuyro peoakyuio
11) pedepeHTHBIN JieKapCTBeHHBbI Tpenapar - JIGKapCTBEHHBIH Ipemnapar, KOTOPbIH
UCMOJb3YeTCs Ul OLIEHKH OMOSKBMBAJICHTHOCTH WM TEpaleBTHUECKOM HSKBHUBAJIEHTHOCTH, KauyecTBa,
3 PEeKTUBHOCTH U 0E30MAaCHOCTH BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO Mpernapara Wil 0MOaHaJIoroBOrO
(buomo00HOTO) NEeKapCTBEHHOTO mpemnapara (Omoanasnora). B kauecTtBe pedepeHTHOTrO JIEKApCTBEHHOTO
mpemapara Uis MEIUIIMHCKOTO TPUMEHEHHUS HCIOJb3YyeTCs OpPUTHHAIBHBIM JIEKAPCTBEHHBIM Mpenapar
1100, €CIIM OPUTHHAIBHBIN JIeKapCTBEHHBIN MpernapaT He 3aperuCTPUPOBAH MIIM HE HAXOJUTCs B 000pOTE B
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®enepanbHblil 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalneHn IeKapcTBEHHBIX cpenacts” (C ...

Poccuiickoit @enepauuy U HE HaAXOAUTCS B 00OpOTE B MHOCTPAHHBIX T'OCYIapCTBaX, BOCIPOU3BEACHHBIN
JIEKapCTBEHHBIN Mpenapar Wik OH0aHaAJIOTOBbIM (O0MOMOJOOHKIN) JeKapCTBEHHBIN Mpenapar (OuoaHasor),
KOTOPBIN TEpPBBIM 3apETHCTPUPOBAH W3 4YHCIA Haxomsmuxcs B oOopore B Poccuiickoit ®epeparum,
OMOADKBUBAJICHTHOCTh WJIM  TEPAleBTHYECKass OSKBHBAJCHTHOCTb, Ka4ecTBO, dJ(deKkTuBHOCTE WU
0€30IaCHOCTh KOTOPOTO OICHUBAIHCH 10 OTHOIICHUIO K OPUTHHAJIBHOMY JIGKAPCTBEHHOMY IIperapary, a
TaKkKe KauecTBO, J(PPEeKTHBHOCTH ¥ 0E30MaCHOCTh KOTOPOTO TOATBEPKAAIOTCS  pe3ylbTaTaMu
(dapmakoHa/30pa M TPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOAAIIUXCS B TPaXIaHCKOM
o0opoTe, YCTaHOBJIEHHBIM TPEOOBAHUSAM K HMX KadecTBY. B kauecTBe pedepeHTHOTro JIEeKapCTBEHHOTO
npernapara JJisi BETEpUHAPHOTO PUMEHEHHS UCIONb3YeTCs JIEKapCTBEHHBIHN Ipernapar Jyisi BETepUHApHOTO
IIPUMEHEHHUs], 3aperucrpupoBaHHbli B Poccuiickoii ®enepany Ha OCHOBAaHUM  PE3yIbTaTOB
JOKJIIMHUYECKUX HCCIIEI0BaHUM JIEKApCTBEHHBIX CPEJCTB M KIMHUYECKUX MCCIIEOBAaHUI JIEKapCTBEHHBIX
MIpernapaToB, NOATBEPKAAIOLINX €0 KaueCcTBO, 3()(PEKTUBHOCTH U 6E30MaCHOCTH;

Wnpopmanust 06 M3MEHEHHSX:
Ilynxkm 12 usmenen ¢ 1 mapma 2020 2. - Dedepanvusiii 3akon om 27 oekabps 2019 2. N 475-D3

CMm. npeodwbloywyro peoakyuio

12) Bocnpou3BeleHHbIN JIeKAPCTBeHHBIN Npenapar - JIEKapCTBEHHBIM mpenapar s
MEAMIIMHCKOTO MPUMEHEHHMSI, KOTOPbIl UMEET SKBUBAJIEHTHBIN peepeHTHOMY JIeKapCTBEHHOMY Iperapary
KAYECTBEHHBIM COCTaB W KOJIMYECTBEHHBIM COCTaB JCWCTBYIOIIMX BEIIECTB B HAKBUBAJICHTHOM
JIEKapCTBEHHOM (opMe, MO0 JeKapCTBEHHBIN Mpenapar /i BETEpUHAPHOTO MPUMEHEHUSI, KOTOPbIM nMeeT
Takue ke, 4To U pedepeHTHBIN JeKapCTBEHHBIM Mpenapar, KayeCTBEHHBIM COCTaB W KOJIWYECTBEHHBIN
COCTaB JCWCTBYIOIIMX BEIIECTB B TaKOW JK€ JIGKAPCTBEHHOW ¢opMe, OMOIKBHUBAJICHTHOCTh WIIH
TeparneBTUYECKas SKBUBAJICHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY pEePEPEeHTHOMY JIEKapCTBEHHOMY
rpenapary noATBEPKI€HA COOTBETCTBYIOIIMMH UCCIIEOBAHUSIMY;

Wudopmanus 06 n3MEHEHUAX:

Ilynkm 12.1 usmenen ¢ 1 mapma 2020 e. - Dedepanvhsiii 3axkon om 27 oekabps 2019 e. N 475-D3

CMm. npeowbloywyro peoakyuio
12.1) TepameBTHMYeCKasi 3KBHBAJEHTHOCTb JIEKAPCTBEHHBIX TMPENapaTroB - JIOCTH)KCHHE
KIIMHUYECKH COMIOCTaBUMBIX TeparneBTHUecKoro 3dexra u nokazareneit 3pHekTuBHOCTH U 0€3011aCHOCTH
Py TOPUMEHEHUHU JICKApCTBEHHBIX MpENnapaToB s MEIUIIMHCKOTO MPUMEHEHHUS, HMEIOIIUX OJHO
MEXAYHApOJHOE HENareHTOBaHHOE (MM XUMUYECKOe, WIM TPYINIUPOBOYHOE) HAWMEHOBAaHUE, B
SKBHUBAJICHTHBIX JI03UPOBKAX MO OJHUM U TEM K€ MMOKa3aHUSAM K IPUMEHEHHIO U MPU OJJMHAKOBOM CIIoco0e
BBEJICHUS Y OJTHOM U TOM 7K€ IPYIIIbI OOJIBHBIX;

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvhoco
3akoHa oonoanena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) OuoaHajioroBblii (0MONMOMO0OHBINH) JIeKAPCTBEHHBI mpemapar (OmoaHajor) -
OMOJIOTMYECKHI JIEKApCTBEHHBINM Mpemnapar, CXOXKHM MO0 mapamerpaM KadecTBa, 3(PQPEKTUBHOCTH H
0€30MacHOCTH ¢ peepeHTHBIM OHOIOTHYECKUM JIEKAPCTBEHHBIM IMpPenapaToM B TaKOW ke JEKapCTBEHHOM
(dbopMe U UMEroIUN UACHTUYHBINA CIOCOO BBEICHUS;

Wudopmanus 06 U3MEHEHUAK:

Deoepanvrvim 3akoHom om 22 oexaops 2014 2. N 429-D3 cmamvs 4 nacmosiweco Dedepanvroco
3axona donoanena nyukmom 12.3, ecmynarowum 6 cuny ¢ 1 uronsa 2015 e.

12.3) B3aumo3amMeHsieMblil JIeKAPCTBEHHbIIl Tpemapar - IJIeKapCTBEHHBIA Tpemapar ¢
JOKa3aHHOW  TEpaneBTUYECKON OSKBUBAJICHTHOCTHIO MM  OWODKBUBAJIECHTHOCTHIO B  OTHOIICHUU
pedepeHTHOTroO JeKapCTBEHHOTO TMperapara, MMEIOIUH SKBUBAJICHTHBIE €My Ka4eCTBEHHBIH COCTaB H
KOJINYECTBEHHBIM COCTaB JCHCTBYIOIIMX BEIIECTB, COCTAB BCIOMOTATEIbHBIX BEIECTB, JIEKAPCTBEHHYIO
¢dbopMy U criocoO BBEACHHUS,

Mudopmanus 06 M3MEHEHUAX:

23.01.2022 Cucrema TAPAHT 5/140


http://internet.garant.ru/document/redirect/73355325/10103
http://internet.garant.ru/document/redirect/77691574/4012
http://internet.garant.ru/document/redirect/73355325/10103
http://internet.garant.ru/document/redirect/77691574/40121
http://internet.garant.ru/document/redirect/70826338/117
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/70826338/117
http://internet.garant.ru/document/redirect/70826338/41

Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

Cmamus 4 oonoanena nynkmom 12.4 ¢ 1 mapma 2020 2. - Dedepanvhuiii 3akon om 27 dexabps 2019 e.
N 475-D3

12.4) OMO’KBHUBAJIECHTHOCTH JICKAPCTBEHHBIX MpPeENapaTroB - JOCTH)KEHUE CONOCTaBUMBIX
I0Ka3aTesied CKOPOCTH BCACHIBAHMSI, CTEIIEHU MOCTYIUIEHUSI K MECTY ACWCTBUS U CKOPOCTU BbIBEICHUS
OJTHOTO WJIM HECKOJIbKHAX 00iamaromux (HhapMakoJIOTHYeCKON aKTHBHOCTBIO JCHCTBYIOIIUX BEIIECTB NpPHU
IPUMEHEHUM JIEKapCTBEHHBIX IMpernaparoB Uil MEAMLMHCKOIO IPUMEHEHMs, HMEIOLUX OJIHO
MEXAYHapOJHOE HENareHTOBaHHOE (MM XUMUYECKO€, WIM TpyNIUPOBOYHOE) HAUMEHOBaHHUE, B
SKBUBAJICHTHBIX JI03UPOBKaX U IIPU OJIMHAKOBOM CIIOCO0OE BBEICHMUS;

13) nexkapcTBeHHOE PACTUTEIbHOE ChIPbE - CBEXKHE WM BBICYIICHHBIE PACTEHHS JTUOO UX YaCTH,
UCIIOJIb3YEMbIE JUIsl TPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB OpraHU3alUsIMH - MPOU3BOIUTENSIMU
JIEKapCTBEHHBIX CPEICTB WJIM HM3TOTOBJICHMS JEKApCTBEHHBIX MpPENapaTtoB anTEUHbIMH OpraHHU3alMSIMM,
BETEPUHAPHBIMM AalTEYHBIMU OPraHU3ALUAMH, WHIUBUAYAJIbHBIMU MPEIIPUHUMATEISIMUA, HUMEIOLIUMU
JULEH3UI0 Ha (hapMalleBTUUECKYIO JIESTeIbHOCTE;

14) nexapcTBeHHBI pacTUTEJbHbIN Npenapar - JIEKAPCTBEHHBIM Ipenapar, MpOU3BEICHHbIN
WIM W3TOTOBJIEHHBIM W3 OJHOTIO BHUJAA JIEKAPCTBEHHOTO PACTUTENBHOTO CHIPbS WJIM HECKOJIbKHUX BUJIOB
TaKOTO ChIPbS U pealu3yeMblil B pac(pacoBaHHOM BHJIE BO BTOPUYHOM (ITOTPEOUTENBCKOM) YITAKOBKE;

NHudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 15 cmamvu 4 Hacmosuwezo
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 utonsa 2015 .

Cm. mexcm nynkma 8 npeovloyueli peoaKyuu
15) romeonaruveckuii JieKapCTBEHHBII NMpenapar - JICKapCTBEHHBIN Mpenapar, Mporu3BeICHHBIN
WU W3TOTOBJICHHBIM M3 (dapMarleBTHYECKOW CcyOcTaHIMM wWid (apManeBTUUEeCKUX CyOCTaHIIMA B
COOTBETCTBUM C TpeOOBaHHSAMH OOIIUX (hapMaKONMEHHBIX CTaTel K rOMEONaTHYeCKHM JIEKapCTBEHHBIM
mpernaparaM WIM B COOTBETCTBUM C TpeOOBaHUAMM (apMakoled CTpaHbl MPOU3BOAUTENSI TaKOTO
JIEKapCTBEHHOTO Mpernapara;

Wudopmanus 06 n3MEHEHUAX:

Deodepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 nynkm 16 cmamovu 4 nacmosiuieco
DedepanvbHo20 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm nynkma 8 npeovloyueli peoaKyuu
16) MexayHapoaHOe HeNATEHTOBAHHOE HAMMEHOBAHHE JIEKAPCTBEHHOT0 CpeACTBa -
HaMMCHOBAHHE JCHCTBYIOIIETO BEIIECTBa (papMaleBTHYECKOI CyOCTaHIIMU, PpEKOMEHI0BaHHOE BeemupHo
OpraHu3aIuen 31paBoOXpaHCHUS;

Wudopmanus 06 U3MEHEHUAX:

®Deodepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 nynkm 17 cmamovu 4 nacmosiuieco
DedepanvbHoeo 3aKOHA 8HECEHbL U3MeHeHUsl, ecmynaiowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm nynkma 8 npedvloyueli peoaKyuu

17) ToproBoe HamMeHOBaHHE JIEKAPCTBEHHOIO CpeICTBAa - HAUMEHOBAaHHE JIEKAPCTBEHHOTO
Cpe/ACTBa, TPHCBOEHHOE €ro pa3paboTumMKoM, JepyKaresieM WM BJaJelblieM pPEerucTpanioOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MIpeNnapara;

Wudopmanus 06 U3MEHEHUAX:
Deodepanvrvim 3axkonom om 22 oexkabdpsa 2014 2. N 429-DP3 cmamva 4 nacmoawezo Dedepanvbrozo
3axona donoanena nywkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

17.1) rpynnupoBoYHOe HANMEHOBAHHE JIEKAPCTBEHHOr0 TMpenapara - HalMEHOBaHUE
JIEKapCTBEHHOI'O Ipernapara, HE HMMEIOIIEr0 MEXIYHApOJHOIO HENaTeHTOBAHHOTO HAMMEHOBAHMS, WIH
KOMOMHAIIMH JIEKApCTBEHHBIX MPENapaToB, UCIOIb3YeMOE B IeNAX 00bEJMHEHUS UX B TPYIIILY MO/ €IUHBIM
HAaMMEHOBAHHMEM HCXOJS U3 OJMHAKOBOIO COCTaBa JEHCTBYIOLINX BELIECTB;

Mudopmanus 06 M3MEHEHUAX:

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-@3 6 nynkm 18 cmamvu 4 nacmoawezo
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

DedepanvbHo2o 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue ¢ cuny ¢ 1 utonsa 2015 e.

Cm. mexem nynkma 6 npeovloyujeii peoakyuu

18) o0masi ¢apmakoneiiHass cTaTbdl - JIOKYMEHT, YTBEP)KICHHBIH YIIOJIHOMOYEHHBIM
(benepaabHBIM OPTaHOM UCTIOJIHUTENIFHON BIIACTH U COJCPIKAIIMIA MMepeYeHb MOKa3aTesiell KadecTBa U (M)
METO/IOB KOHTPOJISI KAYeCTBa KOHKPETHOH JIEKApCTBEHHON (POPMBI, JIEKAPCTBEHHOTO PACTUTEILHOTO CHIPHS,
OTMCaHUS OMOJIOTUYECKUX, OMOXUMHUYECKUX, MUKPOOMOJIOTHUECKUX, (PU3HKO-XUMUUECKUX, (PU3UIECKUX,
XMMHMUYECKUX M JIpYTMX METOJOB aHajiu3a JIEKAPCTBEHHOIO CpEACTBA, a Takke TpeOOBaHUS K
UCIOJIb3YEMbIM B LEISAX MPOBEJICHUS JaHHOIO aHalih3a pPEaKTUBaM, TUTPOBAHHBIM PacTBOPaM,
UHMKaTOpaM;

Wnpopmanust 06 M3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-®D3 6 nynkm 19 cmamovu 4 nacmosuieco
DedepanvbHo2o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsa 2015 e.

Cm. mexcm nynkma 6 npeovloyueti peoaKyuu
19) ¢dapmakoneiiHas crarbsl - JOKYMEHT, YTBEpXJCHHBIN YIOJHOMOUYEHHBIM (QeaepaabHbIM
OpraHoM HCIIOJIHUTEIBHON BJIACTU U COJEPKAlLIUi MepeyeHb MoKa3arenei KauecTBa U METOI0B KOHTPOJIS
KauecTBa JIEKApCTBEHHOTO CPE/ICTBA;

Nudopmarys 06 M3MEHEHHX:

Deoepanvrvim 3axkoHom om 22 oexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvroco
3akoHa oonoanena nynkmom 19.1, ecmynarowum 6 cuny ¢ I urona 2015 a.

19.1) crannapTHbie 00pa3ibl - BEMIECTBA, TOCPEICTBOM CPABHEHHS C KOTOPBIMHU OCYIIECTBIISETCS
KOHTPOJIb KaueCcTBa MCCIEIYEMbIX JIEKAPCTBEHHBIX CPEIACTB C MOMOIIbI0 (DU3UKO-XUMHUYECKHX U
OMOJIOrMYEeCKMX METOJIOB B LEJSAX MOATBEPXKJICHUSI COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUIM
HOPMAaTHUBHOW JOKYMEHTAIlMH, YCTAHOBJIECHHBIM INPH OCYIIECTBICHUH TOCYAapCTBEHHOM perucrpaunuu, u
KOTOpbIE MPUMEHSIIOTCS JUIsl KadHMOpPOBKM CTaHJAPTHBIX OOpa3loB MPOU3BOAUTENS JIEKapCTBEHHBIX
CPEICTB, UCTIONB3YEMBIX JUIsl KOHTPOJIS Ka9eCTBa U MHBIX 1esiel Tpu 0OpallleHnH JIEKapCTBEHHBIX CPENICTB;

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmames 4 nacmosweco DedepanvHozo
3akoHa oonoanena nywkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

19.2) ¢dapmakoneiinplii cTaHAapTHBIIN o0pa3en - CTaHIAPTHBIA 0O0pa3eln, MPOW3BEIACHHBIN B
COOTBETCTBUH C (hapMaKONEeHHOMN CTaThel;

20) HopMaTHBHAsl JOKYMEHTANUsl - JOKYMEHT, COJAEp)Kalluil IepeueHb OMpEAeNsieMbIX I10
pe3ynbTaTaM COOTBETCTBYIOIIMX OJKCIEPTH3 IMOKa3aTeliell KayecTBa JIEKApCTBEHHOTO CpENCTBA IS
MEAMIIMHCKOTO MPUMEHEHHSI, METOJIOB KOHTPOJIS €ro Ka4yecTBa U YCTAHOBJICHHBIN €ro MPOU3BOIUTENEM;

21) HOpMATHBHBIN JOKYMEHT - JOKYMEHT, COJAEp)KAIlUi TepeyeHb OMNpeAeisieMbIX IO
pe3ynbTaTaM COOTBETCTBYIOIIMX SKCIEPTU3 TMOKa3areneil kauecTBa U (MJIM) METOJOB KOHTPOJIA KayecTBa
JIEKapCTBEHHON (DOPMBI, OMHCAHHUS OUOIIOTHYECKUX, OMOXUMHUYECKUX, MUKPOOHOIOTHMUYECKUX, (PHU3UKO-
XUMHUYECKHUX, (DU3MUECKHX, XMMHMUYECKUX U JIPyTMX METOJOB aHajlu3a JIEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPHUMEHEHHUs, TPEOOBaHUS K HCIOJB3YeMBIM B LENSX MPOBEACHUS MAHHOTO aHalIn3a
peaKkTuBaM, TATPOBAHHBIM PACTBOPAM, MHIUKATOPaM M YCTAHOBIIEHHBIN €ro MPOU3BOIUTENEM;

Wudopmanus 06 U3MEHEHUAXK:

Deoepanvrvim 3akoHom om 22 oexaops 2014 2. N 429-D3 cmamvs 4 nacmosiweco Dedepanvroco
3axona donoanena nyukmom 21.1, ecmynarowum 6 cuny ¢ 1 uronsa 2015 a.

21.1) oOmmii TexHUYeCKH AOKYMEHT - KOMIUJIEKT JOKYMEHTOB M MaTepHUajoB, COCTOAIINI H3
HECKOJIBKUX Pa3JIeNiOB - TOKyMEHTAIIUU aJIMUHUACTPATUBHOTO XapaKTepa, XUMUIeCKOH, (hapMaleBTUIeCKOH
U OHOJOTHYECKOW  MOKyMEHTAluHu, (PapMakoIOTHUECKOH, TOKCHKOJIOTHYECKOH JOKYMEHTAIlUH,
KIIMHUYECKOM JOKYMEHTALMM M TMPEJACTABISEMbI OJHOBPEMEHHO C 3asBICHHUEM O TOCYJapCTBEHHOM
perucTpanuu JeKapcTBEHHOTO TMpemnapara i METUIIMHCKOTO MpUMEHEHUs B (opmare, YCTaHOBICHHOM
YIIOJTHOMOYEHHBIM (hefiepaibHBIM OPTaHOM HCIIOHUTEIHHON BIACTH;
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

22) Ka4vecTBO JICKAPCTBEHHOI0 CPEICTBA - COOTBETCTBHE JIEKAPCTBEHHOIO CpPEICTBA
TpeOoBaHusAM (hapMakoreiHON cTarbu JHOO B ciydae €e OTCYTCTBHUS HOPMATHBHOM JOKYMEHTALUU WIH
HOPMaTUBHOI'O JOKYMEHTA;

23) 0e30macHOCTb JIEKAPCTBEHHOI0 CPeICTBa - XapaKTEPUCTHUKA JIEKApCTBEHHOTO CpENCTBa,
OCHOBaHHAs Ha CPABHUTEIILHOM aHaJM3e ero A3PPEKTUBHOCTH U pUCKA MPHUUYMHEHHUS BPEAa 310POBbIO;

24) 3(ppeKTHBHOCTDH JEKAPCTBEHHOI'0 NMpenapara - XapakTepUCTHKa CTENEHH MOJI0KUTEIbHOIO
BIMSHUS JIEKAPCTBEHHOIO IIpernapara Ha TEYeHHE, IPOAOJDKUTEILHOCTh 3a00JieBaHUS WM €ro
MpEIOTBpAlleHNE, peabMINTAINI0, HA COXpaHEHHE, TPEIOTBPAIICHNE HITH ITPEPhIBaHUE OEPEMEHHOCTH;

25) cepus JIeKAPCTBEHHOI'0 CPEACTBA - KOJMUYECTBO JIEKAPCTBEHHOTO CPE/ICTBA, IIPOU3BEIEHHOE B
pe3ynbTaTe OJHOI0 TEXHOJIOTMYECKOTO 1IMKIIA €ro MPOU3BOIUTENIEM;

26) perucTpanMoHHOEe YIOCTOBEpeHHEe JIeKAPCTBEHHOr0 Impemapara -  JOKYMEHT,
MOJITBEP K TIAIOIINH (PAKT rocynapCcTBEHHOM perucTpainuy JeKapCTBEHHOTO Mpenapara;

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 oexaops 2014 2. N 429-D3 cmamvsa 4 nacmosweco Dedepanvroco
3aKoHa oonoanena nynkmom 26. 1, ecmynarowum 6 cuny ¢ I urona 2015 a.

26.1) nepskarejJb WIM BJajesiel] PerucTPAlMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara - pa3paboTurK JIEKApCTBEHHOTO CPE/ICTBA, IPOU3BOJAUTEND JIEKAPCTBEHHBIX CPEJICTB MU MHOE
IOPUAMYECKOE JINIIO, 00J1aaroliee MpaBoM BIIaICHUSI PETUCTPAIMOHHBIM YI0CTOBEPEHUEM, KOTOPhIE HECYT
OTBETCTBEHHOCTH 32 KauyecTBO, 3((HEeKTUBHOCTH U 0€30MaCHOCTD JIEKApCTBEHHOTO IMpenapara;

27) perucrpauMoHHbIii HOMep - KOJOBOE€ 00O03HA4YE€HHE, MPHUCBOCHHOE JIEKAPCTBEHHOMY
npenapary mpu ero rocyJapCTBEHHOH perucTpalum;

Wudopmanns 06 n3MEHEHUAX:

@Deodepanvrvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 nynkm 28 cmamvu 4 nacmoswezo
DedepanbHo20 3aKOHA HECEHbL USMEHEHUsl, CMYNnalowie 6 CUuLy no UcCmedyeHuu mpuoyamu OHell nocie
OHA 0huyuaIbHO2O 0NYOIUKOBAHUS HA36aHH020 PedepabH020 3aKOHA

Cm. mexcm nynkma 8 npedvloyujeli peoaKyuu

28) oOpaieHHe JIeKAPCTBEHHBIX CPeICTB - pa3padoTKa, NOKIMHUYECKUE MCCIIeAO0BaHUSA,
KIIMHUYECKUE HCCIIEIOBaHUs, IKCIIEPTH3a, TOCYIapCTBEHHAs PETrUCTpalus, CTaHAapTU3alKs U KOHTPOIb
KauecTBa, MPOU3BOJICTBO, U3TOTOBJICHUE, XpaHEHHE, MepeBo3Ka, BBO3 B Poccuiickyio denepanuio, BHIBO3
u3 Poccuiickoit denepanuu, peknama, OTIYCK, peanu3alus, neperadya, MpPUMEHEHHE, YHUYTOXKEHUE
JIEKapCTBEHHBIX CPEJICTB;

29) cy0bekTHI OOpalleHusl JIEKAPCTBEHHBIX CPeICTB - (U3WYECKHUE JUIA, B TOM YHCIIEC
WHIUBUAYalbHbIE MPEINPUHUMATEIN, U IOPUIUYECKHE JHIA, OCYIIECTBISIONIUE EATEIbHOCTh MpU
oOpallleHNH JIEKapCTBEHHBIX CPENICTB;

Wudopmanus 06 U3MEHEHUAX:

®Deoepanvruvim 3axonom om 22 oekabps 2014 2. N 429-@3 6 nynkm 30 cmamvu 4 nacmosiue2o
DedepanvbHoeo 3aKOHA 8HECEHbL UsMeHeHUsl, ecmynaiowue 6 cury ¢ 1 utonsn 2015 e.

Cm. mexcm nynkma 8 npedvloyujeli peoaxyuu

30) pa3paldoT4YUK JIeKAPCTBEHHOr0 CpeICTBAa - OpraHu3anus, oOnajarolas NpaBaMU Ha
pe3ynbTaThl JTOKIMHUYECKHX HCCIeOBAaHUI JIEKApCTBEHHOTO CPEACTBA, KIMHUYECKUX HCCIEIOBaHUN
JIEKapCTBEHHOTO Mpenapara U (M) Ha TEXHOJIOTHIO TPOU3BOJICTBA JIEKAPCTBEHHOTO CPENICTBA;

31) npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JIEATEIBHOCTh MO MPOU3BOJACTBY JIEKAPCTBEHHBIX
CPEICTB OpPraHH3aIMsIMH - POU3BOIUTENISIMHU JIEKAPCTBEHHBIX CPECTB HA OJTHOM CTaIUH, HECKOJIBKUX WIIH
BCEX CTaJMsIX TEXHOJOTHYECKOTO TMpollecca, a TakKe MO0 XPaHEHUI0 W pealiu3allid TPOU3BEICHHBIX
JIEKapCTBEHHBIX CPEJICTB;

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 Oexkabdps 2014 2. N 429-D3 cmamva 4 nacmoawezo Pedepanbrozo
3axona donoanena nywkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
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31.1) npou3BOACTBeHHAs IUIOIIAAKA - TEPPUTOPHATIBLHO  00OCOONEHHBI  KOMILIEKC
IIPOU3BOJMTENS JIEKAPCTBEHHBIX CPEACTB, IPEAHA3HAYEHHBIM JUIsl BBINOJIHEHHS BCEro Ipolecca
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB WIIN €r0 OIPEIEIIEHHOM CTaIuu;

32) npou3BoANTEb JIEKAPCTBEHHBIX CPEACTB - OpraHU3alus, OCYLECTBIAIONIasl IPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU € TpeOoBaHUsAMU HacTosiero denepanbHOro 3aKoHa;

Wnpopmanust 06 H3MEHEHHSX:
Ilynkm 33 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npeodvbloywyro peoakyuio

33) ¢papmaueBTHUYeCKas AeATEIbHOCTh - JEATEIBHOCTb, BKIIOUAIOMIas B ce0s OITOBYIO
TOPTrOBJIO JIEKAPCTBEHHBIMH CpPEACTBAMU, HUX XpaHEHHE, MEpPeBO3Ky M (WJIM) PO3HUYHYIO TOPrOBIIIO
JIEKapCTBEHHBIMHU Ipenaparamy, B TOM YHCJE JIUCTAHIUMOHHBIM CIOCOOOM, UX OTIIYCK, XpaHEHHUE,
MIEPEBO3KY, U3rOTOBJIEHUE JIEKAPCTBEHHBIX MIPENapaToB;

34) opraHuzanMsi ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMH CpeICTBAMH - OpraHu3alud,
OCYIIECTBIISIONIAsl OINTOBYIO TOPIOBIIO JIEKAPDCTBEHHBIMU CpPEACTBAMM, WX XpaHEHHE, IEPEBO3KY B
COOTBETCTBUU C TpeOOBaHUAMH HacTosero denepaabHOTO 3aKOHA;

Nudopmarys 06 n3MEHEHHX:
Ilynxkm 35 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npeowbloywyro peoakyuio
35) anTeyHasi OpraHu3amusl - OpTraHMW3AIMs, CTPYKTYpHOE TOJpAa3JeICHUe MEIUIIMHCKON
OpraHW3aIiK, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBJIO JICKAPCTBCHHBIMHU IpernaparaMu, B TOM YHCIE
JMCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHWE, TIEPEBO3KY, U3TOTOBICHUE M OTITYCK JICKAPCTBEHHBIX MPEIapaToB
IUTSl METUIIMHCKOTO TIPUMEHEHHUST B COOTBETCTBHHU C TpEOOBaHUAMU HacTosimiero derepaabHOro 3aKoHa,

Wudopmanns 06 U3MEHEHUAX:

Ilynkm 36 usmenen ¢ 3 anpens 2020 . - @edepanvhuiii 3axon om 3 anpens 2020 2. N 105-D3

CMm. npeowbloywyro peoakyuio
36) BeTepuHApHasi anTe4YHasi OPraHM3alMsl - OPraHU3aIUs, CTPYKTYpHOE IMOJpa3eiicHHE
BETEPUHAPHOW OpraHU3aIlH, OCYIIECTBISIONINE POSHUYHYIO TOPTOBITIO JIEKAPCTBEHHBIMU ITPETIapaTaMH, B
TOM YHCIIC AUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHUE, M3TOTOBJICHHE U OTITYCK JICKAPCTBEHHBIX IMPEIapaToB
JUTsl BETCPUHAPHOTO MPUMEHEHUS B COOTBETCTBUU C TPEOOBaHUSIMU HacTosiero denepaabHOro 3aK0Ha;

37) ¢daabcupuuupoBaHHOe JIEeKAPCTBEHHOE CPEICTBO -  JIGKAPCTBEHHOE  CPENCTBO,
COIMPOBOXKIaEMOE JIOKHOM HH(OopMaLelt 0 ero coctase u (UJIH) MPOU3BOJUTEIIE;
38) HemoOpokayecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HE

COOTBETCTBYIOIIee TpeOoBaHUAM (apmakorneiiHol crarbu JUO0 B Cllydyae €€ OTCYTCTBHUSI TpeOOBaHUSM
HOPMATHBHOW JOKYMEHTAIIUU WM HOPMaTHBHOTO JTOKYMEHTA;

39) koHTpaakTHOEe JIeKAPCTBEHHOE CPEeICTBO - JICKAPCTBEHHOE CPEACTBO, HAXOAAIIEECS B
000pOTE ¢ HAPYLIEHUEM I'PAKIAHCKOTO 3aKOHOIATEILCTBRA;

40) JOKJIMHHYECKOE HCC/IeI0BaHUE JIEKAPCTBEHHOIO CpeAcTBa -  OHOJIOTHMYECKHE,
MHUKpPOOHMOJIOTUYECKHE, HMMMYHOJOTHYECKUE, TOKCHKOIOTHYECKHe, (apmakoiorudeckue, (GU3NYECcKue,
XUMUYECKUE U JIPYyTU€ UCCIEIOBAaHUS JIEKAPCTBEHHOTO CPEACTBA MYTEM MPUMEHEHUS HAyYHBIX METOJIOB
OIICHOK B IIeNIIX TOJTYYEHHS J0Ka3aTelIbCTB O€30MacHOCTH, KauecTBa U d(PPEKTUBHOCTU JIEKAPCTBEHHOTO
CpEeIICTBa;

41) kIMHMYECKOe HCCJIe0BAHUE JIEKAPCTBEHHOr0 Mpenapara - U3ydeHue IUarHOCTUYECKUX,
TeueOHBIX, MPOPHUIAKTUIECKUX, (hapMaKOIOTHUECKUX CBOMCTB JIEKAPCTBEHHOTO Mpenapara B MpoIecce ero
MIPUMEHEHHUS Y YEJIOBEKa, >KUBOTHOTO, B TOM YHCJIE TTPOLIECCOB BCACHIBAHUS, pAaCIIPE/ICIICHUs, U3BMEHEHUS U
BBIBEJICHUS, IyT€M NPUMEHEHUsI HAY4YHBIX METOJIOB OIEHOK B IEJSIX IMOJy4YeHHUs JI0Ka3aTeIbCTB
0e30macHOCTH, KadecTBa U A((EKTUBHOCTH JIEKAPCTBEHHOTO Tperapara, JaHHBIX O HeXelaTeIbHBIX
peakuusax OpraHu3Ma 4YejoBeKa, )KUBOTHOTO Ha MPHUMEHEHHE JIEKapCTBEHHOTO mpemnapara u o0 sddekre
€ro B3aWMOJCUCTBUS C JAPYTUMH JICKAPCTBEHHBIMU IMIpermaparaMu W (WJIM) MHUIIEBBIMH TMPOTYKTAMU,
KOpMaMu;
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42) MHOrOLEHTPOBOE KJIMHHYECKOe HCCIeJ0BaHUE JIeKAPCTBEHHOI0 mpemapara s
MEIMIMHCKOr0 TNPUMEHeHUsl - KIMHUYECKOE HCCIENOBAaHUE JICKAPCTBEHHOTO TMperapara Jyis
MEIUIIMHCKOTO MPUMEHEHHUS, POBOAUMOE Pa3pabOTUMKOM JIEKApCTBEHHOTO Ipenapara B JByX H Oolee
MCIWIUHCKUX OpraHu3aluiax M0 €AHUHOMY IIPOTOKOJIY KIMHHUYCCKOTO HCCIICAOBAHHA JICKAPCTBCHHOIO
Ipernapara;

43) MeXKIyHApOJAHOEe MHOIOLEHTPOBOE KJIMHHYECKOe HCCJIeT0BaHHe JIeKAPCTBEHHOI0
npenapara Jjs MeIMIHHCKOr0 MPUMeHeHUsl - KIMHIYECKOE NCCIIeI0OBAaHKE JIEKAPCTBEHHOTO Tpernapara
AL MCOUIUHCKOI'O IIPpUMCHCHUS, IIPOBOANMOC pa3pa60Tq1/H<0M JICKaAPCTBCHHOI'O Ipfcrapara B pa3jIndHbIX
CTpaHax M0 €IMHOMY IIPOTOKOJIYy KIIMHUUYECKOTO MCCIIE0BAaHUS JIEKAPCTBEHHOTO MIpENapara;

44) mocTperucTpalMOHHOEe KJIMHHMYeCKOe HCCJIeJO0BaHHE JIEKAPCTBEHHOro Ipenapara Jjsi
MEIMIMHCKOT0 TpPUMEHeHUsl - KIMHAYECKOE WCCIENOBAaHUE JICKAPCTBEHHOTO TMperapara  Jyis
MCIUIUHCKOIO0 MPUMCHCHHA, MPOBOANMOC ITPOU3BOAWUTCIIEM JICKAPCTBCHHOTI'O IIpCriapara, Fpa)K}IaHCKI/Iﬁ
000pOT KOTOPOTO OCYLIECTBISETCS MOCJE TOCYIapCTBEHHOW PErucTpalMM, B LENAX JONOJHUTEIBHOIO
cbopa JTaHHBIX O €ro 06e30MacHOCTH U 3(PPEKTUBHOCTH, PACIIMPEHUS MMOKA3aHUH K IPUMEHEHUIO JIaHHOTO
JICKaAPCTBCHHOIO IIpCIiapara, a TaKKE BBISABICHWA HCXKCIATCIIbHBIX peaKuHﬁ IIaITME€HTOB Ha €10 I[GflCTBHG;

NHudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 45 cmamvu 4 Hacmosuezo
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 8 npeovloyueli peoaKyuu

45) uccienopaHue OMO’KBHUBAJEHTHOCTH JIEKAPCTBEHHOIO Npenapara - BUJ KIHMHUYECKOTO
UCCIIEIOBAHUS JIEKAPCTBEHHOTO Mperapara, MPOBEICHHE KOTOPOTO OCYILECTBISETCS AJIs OIpelesieHus
CKOPOCTH BCAChlBaHHSA M BBIBEICHUS OJHOTO WJIM HECKOJIbKUX OONagaromux (papmMakoioruueckoi
aKTUBHOCTBIO JICMCTBYIOIIMX BEIIECTB, KOJMYECTBAa JIEKAPCTBEHHOTO TMpenapara, J0CTHTaoLIEro
CHUCTEMHOTO KpPOBOTOKa, M DPE3YJAbTaTbl KOTOPOTO TMO3BOJSIOT CAENaTh BBIBOJ O OHWOAKBHUBAJIECHTHOCTHU
BOCITPOM3BE/ICHHOTO JIEKAPCTBEHHOIO IMpernapara B ONpeAeTeHHBIX JIEKapCTBEHHON (popMe M JO3UPOBKE,
COOTBETCTBYIOUIUX (hOopMe U JO3UPOBKE peepeHTHOro JIEKAPCTBEHHOTO TIpernapara;

46) uccienoBaHue TepaneBTHYECKOH IKBHUBAJIEHTHOCTH JIEKAPCTBEHHBIX NMPeENapaToB - BUJ
KIIMHUYECKOTO HCCIIEI0BAHUS JICKAPCTBEHHBIX MPENapaToB, MPOBEICHUE KOTOPOTO OCYLIECTBISIETCS IS
BBISIBJICHHSI OJJMHAKOBBIX CBOMCTB JICKAPCTBEHHBIX MPENapaTroB ONPEAeNCHHON JIeKapcTBeHHON (POpMBI, a
TaKKe HAJIMYKs OJIMHAKOBBIX MoKa3aTesiell 0e30macHOCTU U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX MPENaparos,
OJIMHAKOBBIX KIIMHUYECKUX AP(PEKTOB MPU UX TPUMEHEHUU;

47) npoToKoJ KJIMHHUYECKOr0 HCCIeI0BAHMS JIEKAPCTBEHHOI0 MNpenapara - JOKyMEHT, B
KOTOPOM ONpENENsAoTcs Leiar, (OpMbl OpraHu3zallid ¥ METOJOJIOTHUS MPOBENCHHS KIMHUYECKOTO
UCCIIEZIOBAHUS, CTATHCTUYECKUE METOJAbI OOpabOTKH pEe3ylbTaTOB TAaKOTO HCCIEIOBAHUS W MEPHI IO
obOecrieueHnI0 0€30MacHOCTH  (PU3UYECKUX JIUI, YYACTBYIOINIMX B KJIMHUYECKOM HCCIECIOBAHHUH
JIEKapCTBEHHOTO Mpemnapara;

48) Opouropa ucciaea0BaTeIsl - CBOJIHOE U3JI0KEHUE Pe3yIbTaTOB JOKIMHUYECKOTO HCCIeIOBAHUS
JIEKapCTBEHHOTO CPEACTBA M KIMHUYECKOTO UCCIIeIOBAHMS JIEKAPCTBEHHOTO Mperapara A MEeAUIIUHCKOTO
MIPUMEHEHHUS;

49) uHpOPMALMOHHBINH JUCTOK NMALMEHTA - JOKYMEHT, B KOTOPOM COJIepXarcs B JIOCTYITHOM
(dopme cBefieHus, Kacarolrecs: MPOBOAUMOTO KJIMHUYECKOTO UCCIIE0BaHMs JIEKApCTBEHHOTO Mpernapara, u
B NHCbMEHHON (opMe NOOpPOBOJIBHOE cOIIacHe MAIMeHTa Ha Y4acTHEe B KIMHUYECKOM HCCIIE€I0BaHHU
JIEKApCTBEHHOIO IIperapara IMOCJe O3HAKOMIIEHHS C OCOOEHHOCTSMH KIMHUYECKOIO MCCIIEA0BaHMS,
MMEIOIMMU 3HAY€HUE /711 BBIPAXKEHUS TaKOTO COMIACHS;

50) moGouyHoe jeiicTBHe - peaklMs OpraHu3Ma, BO3HHUKIIAS B CBSA3M C IPHUMEHEHHEM
JIEKapCTBEHHOI'O IIpernapara B /033X, PEKOMEHAYEMBIX B MHCTPYKLUUU II0 €ro NPUMEHEHUIO, s
MpOQHUIAKTUKY, JUATHOCTHKY, JICUCHHUS 3a00JICBaHUSI HITH JIJIsl peaOuIUTaINH;

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 oexkabdps 2014 2. N 429-DP3 cmamva 4 nacmoawezo Dedepanbrozo
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3akoHna oonoanena nynkmom 50.1, ecmynarowum 6 cuny ¢ I urona 2015 a.

50.1) HexejaTejibHAsI peakIusi - HEMPEIHAMEPCHHAs HEOJArONMpHATHAS PEaklus OpraHu3Ma,
KOTOpast MOXKET OBITh CBsI3aHa C MPUMEHEHHUEM JICKAPCTBEHHOTO Iperapara;

51) cepnbe3Hasi He:keslaTe/IbHAsl peaKkUMsl - HEXKeEJATENbHAs PEaKIHs OpraHu3Ma, CBSI3aHHAs C
MIPUMEHCHHUEM JICKaPCTBEHHOTO Tpernapara, MpUBEAIIas K CMEPTH, BPOKICHHBIM aHOMAJTHSM WJIN TTOPOKaM
pa3BuTHS TUO0 TPEACTABIIONAs CO00H yrpo3y *KU3HH, TPEOYIOIIasi TOCIUTAIU3ANNA WM MPUBEAIIAS K
CTOWKOU yTpaTe TPymnoCrnoCcOOHOCTH H (WJIH) UHBAIUTHOCTH,

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 52 cmamvu 4 Hacmosuje2o
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 utonsa 2015 e.

Cm. mexcm nynkma 8 npeovloyweti peoaKyuu

52) HenpeaBUJAeHHAs HeKeJaTeJbHAasl PeaKusl - HeXelaTeIbHas PeaKIys OpraHu3Ma, KoTopas
CBsi3aHa C MpPHUMEHEHHEM JIEKapCTBEHHOTO IIpenapara B J103aX, PEKOMEHAYEMBIX B TPOTOKOJIE €ro
KIMHAYECKOTO MCCIIE0BaHus, OpOIIIOpe UCCIIEA0BATENs, M C TPUMEHEHHEM JIGKapCTBEHHOTO Tpernapara
B JI03aX, PEKOMEHIYEMBIX B HHCTPYKIIUH TI0 €T0 MPUMEHEHUIO IS TPO(DUITAKTHKH, JHATHOCTHKH, JICUCHUS
3200JIeBaHUS WJIM MEAWIIMHCKON peadMINTAIlMU TAIIMEeHTa, U CYIIHOCTh, TSDKECTh WIIH MCXOJT KOTOPOH He
COOTBETCTBYeT HWH(pOpMAMA O JICKAPCTBEHHOM IIperapare, CoJIepXamieicss B TMPOTOKOJE €ro
KITMHUYECKOTO HCCJICIOBAHUS, OpOINIOpe HCCIeoBaTelsl WIM B HHCTPYKIIMA 10 MPUMEHCHHIO
JIEKApCTBEHHOTO Tperapara;

NHudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3axkonom om 22 oexaobps 2014 2. N 429-D3 cmames 4 nacmosweco DedepaivHozo
3akoHa oonoanena nynkmom 52. 1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
52.1) dapmakoHan30p - BUI ACATEIHHOCTH 1O MOHUTOPUHTY 3(P(HEKTUBHOCTH W 0€30TaCHOCTH
JIEKapCTBEHHBIX MpErapaTtoB, HalPaBJIEHHBIA Ha BBISBICHHE, OLIEHKY U MPEAOTBpAIllEHNE HEXKEIaTeIbHbIX
MOCJIECTBUI MPUMEHEHUS JIEKAPCTBEHHBIX MPENapaToB;

Wudopmannus 06 n3MEHEHUAX:

Deodepanvrvim 3axkonom om 22 oexaops 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvroco
3aKkoHa oonoanena nynkmom 52.2, ecmynarowum 6 cuiy ¢ 1 urons 2015 a.
52.2) njaH ynpapjieHUs] PUCKAMHU - MOAPOOHOE OMUCAHHE MEPOIPHUATHH Mo (dapMaKkoOHAI30DY,
HaIpaBJICHHBIX Ha BBIABICHUE, OLICHKY W MPEAOTBpAIllCHHE WU MHUHHUMU3ALUIO PUCKOB, CBA3AHHBIX C
JIEKapCTBEHHBIMU MpernaparamMu, BKI0Uas OLleHKY 3(pPEeKTUBHOCTH JaHHBIX MEPOTIPUSTUI;

Wudopmanus 06 U3MeHEHUAX:

Ilynkm 53 usmenen ¢ 1 mapma 2023 e. - @edepanvusiii 3akon om 30 oexadps 2021 2. N 463-D3
Cm. 6yoywyro peoarkyuio

Ilynxkm 53 usmenen c 13 aseycma 2019 e. - Dedepanvuviii 3axon om 2 aseycma 2019 2. N 297-D3

CMm. npeovbloywyro peoakyuio
TAPAHT:

[Tonoxxenus mynkra 53 crateu 4 (B pemakuuu DenepanbHoro 3akoHa oT 29 urons 2017 . N 242-D3) B
YacTH, Kacaroueiics (opMUpPOBaHUS M BbIJAYM PELETITOB HA JICKAPCTBEHHBIE Mpernaparhl, cojepiKaiiie
Ha3HAYeHHE HAPKOTUYECKUX CPEICTB MM MCUXOTPOIHBIX BEIIECTB, B (POPME NNEKTPOHHBIX JOKYMEHTOB,
npumMeHnstores ¢ 1 saBapsa 2019 .

53) peuenTt Ha JieKAPCTBeHHbII Mpenapar - MeIUIUHCKUHA JOKYMEHT yCTAaHOBJIEHHOH (hOpMBI,
COJIEpKAIllM Ha3HAUEHUE JIEKAPCTBEHHOIO IIpernapara Uil MEAWLMHCKOTO IPUMEHEHUs, BbIIAHHBIN
MEIUIMHCKMM DPAOOTHUKOM B IENSAX OTIYCKa JIEKapCTBEHHOTO Mpenapara WIM €ro H3TOTOBJICHUS H
OTIyCKa Ha OyMa)>KHOM HOCHTEJIE WM C COIIacHs MallMeHTa WM €ro 3aKOHHOTO MpeicTaBuTeNs B (hopme
SNEKTPOHHOTO JIOKYMEHTa, MOAMHUCAHHOTO C HCHOJb30BaHUEM YCWJICHHOM KBanu(puIMpOBAHHOM
SIEKTPOHHOH TMOJIITMCH MEAULIMHCKOTO PaOOTHHKA, TUOO JOKYMEHT YCTAHOBICHHOHM (pOpMBI, coep KAl
Ha3HA4YE€HUE JIEKApCTBEHHOTO IIpenapara uld BETEPUHAPHOTO NPUMEHEHHUs, BBIJIAHHBIA CHEIUAINCTOM B
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

o0J1acTH BETEepUHAPUH B LIEJSX OTIIYCKA JIEKAPCTBEHHOTO Iperapara WK ero M3roTOBJICHUS M OTIyCKa Ha
OyMa)KHOM HOCHTEJIC;

Wupopmanust 006 H3MEHEHHSX:

Ilynkm 54 usmenen ¢ 1 mapma 2023 2. - @edepanvusiii 3akon om 30 oexabps 2021 2. N 463-D3
Cm. 6y0ywyro peoakyuio

Ilynkm 54 usmenen c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npeodvbloywyro peoakyuio
54) TpeGoBaHWMe MEIMIMHCKOW OpraHM3anMy, BeTEePHUHAPHOI OpPraHu3aluM - JIOKYMEHT
YCTaHOBIIEHHON ()OPMBI, KOTOPBIA BBHIMMCAH MEIUIIMHCKAM PA0OTHUKOM WJIHM CIEIMAINCTOM B OOJIACTH
BETEpUHAPUHU, WMEIOMIMMH Ha 5TO TPaBO, W COACPKUT B IMHUChMEHHOH (opMe yKa3aHHWe amnTeYHOMN
OpraHu3alliy WM BETEPUHAPHON aNTeyHON OpraHu3aIii 00 OTITyCKE JIEKaPCTBEHHOTO IperapaTa Ml O
€ro M3rOTOBJIEHUU U 00 OTIyCKe Al oOecrneyeHus JIeueOHOoro npoiecca B MEIUIIMHCKON OpraHu3aluu,
BETEPUHAPHOMN OpraHU3allny;

Wnpopmanust 006 M3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 oexaops 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvhoco
3aKOHA OONOIHeHa NyHKmoMm 55, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

55) KOoMIUIEKCHas OIIeHKa JIEKApCTBEHHOTO TMIperapara - OICHKa 3aperuCTPUPOBAHHOTO
JISKapCTBEHHOTO TIperapara, BKIoJaronas B ce0s aHaim3 WHGOPMAIUU O CPAaBHUTEIHHOUW KIMHUYECKON
3pPEKTUBHOCTH B OE30MACHOCTH JIEKAPCTBEHHOTO Iperapara, OleHKY SKOHOMHUYECKHX TTOCIEICTBHNA €ro
MPUMEHCHHUSI, H3yYCeHUE JOTOTHATEIBHBIX TIOCIIEICTBHIA MPUMEHEHUS JICKAPCTBEHHOTO TIperapara B elIsax
MPUHATHS PELIEHU O BO3MOXXHOCTH BKJIIOYEHHS JICKAPCTBEHHOTO Tperapara B IepeyeHb KU3HEHHO
HEOOXOMUMBIX W BaKHEHIIMX JICKAPCTBEHHBIX IpEnapaToB, HOPMATHUBHBIE MpPAaBOBbIE aKThl U HHbBIE
JOKYMEHTBI, OIpPENENAonie MOPSAOK OKa3zaHUS MEIUIIMHCKOM IOMOIIM, WJIM HCKIIOYEHHUS €ro us3
YKa3aHHBIX IEPEYHs], aKTOB U IOKYyMEHTOB;

Wudopmanns 00 U3MEHEHUAX:

Cmamows 4 oononnena nynkmom 56 ¢ 1 ausaps 2018 2. - @edepanvhsiii 3akon om 28 dexabpsa 2017 e.

N 425-D3
56) cucreMa MOHUTOPHMHIA [IBHKEHUS] JIeKAPCTBEHHBIX NpPeNnapaTroB s MeIUIIHHCKOIO

npuMeHeHusi - ¢enepaibHas rocygapcTBeHHas HHGOpPMAIMOHHAsS CUCTEMa MOHHUTOPUHIA JIBHKCHHS
JIEKapCTBEHHBIX MpEnaparoB i MEIUIMHCKOIO MPUMEHEHHUS OT MPOU3BOAMUTENS 1O KOHEYHOTO
MOTpeOUTeNss C MCHOJIb30BAaHHMEM B OTHOLICHUM JIEKAPCTBEHHBIX IMPENapaToB Uil MEIUIIUHCKOTO
MIPUMEHEHHUSI CPEJICTB UACHTU(DUKALINU.

TAPAHT:

CwM. KOMMCHTApPHHU K CTAaTbC 4 HaCTOAIICTO <De;[epanLHor0 3aKOHa

I'naBa 2. [lostHoOMo4us (erepaibHBIX OPraHOB HCIOJHUTEJIbHOM BJIACTH, OPraHOB
HCIOJHUTEIbHOM BJacTH cy0ObekTOB Poccuiickoit @egepannu npu o0pamieHuy JeKapCTBEHHBIX
CpeacTB

Cratest 5. TlomHOMouMs ¢enepanbHBIX OPraHOB HWCHOJHUTENBHOW BIACTH MpHU oOpalmieHuu
JIEKApCTBEHHBIX CPEJICTB
K nomHoMoumsiM  (enepanbHBIX OpraHOB HCIOJTHUTEIBHOW BIACTH TMpU  oOpalieHuu
JIEKAPCTBEHHBIX CPE/ICTB OTHOCSTCS:
Wudopmanus 06 U3MeEHEHHIX:
Dedepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-@3 6 nynkm [ cmamvu 5 nacmoswe2o
DedepanbHo20 3aKOHA 8HeCeHbl usMeHenus, ecmynarowue ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHKma 6 npeovioyueli peoaKyuu
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

1) mpoBenenue B Poccuiickoit dexepaunu eIMHON TOCYIApCTBEHHON NOJUTUKA B OOJIACTH
oOecrieyeHus JIeKapCcTBEHHBIMU TpernaparaMu rpaxaan B Poccuiickoii @enepariuu;

Wupopmanust 006 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabpsa 2014 2. N 429-®@3 ¢ nywkm 2 cmamvu 5 HAcmosuie2o
DedepanvbHo2o 3aKOHA 8HECEHbl UsMeHeHUs, ecmynalowue ¢ cuny ¢ 1 utonsa 2015 e.

Cm. mexcm nynkma 8 npeovloyweti peoaKyuu
2) yrBepxkAeHUe O0O0mMx (QapmakonendHelXx crareil, (apMakoneiHbIX —cTareil, W3AaHHe
rOCyIapCTBEHHOH (hapMaKoIen, CO3JaHNe U BEACHUE peecTpa papMaKOTIEHHbBIX CTaHIAPTHBIX 00pa3IoB;

Wnopmanust 06 M3MEHEHUSX:
Ilynkm 3 uzmenen c 1 urons 2021 e. - @edepanvhviii 3akon om 11 utons 2021 2. N 170-D3

CMm. npeodvbloywyro peoakyuio
3) ocymiecTBieHUe (enepaTbHOTO TOCYIapCTBEHHOTO KOHTpOJs (Hama3opa) B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB;

Wnpopmanust 06 M3MEHEHUSX:
Ilynxkm 4 usmenen ¢ 1 urona 2021 2. - @edepanvhuiil 3axon om 11 urona 2021 2. N 170-D3

CMm. npeowbloywyro peoakyuio
4) IUIEH3WPOBAHWE IIPOW3BOJCTBA JICKAPCTBEHHBIX CPEICTB, B TOM 4YHCIC (enepabHbIHI
TOCYIapCTBEHHBIA JTUIICH3UOHHBIN KOHTPOJb JEATEIBHOCTH IO TPOU3BOJICTBY JICKAPCTBEHHBIX CPEJICTB,
MEPHOMYECKOE TIOJTBEPIKICHHE COOTBETCTBHS JIMIICH3WATa, MMEIOIIETO JIMICH3WI0 Ha IPOU3BOJICTBO
JICKAPCTBEHHBIX CPEJICTB, M (PapMaleBTHUECKON AEATEIILHOCTH B COOTBETCTBUU C 3aKOHO/ATEIHCTBOM
Poccuiickoit @eneparuu;
T'APAHT:

CMm. Ilonoxenue O JUIEH3UPOBAHWU IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB, YTBEPXKIACHHOE
noctanorienuem IIpaBurensctBa PO ot 6 nrons 2012 . N 686

Wudopmanus 06 n3MEHEHUAX:

Deodepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 6 nywkm 5 cmamvu 5 Hacmosiuje2o
DedepanvbHo20 3aKOHA BHECEHbL U3MeHeHUsl, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm nynkma 8 npeovloyueti peoaKyuu
5) opraHu3aiMs SKCIEPTU3bI JICKAPCTBEHHBIX CPEICTB, 3TUYECKOW SKCHEPTH3BI BO3MOXKHOCTHU
MPOBE/ICHUS KIMHUYECKOTO MCCIIECOBAaHUs JICKAPCTBEHHOTO Mperapara sl MEIUIIMHCKOTO MPHUMCHCHHS,
OKCIIEPTU3bl  JOKYMEHTOB, TPEICTABICHHBIX JUISL  OMNPENCNICHUS BO3MOXXHOCTH  pacCMaTpuBaTh
JICKAPCTBCHHBIM Mpenapar Juisi MEIUIIMHCKOTO TPUMEHCHHUS TPH TOCYIApCTBEHHOW pErucTpalyd B
KauecTBEe OP(aHHOTO JICKAPCTBEHHOTO TIpernapara;

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 cmamvs 5 nacmosweco Dedepanvhoco
3aKoHa oononnena nywkmom 5.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

5.1) opraHuzanus TNpPOBENEHUS KOMILJIEKCHOW OIICHKM JIEKApCTBEHHOTO IMIperapara B IENsixX
MPUHATHSL PEIICHUH O BO3MOXKHOCTU BKJIIOUEHUS JIEKAPCTBEHHOIO IIpernapara B IEpPEueHb YKU3HEHHO
HEOOXOUMBIX W BAKHEHIINX JIEKApPCTBEHHBIX MpEnapaTtoB, HOPMATHUBHBIE MPAaBOBbIE aKThl M HHbBIC
JOKYMEHTBI, ONpPENENSIONNe MOPSAOK OKa3aHWs MEIUIMHCKON NOMOIIM WM MCKIIOUEHUS] €ro u3
YKa3aHHBIX MIEPEYHS, aKTOB U JOKYMEHTOB;

6) BbIIaYa pa3pelieHuil Ha TPOBEACHNE KIMHUYECKUX UCCIEIOBaHUN JIEKapCTBEHHBIX MPENapaTos,
BEJIEHUE PEECTpa BbIJAHHBIX PA3pelIeHU Ha MPOBEACHUE KIMHUYECKUX UCCIEIOBAaHUN JIEKapCTBEHHBIX
Mpenaparos;

7) rTocymapcTBeHHAas pErucTpalus JEKapCTBEHHBIX IMPEnapaToB, BEIEHUE TOCYAAPCTBEHHOTO
peecTpa JeKapCTBEHHBIX CPENICTB;

Hudopmanus 06 N3MEHEHHSIX:
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

Dedepanvrvim 3axonom om 22 oOexkabps 2014 . N 429-D3 nynkm 8 cmamvu 5 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynaroweti 6 cuiy ¢ 1 aneaps 2016 a.

Cm. mexem nyHnkma 6 npeovloyujeli peoakyuu
8) opranuzamusi U (WJIK) MPOBEIECHNE WHCIEKTUPOBAHUS CYOBEKTOB OOpaIeHUsl JIEKAPCTBEHHBIX
CPE/ICTB HA COOTBETCTBHE IpaBHJIAM HaJUIKalleld TaO00paTOPHON MPAaKTUKH, IpaBUIaM HaJJIeKaIeH
KIIMHUYECKOM MPAKTUKH, [paBUjiaM HaAJIEXKAIEH NpPaKkTUKA XpaHEHHUsS U IEPEeBO3KH JIEKapCTBEHHBIX
MperapaTroB, MpaBWiIaM HaIeKameld AUCTPUOBIOTOPCKON MPaKTUKH, TPABHIIaM Ha/JICKAIEH arnTeqHON
MIPaKTHUKH;

Wnopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 odexaops 2014 2. N 429-D3 cmamvsa 5 nacmoswezo Dedepanvroco
3akoHa oonoanena nynkmom 8.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

8.1) opranm3anus v (WiIM) MPOBEACHUE MHCTICKTUPOBAHUSI CYOBEKTOB OOpAIIeHHs! JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHMSIM ITPABWII HaJJICXKAIIeld MPOU3BOJACTBEHHON NPAKTHUKH, BbIIada
3aKITIOUYEHHUH O COOTBETCTBHH IIPOU3BOUTENS JIEKAPCTBEHHBIX CPENICTB TPEOOBAHUAM MPABUIT HaIJISKAIIECH
IIPOU3BOACTBEHHOM IPAKTHUKU;

Nudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3axkonom om 22 oexaops 2014 2. N 429-D3 cmamvs 5 nacmosweco Dedepanvroco
3aKoHa oononnena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
8.2) ycTaHOBJIEHHE TIOpSIKa BEICHHUS W BEICHHE TOCYIApPCTBEHHOTO peecTpa 3aKIIOYeHHH O
COOTBETCTBHUHM  TPOU3BOJUTENS  JIGKAPCTBEHHBIX  CPEACTB  TPEOOBAHHMSM  TPABHI  Ha/IeKamei
MIPOU3BOJICTBEHHOM MPAKTUKH;

Wudopmanus 06 n3MEHEHUAX:

Ilynxkm 9 usmenen ¢ 7 uonsn 2019 e. - @edepanvusiii 3axon om 6 urons 2019 . N 134-D3

CMm. npeodwbloywyro peoakyuio
9) rocymapcTBEHHas pPETHCTpamus TPeNeNlbHBIX OTIMYCKHBIX II€H MPOM3BOJWTEICH Ha
JICKApCTBCHHBIC TMpenapaThl, BKIIOUCHHBIE B IIepeucHb JKU3HEHHO HEOOXOJAWMBIX W BaXKHEUIIHX
JICKAPCTBCHHBIX TIPENapaToB, M BEACHUE TOCYJIapCTBEHHOIO peecTpa MPEeNeNIbHbIX OTIYCKHBIX IIeH
MIPOU3BOJIUTENICH Ha JIGKAPCTBEHHBIC NpEnapaThl, BKIIOYCHHBIC B ME€PCUCHb KU3HECHHO HEOOXOAUMBIX H
BO)KHEUIIIHNX JICKAPCTBEHHBIX MPENapaToB;

Wudopmanns 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 13 urons 2015 2. N 241-D3 cmamwvs 5 nacmosweco Pedepanvhozo 3aKkoOHA
oononnena nynkmom 9.1
9.1) cornmacoBanue MPOEKTOB PEHICHUI OPraHOB MCIOJIHHUTEIHHOUN BIAacTH cyObekToB Poccuiickoit
Oenepaniun 00 ycTaHOBICHHMM W (WIM) HM3MEHEHHWU NPEIENbHBIX pPa3MEpOB OMNTOBBIX HAA0aBOK H
MpEeNbHBIX Pa3MEpPOB PO3HUYHBIX HAN0aBOK K (PAKTHUECKHM OTIYCKHBIM II€HAM, YCTaHOBJICHHBIM
MIPOM3BOJUTENSAMU JIEKAPCTBEHHBIX MPENaparoB, HAa JIEKAPCTBEHHBIC MIPENaparhl, BKIIOYEHHBIE B epeueHb
KU3HEHHO HEOOXOUMBIX M BaKHEHIIIHNX JIEKAPCTBEHHBIX MPENapaToB;

Wudopmanus 06 U3MEHEHUAX:

Ilynkm 10 usmenen c 13 aseycma 2019 2. - @edepanvruiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npeowbloyuyro peoaxyuio
10) Bblgaya, YCTaHOBJEHHWE TNOPsAKAa BbIJAUM pa3pelieHHss Ha BBO3 KOHKPETHOM mapTuu
JIEKapCTBEHHOTO cpeacTBa B Poccuiickyro Penepanuio;
Wudopmanus 06 U3MEHEHUAX:
Ilynkm 10.1 usmenen ¢ 13 aszycma 2019 e. - @eodepanvuviii 3axon om 2 aseycma 2019 2. N 297-D3
CMm. npedvbloywyro peoakyuio
10.1) BbI1Aaua, yCTAHOBJICHUE TTOPS/IKA BbIAAUU U (DOPMBI TOKYMEHTA, KOTOPBINA MOATBEPHKAAET, YTO

MNPpOU3BOACTBO JICKAPCTBCHHOI'O Ipfriapara i MCEAULOUHCKOTO TIMPUMCHCHHUSA  OCYHICCTBJICHO B
COOTBCTCTBHU C Tpe6OBaHI/I}IMI/I IIpaBuJI HaIeKaIen HpOPI3BO,[[CTBCHHOI>i MMPAaKTUKKU WM YTO
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

JIEKApCTBEHHBIN MpenapaTr Juis BETCPUHAPHOTO MPUMEHEHHs JOMyIieH K oOpamieHuto B Poccuiickoit
denepanuu, v MOAJICKUT TPEACTABICHUIO 10 TPEOOBAHUIO YIIOJTHOMOUYEHHOTO OpraHa CTPaHbI, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN MPEIIApaT;

TAPAHT:

CM. AZIMUHUCTpaATHBHBIM pertaMeHT DenepaabHON CIYKObI 10 BETEPUHAPHOMY U (DPUTOCAHUTAPHOMY
HAJ130pY IO MMPEI0CTABICHUIO IOCYIAPCTBEHHOM YCIYTH IO BbIJIa4€ JOKYMEHTA, KOTOPBIM MOATBEPKIAET,
YTO JICKAPCTBEHHBIN ITperapar Jjisd BeTepUHAPHOTO MPUMEHEHHUS JOMYIIeH K oOpareHuro B Poccutickoit
®denepaniy, W TOJICKHUT MPEACTABICHUIO TO TPEOOBAHMUIO YIOTHOMOYEHHOIO OpraHa CTpaHbl, B

KOTOPYIO BBO3WTCS JICKAPCTBEHHBIM IMpemnapar, yTBEpKICHHBIA Tprka3zoM Poccenbxo3Hamzopa oT 28
nekabpst 2020 r. N 1402

CM. AIMUHHCTpaATHBHBIA pErjIaMeHT I0 MpeacTaBieHnt0o MunmpomToprom Poccum rocymapcTBeHHOU
YCIYTH MO BbIJA4Y€ JOKYMEHTA, KOTOPBIM MOJATBEPAKIAET, YTO MPOU3BOJICTBO JIEKAPCTBEHHOIO IMperapara
JUTSI METUITMHCKOTO MMPUMEHEHHS OCYIIIECTBIEHO B COOTBETCTBUHU C TPEOOBAHMSIMU MPABUII HAIJIEKAIICH
MIPOU3BOJACTBEHHOM MPAKTUKH, U TIOUICKUT MPEICTABICHUIO 10 TPEOOBAHUIO YIIOJTHOMOUYEHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN MpENapatr, YTBEPKIAECHHbIA IpUKazoM MuUHIpoMTOopra
Poccunm ot 31 mexabps 2015 . N 4369

Wnpopmanust 06 M3MEHEHHAX:

Deoepanvrvim 3axonom om 13 uwna 20152 N 241-D3 ¢ nynwkm 10.2 cmamvu 5 Hacmosujeco
DedepanvbHo2o 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm nynkma 8 npeovloyueti peoaKyuu
10.2) BBIaua, ycTaHOBIICHHE MOPSAKA BBIIAYM U (OPMBI JOKYMEHTA, COACPIKAIIETO CBEICHUS O
CTamusIX TEXHOJIOTHMYECKOTO TIpoliecca IPOU3BOACTBA JIEKAPCTBEHHOTO CPEACTBA [UI MEIUIIMHCKOTO
MPUMEHEHHSI, OCYIIECTBIIIEMBIX Ha TEPPUTOPUHN EBpa3HiicKoro SKOHOMHYECKOTO COI033;
TAPAHT:

CMm. AamMuHUCTpaTUBHBIN periameHT MunnpomTopra Poccun mo mpenocTaBieHHIO TOCYIapCTBEHHOM
YCIYTH 10 BBIJIa4€ JOKYMEHTA, COJCPIKAIIero CBEICHHS O CTAAUSIX TEXHOJOTHYECKOTO IpoIecca
MPOM3BOJCTBA JIEKAPCTBEHHOTO CPEACTBA JUISI MEIUIIMHCKOTO TPUMEHEHHs], OCYIICCTBISEMBIX Ha
TeppuTOpruu EBpa3niicKoro SKOHOMHUYECKOTO CO03a, YTBEP)KACHHBIM MpukazoM MuHnpomTopra Poccun
ot 31 nexkabps 2015 . N 4368

11) co3manue cOBETOB IO BOMPOCAM, CBSI3aHHBIM C OOpAIlleHHEM JIEKAPCTBEHHBIX CPEICTB;

12) arTectanus u cepTUdUKaLNs CIICITHATICTOB;

13) yrpatun cuiy;

Wudopmanus 06 U3MEHEHUAXK:
Cm. mexcm nynkma 13 cmamou 5

DedepanvHvim 3akoHom om 22 Oexkabpa 2014 2. N 429-@3 nynkm 14 cmamvu 5 nacmoswe2o
DedepanvbHoeo 3aKOHA UN0NCEH 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 utons 2015 e.

Cm. mexcm nynkma 8 npedwvloyueli peoaKyuu

14) ocymiectBneHue GpapmMakoHaI30Pa;

15) yuactue B MeXIYHAPOJAHOM COTPYIHUYECTBE;

16) momyuyeHue 1Mo 3ampocam YIMOJIHOMOYEHHOTO (hefepaibHOTO OpraHa MCHOJIHUTEIHHOW BIIACTH
OT OPraHOB HCIIONHUTENBbHON BiacTu cyObekToB Poccuiickoit ®Denepanuu, a Takke OT CYOBEKTOB
oOpallleHHsl JIEKApCTBEHHBIX CPEACTB MJIi MEAMIIMHCKOTO TMpHUMEHEHHs WH(OpMaluu IO BOMpOCam
YCTaHOBJICHHS U MIPUMEHEHHUSI 1IeH Ha JIEKapCTBEHHbIE Mpenaparhbl U HaA0aBOK K HUM;

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapyIIeHHE 3aKoHoAarebcTBa Poccuiickoit denepanuu;

Hndopmanust 06 H3MEHEHHSIX:

DedepanvHvim 3akoHom om 22 Oexabpsa 2014 2. N 429-D3 cmamvsa 5 nacmosawezo PedepanibHo2o
3aKkoHa donoanena nynkmom 18, ecmynarowum 6 cuny ¢ 1 urona 2015 e.
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18) yrBepxkaeHWe TpaBWII Haexamied gabopaToOpHON MPAKTUKU, T[PABUI  HaJUIexkKalen
KJIIMHUYECKOM NPAKTUKH, IIPaBUJI HAJUIEKAIled IIPOM3BOJCTBEHHOM IIPAKTHKHU, IIPABUJI HaJUIeKaIEH
MPAKTUKU XPaHEHHs U MEePEBO3KHU JIEKAPCTBEHHBIX MPEMaparoB, MPaBMII Ha UIeKaleH AUCTPUOBIOTOPCKON
MPAKTUKH, MPABHJI HAJISKAICH allTeYHOW MPAKTUKH, MPaBWI HaIJISKaNIed MPaKTHKH (apMaKkoHaAI30pa
JIEKapCTBEHHBIX IIPENApaToB JUI MEAULMHCKOTO IPUMEHEHHS;

Wnopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 cmamvsa 5 nacmosweco Dedepanvroco
3akoHa oonoanena nynkmom 19, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
19) ycraHomieHue TOpsiaka (HOPMHUPOBAHUS PETUCTPAIMOHHOTO JOChE HA JICKAPCTBEHHBIM
mpernapar u TpeboBaHUI K JIOKyMEHTaM B €ro COCTaBe;

Wnpopmanust 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexaops 2014 2. N 429-D3 cmamvsa 5 nacmosweco Dedepanvhoco
3akoHa oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
20) yTBepXKIEHHUE TMPaBWI PAIMOHATBLHOTO BBIOOpA HAMMEHOBAHUMW JIEKAPCTBEHHBIX IPENaparoB
JUTSI METUIIMHCKOTO MTPUMEHEHNS,

Nudopmarys 06 n3MEHEHHX:

Deodepanvrvim 3axkonom om 22 oexaops 2014 2. N 429-D3 cmamvs 5 nacmosweco Dedepanvroco
3aKkoHa oonoanena nynkmom 21, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
21) yTBepkIeHHE TepeuHs HAaMMEHOBaHUM JIeKapCTBEHHBIX (GOpM;
22) yrparun cuity ¢ 1 mapra 2020 r. - @enepanbHelii 3akon ot 27 aekadpst 2019 r. N 475-03

Wudopmannus 06 n3MeHEHUAX:
CMm. npeovbloywyro peoakyuio

Deoepanvrvim zaxkonom om 22 oexaops 2014 2. N 429-D3 cmamvs 5 nacmosweco Dedepanvroco
3aKoHa 0onoanena nynkmom 23, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
23) yrBepkaeHue TpeOOBaHMI K MHCTPYKIUH MO METUIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHBIX
MpernapaToB U K HHCTPYKIIMH 110 BETEpUHAPHOMY IPUMEHEHHIO JIEKAPCTBEHHBIX MTPETapaToB;

Wudopmannus o6 n3MeHEHUAX:
Ilynkm 24 usmenen ¢ 3 anpens 2020 e. - @edepanvhsiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npeovbloywyro peoakyuio

24) mpuHSATHE PELICHUH, SBIAIOMIUXCA OCHOBAHHUSMH ISl BKIIOUYEHUS JOMEHHBIX UMEH WM (WJn)
yKazarejiell CTpaHWIl CAaiTOB B MH(OPMAIIMOHHO-TEICKOMMYHHUKAIIMOHHON ceTu "MHTepHeT", a Takke
CETeBBIX aJpecOB B EIUHYI0 AaBTOMATHU3UPOBAHHYIO HWHGOPMAIMOHHYIO cuctemy "EnuHbIN peecTp
JOMEHHBIX HWMEH, YKa3aTelled CTpaHHI] CalToB B HH(OPMAIMOHHO-TEIIEKOMMYHUKAIIMOHHOW ceTu
"NnTepHer" # CETEeBBIX aJpecoB, MO3BOJSAIOUIMX WACHTU(DUIHUPOBATH CaWThl B HH(MOPMAIIMOHHO-
TeJeKOMMYHUKalMOHHOU ceTn "MHuTepHer", coaepxkamine uUHGOpPMAINIO, PacHpOCTPaHEHHE KOTOPOHl B
Poccuiickoit @enepanuu 3ampenieHo", B OTHOIICHUHM HHQOPMALMU, COJEpXKAIIeH NPEANIOKEHHE O
PO3HUYHON TOProBi€ JIEKAPCTBEHHBIMU IMpermaparaMd, B TOM YHCJIE JIUCTAHIMOHHBIM CIIOCOOOM,
pPO3HHUYHAs TOProBIsl KOTOPBIMU OrpaHWYE€Ha WM 3alpelleHa B COOTBETCTBUM C HACTOSILIUM
@denepanbHBIM 3aKOHOM, W (W) HHGPOPMAIMM, COJEpKalled MpeIoKeHne O PO3HUYHOW TOProBiie
JIEKapCTBEHHBIMU TMpenapaTaMi, B TOM YHCJI€ AMCTAHIIMOHHBIM CIIOCOOOM, JIMIIaMH, HE HMEIOIIUMHU
JUUEH3UU U PA3pelICHUs] Ha OCYIIECTBICHHE TAaKOW JAESATENbHOCTH, €CIM TMOJy4eHUE JULEH3UU HU
paspeleHus MpeIycMOTPEHO 3aKOHOIaTeIbCTBOM 00 00pallleH!H JTIEKapCTBEHHBIX CPECTB;

Wudopmanus 06 U3MEHEHUAX:

Cmamws 5 oonoanena nynkmom 25 ¢ 29 nosops 2019 e. - @edepanvhuiii 3axon om 28 nosopsa 2018 e. N
449-D3
25) BpIJavya paszpenieHnii Ha BBOJI B IpaXIaHCKUI 000pOT IMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX
IIpenapaTos.
TAPAHT:
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CM. KOMMEHTapHH K cTaThe 5 HacTosero denepaabHOro 3akoHa

Wupopmanust 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 13 urwonsa 2015 . N 233-D3 nacmoswuti Pedepanbhwviii 3aKOH OONOJHEH
cmamueti 5.1
TAPAHT:

[Tonoxenust crarbu 5.1 pacrpocTpaHstoTcs Ha TMOTHOMOYHS (enepaibHbIX OPraHOB HUCIIOTHUTEIBHON
BJIACTH, KOTOPBIE HE TIEPEIaHbl JIJIsl OCYIECTBICHHS OpraHaM rocylapCTBEHHOM BJIacTU CyObeKTOB PD u
OpraHaM MECTHOTO CAMOYIPAaBJIEHHS COOTBETCTBYIOIIMMHU (pefiepaabHbIMU 3aKOHAMU
Cratea 5.1. Ilepenaua ocyiiecTBiICHHs MOJTHOMOYUMN (elepaabHbIX OPraHOB HCIIOJHUTEIbHON
BJIACTH TIpH OOpAIeHHWU JIEKAPCTBEHHBIX CPEACTB OpraHaM HCIOJHUTEIBHON BIIACTH
cyowsektoB Poccuiickoit deneparniun
[TonHomouns (enepaabHBIX OPraHOB MCHOJHUTEIBHOW BIACTH NMPHU OOPAIEHUH JIEKAPCTBEHHBIX
CPEICTB, IPEAYCMOTpEHHble HacTosAmmuM DenepaibHbIM  3aKOHOM, MOTYT II€peAaBaTbCsl UL
OCYIIIECTBJIEHHUSI OpraHaM HUCIIOJIHUTEIbHOM BiacTu cyObekToB Poccuiickoii @enepanyuy nocTaHOBIECHUSIMU
[IpaBurensctBa Poccuiickori ®denepanyvii B MOPSAKE, YCTAHOBIEHHOM ®DenepanbHbIM 3aKOHOM OT 6
okTsiOpss 1999 roma N 184-®3 "OO6 o0mux NOpuUHOUIAX OpraHU3aly  3aKOHOJATEeNbHBIX
(IpeAcTaBUTENbHBIX) M HCIOJHUTENBHBIX OPraHOB TOCYAapCTBEHHOM BiacTu cyobekToB Poccuiickoit
Oenepanun.
I'APAHT:

CMm. komMeHTapuu K cratee 5.1 HacTosmero @enepanbHOrO 3aK0Ha

Cratbs 6. [lomHOMOYMS OpraHOB UCIIOTHUTEIIBHON BllacTh cyObekTa Poccuiickoit deaepanuu npu

oOpallleHHUH JIeKapCTBEHHBIX CPEJICTB

K momHOMOUMSIM OpraHOB HCIIOJIHMTEILHOW BiacTu cyObekTa Poccuiickoit ®enepanmu npu
oOpallleHNH JIEKAPCTBEHHBIX CPE/ICTB OTHOCSTCS:

1) pazpaboTka U peanuzanus peruoHAIbHBIX IPOrpaMM 00ecTiedeHHs] HaCeIeHUS JIeKapCTBEHHBIMU
npernaparamu;

2) yCcTaHOBJICHUE MpeAEIbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK U MPEAETbHBIX Pa3MEPOB POZHUYHBIX
Ha70aBOK K (PaKTUYECKUM OTIMYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJUTENIAMH JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKApPCTBEHHbIE IPENaparhbl, BKIIOYEHHbIE B IEPEUCHb >KHU3HEHHO HEOOXOIMMBIX U
Ba)XHEHMIINX JIEKAPCTBEHHBIX MPENapaToB;

Wudopmanus 06 M3MEHEHUAK:
Ilynkm 3 usmenen ¢ 1 mapma 2020 2. - @edepanvhviii 3axon om 27 dekabps 2019 2. N 475-D3

CMm. npeovbloywyro peoakyuio

3) OCYIIECTBICHHUE PErHOHAIBLHOTO TOCYIAPCTBEHHOTO KOHTPOJS 3a MPUMEHCHHEM IIeH Ha
JICKAPCTBCHHBIC TMpenapaThl, BKIIOUCHHBIC B IIepEUCHb JKU3HEHHO HEOOXOJMMBIX U  BaXXKHEUIIMX
JIEKapCTBEHHBIX TIPENaparoB, OpPraHU3alUsMU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpPEACTBAMH,
anTeYHBIMU OPTraHU3AIUSAMH, WHIAUBUAYAJILHBIMH TMPEANPUHUMATEISIMU, WMEIOLIUMH JUIEH3UI0 Ha
(dbapMaleBTUYECKYI0 JIEATENbHOCTh, MEIUIMWHCKAMU OpPraHM3alHMsIMH, HWMEIOIMMHU JHUICH3UI0 Ha
(dapMaleBTUYECKYIO JI€ATENbHOCTh, M WX OOOCOONEHHBIMH TMOApa3JeNeHusIMu (amMOynaTopusimMu,
denpamepckuMu U (enbAIepCeKo-aKyIIepCKUMU MyHKTaMU, [IEHTpaMHu (OTAeIeHUsIMH) 0011el BpaueOHOM
(cemeitHON) MPaKTUKU), PACIIOIIOKEHHBIMU B CEIbCKHX HACEJIIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTe4YHbIe OpraHU3aIli;

Wudopmanus 06 U3MEHEHUAX:

Cmambs 6 0onoanena nynkmom 4 ¢ 1 aneapa 2018 . - @edepanvhuiii sakon om 29 urona 2017 2. N 242-
D3

T'APAHT:
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[Tonoxenus: mynkra 4 crateu 6 (B penakiuu denepanbuoro 3akona ot 29 utons 2017 r. N 242-D3) B
YacTH, Kacaromeicss (OopMUPOBaHUS M BbIJAYM PEIETITOB HA JICKAPCTBEHHBIE MPEMaparhl, CoJepKalie
HA3HAYCHHE HAPKOTUYECKHUX CPE/ICTB WM MCUXOTPOIHBIX BEIIECTB, B (hOPME NMEKTPOHHBIX IOKYMEHTOB,
npumeHnsitores ¢ 1 ssuBaps 2019 .

4) mpuHATHE pemeHuss 00 WCIONB30BaHMHM Ha TeppuTopuu cyobekra Poccuiickoit Deneparyu
HapsAIy C pelenTaMy Ha JICKapCTBEHHBIE Mpenaparbl, 0(popMIEHHBIMU Ha OyMa)XHOM HOCHTEJE, PEIeTITOB
Ha JIEKapCTBEHHBIE MTPETaparsl, CHOPMHUPOBAHHBIX B (POPME AIEKTPOHHBIX JOKYMEHTOB.

TAPAHT:

CM. KOMMeHTapuH K crathe 6 HacTosiero denepaabHOro 3aKoHa

I'nasa 3. I'ocynapcrBennas papmaxonest

Cratea 7. PazpaboTka 1 n3iaHue rocyJapcTBEHHOMN (hapMaKoIen, pa3MelleHre JaHHbIX O Hel
1. IMox rocymapcTBeHHOU (hapmakorieeld MOHMMAETCS CBOJ OOIMX (apMakoleWHbIX CTaTell U
(hapMaKoTeHBIX CTaTEH.

Nudopmarys 06 n3MeHEHHX:

Deoepanvrvim 3akonom om 22 oOekabps 2014 2. N 429-D3 6 uwacme 2 cmamovu 7 HACMOAWE20
DedepanvbHo2o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
2. Pazpaborka oOmmx ¢dapmakornelHbIXx craTeil W (apMakONeWHBIX CTaTed, B TOM YHCIIE
(dapmakomeHpIX cTared Ha (apMakomeiHble CTaHAApTHBIE OOpaslbl, H BKIIOYEHHE WX B
TOCYIapCTBEHHYIO (DapMaKomer0 OCYIIECTBISIOTCS B IOPS/IKE, YCTAHOBJIEHHOM YIIOJIHOMOYCHHBIM
(benepaabHBIM OPraHOM HCIIOJTHUTEIHHOHN BIIACTH.

Wudopmanns 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-@3 6 uwacme 3 cmamovu 7 Hacmosiuie2o
DedepanbHo20 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm yacmu 6 npedvloyuetl pedaKyuu

3. Pa3pabotka ¢apmakoneiiHoW cTaThil Ha peepeHTHBIN JIeKapCTBEHHBIN Mperapar U BKIIIOYCHUE
€e B TOCYIAPCTBCHHYIO (hapMakoler0 B TEUEHHE CpPOKa JCWCTBUS 3allUThl HCKIIOYUTEILHOTO IPaBa,
YAOCTOBEPEHHOTO MAaTEHTOM Ha peepEHTHBIN JICKAPCTBEHHBIHN Iperapar, OCYIIECTBISIOTCS C COTIACHSI
ero pa3padoTYuKa.

4. TocymapctBeHHass (apMmakorness W3AaeTCs  YIIOJHOMOYEHHBIM  (he/IepalbHBIM — OPraHOM
WCITIOJTHUTEIILHOM BJIACTU 3a CYET CPEeICTB (hemepalibHOrO OHO/DKETA M TOJICKUT MEePEH3IaHUsIM HE PEkKe
4YeM OJIMH pa3 B MATh JIET, B MEPHOJ] MEXKIY KOTOPBIMH H3JIAIOTCS TMPHIOXKEHHUS K TOCYIapCTBEHHOM
(dapmaxkomiee, cozaepikaniue oOmume (¢dapMmakonelHple cratbu M (W) (apMakoNeHHbIC CTaThH,
YTBEPIKJICHHBIC MTOCIIC U3/IaHUs WITU MTePEU3IaHusI TOCYTapCTBEHHON (hapMaKOTICH.

5. YmomHoMmoueHHBIH (QenepanbHBI OpraH HCIOJTHUTEIBHOW BJIACTH pa3MelaeT JaHHBIE O
rocynapcTBEHHOM (papmakoriee v MPUIIOKEHUAX K HEW Ha cBoeM o(uIMaIbHOM caifte B cetu "UHTepHeT" B
YCTaHOBJICHHOM MM TIOPSIJIKE.

TAPAHT:

CwM. KOMMCHTApPHHU K CTAThEC "/ HaCTOSIIIETO d)ezlepanLHoro 3aKOHa

Wudopmanus 06 U3MEHEHUAX:

Haumenosanue uzmeneno c 1 urons 2021 2. - @eoepanvhuiii 3axon om 11 urona 2021 2. N 170-D3

Cm. npedvloyuyio peoaKyuro
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I'naBa 4. JIunen3npoBanye NpOU3BOJACTBA JIeKAPCTBEHHBIX CPe/ICTB U (papManeBTHYCCKOH
AeATeJIbHOCTH, TOCY/IapCTBEHHBbINH KOHTPOJIb (HaaA30p) B cepe odpalieHus JJeKAPCTBEHHBIX CPE/ICTB

Crarpsn 8. JlunensupoBaHue NIpPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (apMaleBTUUECKON
JESITEIbHOCTH

1. JlneH3upoBaHUe MPOU3BOJICTBA JIGKAPCTBEHHBIX CPEACTB M (hapMaleBTHUECKON JESITEIbHOCTH
OCYILECTBIISIETCS] B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.

2. OOs3aTeNbHBIM YCIOBHEM IPEJOCTABICHUS JIMLEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB SIBIISIETCS] MPUJIOKEHHE K 3asBJICHUIO COMCKATess JIMIIEH3UM IEPEUHs JIEKApCTBEHHBIX QOpM U
(unn) BUOOB (papMaleBTUUECKUX CyOCTaHIIM, KOTOPble IPOU3BOANUTEIND JIEKAPCTBEHHBIX CPEJICTB HAMEPEH
MIPOU3BOUTD.

Usopmanus 06 H3MeHeHusX:
Yacmo 3 usmenena c 1 mapma 2022 2. - Dedepanvusiii 3akon om 11 utons 2021 2. N 170-D3

Cm. 6y0ywyro peoakyuio

Yacmw 3 usmenena c 13 aseycma 2019 e. - Dedepanvuvwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npeowbloywyro peoakyuio
3. B ciryyae HEOOXOAMMOCTH PACHIMPEHUS IPOM3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB 3a CYET HOBBIX
JICKapCTBEHHBIX ()OPM U BUAOB (hapMalEeBTUICCKUX CYOCTAHIIMIA MTPOU3BOIUTENh JICKAPCTBEHHBIX CPEJICTB
TOJDKEH Mepeo(pOPMHUTH JIUTICH3UIO Ha TIPOU3BOACTBO JICKAPCTBEHHBIX CPEIICTB.

Wudopmannus 06 n3MEHEHUAX:

Cmamobs 8 donoanena yacmoio 4 ¢ 29 oexabps 2020 2. - Dedepanvrviii 3axon om 27 dexaobps 2019 e. N
481-D3
4. JlunieH3usi Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPENCTB ((papManeBTHUECKO CyOCTaHIIMM CIIUPTa

STHJIOBOTO (3TaHOJIa) BBIJAETCA MPH YCIOBUM HAJIWYUS Yy OpraHM3alii Ha IpaBe COOCTBEHHOCTH,
XO34MCTBEHHOTO BEICHMS WJIM OTEPATUBHOTO YIPABIIEHUS OCHOBHOTO TEXHOJIOTUYECKOTO O0OpYIOBaHUS
JUIA TIPOM3BOJICTBA ATHJIOBOTO CIHPTa, 3apErMCTPUPOBAHHOTO B COOTBETCTBHHM CO crarheil 14.1
®denepanbHOoTo 3aKoHa OT 22 HosA0ps 1995 roma N 171-@3 "O rocymapCTBEHHOM pPETYIUPOBAHUHU
MIPOM3BOJICTBA M 000pOTa STHJIOBOTO CHHPTA, AJIKOTOJIBHOM W CIHMPTOCOJEpKalle MpoaAyKIuu U 00
OrpaHUYEHUU NOTpeOneHus (pacuTs) alKOTOIbHON POAYKIIH'".

TAPAHT:

CwM. KOMMCHTAPHHU K CTAaTbC 8 HaCTOAIICTO CDez[epanLHoro 3aKOHa

Wudopmannus 06 n3MEHEHUAX:

Deoepanvhulil 3axkon O0onoanern cmamvei 8.1 ¢ 29 odexkabpa 2020 e. - Dedepanvhwiii 3axon om 27
oexabps 2019 2. N 481-D3

Cratbsi  8.1. OcoOeHHOCTM JIMIEH3UPOBAHMA MPOU3BOJCTBA JIEKAPCTBEHHBIX  CPEICTB

(papmaneBTHYECKON CYOCTaHIIMK CIIMPTA 3TUIIOBOTO (3TaHOJA)

1. JleiicTBue IHWIIEH3MH HA TPOU3BOJACTBO JIEKAPCTBEHHBIX CpelacTB (papmarieBTHUECKOMA
CyOCTaHIIMM CIUPTa STUJIOBOTO (dTaHONA) MPHOCTAHABIMBAETCS B YACTH IpaBa Ha MPOU3BOJCTBO
(dapMareBTUYeCKON CyOCTaHIIMM CIHUPTa STUJIOBOTO (9TaHONA) JTUIEH3UPYIOIIMM OpPraHoOM B CIIy4asX,
onpeneneHHblx crarbeit 20 denepanbHoro 3akoHa oT 4 Mag 2011 roga N 99-®3 "O nuneH3upoBaHUU
OTICNbHBIX BHUAOB JIEATENBHOCTH", a TakKe Ha CPOK NPHUOCTAHOBIEHUS JEHCTBUS JHIICH3MH Ha
MIPOU3BOJICTBO ATHJIOBOTO CIIUPTA JJIsl MIPOU3BOJCTBA (hapMalleBTUYECKON CYOCTAHIIMU CIIUPTA ITUIIOBOTO
(3TaHONa), BBIIAHHOW B COOTBETCTBUH ¢ DesepalbHbIM 3aKk0HOM OT 22 HOos0pst 1995 rona N 171-03 "O
TOCYIapCTBEHHOM pPETYIUPOBaHUM TMPOU3BOACTBA U 000pPOTa OTHIOBOTO CIHPTA, AalKOTOJBHOW U
CIUPTOCOAEpKAIIEH TPOAYKIIUU M 00 OTpaHUYCHUN TIOTPeOIeHHs (PACTIUTHS) AIKOTOJIBHOM MPOAYKIIUN".

2. JleiicTBHe JHIIEH3WH Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX CpencTB (dapMaieBTHIeCKOn
CyOCTaHIIMM CIUPTAa ATHJIOBOTO (3TaHONIa) B 4YacTH TMpaBa Ha MPOU3BOACTBO (apMaleBTHIECKOM
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CyOCTaHIIMM CHHpTa STHJIOBOTO (3TaHOJA) MPEKpallaeTCs JHULEH3UPYIOUUM OpPraHoM B CIIy4asXx,
onpeneneHHbix crarbeit 20 denepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuneH3upoBaHUU
OTIENbHBIX BUJOB JEATEIBHOCTHU", a TaKKe C JaThl NPEKpaAIlCHWs] WIM aHHYJIMPOBAaHUS JEHCTBUS
JUIEH3WH Ha TPOU3BOJCTBO STHIIOBOTO CIMPTA Uil MPOM3BOJACTBA (hapMaIleBTUYECKOW CyOCTaHIIUU
CIupTa 3TWIOBOro (STaHOJA), BBIAAHHOW B COOTBETCTBUU ¢ DejepaibHBIM 3aKOHOM OT 22 HOSIOps
1995 roga N 171-®@3 "O rocymapCcTBEHHOM pPEryIMpPOBAaHUN MPOU3BOACTBA U 000POTA STUIIOBOTO CIUPTA,
QJIKOTOJIBHOM W cnuprocojepxkaiieid MNpoayKUMM M 00 OrpaHMYEeHUH MOTpedneHus (pacrnuTus)
QJIKOTOJIBHOM MpoyKuuu'.

Wnpopmanust 06 M3MEHEHHSX:

Cmamos 9 usmenena c 1 uronsa 2021 e. - @edepanvuwiii 3axkon om 11 utonsn 2021 2. N 170-D3

CMm. npeodwbloywyro peoakyuio

Cratea 9. ['ocynapcTBeHHbIN KOHTPOJIb (HaA30p) B cpepe oOpalieHus JIeKapCTBEHHBIX CPEACTB

1. TocymapcTBeHHBIM KOHTpoOJb (Ham30p) B cdepe oOpaleHuss JIEKapCTBEHHBIX CPENCTB
OCYIIECTBIISIETCSI TOCPEACTBOM  (pelepaibHOTO TOCYIapCTBEHHOTO KOHTpoJsiss (Ham3opa) B cdepe
oOpallleHHsl JIEKapCTBEHHBIX CPEICTB U (eAepaJbHOTO TOCYAAPCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
NEeSITEIbHOCTH 110 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBISIEMBbIX (DeepaTbHBIMH OpraHaMu
HCTIOJIHUTENIBHOM BIAcTH, ynoJHoMo4eHHbIMU [IpaBuTensctBoM Poccuiickoit @enepanuu.

2. Tlpemmerom deneparbHOTO TOCYIAPCTBEHHOTO KOHTPOJs (Haa30pa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB SBJISIFOTCS:

1) cobmonenue oOs3areabHBIX TpeOOBaHUHN B cepe oOpaleHus JIEKapCTBEHHBIX CPENICTB, B TOM
qucle:

a) TpeOOBaHMI K JOKIMHUYECKUM HCCIEIOBAHUSM JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKUM
MCCIIEIOBAHUSIM JIEKAPCTBEHHBIX MIPETapaToB, H3rOTOBJICHHIO, XpaHEHUIO, IEpEeBO3Ke, BBO3Yy B Poccuiickyio
Qenepaniio, OTIYCKY, pealu3aluy, IMepenade, MpoJake JEKapCTBEHHBIX CPEACTB, MPUMEHEHUIO
JIEKapCTBEHHBIX MPENapaToB, YHUUTOXKEHHUIO JEKAPCTBEHHBIX CPEJCTB, YCTAHOBJICHHUIO MPOU3BOAUTEIISIMU
JIEKapCTBEHHBIX MpEnaparoB LIEH Ha JIEKAPCTBEHHbIEC Mperaparbl, BKIOUEHHBIE B MEpPEUYCHb >KU3HEHHO
HEOOXOTUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

06) TpeOOBaHMII K COOTBETCTBHUIO JIEKAPCTBEHHBIX CPEICTB, HAXOASIIUXCA B OOpalleHUH,
MOKa3aTeNsM KauecTBa, 3((HEeKTUBHOCTH M O€30MaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBHH C HACTOSAIIUM
DenepaabHBIM 3aKOHOM;

B) TpeOOBaHMII K COOMIONEHUIO CyObEKTaMH OOpalleHUs JIEKAPCTBEHHBIX CPEICTB, YKAa3aHHBIX B
yactu | crateu 67.1 HacTosiero deaepanbHOTO 3aKOHA, OTPAaHUYEHUM, HAJIaraeéMbIX cTaThbsiMu 67.1 u 67.2
HacTosuiero denepalbHOTO 3aKOHA;

2) coOntofeHHWe  JUIEH3UOHHBIX TpeOOBaHMH K  OCYIIECTBICHHUIO  (papMarieBTHUECKOM
NesITeNbHOCTH;

3) cobmronenue TpeOGOBaHUN K MPEJOCTABICHUIO CyObeKTaMH 00pallleHus JIEKaPCTBEHHBIX CPE/ICTB
uH(pOpMaIlMK O JIEKAPCTBEHHBIX CpEACTBaX W (WMJIM) JIEKAPCTBEHHBIX Iperaparax, MNpeaycMOTPEHHON
cratbsimu 9.1, 52.1 u 64 HacTosero denepaabHOTO 3aKOHA.

3. Ilpu ocymectBiaeHun (enepaqbHOrO TOCYIApCTBEHHOIO KOHTposisi (Hag3opa) B cdepe
oOpallleHHs JIeKapCTBEHHBIX CPEICTB MPOBOASTCS CIEAYIOUIUE BHAbI KOHTPOJBHBIX (HAA30PHBIX)
MEpOIPUATHH:

1) noxymeHTapHas IPOBEPKa;

2) BbIe3HAs TPOBEPKA;

3) BEIOOPOYHBIN KOHTPOJIh KaYeCTBA;

4) KOHTpOJIbHAS 3aKYIIKA;

5) UHCNIEKIIMOHHBIN BU3UT;

6) HabOmrofeHue 3a coOmofeHHueM O00s3aTelNbHbIX TpeOOBaHUN (MOHUTOPUHI O€30MAaCHOCTH)

(papmaxonanzop).
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4. Opranuzanus 1 oCyIlecTBIeHHE (eepaTbHOIO TOCYIapCTBEHHOTO KOHTPOII (Haa30pa) B chepe
oOpamieHus JEeKapCTBEHHBIX CPEACTB perynupytorcs Denepanbneiv 3akonoMm oT 31 wmioms 2020 rona
N 248-®3 "O rocymapcTBEHHOM KOHTpoJsie (HAA30p€) M MYHHUILHMIAIBHOM KOHTposie B Poccuiickoit
Odenepanun’.

5. BuennaHoBBI BBIOOPOYHBI KOHTPOJIb KadeCcTBAa MPOBOAMTCS B TOM YHCIE HAa OCHOBAaHHHU
[IPOrpaMMbl IPOBEPOK.

6. [1naHoBbII BBIOOPOYHBIN KOHTPOJIb KaYECTBA HE IPOBOAUTCS.

7. Ilo pe3ynbraTam BbIOOPOYHOTO KOHTPOJISI KadyecTBa HAPSAAY C PELICHUSAMM, IPEIYCMOTPEHHBIMU
®enepanbapiv 3akoHOM OT 31 mrons 2020 roma N 248-D3 "O rocymapCTBEHHOM KOHTpoJie (Haa3ope) u
MYHHMLIMIAIBHOM KoHTpojsie B Poccuiickoit ®denepanuu, ¢enepalbHbIMU OpraHaMy HCIOJIHUTENbHON
BJIACTH, YNOJHOMOYEHHBIMM Ha OCYILIECTBICHHE BBIOOPOUYHOTO KOHTPOJS KayecTBa, MPUHUMAIOTCS
CIIEAYIOIIUE PELICHUS:

1) o panpHeHIIeM TIpa)XAaHCKOM 000pOTE CepuUr, MApTUU COOTBETCTBYIOILEIO JIEKAPCTBEHHOTO
CpEICTBa B Cly4ae IMOATBEP)KJIEHUS MO pe3yabTaTaM IPOBEICHHBIX HCIBITAHUNA COOTBETCTBUSI KayecTBa
JIEKapCTBEHHOT'O CPECTBA YCTAaHOBJIEHHBIM TPEOOBaHUSM;

2) 00 U3BATUHU U3 TPaKIAHCKOTO 000pOTa CEPUM, MApTHU COOTBETCTBYIOUIETO JIEKAPCTBEHHOTO
CpeICTBa B cCllydyae BBISBJICHMS IO pPe3yIbTaTaM IPOBEICHHBIX HCIBITAHUI HECOOTBETCTBUS KadecTBa
JIEKapCTBEHHOT'O CPE/ICTBA YCTAHOBJIEHHBIM TPEOOBAHUSAM;

3) o mepeBoJie JIEKAPCTBEHHOTO CPEACTBA HAa TOCEPUMHBIA BHIOOPOYHBIM KOHTPOJIh KauecTBa
JIEKapCTBEHHBIX CPEJACTB B Cllyyae MOBTOPHOTO BBISBICHUS HECOOTBETCTBUS KadecTBa JIEKAPCTBEHHOTO
CpEICTBAa YCTAHOBJEHHbIM TpeOOoBaHUSAM U (IIpU HEOOXOAMMOCTH) O TpOBEpKe CyObekTa oOpalleHus
JIEKApCTBEHHBIX CPEACTB. Pacxofpl, CBA3aHHBIE C NPOBEICHUEM IOCEPUHHOIO BBIOOPOYHOTO KOHTPOJI,
OIUIAYMBAIOTCA IPOMU3BOAMTENIEM JIEKAPCTBEHHOIO CpeacTBa JMOO JepikaresieM WM  BaJelblieM
PETHCTPALIMOHHOTIO YA0CTOBEPEHHUS JIEKapCTBEHHOIO IIperapara.

8. denepanbHbli TOCYIAPCTBEHHBIA JIMIIEH3MOHHBIA KOHTPOJb AEATEIBHOCTH MO IMPOU3BOACTBY
JIEKQPCTBEHHBIX CPEICTB OCYIIECTBIAECTCSA B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

TAPAHT:

CwM. KOMMCHTApPHHU K CTaTbC 9 HaCTOAIICTO q)ez[epaanoro 3aKOHa

Wudopmannus 06 n3MeHEHUAX:

I nasa 4 oonoanena cmamoweti 9.1 ¢ 1 urona 2021 . - @edepanvusiii 3akon om 11 utonss 2021 2. N 170-
D3

Cratbs 9.1. [Iporpamma npoBepok

1. B nensax opranuzaiuu BbIOOPOYHOTO KOHTPOJISl KaueCTBa JIEKAPCTBEHHBIX CPEACTB GopMUpYyeTCs
MporpaMMa mpoBepoK.

2. Jlns uened peanusaliyi MporpamMMbl MPOBEPOK MPOUBOAMUTETH JIEKAPCTBEHHBIX CPEACTB H
OpraHM3aliy, OCYIISCTBISIONINE BBO3 JIGKAPCTBEHHBIX cpeacTB B Poccuiickyto  Denepanuio,
MPEIOCTABISIOT B  OTHOLIEHUH JIEKAPCTBEHHBIX CPEICTB Ui MEIUIIMHCKOTO TMPUMEHEHHUS B
YIIOJTHOMOYEHHBIN (pefiepanbHbIi OpraH WCHOJHUTENBHOW BIIACTH, OCYIIECTBISIONMN (YHKIMH TIO
KOHTPOJIIO M Haja30py B cdepe 3ApaBOOXpaHEHHs, B OTHOIIEHUU JIEKAPCTBEHHBIX CPEACTB JJIs
BETEPUHAPHOTO TPUMEHEHHs] B YHNOJHOMOYEHHBIN (QenepanbHblii OpraH WCIOTHUTENbHON BIACTH,
OCYIIECTBISIONUN (DYHKIIMU MO KOHTPOIIO M HAaa30py B cdepe obOpallieHus JeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO NMPUMEHEHUS, CBEJICHUS O CEpHsX, MaAPTUSAX JICKAPCTBEHHBIX CPEACTB, MOCTYNAIOUIUX B
rpaxaanckuii obopor B Poccuiickoii denepanuu, B MOpsSAKe, cOCTaBe U 00BEME, YCTAHOBIECHHBIX
yKa3aHHBIMH (e/lepaTbHbIMH OpraHaMU HCIIOJIHUTEIBHOM BIACTH B OTHOIICHHUH JIEKAPCTBEHHBIX CPEICTB
JUIST MEAUIIMHCKOTO TNPUMEHEHUS W B OTHOIICHWHM JIEKapCTBEHHBIX CPEACTB MJid BETEPUHAPHOIO
MIPUMEHEHHS COOTBETCTBEHHO.

3. IIporpamma mpoBepok GopMupyeTcss Ha KaleHAapHbId Tox B cpok 1m0 30 mexalpst rona,
MPEIIECTBYIOIIETO IOy TPOBEACHUS BHIOOPOYHOTO KOHTPOJISL.
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4. B cnydyae HacTyIUleHMsI COOBITHH, yKa3aHHBIX B nojnyHkrax "0" um "B" myHkra 2 udactu 6
HaCTOsIIIEH cTaThH, (peaepabHBIM OPraHOM HCHOJIHHUTENBHOM BIACTH, OCYHIECTBISIOMIMM (DyHKIHU MO
KOHTPOJIIO M Haa30py B cdepe 3IpaBoOXpaHeHus, (enepaabHbIM OpPraHOM HCIIOJHUTEIBHON BIIACTH,
OCYIIECTBIISIIONINM (PYHKIIMU TI0 KOHTPOJIIO M HA/I30py B cepe oOpalieHus JIEKapCTBEHHBIX CPEICTB s
BETEPUHAPHOTO MPUMEHEHHUSI, IPU HEOOXOIUMOCTH BHOCSTCSI COOTBETCTBYIOILIME U3MEHEHMSI B IIPOrpaMMy
IIPOBEPOK.

5. B nporpammy npoBepOK MOT'YT BKJIIOUYaThCSI MEPOIIPUSTHS C yU€TOM HapYIIEHUH, BbISIBJICHHBIX B
pamMKax KOHTPOJIbHBIX (HaJ30pHBIX) MEPOIIPUATHI 3a MPEeAbIAYILNN KaJeHIapHbIN IO/,

6. [IporpamMmMa poBEpOK COJIEPIKUT:

1) nepedeHb JIeKapCTBEHHBIX CPEACTB, OTOOP 00pa3lloB KOTOPHIX OYIET OCYIIECTBIATHCS B paMKax
BBIOOPOYHOTO KOHTPOJISL, (GOPMUPYEMBIN C YUETOM pe3yIbTaTOB rOCYAapCTBEHHOTO KOHTPOJS (Haa3opa) B
ctepe oOpalleHHs JEKApCTBEHHBIX CPENICTB 3a KAJIECHJAPHBIN roJi, MPeaIeCTBYIOMNNA TO1y IPOBEACHUS
BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIUIEHHE KOTOPOTO SIBIISETCS OCHOBAHHMEM I OCYIIECTBICHUS
BBIOOPOYHOTO KOHTPOJISL:

a) MOJIyYeHUE CBEJCHHI, MpEICTaBIsIeMbIX B COCTaBe U 00beMe, YCTaHOBJIEHHBIX (heaepabHbIM
OpraHOM HCIIOJIHUTEIbHON BIIACTH, OCYHIECTBISAIOMIMM (YHKIMM O KOHTPOJIO M Haa3opy B cdepe
3paBOOXpaHeHUs, (erepanibHbIM OPraHOM HCIHOJTHUTEIBHOM BIACTH, OCYIIECTBISIOMKUM (DYHKIIUU IO
KOHTPOJIIO U HaJ30py B chepe oOpaleHus: JeKapCTBEHHBIX CPEJCTB JIi BETEPUHAPHOTO MPHUMEHEHUSs, O
CepusiX, MapPTHUSAX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIIMX B TpakJaHCKuil o0opoT B Poccwuiickoii
@enepaliiy, YKa3aHHbIX B TIYHKTE | HacTosiied YacTH, OpraHU3alUsIMH, OCYIIECTBISIOIUMU
MPOU3BOJICTBO JICKAPCTBEHHBIX CpencTB B Poccuiickoit deaepanmu U BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepaiuio;

0) Mmoy4YeHHe MOCTYMAOIIECH B TIOPSIKE, YCTAHOBIEHHOM cTaTheill 64 Hacrosimero denepaibHOTO
3aKoHa, UHPOpPMALMK O MOOOYHBIX NEHCTBUSAX, HEXKENIATeIbHBIX PEaKIHUAX, CEPhE3HBIX HEKeIaTeIbHBIX
peakuusax, HEeMPEeIBUICHHBIX HEXeNaTeNbHbIX PeaKIHsIX MpU MPUMEHEHUU JIEKApCTBEHHBIX IMpenapaTosB,
00 WMHIUBUIYaIbHOW HENEPEHOCHMOCTH, OTCYTCTBHM 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX IpEraparoB, a
Takke 00 MHBIX (PakTax U 0OCTOATENIHCTBAX, MPEACTABISIONIUX YrpO3y JKU3HHU WIH 370POBBIO YeJIOBEKa
nu00 KUBOTHOTO MpH MPUMEHEHMH JICKQpPCTBEHHBIX IMPENaparoB M BBISABICHHBIX Ha BCEX JTamax
oOpallieHus JTeKapCTBEHHBIX MpernaparoB B Poccuiickoit @enepanuu U Apyrux rocynapcrax;

B) monydeHue B cooTBeTcTBUM ¢ Denepanbubiv 3akoHOoM OT 31 wmroms 2020 roma N 248-d3 "O
TOCYIapCTBEHHOM KOHTpoOJie (Haa30pe) M MYHHUIMIIAJILHOM KOHTpoje B Poccuiickoit denepanun”
CBEICHUU O MPUYMHEHUH BpeAa WM 00 yrpose MPUUMHEHHUS Bpeda KU3HU, 370POBBIO T'PAXKIAH WIH
KUBOTHBIX.

Wudopmanus 06 U3MEHEHUAX:

I nasa 4 oonoanena cmamoweti 9.2 ¢ 1 uiona 2021 o. - @edepanvhwiii 3akon om 11 utonss 2021 2. N 170-
D3
Crarbs 9.2. ['ocynapcTBeHHBIM KOHTPOJIb (HAI30p) 3a pealn3anueil opraHaMH MCIOJHUTEIbHON
BiIactu cyobektoB Poccuiickoit ®enepauuu mnosHOMOUMH B cdepe oOpalieHHs
JIEKAPCTBEHHBIX CPEJICTB U1 MEAUIUHCKOIO IIPUMEHEHUS

1. TocynapcTBeHHBI KOHTpPOJIb (HaJI30p) 3a peanu3alnueil opraHaMu HCIOJHHUTEIbHON BIIACTH
cyobekToB Poccuiickoit @enepanuu MoaHOMOYMH B cdepe oOpalleHus: JeKapCTBEHHBIX CPEACTB JUIS
MEIUIUHCKOTO IMPUMEHEHHUSA OCYIIECTBIAETCA  YHOJHOMOYeHHBIM IIpaButensctBom  Poccuiickoit
@denepanuy OpraHoOM UCIOJIHUTEIBHON BIIACTH.

2. IlpenmeroM rocymapCcTBEHHOTO  KOHTpOJs  (Haja3opa) 3a  pealu3alueldl  opraHamu
UCTIOJHUTENbHOM BiacTu cyobekToB Poccuiickoit dexepaunu noiaHomouuit B cdepe oOpamieHus
JIEKApCTBEHHBIX CPEACTB JUISI MEIUIMHCKOTO MPUMEHEHUS SBISETCS COOMIOACHUE YIIOJHOMOYEHHBIMU
OpraHaM HCIOJHUTENIbHOW BiacTH cyObekToB Poccuiickoit ®denepanuu METOAMKH YCTaHOBJIECHUS
NpeAesbHBIX Pa3MEpOB ONTOBBIX HAA0ABOK U TPENENbHBIX pa3MepoB PO3HMYHBIX HAI0aBOK K
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(aKTUYECKUM OTIIYCKHBIM II€HaM, yCTAHOBJICHHBIM IPOM3BOAMUTEISMHU JIEKAPCTBEHHBIX MpEnapaTroB, Ha
JIEKapCTBEHHBIE IIpenaparbl, BKJIIOYEHHbIE B IIE€PEYEHb JKU3HEHHO HEOOXOOUMBIX M BaXKHEUIIUX
JIEKapCTBEHHBIX IIPENapaToB.

3. Ilpu ocymecTBICHHH TOCYIapCTBEHHOTO KOHTPOJs (Haa30pa) 3a peanu3alueil opraHamu
WCIIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit ®enepanuu MoiaHOMOYMM B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB JJIs1 MEIULUHCKOTO IPUMEHEHHUS ITPOBOASTCS CIEIYIOIINE BUJIbI MEPOIIPUS TUIA:

1) noxymMeHTapHbIE IPOBEPKH;

2) BBIE3AHBIC TTPOBEPKH.

4. Opra"uzanys M OCYIISCTBIECHHUE TOCYIAPCTBEHHOTO KOHTPOJIsA (Haa30pa) 3a pealu3anuen
OpraHaMH UCIIOJIHUTENIBHOM BacTu cyobekToB Poccuiickoit denepanuu noaHoMouuit B chepe obOparieHus
JIEKapPCTBEHHBIX CPEJCTB U1 MEIUIMHCKOIO MpHUMEHEHUs perynupyrorca denepanbHbIM 3aKOHOM OT 6
okTsiOpss 1999 roma N 184-®3 "OO o0mux OpUHOMIAX  OpraHu3aldd  3aKOHOJATENbHBIX
(IpeAcTaBUTENBHBIX) M HCIOJHUTENIBHBIX OpPraHOB TOCYIAapCTBEHHOM BiacTH cyObekToB Poccuiickoit
Odeneparuun’.

5. [lTlomokenue 0O TOCYIapCTBEHHOM KOHTpoje (Haa30pe) 3a pealu3alnuel opraHamu
UCIIOJIHUTENIbHON BiacTu cyowbekToB Poccuiickoit ®enepanuu moiaHoMouuii B cdepe oOpalieHus
JICKQPCTBEHHBIX CPEACTB MJII MEAMIIMHCKOTO MpHUMEHEHHs yrBepxkaaerca [IpaBurenbctBom Poccuiickoit
denepanuu.

Nudopmarys 06 n3MEHEHHAX:

Inasa 4 oononnena cmamoeti 9.3 ¢ 1 urona 2021 e. - @edepanvruiii 3axon om 11 urons 2021 2. N 170-
D3
Cratbst 9.3. PernoHasibHBI TOCYNApCTBEHHBIH KOHTPOJbL (HAI30p) 3a NMPUMEHEHHWEM IIeH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B IEPEUYCHb >KU3HEHHO HEOOXOAMMBIX U
BAYKHEHIIIMX JIEKAPCTBEHHBIX IPENapaToB

1. PernoHanbHBIN TOCYIapCTBEHHBIN KOHTPOJb (HAI30p) 3a MPUMEHEHUEM IICH Ha JIEKAaPCTBEHHBIE
mpenaparbl, BKJIIOYEHHbIE B TIEpPEUYEHb JKU3HEHHO HEOOXOJUMBIX U BaXKHEMIIUX JIEKAPCTBEHHBIX
MIpernapaToB, OCYILIECTBISETCS OpPraHOM HCIOJNHHUTENbHON BiacTu cyobekra Poccuiickoit denepanum,
YIOJHOMOUYEHHBIM BBICHIMM HCIOJIHUTEIbHBIM OPraHOM rOCYIapCTBEHHOM BiacTH cyobekTa Poccuiickoit
denepanuu.

2. [IpenMeToM pEruoHaIBLHOTO TOCYJAPCTBEHHOTO KOHTPOJIA (HaI30pa) 3a MPUMEHEHHEM IIeH Ha
JIEKapCTBEHHBbIE TMpenaparhl, BKIIOYEHHbIE B TEpEUYeHb KUIHEHHO HEOOXOAMMBIX U BaKHEHIINUX
JIEKapCTBEHHBIX MPENapaToB, SIBISETCSA COOMIONEHUE OpraHU3aI[UsIMHU ONITOBOM TOPrOBIIH JIEKAPCTBEHHBIMU
CpeACTBaMHM, AaNTEYHBIMU OPTaHU3AIMSAMH, WHAWBHIYAJIbHBIMH MPEINPUHUMATEISIMH, WMEIOIIUMHU
JUIEH3UI0 Ha (apMaleBTHYECKYIO JAEATeIbHOCTh, MEIUIIMHCKUMH OpraHU3aldsMU, HMMEIOIIUMHU
JUIEH3UI0 Ha (apMaleBTUYECKYI0 JEeSTeIbHOCTh, M UX OOOCOOJIEHHBIMH  TOJpa3JeICHUIMHU
(amOynatopusimu, GenpamepckuMu U (HenbAnepCeKo-aKyIepCKUMU MMyHKTaMU, [IEHTpaMH (OTICICHUSIMU)
oOmieil BpaueOHOM (CeMEeHHOM) MPaKTUKH), PACIONOKEHHBIMH B CENbCKUX HACENEHHBIX IYHKTax, B
KOTOPBIX OTCYTCTBYIOT AamnTE€YHble OpraHU3alud, IpU pealu3alud JIEKapCTBEHHBIX IIPENnaparoB
TpeOOBaHMI K TNPUMEHEHHIO IIeH, YPOBEHb KOTOPBIX HE JOJDKEH IHpeBBbIaTh CyMMy (DaKTHUeCcKoM
OTIIyCKHOW LI€HBbI, YCTAHOBJIEHHOM IIPOM3BOAUTENIEM JIEKAPCTBEHHBIX IIPENaparoB, M KOTOPHIE HE
MIPEBBIIIAIOT 3aPETUCTPUPOBAHHBIX MPEIEIbHBIX OTIYCKHBIX LI€H, U Pa3MepPOB ONTOBBIX HA/10aBOK U (MJIH)
pa3sMepoB PO3HUYHBIX Ha/I0AaBOK, HE MPEBBIIIAIOIIMX COOTBETCTBEHHO Pa3MEpOB MPEAETbHBIX ONTOBBIX
Ha/10aBOK U (WJIM) pa3MepoB MpeesIbHBIX PO3ZHUYHBIX HaJ0aBOK, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoil
denepanuu.

3. OpraHu3anus ¥ OCYIIECTBICHUE PErMOHAIBHOIO TOCYAapCTBEHHOTO KOHTpOJIA (Haa3opa) 3a
MPUMEHEHHEM IIeH Ha JIEKapCTBEHHBIE IpenapaThbl, BKIIOYEHHbIE B MEPEUYEHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MPENaparoB, perynupyrorcs DenepanbueiM 3akoHoMm oT 31 urona 2020 roga
N 248-®3 "O rocygapCTBEHHOM KOHTpoJie (Hag3ope) M MYHHUIMNAIbLHOM KOHTposne B Poccuiickoii
®denepanun'.
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4. IlonoxeHne 0 pernoOHaJIbHOM TOCYJapCTBEHHOM KOHTpOJE (Haa30pe) 3a MPUMEHEHHWEM LIEH Ha
JICKAPCTBCHHLIC MpCraparbl, BKIOYCHHLIC B TIICPCUCHL KU3HCHHO HCO6X0,III/IMBIX M BaXXHEHIITHUX
JICKAPCTBCHHLIX [IMPEMaparoB, YTBCPXKAACTCA BbBICHIMM HCIIOJIHHUTCIBHBIM OpraHOM I‘OC}’,IIE[pCTBCHHOfI
BiacTu cyobekra Poccuiickoit denepannn.

Wnopmanust 06 M3MEHEHUSX:

Inasa 4 oonoanena cmamvweti 9.4 ¢ 1 urona 2021 2. - @edepanvusiii 3akon om 11 utonss 2021 2. N 170-
D3
Cratbst 9.4. @enepasibHbIl TOCYJApPCTBEHHBIN JIMIIEH3MOHHBIM KOHTPOJb JESTEIBHOCTH 10
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPE/ICTB

1. ®@enepanbHbI rOCYIapCTBEHHBIN JIMIICH3UOHHBIM KOHTPOJIb JIEATEIBHOCTH IO IPOU3BOJCTBY
JIEKapCTBEHHBIX CPEACTB  OCYHIIECTBIAETCA (elepalbHBIMU  OpraHaMu  HCIIOJHHUTENbHON  BJIacTH,
ynoiHoMoueHHbIMU [IpaButensctBoM Poccuiickoit @eaepanum.

2. @enepalbHbIIl TOCYIapCTBEHHBIM JIMIIEH3UOHHBIA KOHTPOJb JESTEIBHOCTH IO IMPOU3BOICTBY
JIEKapPCTBEHHBIX CPEACTB OCYILLIECTBISIETCS B COOTBETCTBUM ¢ DeniepanbHbiM 3akoHOM OT 4 Mas 2011 rona
N 99-®3 "O nuieH3upOBaHUU OTAEIBHBIX BHIOB AeATEeNbHOCTH" U DenepanbHbiM 3ak0OHOM OT 31 Hrons
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpoJie (Haa30pe) W MYHHUIIMIIAJLHOM KOHTPOJE B
Poccuiickoit ®eneparuu". B pamkax ¢enepasbHOTO TOCYIapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
NEeSITeIbHOCTH 10 IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB IIJIAHOBBIE KOHTPOJIbHBIE (HAA30pHBIEC)
MEpOTIPHUITHSI HE TPOBOJATCS, MPU ITOM IMPOBOJUTCS TEPHOIUUYECKOE TOJITBEPIKIACHHE COOTBETCTBUS
JUIIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUsIM B cooTBeTCcTBHH ¢ DenepanbapiM 3akoHOM OT 4 Mast 2011 roga
N 99-®3 "O nuueH3upoBaHUU OTACIBHBIX BUAOB ACATEILHOCTH" .

I'nasa 5. Pazpa0doTka, 1OKJIMHHYECKHE HCCICOBAHUSA JIEKAPCTBEHHBIX CPEICTB, a TAKKe
KIMHUYCCKHE UCCTICA0BAHUSA JICKAPCTBCHHLIX MPeENapaToB AJd BETCPUHAPHOTO IPUMEHCHU A

Cratbs 10. Pa3zpaboTka J1eKapCTBEHHBIX CPEJICTB

1. Pa3paboTka JeKapCTBEHHBIX CpEACTB BKJIIOYaeT B €e0sl MOUCK HOBBIX (PapMaKoIOrHUECKH
aKTUBHBIX BEIIECTB, MOCIEAYIOUIEe U3YYEHHE UX JIeKAPCTBEHHBIX CBOMCTB, JOKIMHUYECKHE
UCCIIEZIOBAHUS, pa3pabOTKy TEXHOJOTHil NpOM3BOJACTBA (hapMmalleBTUYECKUX CyOCTaHUUN, pa3paboTKy
COCTaBOB U TE€XHOJIOTUH ITPOM3BO/ICTRA JIEKAPCTBEHHBIX IIPENapaToB.

2. ®uHaHCcOBOE o0ecreueHne pa3padoTKU JIEKAPCTBEHHBIX CPEJCTB OCYILECTBISETCS 3a CUeT:

1) cpenctB denepaabHOTO OFOIKETA;

2) cpencTB pa3pabOTYUKOB JIEKAPCTBEHHBIX CPEICTB;

3) cpeacTB  MHpPOU3BOAWUTENEH  JICKAPCTBEHHBIX CPEACTB MPU  BBHIMNOJIHEHWHM  HAy4HO-
UCCIIENIOBATENbCKUX pPAadOT MO JIOTOBOPY MEXIYy pPa3paOOTYMKOM JIEKAPCTBEHHBIX CPEACTB U
MIPOU3BOIUTEINEM JIEKAPCTBEHHBIX CPENICTB;

4) UHBIX HE 3alpelIeHHbIX 3aKoHo1aTenbsCcTBOM Poccuiickoit denepaniuu HCTOUHUKOB.

3. [IpaBa pazpaboTunka ITeKapCTBEHHOTO CPE/ICTBA OXPAHSIOTCS IPAKIAHCKUM 3aKOHOIAaTEIbCTBOM.

TAPAHT:

CwM. KOMMCHTApPHH K CTAaThbC 10 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Crarpa 11. I[OKJ'II/IHI/ILIGCKOC HCCICAOBAHUC JICKAPCTBCHHOI'0O CpCACTBa A MCEAUIHUHCKOTO
NPpUMCHCHUSA
1. I[OKHI/IHI/I‘—IGCKOG HCCJICIOBAHUC JICKAPCTBCHHOI'O CPC/CTBA AJId MCIAUIMHCKOI'O ITPUMCHCHUA
NpoOBOAUTCA IIYTEM MNPUMCHCHUSA HAYYHBIX MCTOJIOB OICHOK B MNCIIAX IMOJYYCHHUA JOKA3aTCIbLCTB
6e3OHaCHOCTI/I, KauyceCTBa " 3(1)(1)CK’I‘I/IBHOCTI/I JICKAPCTBCHHOI'O CPEIACTBA.

Hudopmanus 06 U3MEHEHUAX:
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Dedepanvrvim 3akonom om 22 dekabps 2014 e. N 429-@3 6 uacms 2 cmamovu 11 nacmosweco
DedepanvbHo2o 3aKOHA 8HECEHbL UsMeHeHUs, ecmynalowue ¢ cuny ¢ 1 utonsa 2015 e.

Cm. mexem uacmu 6 npeovioyujeri peoaxyuu
2. JIOKJIMHUYECKOE HCCIEJOBAaHHE JIEKAPCTBEHHOI'O CPEICTBA JUIsl MEAMLMHCKOTO NPUMEHEHUS
MPOBOJUTCS B COOTBETCTBUH C MpPAaBHJIAMM HAJUISKAIIEH J1a0OpaTopHON MPAKTUKU, YTBEPKICHHBIMH
YIIOJTHOMOYEHHBIM (peJIepaIbHbIM OPTaHOM HCIOJHUTELHON BIIACTH.

Wnpopmanust 06 H3MEHEHUSX:

Deoepanvrvim 3axkonom om 2 wuons 2013 2. N 185-®@3 6 uwacme 3 cmamwvu 11 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEHbl UsMeHeHUs, ecmynalowue 6 cury ¢ 1 cenmsabps 2013 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu

3. s opraHu3anyy U IpOBEICHHS TOKIMHIYECKOTO HCCIEeOBAHUS JIEKAPCTBEHHOTO CPECTBA IS
MEIMIIMHCKOTO TIPUMEHEHHUs pa3pabOTUYMKH JICKAPCTBEHHBIX CPEACTB MOTYT TIPUBJICKaTh Hay4IHO-
WCCIIEIOBATEIbCKUE OpraHu3alyy, 00pa3oBaTelIbHbIC OPTraHW3allMH BBICIIEr0 OOpa30BaHMsS, HMMEIOIIHNE
HEOOXOMMYI0O  MAaTepUANTBHO-TEXHUYECKYI0 0a3y ¥ KBAIM(DHUIMPOBAHHBIX  CICIHAIUCTOB B
COOTBETCTBYIOIIEH 00JIACTH UCCIICTOBAHHUSL.

4. JIOKIMHUYECKOE HWCCIICOBAHKE JIGKAPCTBEHHOTO CPENCTBA JUISI MEIUIIMHCKOTO TPUMEHEHUS
MIPOBOJIUTCS 10 YTBEPKACHHOMY pa3padOTYMKOM JIEKAPCTBEHHOTO CPECTBA IJIaHY C BEIEHHEM IPOTOKOJIA
ATOTO WCCIIEIOBAHUS M COCTABJICHUEM OTUYETa, B KOTOPOM COJIEPIKATCS PE3YIBTAThl ATOTO MCCISIOBAHUS U
3aKITIOUYEHNE O BO3MOXKHOCTH TPOBEACHUS KIMHHYECKOTO MCCIICOBAHUS JIGKAPCTBEHHOTO Tperapara Juist
MEIMIIMHCKOTO MPUMEHECHHUS.

Wudopmanns 06 U3MEHEHUAX:

Deoepanvrvim 3axonom om 22 odexkaops 2014 2. N 429-D3 6 uacmv 5 cmamwvu 11 nacmosiwezo
DedepanvbHoeo 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue 6 cury ¢ 1 utonsn 2015 e.

Cm. mexcm yacmu 6 npedvloyuell pedaKyuu

5. [IpoBenenue mpoBEepoK COOTIONEHUS MPABIIT HAJISKAIIICH JTa00OPaTOPHOI IPAKTUKU U MPABOBBIX
HOPM HCHOJb30BaHUSI JKUBOTHBIX MPH MPOBEACHUM JOKIMHUYECKUX HCCIEIOBAHUM JIEKapCTBEHHBIX
CPEACTB JUIsl MEIUIIMHCKOTO NMPUMEHEHHS OCYIIECTBISIETCS YIOJHOMOUYEHHBIM (hefiepaibHbIM OpPraHOM
UCIOJIHUTENILHOM BIIACTH.

6. PesynbraThl JOKIMHUYECKOTO HCCIIENOBAHMS JIEKAPCTBEHHOTO CPEACTBA JUIS MEAMIIMHCKOTO
MPUMEHEHHUsS] MOTYT OBITh TPEACTaBICHBbI B YIOJHOMOUYEHHBINH (elepaabHblii OpraH HCIOJIHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM MOPSJIKE B LIEJISAX FOCYAAPCTBEHHOM perucTpaiuy JeKapCTBEHHOTO Mpenapara.

TAPAHT:

CwM. KOMMCHTApPHH K CTAaTbC 11 HaACTOAIICTO @enepanLHoro 3aKOHa

Cratpa  12. I[OKJ'H/IHI/I‘IGCKOC HCCJICAOBAHUC JICKAPCTBCHHOI'O CpCACTBAa MW KIMHHUYCCKOC
HCCIICAOBAHHC JICKAPCTBCHHOI'O IIpCIiapara JJIs1 BETCPHUHAPHOI'O IIPUMCHCHU

1. HOKJ'IHHH‘IGCKO@ HCCIICAOBAHUC JICKAPCTBCHHOI'O0 CpCACTBA AJId BCTCPHHAPHOI'O IMPHUMCHCHHA
MIpoOBOAUTCA IIYTEM MPUMCHCHUS HAYYHBIX METOJOB ONCHOK B MEJIAX IIOJIYUYCHUSA HOOKa3aTCIILCTB
6630H&CHOCTI/I, KauceCTBa U 3(13(13€KTI/IBHOCTI/I JICKaApCTBCHHOI'O CPCACTBA, B TOM YHUCIIC ONMPCACIICHUSA CPOKa
€Tr0 BBIBCACHUSA U3 OPraHU3Ma KUBOTHOI'O, B HEJIAX obecrieueHUs 0C30MaCHOCTH MNpoOAYKIIUHN KUBOTHOI'O
MMPOUCXOKACHUA TTOCJIC ITPUMCHCHHU A COOTBCTCTBYIOILCTO JICKAPCTBCHHOT'O IIpCIlapaTra.

2. Z[OKJ'IPIHPI‘-ICCKO@ HUCCICAOBAHUC JICKAPCTBCHHOI'O0 CPCACTBA U KIMHUYCCKOC HCCICAOBAHUC
JICKAPCTBCHHOI'O IIpfrapara M BETCPUHAPHOTO MNPHUMCHCHUA, HCCIICIO0BAHUC OMOS’KBUBAJICHTHOCTH
YKa3aHHOI'O JICKAPCTBCHHOI'O IIpCIiapara MNPOBOIATCA B COOTBCTCTBHUM C IIpaBUJIaMU, YTBCPKIACHHBIMH
YIIOJITHOMOYCHHBIM (I)e,[[epaHLHBIM OpraHoM HCIOJHUTEIIFHOM BIACTH.

T'APAHT:

CMm. Meroanueckue ykazanusi "lIpoBeneHHe KaueCTBEHHBIX HCCISIOBAHUN OMOIKBUBAIEHTHOCTH
JIEKapCTBEHHBIX CPEACTB", yIBepkKAeHHbIE MuH3apaBcoupa3sutus Poccun ot 30 aBrycra 2004 r.
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3. JIOKJIIMHUYECKOE MCCIIEI0BAaHUE JIEKAPCTBEHHOIO CPEACTBA U KIMHUYECKOE HCCIEOBaHUE
JIEKapCTBEHHOIO Ipenapara JUlsli BETEPUHAPHOIO IPUMEHEHMSI IPOBOAATCA IO YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEACTBAa IUIAHY C BEACHHUEM IMPOTOKOJOB JTHUX HCCIEIOBAHUN U
COCTaBJICHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YIbTAThl 3TUX HCCIEI0BAHUI.

4. Jlns opraHu3any ¥ NpOBEIEHUS JOKIMHUYECKOTO HUCCIEIOBaHMS JIEKAPCTBEHHOIO CPEACTBa U
KIIMHUYECKOTO MCCIIEI0BAaHUs JIEKAPCTBEHHOIO Ipenapara Jjs BETEpUHAPHOIO IPUMEHEHUs pa3padoTUuK
JIEKapCTBEHHOI'O CPEJICTBA MOXKET IPHUBIEKAaTh OpPraHU3allid, UMEIOLIMEe HEOOXOAUMYK MaTepHajbHO-
TEXHUYECKYIO 0a3y U KBTH(PUIUPOBAHHBIX CHEIIMAIUCTOB B COOTBETCTBYIOIICH 00IACTH UCCIICIOBAHUS.

5. Kimnnueckue ucciefoBaHus JIEKapCTBEHHBIX IPENapaToB Uil BETEPUHAPHOIO NPUMEHEHHS
MPOBOJASTCS B BETEPUHAPHBIX OpraHM3alMsIX M B OpraHu3alusix, OCYUIECTBISIOIIUX pa3BelieHueE,
BBIpAILMBAaHUE U COJIEP’KaHNE )KUBOTHBIX, B LIEJISX:

1) ycraHOBEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENApaTOB 3/I0POBBIMU KUBOTHBIMH;

2) mnonbopa ONTHUMAIbHBIX JO3MPOBOK JIEKAPCTBEHHBIX MIPENaparoB M Kypca JI€YEeHUs Ha
KOHKPETHOI IpyIIe JKUBOTHBIX C OTIPEAEIICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHuss ~ Oe3omacHOCTH W A(PPEKTUBHOCTH  JIEKAPCTBEHHOTO  Tperapara,
MPEIHA3HAYCHHOTO I JICYCHHS OMPEICIICHHBIX 3a00eBaHUN KUBOTHBIX, WIH 3(HHEKTHBHOCTH
JIEKapCTBEHHOTO Mpenapara i TpouiIakTUKU 3a001€BaHUM 3I0pPOBBIX JKUBOTHBIX;

4) wm3ydeHUs BO3MOXKHOCTEH pacIIMpeHHs] NOKa3aHUM K IPUMEHEHHUIO 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO Mpenapara 1 BbISIBICHUS paHee HEU3BECTHBIX MTOOOYHBIX JIEHCTBUMN.

6. KnuHnueckoe wucciaenoBaHHe JIEKAPCTBEHHOTO Iperapara Uil BETEpUHApPHOTO IMPUMEHEHHS
OCYIIIECTBIISIETCS 3a CUET CPEJCTB pa3pabOTUNKa JIEKAPCTBEHHOI'O CPEACTBA.

7. OTueTsl O pe3ynbTarax JOKIMHUYECKOIO MCCIIENOBAaHUS JICKAPCTBEHHOIO CpPEACTBA U
KJIMHUYECKOTO MCCIIE0BaHuUs JIEKApCTBEHHOTO IIpernapara Julsi BETEpUHAPHOTO MPUMEHEHHSI COCTABIISAIOTCS
pa3pabOTYUKOM JIEKAPCTBEHHOTO CPECTBA C YUETOM 3aKJIIOUEHUI OpraHu3alyii, IPUHUMABIINX y4acTHE B
OpraHu3aliM U IPOBENEHNUN 3TUX UCCIIETOBaHUM.

8. Kourponp 3a mnpoBeaeHHEM JOKIMHMYECKUX MCCIEJOBAHUN JIEKAPCTBEHHBIX CPEIACTB U
KIMHUYECKUX  HMCCIENOBAaHMH  JIEKAPCTBEHHBIX MPENapaTtoB JJsi  BETEPHUHAPHOTO  MPUMEHEHHMs
OCYILECTBIICTCS YIOTHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCIIOJHUTENbHOM BIacTu.

TAPAHT:

CwM. KOMMCHTAPHHU K CTAaThC 12 HaCTOAIICTO CDez[epanLHoro 3aKOHa

I'naBa 6. OcymecTBjieHHE TOCYIAPCTBEHHON PerucTPALUH JIEKAPCTBEHHBIX NPEeNnapaToB

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 o. N 429-D3 cmamvs 13 nacmosweco Dedepanvhoco
3aKOHA U3N0JCEHA 8 HOBOU pedaryuu, ecmynarowell 6 cury ¢ 1 uoas 2015 a.

Cm. mexcm cmamovu 8 npedvloyuyell pedaxKyuu
Cratea 13. ['ocynapcTBeHHast perucTpanus JEKapCTBEHHBIX MIPEnapaToB

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim  3akonom om 13 wona 20152, N 241-d3 uacme 1 cmamvu 13 Hacmosuezo
DedepanbHo20 3aKOHA U3NONHCEHA 8 HOBOU pedaKyuu

Cm. mexcm uacmu 6 npeovioyujell pedaxKyuu
1. B Poccuiickoit @enepanyy 10IMyCKarOTCs IPOU3BOJICTBO, U3TOTOBIIEHUE, XPAHEHNE, NIEPEBO3KA,
BBO3 B Poccuiickyro denepauuto, BbiBo3 U3 Poccuiickont @enepanuu, pekinama, OTIYCK, peanu3alus,
nepenaya, IPUMEHEHHE, YHUYTOXKCHUE JIEKAPCTBEHHBIX IIPENaparoB, €CIM OHM 3aperuCTPUPOBAHBI
COOTBETCTBYIOIIMM YITOJTHOMOYEHHBIM (peiepabHbIM OPraHOM MCIIOJTHUTEIBHOMN BIACTH.
2. l'ocynapcTBEHHOM perucTpaium noasiexKar:
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1) Bce nexapCTBEHHBIE Mpemaparbl, BIEPBBIE MOUICKAIINEe BBOAY B oOpamienue B Poccuiickoii
Oenepanuu;

2) nexapCTBEHHbIE IIperaparbl, 3aperuCTpUPOBAaHHBIE paHee, HO MPOU3BEACHHBIE B JPYrUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHU C ITIEPEYHEM HAWMEHOBAaHHMH JIEKapCTBEHHBIX (hOpM, B HOBOM
JI03UPOBKE IIPU JJOKA3aTEIbCTBE €€ KIMHUYECKON 3HAUUMOCTH U 3P (PEKTUBHOCTH;

3) HOBBIE KOMOMHALIMM 3apErUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX IIPENapaToB.

3. TocynapcTBeHHass pErucTpalys JIEKAPCTBEHHBIX IPENaparoB OCYLIECTBISIETCS MO pe3ylbTaram
9KCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB, a TIOCYIAapCTBEHHAas perucrpanus OpQaHHbIX JIEKAPCTBEHHBIX
IIpENapaToB OCYIIECTBISAETCA IO pe3ylbTaTaM 3KCIEPTU3bl JOKYMEHTOB, MPEACTABICHHBIX JUIS
OTpeeNIeH!s] BO3MOXKHOCTH paccMaTrpuBaTh JIEKAPCTBEHHBIM NpenapaT JUisi MEAUIIMHCKOTO MPUMEHEHUS
IIPU OCYIIECTBIIEHUU TOCY/ITapCTBEHHON pErucTpaiiy B KauecTBe op(haHHOIO JEKapCTBEHHOTO Ipernapara,
U IO pe3ylbTaTaM 3KCIEePTU3bI JIEKapCTBEHHBIX CPE/ICTB.

4. T'ocynapcTBeHHast perucrpanus JIEKapCTBEHHOTO npenapara OCYIIIECTBISETCS
COOTBETCTBYIOLIUM YIIOJIHOMOYEHHBIM (peiepalibHbIM OpPraHOM HCHOJHUTEIBHOM BIIACTH B CPOK, HE
MPEBBIIAIONININ CTa IIECTUIACCATH pabouyMx IHEH CO AHSI MPHUHSATHS COOTBETCTBYIOLIETO 3asBJIEHUS O
rOCyIapCTBEHHOW pErucTpaluy JIeKapCTBEHHOTo mperapara. B yka3aHHBIM CpPOK BKIIIOYAETCS BpeMs,
HeoO0X0MMOe JUIsl TIOBTOPHOTO TMPOBEIEHUS AKCHEPTHU3bl JIEKAPCTBEHHOIO CPEICTBA B COOTBETCTBUU CO
cratbedl 25 Hactosmero PenepanbHOro 3akoHa. CpOK TOCYAAPCTBEHHOM PETMCTpalUy JIEKAPCTBEHHOTO
npernapara UCUUCISETCS CO JIHS MPUHATUS COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM (e/iepaJbHbIM OpraHoM
WCIIOJIHUTENIbHOM  BJIACTM  COOTBETCTBYIOIIETO  3asBJICHHMS O TOCYIApCTBEHHOM  pEeruCTpaluu
JIEKapCTBEHHOIO Ipernapara ¢ TNPWIOKEHHEM HeoOXOAMMBIX JOKYMEHTOB IO JIeHb BbIJauu
PETUCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara. Bpems, HeoOXoaumoe JUisi HallpaBlieHuUs
YIOJHOMOYEHHBIM  (pefiepaibHbIM OPraHoM HCHOJHUTENBHONW BJIACTH 3ampoca O MpeacTaBICHUU
HEOOXOUMBIX MaTepHaJIOB U MPEJICTABICHUS 3asBUTENIEM OTBETa Ha JIAHHBIM 3apoc B COOTBETCTBUH CO
cratbsimu 16, 19 m 23 nacrosimero denepaibHOrO 3aKOHA, HE YYHUTHIBAETCS MPU HCUYUCICHUU CpOKa
rOCyIapCTBEHHOW pErucTpaluy JeKapCTBEHHOTO Mperapara.

5. l'ocygapCcTBEHHOM perucTpaiuy He MOJIeKAT:

Wudopmanns 06 n3MEHEHUAX:
Ilynkm 1 uzmenen ¢ 1 mapma 2023 2. - @eoepanviviii 3axorn om 30 dexaops 2021 2. N 463-D3

Cm. 6yoywyro peoakyuio

1) nexapcTBeHHbIE IMpenapaTbl, M3TOTOBJICHHBIE aNTEUHBIMH OpPraHU3alUsIMU, BETEPUHAPHBIMU
anTeYHbIMU OPraHU3alUsSIMH, WHIUBUAYAJIbHBIMU HPEANPUHUMATENSIMU, KOTOPhIE MMEIOT JIMLIEH3UI0 Ha
(dapMalleBTUYECKYIO AESITeIbHOCTh, IO peleNnTaM Ha JEKapCTBEHHbIC Npenapartsl U TpeOOBaHUSM
MEAMIIMHCKUX OpraHU3aliii, BEeTepPUHAPHBIX OPraHU3alINIA;

2) nekapCTBEHHbIE MIpernaparbl, IpuoOpeTeHHbIe (PU3HMUEeCKUMHU JIMIaMu 3a npeaeiaamu Poccuiickoit
®denepanuu U npegHa3Hau€HHBIE I TUYHOTO UCTIONIb30BaHUS;

3) nexapcTBEHHBIE Mpenaparsl, BBo3UMbIe B Poccuiickyro @enepannio a1 oka3aHus MEIUIIMHCKON
MOMOIIH MO XU3HEHHBIM IMOKa3aHUSM KOHKPETHOTO IMAallMeHTa HAa OCHOBAaHUU pPa3pelICHHs, BBIJAHHOTO
YIIOJTHOMOYEHHBIM (heiepalIbHBIM OPTaHOM HCIIOIHUTEIBHOMN BIACTH;

4) nmexapcTBEHHBIE CPEICTBa, BBO3UMBbIe B Poccuiickyro denepannio Ha OCHOBAaHWU BHIAAHHOTO
YIIOJTHOMOYEHHBIM (pe/lepabHBIM OPraHOM HCIIONHUTEIHHON BIACTH pa3pelieHus U MpedHa3HauYeHHbIC
JUIs TIPOBENEHUS KIMHUYECKUX MCCIEIOBAaHUN JIEKapCTBEHHBIX IMpenapaToB W (WIU) MPOBEIACHUS
OKCHEPTU3bl  JICKAPCTBEHHBIX  CPEACTB  JJS  OCYIIECTBIEHUS  TOCYIApPCTBEHHOW  PETUCTpalldU
JIEKapCTBEHHBIX MTPEnapaTos;

5) hapmarieBTHYECKHE CYOCTAHIINN;

6) pamuodapMaleBTHUECKUE JIEKAPCTBEHHBIC Mperaparbl, W3rOTOBIEHHBIE HEMOCPEICTBEHHO B
MEIMIIMHCKUX OPTaHM3alMsIX B TMOPSIKE, YCTAaHOBICHHOM YIIOJTHOMOYEHHBIM (elepalbHbIM OpraHoM
WCIIOJTHUTENLHOM BIIACTH;

7) nexapCTBEHHBIE MpemapaThl, MPOU3BOIUMBIC ISl SKCTIOPTA.
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6. He nomyckaercs rocyaapcTBEHHasi pEruCTpaLus:
1) nexapcTBEHHBIX IIpeNnapaTroB, OTIMYAIOLIUXCA APYyr OT Jpyra KauyeCTBEHHBIM COCTaBOM
JEUCTBYIOIIUX BEIIECTB, 10l OJMHAKOBBIM TOPrOBbIM HAUMEHOBAHUEM;

Wupopmanust 06 M3MEHEHUSX:
Ilynkm 2 uzmenen c 15 utonsn 2018 2. - @edepanvuwiii 3axkon om 4 urona 2018 . N 140-D3

CMm. npeodwbloywyro peoakyuio

2) OJHOTO JIEKAPCTBEHHOTO Mperapara, MpeACTaBICHHOTO Ha TOCYAAPCTBEHHYIO PETHUCTPAIUIO B
OTHOIIEHWU OJHOTO W TOTO K€ JepXkaTelis WM BIaJeliblla PEruCTPALMOHHOTO YI0CTOBEPECHUS
JIEKapCTBEHHOTO TIpenapara B BHJE JBYX M 0o0jiee JIEKApPCTBEHHBIX IMpEnaparoB IMOJ Pa3IuYHBIMU
TOProBHIMU HAMMEHOBAHUSIMU.

7. Tlo 3ampocy (B 27eKkTpoHHOUW ¢GopMe Wi Ha OyMa)KHOM HOCHUTENE) CyObeKTa OOpalleHHs
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (pelepaibHbIM OPTaHOM HCIIOJTHHUTENIbHOM
BJIACTH, OCYIIECTBISIIONMIMM  TOCYIAPCTBEHHYIO  PETUCTpAIlMIO  JIGKAPCTBEHHBIX MpEnaparoB, B
YCTAHOBJIEHHOM UM TOPSI/IKE OCYIIECTBIISIETCS HAydYHOE KOHCYJABTHPOBAHHE IO BOMPOCAM, CBS3aHHBIM C
MPOBEICHUEM JIOKIIMHUYECKUX MCCIENOBaHUM, KIMHUYECKUX MCCIIEIOBAHUM JIEKAPCTBEHHBIX MPENaparos,
AKCIIEPTHU3bl KAYeCTBa JICKAPCTBEHHBIX CPENCTB, A(h(HEKTUBHOCTH M OE30MAaCHOCTH, C OCYIIECTBICHHEM
TOCYIapCTBEHHON PErUCTpaIi JIEKAPCTBEHHBIX TMpenaparoB. KOHCYIBTHpPOBAaHWE OCYIIECTBISIETCS C
MpuBJIeUYCHUEM (heepaTbHBIX TOCYIAPCTBEHHBIX OIOMKETHBIX YUPEKICHUM, TIOJIBEIOMCTBEHHBIX TAHHOMY
(dbenepaTbHOMY OpraHy HCIOJHUTEIBFHOM BIIACTM W HE YYaCTBYIONIMX B OpraHU3alldd TPOBEICHUS
OKCIIEPTH3bl KAa4eCTBa JIEKAPCTBEHHBIX CPEJICTB B IEJISIX OCYIIECTBICHHS WX TOCYIapCTBEHHOU
perucTpanu B COOTBETCTBUM CO crarheil 16 Hacrosimero denepalbHOrO 3aKOHA, B BHJE OTBETa B
MUCBMEHHON (QopMe YIMOTHOMOUYEHHOTO (hefepaabHOrO OpraHa HCIOJHUTENBHON BIACTH Ha 3ampoc.
Pasmep B3uMaeMoll ¢ 3asiBUTENS IUIAThI ONPEIEISIETCS B COOTBETCTBUM C 3aKOHOATeNbCTBOM Poccuiickon
Oenepannu 00 OpraHU3alyy MPEeIOCTaBICHHs TOCYIapCTBEHHBIX M MyHULIUNIATBHBIX yciyr. MHbopmanus
00 OCyIIECTBICHUH HAyYHOTO KOHCYJIbTUPOBAHHUS, B TOM YHCJIE€ CTaTbu, 0030phl, CIPABOYHbBIE MaTepUaIIbI
1 uHas uHopmalus 00 OCYIIECTBICHUH HAyYHOTO KOHCYIBTHPOBAHMUS, pa3MeliaeTcsi Ha OQUIIHATIbHOM
caiiTe YIOJTHOMOYEHHOTO (eaepallbHOIO oOpraHa HCIHOJHUTEIbHOW Bilacth B cetu "HHTepHer" ¢
cOONIOEHNEM OTrPaHUYEHUN, YCTAHOBIEHHBIX 3aKOHOJATEILCTBOM O  IEPCOHAJBHBIX JIaHHBIX,
KOMMEPUYECKOH U (MJIN) TOCYIapCTBEHHOM TaiHE.

Wudopmannus 06 n3MeHEHUAX:

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

CMm. npeovbloywyro peoaxyuio
8. TocymapcTBeHHas perucrpaius JIEKapCTBEHHBIX MpernaparoB, KOTOpPble MpeaHa3HAuEHBI s

NPUMEHEHHs] B  YCIOBUSAX BOCHHBIX JCWCTBMIA, 4YpE3BBIYAMHBIX CHUTyallud, MPEAYIPEkKICHUSI
Ype3BbIUAWHBIX CUTYAllMi, MPOQUIAKTUKKA U JedeHHs] 3a00JieBaHUIl, MPEICTABIAIOMIUX OMACHOCTh IS
OKpYKalolux, 3a00JIeBaHUN M MOPaKEHUH, MOIYYCHHBIX B PE3ylbTaTe BO3JEHCTBUS HEOIaronpusTHBIX
XUMHUYECKUX, OMOJOTHYECKUX, PaJUAlMOHHBIX (PaKTOPOB, M KOTOpBIE pa3pabOTaHbl B TOM 4YHCIE IO
3a1aHuio (herepasbHbIX OPraHOB UCIOTHUTENBHOM BIACTH, YIIOJTHOMOUYEHHBIX B 001acTH 000POHBI CTPAHbI
1 0e30MacCHOCTH TOCYIapCTBa, OCYIIECTBISETCS B MOPsAKe, ycTaHOBICHHOM [IpaButenbcTBoM Poccuiickoit
denepanuu.

TAPAHT:

CwM. KOMMCHTApPHH K CTAaThC 13 HaCTOAIICTO <De):[epanLHoro 3aKOHa

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oexabpsa 2014 2. N 429-D3 cmamvsa 14 nacmoswezo Dedepanbrozo
3aKOHA U310JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 urona 2015 2.

Cm. mexcm cmamvbu 8 npeodvloyuyell peoaxKyuu
Crartbs 14. [IpuHIUIIBI 3KCNIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
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1. DkcnepTr3a JEKapCTBEHHBIX CPEJCTB OCHOBBIBACTCS Ha MPUHIMIIAX 3aKOHHOCTH, COOIOICHUS
npaB M cBOOOJ 4eJIOBEKa M TPAKJAHWHA, IMPaB IOPUIMYECKOTO JIMIA, HE3aBHCHUMOCTH JKCIEpTa,
O0OBEKTUBHOCTH, BCECTOPOHHOCTM U TOJHOTHI HCCIEIOBAaHUM, TPOBOJUMBIX C HCIOJIb30BAaHHEM
COBPEMEHHBIX JOCTHKEHUM HAyKd U TEXHUKH, OTBETCTBEHHOCTH (eIepajJbHOTO TOCYAAPCTBEHHOTO
OIODKETHOTO YUPEXKACHUS IO TPOBENCHHUIO HKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB M OJKCIEPTOB 32
IIPOBEICHNUE U Ka4E€CTBO IKCIIEPTU3HI.

2. DKcepTh3a JIEKapCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO NPUMEHEHHSI BKIIIOUaeT B ceOsl:

1) skcnepTusy JOKYMEHTOB, NPEACTABICHHBIX JUISl ONpPENENICEHUS BO3MOXKHOCTH paccMarpuBaTh
JIEKapCTBEHHBIM IIpenapar Uil MEIULUHCKOTO NPHUMEHEHUS IIPU OCYILIECTBICHHHU TIOCYJAapCTBEHHOMN
perucTpanuu B KadecTBe ophaHHOTO JIEKApCTBEHHOTO IIpenapara;

2) BKCHepTU3y MPEATIOKEHHBIX METOJJOB KOHTPOJISl KaYeCTBA JIEKAPCTBEHHOTO CPEJCTBA U KadecTBa
MIPEJICTaBICHHBIX 00pa3lOoB JIEKAPCTBEHHOIO CPEACTBA C HCIOJIb30BAaHUEM OSTHUX METO/A0B (lanee -
9KCIEPTU3a KaueCTBAa JIEKApCTBEHHOTO CPE/ICTBA);

3) D9KCHepTU3y OTHOLIEHUS OXHJaeMOH TMONb3bl K BO3MOKHOMY PHUCKY HPHUMEHEHUs
JIEKapCTBEHHOI'O IIPenapara;

NHudopmarys 06 n3MEHEHHX:

Yacmwv 2 oonoanena nynkmom 4 ¢ 1 mapma 2020 e. - @eodepanvhuiil 3axon om 27 dexkaops 2019 e. N
475-D3

4) SKCIEpTU3y PErHUCTPAlMOHHOTO JO0Che Ha JICKAPCTBEHHBIM Ipemnapar B IENAX OINPEICICHHUS
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHBIX MPENApaTOB JUTSI METUITUHCKOTO IPUMEHEHHUS.

3. DKcmepTusa JIEKApCTBEHHBIX MPENaparoB IS BETEPHUHAPHOTO MPUMEHEHHUS BKJIIOYAEeT B ceOs
AKCHEPTU3y KauyecTBa JIEKAPCTBEHHOIO CPEICTBA M SKCIEPTU3Y OTHOILIEHUS O0XXHMJIAEMOM MOJB3bI K
BO3MOKHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOTO Ipernapara.

T'APAHT:

Cwm. [lonoxxeHne 0 MOPSIAKE SKCIEPTU3BI, UCIIBITAHUS U PETUCTPALlMN BETEPUHAPHBIX IpenaparoB B PO,
yTBEpKIAeHHOE [ TaBHBIM rocyaapcTBEHHBIM BEeTepHUHAPHBIM HHCIIEKTOpoM PD 3 oxTsa0pst 1995 1.

CwM. KOMMCHTAPHHU K CTAaThC 14 HaCTOAIICTO CDez[epanLHoro 3aKOHa

Cratesn 15. @eznepasibHOE TOCYAapCTBEHHOE OIOKETHOE YUYPEKICHHE IO MPOBEICHHUIO
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPE/ICTB

DKcrepTr3a JeKapCTBEHHBIX CPENICTB MPOBOAUTCS (eiepalbHbIM rOCYAapCTBEHHBIM OHOIKETHBIM
YUPEXKJIEHUEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOIO (eaepaibHOro opraHa HMCIOJHUTEIBHON BIACTH,
CO3/IaHHBIM JUIsl OOECIeYeHHs] MCIONHEHUs MOJTHOMOYUN 53Toro (eaepaibHOrO oOpraHa IO Bblfaye
paspelieHuid Ha TPOBEACHHE KIMHUYECKUX HCCICTOBAHHM JIEKAPCTBEHHBIX MpenapatoB u (Wid) 1o
rOCYIapCTBEHHOM PErUCTPAIMU JICKAPCTBEHHBIX MPENaparoB (Jajee - SKCIEPTHOE YUPEKICHHE).

TAPAHT:

CwM. KOMMCHTApPHH K CTAaTbC 15 HaACTOAIICTO @enepanLHoro 3aKOHa

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 e. N 429-D3 naumenosanue cmamvu 16 Hacmosiuwe2o
DedepanvbHoe0 3aKOHA UZN0NCEHO 8 HOBOU pedakyuu, scmynaowell ¢ cuny ¢ 1 uons 2015 .

Cm. mexcm HAUMeHO8aHUsL 8 NpedblOYWell pedaKyuu
Crartbs 16. Opranuszanus npoBeIeHUs SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB
1. Dxkcnepru3a JEKapCTBEHHBIX CPEIACTB IPOBOJUTCS KOMMCCHEM 3KCIIEPTOB SKCHEPTHOTO
YUPEKJICHUSA, HA3HAYEHHOM €ro pPyKOBOJMTEIEM, Ha OCHOBAaHUM 3aJaHUs Ha MPOBEICHHUE DKCIIEPTU3BI
JIEKapCTBEHHOTO CPE/ICTBA, BBIJAHHOTO YIMOJHOMOYEHHBIM (eaepanbHbIM OpPraHOM HCIOTHHUTEIHHON
BIacTU. PyKOBOAMTENh AKCHEPTHOTO YUPEKICHHS OOECIeunBaeT Ha/AJeXallee MPOBEICHHE SKCIEePTU3BI
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBHH C 33JaHMEM, BBIIAHHBIM YIIOJHOMOYEHHBIM (QeepanbHbIM
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OpraHOM HCIIOJIHUTENIBHOM BJIaCTH, U OPraHU3yeT MOJrOTOBKY CBOJHOIO 3aKJIKOUEHHUS 3TOW komuccuu. B
COCTaB ATOM KOMHCCHH TI0 PEIICHUIO PYKOBOAMTEIISI HKCIIEPTHOTO YUPEKICHUSI MOTYT OBITh BKIIIOUEHBI B
KaueCcTBE HKCIIEPTOB JIMIA, HE PabOTaIONINe B JAHHOM ASKCIIEPTHOM YUPEXKICHUH, €CIU UX CHEeIHATbHbIC
3HaHUSI HEOOXOIUMBI ISl IPOBEICHHUS SKCIIEPTH3BI U TAKHE SKCIEPTHl OTCYTCTBYIOT B JAHHOM SKCIIEPTHOM
YUPEXKJICHUU.

2. DKCIIEpTOM M0 MPOBEIACHUIO SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SBISETCS aTTECTOBAHHBIN
pabOTHUK SKCHEPTHOTO YYPEXKICHHs, KOTOPHIH HMMEET BBICIIEE MEIUIMHCKOE, (papMaleBTHYECKOE,
OMOJIOTHYECKOE, BETEPHHAPHOE WM XUMHUYECKOEe 00pa30BaHME M MPOBOAUT SKCIEPTH3Y JEKAPCTBEHHBIX
CPEZCTB B TIOPSIIKE MCTIONHEHHSI CBOUX JOJDKHOCTHBIX O0SI3aHHOCTEH (J1ajiee - SKCIepT).

3. Ilpu npoBeneHUH IKCTIEPTU3bI JIEKAPCTBEHHBIX CPEACTB IKCIEPT HE MOKET HAXOJIUTHCS B KaKOH-
100 3aBUCUMOCTH OT JIMIA, HA3HAYMBIIETO 3Ty SKCIEPTU3Y, pa3paboTunKa JeKapCTBEHHOTO CPEACTBA WU
JPYTUX 3aMHTEPECOBAHHBIX B pE3y/IbTaTax dKCIEPTU3BI JIMII.

Wnpopmanust 06 M3MEHEHHAX:

Deodepanvrvim 3axkonom om 25 Hosaopa 2013 2. N 317-D3 uacme 4 cmameu 16 Hacmosuez2o
DedepanvbHo20 3aKOHA UNIOAHCEHA 8 HOBOU PeOaKyul

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu

4. Tlpu TpOBENEHHH OKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB HE JOIMYCKaeTCd HCTpeOoBaTh Y
3asgBUTENsT JIMOO WHBIX JIMI] MaTepHalibl, HEOOXOAMMBIC IS TPOBEIEHUS OHKCIepTu3bl. B  ciydae
HEZIOCTATOYHOCTH TIPEICTABICHHBIX AKCIIEPTY MATePUATIOB IS Ja9H 3aKIIOYCHHS SKCIIEPT CTaBUT BOMPOC
0 TPEACTABICHUU €My HEOOXOJUMBIX MaTEpPHAIOB TEPE] PYKOBOIUTEIEM SKCIIEPTHOTO YUPEKICHHS,
KOTOPBIM OOpalmraercss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIIOJHOMOYEHHBIM ¢enepanbHblii  opraH
WCIIOJIHUTENIbHOM BJIACTH, BbIJIABLUIMM 3a/laHuE Ha MPOBEAECHUE SKCIEPTHU3bl JIEKAPCTBEHHOTO CPENCTBA.
VYkazaHHbIil (enepaabHbIi OpraH HWCIOJHUTEIBLHON BJIACTH B TEUYCHHWE MATH pabOYMX IHEH cO JHS
MOCTYIUIEHUSI 3alpoca PYKOBOAMUTENS OSKCIIEPTHOTO YUPEXKACHUS HampaBiseT 3asgBUTENIO 3alpoc O
MpEJCTaBICHUH HEOOXOIUMBIX MaTepuaioB. [laHHBIN 3ampoc MOXKET OBbITh IepeaaH YHMOJIHOMOYEHHOMY
MIPECTAaBUTEINIO 3aBUTENS JIUYHO MO PACIHCKY, HAIPaBJeH MO MOYTEe 3aKa3HbIM MMCHMOM HJIU NIEPEaH B
ANIEKTPOHHON (popMe MO TEeIeKOMMYHUKAllMOHHBIM KaHajlaM CBS3U. B ciyuyae HampaBieHHS JaHHOTO
3arpoca Mo MoYTe 3aKa3HbIM MHCbMOM OH CUMTAETCs MOJyYEHHBIM MO HMCTEUEHUH IIECTH JHEH C JaThl
HaMpaBJICHUS 3aKa3HOTO MHCHhMA.

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3akoHom om 25 nosopsa 2013 e. N 317-D3 cmamvs 16 nacmosiweco Dedepanvroco
3aKona donoxeHa yacmoio 4.1
4.1. 3asButens 00s3aH MPEACTaBUTH OTBET HAa 3alpoOC YIMOJHOMOYEHHOTO (enepaabHOro opraHa
WCIIOJIHUTENILHON BIACTH B CPOK, HE MPEBBIIIAIONINN JIeBIHOCTA pabouux THEH CO JHS €ro MOJTy4eHUs.
YnonHoMoueHHBIH (enepanbHblii OpraH HCIOJHUTEIbHONW BIACTH, BBIAABIIMK 3aJaHHE HA MPOBEICHHE
AKCHEPTHU3bI JIEKAPCTBEHHOTO CPEICTBA, B TEUCHHE MATH pabOUYMX JHEH CO THS MOCTYIUICHHUS OT 3asiBUTENS
OTBETa HA JAaHHBI 3ampoc HampaBiIsieT Takoll OTBET B OKCIEPTHOE YyupexiaeHue. B ciydae
HEMpPEJCTABICHUS [0 MCTEYCHUH JEBAHOCTAa PA0OUYMX AHEH 3asBUTENIEM OTBETAa Ha JaHHBIA 3ammpoc
YIIOJTHOMOYEHHBIN (pefiepanbHblii OpraH HCIOJMHUTEIHHON BIIACTH, BBIIABIIMN 3a/laHuE HA TPOBENCHUE
OKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, B TEUYCHHWE MATH pabouuMx JHEH HampaBisieT B OKCIEPTHOE
YUpeXKJACHUE YBEIOMJIEHUE O HEMPEICTABICHUH 3asBUTENIEM OTBETA Ha 3allpOC YKa3aHHOTO opraHa. Bpems
CO JHS HampaBlEHHUS 3ampoca SKCIEPTHOTO YYPEXkKACHUS B YIOJTHOMOUEHHBIH (QenepaibHbId OpraH
WCIIOJHUTENIBHOW BIIACTA JI0 JHS TMOJYYEHHs] SKCIEPTHBIM YUPEKJIEHHEM OTBETa Ha 3alpoc WU
YBEIOMJIEHUS O HEMIPEAICTABICHUH OTBETA HA 3alIPOC HE YUYUTHIBAETCS MIPU UCUUCICHUH CPOKA IMPOBEACHUS
AKCIIEPTHU3bI JICKAPCTBEHHOTO CPEACTBA.

Wudopmanus 06 U3MEHEHUAX:

Cmamuws 16 dononnena yacmoio 4.2 ¢ 15 utons 2018 2. - @edepanvusiii 3axon om 4 utons 2018 2. N 140-
D3
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4.2. Eciiid B cOCTaBe PEruCTPallMOHHOTO JOChE Ha JICKAPCTBEHHBIM Ipenapar il MEIULIUHCKOTO
IIPUMEHEHUSI COACPIKUTCS peaycMOTpeHHas crathbeil 18, yacteio 1.1 crateu 30 u crarbeil 34 HaCTOAIIETO
denepanbHOTO 3aKOHA KOIHUS PEIICHUS YIIOJTHOMOUYEHHOTO (pefiepaibHOTO OpraHa UCIOTHUTEILHOM BIaCTH
O TPOBEJACHUH WHCTIICKTHPOBAHHS IPOWU3BOIMTENS JICKAPCTBEHHBIX CPEICTB, JKCIEPTY N0 O(GOpMIICHHS
pEe3yNIbTaTOB AKCIIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA MPENOCTABISAETCS B MMOPSAJAKE U HA YCIOBHSX, KOTOPBIE
MPENYCMOTPEHBI HacTsaMu 4 U 4.3 HACTOSILIEH CTaTbH, KOTUS 3aKJIIOYEHUS O COOTBETCTBUM ITPOU3BOIUTEIS
JICKApPCTBEHHBIX CPEICTB TPEOOBAHMSM IPABMII HAJJICXKAIIEeH MPOU3BOIACTBEHHON MPAKTUKH, BBIIAHHOTO
YIOJIHOMOUYEHHBIM (heZiepaaIbHbIM OPTraHOM HCIIOJHUTEIHHOM BIIACTH.

Wupopmanust 06 M3MEHEHUSX:

Cmamobs 16 oonoanena ywacmoio 4.3 ¢ 15 urons 2018 2. - @edepanvusiii 3axkon om 4 uronsa 2018 . N 140-
D3

4.3. 3agButenb 00s3aH MPEACTaBUTh B YIIOJTHOMOYEHHBIN (eiepabHbIi OpraH HCIOJHUTEIbHOMN
BJIACTU KOTMIO 3aKJIIOUYEHHUS O COOTBETCTBUU NPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM
IpaBUJI HaJJieXkalled MPOU3BOACTBEHHON MNPAaKTUKU B CPOK, HE MPEBBIIAIONINI CTa BOCBMUIECITH
pabouux AHEH co JTHS MOTYYSHHS 3ampoca O €€ MPeA0CTaBICHUH. YIIOJIHOMOUYEHHBIHN (hefepanbHbIi Opran
WCIIOJIHUTENIbHOM BJAacTH, BBIJABIINN 33/JlaHHE Ha MPOBEIEHUE SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B
TE€UeHHE MATH pabouux JHEH CO JHS MOCTYIJICHUS OT 3asBUTENS] KOMUU 3aKIIIOYEHHS] O COOTBETCTBUU
MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM IMpaBWJI HaJUIeKalled MpOU3BOJCTBEHHON
MIPaKTHKH, HamNpaBisieT €e B JKCIepTHOE YydpekJaeHue. B ciyyae HempencTaBlieHUs 3asBHUTENIEM B
YKa3aHHbII CpPOK KONMHMM 3aKJIOYEHHUS O COOTBETCTBUU IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPENCTB
TpeOOBaHUSAM IpaBUJI Ha/JIeKallel MPOU3BOICTBEHHOM MPAKTUKK YIIOJHOMOYEHHBIN (eiepanbHblil opran
VCIIOJIHUTEIIBHOM BJIACTH, BBIIABIIMM 3aJaHHE HA IPOBENCHUE DKCIEPTU3BI JIEKAPCTBEHHOIO CPEICTBA, B
TEUEHHUE MATH pabouux JHEH HAlpaBiseT B HKCIEPTHOE YUPEKICHHE YBEIOMIICHHE O HENpeACTaBICHUU
3asBUTENIEM KONMHU 3aKJIIOYEHUS O COOTBETCTBUM IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB TPEeOOBaHUIM
IIpaBWJI HaJJIEKAIEH NMPOU3BOJACTBEHHON MPAKTUKUA. Bpems co IHSA HampaBlIeHUs 3ampoca 3KCIEPTHOIO
YUPEXACHUS B YHNOJIHOMOYEHHBIH (enepanbHblii OpraH MCIOJHUTEIbHON BIACTH A0 AHSA TMOJIyYEHHS
JKCIIEPTHBIM YUPEKICHUEM KOIHMH 3aKJIFOYEHHS] O COOTBETCTBUU IPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHMAM IpaBWJ HaJJIekKalled IPOU3BOJICTBEHHOM IMPAKTUKM WJIM  YBEJOMIIEHHUS O ee
HENPEJCTABICHUN HE YYUTBIBACTCA IIPU HUCUYMCICHUM CPOKA IPOBEICHMS DKCIEPTU3bI JIEKAPCTBEHHOIO
CpEeACTBa.

5. OKcmeprT IpH MPOBENECHUM IOPYYCHHOW €MY PYKOBOAMTEIEM OKCIIEPTHOIO YUPEKICHUS
9KCIIEPTU3bI JIEKAPCTBEHHOT'O CPECTBA 00s3aH:

1) mpoBecTH TMOJHOE HCCIEAOBAaHUE IIPEACTABIECHHBIX €My OOBEKTOB, MaTepHalioB, JaTb
000CHOBaHHO€ U OOBEKTUBHOE 3aKJIIOYEHUE TI0 I[IOCTABJIEHHBIM MEpeJl HUM BONpOCAM WM
MOTHBHUPOBAaHHOE 3aKJIIOYEHUE O HEBO3MOKHOCTH MPOBEACHUS UM IKCIIEPTU3bI JIEKAPCTBEHHOTO CPENCTBA,
€ClIi IOCTaBJICHHbIE BONPOCHl BBIXOAAT 3a HpPEAEibl CHENMAJIbHBIX 3HAHUN OSKCIepTa, OOBEKThI
UCCJIEJIOBAHUA M MaTepHalibl HENPUTOAHBI WM HENOCTAaTOYHbI Ul NPOBEICHUS HCCICAOBAHMM M Jadu
3aKJIIOUEHHs JIMOO COBPEMEHHbIN YpOBEHb Pa3BUTHS HAyKH HE MO3BOJIAET OTBETHTh HA NOCTaBJIECHHBIE
BOIIPOCHI;

2) He pa3mialarh CBEACHUS, KOTOPbIE CTAIM €My M3BECTHBI B CBSI3U C MPOBEAECHUEM 3KCIEPTHU3BI
JIEKapCTBEHHOTO CPEICTBA, a TAKXKE CBEACHHUs, COCTABISIOUINE TOCYJapCTBEHHYIO, KOMMEPUECKYIO WIIN
UHYIO OXpaHAEMYIO 3aKOHOM TaliHYy;

3) obecreunTh COXPaHHOCTh MPEACTABICHHBIX OOBEKTOB UCCIIEIOBAaHUN 1 MaTepPHAJIOB.

6. DKCIepT He BIIpaBe:

1) mpoBOAMTH SKCHEPTH3Y JIEKAPCTBEHHOTO CPEICTBA MO OOpallleHHI0 HEMOCPEICTBEHHO K HEMY
OpraHu3anuii Wi GU3NIEeCKUX JIHII,

2) caMOCTOSATENILHO COOMPATh MaTepHaIbl ISl POBEACHNUS IKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA;

3) IpOBOAUTH SKCIEPTH3Y JIEKAPCTBEHHOTO CPEJICTBA B KAYECTBE HETOCYIaPCTBEHHOIO SKCIIEPTA.

7. B ciiyyae He0OXOAMMOCTH KCIEPT BIIPaBE XOIaTaliCTBOBATh MEPE PYKOBOIUTEIEM SKCIIEPTHOTO
YUPEKIAEHUS O NIPUBJICUEHUHN K TPOBEIACHUIO SKCIIEPTU3BI JIEKAPCTBEHHOTO CPE/ICTBA APYTUX IKCIEPTOB.
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8. Kaxpiil skcrept, BXOJAIIUNA B COCTaB KOMHUCCHUHU JKCIEPTOB, KOTOPOUM MOPYYEHO MPOBEACHUE
OKCIIEPTU3bl JIEKAPCTBEHHOIO CPEICTBA, HE3aBUCHUMO M CaMOCTOSTENIbHO IPOBOJUT HCCIIEAOBAHUSA,
OILICHUBAET pPE3YJIbTaThl, MOJYYCHHbIE WM JUYHO W JAPYTUMHU OSKCIEpTaMH, U (QOPMYIHUPYET BBIBOJbBI
OTHOCHUTEJIBHO MOCTABJIEHHBIX BOIIPOCOB B IIPE/ENIaX CBOUX CIIELUAIbHBIX 3HAHUI.

9. Pe3ynmprarhl 3KCHEPTU3bI JIEKAPCTBEHHOIO CpencTBa O(OPMIISIOTCS 3aKIFOUYEHHEM KOMHCCHH
9KCHEPTOB. B 3aKkilo4eHHMM KOMHCCHM 3KCIEPTOB YKa3bIBAIOTCA IIE€PEUEHb HCCIEIOBaHUM, 00beM
MIPOBEICHHBIX KaXK/IbIM SKCTIEPTOM HCCIIEAOBAHMH, YCTAHOBICHHBIE KaXKIbIM M3 HUX (DAaKThI U ClICIaHHBIC B
pe3ynbTaTe UCCIENOBAHUN BBIBOJIBI. DKCIEPT, MHEHHE KOTOPOIO HE COBIAAAET C PEIICHHEM KOMMCCUU
HKCIIEPTOB, BIIPABE BHIPA3UTh CBOE€ MHEHHUE B MUCHMEHHOH (hopMe, KOTOpoe MpHOOIIaeTCs K 3aKII0UCHUIO
KOMHCCHU IKCIIEPTOB.

10. DOkcrmepTbl, BXOJSIIME B COCTAaB KOMUCCHM, MPENYNpPEXAal0Tcd 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3akoHOJatesnbeTBOM Poccniickort @enepanuu 3a Jady 3aKJIHOYEHHUs, COIEPKALIEro
He000CHOBaHHbIE WK (aNbCU(PUIIMPOBAHHBIE BBIBOABI, O YEM OHH JTAIOT MOIIHUCKY.

11. Onpenenenue ypoBHs MpodheCCUOHATLHON TMOATOTOBKM JKCIIEPTOB M aTTEeCTAIUsl UX Ha MPaBO
MIPOBEJCHUS AKCHEPTU3bI JIEKAPCTBEHHBIX CPEICTB OCYILECTBISIOTCS 3KCIEPTHO-KBAIN(PHUKAIIMOHHBIMU
KOMHCCUSIMU B TOPSI/IKE, YCTAHOBJIEHHOM COOTBETCTBYIOIIUM YIOJIHOMOUYEHHBIM (eiepallbHbIM OpraHoM
WCIIOJIHUTENIbHON BlAacTU. YpOBEHb MpOo(eccroHANbHON MOJIOTOBKHM 3KCIEPTOB IMOICKUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHSIMH HE PEKE€ YeM OJIUH pa3 B MATH JET.

NHudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3akonom om 22 oOekabps 2014 2. N 429-d3 uacme 12 cmamvu 16 nHacmosuezo
DedepanvbHo2o 3aKOHA UN0NCEHA 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npedvloyujell pedaKyuu
12. TlpaBuia NPOBEACHUS SKCIEPTU3bI JEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH O3KCIEPTH3BI

OTACTBHBIX BHUJOB JICKAPCTBCHHBIX IMpenapatoB (peepeHTHBIX JICKAPCTBEHHBIX  IPEMaparoB,
BOCIIPOM3BENICHHBIX  JICKAPCTBEHHBIX ~ MpPENapaToB, OHOJOTUYECKHX JICKAPCTBEHHBIX  IPEIapaToB,
OroaHAIOTOBBIX  (OMOTIOIOOHBIX) JICKAPCTBEHHBIX IpernaparoB  (OMOAHAIOrOB), TOMEOTATHYECKHX
JICKAPCTBEHHBIX TPEnapaToB, JICKAPCTBEHHBIX PACTUTEIBHBIX IMPENapaTtoB, KOMOWHAIMN JIEKapCTBEHHBIX
npenaparoB), (HOpMbl 3aKJIIOYCHUH KOMHUCCHH 3KCIIEPTOB  YCTAaHABIUBAIOTCS COOTBETCTBYIOIIMM
YIIOJITHOMOYEHHBIM (pe/IepaIbHBIM OPTraHOM HCIOJHUTEIIBHOM BIACTH.

T'APAHT:

CwM. KOMMCHTApPHHU K CTaTbC 16 HaCTOAIICTO CDez[epaanoro 3aKOHa

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexaops 2014 o. N 429-D3 cmamvs 17 nacmosweco Dedepanvrozo
3aKOHA U3N0JHCEHA 8 HOBOU pedaryuu, ecmynarowetl 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm cmamovu 8 npedvloyuyell pedaxKyuu
Crarbss 17. Ilomaua wu paccMOTpeHHE 3asBJICHUS O TOCYIAPCTBCHHON PErHCTpalluu
JIEKapCTBEHHOTO Mpenapara Jjs BEeTepUHAPHOTO PUMEHEHUs

1. Jlns rocymapcTBEHHOM pEruCTpaluy JIEKapCTBEHHOTO IMpernapara i BETEPUHAPHOTO
MpUMEHEeHHs] pa3paboTUMK TaKoro JIEKAapCTBEHHOTO Tperapara WM YIOJIHOMOYEHHOE UM Jpyroe
IOpUAMYECKOE JIMIO (Jalee B HACTOALIEH cTaThe - 3asBUTENb) MPEICTaBIsIeT B YIIOJTHOMOYEHHBIN
denepanbHbIl OpraH MCHOJTHUTENHHOW BIACTH, OCYIIECTBISIOMIUNA TOCYIApPCTBEHHYIO PETUCTPALIUIO
JIEKapCTBEHHBIX MPENaparoB JAJs BETEPUHAPHOTO MPUMEHEHHUS, B IEKTPOHHOU (opMe U Ha OyMaKHOM
HOCHUTEIIE 3asBICHUE O TOCYAapCTBEHHOU pEerucTpanuu JEKapCTBEHHOTO Mperapara i BeTEPHUHAPHOTO
MPUMEHEHHSI, a TAK)KE B TOPSIKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (heepalbHbIM
OpraHOM HCTOJTHUTEIHHOW BIACTH, B AIEKTPOHHON (opMe Wi Ha OyMa)KHOM HOCHTENe HEOOXOIUMBIE
JTOKYMEHTBI, U3 KOTOPBIX (hOpMHpYeTCS pPETrUCTpallMOHHOE NTOChe Ha JIEKApCTBEHHBIM mpemapar s
BETEPUHAPHOTO MTPUMEHEHHUS.
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2. B 3asBIeHMU O TOCYJApCTBEHHON PETrUCTpaIMU JEKAPCTBEHHOTO Mpenapara Juisi BETepHHAPHOTO
MIPUMEHEHHSI YKa3bIBAIOTCSL:

1) HauMeHOBaHUE U aJipec 3asiBUTEIS, pa3padoTUnKa U IPOU3BOJUTEINS JICKAPCTBEHHOTO IMpernapara
IUIL BETEPUHAPHOTO TPHMEHEHHs M aJIpec MeCTa OCYIISCTBICHUS MPOU3BOJCTBA JICKAPCTBEHHOTO
mpernapara Uil BETEpUHAPHOTO TMPHMEHEHHs (B Clydae HaJIM4YUsl HECKOJIBKHX YYaCTHHKOB IIpolecca
MIPOU3BOJICTBA HEOOXOIMMO yKa3aTh KaXI0TO U3 HUX);

2) HaMMEHOBaHHUE JICKAPCTBEHHOTO Tpenapara JJisi BETEPHHAPHOTO MPUMEHEHHUs (MEXIyHapOIHOE
HEMaTeHTOBAHHOE, WX TPYNITHPOBOYHOE, WIIM XUMHYECKOE U TOProBO€ HAaMMEHOBAHU);

3) mepeyeHb ACHCTBYIOIIUX M BCIIOMOTATEIBHBIX BEIIECTB, BXOISIINX B COCTAB JICKAPCTBEHHOTO
npernapara Juisi BEeTepUHAPHOTO IPUMEHEHUS, C YKa3aHWEM KOJIMYECTBA KaKIOTO U3 HUX;

4) nexapcTtBeHHas ¢opMa, ITO3UPOBKA, CMOCOOBI BBEACHHS W TPUMEHEHUS, CPOK TOJIHOCTH
JIEKapCTBEHHOTO Tperapara Juisi BETepUHAPHOTO TIPUMEHEHUS;

5) apmakoTepaneBTHUECKas TPYIINA;

6) HEOOXOIMMOCTh NMPUMEHEHHsI YCKOPEHHOW MPOIEYPhl IKCIIEPTU3HI JIEKAPCTBEHHBIX CPENCTB B
HEJISIX TOCYIapCTBEHHOMW PETUCTPAIMHU JIEKAPCTBEHHOTO MpeTapara;

7) KOoni# TOKYMEHTOB, TIOATBEPKIAONINX YIUTATy TOCYIapCTBEHHOM MOIITHHBI:

a) 3a TPOBEJCHHE JKCIEPTH3hl KAaueCTBa JICKAPCTBEHHOTO CPEACTBA M AKCIIEPTHU3BI OTHOIICHUS
OXXHMJIA€MOH TIOJIB3bI K BO3MOKHOMY PHCKY MPUMEHEHHS JICKAPCTBEHHOTO Tpernapara Uil BETepUHAPHOTO
MIPUMEHEHHSI TIPH €T0 TOCYIAPCTBEHHON PETuCTpaIlii;

0) 3a BBIJa9y PETUCTPANMOHHOTO YIOCTOBEPEHUS JISKAPCTBEHHOTO Tperapara;

Nudopmarys 06 n3MEHEHHAX:

Deoepanvrvim 3axonom om 13 utona 2015 2. N 241-D3 6 nynkm 8 uacmu 2 cmamou 17 nacmosuezo
DedepanvbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm nyHkma 6 npeovloyujeli pedaKyuu
8) HamuuMe coracus, MPEeITyCMOTPEHHOTO 4YacThio 7 HACTOSIIEH CTaThbH, €CIM C MOMEHTa
peructpanuu peepeHTHOro JeKapCTBEHHOTO Mpenapara AJis BETEpUHAPHOTO MPUMEHEHHSI TIPOIIJI0 MEHee
YeM IIECTh JIET.

Wudopmanus o6 n3MEHEHUAX:
Yacmo 3 usmenena c 1 ansaps 2021 2. - @edepanvuuiii 3akon om 27 dexaops 2019 2. N 478-D3

CMm. npeovbloywyro peoaKyuio
3. Perucrpanuonnoe 10cbe B LEISX SKCHEPTU3HI JIEKAPCTBEHHOIO Mperapara Juis BETepUHAPHOTO
npUMeHeHUs HOpPMUPYETCS U3 CIETYIOIIUX TOKYyMEHTOB U CBEICHHI:

Wudopmanus 06 U3MEHEHUAX:
Ilynkm 1 usmenen c 1 sneaps 2021 2. - @edepanvhviii 3axon om 27 dexabps 2019 2. N 478-D3

CMm. npeovbloywyro peoakyuio
1) cBenmeHus O JaTe MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpE JIMIICH3MH Ha IPOU3BOCTBO
JICKAPCTBEHHBIX CPEICTB, MPEIOCTABICHHOW TMPOM3BOIMTEII0 PETUCTPUPYEMOTO  JIEKAPCTBEHHOTO
npernapara Jiisi BETEpUHAPHOTO MPUMEHEHHUSI, U1 POCCHICKUX MTPOU3BOAUTENEH;

Wudopmanus 06 U3MEHEHUAX:
Ilynkm 2 usmenen c 1 angaps 2021 . - @edepanvusiii 3axon om 27 oexabpsa 2019 2. N 478-D3

CMm. npeovbloyuyro peoakyuio
2) cBeneHMs O JaTe MPEeJOCTaBICHUS M PErHCTPAllMOHHOM HOMEpE JIMLEH3UH Ha IPOHU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB, MPEJOCTABICHHOW MPOU3BOAUTENIO (hapMalleBTUYECKOW CYyOCTaHIIMU, BXOIALICH
B COCTaB PErHCTPUPYEMOro JIEKApCTBEHHOTO Tpenapara JUii BETEPUHAPHOTO MpPUMEHEHHMs, JUIS

POCCUNCKUX ITPOU3BOAUTEIIEH;

Wudopmanus 06 U3MEHEHUAX:

Yacmwv 3 dononnena nynkmom 2.1 ¢ 15 urons 2018 . - @edepanvuviii 3akon om 4 urons 2018 . N 140-
D3
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2.1) xonusi JOKYMEHTA, BBIJIAHHOTO YIIOJHOMOYEHHBIM OpPIaHOM CTpaHbl IPOU3BOAWUTENS IS
Ka)X10{ ITPOU3BOJCTBEHHOH IUIOIIAIKA PETUCTPUPYEMOTO JIEKAPCTBEHHOIO IIperapara Jyisi BETEpUHApPHOIO
NPUMEHEHUSI M IOATBEP)KIAIOIIETO COOTBETCTBUE IPOM3BOAUTENS JIEKAPCTBEHHOIO  IIperapara
TpeOOBaHMUAM TIPaBWIJI HAIJISKAIIEH MPOW3BOJACTBEHHON MPAKTHKH, W €ro MEPeBOJ Ha PYCCKUH S3BIK,
3aBCPCHHBIC B YCTAHOBJICHHOM IIOPSAJIKC, a4 TAKKC KOIIHA 3aKIHOYCHHA O COOTBCTCTBHUU ITPOU3BOJIUTCIIA
JICKaAPCTBCHHBIX CPCACTB Tpe6OBaHI/I$IM IMpaBUI Haﬂnemameﬁ HpOH3BOIICTBCHHOfI IMPAKTHUKHU, BBIAAHHOTO
YIOJTHOMOYEHHBIM ()eIepaIbHBIM OPraHOM HCIIOJNIHUTEIBPHON BIACTH IS KaKIOW TPOM3BOJICTBEHHOMN
TUTOIIAJIKK PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipenapara Julsi BETEPHHAPHOTO MPUMEHEHHs, OO0 KOTHS
pemicHrud O IMPOBCACHHHN HWHCICKTHPOBAHUSA MNPOU3SBOJUTCIIA JICKAPCTBCHHBIX CPCACTB, IIPHUHATOIO
YIOJIHOMOUYEHHBIM (peiepaibHBIM OPraHOM HCIIOTHUTEIBHOW BIACTH JUISl KaXKIOW MPOU3BOJICTBEHHOM
IUIOUIA/IKK PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipernapara JUlsi BETEpUHAPHOTO MPUMEHEHHUS. YKa3aHHbIE
JOKYMEHTBI IPEJICTABIISIOTCS B ClIydae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOIO Mpenapara OCyIeCTBISeTCs
3a npenenamu Poccuiickon Penepanny;

Wnpopmanust 06 M3MEHEHHSX:

Yacmov 3 dononnena nynkmom 2.2 ¢ 15 uronsn 2018 2. - @edepanvusiii 3axon om 4 utonusn 2018 2. N 140-
D3
2.2) xomus JOKYMEHTa, BBIJJAHHOTO VIIOJTHOMOYCHHBIM OpPraHOM CTPaHBI TPOU3BOJIUTEIIS
(hapmareBTHYECKO CyOCTaHIIMHM M MOATBEPIKIAIONIET0 COOTBETCTBUE MPOU3BOAUTENS (PapMaIieBTUUECKOM
CyOCTaHIIMM, BXOMSIICH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IMpernapara Jisi BETEpPUHAPHOTO
MPUMEHCHHsI, TPEOOBAHUSAM TIPABWII HAICKAIIEH MPOW3BOJICTBEHHOW IPAKTUKHA, M €ro IEpeBOj] Ha
PYCCKUH SI3BIK, 3aBEPECHHBIE B YCTAHOBJICHHOM TIOPSIJIKE, B CIIy4ae, €CJIA MPOU3BOJICTBO (hapMarleBTHICCKON
CcyOCTaHIIUM OCYIIECTBIISIETCS 3a mpeAenaMu Poccuiickoit deneparuu;
3) NOpoeKkT HOPMATUBHOTO JOKYMEHTa Ha JIEKapCTBEHHBIH Mpemapar JUisi BETEPUHAPHOTO
MIPUMEHEHHUS;
4) MOKYMEHT, COAEpKaIIui CIeAyromyr HHbopMauio o (hapMaleBTHYECKO CyOCTaHIIMHM WU
(hapMaleBTUYECKUX CYyOCTaHIMAX, BXOJIAUIMX B COCTaB JIEKAPCTBEHHOTO Mpernapara AJisi BETEPUHAPHOTO
MIPUMEHEHHUS:

Wudopmannus 06 n3MeHEHUAX:

Hloonynxkm "a" usmenen c 13 aseycma 2019 e. - Dedepanvuwiii 3axon om 2 aseycma 2019 2. N 297-D3

CMm. npeovbloywyro peoaKyuio

a) HauMeHOBaHWE (papMaleBTUYECKOW CYOCTaHIIMU, €€ CTPYKTypa, oOmmue cBoicTBa (TIpu
rOCyIapCTBEHHOW PETUCTPaLlMd UMMYHOOUOJIOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB Uil BETEPUHAPHOTO
MPUMEHEHHs TPEACTABISAIOTCS CBEIACHMS O IITaMMeE, BKIIOYas €ro HauMEHOBaHHe, HH(OpMaluio o
MIPOUCXOKCHHUH, €r0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE JACTIOHUPOBAHUS);

0) HauMEHOBAHUE U aJIpeC MPOU3BOIUTEIS;

B) TEXHOJIOTHS MPOU3BOJACTBA C OMKUCAHUEM CTaJil MPOU3BOACTBA U METOJOB KOHTPOJS Ha BCEX
CTaIUAX MPOU3BOJICTBA;

Wudopmanus 06 n3MEHEHUAX:

Iloonynkm "2" usmenen c 13 asecycma 2019 2. - @edepanvhuiil 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npeovbloyuyro peoakyuio
r) wuHpopmanus O mpuMecsX (HE TNPEACTABISETCs IMpPU TOCYIapCTBEHHOW perucTpaiuu
MMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENaparoB Uil BETEpUHAPHOTO IPUMEHEHHUS);
Wudopmanus 06 U3MEHEHHSAX:
Iloonynkm "0" usmenen c 13 ageycma 2019 e. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3
Cm. npedvloywyio pedakyuio
1) crierdukanus Ha GpapMaleBTHUIECKyI0 CyOCTaHIIMIO (HE MPEICTaBIIseTCs IPU TOCYIapCTBEHHOM
pEerucTpaui UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENaparoB /Uil BETEpUHAPHOTO IPUMEHEHUS);
€) ONMCaHNe METOAUK KOHTPOJISI KaueCTBa;
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Wupopmanust 00 H3MEHEHHSIX:
Hoonynxkm "xnc" uzmenen c 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 2. N 297-D3
Cm. npedvloywyio peoakyuro
k) pe3yapTarThl aHaiM3a cepuid (apManeBTHYCCKOW CyOCTaHIMU (HE TMPENCTABISAIOTCS IPHU
rOCYIapCTBEHHOM PETUCTPALMH HMMYHOOHOJIOTHUYESCKUX JICKAPCTBEHHBIX MPENApaToOB IS BETCPUHAPHOTO
MIPUMEHEHUS);
3) MepeYeHb CTaHIAPTHBIX 00PA3IIOB MU BEIIECTB, UCTIOIB3YEMBIX TIPH OCYIIECTBICHUH KOHTPOJIS
KadecTBa;
1) ONMCaHNE XapaKTePUCTHK M CBOWCTB yITAKOBOYHBIX MATEPHAJIOB H YKYITOPOYHBIX CPEICTB;

Wnpopmanust 06 M3MEHEHUSX:
Hoonynkm "x" uzmenen c 13 ageycma 2019 2. - @edepanvhuiii 3akon om 2 aseycma 2019 . N 297-D3

CMm. npeodwbloywyro peoakyuio
K) JaHHble O CTaOWJIBHOCTH (HE WPEICTAaBIAIOTCA NPU TOCYIApPCTBEHHOM perucrpanuu
MMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MIPENapaToB AJisl BETEPUHAPHOTO IPUMEHEHUS);
JI) CPOK TOJTHOCTH, YCIIOBHSI XpaHEHUS;

Nudopmarys 06 n3MEHEHHX:
Ilynxkm 5 usmenen ¢ 13 aseycma 2019 e. - Dedepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npeowbloywyro peoakyuio

5) order o pe3ynbTarax JOKIMHUYECKOTO HWCCIICIOBAHKS JICKAPCTBCHHOTO CpEICTBA IS
BETEPUHAPHOTO TMPHMCHEHHUS, BKJIIOYAIONIUH OINMMCAHUE METOJIOB OIPENCICHHS OCTATOYHBIX KOJHYECTB
JEHUCTBYIOIIETO BEMIeCTBA (IEHCTBYIOMMX BEIIECTB), JOCTUTAIOMIETO (IOCTUTAIONINX) CHCTEMHOTO
KpOBOTOKa, B MPOAYKIHUU >KUBOTHOTO IPOUCXOXKICHHSI TOCIE NPUMEHEHHUS TaKOro JIEKapCTBEHHOTO
CpEeICTBa, a TaKXkKe TOKyMEHTaIbHOE MOATBEPKACHHUE (BaTUIAIHs) YKa3aHHBIX METOJIOB;

6) oTd4er O pe3ylbTaTax KIMHUYECKOTO HCCIEOBaHMs JIEKApCTBEHHOTO TMpemnapara Juis
BETEPUHAPHOTO MPUMEHEHHS Y KaXJI0TO BUAA KUBOTHBIX, YKa3aHHBIX B MHCTPYKIIMU 110 BETEPUHAPHOMY
MIPUMEHEHHUIO;

7) TPOEKT HWHCTPYKIMH IO BETEPUHAPHOMY NPUMEHEHHIO JIEKapCTBEHHOTO Ipernapara,
CoJIep Kalllel cieayromue CBeICHUS:

a) HaMMEHOBaHME JICKAPCTBEHHOTO Ipernapara JUisi BETEpPUHAPHOTO MPUMEHEHUS (MEXIyHapOIHOE
HEMaTeHTOBAaHHOE, WJIM TPYINIIUPOBOYHOE, UITH XUMUYECKOE U TOPrOBOE HAMEHOBaHUA);

0) nexapcTBeHHas Gopma ¢ yka3aHHEeM HaUMEHOBAHUN U KOJMYECTBEHHOTO COCTaBa JACUCTBYIOIINX
BEIIECTB ¥ KQYECTBEHHOIO COCTaBa BCIIOMOTATENbHBIX BEIIECTB;

B) OIMMCAaHKE BHEIIHETO BU/A JIEKAPCTBEHHOTO Mpenapara Jjsi BETepUHAPHOTO MPUMEHEHHUS;

r) ¢apMakoTepaneBTUYEeCKas IpyIia JeKapcTBEHHOTO Mpernapara A BETepHHAPHOTO TPUMEHEHUs
WJIM yKa3aHue "ToMeonaTuuecKuil JJeKapCTBEHHBIN npenapar';

n)  ¢apMmakoguHamMuka W (apMakoKMHETHKa (32  HMCKIIOUYEeHHEeM  (papMaKOKMHETUKH
TOMEOIAaTHYEeCKUX JIeKApPCTBEHHBIX IMPEMapaToB U PACTUTENbHBIX JIEKAPCTBEHHBIX IMPErnaparoB) WU
OTMCaHNE UMMYHOOHOJOTMYECKIX CBONCTB JIEKAPCTBEHHOTO Mpenapara;

€) MOKa3aHus ISl IPUMEHEHHUS,

) MPOTUBOTIOKA3AHUS ISl TPUMEHEHHUS;

3) Mepbl IPEOCTOPOKHOCTH MPHU MPUMEHEHUH;

1) yKa3aHHE BO3MOXKHOCTH U 0COOCHHOCTEHW MpUMEHEHHUsI Y OepeMEHHBIX KUBOTHBIX, Y KUBOTHBIX
B [IEPHO]] JTAKTAI[MH, Y TOTOMCTBA KUBOTHBIX;

K) PeXKUM JO03MPOBAHMSI, CIOCOO BBEACHUS W MPUMEHEHUs, TP HEOOXOAMMOCTH BpeMs Mpuema
JIEKapCTBEHHOTO Mpenapara JJis BETEpUHAPHOTO MPUMEHEHUSs, TIPOIOJIKUTETLHOCTD JICUCHUS;

71) BOBMOKHBIE MMOOOYHBIE IEHCTBUS, HEeXelaTellbHbIe PEaKluy MpU IPUMEHEHUH JIEKAPCTBEHHOTO
npermapara Juisi BETepUHAPHOTO IPUMEHEHHUS,

M) CUMIITOMBI TIEPE03UPOBKU, MEPHI TI0 OKA3aHUIO TIOMOIIU TIPU MEPET03UPOBKE;

H) B3aUMOJICHCTBUE C IPYTUMU JICKAPCTBEHHBIMHU TIpernapaTamMu u (Win) KOPMaMH;
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0) opMBI BBIITYCKa JICKAPCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO TPUMEHEHHUS;
1) ykazaHue (mpu HEOOXOJAMMOCTH) OCOOCHHOCTEH NEHCTBUS JICKAPCTBEHHOTO Mpernapara s
BETEPUHAPHOIO IPUMEHEHHU IIPU IIEPBOM IIPUEME WIIH IIPU €TI0 OTMEHE,;

Wupopmanust 06 M3MEHEHUSX:

"nrn

Hoonynkm "p" usmenen c 13 ageycma 2019 e. - Dedepanvusiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npeodwbloywyro peoakyuio

p) onucanue (Mpu HEOOXOTUMOCTH) NEHUCTBUN CHENHAIUCTa B 00NIaCTH BETEPUHAPHH, BIIAJEibIla
KHUBOTHOTO TIPH TMPOIMYCKE IpHEMa OJHOW WM HECKOJbKMX 03 JICKAPCTBEHHOTO IMIpenapara Jyis
BETEPUHAPHOTO TIPUMEHEHUS;

C) CpOK TOJHOCTH W YKa3aHWE Ha 3arnpeT TNPUMEHEHHUs JIEKapCTBEHHOTO Iperapara Jyis
BETEPHUHAPHOTO TIPUMEHEHHS TI0 ICTEYEHUH CPOKA TOHOCTH;

T) YCJIOBHSI XpaHEHUS;

y) yKazaHue Ha HEOOXOJWMOCTh XpaHEHHUS JIEKapCTBEHHOTO TIIperapara Ui BETEPHHAPHOTO
MPUMEHEHHsSI B MECTaX, HEAOCTYITHBIX IS IETeH;

¢) ykazaHue (MpuU HEOOXOIUMOCTH) CHEIHAIbHBIX MEp MPEeI0CTOPOKHOCTH MPHU YHUUYTOKEHUU
HEWCITOJIb30BaHHBIX JIEKAPCTBEHHBIX MTPETIapaToB Uil BETEPUHAPHOTO MPHUMEHEHMS,

X) CPOKH BO3MOXXHOTO HCIIOJIE30BAHUS TPOIYKIIMH KHBOTHOTO MPOUCXOXKICHHUS TIOCIE BBEICHHS
KUBOTHOMY JIEKapPCTBEHHOTO Tperapara Jjisi BETEPHHAPHOTO MTPUMEHEHHS,

1) YCTIOBUS OTITYCKa;

9) HaWMEHOBaHHWS M aJapeca IMPOHM3BOACTBEHHBIX IUIOMIAJOK IPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapara Juisi BETEpUHAPHOTO IPUMEHEHHUS,

1) HaUMEHOBaHHWE, aJpec OpraHu3allid, YIOJIHOMOYEHHON JepraTelieM WM BiaJelblieM
PETUCTPAIMOHHOTO YA0CTOBEPEHHUS JIEKAPCTBEHHOTO Iperapara Ha MPUHITHE TPETEH3HUM OT MOTpeOUTeNs;

8) mpoeKThl MAaKETOB MEPBUYHOW YMAKOBKU W BTOPHUYHOM YMAaKOBKH JIEKAPCTBEHHOIO Iperapara
JUIS BETEPUHAPHOTO MPUMEHEHHS,

9) cnenyromire CBEACHUS O JIEKAPCTBEHHOM Mpenapare Ajs BETEpUHAPHOTO IPUMEHEHUS:

a) OIMCaHKUe U COCTaB JICKAPCTBEHHOIO Ipernapara JJisi BEeTepUHAPHOTO MPUMEHEHUS;

0) onucanue (papmareBTHYECKO# pa3paboTKu;

Wudopmannus o6 n3MeHEHUAX:

Iloonynxkm "6" usmenen c 13 aseycma 2019 e. - @edepanvrviii 3axon om 2 ageycma 2019 e. N 297-D3

CMm. npeovbloywyro peoakyuio
B) ONMCaHKE Mpoliecca MPOU3BOJICTBA U €r0 KOHTPOJIS, MOANKUCAHHOE B MOPSIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C HaCThIO | HACTOAIIEH CTaThH;

Wudopmanns 06 n3MEHEHUAX:

Iloonynxkm "2" uzmenen ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 aseycma 2019 . N 297-D3

CMm. npeovblOywyro peoaxyuio
I') ONHCAHUE KOHTPOJSI KPUTUYCCKHX CTAIUi TPOM3BOACTBA W MPOMEKYTOUHOU TMPOIYKIIHH,
MOJIMUCAHHOE B MOPSJIKE, YCTAHOBIEHHOM B COOTBETCTBHUU C YACTHIO | HACTOSIIEH CTAThU;

Wudopmanus 06 U3MEHEHUAX:

Dedepanvrvim 3akonom om 13 urons 2015 2. N 241-D3 ¢ noonynxkm "0" nynkma 9 wacmu 3 cmamou 17
Hacmosuje2o PedepanbHo2o 3aKOHA HECeHbl USMEHEHUs

Cm. mexcm noonyHkma 6 npeovioyujeti peoaxKyuu
1) HaUMEHOBaHHUS U ajpeca pa3padoTyuka, Aep)Karedsi WX BJIaJeiblla PErucTPAIMOHHOTO
YAOCTOBEPEHUSI  JICKAPCTBEHHOIO  IIperapara, MNPOU3BOJACTBEHHBIX  IUIOIIAJOK  MPOU3BOJIUTEIS
JIEKQPCTBEHHOIO IIpenapara Jyisi BETEPUHAPHOIO MPUMEHEHHs C YKa3aHUEM CTAIUN TEXHOJOTHMYECKOTO
Ipouecca, OCYLIECTBISEMBIX Ha IPOU3BOJACTBEHHBIX IUIOIIAJKAX ITPOU3BOJMTENS JIEKAPCTBEHHOIO
Iperapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;
e) GapmarieBTHUECKass COBMECTUMOCTb;
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) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MarepuaIbHBINA OaJaHC AJig MPOU3BOJCTBA CEPUU TOTOBOTO MPOIYKTA;

1) ONMCAHUE XapaKTEPUCTUK U CBOWCTB yIIAKOBOUYHBIX MATEPUAIIOB U YKYITOPOYHBIX CPEICTB;

K) JOKYMEHTaJIbHOE TIOATBEPKACHUE (BaJIMJallMsl) IPOLECCOB U (UJIN) UX OLIEHKA;

J) TpeOOoBaHHMA K KayeCTBY BCIOMOTAaTENbHBIX BEIIECTB (cepTU(UKAT, crenuduranus Ha
BCIIOMOTaTEIbHBIE BEIIECTBA U UX 000CHOBAHME);

M) aHAJUTHUYECKHE METOJMKH, MWCIOJIb3YyeMble IIPU OCYIIECTBJIEHUM KOHTPOJIS KadecTBa
BCIIOMOT'aTeJIbHbIX BEILIECTB;

H) JTOKYMEHTAJIbHOE MOATBEP)K/ICHUE (Baluaalus) aHAIUTUYECKUX METOJUK, UCIIOJIb3YEMbIX MpU
OCYIIECTBJIEHUU KOHTPOJISI KAYeCTBA BCIIOMOTATENIbHBIX BELIECTB;

0) uHpopMaius 00 HCIOJIB30BAaHUU BCIIOMOTATENIbHBIX BEIIECTB YEJIOBEYECKOTO U KHUBOTHOTO
IIPOUCXOKICHMUS;

1) yrpatuia cuity ¢ 13 aBrycra 2019 1. - @enepanbubiii 3akon oT 2 aBrycra 2019 . N 297-®3

Wnpopmanust 06 M3MEHEHHSX:

CMm. npeodbloywyro peoakyuio

p) TpeboBaHMS K Ka4eCTBY JIEKAPCTBEHHOTO TMperapara i BETEPHUHAPHOTO MPUMECHEHUS
(cepTuduxkart, cienurdukanys Ha JEKapCTBEHHBIN Npernapar u uX 000CHOBAaHUE);

C) aHaJUTHYCCKUE METOJAUKH, WCIOIb3yeMble TP OCYIIECTBICHUH KOHTPOJISI KadyecTBa
JIEKapCTBEHHOTO TIpernapara Jijisi BETEPHHAPHOTO MPUMEHEHUS;

T) JOKYMEHTAJIbHOE TOATBEP)KICHUE (Bamugaris) aHAIUTHYCCKUX METOAMK, MCIOIb3YeMbIX MPU
OCYIIECTBIIEHUN KOHTPOJISI KaueCcTBa JICKAPCTBEHHOTO Tpernapara Jijisi BETepUHAPHOTO MPUMEHEHNS,

y) IOKYMEHT, MOATBEPXKIAIOIMIUA Ka4eCTBO JICKAPCTBEHHOTO IIpermapara TPeX MPOMBIIIIIEHHBIX
cepuil (MMPOTOKOJI aHAJIM3a WM CepTU(UKAT aHAIM3a), OJIHA CEpUs KOTOPOTO JODKHA COBITAATh C CepUei
00pas3Iia JIeKapCTBEHHOTO TIpemnapara, IMoJJaHHOTO Ha PETUCTPAIIIO;

() xapakTepucTuka MpuMeceii;

X) TIEpEUCHb CTAaHIAPTHBIX 00pPa3I0B, MCIOJB3YEMBIX MPH OCYIIECTBICHHH KOHTPOJS KadyecTBa
JIEKapCTBEHHOTO TIpernapara Jijisi BETEPUHAPHOTO MTPUMEHEHNS,

1) JaHHBIC O CTAOMJIBHOCTH JIEKAPCTBEHHOTO IIpernapara Uik BETepUHAPHOTO TPUMEHEHUS;

10) xommsi MOKyMEHTa, COAEpIKamiero WHGOPMAIUI0 O HAIWYAKA WIM 00 OTCYTCTBHHM (PaKTOB
perucTpaiuu JeKapCcTBEHHOTO Tperapara Uil BeTEPUHAPHOTO MPUMEHEHHs 3a mpeaenamMu Poccuiickoit
deneparuu;

Wudopmanus 06 n3MeHEHUAX:
Deoepanvrvim 3akonom om 13 uions 2015 2. N 241-D3 6 nynkm 11 wacmu 3 cmamou 17 nacmosiujezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm nynkma 8 npedvloyueti peoaKyuu
11) cormacue B mucbMeHHOH (popMme, MPEaYyCMOTPEHHOE YacThio 7 HACTOSIICH CTAaThH, B Clydae
PETUCTPAIIUHU BOCIPOU3BEICHHOTO JICKAPCTBEHHOTO MpErapara;
12) xomus JOKyMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAHOBICHHOM IODSIKE U
MOJITBEPKIAIOIIET0 TMPABOMOYHOCTh 3asBIEHUS O TOCYIapCTBEHHOW pErucTpanuu JIEKapCTBEHHOTO
mpernapara Jjisi BETepUHAPHOTO MPUMEHEHHS (IOBEPEHHOCTD);

Wudopmanus 06 U3MEHEHUAX:

Yacmo 3 dononnena nynkmom 13 ¢ 13 aseycma 2019 2. - @edepanvhuiil 3axon om 2 aseycma 2019 2. N
297-D3
13) cBeneHHMs O TOCYIApCTBEHHOM pEruMCTpali TeHHO-HHXKEHEPHO-MOAUDUIIMPOBAHHBIX
OpraHM3MOB, NPEJHA3HAYEHHBIX [UIS BBIIYCKA B OKPYXKAIOIYI0 cpeay (IIpd TOCyAapCTBEHHOU
perucTpanuy JIEKAPCTBEHHBIX IMPENaparoB Uil BETEPUHAPHOIO IPUMEHEHHS, IOJYYEHHBIX C
MPUMEHEHHEM T'€HHO-UH)KEHEPHO-MOU(PUIIMPOBAHHBIX OPraHU3MOB WIN COJIEPIKAIINX TaAKUE OPTaHU3MBbI).

Mudopmanus 06 M3MEHEHUAX:

Yacmo 4 usmenena c 13 aseycma 2019 2. - @edepanvruiii 3akon om 2 ageycma 2019 2. N 297-D3
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Cm. npedvloywyio pedakyuro

4. Ilpu npoBenEeHHWH YCKOPEHHOH MpoLEeaypbl 3KCIEPTHU3bl JIEKApCTBEHHOIO Ipemnapara s
BETEPUHAPHOTO IPUMEHEHUS B IIEJIAX €r0 FOCYyIapCTBEHHOM PErucTpalid BMECTO OTUETa pa3paboTyHKa O
pe3ynbTaTax JOKIMHUYECKOTO MCCIIEI0BAaHUS JIEKAPCTBEHHOTO CPEJICTBA JUIsl BETEPUHAPHOTO MPUMEHEHUS
MOXeT OBITh IpPEACTaBICH 0030p HaydyHBIX paboOT O pe3ynbTarax AOKIMHHYECKOTO HCCICAOBAHUS
pedepeHTHOTO JIEKApCTBEHHOTO IIperapara JUlsi BETEPUHAPHOTO IPUMEHEHHs, a BMECTO OT4YeTa O
pe3ynbTaTax KIMHUYECKOTO HMCCIIEI0BaHUs JEKapCTBEHHOTO Mpernapara JUis BETEpUHAPHOIO IPUMEHEHUs
OT4eT O pe3ylnpTarax MCCIeJOBaHUN OMOIKBUBAJIEHTHOCTU BOCIPOM3BEICHHOIO JIEKAPCTBEHHOIO
npenapara Jijisi BETEpUHAPHOTO PUMEHEHHUS.

Wnpopmanust 06 M3MEHEHHAX:
Yacmw 5 usmenena c 13 aseycma 2019 e. - Dedepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npeodwbloywyro peoakyuio

5. Ha skcniepTusy pa3andHbIX JEKapCTBEHHBIX (POPM OJIHOTO M TOTO K€ JIEKapCTBEHHOTO Mperapara
JUISl BETEPUHAPHOTO MPUMEHEHHS 3asBUTENIb IPEACTABISAET OTIEIbHBIC 3aSBICHUS M PETUCTPALMOHHBIC
JIOChE Ha KKIYIO JIeKapcTBeHHYIO (hopmy. [Ipu ycrmoBun oJHOBpEMEHHOM IMOJAYM HA SKCIEPTH3Y OAHOU
JIEKapCTBEHHOU (POPMBI C pa3IMYHBIMH JIO3MPOBKOM, KOHIICHTpAIUEH, 00hEMOM 3asiBUTENH MPEACTABISET
OJIHO 3asIBJIEHUE U PETUCTPAIMOHHOE I0ChE C MPUII0KEHUEM MAKETOB NMEPBUYHON YIMAKOBKU M BTOPUYHOU
ynakoBkd. Ha makerax mepBHYHONW yIMAaKOBKM M BTOPUYHOM YIMAKOBKH YKa3bIBAIOTCS BCE MPOU3BOAUMBIE
JO3UPOBKH, KOHIIEHTpAIlMU, OOBEMBI M KOJMYECTBO JI03 B YIAKOBKE JICKAPCTBEHHOTO Ipemapara i
BETEPUHAPHOTO TPUMEHEHUS.

Wudopmanus 06 U3MEHEHUAX:

Yacmw 6 usmenena c 1 saneaps 2021 e. - Dedepanvhsiii 3axkon om 27 dekadps 2019 2. N 478-D3

CMm. npeowbloywyro peoakyuio

6. B ciyyae HenpeacTaBlIeHUs! C 3asBICHUEM O TOCYIApPCTBEHHOW pPErvMCTpaluu JIEKapCTBEHHOTO
mpernapara JiUisi BETEpUHAPHOTO MPUMEHEHHUS JOKYMEHTOB, MOATBEP KAAIOLIUX YIIATy TOCYIapCTBEHHON
MOIIJTMHBI M YKAa3aHHBIX B TYHKTE 7 4acTH 2 HACTOAIIEH CTaTbH, CBEIEHUN O JUICH3USAX, YKA3aHHBIX B
nyHkTax | ¥ 2 yactu 3 HACTOSIIEH CTaThH, a TAKXKE BbIAABAEMBIX (IIPEIOCTABIISIEMbIX) YIIOJIHOMOYEHHBIMU
(denepalbHBIMU OpraHAMU HCIOJHUTENbHOI BIACTH JTOKYMEHTOB (CBENCHHI), yKa3aHHBIX B IMyHKTe 2.1
4acT 3 HACTOSIICH CTaThbH, VYIIOJHOMOYEHHBIM (eaepalnbHbIi OpraH HWCIOJHHUTEILHON BIACTH
3afpaiiuBaeT ykKa3aHHbIe JOKYMEHTHI (CBEIEHHS) B MOPSAIKE MEXKBEJOMCTBEHHOTO HH(OPMALMOHHOTO
B3aUMO/ICHCTBHUS.

7. He pomyckaercs HCHOJIb30BaHHE B KOMMEpPUECKMX IeNAX HHGOpPMalUd O pe3ylbTaTax
JTOKJIIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJCTB U KIMHUYECKUX HCCIEI0BAHUMN JIEKApPCTBEHHBIX
MpernaparoB Ui BETEPUHAPHOTO MPHUMEHEHHUs, TMPEACTaBICHHOW 3asBUTENEM JJsi TOCYIapCTBEHHOM
perucTpanuy JIEKapCTBEHHBIX TIpernaparoB, 0e3 €ro comiacus B TEYCHHE IIECTH JeT C JaThl
rOCyIapCTBEHHOMN peructpamnuu peepeHTHOro JeKapCTBEHHOTO npenapara B Poccuiickoit @eneparui.

Wudopmanns 06 n3MEHEHUAX:

Cmamuws 17 oononnena uacmoto 8 ¢ 13 aseycma 2019 2. - @edepanvhsiii 3axon om 2 ageycma 2019 o. N
297-D3
8. JlepaTenp WM BIAJAEEl] PETUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO INpenapara s

BETEPUHAPHOTO NMPUMEHEHHUs MPEICTaBIsAeT B YINOJIHOMOYEHHBIN (enepanbHblil opraH MCHOJIHUTENBbHON
BJIACTH OTYET IO pe3ylbTaraM (papMakoHaa30pa OJMH pa3 B LIECTh MECALEB B TEUEHHE JIBYX JIET MOcie
rOCyIapCTBEHHOW perucTpaiuy JIEKapCTBEHHOIo npenapara B Poccuiickoit denepanum, 3aTeM €KErogHO B
TEYEHHUE MOCIEAYIOINX TPEX JIET U B JaJbHEHNIIEM OJUH pa3 B TPU roja.

TAPAHT:

CM. KOMMeHTapuH K crathe 17 HacTosuiero deaepajbHOIO 3aKOHA

Wudopmanus 06 M3MEHEHUAX:
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Dedepanvrvim 3axonom om 22 dexabps 2014 o. N 429-D3 naumenosanue cmamvu 18 Hacmosue2o
DedepanbHo20 3aKOHA UN0NCEHO 8 HOBOU pedarkyuu, scmynarowel 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm HaumeHo8aHUsl 8 NpedblOyWel PeoaKyuu
Craresn  18. Ilomaua u paccMOTpeHUE 3asBJIEHUSI O TOCYAAPCTBEHHOM perucrpanuu
JIEKapCTBEHHOTI'O IpenapaTa Jjsi MEIULUHCKOTO IPUMEHEHUs

Wupopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 uyacmv 1 cmamou 18 Hacmoswezo
DedepanvbHo20o 3aKOHA UN0NCEHA 8 HOBOU pedarkyuu, scmynatowell ¢ cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npedvloyujell pedaKyuu

1. Jlma rocygapCTBEHHOM perucTpauuy JIEKapCTBEHHOIO Ipemnapara Juisl MEIUIHHCKOTO
MPUMEHEHMS] IOPUJIMYECKOE JIUIO, JCHCTBYIOIEe B COOCTBEHHBIX HHTEpEcax WM YIOJIHOMOYEHHOE
MIPEACTABIIAT MHTEPECHl IPYroro HOPUAMYECKOrO JIMIA W 3asBISAIONIEE JICKAPCTBEHHBIM Ipernapar Ha
TOCYIapCTBEHHYIO pErucTpaluio (Jajee B HACTOSILEH CTarbe - 3asBUTENb), MpPEICTaBIseT B
YIOJHOMOUYEHHBIH (heiepabHbI OpraH MCHOJIHUTEIbHOM BIACTH, OCYIIECTBISIOUIUN TOCYJapCTBEHHYIO
pErucTpaIuio JEKapCTBEHHBIX MPenapaToB il MEIUIIMHCKOTO MPUMEHEHUS, B IEKTPOHHOU dopMe U Ha
OyMa)XHOM HOCHTEJE 3asBJICHHE O TOCYIapCTBEHHON pPETUCTpalllu JIEKapCTBEHHOTO Ipernapara Jyis
MEIMIIMHCKOTO TMPUMEHEHUs, a TaKkKe B IOPs/Ke, YCTaHOBJIEHHOM YIIOJIHOMOUYEHHBIM (enepalbHbIM
OpraHOM HCHOJHUTEIBHOM BIIACTH, B AJEKTPOHHON (opmMe M Ha OyMa)XHOM HOCHUTeNle HeoOXOIHMbIe
JNOKYMEHTBI, U3 KOTOpPhIX (OPMUpPYETCSI PErucTpallMOHHOE [OChe Ha JIEKapCTBEHHBIM mpemnapar ajs
MEIUIUHCKOTO IPUMEHEHUS.

Wudopmanns 06 U3MEHEHUAX:

Deodepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uyacmv 2 cmamou 18 nacmoswezo
DedepanvbHo2o 3aKOHA UN0NCEHA 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 urons 2015 .

Cm. mexem yacmu 6 npeovioyujeri peoaxkyuu
2. B 3asBiIeHHH O TOCYJapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO Ipernapara JUisi MEIULIUHCKOTO
MIPUMEHEHHUSI YKa3bIBAKOTCS:

Wudopmanus 06 n3MeHEHUAX:
Ilynkm 1 uzmenen c 1 sneaps 2018 e. - @edepanviviii 3axon om 28 dexaops 2017 2. N 425-D3

CMm. npeowbloywyro peoakyuio

1) HauMeHOBaHMe, aJpec 3asBUTENS W MNPOU3BOAUTENS JIEKAPCTBEHHOrO IIperapara Jyis
MEIMIIMHCKOTO TPUMEHEHHS, CBEIEHUSI 00 MX PEerucTpaluy B KauyecTBE HaJOroIUIaTesblMKa B CTpaHE
peructpanuu (171 POCCUNUCKUX IOPUAMYECKUX JIUI - UACHTH(PHUKAIIMOHHBIM HOMEp HaJoroIJaresblluKa
(MHH), s mHOCTpaHHBIX IOPUIMYECKHUX JIMIL - CTPaHa PEerHCcTpalui, HAMMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, perucTpalMoOHHbII HOMEp, KOJ HAJIOTOIUIATEeNbIIMKA B CTPAHE PEerucTpanui (MHKOPIOPALUN) UITH
€ro aHaJor) U aJIpec MECTa OCYILECTBICHHS IPOU3BOICTBA JIEKAPCTBEHHOTO IMpemnapara (B ciiydyae HaIudus
HECKOJIbKUX YYaCTHUKOB MIPOIEcCa €ro IMPOU3BOJCTBA HEOOXOAMMO YKa3aTh KaXJOrO YYacTHUKA B
COOTBETCTBUH C OCYIIECTBIIEMON CTaJivel MPOU3BOJICTBA);

2) HaUMEHOBAHUE JIGKAPCTBEHHOTO Tperapara sl MEIUIIMHCKOTO MPUMEHEHUs (MEeXIyHapOIHOE
HEMaTeHTOBAaHHOE, WM TPYIITUPOBOYHOE, UITU XUMHUYECKOE U TOPrOBOE HAMMEHOBAHUSA);

3) mepedeHb ACWCTBYIOIMIUX W BCIIOMOTATENbHBIX BEIIECTB, BXOAAIIUX B COCTaB JIEKAPCTBEHHOTO
npenapara st MeIMLIMHCKOTO MPUMEHEHHUS], C YKa3aHHEM KOJIMYECTBa KaXJI0r0 U3 HUX;

4) nexapcTBeHHas ¢opma, JO03UPOBKA, CHOCOOBI BBEIACHHMS M MPHUMEHEHUS, CPOK TOJHOCTH
JIEKapCTBEHHOI'O IIpenapara Jyisi MEIUIIMHCKOTO TPUMEHEH NS,

5) ¢apmakoTepaneBTHUYECKas TPyIa, KOJ aHATOMO-TEPaneBTUIECKO-XUMUYIECKON KiIacCU(UKaAIUH,
peKoMeH/I0BaHHOW BcemupHOW opraHuzanuend 3ApaBOOXpPAHEHHUs, 3asBISEMble [OKa3aHUs  JJid
MIPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara Jyisi MEIULIUHCKOTO IPUMEHEHUS;

6) OTCYTCTBHE HEOOXOIMMOCTH TPEJOCTABICHUS OT4YeTa O pe3ylbTaTaX KIMHUYECKOTO
WCCIIEZIOBAHUSI, UCCICTOBaHMS OMOAKBHBAJICHTHOCTH JIEKAPCTBEHHOTO Tpernapara, pa3perieHHOro s
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MEIUIIMHCKOTO puMeHeHus B Poccuiickoit @eneparu 6osee ABALATH JIET, C YKa3aHHUEM HOPMATHBHBIX
IIPaBOBBIX aKTOB, MOATBEPKAAIOLINX JaHHBIA CPOK IPUMEHEHNUS;

7) HeobxomuMoOCTh odopmileHHs pa3pemnieHUs Ha BBO3 B Poccuiickyro denepaiuio KOHKPETHOU
NapTUMU  3apEerUCTPUPOBAHHBIX W (WJIM)  HE3apErUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
MIpeIHA3HAUYEHHBIX JUISl MPOBENCHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B ILENAX TOCYIapCTBEHHOU
perucrpanuu;

8) HEeoOXOOMMOCTh NPOBEACHHUS SKCIEPTH3Bl JOKYMEHTOB, IMPEICTABICHHBIX IS ONpENeICHUS
BO3MOKHOCTH paccMaTpuBaTh JIEKapCTBEHHBIN Ipenapar Uil MEIULUHCKOIO NPUMEHEHUs Ipu
OCYILECTBIICHUH TOCYIAapCTBEHHON PErHCTPaliU B Ka4ecTBE Op(aHHOTO JICKAPCTBEHHOTO Ipernapara;

9) He0OX0IMMOCTh MPUMEHEHHUsI YCKOPEHHON MPOLEAypbl AKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
LEJSIX TOCYNapCTBEHHON PErucTpalyy JeKapCTBEHHOTO Mpernapara;

10) xormuu JOKYMEHTOB, MOATBEPKIAIOLIUX YIIJIATy FOCYJapCTBEHHOMN MOUUINHBI:

a) 3a IPOBEACHUE SKCIEPTU3bl JOKYMEHTOB, MPEACTABIECHHBIX NJISl ONpPENEJICHHsS BO3MOXHOCTH
paccMmarpuBaTh JIEKAPCTBEHHBIM Mpernapar i MEIUIIMHCKOTO NPUMEHEHHUs TIpU OCYLIECTBICHHUH
roCyIapCTBEHHOW perucTpalnuy B KauecTse Op(paHHOro JIEKAPCTBEHHOT'O Mpernapara;

0) 3a mpoBeAECHHE HKCHEPTU3bl KaueCTBAa JIEKAPCTBEHHOTO CPEACTBA M AKCHEPTU3bI OTHOIICHHS
0KUJAeMOM TMOJb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUS JIEKAPCTBEHHOIO Ipernapara, pa3peleHHOro As
MeAMIMHCKOTO mpuMeHeHHs B Poccuiickoit @enepauuu Oosiee ABaaUATH JIET, MPHU OCYIIECTBICHUU
roCyIapCTBEHHON perucTpaluy JeKapCTBEHHOTO MIpenapara;

B) 3a IPOBEAEHUE JKCIEPTH3bl KaueCTBA JIEKAPCTBEHHOTO CPEJCTBA M SKCIEPTU3bl OTHOLICHUS
0KUJAEMOH MOJIb3bl K BO3MOXKHOMY PHCKY NMPUMEHEHHMsI JIEKApCTBEHHOIO IMpenapara i METUIIMHCKOTO
MIPUMEHEHHSI [IPU €0 I'OCYIAPCTBEHHON PErUCTPALINH;

I) 3a MPOBEICHHE SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOIO CPEACTBA M AKCIEPTH3bl OTHOLICHUS
O’KHJTAEMOM TOJIb3bl K BO3MOKHOMY PHUCKY IPUMEHEHUS JIEKAPCTBEHHOIO Mpenapara Jjs MEIULUHCKOTO
MIPUMEHEHHUS], B OTHOLICHWH KOTOPOTO IPOBENEHBI MEKIYHAPOJIHbIE MHOTOLEHTPOBBIE KIMHUYECKHE
WCCIIEIOBAHMS, YacThb M3 KOTOphIX TmipoBeaeHa B Poccuiickoii ®enepanuu, NpU OCYIIECTBICHUU
rOCYJapCTBEHHOM PEruCTpaliu JIEKapCTBEHHOTO MPenapara;

11) namuyme coriacusi MPOU3BOAMTENS JIEKAPCTBEHHOTO Iperapara, MPOU3BOJCTBO KOTOPOIO
ocymectBisiercs 3a npenenamu  Poccuiickoir  ®Denepanuu, Ha NOpPOBEACHUE HHCIEKTUPOBAHUS
MIPOU3BOUTENS HA COOTBETCTBUE TPEOOBAHUM TPaBUII HaJIeKaleil MPOU3BOJICTBEHHON MPAKTUKH;

12) Hanu4ue coriacus, MPeIyCMOTPEHHOTO YacThio | 8 HACTOSIICH CTaTh;

13) ykazaHue BHJIa JIEKAPCTBEHHOTO Ipernapara, NpeAcTaBIeHHOTO Ha PETUCTpaLuio (pedepeHTHBIH
JIEKapCTBEHHBIN  Mperapar, BOCIPOU3BEIEHHBIH  JICKAPCTBEHHBIM  mpemapar,  OMONIOTMYECKUi
JIEKapCTBEHHBIM TIpernapar, OnoaHaoroBbld (OHMOIOMOOHBIN) JICKAPCTBEHHBIM Npemnapar (OnoaHaor),
rOMEOTIaTHYECKH JIEKapCTBEHHBIN Mpernapar, JIeKapCTBEHHBIA PACTUTENbHBIN Mpenapar).

Wudopmanus 06 U3MEHEHUAX:

Deoepanvruvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uyacmv 3 cmamovu 18 nacmosuezo
DedepanvbHoe0 3aKOHA URN0NCEHA 8 HOBOU pedakyuu, scmynaowell 6 cuny ¢ 1 aueaps 2016 é.

Cm. mexcm uacmu 6 npeovioyujell pedaxyu
3. PeructpaunoHHOE€ JOChE Ha JIEKAPCTBEHHBIA Mpenapar i MEAUIMHCKOTO NPUMEHEHHS
npenocTaBisieTcst B popme 001ero TEXHUIECKOro JOKYMEHTA.

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 uyacme 4 cmamvou 18 nacmoswezo
DedepanvbHoe0 3aKOHA URN0NCEHA 8 HOBOU pedaKkyuu, scmynaowell 6 cuny ¢ 1 aueaps 2016 a.

Cm. mexcm yacmu 6 npeovloyujell peoaxyuu
4. Pa3nen noxyMeHTAIlMU aJIMUHUCTPATUBHOTO XapaKTepa BKIIOYAeT B ceOs:
1) 3asBiIEeHHE O TOCYIApPCTBEHHON PETUCTpPALMU JIEKAPCTBEHHOTO Mpemnaparta s MEIUIIMHCKOTO
MIPUMEHEHHUSI B AIEKTPOHHOM (hopMe 1 Ha OyMaKHOM HOCHUTEIE;
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2) KONWUIO JIOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOr0 B YCTAHOBJICHHOM TIOPSJIKE U
MOATBEPK/IAIOIIETO MPAaBOMOYHOCTh 3asBUTEINSI MMOJABAaTh 3asBJIEHWE O TOCYJApPCTBEHHOW perucTpanuu
JIEKapCTBEHHOT'O MIpernapara Jiyisi MEIUIIMHCKOTO TPUMEHEHUs (JOBEPEHHOCTD);

Wnpopmanust 006 M3MEHEHHAX:
Ilynkm 3 uzmenen c 1 sneapsa 2021 2. - @eoepanvhbiii 3axon om 27 dexabps 2019 2. N 478-D3

CMm. npeodwbloywyro peoakyuio
3) cBeneHust O JaTe MPEIOCTABICHUS U PErHMCTPALIMOHHOM HOMEpE JMIEH3UH Ha MPOU3BOJICTBO

JIEKQPCTBEHHBIX CPEJCTB WJIM CBEACHUS O JIaTe MPEIOCTABICHUS U PErUCTPALIMOHHOM HOMEPE 3AKITIOUEHUS
O COOTBETCTBUU TMPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHMSIM TIpaBUJI  HaJJISKaIEh
MIPOU3BOACTBEHHOM MPAKTHUKU, BBIIAHHBIX (MIPEIOCTABICHHBIX) YIIOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM
HCMOJIHUTEJIbHOM BJIACTH B OTHOIIEHWH ITPOU3BOACTBEHHOM TUIOIIAIKK PETUCTPUPYEMOTO JIEKAP CTBEHHOTO
npernapara, B ciiydae, €Clid MPOU3BOJICTBO JIEKAPCTBEHHOTO Iperapara ocyuiecTBisieTca B Poccuiickoi
denepanuu;

Wnpopmanust 06 M3MEHEHHSX:

Ilynxkm 4 usmenen c 1 sneaps 2021 a. - @edepanvhwiii 3axon om 27 dexaops 2019 2. N 478-D3

CMm. npeowbloywyro peoakyuio

4) KOIUIO TMPEIOCTABICHHON YITOJIHOMOYCHHBIM OpPraHOM CTPaHbl NMPOU3BOIMTENS JUIICH3UH Ha
MTPOM3BOICTBO JICKAPCTBEHHOTO TIperapara u ee MepeBojl Ha PyCCKUM SI3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM
MOpPSIJIKE, a TakXKe KOIMHUIO 3aKIFOYCHHS O COOTBETCTBHM IPOM3BOIMTENS JICKAPCTBEHHBIX CPEACTB
TpeOOBAaHUSAM TIPABWJI HAJUICKAIICH TPOU3BOJICTBEHHON MPAKTHUKH, BBIJAHHOTO YIOJHOMOYECHHBIM
denepaabHBIM OpPraHOM HCIOJHHUTEIBHOW BIACTH B OTHOUICHWH MPOW3BOJICTBEHHOW IIJIOMIAIKU
PETUCTPUPYEMOTO JICKAPCTBEHHOTO Iperapara, Wi KOIHIO PEIICHUs! YIOJTHOMOYEHHOTO (eneparbHOro
OpraHa HWCIOJHHUTEIBHOW BJIACTH O TPOBEICHHHM HWHCIIEKTUPOBAHUS TTPOM3BOAMTEINS JIEKAPCTBEHHBIX
CpEe/ICTB, B Clly4dae, €CJM MPOW3BOJCTBO JICKAPCTBEHHOTO Iperapara OCYIIECTBISIETCS 3a MNpeaeiaMu
Poccuiickoit @eaeparnuu;

5) IPOEKT WHCTPYKIIUHU TI0 MEAUITUHCKOMY IMPHUMEHEHUIO JICKAPCTBEHHOTO TIpernapara, CoaepsKamien
CIICIYIOIIINE CBEIICHHS:

a) HaMMEHOBaHWE JIGKAPCTBEHHOrO mpemnapara (MEXIyHapoJAHOE HENAaTeHTOBAHHOE, WM
IPYINITUPOBOYHOE, MIIH XUMUYECKOE U TOPrOBOC HAUMCHOBAHHS );

0) nekapcTBeHHas opMa C yKa3aHHEM HAaUMEHOBAaHHI W KOJMYECTBEHHOTO COCTaBa JICHCTBYIONINX
BEIICCTB M KaY€CTBEHHOTO COCTaBa BCIIOMOTATENILHBIX BEIIECTB (P HEOOXOIUMOCTH KOJHMUYECTBEHHOTO
COCTaBa BCIIOMOT'aTeIIbHBIX BEUIECTB);

B) OITMCAHME BHEITHETO BUJIA JICKAPCTBEHHOTO TIpernapara Jjisi MEIUIIMHCKOTO IIPUMECHEHUS;

T) U3MKO-XUMUYECKHE CBOWMCTBA (IIs1 paariodhapMaIieBTHYECKHUX JICKAPCTBECHHBIX IIPENapaToB);

1) (dapMakoTeparnieBTUYeCKas TpyIma, KOJ JICKAPCTBEHHOTO Iperapara JUlsi MEIUIUHCKOTO
MPUMEHEHHsSI TI0 aHATOMO-TEPANCBTUYCCKO-XUMHUYECCKOH Kiaccu(uKaluu, peKOMEHI0BaHHONW BceMupHoii
OpraHu3aluet 3paBoOXpaHeHUs], WK yKa3aHue "TOMEONarnyecKuii JJIeKapCTBEHHBIN nipenapar”;

e) dapmakoguHamMuka WU (papMakOKMHETHKa (32  HCKIIOYCHHEM  (hapMaKOKHHETUKH
TrOMEOTaTHYECKHX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPEMapaToB);

) TMOKa3aHus Ui IPUMEHEHHUS,

3) MPOTUBOTIOKA3aHUS JUI IPUMEHEHHUS,

1) MEpHBI MPEI0CTOPOKHOCTU TP IPUMEHEHHH,

K) yKa3aHH€ BO3MOXXHOCTH U OCOOCHHOCTEH MpPHUMEHEHMs IJIEKapCTBEHHOIO Ipermapara i
MEIMIIMHCKOTO TPUMEHEHHUS OepeMEHHBIMU IKCHIIMHAMH, JKCHIIMHAMH B TIEPUOJ  TPYIHOTO
BCKapMIIUBaHUS, JETbMH, B3POCIBIMU, MIMEIOIIUMHU XPOHUYECKHE 3a00ICBAaHUS;

7) peXUM JO03UPOBAHUS, CIIOCOOBI BBEACHUS U MPUMEHEHHs], TP HEOOXOJAUMOCTH BpeMsl MpuemMa
JIEKapCTBEHHOTO Tpernapara Jjisi MEIUIIMHCKOTO TPUMEHEHHUS, MPOJIOKUTEIHHOCTD JICYCHUS, B TOM YHUCIIe
y IETeH 10 ¥ MOCJe OJTHOTO TO/Ia;
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M) BO3MOJKHBIE HEKEJIaTeJbHBIC PEaKUWH TMpH MPUMEHEHHH JICKAPCTBEHHOTO IMperapara Juis
MEIUIIMTHCKOTO TPUMEHECHHUS;

H) CUMITOMBI IEPEI03UPOBKH, MEPHI 110 OKa3aHHUIO MOMOIIHU TPH TEPEI03UPOBKE;

0) B3aUMOJICHCTBHUE C APYIMMH JEKaPCTBEHHBIMU IpeTapaTaMu u (WIJIK) MUIIEBBIMH MTPOIYyKTaMU;

1) GOPMBI BBHIITYCKa JIEKAPCTBEHHOTO Mperapara;

p) ykazaHue (IpU HEOOXOAMMOCTH) OCOOEHHOCTEH JEeHCTBUS JIEKAPCTBEHHOTO IIperapara s
MEIUIIMTHCKOTO TPUMEHEHHS IIPY TIEPBOM IIPUEME WIIH TIPU €T0 OTMEHE;

c) onucanue (TpuU HEOOXOIMMOCTH) JAEHCTBHH Bpada (Qenpamepa) ¥ (WiIHM) MalMeHTa MpH
IIPOIlyCKE MpueMa OJHOW WM HECKOJIBKMX JI03 JIEKAPCTBEHHOIO IIpernapara s MEAULHUHCKOTO
NIPUMEHEHHS;

T) BO3MOXKHOE BIHUSHHE JICKAPCTBEHHOTO TMIpenapara /Uil MEJUIIMHCKOTO TPUMEHEHHS Ha
CTIIOCOOHOCTP YIPABIATH TPAHCTIOPTHBIMHU CPEJICTBAMHU, MEXaHU3MaMH;

y) CpPOK TOJHOCTM M YKa3aHHWE Ha 3alpeT INPUMEHEHHUs JIEKapCTBEHHOIo Ipenapara i
MEIUIITHCKOTO MTPUMEHEHHS TI0 UCTEYCHNH CPOKA TOTHOCTH;

&) ycnoBust XpaHEHUS;

X) yKazaHue Ha HEOOXOJAMMOCTh XpaHEHHs JIEKAPCTBEHHOIO IIpernapara Uil MEIUIIMHCKOTO
MIPUMEHEHHsSI B MECTaX, HeOCTYITHBIX IS IETeH;

1) ykazaHue (Ipu HEOOXOAMMOCTH) CIEHUAIbHBIX MEp MPEeI0CTOPOKHOCTH MPU YHUUTOXKEHUU
HEWCIIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPEMapaToB ISl MEAUIIMHCKOTO MTPUMEHEHHS,

Y) YCIIOBUS OTITYCKa;

) HANMEHOBAHWS W aJpeca MPOW3BOJCTBEHHBIX IUIOMIAJOK IMPOU3BOMUTENS JIEKAPCTBEHHOTO
npernapara;

1) HaMMEHOBaHME, aJpeC OpraHu3alM, YIOJIHOMOUYCHHON Jep)KaTeleM WIH BIaJelIbLeM
PETUCTPALMOHHOIO yIOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipenapara Julsi MEIMLMHCKOIO NPUMEHEHHUs Ha
MPUHATUE IPETEH3UIN OT OTPEOUTEIS;

6) MHCTPYKLUIO 10 MEIUIMHCKOMY MPUMEHEHHMIO MM KPaTKyK XapaKTEepUCTHKY JIEKapCTBEHHOIO
Ipernapara, yrBep:KJICHHbIE B CTPaHe IIPOU3BOJUTENS;

7) NPOEKThl MAaKETOB NEPBUYHOMN YNAKOBKM M BTOPMYHOM YIAKOBKU JIEKAPCTBEHHOI'O Ipenapara
JUIL METULIMHCKOTO IIPUMEHEHHUS;

8) HpoeKT HOPMAaTWBHOM JOKYMEHTAlMM WJIM HOPMAaTHBHOIO JIOKYMEHTa Ha JIEKapCTBEHHBIN
Ipernapar JUisi MEAULIMHCKOTO TPUMEHEHUs JTM00 yKa3aHue COOTBETCTBYIOIIEH (hapMakOIIeHHON cTaThu;

9) moKyMeHT, coiep:Kalii HHPOPMALMIO O HAJTMYUU WIM 00 OTCYTCTBHM (DAaKTOB pEerucTparuu
JIEKapCTBEHHOTO IIpernapara JUlsi MeIMIMHCKOrO IpUMEHeHus 3a npenenamu Poccuiickoit @enepanuu;

10) komuu OOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIEHHOM IOPSAJKE W IOATBEPXKAAOUIMX (PAKT
pEerucTpaluy JIKapCTBEHHOIO IIpernapara B MHOCTPAHHBIX TOCYAapcTBaX B KayecTBe Op(aHHOIO
JIEKapCTBEHHOTO Ipernapara;

11) mnnan ynopaBieHUs pUCKaMM sl OMOJIOTMYECKMX JICKApCTBEHHBIX IpernaparoB Juis
MEIUIMHCKOTO TPUMEHEHHUS;

12) nokymeHT o cucreme (apMakoHaa30pa JiepxkKaress WIM BiaJesblla PErucTParMOHHOIO
YIOCTOBEPEHUS JIEKapCTBEHHOTO Mpernapara;

13) MOKYMEHT, MOATBEPXJAOIIMIA KAauyecTBO JIEKAPCTBEHHOIO Ipernapara TpeX MPOMBIIUIEHHBIX
cepuil (ITPOTOKOJI aHAJIM3a WIM CEPTHU(PUKAT aHAIN3a), OJJHA CEpUsi KOTOPOTO JIOJKHA COBIMAJATh C CepUei
oOpa3la JIeKapCTBEHHOTO Mperapara Ui MEIUIMHCKOTO IMPUMEHEHMs, MpPEeACTaBICHHOIO Ha
rOCYIapCTBEHHYIO PETHCTPALIMIO.

Wudopmanus 06 U3MEHEHUAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 uacme 5 cmamvu 18 Hacmoswezo
DedepanbHo20 3aKOHA UNONHCEHA 8 HOBOU pedaryuu, ecmynaroueti ¢ cuny ¢ 1 ausapsa 2016 2.

Cm. mexcm yacmu 6 npeovloyujell peoaxyuu
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5. Paznen xumuyeckoil, (apMalnieBTUYECKON W OMOJOTMYECKOM NOKYMEHTAIMH BKIIIOYAeT B ceds
JTOKYMEHTBI, cojiepikamue nHpopMamio o GapMaleBTHUECKON CYyOCTaHIIMU M JIEKAPCTBEHHOM Ipernapare
JUIE MEIMLUHCKOIO IPUMEHEHHUS, MPOLIECCE €ro IMPOU3BOJACTBA M METOJAX KOHTPOJS KadecTBa, B TOM
qucie:

Wnpopmanust 06 M3MEHEHUSX:
Ilynkm 1 uzmenen c 28 oexaops 2019 e. - Dedepanvusiii 3axkon om 27 oekabps 2019 2. N 462-D3

CMm. npeodwbloywyro peoakyuio

1) komuio [OKyMEHTa, COJAEpKaIlero cieayomyo uHpopMamuioo o (apManeBTUYECKOM
cyOcTaHmy Wik (GapMaIeBTHUYCCKUX CyOCTaHIUSAX, BXOSIINX B COCTaB JICKAPCTBEHHOTO Iperapara, 3a
UCKITIOUeHHeM HHpopMammu o (apManeBTHUSCKUX CYOCTaHIUSAX, BKIIOYCHHBIX B TOCYIApPCTBCHHBIN
peecTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO cTaThel 34 Hacrosuiero denepaibHOro 3aKoHa:

a) HauMeHoBaHue (hapMaIeBTUUYECKOM CYOCTaHIINH, €€ CTPYKTypa, 00II1e CBONCTBA;

0) HauMEHOBaHUE U aJIpeC MPOU3BOIUTEIS;

B) TEXHOJIOTHS MPOW3BOJACTBA C OIMMCAHUEM CTAJMi MPOU3BOJCTBA M METOJOB KOHTPOJISI Ha BCEX
CTQ/IASIX TIPOU3BOJICTBA;

T') ONMCaHKE pa3pabOTKH Ipoliecca MPOU3BOJICTBA;

1) ONTUCAaHUE KOHTPOJISI KPUTHICCKUX CTAIMH MPOU3BOJICTBA U MTPOMEKYTOTHOU TTPOTYKITHH;

€) TOKYMEHTaJIbHOE TIOITBEPKACHHE (BaJIMIAIHSI) TIPOLIECCOB | (MJTN) MX OIICHKA;

’K) CBOMCTBA M CTPYKTYypa JACHCTBYIOIIHNX BEIIECTB;

3) XapaKTepUCTUKA TIPUMECEH;

1) crenudukanus Ha GapMaIeBTHISCKYIO CyOCTaHIIMIO U ¢ 000CHOBaHMUE,

K) aHAJIUTUYECKHE METOJUKH, HCIHOIb3yeMble IPU OCYIIECTBICHHUH KOHTPOJIS KayecTBa
(hapmareBTHYECKOI CyOCTaHINY;

J) TOKYMEHTaJIbHOE MOATBEp:KACHUE (BajuAalvs) aHAJTUTUUYECKHX METOJUK, MCHOIb3yeMbIX MPHU
OCYIIIECTBJIEHUU KOHTPOJIS KadecTBa (papMalieBTHUECKOM cyOCcTaHInu;

M) pe3yNIbTaThl aHAIKM3a cepuil (hapMarieBTHIECKOM CyOCTaHIINH;

H) NepeYeHb CTaHAapPTHBIX 00pa3lloB UM BEIIECTB, UCIOIb3yeMbIX IIPU OCYILIECTBICHUH KOHTPOJISI
KauecTBa;

0) OTHCAHNUE XapaKTEPUCTUK U CBOICTB YIIAKOBOUHBIX MAaT€pUAJIOB U YKYIIOPOUYHBIX CPE/ICTB;

1) JaHHBIC O CTAOMJIBHOCTH (hapMalleBTUUECKON CyOCTaHIINM;

P) CPOK FOJTHOCTH;

Wudopmanus 06 n3MeHEHUAX:

Yacmo 5 oonoanena nynkmom 1.1 ¢ 28 oexabps 2019 . - @edepanvhuiii 3axon om 27 dexkaops 2019 a.
N 462-D3

1.1) B oOTHOIIEHWH (apMaleBTHUCCKUX CYOCTaHIIMI, BXOISIIMX B COCTaB JICKAPCTBEHHOTO
npernapara ¥ BKJIFOYCHHBIX B TOCYIApCTBCHHBIH pPEECTp JICKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO
crarbeil 34 Hacrosmiero @denepasibHOTO 3aKOHA, - KOMHUS JIOKYMEHTA, COJCPIKAIICTO CICAYIONIYIO
nHpOpMaIIo:

a) HaUMeHOBaHue (apMalleBTUUECKON CYOCTaHIIMHU, ee CTPYKTypa, 00IIue CBOMCTRA;

0) HaMMEHOBAHUE U a/IpeC MTPOU3BOIUTEIS;

B) pe3yNbTaThl aHaIN3a cepuil hapMalieBTHUECKON CyOCTaHIINM;

T') CPOK TOJTHOCTH;

2) JOKYMEHT, CO/Iep Kallliil Cleyrolne CBeJeHNs O JIEKApCTBEHHOM IIpernapare JUlsi MEAULUHCKOTO
MPUMEHEHHUS:

a) OTMCaHUE U COCTaB JIEKAPCTBEHHOT'O Mpenapara JUlsi MEAULIMHCKOTO PUMEHEHHMS;

6) omucanue (apMmaleBTHYeCKo pa3paboTku (00OCHOBaHHE BHIOOpa COCTaBa, MEPBUYHOM
YIIaKOBKH M UHOTO);

B) TEXHOJIOTHMsI IPOM3BOJACTBA C OMMCAHUEM CTaJHUi MPOU3BOJACTBA U METOJIOB KOHTPOJIS Ha BCEX
CTaJUsIX IPOU3BOJICTBA;
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I) ONHMCAHWE KOHTPOJISI KPUTHUYECKUX CTaJui Ipouecca IMPOU3BOJACTBA U IPOMEKYTOUHOMN
IIPOYKIHH;

1) HAUMEHOBAaHHUE U aJpec MECTa OCYLIECTBIECHUS MPOU3BOJICTBA JIEKAPCTBEHHOIO Ipenapara s
MEAMIMHCKOTO MpPUMEHEHUs (B ciydae HaJIW4Yus HECKOJIbKUX YYaCTHHKOB IIpolecca MPOM3BOJICTBA
HEOOX0IMMO yKa3aTh KaKJOTO U3 HUX);

e) hapmareBTHYECKast COBMECTUMOCTB;

) MUKpOOHOJIOTUYECKNE XapaKTEPUCTUKU;

3) MaTepuabHbIN OajJaHC JUIsl IPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;

1) ONMCAHUE XapaKTEPUCTUK U CBOWCTB yIIAKOBOYHBIX MATEPUAJIOB U YKYITOPOYHBIX CPEICTB;

K) TOKYMEHTAJIHHOE MOATBEPKICHNE (BaTHIAIIMS) POIIECCOB MTPOU3BOJICTBA U (MJIM) UX OIICHKA;

1) TpeOOBaHMS K KayecTBY BCIIOMOTaTENIbHBIX BELIECTB (cepTuduKar, crneurdukanus Ha
BCIIOMOTaTeIbHbIE BEIIECTBA U UX 000CHOBAHUE);

M) AaHaJUTHYECKHE METOJMKH, MWCIOJIb3yeMble IIPU OCYIIECTBIEHUM KOHTPOJIS KadecTBa
BCIIOMOT'aTeJIbHbIX BEIIECTB;

H) JTOKYMEHTaJIbHOE MOATBEPK/IEHUE (Baluaalus) aHAIUTUYECKUX METOJMK, UCIOJIb3YEMbIX MpU
OCYIIECTBJIEHUU KOHTPOJISI KAYECTBA BCIIOMOTATENIbHBIX BEIIECTB;

0) uHpopMaius 00 HCIOJIB30BAaHUU BCIIOMOTATEIbHBIX BEIIECTB YEJIOBEYECKOTO U KHUBOTHOTO
MIPOUCXOXKICHHUS;

1) “Hpopmanus 00 UCIOIb30BaHUU HOBBIX BCIIOMOTaTeIbHBIX BEIIECTB;

p) TpeOoBaHMs K KadecTBY JIEKQpCTBEHHOTO IIpernapara i MEAUIMHCKOIO MPUMEHEHUS
(cepTudukar, cnenurdukanys Ha JEKapCTBEHHBIN Npernapar u uX 000CHOBAaHUE);

C) AaHWINTHUYECKUE METOJIUKH, MHCIOJIb3yeMble TIPH OCYIIECTBICHUU KOHTPOJIA KayecTBa
JIEKApCTBEHHOTO ITpernapara JUlsi MeIMIUHCKOTO IPUMEHEHNUS;

T) JOKYMEHTQJIbHOE MOJTBEPXKJICHHE (BaIMAaLUsA) aHATUTUUECKUX METOJUK, UCIOIb3YEMbIX MpPHU
OCYILECTBJIEHUH KOHTPOJISI KaueCTBa JICKAPCTBEHHOTO Mpenapara Al MEAULMHCKOTO IPUMEHEHMS,;

y) pe3yabTaThl aHAJIM30B CEPHIi JIEKapCTBEHHOIO Ipernapara i MeIUIMHCKOTO IPUMEHEHUS;

() xapakTepucTuka MpuMeceii;

X) MepedeHb CTaHJApTHBIX OOpa3LlOB, MCHOJIb3YEMbIX NPH OCYILECTBIEHUM KOHTPOJS KayecTBa
JIEKapCTBEHHOTO Ipernapara JUlsi MeIMIIUHCKOTO IPUMEHEHNUS;

11) JaHHbIE O CTAOUIILHOCTH JIEKApPCTBEHHOTO ITpenapara Julsi MEAULMHCKOTO IPUMEHEHHUS.

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-@3 uyacme 6 cmamvu 18 Hacmosweco
DedepanvbHo2o 3aKOHA URN0NCEHA 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 aueaps 2016 é.

Cm. mexcm uacmu 6 npeovloyujeli pedaxKyuu
6. Pa3znen (hapMakoJIOrHYeCcKOi, TOKCUKOJIOTUYECKOW JOKYMEHTAIMU BKIIFOYAET B Ce0Sl OTYETHI O
pe3ynbrarax JOKIUHUYECKUX UCCIEI0BAaHUI JIEKAPCTBEHHOTO CPEICTBA Il MEIUIIMHCKOTO MPUMEHEHUS,
B TOM YHCJIE:
1) oTdet 0 (hapMaKOIMHAMHUYECKUX UCCIICIOBAHUSAX;
2) oTueT 0 (hapMaKOKUHETHYECKIX UCCIIEIOBAHUSIX;
3) OTYET O TOKCUKOJIOTUYECKUX UCCIIEIOBAHUSX.

Wudopmanus 06 U3MEHEHUAX:

Deodepanvrvim 3akonom om 22 dexaops 2014 o. N 429-D3 cmamvs 18 nacmosweco Dedepanvroco
3aKOHA 0ONONHeHa wacmvio 7, scmynaiowell 6 cuny ¢ 1 aueaps 2016 a.
7. Pa3nen KIMHUYECKOW JOKYMEHTAIlMU BKIIIOYAeT B ceOs OTUETHI O Pe3yiabTarax KIMHHYECKHX
WCCIIEI0BAHMM JIEKAPCTBEHHOTO MTpenapara Jyisi MEIULIMHCKOTO IPUMEHEHHUS, B TOM YHUCJIE:
1) ordersl 00 wucClIETOBaHHUIX OHOJOCTYMHOCTH M OWOIKBUBAJCHTHOCTH, HCCIICIOBAHMUSIX,
YCTaHABIUBAIOIINX KOPPEISIUIO PE3YETATOB, OJYYSHHBIX B YCIOBHUSAX in Vitro  in vivo,
2) oTueThl 0 PapMAKOKHHETHUECKUX HCCIIEIOBAHUSIX;
3) oTtueTsl 0 papMaKOAMHAMUYECKUX UCCIIEIOBAHUSIX;
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4) 0TYETHI O KIMHUYECKUX UCCIIENOBAHMX 3(D(HEeKTUBHOCTH U 0€3011aCHOCTH;
5) OTUeT 0 NOCTPEruCTPALIMOHHOM OIBITE IPUMEHEHUS (IIPU HAIUYUK).

Wupopmanust 006 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexkaops 2014 e. N 429-D3 cmamvs 18 nacmosweco Dedepanvroco
3aKOHa 0ononHena ywacmoio 8, scmynarowell 6 cuny ¢ 1 ausapsa 2016 e.
8. TpeboBanusi k 00beMy HHPOPMALIHH, MTPEAOCTABISIEMOM B COCTABE PErHMCTPAIMOHHOTO JOCHE,
JUISE OTIICJIBHBIX BHJIOB JIGKAPCTBEHHBIX IPETApaToB IS MEIUIIMHCKOTO MPUMEHCHUS yCTaHABIHBAIOTCS
YIIOJTHOMOYEHHBIM (pefiepaibHBIM OPTaHOM HCIIOJTHUTEIHHON BIIACTH.

Wnpopmanust 06 H3MEHEHHSX:
Yacmo 9 usmenena c 1 mapma 2020 e. - Dedepanvusiii 3akon om 27 dekabps 2019 2. N 475-D3

CMm. npeodwbloywyro peoakyuio

9. B oTHOIIEHUH JIEKAPCTBEHHBIX MPENApPaToOB, Pa3pelIEHHBIX Ui MEIUIUHCKOIO MPUMEHEHHS B
Poccuiickoit ®enepanuu Oornee ABaALATA JIET WU B OTHOIICHHH KOTOPBIX HEBO3MOXKHO IIPOBENICHUE
UCCIIEIOBAaHUN UX OMOAKBUBAJIEHTHOCTH (32 UCKIIIOUEHUEM OMOJIOTUYECKUX JIEKAPCTBEHHBIX MpEnapaToB),
JIOTIyCKaeTcsl BKIIOYEHHE B COCTaB pasfesia (papMaKoJIOTHYeCKOH, TOKCUKOJIOTMYECKOW JOKYMEHTAlUH U
paszena KIMHUYECKOM JOKYMEHTAallMM BMECTO OT4eTa pa3paboTyvKa O pe3ylbraTax COOCTBEHHBIX
JNOKJIIMHUYECKUX MCCIIE0BaHUM JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX HMCCIEOBAaHUI JIeKapCTBEHHBIX
[pernapaToB Juis MEAUIIMHCKOTO NMPUMEHEHHs] 0030pa HaydHBIX pabdoOT O pe3ynbraTax JOKIMHUYECKUX
UCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKHX HCCIEOBAaHUN JaHHBIX JIE€KapCTBEHHBIX
MIpernapaToB, B TOM YKCJI€ BKJIIOYAs OTBIT UX MOCTPETUCTPALIMOHHOTO TPUMEHEHHS.

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 o. N 429-D3 cmamvs 18 nacmosweeco Dedepanvroco
3akoHa donoanena wacmoio 10, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

10. Ilpu rocygapCTBEHHOW pErucTpaluud BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPEnapaToB IS
MEIMIIMHCKOTO TPUMEHEHHUS JIONMYCKAaeTCs BKIIOYEHHE B COCTaB pasfena (hapMaKoJIOTUYECKOH,
TOKCUKOJIOTHYECKOM TOKyMEHTAIlUHU U pa3jiesia KIMHUYECKON JOKYMEHTAllUU BMECTO OT4YeTa pa3paboTuuka
0 pe3ynbTaTax COOCTBEHHBIX IOKIMHUYECKUX HCCIETOBAHHUM JIEKAPCTBEHHBIX CPEACTB 0030pa HayyHBIX
paboT o pesynbraTax JAOKIMHUYECKUX HCCIeAOBaHUN pedepeHTHOro JIeKapCTBEHHOIO Ipemnapara u
MPEJCTaBICHUEe BMECTO KIMHUYECKUX HCCIEOBAaHUII B IOJHOM OObEMe, YCTaHOBJICHHOM Da3leioM
KIIMHUYECKOM  JOKyMEHTAllMd, OT4YeTa O  pe3yiabrarax HCCIEJOBaHHN  OMOSKBHBAJICHTHOCTH
BOCITPOM3BE/ICHHOTO JIEKAPCTBEHHOIO Ipernapara Juis MeTUIMHCKOro mnpuMmenenus. He TpeOyercs
MpeJCTaBICHUe OT4YeTa O pe3yabTarax HWCCIEIOBaHUM OMOIKBUBAJIEHTHOCTH BOCHPOU3BEACHHOTO
JIEKapCTBEHHOTO TMpernapara A MEAUIIMHCKOTO MPUMEHEHHUSI, €CTIM PETUCTPUPYIOTCS BOCIPOU3BEICHHBIC
JIEKapCTBEHHBIE MPenaparsl Ui MEAUIIMHCKOTO IPUMEHEHHSI, KOTOPHIE:

1) mpenHa3zHaueHbl Ui MAPEHTEPAIBHOTO (IIOJKOXKHOTO, BHYTPHUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHUIIOIIOCTHOTO,  BHYTPHCYCTaBHOTO,  BHYTPHKOPOHAPHOTO)  BBEACHUSA H
MIPEJCTABISIIOT CO00M BOJHBIE PACTBOPHI;

2) NpenCcTaBIsIOT COO0N PacTBOPHI AJIsl IEPOPATHLHOTO TPUMEHEHUS;

3) mpousBenieHbI B (popMe MOPOIIKOB HITH JIMO(DUIU3ATOB ISl IPUTOTOBICHHS PACTBOPOB;

4) ABIAIOTCA Ta3aMu;

5) SBNAIOTCS YIIHBIMU WU TTIA3HBIMH JIEKAPCTBEHHBIMU MpenapaTaMu, MPOU3BEICHHBIMHA B opme
BOJHBIX PACTBOPOB;

6) mpeqHa3HAUEHBI ISl MECTHOTO MPUMEHEHHS U TIPUTOTOBIIEHBI B (POpPME BOJIHBIX PACTBOPOB;

7) mpenctaBisioT coboil BOAHBIE pacTBOPHI IS UCTIONB30BAaHUS B (JOPME UHTAIALUN C TIOMOIIBIO
HeOynaii3epa WK B Ka4eCTBE Ha3aIbHBIX CIIPEEB, MPUMEHSIEMBIX C TIOMOIIBIO CXOJIHBIX YCTPOUCTB.

Wudopmanus 06 U3MEHEHUAX:
Yacmw 11 usmenena c 22 dexabpa 2020 . - @edepanvhsiii 3akon om 22 dekabpsa 2020 2. N 444-D3
Cm. npedvloywyio pedakyuio
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11. [Jns cmydaeB, yka3aHHbIX B nyHkrax | - 3, 5 - 7 wactm 10 HacTosimiedt crarbu,
BOCIIPOU3BE/ICHHBIN JIEKAPCTBEHHBIN Mpenapar Jyisi MEAUIIMHCKOTO TPUMEHEHUS IOJDKEH COJIepKaTh TaKue
K€ BCIIOMOTATEJIbHBIC BEIIECTBA B TAKUX )K€ KOJMUECTBAX, KaK U PeePEHTHBIN JIEKAPCTBECHHBIN TIpernapar.
Ecaim  cocraBel  BCIIOMOTaTeNbHBIX — BEIIECTB  Pa3lIMYalOTCsA, 3asABUTENb JOJDKEH IMPEACTaBUTH
JI0Ka3aTeIbCTBA TOTO, YTO KCHOJb3yeMble B JIaHHBIX KOHIICHTPAIMSIX BCIIOMOTATEIbHBIEC BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh W (WiH) 3(P(EKTUBHOCTH JIGKAPCTBEHHOTO Nperapara JUisi METUITUHCKOTO
npuMeHeHus. B citydae, ecnu 3asBUTENb HE MOKET MPEJACTABUTh TaKUE JOKA3aTEIbCTBA U (MJIM) HE UMEET
JOCTYIa K COOTBETCTBYIOIIUM JaHHBIM, OH JIOJDKEH MPOBECTH COOTBETCTBYIOIIHME HWCCICIOBAHUS IS
JIOKa3aTeIbCTBA OTCYTCTBUSI BIIHMSHUSI Pa3HbIX BCIIOMOTATEIBHBIX BEIIECTB WJIM BCIIOMOTATEIbHBIX
YCTPOUCTB Ha Oe3omacHOCTh M (Miu) 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO MperapaTra Ajsi MEAUIIMHCKOTO
MIPUMEHEHUSI B COOTBETCTBUH C aKTaMH, COCTABJISIONIUMU MTpaBo EBpa3uiickoro 5KOHOMHYECKOTO COH3a.

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexaops 2014 e. N 429-D3 cmamvs 18 nacmosweco Dedepanvroco
3aKoHa oononnena ywacmoio 12, ecmynaroweti 6 cuny ¢ 1 saneaps 2016 e.

12.  Tlpu rOCYymapCTBEHHOW pETHUCTpAllMd  KOMOMHAIIMH  paHee  3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENapaTroB JIjs MEJUIIMHCKOTO NMPUMEHEHHS JIOMYCKaeTCsl BKIIOUEHHE B COCTaB pazfelia
(hapMaKoJIOTUYECKON, TOKCUKOJIOTHYECKON JOKYMEHTAIMH U pa3ziesia KIMHUYECKON JOKYMEHTAllUU BMECTO
oTyeTa pa3zpaboTuMKa O pe3yabTarax COOCTBEHHBIX JOKIMHUYECKUX HCCIEIOBAHUN JIEKapCTBEHHBIX
cpeAcTB 0030pa HayyHbIX pabOT o pe3ylabrarax JdOKIMHUYECKUX HCCIeA0BaHUN pedepeHTHBIX
JIEKapCTBEHHBIX IPENaparoB, BXOAALIMX B COCTaB KOMOWHAIMU JIEKApPCTBEHHBIX IpenaparoB, U 00
OTCYTCTBHMM UX B3aWMOJIEUCTBUS B OJJHOU JIeKapCTBEHHOU hopme.

Wudopmanns 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexaops 2014 e. N 429-D3 cmamvs 18 nacmosweco Dedepanvroco
3aKkoHa dononnena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

13. Ha »skcmepTusy pa3MyHBIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO € JIEKAPCTBEHHOTO
mpernapara s MEIUIUHCKOTO TPUMEHEHUs 3asBUTEIb MPEACTaBIsSeT OTACIbHBIC 3asBICHUS U
pErucTpaMoOHHbIE 10Che Ha KXyl JIeKapcTBeHHYI0 (Gopmy. Ilpu ycmoBuu oJHOBpEeMEHHOM Mojauu Ha
AKCHEPTU3Y OJHOM JeKapCTBEHHOW (OPMBI C pa3IMYHBIMU JO3UPOBKOW, KOHIIEHTpauueil, o0beMoM
3asiBUTEIIb MPEACTABIIAET OJHO 3asBJICHHE U PETUCTPALMOHHOE JIOChE C MPUIIOKEHUEM MAKETOB YIIaKOBOK
Ha KaXIYI0 JO3UPOBKY, KaXAyI0 KOHIIEHTPAIUIO, KK bl 00bEM U Ka)KJI0€ KOJIMYECTBO JI03 B YIIAKOBKE.

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3akonom om 22 dexaops 2014 e. N 429-D3 cmamovs 18 nacmosweco Dedepanvroco
3aKoHa dononnena wacmoio 14, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
14. Ilpu rocymapcTBEHHOW perucTpauuud op(haHHOTO JIEKApCTBEHHOTO Ipernapara 3asBUTENb
npeacTanisieT HHGopMaINIo, He0OX0UMYI0 At GOPMUPOBAHUS pa3fiesia KIMHUYECKOW JOKYMEHTalllH, B
o0beme, yCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (peiepaabHbIM OPraHOM UCHIOJHUTENLHOM BIACTH.

Wudopmanus 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 o. N 429-D3 cmamvs 18 nacmosweco Dedepanvroco
3aKoHa dononnena wacmoio 15, ecmynaroueti 6 cuny ¢ 1 sneaps 2016 e.

15. Ilpu peructpauuu OHOJIOTHYECKOTO JIEKAPCTBEHHOIO Ipernapara, MOJYyYeHHOIo U3 KpOBH,
IUTa3Mbl KPOBM YEJIOBEKa, B COCTaBE PErMCTPALMOHHOIO JIOChe Ha JIEKapCTBEHHBIM Mpenapar ajs
MEIUIIMHCKOTO TPUMEHEHUS JJOJKHBI ObITh MPECTABIEHbI JOMOJHUTEIBHO!

1) B paznene JOKYMEHTAllMM aJMUHUCTPAaTUBHOIO XapakTepa JOKYMEHT, COJeprKallui
nHpOpMaLII0 0 cyObeKkTax oOpalleHHsl JOHOPCKOW KpOBM W (MJIM) €e KOMIIOHEHTOB, O TOM, IJe ObuLia
OCYyILECTBJIEHa JoHaUMsa (KpoBM W (MIM) IJIa3Mbl KpPOBH), a TakXke JaHHble 00 HH(EKIMOHHBIX
3a00JIeBaHUAX, TEpealoIUXCs IMapeHTepaJbHbIM IyTeM, HHpopMmamus o cyObekrax oOpalieHus
JIOHOPCKOM KpOBH M (WJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHHM KOTOPBIX OCYIIECTBISIETCS KOHTPOJb
JIOHOPCKOM KpPOBHU U (WUJIM) €€ KOMIIOHEHTOB;

2) B pazaene XUMHUECKOH, (papMalieBTHUECKON 1 OMOIOTHYECKOM TOKYMEHTAIMH:
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a) KpUTEpUHu U crocoObl 0TOOpa, TPAHCTIOPTUPOBAHUS U XPAHEHHS JTOHOPCKOW KPOBH M (WIJIH) ee
KOMIIOHEHTOB;

0) pe3y/bTaThl MCCIeOBaHUN OTOOPAHHBIX JOHOPCKOW KPOBU M (MJIM) IJIa3Mbl KPOBU M IYJIOB Ha
HaM4Yue BO3OyauTenell WHQEKnwid, BKIo4as WHPOpPMAUUI0 00 WCIOJNB30BAaHHBIX  METOIUKaX
UCCIIEIOBAaHUM M B CIy4yae MCCIEAOBaHUs IyJIOB IUIa3Mbl KpPOBHU pe3YJbTaThl JOKYMEHTAJIbHOTO
MOJITBEP K IEHUS (BaJIMAllMK) UCTIOJIb30BAHHBIX METOIUK;

B) TEXHHUYECKUE XapPAKTEPUCTUKU YITAKOBKHU JUIA 0TOOpa JOHOPCKOM KPOBU M (MJIM) TUTa3MBI KPOBH,
BKJTIOUasi HHPOPMAIHIO 00 MCIOIh30BaHHBIX PACTBOPAX AaHTUKOATYISTHTOB.

Wnpopmanust 006 H3MEHEHHAX:

Deoepanvrvim 3akonom om 22 dexaops 2014 e. N 429-D3 cmamvs 18 nacmosweco Dedepanvroco
3aKoHa oononHena ywacmoio 16, ecmynarowei 6 cuny ¢ 1 saneaps 2016 e.
16. KnmuHuueckue HcclieoOBaHUs JIEKApCTBEHHOTO Tpenapara JUisi MEIUIIMHCKOTO NMPUMEHEHUS B
LeJIIX €ro TOCYIapCTBEHHOW peructpauuu npoBojsarcs B Poccuiickoit denepauni B MOPSIKE,
YCTaHOBJIEHHOM cTaThsiMu  38-44 Hactosmero ®enepaibHoro 3akoHa. OT4eT O MPOBEIEHHBIX
MCCTIEIOBAHMSIX BKIIFOYACTCSl B COCTAB paszfielia KIMHUYECKOU JOKYMEHTAIUU PETUCTPAIMOHHOTO JI0ChE Ha
JIEKapCTBEHHBIA TMpenapar isi MEAWIIMHCKOTO TpUMEHEHMs. [[ns JIeKapCTBEHHBIX TMpPEmapaToB s
MEIUIIMHCKOTO TIPUMEHEHHs, B OTHOIICHWH KOTOPBIX B PE3yIbTare OdKCIEPTH3bl JOKYMEHTOB,
MPEAICTABIICHHBIX IS OTMPEICICHUS] BO3MOXXHOCTH pPacCMaTpUBaTh JIEKAPCTBEHHBIN TMpenapar s
MEIUITMHCKOTO TPUMEHEHUsI B KadecTBEe OpP(aHHOTO JIEKapCTBEHHOTO Mperapara, Takas BO3MOXXHOCTh
NMpU3HaHA W B OTHOIICHWHU KOTOPHIX TMPOBEACHBI KIMHUYECKHE WCCIICIOBAHUS, BBITIOJHEHHBIE 3a
npenenamMu Poccuiickoit @denepaiii B COOTBETCTBUH C MpaBUIaMH HaJUIeKallel 1abopaTopHOI TPAKTUKU
W TpaBWIAMM HaJUIeKaled KINHUYECKOW IPAaKTUKHM, JOIYCKAaeTCs BKIIOYEHHWE B COCTaB paszzena
KJIINHUYECKOM TOKYMEHTAI[UU BMECTO OTYETa O Pe3yJbTaTax KIMHUYECKUX UCCIEA0BAHUMN JIEKapCTBEHHOTO
npemnapara Jyuisi MEIUWIIMHCKOTO TNpPUMEHEHHs, MpoBedeHHbIX B Poccuiickoit ®denepaunun, otdyera o
pe3ynbrarax KIMHUYECKUX UCCIIEI0OBaHM, BBITIOJIHEHHBIX 3a npeaenamu Pocculickoit @enepanuu.

Wudopmanns 06 U3MEHEHUAX:
Yacmo 17 usmenena c 1 ausaps 2021 . - @edepanvruiii 3axon om 27 oexaops 2019 e. N 478-D3

CMm. npeovbloywyro peoaKyuio

17. B ciydae HempeaCTaBICHUS C 3asiBICHUEM O TOCYIapCTBEHHOW pErucTpaluu JeKapCTBEHHOTO
npenapara il MEAUIIMHCKOTO MPHUMEHEHUs TOKYMEHTOB, MOATBEPXKIAIONIMX YIUIATy I'OCyIapCTBEHHOU
MOILJIMHBL W yKa3aHHBIX B nyHkre 10 wactu 2 HacTosmiedl cTaTbu, a TaKXKe BbIJIABAEMBIX
(mpenocTaBnsieMbIX) YIOJIHOMOYEHHBIMH (eiepalibHbIMU OpraHaMH HUCIIOJTHUTEIHHON BIAaCTH TOKYMEHTOB
(cBenmeHuit), yKa3aHHBIX B TMyHKTax 3 U 4 yacTu 4 HACTOSIIEH CTaThH, YIOJIHOMOYEHHBIN (eaepanbHbIN
OpraH HCIIOJIHUTEIbHOM BJIACTU 3allpallliBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHHUs) B MOPSIKE
MEXBEJIOMCTBEHHOTO MH(OPMAIIHOHHOTO B3aUMOJICHCTBHUS.

Wudopmanus 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexaops 2014 o. N 429-D3 cmamvs 18 nacmosweco Dedepanvroco
3aKkoHa dononnena wacmoio 18, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

18. He nomyckaeTcsi HCHIOJB30BaHME B KOMMEPUECKHUX IeNsAX HHpopManuu o pesynbTarax
JOKJIMHUYECKUX HCCIIEIOBAHUI JEKApCTBEHHBIX CPEACTB U KIMHUYECKUX UCCIEIOBAHUN JIEKAPCTBEHHBIX
MpenaparoB s MEIUWLHUHCKOTO TNPUMEHEHHMs, NPEACTAaBICHHOW 3asBUTENEM JJisi TOCYIapCTBEHHOMU
perucTpanuu JIeKapcTBEHHOTO Tpemapara, ©0e3 ero coracus B TEYEHHME IIECTH JIeT C JaThl
rOCyIapCTBEHHOMN peructpamuu pehepeHTHOro JeKapCTBEHHOTO npenapara B Poccuiickoit @enepamuu.

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oexabpsa 2014 2. N 429-@3 cmamua 18 nacmoswezo Dedepanvbrozo
3axona dononneHa yacmoio 19, scmynaroweti 6 cuny ¢ 1 aneaps 2016 e.
19. Jlepxarenp WM BiIaAesel] PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara Ha
OMOTEXHOJIOTUYECKUI MU Op(aHHbIA JIeKapCTBEHHBIN IpenapaTr 00s3aH MPeIoCTaBIsATh Ha BO3ME3THOU
OCHOBE 00pa3ibl pehepeHTHOro JIEKapCTBEHHOIO MpernapaTa 3asBUTENsIM Ul NMPOBEACHUS KIMHUYECKUX
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uccnenoBanuii. CTouMocTh 00pasia pehepeHTHOTO JIeKapCTBEHHOTO Mpernapara, BKIOUEHHOTO B TIEPEUCHb
KU3HEHHO HEOOXOAMMBIX U BAKHEHIINWX JICKAPCTBEHHBIX NPENaparoB, HE JIOJDKHA IPEBHIIIATH
3apEeTUCTPUPOBAHHYIO NPEACIbHYIO OTIYCKHYIO LIEHY Ha pe(epeHTHBIN JIeKapCTBEHHBIN Mpemnapar Wiu
LIEHY Ha JIEKApCTBEHHBIN MIpernapar B CTpaHe MPOU3BOJUTEIIS.

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexkaops 2014 e. N 429-D3 cmamvs 18 nacmosaweeo Dedepanvroco
3akoHa oonoanena ywacmoio 20, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
20. 3asBieHUE O TOCYIAPCTBEHHOW PETHCTPAIMU BOCIPOU3BEACHHOTO JIGKAPCTBEHHOTO Iperapara
JUIS  MEIUIIMHCKOTO TPUMEHEHHSI MOXET OBITh II0JIAaHO B YIIOJTHOMOYECHHBIH (enepanbHbli Oprax
WCTIOJIHUTEIIGHON ~ BIACTH, OCYIISCTBISIONIMK  TOCYIapCTBEHHYIO  PETHUCTPALUI0  JICKAPCTBEHHBIX
MpermaparoB, IO HWCTEYCHWH YETBIPEX JIET ¢ JaThl TOCYIApPCTBEHHOW pErucTpanuu pedepeHTHOrO
JIEKapCTBEHHOTO npenapara B Poccuiickoit @enepanuu.

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexkaops 2014 o. N 429-D3 cmamvs 18 nacmosweco Dedepanvrozo
3akoHa oonoanena ywacmoio 21, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

21. 3asBieHne O TOCYIApCTBEHHOW  perucrpanuu  OuoaHagoroporo  (OMomom006HOTO)
JIEKapCTBEHHOTO Tpemnapara (0rnoaHanora) MOXKET ObITh TIOJIAHO B YIIOJHOMOYEHHBIN (peepabHbIN OpraH
WCTIOTHUTEIIbHOW  BJIACTH, OCYIIECTBISAIONIMN  TOCYIapCTBEHHYIO  PETHCTPALMIO  JIEKAPCTBEHHBIX
mpenaparoB, MO HCTEYCHWH TpeX JIET C JaThl TOCYIapCTBEHHOW perucrpanuu pedepeHTHOro
JIEKapCTBEHHOTO npenapara B Poccuiickoit @enepanuu.

Wudopmannus 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 e. N 429-D3 cmamvs 18 nacmosweco Dedepanvroco
3aKoHa dononHena wacmoio 22, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

22. [epxaTenb WA BIAJENEl] PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOIO IMpemnapara
MPEICTABIISICT B YIOJHOMOUYEHHBIN (efepaabHbIl OpraH HCIOJTHUTEIBHONW BIIACTH, OCYIIECTBIISIONIAN
(GYHKIMM TI0O KOHTPOJIO U Haa30py B cdepe 3ApaBOOXpaHEHUs, OTUET MO pe3yiabTaraMm (apMakoHaI30pa
OJIUH pa3 B LIECTh MECSIEB B TEUCHHE JIBYX JIET MOCJE TOCYIApPCTBEHHON PETUCTPALUU JIEKApCTBEHHOTO
npemnapara B Poccuiickoii ®@enepanuu, €KErolHO B T€YEHHUE MOCICAYIONIMX TPEX JIET U B JaJbHEUIIEM
OJIUH pa3 B AT JET.

TAPAHT:

CwM. KOMMCHTAPHHU K CTAaThC 18 HaCTOAIICTO CDez[epanLHoro 3aKOHa

Wudopmanus 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexaops 2014 o. N 429-D3 cmamvs 19 nacmosweco Dedepanvroco
3aKOHA U3N0JCEHA 8 HOBOU pedaryuu, ecmynarowell 6 cury ¢ 1 uoas 2015 a.

Cm. mexcm cmamovu 8 npedvloyuyell pedaxKyuu
Crarbs 19. [Ipunstie pemieHus: 0 BbIJavye SKCIEPTHOMY YUYPEXKICHUIO 3aJlaHus Ha TPOBEICHUC
9KCIEPTU3BI JTEKAPCTBEHHOTO CPEJICTBA

1. B Teuenue necatu pabouux AHEH CO JHS MPUHSATHS 3asBICHUS O TOCYIaPCTBEHHON PErUCTpaliu
JIEKapCTBEHHOTO Tpernapara COOTBETCTBYIOIIUN YIIOTHOMOYEHHBIN (elepalbHbIii OpraH UCTIOTHUTEIHHON
BJIACTH MPOBOAMUT MPOBEPKY MOIHOTHI, TOCTOBEPHOCTH M MPABUIBHOCTU O(QOPMIICHUS MPEACTABICHHBIX
JOKYMEHTOB PETHCTPAIIMOHHOTO JO0ChE€ Ha JICKAPCTBEHHBIA Mperapar W MPUHUMAET pPElIeHHE O BblJaue
3aJlaHus Ha MPOBE/ICHUE!

1) akcmepTH3bl JOKYMEHTOB, MPEACTABICHHBIX ISl OMpPEIENEHUs BO3MOKHOCTH paccMarpuBaTh
JIEKapCTBEHHBIN Mpenapar s MEIUIIMHCKOTO TMPUMEHEHHs] IMPH OCYIIECTBICHUU TOCYIapCTBEHHON
perucTpanuu B kKadecTBe ophaHHOTO JEKAPCTBEHHOTO Mpernapara;
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2) 3KcIepTr3bl JEKApCTBEHHOTO CPEICTBA B YACTH SKCIIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEJCTBA
U 3KCIEPTHU3bl OTHOLIEHMSI OXHJAAeMOMl MOJb3bl K BO3MOXHOMY PHUCKY IPHUMEHEHHUS JIEKAPCTBEHHOI'O
npenapara Juisi MEJUIIMHCKOTO IPUMEHEHUS;

3) sKcnepTU3bl JIEKAPCTBEHHOTO CPEJICTBA B YACTH SKCIIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEJCTBA
U 3KCIEPTHU3bl OTHOLIEHMSI OXHAAeMOIl MOJb3bl K BO3MOXHOMY PHUCKY IPHUMEHEHHUS JIEKAPCTBEHHOIO
mpernapara JUisi MEQUIIMHCKOTO TPUMEHEHUs B TMOPSJIKE YCKOPEHHON MpOLEAYypbl 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTarhel 26 HacTosmero denepajbHOrO 3aKOHa;

4) »sKcrepTusbl JIEKApCTBEHHOIO CPEJICTBA B OTHOIIEHWU JIEKAPCTBEHHOIO IIpernapara Juls
BETEPUHAPHOTO IPUMEHEHHUS.

2. YosHOMOYEHHBIN (enepaibHbIi OpraH MCIIOIHUTEIBHONW BJIACTH YBEIOMIISIET B AJIEKTPOHHOM
¢dopMe win Ha OyMa)kHOM HOCHUTENE 3asBUTENS U IKCHEPTHOE YUPEKICHHE O MPUHSATOM PEUICHUH O
BbIJIa4€ 3aJJaHUIl Ha MPOBEJICHUE SKCIEPTU3, MPEAYCMOTPEHHBIX YaCThi0 | HACTOSIEH CTAaThH, U B Cllyyae
HE0OXOIMMOCTH O BblJlaue paspeleHusi Ha BBo3 B Poccuiickyto @enepanuio KOHKPETHON MapTUH, CEpUn
3aperuCTpPUPOBAaHHBIX M (WJIM) HE3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WJIM 00 OTKa3e B
MIPOBEJCHUH MPETYCMOTPEHHBIX SKCIIEPTU3 C YKa3aHUEM MPUYMH TaKOTO OTKa3a.

3. B cnydae BbIsSIBICHHMSI OTCYTCTBUSI HJIM HEIOCTOBEPHOCTH HH(pOpMAaIUU, coaep:Kamieics B
MIPEJICTABICHHBIX 3asBHUTENIEM JIOKYMEHTAaX, YIOJIHOMOYEHHBIH (enepalbHblil OpraH HCIOJIHUTEIbHON
BJIACTH HANpaBIISIET 3asBUTEN0 3ampoc 00 yroyHeHWW HIToM wuHbopMammu (Jajee - 3ampoc
YIOJIHOMOUYEHHOTO (eiepalbHOTO OpraHa HCHOJHUTENbHOM BJIAacTH), KOTOPBIM MOXET OBbITh NepenaH
YIOJTHOMOUYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO MOJ PACHUCKy, HalpaBjieH IO TOYTe 3aKa3HbIM
MMCBMOM WJIM TI€peliaH B IEKTPOHHOM (Qopme Mo TeIeKOMMYHUKAIMOHHBIM KaHajlaM cBs3H. B ciydae
HampaBJIeHUs 3ampoca YHNOJHOMOYEHHOTO (enepaibHOro0 OpraHa HCHOJHUTENFHON BJIACTH MO TOYTE
3aKa3HbBIM IHCbMOM OH CYMTAETCSl IIOJIyYCHHBIM [0 MCTEYEHMM ILIECTH JHEW C JaThl HAlpaBICHUS
3aKa3HOIO MMUChMa.

4. 3asgButenb 00s3aH MPEICTaBUTh OTBET HA 3alMpOC YIMOJIHOMOYEHHOTO (enepajbHOro opraHa
WCIIOJIHUTENIbHOM BJIACTH B CPOK, HE MPEBBIIMIAIONINN JIeBIHOCTA pabOYNX JHEH CO THS €ro MOJTY4YEeHHS.
CpokK, ykazaHHBIM B yacTy | HAcCTOSIEW CTAaThU, MPUOCTAHABIMBAETCS CO JHS HApPABJICHUS 3asIBUTEIIIO
3arpoca YHOJHOMOUYEHHOTO (hefepaibHOr0 OpraHa HCHOJHUTEIbHOM BIACTH 1O JHS MOJYYEHHUS UM
COOTBETCTBYIOILLIETO OTBETA.

5. OcHoBaHMEM JUIsl OTKa3a B OPraHM3aLMU JKCIIEPTU3, IPEIYCMOTPEHHBIX 4YacThi | HacTosAlen
CTaTbM, SBJSETCS TMPEACTABICHHE HEOOXOAUMBIX [UIS MPOBENCHHUS MPEAYCMOTPEHHBIX OSKCIEPTHU3
JOKYMEHTOB B HEIMOJHOM 00beMe WM HENpeACTaBICHHE 3asiBUTENIEM B YCTAHOBIIEHHBIM CPOK OTBETa Ha
3alpoc YIMOJIHOMOYEHHOTro (enepaabHOro OpraHa HMCIOJIHHUTEIbHOW BIIACTH, a TaKKe MpPEeACTaBlICHUE
JOKYMEHTOB, HE COAEPIKAIIMX UCUEPIIBIBAIOIIETO MepeuHs He0OXOMMBIX CBEICHUI.

Wudopmanus 06 n3MeHEHUAXK:

Cmamos 19 0ononnena uacmoio 6 ¢ 13 aseycma 2019 e. - @edepanvuwiii 3akon om 2 aseycma 2019 . N
297-@D3
6. [Ipu oTkaze B OpraHH3alMU SKCIEPTU3BI, MPEAYCMOTPEHHOW NyHKTOM 4 uyacTu | Hacrosien

CTaThH, JIOKYMEHTBI, BXOJAIIHNE B COCTAaB PErMCTPALIMOHHOTO JI0Ch€ Ha JIEKAPCTBEHHBIN Ipemnapar s
BETEPUHAPHOTO TMPUMEHEHHs, MOTYT OBITH BO3BpAIICHBI 3asBUTENI0 HAa OCHOBAHWU €r0 MHCHbMEHHOTO
3arpoca, HampaBIE€HHOTO B YIIOJIHOMOYEHHBIN (enepanbHbI OpraH HCIOJIHUTEIHHON BIIACTH B TEUCHHE
TpuAIaTH pabouux AHEH cO AHS MPUHATHS YIOJHOMOYEHHBIM (eaepaibHbIM OPraHOM HCIIOJTHUTETHHON
BJIACTH pelIeHUs 00 OTKaze B OpraHU3allMi TaKoW DKCIIEPTHU3Bl. YIIOJIHOMOYEHHBIN (hefaepaibHbIN opraH
WCIIOJTHUTENILHOM BIIACTH BO3BPAILlAeT 3asBUTENIO YKa3aHHbBIE JOKYMEHTHI B TeUEHHUE ACCITH pabounx ITHEn
CO JIHSI TOJTYYEHHUSI COOTBETCTBYIOLIETO 3apOCca 3asiBUTENS.

TAPAHT:

CM. KoMMeHTapuH K craTthe 19 HacTosaniero deaepajbHOIO 3aKOHA

Mudopmanus 06 M3MEHEHUAX:
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Dedepanvrvim 3axkonom om 22 oexabpsa 2014 e. N 429-@3 cmamos 20 nacmosweco @PedepanibHo2o
3aKOHA U3I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 urona 2015 2.

Cm. mexem cmambvu 8 npedvloywel peoakyuu
Craresn 20. DkcnepTu3a JOKYMEHTOB, IPEICTABJIECHHBIX JUISI ONPEIENIEHUS BO3MOXHOCTU
paccMaTpuBaTrh JIEKApCTBEHHBIM Ipenapar [yl MEIULIUHCKOTO MPUMEHEHHUS IpU
OCYILIECTBJIEHUH IOCYIapCTBEHHOW PErucTpaluy B KauecTBe Op(paHHOTO JIEKAPCTBEHHOTO
npenapara

1. Dxcnepru3a JTOKyMEHTOB, IMpPEJICTABICHHBIX JIs OINpPEAEICHHUs] BO3MOXKHOCTH paccMaTpuBarh
JIEKapCTBEHHBIN Ipenapar Uil MEIUIMHCKOTO IMPUMEHEHMs] IMPH OCYIIECTBIEHUU TI'OCYIapCTBEHHOMN
perucTpanuu B KayecTBe Op(aHHOIO JIEKAPCTBEHHOIO Ipenapara, COCTaBICHHE KOMHCCHEW 3KCIIEpPTOB
3aKJIIOYEHHUST O BO3MOXKHOCTM WJIM HEBO3MOXKHOCTH PAacCMATpPUBATh JIEKAPCTBEHHBIM Ipenapar s
MEAMIIMHCKOTO MPUMEHEHHUS IIPU OCYILECTBICHUH IrOCYIapCTBEHHOM PETUCTPALIUU B KadyecTBE OpPaHHOTO
JIEKapCTBEHHOI'O Tperapara U HalpaBlIeHHE JAaHHOTO 3aKJIIOYEHMs] B YIOJHOMOYEHHBIN (enepaibHblii
OpraH UCHOJHUTEIBbHON BJIACTU OCYIIECTBIISIOTCS B CPOK, HE NMPEBBIIAIOLINN TpUILIATH paboYnX THEH cOo
THS TIOJIyYEHHUS DOKCIEPTHBIM YUPEXKJEHUEM 3a/laHusl YHNOJHOMOYEHHOro (pefepalibHOro opraHa
WCIIOJIHUTENIbHON BIACTM M B JJIEKTPOHHOM ¢opMe HIM Ha OyMaKHbIX HOCHUTENSX HEOOXOIUMBIX
JIOKYMEHTOB, YKa3aHHbIX B IyHkrax 1, 2, 5, 6, 10 wactu 4 m B uvactu 7 crareu 18 HACTOSIIETO
denepanbHOTO 3aKOHA.

2. JIOKyMEeHTHI, cojepxalluecs B PETUCTPALMOHHOM JOChe Ha JIEKAPCTBEHHBIH Ipemnapar u
MOCTYNUBIINE Ha OyMa)KHBIX HOCHUTENSX B AKCIEPTHOE YUPEKICHHUE Ul OCYHIECTBICHUS UX SKCIEPTU3BI
JUIs  ONpEeAeNeHUs BO3MOXKHOCTM paccMarpuBaTh JIEKAPCTBEHHBIM mpernapar i MEIUIUHCKOrO
IIPUMEHEHMsI B KadecTBE Op(haHHOIO JIEKapCTBEHHOI'O Ipernapara, 1oJyiexxar BO3BpaTy B yIOJTHOMOYEHHBIH
(benepanbHbIl OpraH MCIOJHUTEIbHONM BIACTU OJHOBPEMEHHO C 3aKJIIOYEHUSIMH COOTBETCTBYIOIIMX
JKCIIEPTH3.

TAPAHT:

Cwm. xommeHTapuH K ctatbe 20 HacTosiero denepaibHOro 3aKkoHa

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 e. N 429-D3 cmamwvs 21 nacmosweco Dedepanvrozo
3aKOHA U3N0JCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm cmambwu 8 npedvloyuel peoaKyuu
Crarbs 21. Pemienne o0 BO3MOXKHOCTH paccMaTpUBaTh JICKAPCTBEHHBIM mpenapar IpU
OCYILIECTBIICHUH TOCYIapCTBEHHOW PErrCcTpalui B KauecTBe Op(haHHOTO JIEKAPCTBEHHOTO
npemnapara

1. B cpok, He TpeBbILIAIONIUN MATH PA0OYUX JAHEH CO JHS MOTYYCHHS 3aKJIIOYCHHsS], YKa3aHHOTO B
yactu | crareu 20 wHactosimero @denepaibHOro 3aKoHa, YMOJIHOMOYEHHBIN (enepanbHbld  Opra
WCIIOJIHUTENILHON BIIACTU OCYILECTBISET OLICHKY TMOJTYYEHHOTO 3aKJIIOYCHMs U1l OMpPENENICHUs €ero
COOTBETCTBUSl 3a/IaHUI0 Ha MPOBEICHUE COOTBETCTBYIOUIEH HKCIEPTU3bl M YBEIOMIISIET 3asBUTENS B
SNMEKTPOHHON ¢opMe wIM Ha OyMaKHOM HOCHUTENe O pe3ylbTaTaX MPOBEICHHON OJKCIEePTU3bl C
MPHUIIO’KEHUEM KOTIMH JKCIIEPTHOTO 3aKIIOUeHHUs (C cOXpaHeHHEeM KOH(HISHIIMAIbHOCTH MH(OpMalUu O
COCTaBe KCIEPTHONH KOMHUCCHH) U O BO3MOXHOCTH WJIM HEBO3MOXXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN
npenapar JUisi MEIMLIHUHCKOTO NPUMEHEHUs MNpU OCYHIECTBIEHHWU TOCYAAPCTBEHHOM pErucTpaluy B
KauecTBe Op(aHHOTO JIEKAPCTBEHHOTO Mpernapara.

2. Ilpu BBIHECEHHMM KOMHMCCHEH OSKCHEPTOB 3aKIIIOUEHUS O BO3MOXKHOCTHM paccMaTpuBaTh
JIEKapCTBEHHBIA Tpenapar Ui MEIUIUHCKOTO NPUMEHEHHUs IIPU OCYIIECTBICHUH TOCYIapCTBEHHOU
perucTpaiuu B kauecTBe oppaHHOTO JIEKaPCTBEHHOTO IMpernapaTa YIoJIHOMOUYEHHBINH (heepalibHbII opran
WCTIIOJTHUTENILHON BJIACTH B CPOK, HE TMPEBBIMIAONINN TATH padO4YuX THEW cO JHS TMOJy4eHUs JAaHHOTO
3aKJIIOUYEHMS, TPUHUMAET peElIeHWE O BblJaue 3aJaHusi Ha [POBEACHHME HKCHEPTHU3bl KadyecTBa
JIEKAapCTBEHHOTO CPEACTBA U OSKCIEPTU3bl OTHOILIECHHS OXKUJAEMOM TO0JIb3bl K BO3MOYKHOMY PHCKY
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IIPUMEHEHMSI JIEKApCTBEHHOIO IIpernapara Juisi MEAMLIMHCKOTO IMPUMEHEHUS B HOPSAIKE YCKOPEHHOM
IIPOLIEAYPHl 3KCIEPTU3bl JIEKAPCTBEHHOIO CPEICTBA B COOTBETCTBUM CO CTaThell 26 HACTOSIIEro
denepanbHOTO 3aKOHA.

3. B ciyuae mpuHSTHS pelIeHUs: 0 HEBO3MOKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar AJis
MEIUIITHCKOTO TIPUMEHEHUS TP TOCYAAPCTBEHHON PErHUCTpaIMi B KauecTBe Op(haHHOTO JIEKapCTBEHHOTO
Ipernapara yInoJIHOMOYEHHbIN (eaepaibHbIl OpraH HCIOJHUTENBbHON BIAacTU MpeKpallaeT MpoLeaypy
rOCyIapCTBEHHOW pErucTpaluy JEKapCTBEHHOIO Ipernapara. 3asBUTENIb BIpaBe OOpaTUTbCA B
PErUCTPUPYIOIIMI OpraH ¢ 3asBJIEHUEM O TOCYIAPCTBEHHOW PErucTpalnyy yKa3aHHOTO JIEKapCTBEHHOTO
rpenapara B COOTBETCTBHH €O cTaThell |8 HacTosmero denepanbHOro 3aK0Ha.

TAPAHT:

CM. KoMMeHTapuH K craTthe 21 HacTosmiero deaepaibHOrO 3aKOHA

Cratba 22. Yrpatuna cuiy ¢ 1 urons 2015 r.

Wnpopmanust 06 M3MEHEHHSX:
Cm. mexkcm cmamovu 22

Deoepanvrvim 3akonom om 22 dexabps 2014 e. N 429-D3 cmamvs 23 nacmosweco Dedepanvhoco
3aKOHA U3N0JHCEHA 8 HOBOU pedakyuu, ecmynarowetli 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm cmamou 8 npedbloyuyell pedaxKyuu
Crarbs 23. DOkcmepTu3a KadecTBa JIEKAPCTBEHHOIO CpPEACTBA M OIKCIIEPTH3a OTHOIIEHUS
0’KHMJaeMOM TOJIB3bI K BOBMOKHOMY PHCKY MPUMEHEHHUs JIEKapCTBEHHOTO Mpernapara Juist
MEJHUIIMHCKOTO MPUMEHEHUS

1. DkcnepTr3a KauecTBa JIEKAPCTBEHHOTO CPEACTBA M AKCIEPTU3a OTHOLIEHUS 0’KUIAEMOU MOJIb3bI
K BO3MOXXHOMY pPHCKY HpPHUMEHEHHUs JIEKapCTBEHHOTO TMpernapara Uil MEIUIIMHCKOTO MpPUMEHEHUS,
COCTaBJICHHE KOMHCCHSIMM OKCIEPTOB 3aKIIOYEHHM 10 pe3ylbTaraM MPOBEICHHBIX JKCIEPTU3 U
HalpaBJICHUE JTHX 3aKIIOYCHHH B YIOJTHOMOYCHHBIM (elepanbHBIi OpPraH HCIOIHUTEIBHOM BIACTH
OCYIIECTBIISIIOTCA B CPOK, HE MPEBBIMIAIONIMM CTa ASCSITH pabouuX JHEH CO THS MOITY4EHHUs SKCHEPTHBIM
YUPEXKJIEHUEM COOTBETCTBYIOLIEIO 3aJlaHUsl YIIOJIHOMOYEHHOro (eaepaibHOro opraHa MCHOJIHHUTEIbHOM
BJIACTHU U HEOOXOUMBIX IOKYyMEHTOB B JIEKTPOHHOU (hopMe WK Ha OYMa)kKHBIX HOCUTEIISIX.

2. B Teuenuwe neBsHOCTa AHEW CO JHA MOMYYEHUS DPELICHHUS YIOJTHOMOYEHHOTO (enepaabHOro
OpraHa HCIIOJIHUTEJIbHON BIIACTH O NPOBEACHUU DKCIIEPTHU3, MPEAYCMOTPEHHBIX 4acThio | HacTosien
CTaTbM, 3asBUTENb MPEACTABISET B JKCIEPTHOE YUPEKIEHHUE Ul MPOBEACHUS SKCIEPTU3bl KauecTBa
JIEKapCTBEHHOI'O CpeicTBa OO0pa3lbl JIGKAPCTBEHHOTO Mpenapara JUlsl MEIUIIMHCKOTO MPUMEHEHUs,
MIPOU3BEIEHHOTO B COOTBETCTBUM C TPEOOBAHMUSIMU OTMBITHO-IPOMBINIJICHHOTO ¥ (WJIM) MPOMBIILIEHHOTO
PEIaMEHTOB, YTBEP)KJIEHHBIX PYKOBOJUTENEM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKXke B
COOTBETCTBYIOIINX CIIy4asx oOpasibl GpapMalieBTUUECKOW CyOCTaHIMH, TeCT-IITaMMa MUKPOOPTIaHU3MOB,
KYJBTYpbI KIETOK, 0Opa3Ibl BEIIECTB, MPUMEHSIEMBIX I KOHTPOJSI KauecTBa JIGKAPCTBEHHOTO CPE/ICTBA
MyTeM CpPaBHEHHUS C HUMH HUCCIIEAYEMOTO JIEKAPCTBEHHOTO CPENCTBA, B KOJIMYECTBAX, HEOOXOAUMBIX IS
BOCITPOU3BENICHUS METO0B KOHTPOJIS Ka4eCTBa.

3. Ilpu momydyeHuum oOpa3LOB JIEKAPCTBEHHOTO Mpernapara M ¢apMaleBTUYeCKol CcyOCTaHIMU
OKCIEPTHOE YYPEXKJCHUE BBIAACT 3aBUTENI0 JOKYMEHT, IOATBEP)KIAIOUINI IOIY4YE€HHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIAIOUINN TpeX pabouyux JHEH, yBeAOMIISET B JIEKTPOHHON (GopMe WU Ha
OyMa)XHOM HOcHTeJe 00 3TOM yIOJTHOMOYEHHBIH (hesiepanabHbIi OpraH UCIOIHUTEIBHOM BIACTH.

4. Vka3aHHbIE B HacTsix 2 U 3 HACTOALIEH CTaThbU CPOK JJIS MPEJCTaBICHUs 3asBUTENIEM 00pa3loB
JIEKApCTBEHHOTO TMpemnapara M (¢apMaleBTUYECKO CYOCTAaHIIMM W CPOK YBEJOMJICHHS SKCIEPTHBIM
yupexaeHueM o0 53ToM Ha OyMaXHOM HOCHTEJE YIOJIHOMOYEHHOro (elnepaibHOro opraHa
WCIIOJIHUTENILHON BIIACTH HE BKJIIOYAIOTCSI B CPOK IIPOBEACHMS DKCIEPTHU3, MPEAYCMOTPEHHBIX 4acThiO |
HACTOSLIEHN CTaThH.

5. JlokymMeHTBI, MNOCTYNMBLIME B OKCIEPTHOE YUPEXKAECHUE [UId TPOBENCHUS DKCIEPTU3,
MPEeTyCMOTPEHHBIX YacThio | HACTOSIIEN CTaThH, MOJIEkKAT BO3BPATy B YIOJTHOMOUEHHBIN (heaepaibHbIN
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opra” HUCIIOJIHUTEILHON BJIaCTU OOIHOBPEMCHHO C 3aKJIIOYCHHUAMU, IMOJIYUCHHBIMHU 110 pE3yjibTaTaM
COOTBCTCTBYIOIIUX 3KCIICPTU3.
T'APAHT:

CM. xoMMeHTapuH K craTthe 23 Hactosiero denepanbHOro 3aKoHa

CraTresi 24. DkcrepTu3a KayecTBa JIEKapCTBEHHOI'O CpEACTBA M JKCIEPTU3a OTHOLLEHUS
0’KMJAaeMOM TOJIB3bl K BOBMOKHOMY PUCKY IPUMEHEHHUs JIEKapCTBEHHOTO Ipernapara Juist
BETEPUHAPHOTO MPUMEHEHUS

Wnopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3axkonom om 13 utona 20152 N 241-P3 6 uacme [ cmamovu 24 nacmosuieco
DedepanvbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm yacmu 6 npeodvloyuell pedaKyuu

1. DkcnepTH3a KauecTBa JIEKAPCTBEHHOTO CPEACTBA M SKCIEPTU3a OTHOLIEHUS 0XKMJIA€MOU TMOJIb3bI
K BO3MOXHOMY DPHCKY NPHMEHEHUs JIEKapCTBEHHOIO IIpernapara Juisi BETEPUHAPHOTO IPUMEHEHMS,
COCTAaBJIEHNE KOMUCCUSAMH HKCIEPTOB 3aKIIFOYEHUH 110 pe3yabTaTaM YKAa3aHHBIX SKCIEPTU3 U HalpaBICHUE
TaKUX 3aKJIIOYEHUN B YIOJHOMOYEHHBIN (elepaabHbli OpraH UCIOJHUTENBHOMN BIACTH OCYLIECTBIISIIOTCS
B CpPOK, HE MPEBBINAONNN CTa ACCITH padOyMX JHEH CO THS MOJYYEHHs IKCIEPTHBIM YUPEXKIECHUEM
3aJlaHUs YIIOJIHOMOYEHHOTO (e/lepalbHOTO OpraHa UCIOJHUTENBHOM BIaCTH C TOKyMEHTaMH, YKa3aHHBIMU
B uacTu 3 crathu |7 HacTosero denepanbHOTO 3aKOHA.

NHudopmarys 06 n3MEHEHHX:
Yacmo 2 usmenena c 13 aseycma 2019 e. - Dedepanvuwiii 3axon om 2 aseycma 2019 2. N 297-D3

CMm. npeowbloywyro peoakyuio

2. B Tteuenue Ttpuanatd pabouux JHEW CO JHS TIONYYCHHUS pEIICHUs YIOJHOMOYEHHOTO
(denepanbHOrO OpraHa UCIOJHUTEIBHON BIACTU O MPOBEICHUM YKa3aHHBIX B 4acTh | HacTosIel cTaTbu
SKCIEPTU3 3asIBUTENIb MPEICTABISIECT B HKCHEPTHOE YUPEKICHHUE ISl MPOBEACHUS SKCIEPTU3bI KayecTBa
JIEKapCTBEHHOIO CpeacTBa 0oOpa3lbl JIEKAPCTBEHHOTO IIperapara Jjsi BETEpPUHAPHOIO IMPUMEHEHHS,
MIPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBAHUSMHU TEXHOJIOTMYECKHX PErNIaMEHTOB, YTBEPKIECHHBIX
PYKOBOJUTENIEM IMPOU3BOAMUTENS JIEKAPCTBEHHBIX CPENICTB, a TAKXKE€ B COOTBETCTBYIOIIUX CIy4asiX TecCT-
ITaMMbl MUKPOOPTraHU3MOB, KYIBTYPbl KIETOK, 00paslbl (apMaleBTHUECKOW cyOcTaHIuu, O0Opa3iibl
BEIECTB, NPHUMEHSEMbIC JJs KOHTPOJs KauecTBa JIEKApCTBEHHOTO CpEACTBAa, B  KOJIMYECTBaX,
HEOOXOTUMBIX /17151 BOCIIPOU3BEACHUS METOJIOB KOHTPOJISI KaUeCTBa.

3. Ilpu momydeHun 0Opa3lOB JIEKAPCTBEHHOIO Mpemnapara U (apmaleBTHUYECKOi CyOCTaHLIUU
OKCHEPTHOE YYPEXKJCHUE BBIAACT 3asBUTENI0 JOKYMEHT, IOATBEPXKIAIOUINI TMOJIy4YeHHE YKa3aHHBIX
00pasloB, U B CPOK, HE MPEBBIMIAIONINI TpeX paboynx AHEH, yBEeIOMIISIET B MUCbMEHHON Gopme 00 3TOM
YIIOJTHOMOYEHHBIN (heiepalibHbIN OpraH UCIIOTHUTENBHOM BIACTH.

4. Cpok s TpeACTaBICHUS 3asBUTEIEM OOpas3loB JIEKAPCTBEHHOIO Tperapara u
(hapMareBTUYECKON CyOCTaHIIMH M CPOK YBEJOMIICHUS SKCIIEPTHBIM YUPEXKIEHUEM 00 3TOM B MHUCbMEHHOM
dbopMe YIOIHOMOYEHHOTO (elepaTbHOTO OpraHa MCIOJHUTEIBHON BIACTH, YKa3aHHbIE B 4acTax 2 U 3
HACTOSIIIEN CTaThW, HE BKIIOYAIOTCA B CPOK IPOBEIEHUS YyKa3aHHBIX B 4YacTH | HacTosIled cTaTbu
IKCIIEPTH3.

5. JIoKyMeHTBI, MOCTYNUBIINE B SKCIEPTHOE YUPEKIACHUE I MPOBEACHUS YKa3aHHBIX B dacTu |
HACTOAIIEH CTaThU »OKCIEPTU3, TMOJUIeKaT BO3BpaTy B YIOJHOMOYEHHBIH (hefepalbHBIl  Opraxn
WCIIOJTHUTENIBHOW BJIACTH OJTHOBPEMEHHO C 3aKJIIOUEHHSIMU IO pe3yJbTaTaM yKa3aHHBIX SKCIIEPTHU3.

TAPAHT:

CM. KOMMeHTapHH K craTtbe 24 HacTosAuiero deaepajbHOIO 3aKOHA

Hudopmanus 06 U3MEHEHUAX:

DedepanvHvim 3axonom om 22 dexabpsa 2014 e. N 429-D3 naumeHnosanue cmamvu 25 Hacmosuje2o
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

DedepanvbHo20 3aKOHA UN0AHCEHO 8 HOBOU pedarkyuu, scmynarowel 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm HaumeHo8aHUsl 8 NpedblOyWel PeoaKyuu
Cratba 25. [ToBTOpHOE IPOBENEHHE IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

Wnopmanust 06 M3MEHEHUSX:

Deodepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-D3 6 uacmv 1 cmamvu 25 nHacmosuwezo
DedepanvbHo2o 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue 6 cury ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 6 npedvloyujell pedaKyuu

1. B cnmygasx HenocTarouyHO 000CHOBAHHOCTH HIT HETIOTHOTHI 3aKITFOYCHHSI KOMUCCHH YKCTICPTOB,
HAIAYUS B HEM TPOTHBOPCYMBBHIX ITaHHBIX, (GalbCH(DUKANUNA BBIBOJOB DKCIEPTHU3BI JICKAPCTBEHHOTO
CPEICTBa, COKPBITHUS OT YIIOJTHOMOYEHHOTO (heepalibHOTO OpraHa HCIOJHUTEIILHON BJIACTH OCHOBAaHUU
IUTSL OTBOJIA DKCIIEPTa BCIIEICTBHUE €r0 3aMHTEPECOBAHHOCTH B PE3YJIBTAaTaX COOTBETCTBYIOIIEH SKCIIEPTU3HI,
HAJIMYUsS JAHHBIX O MPSMOM JTMOO KOCBEHHOM BMEIIATEILCTBE B MPOIECC COOTBETCTBYIOIICH YKCIIEPTU3HI
JUI, HE YYaCTBYIOIIUX B €€ IPOBEICHHWH, HO OKA3aBIIMX BJIMSHUE HA MPOIECC W PE3yIbTaThl ee
MIPOBEJICHH S, YIIOJTHOMOYEHHBIM (peiepaabHbIM OPraHOM HUCIIONHUTEIILHOM BIIACTH Ha3HAYACTCS TIOBTOPHAS
AKCIIEPTH3Aa JIEKAPCTBEHHOTO CPEACTBA | (MIIN) STHYECKAs SKCIIePTH3a.

NHudopmarys 06 n3MEHEHHX:

Deodepanvrvim 3axonom om 22 Oexkabps 2014 2. N 429-D3 6 uacmv 2 cmamwvu 25 Hacmosuie2o
DedepanvbHo2o 3aKoHA 8HECEHbl UsMeHeHUs, ecmynalowue 6 cury ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
2. TloBTOpHAs PKCIIEPTU3a JICKAPCTBEHHOTO CPEJCTBA MPOBOIUTCS C YUETOM pPE3YIbTAaTOB paHee
MPOBEICHHONW OSKCHEPTH3bl B CPOK, YCTAHOBJICHHBIH YIIOJHOMOYEHHBIM (elepaIbHbIM OpPraHOM
WCTIOJTHUTEIIEHOW BJIACTH M HE MPEBBINIAONINI TPHIATH PA0OYUX THEH CO JHS MOJYYCHUS! SKCTICPTHBIM
YUPEKIACHUEM 33/IaHUs Ha IPOBEICHHE TOBTOPHON 3KCIIEPTH3bI JICKAPCTBEHHOTO CPEACTBA.

Wudopmanus 06 U3MEHEHUAX:

Deodepanvrvim saxkonom om 22 Oekaops 2014 2. N 429-D3 6 yacmv 3 cmamvu 25 Hacmosuwezo
DedepanbHo20 3aKOHA BHECeHbL UsMeHeHUs1, scmynarowue ¢ cuny ¢ 1 urons 2015 2.

Cm. mexcm uacmu 6 npeovloyuetl pedaKyuu
3. ®unaHcoBoe oOecreueHUe BBIMOIHEHUS 3a/laHUS HA MPOBEACHHUE MOBTOPHON 3KCIIEPTHU3BI
JIEKapCTBEHHOTO CPE/ICTBA HE OCYILECTBISETCS.
TAPAHT:

CwM. KOMMCHTAPHHU K CTAaThC 25 HaCTOAIICTO CDez[epanLHoro 3aKOHa

CraTbd 26. YckopeHHas Ipoleaypa SIKCIEPTU3bI JIEKapPCTBEHHBIX CPEJICTB

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3akonom om 13 uwns 20152 N 241-D3 6 uwacms 1 cmamvu 26 Hacmosujeco
DedepanbHo20 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexcm uacmu 6 npeovioyujell pedaxyuu

1. VYckopeHHas mporeaypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TOCYIapCTBEHHOM
perucTpanuy JIeKapCTBEHHBIX IPENapaToB MPUMEHSETCS B OTHOIICHUU OP(aHHBIX JEKAPCTBEHHBIX
MpernapaToB, MEePBBIX TPEX JIGKAPCTBEHHBIX MpenapaToB, perucTpupyembix B Poccuiickoit denepanuu B
KauecTBe BOCIPOM3BEACHHBIX JICKAPCTBEHHBIX IIperaparoB, OYEPENIHOCTh KOTOPBIX OIpenensieTcss B
COOTBETCTBMM C HOMEPOM U JaToil BXOJIIMX 3asABICHUA O TOCYIapCTBEHHOH perucrpanuu
JIEKapCTBEHHBIX MPENapaTtoB B paMKaX OJHOTO MEXIYHapOJHOTO HEMaTeHTOBAaHHOTO HAaWMEHOBaHUS
JIEKapCTBEHHOTO TMpemnapara WM TPYNIHPOBOYHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO IMpemnapara, u
JIEKapCTBEHHBIX Mpernaparos, MpeaHa3HaYeHHBIX HCKITIOYUTEITHHO TUIS MIPUMEHEHUS
HECOBEPIIEHHOJIETHIMH T'PaXKJaHAMHU.

Mudopmanus 06 M3MEHEHUAX:
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

Dedepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-@3 uacmes 2 cmamvu 26 Hacmoswe2o
DedepanvbHo20o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynarowel ¢ cuny ¢ 1 urons 2015 e.

Cm. mexem uacmu 6 npeovioyujeri peoaxyuu

2. VYckopeHHas mpolieaypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEISAX TOCYJapCTBEHHOMN
perucTpanuu JEKapCcTBEHHbIX [IPENapaToB HE IPUMEHSETCS B OTHOLLIEHUU:

1) 6buoananoroBeix (OMONOAOOHKIX) JIEKAPCTBEHHBIX MpenaparoB (OMOaHAIOTOB);

2) pedepeHTHBIX JEKapCTBEHHBIX MpenapaToB (3a HCKIIOYEHHEM Op(aHHBIX JIEKapCTBEHHBIX
[IpenapaToB);

3) BOCHpPOU3BEIECHHBIX JICKAPCTBEHHBIX IIpernaparoB (3a HCKIIOYEHHEM IMEpBBIX Tpex
peructpupyembix B Pocculickoit @enepanuy B Ka4Y€CTBE BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB
W JICKQpCTBEHHBIX  MpenaparoB,  IMPEIHA3HAUEHHBIX  HUCKJIIOUUTENBHO  JUISI  TIPUMEHEHUs
HECOBEPILIEHHOJETHUMHU IPaXKIaHAMH);

4) HOBBIX KOMOMHAIIMN 3apErUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MIPENapaToB;

5) nexkapCTBEHHBIX IMPENaparoB, 3apETUCTPUPOBAHHBIX paHEe, HO IPOU3BEACHHBIX B JIPYTHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUM C IE€pEUHEM HANUMEHOBAaHUM JIEKAPCTBEHHBIX ()OPM U B HOBOM
JO3UPOBKE.

Nudopmarys 06 n3MeHEHHX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-d3 uyacmv 3 cmamvu 26 Hacmosiuje2o
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyuell pedaKyuu

3. VYckopeHHas Tpoleaypa SKCIEePTH3bl JIGKAPCTBEHHBIX CPEACTB TMPOBOAUTCS IO PEIICHHIO
COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO (pefepabHOrO OpraHa WCIOJHUTEIBLHOW BIIACTH HA OCHOBAHUHU
3asBJICHHS 3asBUTEISI B CPOK, HE MPEBBINIAIONINN BOCHBMHIECATH padounx aHeil. [Ipu stom skcneprusa
JOKYMEHTOB, COJICP)KAIIUXCS B PETHCTPAIIMOHHOM JOChE Ha JICKAPCTBEHHBIM Npenapart, MPOBOAUTCS B
CPOK, HE TPEBBIMAIOMINN JecSITH pabOouuX ITHEH, SKCIepTH3a KadecTBa JICKAPCTBEHHOTO CpEICTBA U
AKCIIEPTU3a OTHOIICHUS OXKHUIAEMOHN TIOJNB3bI K BO3MOXKHOMY PHCKY TPHUMEHEHUS JIEKapCTBEHHOTO
npernapara mpoBOJISATCS B CPOK, HE MPEBBIIIAIONIHNA IIECTUACCATH pad0INX JTHEH.

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 e. N 429-D3 cmamovs 26 nacmosweco Dedepanvhoco
3aKoHa donoanena wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

3.1. B otHomIeHNU OpaHHBIX JIEKAPCTBEHHBIX MPENapaToB MOTYT ObITh MPEACTABICHBI PE3YIbTAThI
JTOKIMHUYECKUX HCCIIEIOBAaHUMN JICKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HCCIENOBAaHUI JIE€KapCTBEHHBIX
MpernaparoB Ui MEAUIIMHCKOTO TMPUMEHEHMs], BBHITIOJHEHHBIX 3a mpeaenamu Poccuiickoit @eneparuu B
COOTBETCTBUHM C TMpaBWJIAaMHU HaJUIeKalled JadopaTOpHON MPAKTHUKH W TIpaBUJIaMU  HaJyIexkalen
KITMHUYECKON TPAKTUKH.

4. VYckopeHHas Impoleaypa SKCIEPTU3bl JEKAPCTBEHHBIX CPEACTB IPOBOJUTCA B TOPAJIKE,
YCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nHactoswero denepaibHOro 3aKOHA, U HE 03HAYAET CHUKECHUS
TpeboBaHUI K O€30MaCHOCTH, KauecTBY U 3()()eKTUBHOCTH JIEKAPCTBEHHBIX MPENApaTOB.

TAPAHT:

CwM. KOMMCHTApPHH K CTAaThC 26 HaCTOAIICTO <De):[epanLHoro 3aKOHa

Cratpa 27. Pemienne o rocy1apcTBEHHOM PETUCTPALIMN JIEKAPCTBEHHOTO IIpernapara

Wudopmanus 06 U3MEHEHUAX:
DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 6 uacms 1 cmamvu 27 nacmoswe2o
DedepanbHo20 3aKOHA 8HECeHbl uUsMeHeHus, ecmynarowue 6 cuny ¢ 1 utons 2015 e.

Cm. mexcm yacmu 6 npeovloyujell peoaxyuu
1. B cpok, He TpEeBHIIAOIINUNA ECATH pabouux JHEU CO THS MONyYCHHs 3aKIIOYCHUNH KOMHUCCHH
AKCIIEPTOB MO PE3ybTaTaM 3KCIEPTU3bl KaueCTBa JIEKAPCTBEHHOIO CPEACTBA M AKCIEPTU3bI OTHOIICHUS
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®enepanbHblil 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalneHn IeKapcTBEHHBIX cpenacts” (C ...

OKUJAEMOH I0JIb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHHS JIEKApCTBEHHOIO Ipenapara, COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIH (peaepanbHblii OpraH UCTIOTHUTEIHHON BIACTH:

1) pa3memiaer Ha cBoeM O(QUITMATBHOM caiite B ceTd "MHTEepHET" COOTBETCTBYIONINE 3aKITIOUCHUS
KOMHUCCHUU DKCHEPTOB M OCYIIECTBISET HUX OLEHKY JUIsl ONPEAETCHUS COOTBETCTBUS 3aJaHHUIO Ha
IIPOBEJICHUE ITUX IKCIIEPTHU3;

2) mpUHMMAET pElIEHHE O TOCYJAapCTBEHHON pEerucTpalnuy JEKapCTBEHHOTO IMpernapara Wi o0
OTKa3€ B rOCyJapCTBEHHOM perucrpaiuu JeKapCTBEHHOIO Mpenapara;

3) BHOCUT IIpU MPUHATHH PELICHUS O FOCYIapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOIO IIpenapara
JaHHBIE O 3apErHCTPUPOBAHHOM JIEKAPCTBEHHOM IIperapare, B TOM 4YucCiIe O (hapMaleBTUYECKOU
CyOCTaHIIMM, BXOASIEH B COCTAB JIEKAPCTBEHHOT'O Mpenapara, B TOCY/IJapCTBEHHbIN peecTp JIEKapCTBEHHBIX
CPEACTB M BBLAAET 3asBUTENI0 PErHMCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO Ipemnapara, gopma
KOTOPOTO  yTBEP)KJAETCS  YIOJIHOMOYEHHBIM  (pe/lepaibHbIM OpPraHOM  HCIIOJIHUTENBHOM  BIAcCTH,
COMIACOBAHHBIE HOPMATUBHYIO JIOKYMEHTAIM0, HOPMAaTUBHBIM JTOKYMEHT, HHCTPYKILHIO 110 NPUMEHEHHUIO
JIEKapCTBEHHOT'O Iperapara U MaKeThl IEPBUYHON YITaKOBKH M BTOPUYHOMU (ITOTPEOUTEIHCKON) YIAKOBKH C
YKa3aHHEM Ha HUX HOMEpa PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpernapara M JIaTbl €ro
rOCyIapCTBEHHOW PEruCTpallid WM B Cllydyae TPUHATHS pelleHHus o0 OTKa3e B TOCYJapCTBEHHOM
perucTpanuu JEKapCTBEHHOTO Ipernapara yBEIOMIISIET B NHCbMEHHOW Qopme 3asBUTeNIs 00 3TOM C
yKa3aHWEM MPUYMH TaKOTO OTKa3a. 3a BbAA4y PErucTPAIlMOHHOTO YJOCTOBEPEHHS JEeKapCTBEHHOTO
mpernapara B3UMAaeTcsl rOCyAapCTBEHHAs MOLUIMHA B COOTBETCTBHM C 3aKOHOJATEILCTBOM Poccuiickoit
®denepannu 0 HaJIorax U cOopax.

Nudopmarys 06 n3MEHEHHX:
Yacmo 2 usmenena c 15 urons 2018 e. - @edepanvhuiii 3akon om 4 utonsi 2018 e. N 140-D3

CMm. npeowbloywyro peoakyuio
2. OcHOBaHMEM ISl OTKaza B TOCYJapCTBEHHON pErHCTpalluy JEKapCTBEHHOTO Ipernapara Jyist
MEAMIIMHCKOTO MPUMEHEHHUS SIBISIETCS 3aKIII0OUEHUE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (heiepaibHOTO
opraHa HWCIIOJHUTEIBHOW BJIACTH O TOM, YTO KadecTBO W (WiH) 3()PEKTUBHOCTH PETUCTPUPYEMOTO
JIEKapCTBEHHOTO Ipenapara /i MEAULUHCKOTO MPUMEHEHHUsI He IOATBEPKACHBI MOJyYeHHBIMH JaHHBIMU
WIM YTO PUCK MPUYMHEHMs Bpela 370POBbIO UEJIOBEKa BCIEACTBHE MpHEMa JICKAPCTBEHHOIO Mpernapara
JUT MEAUIIMHCKOTO MPUMEHEHHUSI PEeBbIIaeT 3(PPEKTUBHOCTD €ro MPUMEHEHHUS.

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uyacmv 3 cmamou 27 Hacmosue2o
DedepanvbHo2o 3aK0OHA UZN0ANCEHA 8 HOBOU pedakyuu, scmynarowell ¢ cuny ¢ 1 urons 2015 .

Cm. mexcm uacmu 6 npeovloyujeli pedaxKyuu
3. TloBTOpHOE MpEICTABICHUE B COOTBETCTBYIOLIMI YIIOJHOMOYCHHBIH (enepaibHbIil OpraH
WCTIOJIHUTEIILHOW BIJIACTH JICKAPCTBEHHOTO TIpernapara, B OTHOIICHHH KOTOPOTO TMOJYYeH OTKa3 B
TOCYIapCTBEHHON PETUCTPAIMM M KOTOPBIM BIOCIEIACTBUU IOJBEPrcs U3MEHEHUIO B YaCTH €ro COCTaBa,
paccMaTpuBaeTCs Kak MPEACTABICHUE HOBOTO JICKAPCTBEHHOI'O Iperapara Ha ero rocCylapCTBEHHYIO
PETUCTPAIUIO HE3aBUCUMO OT COXPAHEHUS €ro MEPBUYHOTO HAUMECHOBAHHSL.

Wudopmanus 06 U3MEHEHUAX:

Cmamos 27 oonoanena wacmoio 4 ¢ 15 urons 2018 . - @edepanvruiii 3akon om 4 utons 2018 o. N 140-
D3
4. Ilpu mpenocTaBieHUM 3asBUTEIEM B COCTAaBE PErMCTPALMOHHOTO JOChE Ha JIEKAPCTBEHHBIN
mpemnapar JJisi BETEpUHAPHOTO NMPUMEHEHHUS KOTHMH PEIIeHUs YIMOJTHOMOYEHHOTO (enepaibHOro opraHa
WCIIOTHUTENIbHOW BJIACTH O MPOBEIEHUU MHCIEKTUPOBAHUS MTPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB CPOK
MPUHATHS PELICHUs] O TOCYIapCTBEHHOW PErUCTpallMM JIEKAPCTBEHHOTO Ipemnapara Jjis BETEpPHUHApHOTO
MPUMEHEHUS] PUOCTAHABIMBAECTCS CO JHS TMOJIYYEHMs 3aKJIIOUEHUM, YKa3aHHBIX B yacTu | Hacrosien
CTaThH, JIO JTHS MPHUHSITHS YIIOJTHOMOUEHHBIM (pefiepaTbHbIM OPraHOM HCIIOJIHUTENBHOM BIACTH PEIISHUS O
BbIJ]a4e WJIM 00 OTKa3e B BbIAAY€ 3aKIIOUEHHUS O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

TpeOOBAHUAM TPABHII HAUICKAIIEH POU3BOJCTBEHHON MPAKTHKK, HO HE 00Jiee YeM Ha CTO BOCEMBICCST
pabounx JTHEH.

Wupopmanust 006 H3MEHEHHSX:

Cmamos 27 donoanena ywacmoio 5 ¢ 15 urons 2018 e. - @edepanvhuiii 3akon om 4 utons 2018 2. N 140-
D3
5. OcHoBaHMEeM Ui OTKa3a B TOCYJApCTBEHHOW PETUCTPAIlMH JIEKAPCTBEHHOTO Iperapara Juis

BETCPUHAPHOTO TPUMEHEHHUS SBIISCTCS 3aKIIOYCHHE  YIIOJIHOMOYCHHOTO  (befepanbHOrO  opraHa
WCIIOJTHUTEIILHOM BJIACTH O TOM, YTO KauecTBO U (W) 3PPEKTHBHOCTD PETHCTPUPYEMOTO JICKAPCTBEHHOTO
npernapara Ui BETCpUHAPHOTO MPUMEHEHHSI HE TIOATBEPKICHBI IMOJIYYCHHBIMH JAHHBIMU WJIH 9TO PHCK
MPUYMHEHUS BpeJa 3I0pPOBBI0 JKUBOTHOTO BCJICACTBHE TMpHEMa JICKAPCTBEHHOTO TIperapara Jyis
BETEPUHAPHOTO MPUMEHEHHUS TpeBbIIaeT 3(P(HEKTUBHOCTh €r0 MPUMEHCHUS, OTKa3 YIIOJTHOMOYEHHOTO
(denepabHOTO OpraHa HMCIOJIHUTEIIEHON BIACTH B BBIJAYE 3aKIIOYCHHUS O COOTBETCTBUH IMPOU3BOIUTEINS
JICKApPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUIT HAICKAIEH MPOU3BOJICTBEHHON MPAKTUKH JIIST KaXKIOM
MPOM3BOJICTBEHHON IIIOMIAJKK PETUCTPHPYEMOTO JICKAPCTBEHHOTO TMpemnapara Juisi BETCPUHAPHOTO
MPUMEHCHHSI B CITydae, €CJIM MPOM3BOJICTBO JICKAPCTBECHHOTO IMpemnapara Jyisi BETSPUHAPHOTO MPUMEHEHUS
ocylecTBisAeTcs 3a npeaenamu Poccuiickoit denepanniv, MM OTCYTCTBUE TAKOTO 3aKJIFOUEHHS.

'’APAHT:

CM. KOMMEHTapuH K cTatbe 27 Hactosmiero denepaibHOro 3aKoHa

NHudopmarys 06 n3MEHEHHX:

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

CMm. npeovbloywyro peoakyuio
T'APAHT:

VYronHOMOYCHHBIN (penepaibHbIl OpraH WMCIOJHUTENbHON Biactu A0 1 sHBaps 2021 roma onpenenser
B3aMMO3aMEHIEMOCTh JIEKAPCTBEHHBIX TPEMapaToB Ui MEAWIIMHCKOTO TMPUMEHEHHS, KOTOphIE
3apETHUCTPUPOBAHBI JI0 JTHS BCTYIUICHUS B cuiy DenepanbHoro 3akoHa oT 27 mpexadbps 2019 . N 475-03
Y B3aMMO3aMEHSEMOCTh KOTOPBIX paHee He ObLia omnpesesieHa, B MOPSJIKE, YCTAaHOBICHHOM HACTOSIICH
CTaThel, 32 UCKIIOYCHUEM JICKAPCTBEHHBIX MPENaparoB, yKa3aHHBIX B YacTu 4 ctaThbu 3 DeneparbHOrO
3akoHa oT 27 nekabps 2019 . N 475-03

Crarps 27.1. B3auMo3aMeHsE€MOCTb JICKAPCTBEHHBIX MPENApaATOB AJIsI METULIMHCKOTO PUMEHECHUS

1. B3anmo3aMeHsAEMOCTh JICKAPCTBEHHBIX MpPEmaparoB JUIsi MEIUIMHCKOTO MPUMEHEHUS
OTIpEIEeTISICTCS. YIIOJTHOMOYEHHBIM (pefiepaibHbIM OPraHOM HCIOJHUTEIBHONW BIACTH, OCYIIECTBISIONINM
rOCYJapCTBEHHYIO PETUCTPALUIO JIEKAPCTBEHHBIX MIPENaparoB Uisi MEJULMHCKOTO PUMEHEHHUS], B paMKax
OJTHOTO MEXJIYHAPOJIHOTO HEMATEeHTOBAHHOTO (MJIM XUMHUYECKOTO, UM TPYNIHUPOBOYHOTO) HAMMEHOBAHHUS
Ha OCHOBE 3aK/IFOUEHUSI KOMMCCHM 3KCIIEPTOB 3KCIEPTHOIO YUPEKIEHUS O B3aWMO3AMEHSIEMOCTHU
JIEKAapCTBEHHOTO Tpernapara il MEAUIIMHCKOTO MPUMEHEHHs JIM0O O TOM, YTO JIGKAPCTBEHHBIN Ipernapar
JUIL  MEIMIIMHCKOIO TPUMEHEHUsS He sBiIsSeTcs B3auMo3aMeHsieMbiM. [lopsiok  ompeneneHus
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENapaToB JIsl METUIIMHCKOTO MPUMEHEHHS U popMa 3aKITI0YeHHS
KOMHCCHU 3KCIIEPTOB KCIIEPTHOTO YUPEXKJACHHS O B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MTPENaparoB s
MEIMIIMHCKOTO MPUMEHEHHs 00 O TOM, YTO JIEKAPCTBEHHBIN Mpenapar A MEIUIIUHCKOTO TPUMEHEHUS
HE SBJIAETCS B3aMMO3aMeHsIeMbIM, ycTaHaBnuBatoTcs [IpaBurensctBom Poccutickoit denepanmm.

2. Kommccusi 3KCHEpTOB 3KCHEPTHOTO YUPEXKACHHUS JAeT 3aKIIOUYEHHE O B3aWMO3aMEHSEMOCTU
JIEKapCTBEHHOTO TMpernapara A MEAUIIMHCKOTO MPUMEHEHHs TU00 O TOM, YTO JIEKapCTBEHHBIN Mpenapar
JUTSI MEAUIIMHCKOTO MPUMEHEHUSI HE SIBIISIETCS B3aMMO3aMEHSIEMbIM, HA OCHOBAHUH CJIETYIOIINX KPUTEPUEB
(XapaKTepUCTHK):

1) oSKkBUBaIEHTHOCTh (A7 OMOAHATIOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MpENapaToB
(61o0aHaIOTOB) - COMOCTABUMOCTb) KaUeCTBEHHBIX U KOIMYECTBEHHBIX XapaKTePUCTUK (hapMalleBTUIECKUX
CyOCTaHIIM WM COMOCTaBUMOCTh AHTUTEHHOTO COCTaBa BaklMH. VICHONB30BaHHWE Pa3IHYHBIX COJEH,
3hUpPOB, KOMILIEKCOB, U30MEPOB, KPUCTAIITMYECKHX (HOpM U JOPYyrux MPOU3BOAHBIX OJHOTO U TOTO KE
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NEUCTBYIOIIETO BEIIECTBA HE SABIAETCA MPENSATCTBUEM [UIsl OINPEAETICHHUS B3aUMO3aMEHSIEMOCTU
JIEKapCTBEHHBIX MPENapaToB, €CIU MPHU MPOBEICHUN UCCIEIOBaHNUS OMOIKBUBAIEHTHOCTH JIEKAPCTBEHHOTO
Ipenapara Uil UCCIel0BaHUs T€pPareBTUYECKON 3KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Ipenapara J10Ka3aHo
OTCYTCTBHE KIMHHYECKH 3HAYMMBIX pa3nnuuii  (apmakokuHeTukd u (wim) 3(GEeKTHBHOCTH H
0€30IaCHOCTH JICKAPCTBEHHOTO Ipernapara Uik MeITUIIMHCKOTO IPUMEHEHHUS;

2) BKBUBAJIEHTHOCTb JIEKAPCTBEHHON (opMmbl. [lo/1 SKBUBaJIEHTHBIMH JIEKapCTBEHHBIMH (hopMamMu
MMOHUMAIOTCSI pa3HbIe JIEKApCTBEHHBIE (DOPMBI, MMEIOLINE OJWHAKOBBIE CHOCOO BBENCHHS U CIOCOO
NpUMEHEHHs, OONajgaromue  COMOCTaBUMBIMH  (DapMAaKOKMHETHYECKUMHU  XapaKTEPUCTHKAMH |
(apMaKoJIIOTHYECKUM JICHCTBHEM M O0ECIIEUMBAIONINE TAKXKE JOCTH)KEHHE HEOOXOAMMOTO KIMHUYECKOTO
spdexra. Paznuuus nexkapcTBeHHbIX (GOpM  HE SIBIAIOTCS NPENATCTBUEM ISl OTPEAETICHHS
B3aMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  IpernaparoB, €CId [P  MPOBEACHUM  HUCCIIEAOBaHUS
OMOSKBUBAJIEHTHOCTH JIEKAPCTBEHHOT'O Iperapara Uil UCCIIEA0BaHUS TEPAlleBTUYECKON IKBUBAJICHTHOCTU
JIEKapCTBEHHOTO Ipenapara J0Ka3aHO OTCYTCTBUE KIMHUYECKH 3HAYMMBbIX pa3Inyuil (apMaKOKUHETUKHU U
(wm) s dexTuBHOCTU U 6€30TTACHOCTH JICKAPCTBEHHOTO TMpernapara Jijisi MEAUIIHHCKOTO MPUMEHEHHST,

3) PKBHBAJEHTHOCTh WJIM CONOCTABUMOCTh COCTAaBa BCIOMOTATENIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpernapara Ui MEOUIMHCKOTO MpHMeHeHusa. Pa3nuuus cocTaBa BCIIOMOTaTeibHBbIX — BEIIECTB
JIEKapCTBEHHOIO TMpenapara He SBISAIOTCA NPENATCTBUEM IS OIpeNeieHHs] B3auMO3aMEHSIeMOCTU
JIEKapCTBEHHBIX MPENapaToB, €I MpU MPOBEACHUN HCCIeI0BaHUS OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npernapara Uil HcCael0BaHUs TeparneBTUYECKON 3KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Mpenapara J1I0Ka3aHo
OTCYTCTBHE KIMHHUYECKHM 3HAYUMBIX pPa3nuuuil QpapMakoKMHETMKH u (Win) d3(QQPeKTuBHOCTH U
0€30MacHOCTH JIEKapCTBEHHOTO Mperapara Jjs MeIWLUHCKOTo MpuMeHeHus. [Ipy Haluyum KIMHUYECKH
3HAYUMBIX pa3Iuuuid (PapMakOKMHETHKH W (W) 3(PGEKTUBHOCTH W 0E€30MaCHOCTH JIEKAPCTBEHHOTO
mpenapara JUisi MEAMLMHCKOIO TNPUMEHEHHUs B3aMMO3aMEHSEMOCTh OIpEAEseTcs € YyKa3aHueM Ha
UCKJIFOYEHUE OTAEIbHBIX I'PYII MalUEHTOB;

4) IIGHTUYHOCTH CIIOC00a BBEACHHS U CTIOCO0a IPUMECHEHHUS;

5) COOTBETCTBHE NMPOU3BOAUTENS JEKAPCTBEHHOIO CPEACTBA TPeOOBAaHUAM MPABWII HaAJISKallen
IIPOU3BOJICTBEHHON IIPAKTHKHU.

3. OmpeneneHne B3aUMO3aMEHSEMOCTH BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENaparoB s
MEIMIIMHCKOTO TpPHUMEHEHHUs, yka3aHHbIX B uactu 10 crareu 18 Hacrosimero ®denepalibHOTO 3aKOHA,
ocylecTBIIseTCs 0e3 HE0OXOAMMOCTH 10Ka3aTeIbCTBA UX OMO3KBUBAJICHTHOCTH.

4.  OcoOeHHOCTH OIpEeNeNeHHus  B3aUMO3AMEHSEMOCTH  OUOJIOTHYECKUX  JIEKAPCTBEHHBIX
npernaparoB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IpernapaToB (coaep:Kaluux KOMOMHALMIO IBYX U Ooiee
NEUCTBYIOIINX BELIECTB), JIEKAPCTBEHHBIX PENapaToB JJIs TApPEHTEPaTbHOTO MUTAHNUS U HEA03UPOBAHHBIX
JIeKapCTBEHHBIX MpenaparoB ycraHaBiuatoTcs [IpaButensctBom Poccuiickoit denepanuu.

5. OmnpezneneHue B3aMMO3aMEHSIEMOCTH HE OCYIIECTBISETCS B OTHOLIECHHM JIEKApPCTBEHHBIX
pacTUTENIbHBIX MPENapaToB, TOMEONATHYECKUX JEKAPCTBEHHBIX MpenapaToB.

6. @opMHpOBaHUE NEPEUHsl B3aHMMO3aMEHSAEMBIX JEKAPCTBEHHBIX MPENapaToB Ul MEJUIIMHCKOIO
IIPUMEHEHHsI OCYLIECTBISICTCS AKCIIEPTHBIM YUPEKJICHUEM IOCPEACTBOM OOBEIMHEHUS JIEKapCTBEHHBIX
[IpernapaToB B OTJEJIbHBIE TIPYMINbI, B KaXJ0H N3 KOTOPHIX JIEKApCTBEHHbIE Ipernaparbl SBISIOTCA
B3aMMO3aMEHSIEMbIMU.

7. B ciydae BKJIIOUEHHS B MHCTPYKLHIO IO MEIWLHUHCKOMY IPUMEHEHHIO JIEKApCTBEHHOTO
npernapara Ha OCHOBaHMU PE3YIbTAaTOB COOTBETCTBYIOIIUX HCCIEIOBAaHMN MOKAa3aHUM sl IPUMEHEHMS,
KOTOpbI€ OTJIMYAIOTCS OT MOKa3aHWM Uil MPUMEHEHUs APYruX JIEKapCTBEHHBIX IPENaparoB U3 TPYIIIbI
B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX IIpenaparoB, B IMEpeYyHE B3aWMO3aMEHSAEMBIX JIEKapCTBEHHBIX
IPEenapaToB Il METUIIMHCKOTO PUMEHEHUS JIOJDKHA ObITh yKa3aHa COOTBETCTBYIOIIAs MH(POPMAIIHsL.

8. Ilepeuens B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IMpENaparoB A MEIUIIMHCKOTO MPHUMEHEHHS
pasMenaercs yrnoJTHOMOYEHHBIM (eilepajbHbIM OPraHOM HCHOJHUTENBHOW BIIACTH, OCYIIECTBISIOUINM
TOCYIAapCTBEHHYIO PETUCTPALUIO JIEKAPCTBEHHBIX IIPENapaToB s MEAUIMHCKOTO NPUMEHEHMS, HA CBOEM
odunumansuom caiite B cetu "MHrepHetr". MHpopmanus B mepeyHe B3auMO3aMEHSAEMbIX JIEKApCTBEHHBIX
IpernapaToB Ui MEAUWIUHCKOTO TPUMEHEHHs OOHOBISETCS YKa3aHHBIM (pepepaqbHBIM  OpPraHOM
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HWCIOJHUTEIbHOM BJIACTH C Y4€TOM HOBBIX 3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBLIX IIpCIapaToB I
MCIUIMHCKOI'O NPUMCHCHUSA U BHCCCHHBIX U3MCHEHUHU B AOKYMCHTBI, COACPKAIUCCA B PETUCTPALIMOHHBIX
AO0CBHEC Ha 3apCruCTpUpPOBAHHBIC JICKAPCTBCHHBIC IIPCIapaThbl AJ11 MECAUIUHCKOTO ITPUMCHCHMUL.

9. HOpH,Z[OK HCIIO0JIb30BaHUA HH(bOpMaIII/II/I 0 B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IIpC€riaparax Ijisd
MCIAUIUMHCKOIO MPHUMCHCHUA W IMOPAAOK Oda4u pa3’BﬂCH€HHﬁ mo BOIIpoCaM B3aMMO3aMCHACMOCTHU
JICKAPCTBCHHBIX MperaparoB g4 MCAWIUHCKOIO IIPUMCHCHHUA YCTAHABJIMBAIOTCA HpaBI/ITeJIBCTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CM. xoMMeHTapu K cratbe 27.1 HacTosero denepaabHOTO 3aKOHa

Cpoxk perucrtparu JEKapCTBEHHOTO Mpernapara, UcTeKaromuid B nepuon ¢ 15 mapra 2020 r. mo 31
nexadbps 2020 r., npoasneH Ha 12 mecsies
Crartbs 28. PeructpaiiioHHoe y10CTOBEpEHUE JIEKAPCTBEHHOTO Tpernapara
1. PerucrpanmoHHOE yIOCTOBEPEHME JIEKAPCTBEHHOIO IIpernapara ¢ YKa3aHUEM JIEKapCTBEHHBIX
¢bopM U JIO3UPOBOK BBIJAETCS OECCPOUYHO, 3a HCKIIOUEHHUEM PETHCTPAILMIOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTI'O IIperapara, BbIIaBa€MOro CO CPOKOM JACUCTBUSA MATh JIET, HA BIEPBbIE PETUCTPUPYEMBIE B
Poccniickoit @enepanun JeKapCTBEHHBIE MPENIAPATHI.
2. Ilo wucreueHwum yKa3aHHOTO B dYacTW | HACTOSIIEW CTaThU CpPOKa BBIJAETCA OECCPOUHOE
PErUCTPAIMOHHOE YAOCTOBEPEHHME JIEKQPCTBEHHOIO TMpernapara IpH YCIOBHH IOATBEPKJICHUS €TI0
TrOCYJapCTBEHHOM PETUCTPALUN.

Wudopmanns 06 U3MEHEHUAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 e. N 429-D3 cmamvs 28 nacmosweco Dedepanvroco
3aKOHa dononHena wacmoio 3, scmynarowell 6 cuny ¢ 1 urons 2015 e.

3. B cnyyae BHeceHus B cooTBeTCTBUU cO cTarhbsivu 30 m 31 Hacrosmero denepanbHOro 3akoHa
W3MEHEHUH B CoOAep)Kallluecs B PETUCTPALMOHHOM JO0Ch€ Ha 3aperuCTPUPOBAHHBIM JIEKapCTBEHHBIN
npemnapar JOKYMEHTBI, 3aTparuBaloOlldX CBEICHMS, OTPaKEHHBIE B PErMCTPALIOHHOM YIOCTOBEPEHUU
JIEKapCTBEHHOTO Tpernapara, YIOJIHOMOUYEHHBINH ¢enepalibHblii OpraH HCHOJHUTEIbHOM BJIAcTU BbIAAET
HOBOE PErHCTPALMOHHOE YIOCTOBEPEHME JIEKAPCTBEHHOIO Mperapara, cojepikallee BHECEHHBIE B HETro
M3MEHEHHUSI.

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 cmamovs 28 nacmosweco Dedepanviozo
3aKOHa dononHena wacmoio 4, scmynaroweit 6 cuny ¢ 1 urons 2015 e.

4. B cmyuae yTparbl WIH MOBPEXKICHHS PErHCTPAIMOHHOTO YIOCTOBEPEHMS JIEKApPCTBEHHOTO
mpemapara IO 3asBICHUI0 B MUCBMEHHOW ¢opme aeparenss WM BIaJeNblla PErucTPalOHHOTO
yAOCTOBEPEHHUS JIEKAPCTBEHHOTO IMpenapara Wik yIOJTHOMOYEHHOTO UMU APYroro IOPUAMYECKOTO JHIa O
BbIJlaye AYyONHMKara pEerucTPalMOHHOTO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO Ipemnapara yIOJIHOMOYEHHBIN
(denepanbHbIil OpraH UCIOJHUTEIHHON BJIACTU B CPOK, HE MPEBBIIAIOUINN ecaTu pabouux THEH co THS
MOCTYIUICHUS 3asBICHUS, BbIAA€T JAYONHMKAT PErHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemapara. 3a BblJauy AyOJMKara pPETUCTPAMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO Tperapara
B3MMAaeTCs roCyJapCTBEHHAs MOLJIMHA B COOTBETCTBUU C 3aKOHO/aTebCcTBOM Poccuiickoin denepaunn o
HaJIOTax U cOopax.

TAPAHT:

CwM. KOMMCHTApPHH K CTAaThC 28 HaCTOAIICTO <De):[epanLHoro 3aKOHa

Wudopmanus 06 U3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-@3 cmamuva 29 nacmoswyeco Dedepanbrozo
3AKOHA U3N0JHCEHA 8 HOBOU pedaryuu, scmynarowetl ¢ cuny ¢ 1 aueaps 2017 a.

Cm. mexcm cmambobu 8 npeodvloyujell peoaxyuu
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T'APAHT:

Cpoxk perucrpalluu JEeKapCTBEHHOTO Ipenapara, ucrekatonui B nepuoa ¢ 15.03.2020 o 31.12.2020,
npojyieH Ha 12 mecsieB
Cratbs 29. [loaTBepskieHHE TOCYAApPCTBEHHOM PErucTpaIiuy JIEKapCTBEHHOTO IIpenapara
1. IoaTBepxaeHNE roCyAapCTBEHHON pEerucTpalny JIEKApCTBEHHOIO Ipernapara OCYIECTBISIETCS
IIpU BblJAa4e OECCPOYHOIO PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKApCTBEHHOIO IIpernapara B cCllyyae,
yKa3aHHOM B uactu 2 crarbu 28 Hacrosuuero @denepaJbHOrO 3akOHAa, B CPOK, HE IPEBBILAIOIIAN
HIECTUACCATH pabouMx IHEW CO IHS IOJYYEHHUS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (erepalbHbIM
OpraHOM HCIIOJIHUTEJIbHOM BJIAcTU 3asBJICHUS O TMOATBEPXKJIEHUU TOCYIapCTBEHHOW perucrparuu
JIEKapCTBEHHOIO Ipemnapara. He ocymecTBisercss NOATBEPXKACHHE TOCYIAPCTBEHHOW PpETUCTpaluu B
OTHOIIIEHUH JIEKAPCTBEHHOTO Tpernapara, He HaxoAuBIIerocs B oOpamienuu B Poccuiickoit denepanuu B
TEUeHHE Tpex M OoJiee JIeT, a TaKKe B OTHOIIEHUU JIEKAPCTBEHHOTO CPEICTBA, IMPOU3BEIEHHOIO C
HapyllleHneM TpeOOBaHUs, YCTAaHOBIEHHOTO YacThio 3.7 ctathu 71 HacTodero deaepaibHOrO 3aKOHa.

Wnpopmanust 06 M3MEHEHHSX:
Yacmw 2 usmenena c 13 aseycma 2019 e. - Dedepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npeowbloywyro peoakyuio
2. 3asBlIeHUE O MOATBEPIKICHUU TOCYIAPCTBEHHON PETHCTPAIMK JICKAPCTBEHHOTO Tperapara Jijis
MEIMIIMHCKOTO TPUMEHECHHS TPEJICTABISIETCS B COOTBETCTBYIONIUH YIIOJTHOMOYCHHBIH (eaepatbHbIN
OpraH WCIIOJTHATEIBHON BJIACTH HE paHee YeM 3a CTO BOCEMBJCCAT JHEH 10 MCTEYCHHUS CPOKa JICHCTBUS
PETHCTPAITMOHHOTO YI0CTOBEPEHHUS JICKAPCTBEHHOTO TIperapara Jiisi MeIUIIHHCKOTO TIPUMEHEHHUSI.

Wudopmannus 06 n3MEHEHUAX:

Cmamos 29 donoanena uacmoio 2.1 ¢ 13 aseycma 2019 e. - @edepanvhsiii 3axkon om 2 ageycma 2019 a.
N 297-D3
2.1. 3asBNeHHE O MOATBEPKICHUHU TOCYIAPCTBEHHON PErUCTPALIMM JIEKAPCTBEHHOTO Mpenapara s
BETEPUHAPHOTO TMPUMEHEHHUS] MPEICTABIAECTCS B COOTBETCTBYIOUIMI YIIOJIHOMOYEHHBIN (eaepanbHbIN
OpraH UCIOJHUTEIBHON BJIACTH HE paHee YeM 3a CTO BOCEMbJECAT THEH J0 HMCTEUeHHUs CpoKa JEHCTBUS
PErUCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipemnapara Jis BEeTEpUHAPHOTO MPUMEHEHUS U He
M03/JHEe OKOHYAHUSI CPOKA €ro AeHCTBHUSL.
3. IloaTBepxaeHHe rOCYAapCTBEHHON PEerucTpaluu JIEKApCTBEHHOIO Mpernapara OCyIIeCTBISIEeTCS
[0 pe3ylbTaTaM »SKCIEPTU3bl OTHOLICHUS OXKUAAeMON TMOJIb3bl K BO3MOXXHOMY PHUCKY INPUMEHEHUS
JIEKapCTBEHHOTO Ipernapara Ha OCHOBAaHUH PE3YJbTAaTOB MOHUTOPUHTA 3(PPEKTUBHOCTU M OE30MaCHOCTU
JIEKapCTBEHHOTO  Mpernapara, MPOBOJUMOIO  JepXaTrelieM WM  BIAJENblIeM PErucTpalioHHOTO
yA0CTOBEPEHHUS JIEKAPCTBEHHOTO Tpernapara JIM00 yHOJTHOMOYEHHBIM UMHU FOPUIUYECKUM JIUIIOM, a TaKxkKe
COOTBETCTBYIOIIUM YITOJIHOMOYEHHBIM (e/iepabHbIM OPTaHOM HCIIOHUTEIHHON BIACTH B COOTBETCTBUU C
TpeboBaHuAMU cTaThi 64 HacTosmero deaepaibHOTO 3aKOHA.

Wudopmanus 06 U3MEHEHUAX:
Yacmoe 4 usmenena c 15 urons 2018 2. - Deoepanvusiii 3axon om 4 uronsa 2018 2. N 140-D3

CMm. npeovbloywyro peoakyuio

4. K 3asgBNeHUIO0 O MOATBEP)KJIECHUU TOCYJAPCTBEHHOW PETUCTpPALMU JEKApCTBEHHOTO Ipernapara
JUTS MEAUIIMHCKOTO MPUMEHEHHUSI IPUIIaraloTCs:

1) HOKyMEHTHI, cofepKallue pe3ylnbTaThl MOHUTOpPHHTa 3(dekTuBHOCTH u 0E30MacHOCTH
JIEKapCTBEHHOTO TMpemapara i MEIUIMHCKOTO TPUMEHEHUs, TMPOBEACHHOTO JepiKaTeleM HIIn
BIIQJIEIBIIEM PETHCTPAIMOHHOTO YIOCTOBEPEHHUS JIGKAPCTBEHHOTO TMpernapara A METUIITHCKOTO
MpUMEHEeHHs] JHO00 YMOJTHOMOYEHHBIM UM IOPUAMYECKUM JIHIIOM, 10 Qopme, YTBEPKICHHOU
YIIOJTHOMOYEHHBIM (heiepalIbHBIM OPTaHOM HCIIOIHUTEIHHOMN BIIACTH;

Wudopmanus 06 U3MEHEHUAX:
Ilynkm 2 usmenen c 1 aneapsa 2021 . - @edepanvhviil 3akon om 27 dexabpsa 2019 2. N 478-D3
Cm. npedvloywyio pedakyuio
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2) CBCICHUA O OaTc MpCAOCTABJICHUA W PCTUCTPALIMOHHOM HOMCEPC JIMICH3WKW HAa HPOU3BOJACTBO
JICKAPCTBCHHLBIX CPCACTB UJIK CBCACHUSA O AATC MMPCAOCTABJICHUA U PCTUCTPAIUOHHOM HOMCPEC 3aKIIIOYCHUA
O COOTBCTCTBHUU IIPOU3ZBOJUTCIIA JICKAPCTBCHHBIX CPCIACTB TpCGOBaHI/IHM mpaBUJI H&IIJIG)K&L[IGIZ
HpOI/I?;BOLICTBeHHOI\/JI IIPAaKTHUKH, MpeaoCTaBJICHHBIX YIIOJTHOMOYCHHBIM q)enepam)HHM OoprafnomMm
HWCIIOJTHUTEIBHON BJIACTH B OTHOIICHHUH HpOI/I?:BOIICTBCHHOﬁ IJIomMaaAK1 JICKApCTBCHHOI'O IIpriapara i
MEIUIIMHCKOTO MPUMEHEHHS, TOCYIapCTBEHHAs PETUCTPAllUsl KOTOPOTO MOJATBEPKIACTCS B Cllydae, €Ciu
MPOM3BOJCTBO JICKAPCTBEHHOTO TIpenapara Jisg MEIUIIMHCKOTO TPUMEHEHUS OCYIISCTBISETCS B
Poccuiickoit @eaepanuu;

Wupopmanust 06 M3MEHEHUSX:
Ilynkm 3 uzmenen c 1 sansapsa 2021 . - @eodepanvhviii 3axon om 27 dexaops 2019 2. N 478-D3

CMm. npeodwbloywyro peoakyuio

3) xomusi MPEIOCTaBIEHHON YIMOJIHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOJIUTENS JIMIICH3WU Ha
MPOU3BOJICTBO JIEKAPCTBEHHOTO Tpernapara i METUIIMHCKOTO TMPUMEHEHHUs U €€ TEpPEeBOJ Ha PYCCKUM
SI3bIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM TIOPAJIKE, a TaKXe KOMUS 3aKIIOYeHHS O COOTBETCTBUU
MIPOU3BOAMTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSM TIPAaBWIJI  HAJJIeKAIIEd MPOU3BOJACTBEHHOM
MPAKTHUKH, BBIJJAHHOTO YITOJTHOMOYEHHBIM (he/iepalbHbIM OPraHOM MCTIOJHUTEIBHOM BIACTH B OTHOIIICHUHU
MPOW3BOJACTBEHHOW  TUIOMIAKA  JICKAPCTBEHHOTO  Tpemapara JUisi MEAWIIMHCKOTO  TPUMEHEHUS,
TOCYIapCTBEHHAs PETUCTPAlUsl KOTOPOTO TIOJATBEPXKIACTCS, WM KOMHS PEHICHUS YIOJIHOMOYEHHOTO
(denepanbHOTO OpraHa WCIOJHUTEILHOW BIACTH O TPOBEICHWHW WHCIEKTUPOBAHUS TPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB B Cilydae, €CJHM MPOU3BOJICTBO JIEKAPCTBEHHOIO Ipernapara Uil MEAULHUHCKOTO
MPUMEHEHHUS OCYIIECTBIISIETCA 3a npenenamu Poccuiickoit denepanuu.

Wudopmanus 06 n3MEHEHUAX:

Cmamos 29 oonoanena ywacmoio 4.1 ¢ 15 urons 2018 e. - @edepanvusiii 3axon om 4 uronsn 2018 2. N 140-
D3
4.1. B oTHOMIEHUN OMOJOTMYECKHUX JIEKAPCTBEHHBIX MPENaparoB AJIi MEAUIIMHCKOTO MPUMEHEHHUS
3asiBUTENIb JIOTIOJIHUTEIBHO MPEACTABISIECT PE3yIbTaThl MEPONPHUSATHH, MPEIyCMOTPEHHBIX IJIaHOM
yIOpaBJICHUS] PUCKAMU, YTBEP)KICHHBIM YIIOJIHOMOYEHHBIM (eepaabHbIM OpPraHOM HCIOJIHUTEIbHON
BJIACTM TNPHU OCYILECTBICHUH TOCYIapCTBEHHOM pErucTpaldd JIEKapCTBEHHOTO Iperapara Jajis
MEAMIIMHCKOTO PUMEHEHUS.

Wudopmanus 06 n3MeHEHUAX:
Yacmo 4.2 uzmenena c 13 aseycma 2019 2. - @edepanvrviii 3axon om 2 aseycma 2019 e. N 297-D3

CMm. npeovbloywyro peoaxyuio

4.2. K 3asBIeHUI0 0 MOATBEPKICHUU TOCYIApPCTBEHHON PETUCTPALUU JEKApCTBEHHOTO IMpemnapara
JUIS BETEPUHAPHOTO MPUMEHEHUS NPUIIAraloTcs JOKYMEHTBHI, COAEpIKallhe pe3yiabTaThl MOHUTOPHUHTA
b dexkTuBHOCTH M 0€30MacHOCTH JICKApPCTBEHHOTO IIpermapara Ui BETEPHUHAPHOTO MPUMEHEHUS,
MPOBOAMMOTO JIepKaTesieM WM BIAJCNbLEM pPETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
mpemnapara Juisi BETEPUHAPHOTO MPUMEHEHHUS MO0 YHMOJTHOMOUYEHHBIM UM HOPUIMYECKHM JUIOM, IO
dbopMe, YTBEpXKIACHHOW YIMOJIHOMOUYEHHBIM (elepalbHbIM OPraHoM HCIOJMHUTEIBHOW BIIACTH, U
JOKYMEHTBHI, yKa3aHHbI€ B MyHKTax |, 2 - 2.2, noanyukrax "a", "0", "k", "1" nynkra 4 yactu 3 crareu 17
Hactosiero denepaabHOrO 3akoHa. B OTHOIIEHWHM MMMYHOOMOJOTHYECKUX JIEKAPCTBEHHBIX MPENapaTroB
JUIsl BETEPUHAPHOTO NMPUMEHEHUSI HE MPEJCTABISAIOTCS CBEACHUS, YKa3aHHbIE B NonyHkTe "K" myHkTa 4
yactu 3 crateu |7 Hacrosmero denepanbHOro 3akoHa. B OTHOLIEHWH JIEKAPCTBEHHBIX MpENaparoB AJis
BETEPUHAPHOTO MPUMEHEHHS, MONYYEeHHBIX C TNPUMEHEHHEM Te€HHO-HHKEHEPHO-MOAU(PHUIIMPOBAHHBIX
OpPraHM3MOB WIH COAEPIKAIIUX TAKUE OPraHU3Mbl, JTOTIOJTHUTEIBHO NPEACTABISAIOTCS CBEICHUS, YKa3aHHbIE
B nyHkre 13 wactu 3 crareu 17 HacTosmero denepaabHOro 3aKoHa.

Wudopmanus 06 U3MEHEHUAX:
Yacmo 4.3 usmenena c 1 ansaps 2021 e. - @edepanvhuiii 3axon om 27 dexabps 2019 2. N 478-D3
Cm. npedvloywyio pedakyuio
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4.3. 3asgBuTelb BIpaBE IMPEACTABUTh C 3asBICHUEM O IOJATBEPKIACHUU IOCYIapCTBEHHON
perucTpanuy  JIEKApCTBEHHOI'O  IIperapara  KONMI0  JOKYMEHTa,  IOATBEPXKJAIOLIET0  yIUIaTy
rOCyIapCTBEHHOW IMOILIMHBI 3a TOATBEP)KJIEHUE TOCYJapCTBEHHON pErucTpaluy JIEKApCTBEHHOIO
mpernapara, a TakKe BblJaBaeMble (IPEIOCTAaBISIEMbIE) YIOJIHOMOYECHHBIMU (helepalbHBIMU OpraHaMH
WCIIOJIHUTENIbHOM BJIACTU JOKYMEHTHI (CBE/IEHUS ), YKA3aHHbIE B ITYHKTAaX 2 ¥ 3 yacTu 4 HACTOSIIENH CTaThU.
B cnydae wux HempencraBieHHs YIOJTHOMOYCHHBIH (eepabHbId OpraH HCIOJHUTEIBHON BIIACTH
3ampaniBaeT yKa3aHHbIE IOKYMEHTHI (CBEICHHS) B TOPAIKE MEXBEIOMCTBEHHOTO WH(MOPMAIIMOHHOTO
B3aUMOJICUCTBUA.

5. B Teuenue pecsatu pabouux JAHEH €O JHA TPUHATUS 3asBICHUS O MOJATBEPKICHUU
rOCyIapCTBEHHOW pEerucTpanuu JIEKApCTBEHHOIO Ipernapara M JOKYMEHTOB, COJEpKalllUX pPe3yJIbTaThl
MOHUTOpUHTA IP(HEKTUBHOCTH M O€30MACHOCTHU JIEKAPCTBEHHOTO Mpenapara, MpOBOAUMOTO JepKareaemM
WM BJaJIeNbIeM PETUCTPALMOHHOIO YA0CTOBEPEHHUS JIEKAPCTBEHHOIO Mpenapara J1ub0 yroJIHOMOYEHHBIM
VMU IOPUANYECKHUM JIUIIOM, YIIOJTHOMOUYEHHBIN (hefepabHbIN OpraH CIOJHUTENIBHOM BIIACTH:

1) mpoBOAMT MpPOBEpPKY IMOJIHOTHI CBEIEHUI, COAEPKALIUXCS B MPEACTABICHHBIX 3asBUTEIEM
JOKYMEHTaXx;

2) HmpUHUMAET peuieHHe O MPOBEACHUHM WM 00 OTKa3e B MPOBEACHUM 3KCIEPTHU3bl OTHOLICHUS
OXKUJAEMON TMOJb3bl K BO3MOXKHOMY PHCKY NPHMEHEHHs JIeKapCTBEHHOTO IIperapara Ha OCHOBAHHUH
pe3yabTaTOB MOHUTOPHHTA (P (HEKTHBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO Tpernapara, MpOBOAUMOTO
JepXareaeM WM BIIAJeNblIeM PEruCTPAlMOHHOTO YIOCTOBEPEHUs JIEKapCTBEHHOIO IIpenapara JIndo
YIOJHOMOYEHHBIM UMH IOPUIUYECKUM JIMIOM, a TakKe (eepaabHbIM OpPraHOM HCIOJIHUTEIHLHOW BIACTH
B COOTBETCTBUH C TPEOOBaHUSIMU CTaThu 64 HacTosmero deaepaabHOTO 3aKOHA;

3) yBemoMisieT B JJIGKTPOHHOW ¢opMe WIM MHUCHbMEHHOW (opme 3asBUTENSI U OIKCIEPTHOE
YUpEeXKJIEHHE O MPHHITOM pelieHuH Ju00 B ciaydae NPUHATHS peleHHs o0 OTKaze B IPOBEICHHUU
AKCIEPTHU3bI YKa3bIBAET MPUYMHBI TAKOTO OTKA3a.

6. B cmnydae BBIBICHHUS HEOOCTOBEPHOCTH W (WIM) HEJOCTATOYHOCTH HWHQOpMAIUH,
coJiep Kallleiicss B MPeICTaBICHHBIX 3asBUTEIEM JOKyMEHTaX, YIOJHOMOYEHHBIN (enepalbHbIil opraH
WCIIOJIHUTENIbHOM BJIACTH HAIpaBiseT 3asBUTENIO 3apoc 00 yTOUHEHUH yKa3aHHOW MHpopMaly. 3anpoc
YIOJHOMOYEHHOTO  (pefiepaibHOTO  OpraHa MCIOJHUTEIBHOW  BJIACTHU MOXET ObITh  IepenaH
YIOJTHOMOUYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO MOJ PACHUCKY, HAlpaBjieH IO TOoYTe 3aKa3HbIM
MMCBMOM WJIM TepelaH B IEKTPOHHOHM (opMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHaiaMm cBsi3u. B cimyuae
HaMpapJIeHUs 3ampoca YHIOJHOMOYEHHOTO (enepaabHOro OpraHa HCIOJHUTENIBLHOM BIACTH IO IOYTE
3aKa3HbIM IHCBMOM OH CUYUTAETCS IMOJYYEHHBIM II0 HCTEYEHUHM IIECTH AHEW C JaThl HampaBICHUS
3aKa3HOTO MUChMa.

7. 3asButens o0sf3aH MPEACTaBUTh OTBET Ha 3alMpoOC YIOJIHOMOYEHHOTO (enepaabHOro opraHa
UCIIOJIHUTENILHOM BIACTH B CPOK, HE MPEBBIMIAIONIUN JIEBIHOCTa pabouux JHEH CO AHS €ro MoJyuyeHusl.
Cpok, yKa3aHHBIA B 4acTH 5 HACTOSIIEW CTAaThU, IPUOCTAHABIMBACTCA CO JIHS HAIIPABJICHUS 3asBUTEIIO
3arpoca YHOJTHOMOUYEHHOTO (hefepaibHOr0 OpraHa HWCHOJHUTEIBHOM BIACTH 1O JHS MOJNYYEHHUS UM
COOTBETCTBYIOIIETO OTBETA U HE YYUTHIBACTCS MPU UCUUCICHUU CPOKA MOATBEP:KACHHUS TOCYIapCTBEHHOMN
perucTpanuu JIeKapcTBEHHOTO Mpernapara.

8. OcHOBaHMEM MJI1 OTKa3a B IPOBEACHHUU D3KCIIEPTU3bl OTHOLIECHUS OXXUIAEMOM IOJB3bI K
BO3MOXHOMY PHCKY NPHUMEHEHUs JIEKQpCTBEHHOTO Ipemnapara SBISETCS MPEICTaBICHUE JOKYMEHTOB,
COJIEpXKALIUX PE3yIbTaThl MOHUTOPUHTA 3((HEKTUBHOCTH M O€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara, u
(M) B OTHOIIEHUM OHOJOIMUYECKUX JIEKApPCTBEHHBIX MPENapaToB pe3yabTaTOB OCYILECTBICHUS
MEpPONPUITHI B COOTBETCTBUU C IUIAHOM YIPABICHHUS PHUCKAMHU, YTBEP)KIACHHBIM YIOJIHOMOYEHHBIM
(deneparbHBIM OPraHOM HCIIOJHUTENBHON BIACTU MPHU OCYIIECTBIECHUU TOCYIapCTBEHHOM perucTparuu
JIEKApCTBEHHOTO IMperapara, B HEMOJHOM 00beMe, OTCYTCTBHME HMH(OpMalMM, MOATBEpXkAAoUIel (akT
yILIaThl TOCY/ITapCTBEHHON TOLUIMHBI 3a MOATBEPKACHHUE TOCYIapCTBEHHON PETUCTPallU JIEKAPCTBEHHOTO
npemapara, 1100 HEMpenCTaBICHUE 3assBUTENIEM B YCTAHOBIICHHBIA CPOK OTBETA HAa yKa3aHHBIA B 4acTH 6
HACTOSIIIEH CTaThU 3alpocC YIMOJIHOMOYEHHOTO (perepabHOrO OpraHa MCIOJHHUTEIbHOM BIACTH, a Takxke
OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX HH(POPMAIIUH, KOTOPast JOKHA OBITh B HUX OTPaKeHa.
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9. DOkcneprusa OTHOLIEHUS OXKHMJIAEMOW IOJb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHUs
JIEKapCTBEHHOI'O Ipenapara B LEIsAX IMOATBEP)KICHHUS TOCyAapCTBEHHOM perucTpanuu JeKapCTBEHHOTO
Ipenapara MpPOBOJUTCS KOMHCCHEW S3KCIEPTOB 3KCIIEPTHOIO YUYPEXKIACHHUS B CPOK, HE IPEBBIIAIONINN
COpOKa pabovmX JTHEH.

10. B ciayyae HEJOCTaTOYHOCTH MPEACTABICHHBIX 3KCIEPTY MAaTepUalIOB Ul Jlaud 3aKJIFOYEHUS
AKCTIEPT 00paIaeTcsi K PyKOBOJUTEIIO SKCIEPTHOTO YUPEKICHHUS O MPEIOCTABICHUN €My HEOOXOIMMBIX
MaTtepuaioB. PykoBoauTENb 3KCHEPTHOIO YUpEKJeHUs oOpallaeTcs ¢ COOTBETCTBYIOIIMM 3allpocoM B
YIIOJIHOMOYEHHBIN (heiepaabHblii OpraH HMCIOJHHUTEIBHON BIIACTH, BBIAABIIWI 3aJaHuEe Ha TPOBEICHUE
OKCIEPTU3bl OTHOLIEHUS OXHAAEMOM TMOJIb3bl K BO3MOYKHOMY PHCKY IPUMEHEHUS JIEKapCTBEHHOI'O
Ipernapara Ha OCHOBAaHUHM JOKYMEHTA, COJAEPIKAILEro pe3ylbraTbl MOHHUTOpPHUHTra 3((eKTHBHOCTH U
0€30MMacHOCTH JIEKapCTBEHHOTO Ipemnapara. B TedeHue nsatu pabounx AHENW co JHS MOCTYIICHHS 3arnpoca
PYKOBOJUTEINS SKCIEPTHOTO YUPEXKACHUS YyKa3aHHBIM (QenepajabHbli OpraH MCIOJHUTENBHOM BIAaCTU
HampaBJseT 3asgBUTENIO0 3alpoC O MPEACTABICHUU HEOOXOAMMBIX MaTepHalioB, KOTOPBIM MOXET OBITh
nepejaH YNOJIHOMOUEHHOMY IMPEJICTAaBUTENIO 3asBUTEN JIMYHO TIOJ] PAcIMCKY, HAalpaBlieH IO I04Te
3aKa3HbIM MMCHMOM WJIM NEPETaH B AEKTPOHHOHN (hopMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajiaM CBsi3u. B
cllydae HaIpaBJIEHUS 3alpoca YIMOJHOMOYEHHOTo (elepallbHOr0 OpraHa HCIOJHUTENBHON BJIacTU IO
MOYTE 3aKa3HBIM MHUCHMOM OH CUMTAETCS MOJYYEHHBIM IO UCTEUYEHUU IIECTHU JTHEH C AaThl HalpaBlICHUS
3aKa3HOTO MUChMa.

11. 3asBuTens 00s13aH MPEACTABUTHL OTBET HA 3alpoC YIMOJHOMOYEHHOTO (emepanipbHOro opraHa
WCIIOJIHUTENIbHON BJIAacTH B CPOK, HE MPEBBIIIAIONIMKM IIECTUIECATH padouux JHEH cOo JHS MOTy4YeHHS
YKa3aHHOTO 3ampoca. YMOJHOMOYEHHBIN (QenepalbHblii OpraH HWCHOJHUTEIHHOW BIACTH, BBIJIABIINAN
3a/laHH€ Ha MPOBEACHUE SKCIIEPTU3bl OTHOILIECHUS OKHMIa€MOM MOJIb3bl K BO3MOXXHOMY PUCKY PUMEHEHUS
JIEKApCTBEHHOI'O IIpenapara Ha OCHOBAaHMM JIOKYMEHTA, COJEPXKAIEro pPe3ylnbTaTbl MOHHMTOPHHIA
b dekTHBHOCTH M 0OE30MAaCHOCTH JICKAPCTBEHHOTO IIpenapara, B TEUEHHE MATH pabouMx JHEH cO JTHS
MOCTYIUIEHHUS OT 3asBUTEJISI OTBETA HA 3aMpOC YIIOJIHOMOYEHHOTO (efIepaJIbHOTO OpraHa UCIOIHUTENbHON
BJIACTU HANpPaBIISIET 3TOT OTBET B HKCIEPTHOE ydpexAcHHE. B ciydae HempencTaBieHUs MO MUCTEUEHUH
MIECTUIECATA pabOUMX JHEH 3asBHUTENIEM OTBETA HA YKa3aHHBIM 3ampoC YIMOJHOMOYEHHBIN (enepanbHbIi
OpraH MCIOJIHUTEIbHON BIACTH, BBIIABIINN 33JaHUE HA IPOBEACHUE SKCIIEPTU3bl OTHOLICHUS OKUAAEMOI
MOJIb3bl K BO3MOXXHOMY PHUCKY HIPHMEHEHHUs JIEKAPCTBEHHOI'O Ipernapara Ha OCHOBaHUM JIOKYMEHTA,
COJIEpIKaIIero pe3ylbTaTbl MOHUTOPUHTA 3((HEKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOIO Mpernapara, B
TEUEHHE MATH pabOYMX JIHEH HampaBisieT B JKCIIEPTHOE YUPEKJEHUE YBEIOMIICHHE O HEIpe/CTaBICHUU
3asBUTEJIEM OTBETA Ha 3alpOoC YKa3aHHOTO OpraHa. Bpems co 1Hs HampaBieHHs 3ampoca SKCHEPTHOrO
YUpEXKJIEHUSI B YIOJIHOMOYEHHBIH (enepanbHbli OpraH HMCIOJHUTENBHON BIACTH JO [HS TOJy4eHUs
SKCIIEPTHBIM YUPEKJICHUEM OTBETA Ha 3allpOC WM YBEJOMIICHHS O HETPEACTaBICHUU OTBETA Ha 3alpoC He
YUUTBIBAETCS IPU HCUYUCICHUM CpPOKA MPOBEACHMS SKCIIEPTU3bl OTHOLIEHUS OXUAAEMOW IOJB3bl K
BO3MOXXHOMY PUCKY IIPUMEHEHHsI JIEKAPCTBEHHOIO Ipenapara Ha OCHOBAaHUM JIOKYMEHTA, COJEpPKalIero
pe3ynbTaThl MOHUTOPUHTA 3(D(PEKTUBHOCTH U 6E30MIACHOCTH JIEKAPCTBEHHOTO Mpemnapara.

12. B cpok, He MpeBBIMIAIONINI 1ecATH paboyuX AHEH CO JHS MONyYEHUs 3aKIIOYCHHS] KOMHUCCHH
SKCIIEPTOB IO pPE3ylIbTaraM 3KCIEPTU3bl OTHOUIEHUS OKUJIAEMOM TOJIb3bl K BO3MOXHOMY PHCKY
MPUMEHEHHs JIEKapCTBEHHOTO TIperapara, COOTBETCTBYIOIIMM YIIOTHOMOYEHHBIH (enepanbHblii opraH
WCIIOJTHUTENIbHOW BIACTH:

1) ocymiecTBiseT OLEHKY 3TOTO 3aKJIIOUEHUS Ul ONpPEAETCHUS €ro COOTBETCTBHS 33/JaHUI0 Ha
IIPOBEJCHUE YKa3aHHOM DKCIIEPTU3HI,

2) TpUHHMaeT pEIIeHHe O TMOATBEP)KICHUU TOCYIapCTBEHHOM pETUCTPAllUU JIEKaPCTBEHHOTO
npernapara uii 00 0TKa3e B MOJTBEPKICHUH TOCYyIapCTBEHHOM perucTpalny JeKapCTBEHHOTO Mpernapara;

3) BHOCHT TMpH TPUHATHU PEIIEHUS O TOATBEPKICHUU TOCYIAPCTBEHHOW PETrUCTpaIiy
JIEKapCTBEHHOTO TIpernapara CBEACHHUS B TOCYIAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEACTB M BBIJIAET
3aBUTENIO OECCPOUHOE PErUCTPALUOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpernapara.

Hudopmanus 06 U3MEHEHHIX:

Yacmw 13 usmenena c 15 uonsa 2018 2. - @edepanvhuiii 3axon om 4 utons 2018 2. N 140-D3
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Cm. npeovloywyio pedakyuro
13. OcHoBaHMEM I OTKa3a B MOATBEP)KJIECHUU T'OCYIapCTBEHHOW PEruMCcTpaluM JEKapCTBEHHOTO
mpernapara  SBISETCS  3aKJIIOYEHHE COOTBETCTBYIOIIETO YHMOJHOMOYEHHOTO (ellepalbHOr0 OpraHa
WCIIOJIHUTENIBHON BJIACTH O TOM, YTO PUCK NPUYMHEHHS BpEAa 370POBbI0 YEJOBEKa WJIM KUBOTHOIO
BCJIEJICTBHE TIPHEMa JICKAPCTBEHHOTO Iperapara npeBbimaeT 3QGEeKTUBHOCT €r0 IPUMEHEHUS.
14. B mnepuon mnpoBeaeHUS MPOLEAYpbl MOATBEPKICHHUS TOCYIapCTBEHHOW perucrpanuu
JIEKapCTBEHHOTO TIpenapara ero obpamienue B Poccuiickoit denepanyu He MprUOCTaHABIUBACTCS.

Wnpopmanust 06 M3MEHEHHSX:
Yacmo 15 usmenena c 13 ageycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npeodwbloywyro peoakyuio
15. Jomyckaercs oOpalleHue JeKapCTBEHHBIX IpenapaToB JO MCTEYEHHUS CpOKa TOJHOCTH,
MIPOM3BEICHHBIX B TEUYEHHWE CTa BOCBMHJAECATH KAJICHJAPHBIX JHEH TMocie JaTbl NPUHATHS
YIOJHOMOUYEHHBIM (pefiepabHbIM OPraHOM HCHOJHUTEIBHOM BIACTH PEHICHHUS O TOATBEPKICHUU
rOCyIapCTBEHHOW pErucTpaldd, B COOTBETCTBUM C UHGOpMAIUel, cojiepxkaleics B JIOKyMEHTax
PErUCTPAIMOHHOTO TOChE HA JIEKAPCTBEHHBIN Mpenapar 10 JaThl IPUHATUS TAKOTO PELICHMS.
I'APAHT:

CM. KOMMEHTapuH K cTatbe 29 Hacrosmiero denepaibHOro 3aKoHa

Crarbs 30. BHecenne u3MeHEHUN B JOKYMEHTHI, COJIEPKAIIUECS B PETUCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT 111 MEAUIUHCKOTO MPUMEHEHUS

Wudopmannus 06 n3MEHEHUAX:

Yacmo 1 usmenena c 15 urons 2018 e. - @edepanvhuiii 3akon om 4 utonsi 2018 e. N 140-D3

CMm. npeowbloywyro peoakyuio

1. B mensx BHeceHUS M3MEHEHHH B JOKYMEHTHI, COICpIKAIIUECS B PETHCTPAIIMOHHOM JOChE Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemapar s MEIUIIMHCKOTO TPUMEHEHUS, Jep)Kareib W
BJIaJIENIel] PErHCTPAIMOHHOTO YIOCTOBEPEHHUs JIGKAPCTBEHHOTO TIpenapara WM YIOJHOMOUYEHHOE WM
Jpyroe IOpHINYECKOe JIUIO (Jajee B HACTOSIIEH CTaThe - 3asSBUTEIb) MPEACTABISCT B YIIOJTHOMOYCHHBIH
denepanabHBI OpraH HMCIOJHUTEIBHON BIIACTH 3asBICHHE O BHECCHHMH TaKMX HM3MEHEHUH 1o Qopwme,
YCTaHOBJICHHOW YIIOJIHOMOUYEHHBIM (heiepaibHbBIM OPraHOM HCIIOJIHUTEIBHON BIIACTH, W MPHUJIaraeMble K
HEMY HM3MCHCHHUS B YKa3aHHbBIC JOKYMEHTBI, a TaKXe IOKYMEHTHI, TOATBEP)KIAIONINE HEOOXOIUMOCTh
BHECEHUS TAKMX U3MCHCHUH.

Wudopmanus 06 U3MEHEHUAX:
Yacmo 1.1 uzmenena c 1 smeaps 2021 e. - Dedepanvruiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npeovbloywyro peoaKyuio

1.1. ITpu HEOOXOMMOCTH BHECEHUS B IOKYMEHTBI, COACPIKAIIMUECS B PErHCTPAIMOHHOM JI0ChE Ha
3apeTUCTPUPOBAHHBIN  JIGKAPCTBEHHBIM Ipermapar Ui MEAMIUHCKOTO TPUMCHCHUS, W3MCHCHUH,
yKa3aHHBIX B IYHKTE 3 YacTW 2 HACTOSINEH CTaThd M TPEOYIOUIMX MPOBEACHUS SKCIIEPTU3bI KauecTBa
JIEKapCTBEHHBIX CPENICTB, 3asSBUTENb JOMOTHUTEIHLHO MPEICTABIAECT B YIMOJIHOMOYECHHBIN (enepanbHbIN
OpraH HCIOJHUTEIBHON BIACTH CBECHUS O JaTe MPEAOCTaBICHUS U PETUCTPAIIMOHHOM HOMEPE JIMIIEH3UH
Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHUS O JaTe MPEAOCTaBICHUS U PETUCTPALMOHHOM
HOMEpE 3aKIIOYEHHS] O COOTBETCTBUU MPOU3ZBOJMUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM TMPaBUII
HaJexameld TPOU3BOJACTBEHHON TMPAKTHKH, BBIJAHHBIX (TIPEJOCTABIEHHBIX)  YIIOJIHOMOYEHHBIM
(denepalbHBIM OpPraHOM HCIOJTHUTEIBHONW BIACTH B OTHOIIEHWH W3MEHEHHOW W (WJIM) JOMOJHEHHOU
MPOM3BOJCTBEHHON  IUIOMAQAKK  JIEKQPCTBEHHOTO TIperapara, B Clydae, €clid IPOU3BOJICTBO
JIEKapCTBEHHOTO TIpemapara ocyimiecTsisieTcss B Poccuiickoit ®enepanuu, 5n00 CBEIeHUS O Jare
MPEIOCTABICHUS W PETUCTPAIIOHHOM HOMEpE BBIIAHHOW YINOJHOMOYEHHBIM OPraHOM CTpaHbl
MIPOM3BOUTENS JIMIIEH3UN Ha MPOU3BOJICTBO JICKAPCTBEHHOTO Tperapara U ee MepeBoj Ha PyCCKUM S3BIK,
3aBepEHHBIC B YCTAHOBJICHHOM IOPSJIKE, a TAK)KE CBEJICHHUS O JaTe MPEAOCTaBICHUS U PETUCTPALMOHHOM
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HOMEpE 3aKIIIOYCHHSI O COOTBETCTBUU IPOU3BOJMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHUSM IPABUII
HaJJIeXKAaIeld MPOU3BOJCTBEHHON NPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (eaepatbHbIM OpraHOM
WCIIOJTHUTEJIbHOW BJIACTU B OTHOILLIEHUH U3MEHEHHOU U (UJIK) AOTOJHEHHON MPOU3BOICTBEHHOM TIOIIAAKU
JIEKQpCTBEHHOTO MIpenapara, uiu CBEJICHUS O JAaTe MPEIOCTABICHU U PETUCTPALTMOHHOM HOMEPE PELICHUS
YIIOJTHOMOYEHHOTO (helepallbHOTO OpraHa HWCIOJTHHUTEIBLHOW BIACTH O TPOBEICHUU HHCIICKTHPOBAHUS
MPOU3BOJMUTENS JIEKAPCTBEHHBIX CPEICTB B CIIy4ae, €CJIM IPOHU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara
ocCyllecTBIsAeTCS 3a npeaesiamu Poccuiickoit @enepanuu.

Wnpopmanust 06 H3MEHEHHSX:
Yacmo 1.2 usmenena c 1 aunsapsa 2021 2. - @eodepanvruiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npeodvblOywyro peoakyuio

1.2. IIpu HEOOXOIMMOCTH BHECEHUSI B JJOKYMEHTHI, COJIEPKAIIMECS B PETUCTPAIIMOHHOM JO0Che Ha
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIM TMpenapar JUis MEIUIIMHCKOTO TMPUMEHEHMs, W3MEHEHUH,
YKa3aHHBIX B IMMyHKTE 4 4YacTu 2 HACTOSIIEH CTaThl M TPEOYIOIMX MPOBEIEHUS IKCIEPTU3BI KauecTBa
JIEKapCTBEHHBIX CPENICTB, 3asIBUTENH JOMOTHUTEIBHO TPEJACTABISET B YIIOJTHOMOYEHHBIN (hemaepanbHbIN
OpraH HCIIOJTHUTEIIBHON BIIACTH CBEJICHUS O JIaTe MPEIOCTABICHUS U PETUCTPAIIMOHHOM HOMEpPE JTUICH3UN
Ha TIPOM3BOJICTBO JICKAPCTBEHHBIX CPEICTB WM CBEIEHUS O JaTe MPEAOCTABICHUS M PETHUCTPAIIMOHHOM
HOMEpPE 3aKIIOUEHUS O COOTBETCTBUM TPOW3BOJIUTENS JEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TIPABWI
HaJUIeKaled TMPOW3BOACTBEHHOW TMPAKTUKH, BBIIAHHBIX (MPEJOCTABICHHBIX) YMOJIHOMOUYEHHBIM
(denepaTbHBIM  OPraHOM HCIIOJIHUTENIBHOW BJIACTU B OTHOIIEHWW TMPOW3BOJCTBEHHOW IUIOMIAIKH
JIEKapCTBEHHOTO Tpernapara, B Cirydae, €CJIM IPOU3BOJICTBO JIEKAPCTBEHHOTO MpemapaTa OCyIeCTBIISECTCS B
Poccuiickoit @enepanun, 1100 CBECHUS O JIaTe MPEIOCTABICHHUS U PETUCTPAIIMOHHOM HOMEPE BBITAHHON
YIOJIHOMOUYEHHBIM OPTraHOM CTPaHbl TPOU3BOJUTENSI JIUIEH3WH Ha TIPOM3BOJICTBO JIEKAPCTBEHHOTO
rpenapara 1 ee MmepeBoj] Ha PYCCKUM s3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TOPSJIKE, a TAKXKE CBEJICHUS O
JaTe TPENOCTaBICHUS W PErUCTPAIMIOHHOM HOMEpE 3aKIIOUCHHUS O COOTBETCTBHHU IPOM3BOIUTEIIS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHMSAM TPaBWJ HAJIC)KAIIECH MPOU3BOJACTBEHHOUN MPAKTHKH, BBIJAHHOTO
YIOJIHOMOUYEHHBIM (peilepaIbHbIM OPraHOM HCIIOJIHUTEIIBHONW BIIACTH B OTHOIICHHWH ITPOU3BOJICTBEHHOMN
IJIOIIAJIKK JICKAPCTBEHHOTO TMpernapara, WIM CBEICHHUS O JaTe MPEIOCTABICHHS W PErUCTPAHOHHOM
HOMEpPE pEIICHUsI YIMOJHOMOUYECHHOTO (QenepaIbHOro opraHa HCIIOTHUTEIBHONW BJIACTH O MPOBEACHUH
WHCIICKTUPOBAHUS  MPOM3BOJMUTEINS JICKAPCTBEHHOTO CpEICcTBa B Ciydae, €ClIM IPOU3BOJICTBO
JIEKapCTBEHHOTO TIpenapara oCyliecTBiseTcs 3a npenenamu Poccuiickoit denepanum.

Wudopmanns o6 n3MeHEHUAX:

Cmamos 30 oonoanena uwacmoio 1.3 ¢ 15 urons 2018 e. - @edepanvhwiii 3axon om 4 uronsn 2018 2. N 140-
D3
1.3. TlpunsiTHe pelieHus O BHECEHUM HM3MEHEHHH WM 00 OTKa3e BO BHECEHUHM WM3MEHEHUU B
JTOKYMEHTBI, COJEp)Kall[Uecss B PETUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN JIEKaPCTBEHHBIN
npemnapar Jiisi MeIUIIMHCKOTO MPUMEHEHUs, B cllydyae HEOOXOAMMOCTH MPOBEACHUS SKCIIEPTHU3bl KauecTBa
JIEKApPCTBEHHBIX CPEACTB U (MJIM) SKCHEPTU3BI OTHOIICHHS OXKUIAAEMOM IMOJB3bl K BO3MOXXHOMY PHUCKY
MPUMEHEHHsI JICKQPCTBEHHOTO Mpemnapara JIjs METUIIMHCKOTO MPUMEHEHUsS! OCYIIECTBISETCS B CPOK, HE
MPEBBIIAIONINN JIeBTHOCTa PabOUYuX JHEH, a B OCTAIbHBIX CIy4asX B CPOK, HE MPEBBIMIAIONINNA TPUIIATH
pabounx THEH cO JHS MPUHATUS YIOJTHOMOYEHHBIM (hefepallbHBIM OPraHOM HCIOJHUTENBHOW BIACTH
3asBJICHUSI O BHECEHUH TAKUX U3MEHEHUM.

Wudopmanus 06 U3MEHEHUAX:

Cmamos 30 oonoanena wacmoio 1.4 ¢ 1 mapma 2020 e. - Dedepanvuviii 3axon om 27 dekabps 2019 e. N
475-D3
1.4. YmomHOMO4YEHHBIH (hefepallbHbIl OpraH HCIOJHUTENBHONW BIACTH C YYETOM pPE3YIbTaTOB
(dapMakoHa/30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOJSAIIMXCS B TPAKIAHCKOM
000pOTe, YCTAaHOBJICHHBIM TPEOOBAaHMSIM K HMX Kaue€CTBY B TEUCHHE JIECATH padOyux IHEH cO JHS
MOCTYIUICHUSI COOTBETCTBYIOIIEH HMHpOpMaMKU pa3MemaeT Ha CBOeM OQUIIMAIBHOM CalTe B CETU
"NuTepHer" cBeleHUS O HEOOXOMUMOCTH BHECEHHS B HHCTPYKIHUIO MO MEAMIIMHCKOMY HPUMEHEHUIO
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JICKAPCTBCHHOT'O IIpfCIiapara U3MEHEHUII B OTHOIICHUU CBGI[GHI/If/'I O TIOKa3aHUuiAX JIA MPUMCHCHUA U
IMPOTHUBOIIOKA3aHUAX IJId MPUMCHCHUS JICKAPCTBCHHOT'O IIPCIiapara, BBIABICHHBIX HO60‘-IHLIX HeﬁCTBHHX,
HEXENATeNbHBIX PEaKIHsIX NP TNPUMEHEHUU JIEKapCTBEHHOTO Mpernapara W yBEIOMISIET 00 3TOM B
ANIEKTPOHHON (opMe Wi NUChMEHHOW (opMe (Ha OyMaKHOM HOCHTENE) JEpKaTelisi WM BIaAelbla
PETUCTPAITMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO TMperapara (Wid YIOJIHOMOYEHHOE UM JIpyroe
IOPUIMYECKOE JIMIO), a TakKe JepKareliel WM BIAACIbIEB PETUCTPAMOHHBIX YIO0CTOBEPEHHUN
JIEKapCTBEHHBIX MPENaparToB (UM yIIOJIHOMOYEHHbBIX UMH JAPYIHX IOPUIUUECKUX JIUL), KOTOPbIE SIBIISIOTCS
B3anMO3aMCHSICMBbIMU.

Wupopmanust 06 M3MEHEHUSX:

Cmamos 30 oonoanena wacmoto 1.5 ¢ 1 mapma 2020 e. - Dedepanvruiii 3axon om 27 oekabps 2019 e. N
475-D3
1.5. [depxarenp nau Biaeliell pErUCTPAlMOHHOIO YIOCTOBEPEHMS JIEKapCTBEHHOTO IIpernapara, a
TaKKe JIEp’KaTeNId WM BIIAJENbLIbl PETUCTPALMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX MpernaparoB (WJIn
YIOJTHOMOUYEHHBIE UMHU JpPYyrue IOpUANYECKUE JIHIa), KOTOPBIE SBISIOTCA B3aUMO3aMEHSIEMbIMHU, 00s3aHbI
MIPEJCTaBUTh B YIOJHOMOUYEHHBIH (efepaabHblii OpraH HMCIOJHUTEIbHOM BIACTH 3asBJIEHUS O BHECEHUU
M3MEHEHUH B JOKYMEHTHI, COJepXalllhecs B PETUCTPAMOHHBIX JOChE€ Ha 3aperucTPUpPOBAHHBIE
JIEKapCTBEHHBIE Mpenaparbl A MEIUIIMHCKOTO NPUMEHEHUS, B OTHOIIECHUU CBEACHUN, yKa3aHHBIX B
MHCTPYKLUHU 1O MEIUIIMHCKOMY IMPUMEHEHUIO JIEKAPCTBEHHBIX MpEnaparoB, B TEUEHHE COpoka paboumx
IHE co [JHS pa3MelleHHs YIOJHOMOYEHHBIM (efepaibHbIM OpPraHoM HCHOJIHUTEIBHOW BIIACTH
nH(popMaIuu, yka3aHHOU B uactu 1.4 Hacrosmiei ctathi. JJaHHOE TpeOOBaHHME HE PACIPOCTPaAHSIETCS Ha
Cllydau BHECEHUS B HHCTPYKIUIO [0 MEIUIIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOT'O Mpernapara N3MeHeHH
B OTHOILICHUH HOBBIX MTOKA3aHUM JJIs IPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara Ha OCHOBAaHUU PE3YIbTaTOB
COOTBETCTBYIOILIUX MCCIIEOBAaHUM.

Wudopmanus 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 uyacme 2 cmamou 30 nacmosweco
DedepanvbHo20 3aKOHA URNONCEHA 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 aueaps 2016 é.

Cm. mexem wacmu 8 npedvloyujeti peoaKyuu

2. DKcIepTr3a JIeKapCTBEHHBIX CPEJICTB B YACTH KCIIEPTU3bI Ka4eCTBa JICKAPCTBEHHOTO CPE/ICTBA H
(WM) SKCIePTH3bl OTHOLICHHS OXKUAEMOU TIOJIB3bI K BO3MOXKHOMY PUCKY NMPHUMEHEHUS JICKapCTBEHHOTO
npernapara Jyisi MEAMIMHCKOTO MPUMEHEHHUsSI MPOBOJUTCS B Cly4ae BHECCHHS M3MCHEHUI B JIOKYMEHTHI,
coJiep)KalIuecss B PETUCTPAIIMOHHOM JIOChE Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIH IIpemapar, B
OTHOIICHHH:

1) cBenmeHwii, yKa3aHHBIX B HHCTPYKIUH TI0 MEIUIIMHCKOMY TPUMEHEHHIO JICKAPCTBEHHOTO
npernapara:

a) JIeKapCTBEHHAs: opMa ¢ yKa3aHUEM HAMMEHOBAHUH U KOJIMYESCTBEHHOIO COCTAaBA JICHCTBYIOIIUX
BEIIECTB M KaY€CTBEHHOIO COCTAaBa BCIIOMOTATEIbHBIX BEHICCTB (MPH HEOOXOJMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOT'aTEIIbHBIX BEUIECTB);

0) dapmakomuHamMuka W (GapMaKOKHMHETHKa (32  HCKIOYCHHUEM  (DapMaKOKHHETUKH
TOMEOTAaTHYECKHX JIEKAPCTBEHHBIX MPENapaToB U PACTUTENbHBIX JICKAPCTBEHHBIX MPENapaToB);

B) TIOKa3aHUS AJIs1 IPUMEHEHUS;

T') IPOTUBOTIOKA3aHUS JIJIsI TIPUMEHEHHUS;

1) MEpBI IPETOCTOPOKHOCTH TIPU TPUMEHEHUU;

€) YyKa3aHWe BO3MOXHOCTHU U OCOOECHHOCTEW NpUMEHEHHUs JEeKApCTBEHHOTO TMpernapara Jyis
MEIMIIMHCKOTO TPUMEHEHHUS OepeMEHHBIMH SKEHIIMHAMHU, OKCHIIWHAMU B TMEpPHOJ  TPYIHOTO
BCKapMIIUBaHUS, AETbMH, B3POCIBIMU, UIMEIOIIMMHU XPOHUYECKHE 3a00ICBaHUS;

K) peXKHUM TO3UPOBAHUS, CIIOCOOBI BBEICHUS U MPUMEHEHUSs, MPU HEOOXOJAUMOCTH BpeMsl IpremMa
JIEKapCTBEHHOTO Mpenapara, mpoI0JKUTETbHOCTD JICYEHHS, B TOM YUCJIE Y IeTeH 10 U MOCJe OJHOTO Tofa;

3) BOBMOKHBIE TTOOOYHBIE JCHCTBYS M HEXKENATeIbHBIE PEAKIIUH MPU IPUMEHEHUN JIEKapCTBEHHOTO
npemnapara;
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1) CUMITOMBI TIEPEI03UPOBKH, MEPHI 110 OKa3aHHUIO MIOMOIIHU TPH TTEPEI03UPOBKE;

K) B3aUMOJICHCTBUE C APYTMMHU JIEKaPCTBEHHBIMU MperaparaMu U (WIK) MULIEBBIMU MPOAYKTAMU;

1) (opMBI BBIITyCKa JIEKAPCTBEHHOTO Ipenapara;

M) yka3aHue (Ipu HEoOXOAMMOCTH) OCOOEHHOCTEH JEeMCTBMS JIEKAPCTBEHHOIO IIpernapara Ipu
MIEPBOM IIPHEME HJIU TP €r0 OTMEHE;

H) CBE/ICHUS O BO3MOYKHOM BIIHSIHHM JIEKQPCTBEHHOTO Mperapara Ui MEJUIIMHCKOTO IPUMEHEHUS
Ha CTIOCOOHOCTH YIPABIATH TPAHCIOPTHBIMU CPEICTBAMH, MEXaHU3MaMHU;

0) CPOK TOJJHOCTH M yKa3aHHE Ha 3alpeT MPUMEHEHHs JICKAPCTBEHHOTO Iperapara 1mo MCTCUCHUH
CpOKa roJIHOCTH;

I1) YCIIOBUSI XpaHEHUS;

P) YCIOBUS OTITYCKA,

2) cocraBa JICKapCTBEHHOTO TIpernapara Jjisi MEAUIITHCKOTO MPUMEHEHHS;

3) U3MEHEeHUs MecTa IPOM3BO/ICTBA JIEKAPCTBEHHOTO IMperapara sl MEAUIINHCKOTO TPUMEHEHHS

4) u3MeHeHUs TIoKa3aTelNell KadyecTBa JIEKapCTBEHHOTO Mpernapara Jiisi MeTUIIHHCKOTO TPHMEHEHHS
U (MJTIM) METOJIOB KOHTPOJISI KAY4ECTBA JIEKAPCTBEHHOTO Iperapara Jjisi MEAUIIUHCKOTO TPUMEHEHHS,

5) u3MEeHEeHUs CpOKa TOTHOCTH JIEKApCTBEHHOTO TpernapaTa Uit MEUITHHCKOTO TPUMEHEHHUS;

6) cBemeHMII 0 HEOOXOJMMOCTH BHECEHHWS WHBIX M3MEHEHHWH B WHCTPYKIHUIO MO MEAUIIUHCKOMY
MPUMEHEHHWIO JIEKApCTBEHHOTO TIpenapara, a Takke B HHBIE JOKYMEHTHI, COJEp)Kallhecs B
PETUCTPAITMOHHOM JI0Ch€ Ha 3aperHCTPHPOBAHHBIA JIEKAPCTBEHHBIM mpemapar. [Ipum sToM pemieHne o
MIPOBE/ICHUH AKCIIEPTU3HI KaueCTBa JIEKAPCTBEHHBIX CPEICTB M (VIIM) IKCIIEPTU3bI OTHOIICHUS OXKHAIAEMOM
MOJTB3bI K BO3MO)KHOMY PHCKY MPUMEHEHUS JIEKAPCTBEHHOTO Tpenapara Jisi MEIUIIMHCKOTO MPUMEHEHUS
OPUHUMAECTCI B COOTBETCTBHHM C  YTBEP)KACHHOH  YHNOJIHOMOYEHHBIM (helepalbHBIM — OpraHoM
UCTIOJIHUTEJIFHON BJIACTH KIacCH(UKaIell M3MEHEHWH, BHOCHMBIX B JIOKYMEHTBI, COJEpKaliuecs B
PETHCTPAaMOHHOM JI0ChE Ha 3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar.

Wudopmannus 06 n3MEHEHUAX:

Yacmo 3 usmenena c 1 sneaps 2021 e. - Dedepanvhsiii 3axkon om 27 oekabps 2019 2. N 478-D3

CMm. npeovbloywyro peoaKyuio

3. 3asgBuUTENb BIIpaBe MPEACTaBUTH 10 COOCTBEHHOW MHUIIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
W3MEHEHUH B JIOKYMEHTHI, COJep)Kalluecs B PETUCTPALMOHHOM JIOChE Ha 3aperucTpUpOBaHHBIN
JIEKapCTBEHHBIN Mpenapar A MEAULIMHCKOTO MPUMEHEHHS, KOMUU JOKYMEHTOB, IOJITBEPKIAOIINX
yIUIaTy TOCYIapCTBEHHOM MOUIJIMHBI 32 BHECEHUE B JIOKYMEHTHI, COJEpIKalllhecs B PErucTparioHHOM
JI0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar Ui MEIUIUHCKOTO MPUMEHEHUs, U3MEHEHHH,
TpeOyIOIMUX TPOBEACHHUS OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH OJKCIEPTH3bI KayecTBa
JIEKapCTBEHHOTO CpPeACTBa W (WMJIM) SKCIEPTU3bl OTHOIICHUS OXKUIAEMOMN MOJb3bl K BO3MOXKHOMY PHUCKY
MIPUMEHEHHUSI JIEKAPCTBEHHOTO Mpernapara A1 MEAUIIMHCKOTO PUMEHEHH S, TOCYIapCTBEHHON MONIIMHBI 32
BHECEHHE B JOKYMEHTBHI, COJEpKalluecs B PETUCTPALMOHHOM JOChe Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar i MEAULUHCKOTO MPUMEHEHUS, W3MEHEHUH, He TpeOyIoUIuX MpOBEACHUS
OKCHEPTU3bI JICKAPCTBEHHOTO CPEICTBA, a TaKXKe BblJaBaeMble (MPEAOCTaBIsEMbIE) YIIOIHOMOYECHHBIMU
(denepalbHBIMU OpraHaMU HCIIOJIHUTENBHON BIACTH JOKYMEHTHI (CBEICHUs), yKa3aHHBIE B dacTsix 1.1 u
1.2 Hacrosmeidt cratbu. B ciaydae WX HempenCTaBICHUS YIIOJTHOMOYEHHBIH QenepalbHbIil opraH
WCTIONIHUTENILHOM  BJAcTH  3amlpaliuBaeT  yKa3aHHbIE  JOKYMEHTHl  (CBEIACHHs]) B  TOPAIKE
MEXBEJIOMCTBEHHOTO MH(GOPMAIIMOHHOTO B3aHMOICHCTBUSI.

4. B Teuenue necaty pabounx IHEH co THS MOCTYIUICHUS YKa3aHHOTO B YacTy | HAacTOAIIEH cTaThu
3asiBIEHUST U HEOOXOJUMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIN (hefepanbHbIi OpraH HCIONTHUTEIHHON
BJIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTU CBEACHUIA, COJACPKAIIUXCS B MPEICTABICHHBIX
3asBUTENIEM MaTepHaliax;

2) TUpUHHMaeT pelieHue O TPOBEACHHHM YKAa3aHHBIX B 4acTH 2 HACTOSIIEH CTaThu
COOTBETCTBYIOIIUX IKCTIEPTU3 JEKAPCTBEHHOTO CPECTBA MM 00 OTKa3€ B X MPOBEICHUU;

Wudopmanus 06 U3MEHEHUAX:
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Dedepanvrvim 3axorom om 22 dexkaops 2014 2. N 429-D3 ¢ nynkm 3 uacmu 4 cmamou 30 nacmosiwe2o
DedepanvbHo20o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cuny ¢ 1 utonsa 2015 e.

Cm. mexem nyHnkma 6 npeovloyujeli peoakyuu
3) yBemoMIIIeT B ANIEKTPOHHOHN HIJIM MHUCHMEHHON (pOopMe 3asiBUTENSI O MPUHSATOM PEHICHUH WM B
cllyyae TPUHATHS pemeHns 00 0TKas3e B MPOBEICHNH COOTBETCTBYIONICH SKCIIEPTHU3HI C YKa3aHUEM MPHYUH
TaKOro OTKa3a.

Wupopmanust 006 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosopa 2013 2. N 317-D3 cmamwvsa 30 nacmosweco Dedepanvroco
3aKOHA 00OnoIHeHa Yacmoio 4.1
4.1. B cny4yae BBISBICHHS HEIOCTOBEPHOCTH CBEICHUMN, COJCPKAIIUXCS B TPEIACTABICHHBIX
3asiBUTEJIEM MaTephayiax, YIMOJHOMOYCHHBIN (enepaabHblid OpraH WCIOJHHUTEIBLHONW BIACTH HAINPaBIISET
3asBUTENI0 3ampoc 00 YTOYHEHWHM YyKa3aHHBIX CBeACHWH. JlaHHBINM 3ampoc MOXET OBITh IepenaaH
YIOJTHOMOYEHHOMY TPEICTABUTEIIO 3asBHUTENS JIMYHO TIOJ[ PACIIMCKY, HAMpaBlIeH IO TOYTE 3aKa3HBIM
MACBMOM HWJIM TIepelaH B IIEKTPOHHOW (POopMe MO TEICKOMMYHUKAIIMOHHBIM KaHaJlaM CBs3U. B ciydae
HaIpaBJICHUS JaHHOTO 3aIpoca MO MOYTe 3aKa3HBIM IMHUCHMOM OH CUMTAETCS TOJYYCHHBIM IO MCTCUCHUU
IIIECTH JTHEH C J1aThl HAPABJICHUS 3aKa3HOTO IMHCHMA.

NHudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3axkonom om 25 nosopsa 2013 2. N 317-D3 cmamovsa 30 nacmosweco Dedepanvroco
3aKoHa 0ONoOIHeHa Yacmoio 4.2
4.2. 3asBuTens 00s3aH MPEACTaBUTH OTBET HA 3alPOC YIOJIHOMOYEHHOTO (enepalbHOTO OpraHa
WCIIOJIHUTENIbHOM BIACTH B CpPOK, HE MPEBBIMIAIOUINI JeBSIHOCTa pabouux AHEH co JHS NOTydYeHUS
naHHoro 3ampoca. Cpok, yKa3aHHBIM B uacTu 4 HACTOSIIEH CTaTbd, MPHUOCTAHABIMBAETCA CO JIHS
HaMpaBJIeHUS 3asBUTENIO 3allpoca YIOJIHOMOUYEHHOTO (hefepallbHOrO OpraHa WCIOJHUTENIBHOM BIACTH 10
JHS TOJYyYEHHs UM OTBETA Ha JAHHBIM 3alpoC M HE YYUTHIBACTCS INPU HCUHCICHUU CPOKAa MPUHATHS
penieHuss O BHECEHMHM HW3MEHEHHMM B JOKYMEHTBI, COJAEpXAaIIUecs B PErHCTPALlMOHHOM JOChE€ Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN NIpenapar s MEIUIUHCKOTO IPUMEHEHMS.

Wudopmanus 06 n3MeHEHUAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uacmv 5 cmamwvu 30 nacmosiuezco
DedepanbHo20 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm uacmu 6 npedvloyuell pedaxKyuu
5. OcHOBaHMEM JUIS OTKa3a B MPOBEACHUHU YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTAaThbH IKCIIEPTHU3
SIBIISICTCSI TIPEJCTABIICHHE JOKYMEHTOB, MEPEUYMUCIICHHBIX B YacTsX | W 3 HACTOSIICH CTaThbd, B HETIOJHOM
oObeMe, HENpeNCTaBICHUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbIA B uactu 4.1
HACTOSIIIIEH CTaThU 3alpOC YIIOJIHOMOYEHHOTO (helepabHOrO OpraHa MCIOJHHUTEIBHON BIAaCTH, a TaKXkKe
OTCYTCTBHE B IPEICTABICHHBIX JIOKYMEHTAX JOCTATOYHBIX CBEICHUH, MOATBEPIKIAOIINX HEOOXOIUMOCTh
BHECEHUS U3MEHCHUM, WM OTCYTCTBHE MH(POPMAIIMH, ITOATBEPKAAIONICH (aKT yIuIaThl TOCYIapCTBEHHBIX
MOIIUIMH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTaThH.
6. Yka3aHHbBIE B 4acTy 2 HACTOAIIEH CTAThU AKCIEPTU3BI MPOBOISTCS B MOPSIIKE, YCTAHOBICHHOM
cratheil 23 Hacrosero deaepaabHOTO 3aKOHA.

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim zaxonom om 22 oekaops 2014 o. N 429-D3 6 uyacmev 7 cmamou 30 nHacmosueco
DedepanvbHo20 3aKOHA 8HeCeHbl UsMeHenus, ecmynarowue ¢ cuny ¢ 1 urons 2015 e.

Cm. mexcm uacmu 6 npeovioyujell pedaxKyuu
7. B cpok, He MpeBbIMANMUN IeCITH padouuX THEH CO JHS MOJTYYEHHUs 3aKITIOUEHUN KOMHCCUN
SKCIIEPTOB MO pe3yJabTaraM YKa3aHHBIX B 4YacTU 2 HACTOSIIEH CTaThU SKCHEPTU3, YINOJIHOMOYECHHBIN

(enepanbHbBIN OpraH UCIIOTHUTEIBHON BIACTH:
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1) mnpuHMMaeT pelmieHHe O BHECEHUMM U3MEHEHUH B JOKYMEHTBI, COJepXkalluecs B
PEruCTPalMOHHOM JIOCbE€ HAa 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpemapar Uil MEAMIIMHCKOIO
IIPUMEHEHMUS], WK 00 OTKa3€ BO BHECEHUM TaKUX U3MEHEHMI;

2) BHOCHUT B TOCYIAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAaHUM PELICHUS O
BHECEHHUH U3MEHEHHUU B IOKYMEHTBI, COACPKAIUECS B PErUCTPALMOHHOM JI0ChE HAa 3apEeTUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipernapar Juisi MEIULMHCKOTO IPUMEHEHUs, HEOOX0AUMbIE U3MEHEHHSI U BO3BPALLAET UX
3asIBUTEIIIO;

3) BblOAET 3asABUTENI0 HOBOE PETHUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO IIperapara B
Clly4ae U3MEHEHMS CBEACHMM, COIACPIKALIUXCSA B HEM.

8. OcHoBaHMeM /s OTKaza BO BHECEHWUM U3MEHEHUH B JOKYMEHTBI, COJIep)Kalluecss B
PEruCTPallMOHHOM JIOChE€ Ha 3apEeTrUCTPUPOBAHHBINA JIEKAPCTBEHHBIM IIpenapar Juisi MEAUIIMHCKOIO
MIPUMEHEHHUS], SIBISIETCS 3aKIII0UEHUE YIIOJTHOMOUYEHHOTO (pefiepaabHOro Opraia UCIOJHUTENIBHOM BIAaCTH O
BO3MOYKHOCTH CHH)KEHHsI 0€30MaCHOCTH, KayecTBa, d(P(EKTUBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA B Cilydae
BHECEHUS TAKUX U3MEHEHHUI.

Wnpopmanust 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oOekabps 2014 2. N 429-D3 uyacmv 9 cmamou 30 nacmosuwezo
DedepanvbHo2o 3aKOHA URN0NCEHA 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
9. JlomyckaeTrcss oOpallleHHe JICKapCTBEHHBIX MPEnaparoB JUIsi MEIUIIMHCKOTO TPHUMEHEHHUS [0

HCTEUYCHHSI CPOKAa TOJHOCTH, MPOU3BEICHHBIX B TE€UCHUE CTa BOCHBMHUIECCATH JHEU MOCIE NaThl IPUHATHSI
YIOJHOMOYEHHBIM (pefiepaabHbIM OPraHOM HCIIOJHUTENIHHOMN BJIACTH PELIEHUS O BHECEHUM W3MEHEHUU B
JOKYMEHTBI, COJIEpKAIINeCs] B PETUCTPALIMOHHOM J0Che, B COOTBETCTBUHU ¢ MH(opMaIueil, coaepxamnieiics
B JIOKYMEHTax pPETHCTPAllMOHHOIO JOCh€ HA JIEKAPCTBEHHBIM Mpernapar A0 JAaThl NPHUHATHS TaKOTO
peuieHusl.

TI'APAHT:

Cwm. xommeHTapuH K ctatbe 30 HacTosiero denepaibHOro 3aKoHa

Crarbs 31. BHeceHre U3MEHEHUN B JOKYMEHTBI, COJIEPXKAIIUECS B PErUCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpEnapar Il BETEPUHAPHOTO MPUMECHEHHS

Wudopmannus 06 n3MeHEHUAX:
Yacmo 1 usmenena c 1 ansaps 2021 2. - @edepanvuuiii 3akon om 27 dekaops 2019 2. N 478-D3

CMm. npeovbloywyro peoakyuio

1. B mensx BHECEHHs] U3MEHCHHMH B JIOKYMEHTBI, COICPIKAIMECS B PErHCTPAIIMOHHOM J0ChE Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIA Mpernapar Juisi BETCPUHAPHOTO IMPUMCHEHUS, JCpiKaTellb WK
BJIaJIENIC]] PErHMCTPAIIMOHHOTO YIOCTOBEPCHHUs JIGKAPCTBEHHOTO TIpenapara WM YIOJHOMOUYECHHOE WM
Jpyroe IOpHINYECKOe JIHIO (Jajee B HACTOSIIEH CTaThe - 3asSBUTEIb) MPEACTABISCT B YIIOJTHOMOYCHHBIH
denepanabHBI OpraH HMCIOJHUTEIBHON BJIACTH 3asBICHHE O BHECCHHM TaKMX H3MEHEHUH 1O (opme,
YCTaHOBJICHHOW YMOJTHOMOUYEHHBIM (heiepalibHBIM OPraHOM HCIOJTHHUTEIBHOW BIIACTH, U MpHUIaraeMble K
HEMY W3MEHEHHS B YKa3aHHBbIC JOKYMEHTHI, a TakKe JOKYMEHTHI, MOATBEP)KIAIOLIUE HEOOXOIUMOCTh
BHECEHMsI TaKuxX u3MeHeHui. [Ipr HeoOX0AMMOCTH BHECEHHsI U3MEHEHUI B IOKYMEHTBI, COAEpIKAIInecs B
PETUCTPAIMOHHOM J0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar [Uisi BETEPUHAPHOTO
MPUMEHEHHUs], B CIy4asX U3MEHEHHsI U (W) TOTIONHEHUS MPOU3BOICTBEHHON TUIOMIAIKU JIEKAPCTBEHHOTO
CpeICTBa, a TakKe M3MEHEHUs IOKa3zaTesell KauecTBa JIEKApCTBEHHOTO Mpemnapara Uil BETEpUHAPHOTO
NpUMeHeHHs] U (WJIM) METOJOB KOHTPOJsSI KadecTBa JIEKApPCTBEHHOTO TMperapara Ui BETePUHAPHOTO
MPUMEHEHHs 3asSBUTENb JOTIOJHUTEIHHO TMPEACTABIsET B YINOJHOMOYCHHBIN QenepanbHblii oprax
WCTIOJTHUTENILHOM BIIACTH CIIEAYIOIINE TOKYMEHTHI (CBEICHU):

Wudopmanus 06 U3MEHEHUAX:

Ilynkm 1 usmenen c 1 aneapsa 2021 . - @edepanvhoiil 3akon om 27 dexabpsa 2019 2. N 478-D3
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Cm. npedvloywyio pedakyuro
1) cBeneHust 0 Jare NMPEeNOCTaBJICHUS U PETMCTPALlMOHHOM HOMEpE JIMLIEH3UM Ha IPOU3BOICTBO
JEKAPCTBEHHBIX CPEACTB, IPEAOCTABICHHONM IPOU3BOIUTENI0 JICKAPCTBEHHOIO IIpenapara Juisd
BETEPUHAPHOTO IPUMEHEHHUS, AJIs1 POCCUNCKUX MPOU3BOIUTEIIEH;

Wnpopmanust 06 M3MEHEHUSX:
Ilynkm 2 uzmenen c 1 sneaps 2021 . - @eodepanvubiii 3axon om 27 dexabps 2019 2. N 478-D3

CMm. npeodwbloywyro peoakyuio

2) cBeeHMs O Jare MpeJOCTaBICHUS U PETUCTPALMOHHOM HOMEpE JIMLIEH3MM Ha MPOU3BOICTBO
JICKApPCTBEHHBIX CPEICTB, MPEIOCTABICHHON MPOM3BOIUTENO (DapMaIleBTUICCKON CYOCTaHITNH, BXOSIIEH
B COCTaB JIEKAPCTBEHHOIO IIpemapara il BETEPUHAPHOTO IPUMEHEHUs, Uil  POCCUICKHX
IIPOU3BOANTEIICH;

3) Komus TOKYMEHTA, BBIJJAHHOTO YITOJIHOMOUYEHHBIM OPTaHOM CTPaHbI TIPOU3BOIUTEINS I KaXKI0U
MPOU3BOJCTBEHHON IUIONIAJKA JIEKAPCTBEHHOIO Mpemnapara sl BETEPUHAPHOTO TMPUMEHEHUS U
MOJITBEPIKJIAIOIIET0 COOTBETCTBHE IPOU3BOJUTENS JIEKAPCTBEHHOIO IIpernapara TpeOOBaHUSIM IPABUII
HaJUIeKAIled IPOWU3BOJCTBEHHONW TMPAKTHKH, WM €ro MepeBOJ Ha pPYCCKUM S3bIK, 3aBEPEHHBIC B
YCTAHOBJIEHHOM MOPSJIKE, a TAKXKE KOIMHS 3aKIIOUEHHUS O COOTBETCTBUU IMPOU3BOIUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHUSM MPABUI HAIJISKAIICH TPON3BOJICTBEHHON MTPAKTUKH, BBIJAHHOTO YITOJITHOMOUYEHHBIM
(dbenepaTbHBIM  OPraHOM HWCIIOJHUTENIBHOW BIACTH JUISI  K&KIOW TMPOW3BOJCTBEHHOW  ILIOMIAIKH
JIEKapCTBEHHOTO TIperapara JJisi BETEPUHAPHOTO TMPUMEHEHHUS, OO0 KOMHs PEHICHHS O IPOBEICHUU
WHCTIEKTUPOBAHUSI TTPOU3BOIUTENIS JIEKAPCTBEHHBIX CPENICTB, IPUHATOTO YIIOJTHOMOYEHHBIM (hefiepabHbIM
OpPraHOM MCHOJHUTEIBHOM BIACTH JUIS KaXAO0W MPOU3BOACTBEHHON IUIOIIA/IKH JIEKAPCTBEHHOTO Mpernapara
JUIsl BETEPUHAPHOTO MPUMEHEHUS. YKa3aHHbIE JOKYMEHTBI MPEACTABISAIOTCS B ClIydae, €CIIA MPOU3BOACTBO
JIEKapCTBEHHOTI'O penapara Jijisi BETepUHApHOTO NPUMEHEHUS OCYIIECTBIsAETCA 3a npeaenaMu Poccuiickoin
deneparuu;

4) xomusi JOKYMEHTa, BBIJIAHHOTO YIMOJHOMOYEHHBIM OpPraHOM CTPaHbl IPOU3BOAUTENS
(hapMarieBTUYEeCKOM CYOCTaHIIMU M MOATBEPKIAIONIET0 COOTBETCTBUE MPOU3BOAUTENS (hapMalleBTHUECKOM
CyOCTaHIIMM, BXOJSIIEH B COCTaB JIEKAapCTBEHHOIO Ipernapara Ajs BETEpPUHAPHOTO MPUMEHEHUS,
TpeOOBaHUAM MpaBWII HaJJIeXKalled MPOU3BOACTBEHHOIN NPAKTUKU, U €ro IMepeBOJ] Ha PYCCKUN S3bBIK,
3aBepeHHbIC B YCTAHOBJICHHOM MOPSIKE, B CIydae, €clid MPOU3BOJCTBO (papMaleBTHUECKOM CyOCTaHIIUU
ocCyllecTBIseTcs 3a npeaenamu Poccuiickoit @eneparumu.

Wudopmanns o6 n3MeHEHUAX:

Cmamos 31 oonoanena wacmoio 1.1 ¢ 15 urons 2018 e. - @edepanvhwiii 3axkon om 4 uronsn 2018 2. N 140-
D3
1.1. B ciyyae u3MeHeHUs M (UIM) JTOTIOJHEHUS MPOU3BOACTBEHHOM TMIIOMIAIKU JIEKAPCTBEHHOTO
CpeAcTBa JOKYMEHTHI, yKa3aHHble B 4YacTW | HAacTOSIIEH CTaTbd, NPEACTABISAIOTCS 3asgBUTEIEM B
OTHOILIEHUU U3MEHSEeMO U (W) JOMOTHAEMOM MPOU3BOJCTBEHHOM TUIOIIAIKU JIEKAPCTBEHHOTO CPEICTRA.
Pemenrie 0 BHeECEeHMHM W3MEHEHHMH B JIOKYMEHTHI, COJAEp)KAIlMeCs B PErHCTPAMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar sl BETEPUHAPHOTO MPUMEHEHUs, uin 00 OTKaze B HX
BHECCHHH MPUHUMAETCS B cllydyae HEOOXOAMMOCTH MPOBEACHHUS SKCIEPTU3BI JEKAPCTBEHHOTO CPEACTBa B
CPOK, HE TPEBBIMIAIINN AEBIHOCTa pabOUnX JTHEH, a B OCTANBHBIX CIyJasX B CPOK, HE MPEBBILIAOIIHIA
TpuALaTH pabounx AHEH CO JHS MPUHATHS YIOJHOMOUYEHHBIM (e/lepadbHbIM OPraHOM HCTOIHHUTEIBHON
BJIACTH 3asIBJICHUS] O BHECEHUHU TaKUX U3MEHEHUI.

Wudopmanus 06 U3MEHEHUAX:

Cmamuws 31 oononnena uacmoio 1.2 ¢ 13 ageycma 2019 2. - @edepanvusiii 3axon om 2 aseycma 2019 2.
N 297-@D3
1.2. B cinywyae peopraHuzanuu AepiaTeis WM BIAAENIbla PETUCTPALMOHHOTO YAOCTOBEPEHHUS
JIEKApCTBEHHOTO TMpernapara s BETEPUHAPHOTO NPUMEHEHHUs, pa3padOT4YMKa WU MPOU3BOJUTEINS
JIEKapCTBEHHOI'O Ipenapara [yl BETEPUHAPHOIO NPUMEHEHHS B 3asBJICHUM O BHECEHMHM W3MEHEHHMH B
JOKYMEHTBI, COJEP)KALUECS B PETUCTPALMOHHOM [JOChE HA 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIN
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®enepanbHblil 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalneHn IeKapcTBEHHBIX cpenacts” (C ...

mmpenapar Juisi BETEPUHApPHOIO IIPUMEHEHUs, YKa3bIBAIOTCsS JAaHHbIE JOKYMEHTA, IOATBEPKIAIOLIErO
BHECEHHME COOTBETCTBYIOUIMX M3MEHEHUIH B EMUHBINA IOCYIapCTBEHHBIN peecTp IOPUAMYECKHUX JUL (71
OpraHM3aluii, 3aperucTpUpoOBaHHbIX Ha Tepputopun Poccuiickoit denepanuu), UM MHOTO JOKYMEHTA,
MIOJITBEP K IAIOIIET0 PEOPTraHU3ALMIO FOPUINYECKOrO JIhla (U1 OpraHu3aluii, He 3aperuCTpUPOBAaHHBIX Ha
tepputopun Poccuiickoit @enepanun). 3asBlieHHEe O BHECEHUH M3MEHEHUM B JOKYMEHTHI, COACpIKalIuecs
B PErUCTPAlMOHHOM JOCh€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar uisi BETEPHUHAPHOIO
NPUMEHEHHsI, ¥ MpHaraeMble K HEMY JOKYMEHTBI MPEACTABISIFOTCS B YIOJIHOMOYEHHBIN (eepanbHbIi
OpraH HUCHOJHUTEIbHOW BJIACTU HE IO3JHEE YeM 4epe3 TpUauarb pabouyux AHEH CO JHS BHECEHUs
COOTBETCTBYIOIIMX M3MeHEHUH B EJuHBIA rocygapCcTBEHHBIM peecTp IOpUAWYECKUX JUL (I
OpraHM3alii, 3aperucTpupoBaHHBIX Ha Tepputopuu Poccuiickoit @enepannn) WM co JHS NPUHATHS
COOTBETCTBYIOIIETO JOKYMEHTa, TMOATBEPXkAAIOLIEr0 PEOpraHu3alyio OpUAXYecKoro Jjuna (as
OpraHM3aliii, He 3aperucTpupoBaHHBIX Ha Tepputopun Poccuiickoii ®enepauun). B cioyuae
peopraHm3anuu JAepXKaressi WIA BIAJeNblla PErMCTPAMOHHOIO  YAOCTOBEPEHHMs JIEKAPCTBEHHOIO
mnmpenapara sl BETEPUHAPHOIO TNPUMEHEHMS 3asBJICHHE O BHECEHUM HW3MEHEHHHW B JIOKYMEHTHI,
CoZIep KalllMecs] B PErMCTPALMOHHOM J0ChE€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM Npernapar s
BETEPUHAPHOIO IPUMEHEHHUs], IOJACTCS IOPUIMYECKHM JIMIIOM, KOTOPOMY B XOJE€ PpEOpraHu3aluu
MIEPENAaHO MPABO BIAJICHUS TAKUM PETUCTPALMOHHBIM Y10 CTOBEPEHUEM.

Nudopmarys 06 n3MeHEHHAX:

Deoepanvrvim 3axonom om 22 Oexkaops 2014 2. N 429-@3 6 uacmov 2 cmamwvu 31 Hacmosuezco
DedepanvbHo2o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 6 npeovloyuell pedaKyuu

2. B ciyyae BHeCEHUS] M3MEHEHUM B JOKYMEHTBI, COACPIKAIIUECS B PETHCTPAIMOHHOM JI0ChE Ha
3apeTUCTPUPOBAHHBIA JICKAPCTBEHHBINM TIpemapar Uisi BETCPUHAPHOTO TPUMEHEHHUS, B OTHOIICHUU
CBEIICHM, yKa3aHHbBIX B nojanyHkrax "e", "x", "k", "a", "u", "c¢", "x" nyukra 7 wactu 3 crareu 17
Hacrosimero defepanbHOTO 3akoHA, W3MEHEHUS W (WMJIM) JOTOJHEHHUS MPOW3BOJCTBEHHOW TUIOIIAIKH
JIEKApCTBEHHOTO CPEJICTBAa, a TaKXKe B CiIydae HW3MEHEHHS TIOKa3aTejiell KadecTBa JIEKQpPCTBEHHOTO
nmpenapara Jjisi BEeTCPHHApPHOTO TMPUMEHEHHs W (WJIM) METOJOB KOHTPOJIS KadyecTBa JIEKAPCTBEHHOTO
npenapara Juisi BETEpUHAPHOTO TMPUMEHEHHsI MPOBOJIUTCS JKCIEPTH3a JIEKAPCTBEHHOTO CPEICTBA IS
BETEpUHAPHOTO TMPUMEHEHHs. B ciydae HEOOXOAMMOCTH BHECCHHUS HWHBIX HM3MEHEHUH B JIOKYMEHTBHI,
coJep)Kalmecss B PETHCTPAIMOHHOM J0Ch€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipemapar Jis
BETEPUHAPHOTO MPUMEHEHHUsI, SKCIIEPTH3a JICKAPCTBEHHOTO CPEACTBA /Il BETEPUHAPHOTO NMPUMEHEHHUS HE
MIPOBOJIUTCA.

Wudopmanus 06 U3MEHEHUAX:
Yacmo 3 usmenena c 1 ausaps 2021 2. - @edepanvhuiii 3akon om 27 dekaops 2019 2. N 478-D3

CMm. npeovbloywyro peoakyuio

3. 3asgBuUTENb BIIpaBe MPEACTaBUTH MO0 COOCTBEHHOW MHUIIMATUBE BMECTE C 3asBICHUEM O BHECEHUU
W3MEHCHHI B JOKYMEHTBI, COJICp)KAlIMEeCs] B PErHMCTPAlMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JICKAPCTBCHHBIN Mpenapar Ui BETCPUHAPHOTO NPUMCHEHUs, KOMUU JIOKYMEHTOB, ITOJTBEPIKIAFOIINX
yIJIaTy TOCYIApCTBEHHOW TMOILUIMHBI 32 BHECEHHE B JOKYMEHTBI, COAEpIKAIMEcs B PETUCTPALMOHHOM
J0ChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemapar sl BETEPUHAPHOTO MPUMEHEHHs, U3MEHEHUH,
TpeOYIOIMUX TMPOBEACHUS AKCIEPTH3bl JIEKApPCTBEHHOTO CPEICTBAa, WM HW3MEHEHUH, He TpeOyromux
MIPOBEJICHHS DKCIIEPTU3Bl JIEKAPCTBEHHOTO CpeicTBa. B ciyyae HEOOXOAMMOCTH M3MEHEHHUS CBEICHUH,
COJIEpIKaIMXCST B PErHCTPAI[MOHHOM YIOCTOBEPEHHH JIEKApCTBEHHOTO Mpernapara il BETEPUHAPHOTO
MIPUMEHEHHUS], C 3asIBIICHUEM, YKa3aHHBIM B 4acTy | HACTOSIIEH CTaThH, 3asBUTEINb BIIpaBe MPEACTaBUTH O
cOOCTBEHHOM MHUIIMATHBE KOTIHIO TOKYMEHTA, MOATBEPKAAIOIIETO YIUIATy TOCYIapCTBEHHOM MOIIIHHBI 32
BBIJIAYy PETUCTPAIIMOHHOTO YI0CTOBEPEHHUS JIEKAPCTBEHHOTO TMpemnapara. 3asBUTENb BIPaBe MPEICTaBUTh
1Mo COOCTBEHHOW MHUIIMATUBE CBEACHUS O NUICH3UAX, YKa3aHHbIE B NyHkTax | u 2 yactu | Hacrosmien
CTaThH, a TAaKXK€ BBIJABAEMBIE YIIOJIHOMOYEHHBIMHU (hefepalbHBIMU OpraHaMHu HCTIOJTHUTEIHHOW BIACTH
JOKYMEHTHI, yKa3aHHbIE B MTyHKTe 3 4acTu | HacTosmiel cTarbu. B ciyuae HempencTaBleHUs! yKa3aHHBIX
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JOKYMEHTOB (CBEICHUI) yIMOJTHOMOYECHHBINA (elepaibHblii OpraH MUCIOJIHUTEIFHON BIACTH 3alpaiiiBacT
yKa3aHHbIE TOKYMEHTHI (CBEICHHS) B MOPSIKE MEKBEIOMCTBEHHOTO HH(POPMALMOHHOTO B3aUMOICHCTBHSL.

4. B cpok, He TIPEBBIIAIIINAN AecITH pabodnx THEH cO JHS MOCTYIUICHUS YKa3aHHOTO B 4acT |
HACTOSALIEH CTaTbU 3asBJICHUS M HEOOXOAMMBIX JOKYMEHTOB, YIIOJIHOMOYEHHBIN (enepanbHblii oprax
HCIIOJTHUTEJILHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEJACHHM, COEPKAIIMXCS B MPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) IpUHUMAET PEUICHUE O MPOBEJEHUH IKCIIEPTHU3bI JIEKAPCTBEHHOI'O CPEJCTBA AJIsi BETEPUHAPHOTO
MIPUMEHEHMSI UM 00 OTKa3e B €€ MPOBEICHUN;

3) yBemomIIsieT B MUCbMEHHOW (opMe 3asBUTENS O MPUHSATOM pELIEHUH WIM B CIIydae MPUHSITHS
pemieHus 00 OTKa3e B MPOBEIECHUU OKCHEPTH3bl JIEKAPCTBEHHOTO CpPEACTBA JUIsl BETEPUHAPHOIO
IIPUMEHEHHUS C YKa3aHUEM IIPUYHMH TAKOTO OTKA3a.

Wnpopmanust 06 M3MEHEHUSX:

Cmamos 31 oonoanena ywacmoio 4.1 ¢ 15 urons 2018 e. - @edepanvusiii 3axkon om 4 uronsa 2018 . N 140-
D3
4.1. B ciy4ae BBISIBJICHHS HEIOCTOBEPHOCTH U (WJIM) HEIOCTATOYHOCTH CBEICHUM, COMNEPIKAIIUXCS
B TIPEJCTABICHHBIX 3asBUTENIEM TOKYMEHTaX, YIIOJHOMOYEHHBIN (eepaibHbIii OpraH HCIOIHUTEIBHON
BJIACTHU HAITPABJISET 3aABUTEINIO 3aMIPOC 00 YTOUYHEHUH yKa3aHHBIX CBEICHHM. 3alpoCc MOKET OBITH MepeIan
YIOJIHOMOUYEHHOMY TIPEJICTABUTEIO 3asIBUTENS TIOJ] PACIUCKY, HAMPABIICH MO TMOYTE 3aKa3HBIM MHUCHMOM
WJTU TIEpEaH B AJIEKTPOHHOHN (DOpME TIO TEIIEKOMMYHHUKAIITMOHHBIM KaHallaM CBs3U. B ciydae HampaBieHUs
3armpoca 00 YTOUHEHUHN YKa3aHHBIX CBEJICHHM 10 MOYTE 3aKa3HBIM MUCHbMOM OH CUMTAETCS TIOTyUYEHHBIM 10
WCTEYEHUH LIECTH THEW C JaThl HAPABJICHUSI 3aKa3HOTO MHUChMa.

Wudopmannus 06 n3MEHEHUAX:

Cmamos 31 oonoanena uacmoio 4.2 ¢ 15 urons 2018 e. - @edepanvusiii 3axon om 4 uronsn 2018 2. N 140-
D3
4.2. 3asButenp 00s3aH MPEACTABUTh OTBET Ha 3allpoOC YIOJHOMOYEHHOTO (hefepaabHOTO OpraHa
WCIIOJIHUTENIbHOM BIACTH B CpPOK, HE MPEBBIMIAIONINI JIeBIHOCTAa pabouuMx ITHEH cO JHS MOJyuyeHUs
nanHoro 3ampoca. Cpoku, ykasaHHble B yacTu 1.1 Hacrosied cTaTby, NPUOCTAaHABIMUBAIOTCA CO JHS
HaMpaBJIeHUS 3asBUTENIO 3allpoca YIOJIHOMOUYEHHOTO (hefepaibHOr0 OpraHa MCIOJHUTENIBHOM BIACTH /10
JIHSI TIOJTyYeHMs OTBETA Ha JAaHHBIM 3apoC U HE YUUTHIBAIOTCS MPU UCUUCIICHUH CPOKA MPUHSATHUS PELICHUS
O BHECEHMHM U3MEHEHHHl B JOKYMEHTBI, COJEp)Kallhecss B PEruCTPallMOHHOM JOChe Ha
3aperucTpUpPOBAHHBIN JEKAPCTBEHHBIN MpenapaT sl BETEpUHAPHOTO IPUMEHEHHSL.

Wudopmanus 06 U3MEHEHUAX:
Yacme 5 usmenena c 15 urons 2018 2. - Deoepanvusiii 3axon om 4 urons 2018 2. N 140-D3

CMm. npeovbloywyro peoakyuio

5. OcHoBaHMEM [UIsi OTKa3a B IMPOBEICHUU HKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEIACTBA JJIA
BETEPUHAPHOTO TMPUMEHEHHs SIBISETCA IMPEICTaBICHUE ITOKYMEHTOB, YKa3aHHBIX B uacTsx | u 3
HACTOSIEH CTaTbu, B HEMOJIHOM OObEME WJIM OTCYTCTBHE B IPEICTABICHHBIX JOKYMEHTaX JOCTAaTOYHBIX
CBE/ICHUH, MOATBEPKIAIONTUX HEOOXOAUMOCTh BHECEHUS U3MEHEHUH, INOO HETPEICTABICHHUE 3asBUTEIEM
B YCTAHOBJICHHBIM CPOK OTBETAa Ha YKa3aHHBIA B uacTu 4.] HACTOSIIEH CTaThM 3alpoOC YIOJTHOMOYEHHOTO
(beneparbHOTO OpraHa UCIIOTHUTEILHOM BIACTH.

6. Dkcneprr3a JIEKAPCTBEHHOTO CPEACTBA Il BETEPUHAPHOIO MPUMEHEHHUS B LIEJIAX BHECEHUS
W3MEHEHUN B JOKYMEHTBI, COAEpXkaIIUecs B PErUCTPALMOHHOM JIOCb€ Ha 3aperucTPUpPOBAHHBIN
JIEKapCTBEHHBIN IMpemnapar JJisi BETEPUHAPHOTO MPUMEHEHHUS, OCYILIECTBIISIETCS B TIOPSJIKE, YCTAHOBIEHHOM
cratbeil 24 Hacrosero deaepaabHOTO 3aKOHA.

Wudopmanus 06 U3MEHEHUAX:
Yacmo 6.1 usmenena c 13 aszycma 2019 2. - @edepanvhuiii 3akon om 2 aeeycma 2019 2. N 297-D3

Cm. npedvloywyio pedakyuio

23.01.2022 Cucrema TAPAHT 71/140


http://internet.garant.ru/document/redirect/71958560/83
http://internet.garant.ru/document/redirect/71958560/83
http://internet.garant.ru/document/redirect/71958560/84
http://internet.garant.ru/document/redirect/57429135/315
http://internet.garant.ru/document/redirect/72362280/293
http://internet.garant.ru/document/redirect/77670914/361

®enepanbHblil 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalneHn IeKapcTBEHHBIX cpenacts” (C ...

6.1. B cpok, HEe MPEBBIMAONIUN IECATH padOYNX ITHEH CO JHS MOMYYCHHS 3aKITFOUCHUS KOMUCCHH
SKCIIEPTOB MO PE3YJbTAaTaM YKa3aHHOM B 4YacTW 2 HACTOSIIEH CTaThbU SKCHEPTU3BI, YITOTHOMOYCHHBIN
(denepanbHBIN OpraH UCMOTHUTEIBHON BIIACTH:

1) npuHUMaeT pelmieHHe O BHECEHHMH UW3MEHEHHM B JIOKYMEHTBI, COJEpXKalluecs B
PETUCTPALIMOHHOM JIOChE€ Ha 3apEerHCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapar JJid BETEPUHAPHOTO
MIPUMEHEHHUs], UIU 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHMUI;

2) BHOCHUT B TOCYIApCTBEHHBIH pEeCTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHUM PEUICHUS O
BHECEHUU U3MEHEHUW B JJOKYMEHTBI, COJICPKAIIUECS B PErMCTPALIMOHHOM JOChE Ha 3aPErUCTPUPOBAHHBIN
JIEKApCTBEHHBIN Iperapar Jjisi BETEPUHAPHOTO MPUMEHEHHS, HCOOX0IUMBIE U3MEHEHHS U BO3BpAIIacT 3TH
JIOKYMEHTBI 3asiBUTEIIO;

Wnpopmanust 06 M3MEHEHUSX:

Yacmw 6.1 donoanena nynkmom 3 ¢ 13 aseycma 2019 2. - Dedepanvrviii 3axon om 2 ageycma 2019 o. N
297-®d3
3) BbIAET 3asABUTEII0 HOBOE PErMCTPALMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO Mperapara s
BETEPUHAPHOTO MPUMEHEHHS B Cllydae HEOOXOJAMMOCTH HU3MEHEHUsS! CBEIACHHUH, COACPKAIIUXCA B HEM, C
COXpaHEHUEM HOMEpa paHee BbIJIAHHOTO PErMCTPAIIMOHHOTO Y/IOCTOBEPEHHS JEKapCTBEHHOTO Mpernapara
JUTsI BETEPUHAPHOTO TTPUMEHEHHS.

Nudopmarys 06 n3MEHEHHAX:

Cmamobs 31 oonoanena uwacmoio 6.2 ¢ 15 urons 2018 e. - @edepanvusiii 3axkon om 4 uronsa 2018 2. N 140-
D3
6.2. B ciy4yae BHECEHHsI M3MEHEHUN B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPAMOHHOM J0ChE HA
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN Mpenapar /uis BETEPUHAPHOTO MPUMEHEHHs], B YaCTH, Kacaroleics
M3MEHEHUs U (WIM) [JOTOJHEHUS TPOU3BOJACTBEHHOW IIJIOUIAJKH JIEKAPCTBEHHOTO IMpernapara, Mpu
MPEJCTABICHUN 3aABUTEJIEM B COOTBETCTBUHM C ITYHKTOM 3 yacTu | HACTOSIIEH CTaTbu KOIUHU PEIICHUS
YIOJHOMOUYEHHOTO (elepabHOTO OpraHa HCHOJIHUTENbHOM BJIAcTH O MPOBEIEHUU HHCIEKTUPOBAHUS
MPOU3BOJMUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHbIM B dyactu 6.1 Hacrosmend crarhbw,
MPUOCTAHABIMBACTCS CO JHS TMOJY4EHHUS 3aKIIOUYEHUS KOMHUCCHM OJKCIIEPTOB JO [JHS MNPUHATHS
YIOJIHOMOUYEHHBIM (heiepalibHbIM OPraHOM HCIOJHUTEIHHOM BIACTH PELICHHs O BblJade WM 00 OTKas3e B
BbIJIa4€ 3aKJIIOUEHHUS O COOTBETCTBUU IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM IPABUII
HaJJIexalleld Mporu3BOACTBEHHOM MPAKTUKU, HO HE 0oJiee 4YeM Ha CTO BOCEMbECIT pabounux JHEH.

Wudopmannus 06 n3MeHEHUAX:

Yacmo 7 usmenena c 15 uronsn 2018 2. - @edepanvrviil 3axon om 4 urons 2018 2. N 140-D3

CMm. npeovbloywyro peoakyuio

7. OcHoBaHMeM MJisi OTKa3a BO BHECEHHWHM HW3MEHEHUH B JIOKyMEHTBI, COJEp)Kalluecs B
PETUCTPAIIMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpernapar Juisi BETCPUHAPHOTO
MPUMEHEHHUs, B CIIydasiX, HE TPEOYIOUIMX MPOBEIACHUS 3KCIEPTH3bI JICKAPCTBCHHOTO CPEICTBA, SIBISICTCS
MPEACTaBICHUE JIOKYMEHTOB, YKa3aHHBIX B 4YacTsX | M 3 HACTOSIIEH CTaTbd, B HEMIOJHOM OObEME HIIH
OTCYTCTBHE B IPEICTABICHHBIX JIOKYMEHTAX CBEICHHU, KOTOPBIC JTOJDKHBI OBITh B HUX OTPaKEHBI, JTUOO
HEMpPEeJCTaBICHNE 3asBUTENEM B yCTAHOBJICHHBIN CPOK OTBETa Ha yKa3aHHBIK B uacTu 4.1 HacTosImen
CTaThH 3alPOC YIIOJIHOMOUYEHHOTO (heiepaibHOTO OpraHa UCIIOTHUTENBHOM BIACTH.

Wudopmanus 06 U3MEHEHUAX:

Cmamos 31 oonoanena uacmoio 7.1 ¢ 15 utons 2018 2. - @edepanvhwiii 3axkon om 4 uions 2018 2. N 140-
D3
7.1. OcHOBaHMeM [UIsi OTKa3a BO BHECEHMHM HM3MEHEHHMH B JOKYMEHTBI, COJEp)Kallhecsi B
PErUCTPaIlMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpenapar A BETEPUHAPHOIO
MPUMEHEHHSI, B CIy4asX, TPEOYIOIIMX MPOBEICHUS SKCIEePTU3Bl JIGKAPCTBEHHOTO CPENCTBA, SBISETCS
3aKJIIOYCHHUE YIIOJIHOMOYEHHOTO (heAepalibHOTO OpraHa HCHOJHUTEIBFHOM BIACTH O BO3MOXKHOCTHU
CHIDKEHHUsI 0€30MacHOCTH, KauecTBa, 3(pPEeKTUBHOCTH JEKApCTBEHHOTO Mperapara BCIEICTBUE BHECEHUS
W3MEHEHUU B yKa3aHHbBIE JOKYMEHTHI, OTKa3 YMOJTHOMOUYEHHOTO (eepalbHOT0 OpraHa MCIOJIHUTEIHHON
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BJIaCTU B BbLJAYC 3aKIIOYCHUSA O COOTBCTCTBUU IHPOU3IBOAUTCIIA JICKAPCTBCHHBIX CPCIACTB TpC6OBaHI/I$IM
[IpaBuJl HaJUIeXkKalled MpPOU3BOJICTBEHHONW IIPaKTUKM B CilIydyae HW3MEHEHHA M (WIM) JOTIOJIHEHUS
IIPOM3BOJICTBEHHOM IUIOLIA/JIKK JIEKAPCTBEHHOIO IIpernapara, €cild IPOU3BOACTBO JIEKApCTBEHHOTO
npernapara Jyuisi BETEpUMHAPHOTO MPUMEHEHUSI OCYILIECTBIsieTcs 3a mnpenenamu Poccuiickonn denepannu,
WM OTCYTCTBHUE 3TOTO 3aKIHOUEHUSI.

Wnopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 uyacmv 8 cmamovu 31 Hacmoswezo
DedepanbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynatowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyuell pedaKyuu
8. Jlomyckaercss oOpallleHHe JICKAPCTBEHHBIX IMPENapaToB JUIsl BETEPUHAPHOTO MPUMEHECHHUS IO

WCTEUCHUSI CPOKA TOJHOCTH, MTPOM3BEICHHBIX B TEUCHHUE CTa BOCBMHUJCCATH JHEH MOCTE JAThI MPUHSATHS
YIOJTHOMOYEHHBIM (pesiepaibHbIM OPraHOM HCIIOJHUTEILHOM BIIACTH PENICHHs] O BHECCHUW M3MCHCHHN B
JOKYMEHTHI, COJICpXKAIIHeCs] B PErUCTPAIMOHHOM JIOChE Ha JIGKAPCTBEHHBIN Tperapar, B COOTBETCTBUU C
nH(popMaIeH, coepKamieiicss B JOKYMEHTaX PEruCTPAIMOHHOTO JIOChe HA JICKAPCTBEHHBIN Mpenapar Jio
JaThI TIPUHSATHUS TAKOTO PEIICHHSI.

T'APAHT:

CMm. komMeHTapuu K cratee 31 Hacrosero denepanbHOroO 3aK0Ha

Crarbs 32. OTMeHa roCyJapCTBEHHON PErucTpanuu JIEKapCTBEHHOTO Mpernapara

Pemenne 00 oTMeHe rocCynapCTBEHHOW PETHUCTPAIMU JIKAPCTBEHHOTO Mperapara U UCKITIOYCHUN
JIEKapCTBEHHOI'O IIpernapara M3 TOCYIapCTBEHHOIO pEECTpa JIEKAPCTBEHHBIX CPEACTB INPUHHUMAETCS
YIOJIHOMOYEHHBIM (pefiepabHbIM OpraHOM HCIIOTHUTEIBHON BIACTH B CITydae:

1) npencraBieHHs ~ COOTBETCTBYIOIIMM  YHOJHOMOYEHHBIM  (eiepalibHbIM  OpPraHoMm
WCIIOJIHUTENILHOM BJIACTH 3aKIIIOUEHHUS O PUCKE WK 00 yrpo3e 3/10pOBbIO, KHU3HU YeJIOBEKa WU )KUBOTHOTO
Mpy TPUMEHEHUHU JIEKapCTBEHHOTO Mpernapara, MPeBbIIIAIOMUX €ro 3(pGEeKTUBHOCTh, MO pe3ylbTaTaM
OCYIIIECTBIIIEMOTO UM MOHUTOPHHTa 0€30MaCHOCTH JIEKapCTBEHHOTO Mpenapara;

Wudopmanus 06 U3MeHEHUAX:

Deodepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 nynkm 2 cmamwvu 32 nHacmosiuie2o
DedepanvbHo20 3aKOHA BHECEHbL U3MeHeHUsl, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm nynkma 8 npeovloyueti peoaKyuu

2) mojauM JepiKareieM WU BIAAETbIEM PEruCTPAllMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO
mnpermapara WM YIOJIHOMOYEHHBIM MM JPYTUM IOPUAMYECKUM JIMIIOM 3asBiICHHS 00 OTMEHe
rOCyIapCTBEHHON PEruCTpaliy JIEKapCTBEHHOTO IIpernapara;

3) HEnmoATBEepP)KIEHUSI TOCYIAPCTBEHHON pErucTpalyy JeKapCTBEHHOTO Mpernapara Mo HUCTEYCHHUH
CpOKa JAeMCTBHSI PErUCTPAIIIOHHOTO YI0CTOBEPEHHUS, BBIIAHHOTO Ha AT JIET;

4) HenpencTaBJIeHHs 3asBUTEIEM MHPOPMAIIMH, KOTOpas MOXKET MOBJIEYb 32 CO00 HEOOXOAUMOCTh
BHECECHMSI U3BMEHEHUI B JIOKYMEHTBI, COJIepKaIlIiecs B PErHCTPAIMOHHOM J0ChE Ha 3aperucTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar, B TeYeHHE TPUALIATH padodrX JHEU CO THS HACTYIUICHUS ATUX U3MEHEHHI,

Wudopmanus 06 U3MEHEHUAX:
Deoepanvrvim z3axonom om 22 dexabps 2014 e. N 429-D3 6 nynkm 5 cmamvu 32 nacmosujeco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHenus, ecmynarowue ¢ cuny ¢ 1 utons 2015 .

Cm. mexcm nynkma 8 npedwvloyuieli peoaKyuu
5) OCyIIeCTBIEHUSI TOCYIapCTBEHHOW PETHUCTpAlliU JIEKApPCTBEHHOTO IMpernapara IMoja TOPrOBBIM
HAaUMEHOBAHHEM 3apPETUCTPUPOBAHHOTO paHEE MOJ ITHUM TOPrOBBIM HAMMEHOBAHUEM JIEKAPCTBEHHOTO
rpernapara, OTIMYAOIIErocs KaueCTBEHHBIM COCTAaBOM JICHCTBYIOIINX BEIIECTB;

Wudopmanus 06 U3MEHEHUAX:
Ilynkm 6 usmenen ¢ 15 urona 2018 2. - @edepanvhviii 3axon om 4 urona 2018 2. N 140-D3
Cm. npedvloywyio pedakyuio
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6) oCylleCTBIEHUS FOCYJapCTBEHHOM pErucTpanyy OJHOTO U TOTO K€ JIEKapCTBEHHOIO IIpernapara
B OTHOIIEHMM OJHOIO M TOIO € Jep)KaTelid WIM BIAAEiIbld PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpenapara B BHJE JBYX M 0ojee JIeKapCTBEHHBIX INPENaparoB O] Pa3InYHBIMU
TOProBHIMU HAMMEHOBAaHUSIMU;

7) BbIHECEHUS CYJIOM PELICHUS O HapyILEHUH [IpaB MpaBooOiagaresis 00beKTOB HHTEIUIEKTYaIbHOMN
COOCTBEHHOCTH IIPU OOpaIIeHUH JICKAPCTBEHHBIX CPEJICTB;

Wupopmanust 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 o. N 429-D3 cmamovsa 32 nacmosweco Dedepanviozo
3aKOHa 0onoHeHa nynkmom 8, ecmynarowum 6 cuny ¢ 1 utonsa 2015 e.
8) oTcyTCcTBHS JIEKapCTBEHHOTO Tpermapara B oOpamieHuu B Poccuiickoit ®denepanuu B TEUYECHHE
Tpex u 0oJiee JieT;

Wnpopmanust 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 dexaops 2014 e. N 429-D3 cmamvs 32 nacmosweco Dedepanvroco
3aKoHa 0onoaHena nynkmom 9, ecmynarowum 6 cuny ¢ 1 uronsa 2015 e.

9) HEBBINIOJNHCHHS JIep)KaTelieM WA  BIQJCIBIEM  PETHCTPAIMOHHOTO  YAOCTOBEPCHHS
JISKapCTBEHHOTO TIperapara JIn00 YIIOJTHOMOUYESHHBIM HMH JIPYTHM IOPHINYCCKUAM JTUIIOM MEPOIIPUSATHHA 110
oOecriedeHN0  0E30TIACHOCTH  JICKAPCTBEHHBIX  IPENapaToB, YCTAHOBJICHHBIX  YITOJITHOMOYCHHBIM
(dbenepanTbHBIM OPraHOM HCTIOJTHUTEIHHOUM BIACTH B COOTBETCTBHUHU C YaCTsIMU 3 U 4 cTaTbu 64 HACTOSIIETO
denepanbHOTO 3aKOHA, B paMKax OCYIIECTBICHHs (papMaKkoHaI30pa;

NHudopmarys 06 n3MeHEHHAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 e. N 429-D3 cmamvs 32 nacmosweco Dedepanvroco
3akoHa oonoanena nynkmom 10, scmynarowum 6 cuny ¢ 1 urons 2015 e.

10) otkaza pgepxkareist WIM BIaJENblla PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npemnapara JuOO YMOJIHOMOYEHHOTO MMM JIPYroro IOPUAMYECKOTO JIMIA OT BHECEHHS H3MEHEHUil B
MHCTPYKLHUIO IO TPUMEHEHHUIO JIEKApCTBEHHOIO IMIpernapara, KacalolUXCS HOBBIX MOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK NMPUUYMHEHHUS Bpela 310POBHIO YeNOBEKa WJIM KUBOTHOTO BCIEICTBUE MpHeMa
JIEKapCTBEHHOTO Mpernapara npeBbliiaeT 3pHEeKTUBHOCTH €ro MPUMEHEHHUS.

Wudopmanus 06 n3MeHEHUAX:

Cmamows 32 oonoanena nynkmom 11 ¢ 1 sneapsa 2023 e. - @eodepanvhuiil 3akon om 27 dexkaops 2019 e.
N 475-D3

Cm. 6yoywyro peoakyuio
TAPAHT:

CwM. KOMMCHTApPHH K CTAaTbC 32 HaCTOAIICTO <Dez[epanLHoro 3aKOHa

Crartbs 33. ['ocynapcTBEHHbBIN pEECTp JIEKAPCTBEHHBIX CPEJICTB
TAPAHT:

Cwum. Tlonoxenue o I'ocynapCTBEHHOM peecTpe JIEKAPCTBEHHBIX CPENICTB, YTBEPKIACHHOE MHH3ApaBOM
P® 1 nexabps 1998 . N 01/29-15
1. TocynapcTBeHHBIN peecTp JEKapCTBEHHBIX CPEACTB COACPKUT IEPEUYCHb JIEKapCTBEHHBIX
MpernapaToB, MPOIIEAININX TOCYIapCTBEHHYIO PETHCTPAINIO, TMepedeHb (papMarieBTUUECKUX CYOCTaHIIMA,
BXOJSIIIIMX B COCTaB JIEKAPCTBEHHBIX MPENaparoB, U CIEAYIONYI0 HHPOPMAITHIO:
1) B OTHOIIIEHUH JIEKAPCTBEHHBIX MPENaparoB:
Wudopmanus 06 U3MEHEHUAX:
DedepanvHvim 3akoHom om 22 dexabps 2014 2. N 429-D3 ¢ noonynkm "a" nynkma 1 yvacmu I cmamou
33 nHacmosuyezo DedepanbHo2o 3aKOHA 8HeCEeHbl UsMeneHus, ecmynalowue ¢ cuny ¢ 1 urona 2015 e.

Cm. mexkcm noonynKkma 8 npeovioyujel peoaxkyuu
a) HaMMEHOBaHHE JIEKAPCTBEHHOTo Impemapara (MexAyHAapOJHOE HEeNaTeHTOBaHHOEe, WU
TPYIIUPOBOYHOE, UJIM XUMUYECKOE U TOPrOBOE HAMMEHOBAHU);
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

0) nexapcTBeHHas popMa ¢ yKa3aHHEM JO3MPOBKH JIEKAPCTBEHHOTO Mpenapara u ero KoJim4ecTsa B
MOTPEOUTENILCKON YITAKOBKE;

Wupopmanust 006 H3MEHEHHSX:

Iloonynxkm "6" usmenen c 1 sineaps 2018 e. - @edepanvusiii 3axkon om 28 oexabps 2017 2. N 425-D3

CMm. npeodvbloywyro peoakyuio

B) HAMMCHOBAHUE JICPKATEIIS WIIA BIIAJICNIbIIA PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mperapara U CBEACHHUS O PErHCTPAIH JCpKaTelsl WIM BIAJENblla PErUCTPAIMOHHOTO YIIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara JUlsi MEAUIIMHCKOTO MPHUMCHEHHS B Ka4eCTBE HAJIOTOIUIATEIBIINKA B CTPaHE
peructpanuu (IUisE POCCUHUCKUX FOPUIAMYSCKHUX JIUIl - HICHTH(PUKAITUOHHBI HOMEp HAJOTOILIATEIbIIIHKA
(MHH), myis MHOCTpaHHBIX FOPUINYECKHX JIMI - CTPaHa PETHCTPAIlUU, HANMEHOBAHUE PETUCTPUPYIOIIETO
Oprana, perucTpariOHHbBIN HOMEp, KOJ HAJIOTOTUIATEIILITUKA B CTPAHE PETHCTPaIy (MHKOPIIOPAINH) UITH
€ro aHajsor);

Wnpopmanust 06 M3MEHEHUSX:

Hloonynxkm "2" uzmenen c 1 ansaps 2018 2. - @edepanvhuiii 3akon om 28 dexabps 2017 2. N 425-D3

CMm. npeowbloywyro peoakyuio
I') HANMCHOBaHHUE U apeC MPOU3BOIUTEIIS JICKAPCTBEHHOTO TTperapara U CBEJCHUS O PErHCTpaIuu
MPOM3BOJMTENS  JICKAPCTBCHHOTO  Ipermapara Uil MEIUIIMHCKOTO  TNPUMEHCHHS B Ka4eCTBE
HAJIOTOIUIATEIIBIINKA B CTPAHE PETHCTPAIMH (JUIS POCCUHUCKHUX IOPUIMYSCKUX JIHI - UICHTH(PUKAITHOHHBIHA
Homep Hanoromtarenbimuka (MHH), st MHOCTpaHHBIX FOPHIMYECKUX JIUI[ - CTpaHa PErucTpaliud,
HAaUMEHOBAHKE PETUCTPHUPYIONIETO OpPraHa, PeruCcTPAIMOHHBIN HOMEpP, KOJI HAJIOTOIUIATSIBITUKA B CTpaHe
perucTparuu (MHKOPIOPAaIUN) UIH €T0 aHaJIoT);

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexaobps 2014 2. N 429-D3 noonynkm "0" nynkma I yacmu 1 cmamou
33 nacmosweco DedepanvHoc0 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaroujei 6 cury ¢ 1 urwons
2015 a.

Cm. mexcm noonynkma 8 npeovioyujeli peoaxkyuu

n) ¢apMakoTepareBTUYecKass TIpyIa, KoJI JIEKApCTBEHHOTO Ipernapara 10  aHaTOMO-
TEepPaneBTUYCCKO-XUMHUUECKON  Kilaccuukanuy,  pEeKOMEHJIOBaHHOW  BcemupHOW — opranuszanuei
3IPaBOOXPAHEHHUS;

€) MOKa3aHus U IPOTUBOIOKA3aHUs K IPUMEHEHHUIO JICKApCTBEHHOTO Mpenapara;

) 10OO0YHEIE JIeHCTBUS JEKapCTBEHHOTO Mpernapara;

3) CPOK FOJHOCTH JIEKAPCTBEHHOTO IIpernapara;

1) YCIIOBUSI XpaHEHUS JIEKApCTBEHHOTO Mpernapara;

K) YCTIOBUS OTIIyCKa JIEKApCTBEHHOTO Mpenapara;

n) HoMmep (apmakorneiHoil cTaTby WIM B CIy4ae €€ OTCYTCTBUA HOMEpP HOPMAaTUBHOM
JOKYMEHTAIIMH JIMO0 HOPMATUBHOTO TOKYMEHTA;

Wudopmanus 06 U3MEHEHUAXK:

DedepanvHvim 3akoHom om 22 oexkabps 2014 2. N 429-D3 6 noonyukm "m" nynkma 1 wacmu 1 cmamou
33 nacmosweco DedepanvbHoco 3aKoHA BHeceHbl usmenerus, ecmynarowue 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm noonywkma 8 npeovioyujeti peoaxkyuu
M) Jara TOCYIapCTBEHHOW perucTpanuy JIEKApCTBEHHOIO Mpermapara M €ro perucTpaiioHHbIN
HOMEp, JaTa 3aMeHbl PErHCTPAIMOHHOTO YIOCTOBEPEHHMs JIEKApPCTBEHHOTO IMpemapara Ha OeccpouHoe
PETUCTPAIMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOTO MIperapara, aTa mofaqyu 3asBICHHs O TIOATBEPKACHUN
rOCyIapCTBEHHOM perucTpaiyu JIeKapcTBEHHOTO Tpernapara, Jara OTMEHbI TOCYIapCTBEHHON perucTpanuu
JIEKapCTBEHHOTO Mpemnapara;

Wudopmanus 06 U3MEHEHUAX:

Dedepanvruim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 yacmu 1 cmamou 33 Hacmoswe2o
DedepanvHo2o 3akona donoiner noonyukmom "n", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

H) KaueCTBEHHBIM COCTaB M KOJWYECTBEHHBIM COCTaB JECHCTBYIOIIMX BEIIECTB M KaYeCTBEHHBIN
COCTaB BCIIOMOTaTEIbHbIX BEUIECTB JIEKAPCTBEHHOI'O Ipenapara;

Wupopmanust 006 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexkabps 2014 o. N 429-D3 nynkm [ yvacmu 1 cmamou 33 nHacmosue2o
Deoepanvrozo 3akona dononrnen noonyukmom "o", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
0) uH(popMaIs 000 BCeX pa3pelIeHHBIX BUIaX BTOPUYHON (TIOTPEOUTEIBCKON) YITAKOBKH;

Wnopmanust 06 M3MEHEHUSX:
Hoonynkm "n" usmenen ¢ 1 mapma 2020 e. - Dedepanvusiii 3axkon om 27 oekabps 2019 2. N 475-D3

CMm. npeodvbloywyro peoaKyuio
M) Jara MPUHITHS PEIICHHS O BO3MOXKHOCTH paccMaTpHUBaTh JICKAPCTBEHHBIA IMpernapar Mnpu
TOCYIapCTBEHHON PEerruCcTpaluy B Ka4ecTBE OpaHHOTO JIGKAPCTBEHHOTO Tpemnapara (sl JIeKapCTBEHHBIX
MpenaparoB sl MEIUIIMHCKOTO TPUMEHEHU);

Wndopmanys 06 M3MEHEHHsX:

"nn

Iloonynkm "p" usmenen ¢ 1 mapma 2020 e. - Dedepanvusiii 3akon om 27 oekabps 2019 2. N 475-D3

CMm. npeowbloywyro peoakyuio
p) HaIW4HWe JICKApCTBEHHOTO IMperapara B ITiepevHe XU3HEHHO HEOOXOTUMBIX WM BaKHEHIIIHX
JICKapCTBEHHBIX MPermapaToB (IS JICKApCTBEHHBIX MPENapaToB JIIs MEIUITMHCKOTO TIPUMEHEHU );

Wndopmanust 06 M3MEHEHHX:

Deoepanvrvim 3akonom om 22 oexkabps 2014 o. N 429-D3 nynkm [ yacmu 1 cmamou 33 nacmosujezo
Deoepanvroeo 3akona donoaren noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 e.

C) HAIMYME B JICKAPCTBEHHOM IperiapaTe HapKOTHYECKUX CPEJNICTB, IICHXOTPOIHBIX BEIIECTB U MX
MPEKYpPCOPOB, MOJEKAIUX KOHTPOI0 B Poccuiickoit denepaiuy, B COOTBETCTBUU C 3aKOHOIATEIIbCTBOM
Poccuiickoit @eaeparuu, MexIyHapoIHbIMU oroBopaMu Poccuiickont ®deneparuu, B ToM uncie EanHoit
KOHBEHIIMEN 0 HapkoTHdeckux cpeactBax 1961 roma m Konpenmueil o mcuxoTpomHbiX BemecTBax 1971
roja;

Wudopmannus 06 n3MeHEHUAX:
Deoepanvrvim 3akonom om 22 oexkabps 2014 e. N 429-D3 nynxkm [ yacmu 1 cmamou 33 nacmosuezo
Dedepanvroeo 3aKkoHa 0onoanen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 uronsn 2015 e.

T) wuHbOpPMAIMs O TOM, SBISICTCS JIM JAaHHBIA JICKQPCTBEHHBIM TMpemnapar pedepeHTHBIM

JICKQpCTBEHHBIM MperapaToM;

Wudopmanus 06 n3MeHEHUAX:

DedepanvHvim 3axonom om 22 oexkabpsa 2014 2. N 429-D3 nynkm 1 yacmu 1 cmamou 33 Hacmoswe2o
DedepanvHozo 3akoHa donoaner noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
y) CBEACHHUs O IMojade 3asBICHUS O BHECEHUM H3MEHEHHUN B JOKYMEHTHI, COJCpIKAIIHecs B
PETUCTPAIMOHHOM JIOChE Ha JIEKApCTBEHHBIN Mpenapar;
¢) yrparun cuny ¢ 1 mapra 2020 r. - Denepanbubiii 3axoH oT 27 nexkadps 2019 . N 475-D3

Wudopmanus 06 n3MEHEHUAX:
CMm. npeovbloywyro peoakyuio

DedepanvHuim 3axonom om 22 oexabpsa 2014 2. N 429-D3 nynkm 1 yacmu 1 cmamou 33 Hacmoswe2o
DedepanvHo2o 3akoHa donoaner noonynkmom "x", ecmynarowum 6 cuny c¢ 1 urona 2015 a.

X) CpPOK BBEJIEHUsI JIEKAPCTBEHHOTO Ipernapara B rpakJaHCKU 000poT;

2) B OTHOLIEHUH (hapMalleBTUUECKUX CyOCTaHIUI:

Wndopmanust 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 22 dexabps 2014 2. N 429-D3 ¢ noonynkm "a" nynkma 2 yvacmu I cmamou
33 nHacmosuyezo DedepanbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynaowue ¢ cuny ¢ 1 urona 2015 e.

Cm. mekcm noOnyHKma 6 npeovloyujerl peoaKyuu
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a) HaUMEHOBaHME (hapMaleBTHUECKON CyOCTaHIMU (MEXIYHApOAHOE HEMAaTeHTOBAHHOE, WU
IPYNIUPOBOYHOE, WIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHHSA);

0) HAaMMEHOBAHUE U A/IPEC MPOU3BOAUTENS (hapMalIeBTUIECKON CYOCTaHIINH;

B) CPOK TOJTHOCTH (hapMarieBTHUECKOW CyOCTaHITHNH,

T') YCIOBHS XpaHEeHUs (hapMalieBTUIECKON CyOCTaHIIHH;

o) HOMep (apMakomeidHOW cTaTbl WM B ClIydae €€ OTCYTCTBUSI HOMEpP HOPMAaTHBHOMN
JOKyMEHTAIMH 00 HOPMATUBHOTO JIOKYMEHTA;

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 doexabps 2014 2. N 429-D3 nynkm 2 yvacmu I cmamou 33 nacmoswezo
Deoepanvrozo 3akona donoanen noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
€) Hainure (apMaleBTUYECKON CyOCTaHIIMM B NepeuHe HAPKOTHYECKHX CPENICTB, MCUXOTPOIHBIX
BEIIECTB M HUX MPEKYpPCOPOB, MOAJEkKaMX KOHTpotro B Poccuiickonn denepanuu, B COOTBETCTBUU C
3akoHoAarenscTBOM Poccuniickont denepannu, MexayHapoIHbIMU oroBopamu Pocculickoit @enepannu, B
ToM yucne EnnHoli koHBeHIMel 0 HapkoTHueckux cpenctBax 1961 roga u Konseniyeil 0 NCUXOTPOIHBIX
BemectBax 1971 roga.

NHudopmarys 06 n3MEHEHHsX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uyacmv 2 cmamovu 33 Hacmosuezo
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynatowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu

2. ®apmarieBTHUECKasi CyOCTaHIIMS, MPOW3BEACHHAs JUIsl peai3allii, MOKET OBITh BKIIIOYEHA B
TOCYIapCTBEHHBI pEecTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAaHUU 3asBICHUS pa3paboTyuka WK
MIPOU3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA JIMOO YIOJIHOMOYEHHOTO HMHU IOPHAWYECKOrO JIMIA MpU
YCIIOBUM TPOBEACHUS B OTHOLIEHHM Takol (apmarieBTHUecKko CyOCTaHIIMM SKCIEPTU3bl KadecTBa
(dhapmareBTHYECKON CyOCTaHIIMM B TOPSIKE, YCTAHOBJICHHOM cTaTheil 34 Hactosmiero deaepaibHOTO
3akoHa. B oTHOomeHun (QapmaneBTUUECKUX CYOCTaHIMM, TPOU3BENEHHBIX JJIs pealu3alud, B
rOCyIapCTBEHHOM PEeCTpe JIEKapCTBEHHBIX CPEICTB COAEPIKUTCA cienyronias nHhopMaus:

1) nammeHoBaHue (hapMalleBTHUECKON cyOcTaHIMU (MEXIyHapOJHOE HEMaTeHTOBAaHHOE, WU
IPYNIUPOBOYHOE, MIIM XUMHUYECKOE U TOPrOBOE€ HAMMEHOBAHMS );

Wudopmannus o6 n3MeHEHUAX:

Ilynkm 2 uzmenen c 1 sneaps 2018 e. - @eodepanviviii 3axon om 28 dexaops 2017 2. N 425-D3

CMm. npeowbloywyro peoakyuio

2) HaMMEHOBaHUe, aJipec MPOU3BOAUTENS (papMalleBTUUECKON CyOCTaHIIMH, @ TAKXKE B OTHOIIEHUHU
JIEKapCTBEHHBIX CPEACTB JUISI MEJUIMHCKOIO IPUMEHEHUS CBEICHUS O PEruCTpaluy MPOU3BOAUTENS
¢dapmaneBTHYECKOM CyOCTaHIIMM B KaueCTBE HAJOTOIUIATENIbIIMKA B CTpaHe perucrpauuu (A
POCCHUICKUX IOPUAMYECKUX JIHML - WIACHTU(GUKALMOHHBbIA HoMmep Hayoromnarensiuka (MHH), s
MHOCTPAaHHBIX IOPUIUYECKUX JIMI] - CTPaHa PErucTpaluuyd, HaMMEHOBAaHUE DPETUCTPUPYIOLIETO OpraHa,
PErUCTPALMOHHBIA HOMEp, KOJ HaJIOrOIUIaTelNbIIMKAa B CTPaHE PEruCTpalvy (MHKOPIOPALUH) MM €ro
aHaJor);

3) cpok rogHOCTH (papMareBTUYECKOH CyOCTaHINM;

4) ycnoBus XpaHeHus GapMaleBTHUECKON CyOCTaHIINN;

5) Homep (apmakomneiHoil crarbu MO0 B ciaydae €€ OTCYTCTBHSI HOMEpP HOPMaTUBHOU
JOKYMEHTAIUU I HOPMATUBHOTO TOKYMEHTA;

6) Hanuuue (papMaleBTUYECKON CYOCTaHLIMU B IiepeuHe HAPKOTHUECKUX CPEJCTB, MCUXOTPOITHBIX
BEIIECTB M HUX IPEKYpPCOpPOB, MOMIEKAIUX KOHTponro B Poccuiickonn denepanuu, B COOTBETCTBUU C
3akoHozAarenscTBOM Poccuiickon denepannu, MexayHapoIHbIMU noroBopamu Pocculickoit @enepannu, B
TOM uMcie EqnuHol KoHBEHIMEN 0 HapKoTHUecKuX cpenctBax 1961 roga n Konsenuueil 0 NCUXOTPOIHBIX
BemectBax 1971 rona;

23.01.2022 Cucrema TAPAHT 77/140


http://internet.garant.ru/document/redirect/70826338/125122
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/12112176/1000
http://internet.garant.ru/document/redirect/2540957/0
http://internet.garant.ru/document/redirect/2540237/0
http://internet.garant.ru/document/redirect/70826338/1252
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/57503072/332
http://internet.garant.ru/document/redirect/71846624/132
http://internet.garant.ru/document/redirect/57427105/3322
http://internet.garant.ru/document/redirect/12112176/1000
http://internet.garant.ru/document/redirect/2540957/0
http://internet.garant.ru/document/redirect/2540237/0

Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

7) nara BKiIrOueHUs (hapMaleBTUYCCKON CYOCTAHIIMM B TOCYIAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX
CPEICTB, JlaTa BHECEHUS U3MEHEHHWH B JIOKyMEHTHI (papMarieBTHUECKOW CYOCTAHIIMH, JaTa UCKIIOYCHUS
(hapMareBTHYECKON CYOCTaHIIMU U3 TOCYIAPCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEIICTB.

3. Tlopsiox BeneHUs] TOCYIapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB MJIsi METUIIMHCKOTO
MPUMEHEHHUS U TTOPSI0K BEICHUS TOCYIapCTBEHHOIO pEECTpa JICKAPCTBEHHBIX CPEACTB JIJIsl BETEPUHAPHOTO
MPUMCHCHHSI  YTBEPXKIAIOTCS  COOTBETCTBYIONIUM  YIIOJIHOMOYCHHBIM  (DefepaibHBIM  OpraHOM
HWCIIOTHUTEILHOM BIIACTH.

TAPAHT:

CM. KoMMeHTapuH K crathe 33 HacTosuiero deaepajbHOIO 3aKOHA

Wnpopmanust 06 M3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 naumenosanue cmamou 34 nHacmoswezo
DedepanvbHo20 3aKOHA URNONCEHO 8 HOBOU pedarkyuu, scmynarowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm HAUMeHO8aHUs 8 NPeoblOyuell peoaKyuu
Crartbs 34. BioueHHE B TOCYAapCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEACTB M HCKIIFOUEHHE W3
rOCy/IapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB (apMalleBTUUYECKON cyOcTaHIuH,
MIPOU3BEICHHOM JUIsl peaanu3aiuu

NHudopmarys 06 n3MEHEHHAX:

Deodepanvrvim 3axonom om 22 odexkaops 2014 2. N 429-D3 6 uacmv 1 cmamvu 34 nacmosiue2o
DedepanvbHo2o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 6 npeovloyuell pedaxKyuu
1. Jlns BrurodyeHus: GhapMarieBTUUeCKOl CyOCTaHINK, TPOW3BENCHHOW [UIS peaju3alid, B
TOCYIapCTBEHHBIN pEEeCTp JIGKAPCTBEHHBIX CPEACTB, IIPOBOANTCS SKCIEPTH3a €€ KauyeCTBa.

Wudopmannus 06 n3MEHEHUAX:
Yacmo 2 usmenena c 1 sneaps 2021 e. - Dedepanvhwiii 3axkon om 27 oekadps 2019 2. N 478-D3

CMm. npeovbloywyro peoakyuio
2. DKcmepTr3a KauecTBa yKa3aHHOM B UyacTy | HacTosIen crarbu (papManeBTHUeCKO CyOCTaHIIUH,
COCTaBJICHHE KOMUCCHEH SKCIEPTOB 3aKIIOUEHUN MO0 pe3yabTaraM STOW AKCIEPTH3bl U UX HaMpaBiCHHE B
YIOJHOMOUYEHHBIA (hefiepalibHbIl  OpraH HCHOJIHHUTENBHOM BJIACTH OCYIIECTBIISIIOTCS B CpPOK, HE
MPEBBIIAIONINI  [ecTuAecITH pabouux JOHEH CcOo JAHS TOJy4eHHUS OJKCIEPTHBIM  YUPEKICHUEM
COOTBETCTBYIOIIETO 3aJaHHsl YMOJIHOMOYEHHOTO (helepalbHOr0 OpraHa HCHOJIHHUTEIbHOW BIIACTH U
CIIEAYIOLIUX TOKYyMEHTOB (CBEICHHI):

Wudopmanus 06 n3MeHEHUAXK:
Ilynxkm 1 usmenen c 1 sneaps 2021 . - @edepanviviii 3axon om 27 dexabps 2019 2. N 478-D3

CMm. npeovbloywyro peoakyuio
1) cBemeHus o JaTe MPEIOCTABICHUS M PErHMCTPAIIMOHHOM HOMEpE JIMIEH3WHM Ha TPOW3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB WJIM CBEACHHS O JaTe NMPEAOCTABICHUS U PErUCTPALIMOHHOM HOMEPE 3aKIIIOUEHUS
O COOTBETCTBHHM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSM TIPaBUI  HaJIeXallen
MIPOU3BOJICTBEHHOM MPAKTHKH, BBIIAHHBIX (IIPEIOCTABIEHHBIX) YIOJTHOMOYEHHBIM (eiepabHbIM OPTraHOM
WCIIOJTHUTENIBHOW BJIACTH, B CIIydae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYILECTBISIETCS B
Pocculickon ®@enepanuu;
Wudopmanus 06 U3MEHEHUAX:
Ilynkm 2 uzmenen c 15 utons 2018 2. - @edepanvuviii 3axkon om 4 urona 2018 . N 140-D3
CMm. npedvbloywyro peoakyuio
2) xomusi JOKYMEHTa, BBIJIAHHOTO YMOJHOMOYEHHBIM OpPraHOM CTPaHbl TPOU3BOAMUTENS

JICKAPCTBCHHOI'O0 CPEACTBA U MOATBCPKAAOIICTO Pa3spCIICHUC ITPOU3BOACTBA JICKAPCTBECHHOTO CPCACTBA, U
€ro mnmepeBoa Ha pyCCKI/Iﬁ SA3BIK, 3aBCPCHHBIC B YCTAHOBJIICHHOM IOPAAKE, a4 TAKKC KOIIHA 3aKJIFOYCHHUA O
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COOTBETCTBUHM  ITPOM3BOJAUTEINS  JIGKAPCTBEHHBIX  CPEACTB  TpPEOOBaHMSAM  IPAaBUJ  HaJUIeKAIICH
MIPOU3BOJICTBEHHON MPAKTUKH, BBIJAHHOTO YIIOJHOMOUYEHHBIM (elepaibHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH, JIMOO KOMHS PEIICHHUS YINOJIHOMOYEHHOTO (eaepaqbHOro OpraHa HCHOJHHUTEIBHOW BIIACTH O
MPOBEICHUN WHCIIEKTUPOBAHMS TPOU3BOAUTENS JICKAPCTBEHHOTO CPEICTBA. YKAa3aHHBIE JIOKYMEHTHI
MIPEJCTABIISIIOTCS B CIIy4ae, €CJIU MPOU3BOACTBO JIEKAPCTBEHHOTO CPE/ICTBA OCYIIECTBIISAETCS 3a MpeAeiaMu
Poccuiickont @enepanuu;

3) TOKyMEHT, coaep Kaliii CIESAYIOIINE CBEICHHS O (papMaleBTHIECKON CyOCTaHIINN:

a) HauMeHoBaHue (hapMaIeBTUYECKOM CYOCTaHIIMM, €€ CTPYKTYypa, OOII1e CBOMCTBA;

0) HAaMMEHOBAHUE U A/IPEC MTPOU3BOIUTEIIS;

B) TEXHOJIOTHSI TIPOM3BOJACTBA C OTIMCAHUEM CTaJHi IPOU3BOJICTBA U METOJIOB KOHTPOJIS Ha BCEX
CTaIUsIX TIPOU3BOJICTBA;

T') ONKUCaHKE pa3pabOTKHU Ipoliecca MPOU3BOJICTBA;

1) OIHMCAaHWE KOHTPOJIS KPUTHUYECKUX CTaJWid Tpollecca IPOU3BOJACTBA M IPOMEKYTOUHOM
TIPOJTYKIIHH;

€) IOKyMEHTaJIbHOE MOITBEP:KIeHUE (BaJIUAalns) MPOLECCOB U (MJIN) UX OLICHKA;

’K) CBOMCTBA M CTPYKTYypa JACHCTBYIOIIHNX BEIECTB;

3) XapaKTepUCTUKA TIPUMECEH;

1) cneur@ukanys Ha papMaleBTUYECKYI0 CYOCTaHIUIO U €€ 000CHOBaHUE;

K) AaHaJUTHYECKHE METOAWKH, WCIONb3yeMble TIPU OCYIIECTBICHHH KOHTPOJS KadyecTBa
(hapmareBTH4YECKOM CyOCTaHINY;

J) JOKyMEHTAIbHOE TIOATBEPKACHUE (BAIMAANNS) aHATUTHUYECKAX METOJHUK, UCTIONB3YEMBIX TPH
OCYIIIECTBJIEHUU KOHTPOJIS KadecTBa (papmMalieBTHUeCKOi cyOCTaHIINH;

M) pe3yNbTaThl aHAIKM3a cepuil (hapMarieBTHIECKOM CyOCTaHIINH;

H) NepeYeHb CTaHIaPTHBIX 00pa3lloB UM BEIIECTB, UCIOIb3YeMbIX IIPU OCYILIECTBICHUH KOHTPOJIS
KauecTBa;

0) OTHMCAHUE XapaKTEPUCTUK U CBOICTB YIIAaKOBOUHBIX MaT€pUAJIOB U YKYIOPOUYHBIX CPE/ICTB;

1) JaHHBIE O CTAOMIIBHOCTH (papMalleBTUUECKON CyOCTaHIINN;

P) CPOK FOJTHOCTH;

Wudopmanns 06 U3MeHEHUAX:

Yacmov 2 donoanena nynkmom 4 ¢ 1 sneaps 2018 2. - @edepanvhuiii 3axon om 28 dexabpsa 2017 a.
N 425-D3

4) MOKYMEHT, COJICp KAINi CBEACHHUS O PETHCTPALMU TIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIITHCKOTO TTPUMEHEHHsI B KAueCTBE HAJIOTOIUIATENIbIIMKA B CTPAHE PErucTpamud (Ui POCCUHCKUX
IOPUJIMYECKUX JIMIl - WIACHTH(QHUKAIMOHHBIM HoMep Hajoromarensimuka (MHH), misi mHOCTpaHHBIX
IOPUJIMYECKUX JIMII - CTPAHA PETUCTPAIMK, HAUMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PeruCTpaloHHbINR
HOMED, KOJI HAJIOTOIIJIATEIIBIIMKA B CTPAHE PErUCTpaIiK (MHKOPIIOPAIIMK) HITH €r0 aHaJIor).

3. ns mpoBemeHWS OSKCIEPTH3bl KavyecTBAa YKAa3aHHOHW B dYacTu | HacTosIIed CTarhbu
(dapMaIrieBTUYECKOW CYyOCTaHIIMU 3asBUTENb MPEACTABISACT B YIMOJHOMOYCHHBIN (eepalbHbIil Opra
VCTIOJIHUTEJILHON BIIACTH:

1) 3asBiIeHHME O BKIIOUECHMM B TOCYIAPCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEICTB JaHHOU
(apmareBTH4YEeCKOM CyOCTaHINH;

Wudopmanus 06 U3MEHEHUAX:

DedepanvHuim 3axonom om 22 oexabpsa 2014 2. N 429-D3 nynkm 2 yacmu 3 cmamou 34 Hacmoswe2o
DedepanvbHoeo 3aKOHA UN0NCEH 8 HOBOU pedakyuu, ecmynarowetl 6 cury ¢ 1 utons 2015 e.

Cm. mexcm nyHKma 6 npeovioyueli peoaKyuu
2) xomusi JOKYMEHTa, MOATBEPKIAIOIIEr0 YIUIaTy TOCYIapCTBEHHOU MONUIMHBI 32 BKIIOYCHHE B
TOCYIapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB (papMaIleBTHUECKOW CyOCTaHIIMH, MTPOU3BEIECHHON s
peanuzaiyu, 1100 1Mo COOCTBEHHOW WHUIIMATHBE yKa3aHHBIM JOKYMEHT. B ciiyyae ero HempeacTaBleHUs
3asiBUTENIEM YIIOJTHOMOYEHHBIN (hefiepabHBI OpraH HCIOJHUTEIHHON BIACTHU MpOBepseT (akT YIUIaThl
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rOCYIapCTBEHHOM TMONUIMHBI 3asBUTENIEM C UCIONb30BaHMEM HMH(opMaruu o0 yrjare rocyaapcTBEHHOM
MOLIUIMHBL, cojaepikamiericss B locyrnapcTBeHHOW WHGOPMALMOHHONW CHCTEME O TOCYIapCTBEHHBIX U
MYHULUIAIBHBIX IUIATEXaX, HAa OCHOBAHMM IPEACTABICHHOW 3asBUTEJIEM KOIIMUA JIOKYMEHTA,
MOATBEPIKIAIOLIETr0 YIIaTy TOCYIapCTBEHHOM NOLUINHBI,

Wuopmanust 06 U3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 ¢ nynkm 3 uacmu 3 cmamvu 34 Hacmosiuezo
DedepanvbHo2o 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue 6 cury ¢ 1 utonsa 2015 e.

Cm. mexcm nynkma 8 npeovloyweti peoaKyuu
3) JOKYMEHTHI, YKa3aHHBIC B YaCcTH 2 HACTOSIICH CTAThU;

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 uyacmv 3 cmamovu 34 Hacmosuwezo
DeodepanvbHo2o 3aKkoHa 0ONoaHeHa NyHKmom 4, ecmynarowum 6 cuny ¢ 1 uona 2015 a.
4) 3asBNeHHE O BblJadye paspeuieHus Ha BBO3 B Poccuiickyro @enepannio KOHKPETHOM mapTUu
HE3apEeTUCTPUPOBAHHOTO JICKAPCTBEHHOTO CPEACTBA, MPEIHA3HAYEHHOTO Il TIPOBEIACHHUS YKa3aHHOM
AKCIIEPTH3HI.

Nudopmarys 06 n3MEHEHHX:

Cmamos 34 oonoanena wacmoio 3.1 ¢ 1 aneaps 2021 e. - @edepanvruiil 3axon om 27 oekabps 2019 e. N
478-D3
3.1. B ciydae HempencTaBleHHs C 3asBICHHEM O BKIIOYEHUH B TOCYIApCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEICTB (hapMalleBTUYECKOW CyOCTaHIIMM JIOKYMEHTOB, IOATBEP)KAAIOUIUX YILIATy
roCyIapCTBEHHOW MOLJIMHBI M yKa3aHHBIX B MYHKTE 2 4acTU 3 HACTOALIEH CTaThbH, a TaKkKe BbIIaBAEMbIX
(mpenocTaBisieMbIX) YIOJTHOMOYEHHBIMU (eiepalbHBIMU OpraHaM# UCIIOJIHUTEIbHON BIACTH TOKYMEHTOB
(cBemeHwmit), yKa3aHHBIX B MyHKTax | W 2 4acTu 2 HACTOSIICH CTaThH, YIIOJHOMOYCHHBIH (herepanbHbIN
OpraH HCIIOJIHUTEIbHOM BJIACTH 3allpallliBaeT yKa3aHHbIE JIOKYMEHTHl (CBEACHUS) B MOPSJIKE
MEXBEJOMCTBEHHOTO HH(GOPMAIIMOHHOTO B3aUMOAEHCTBUS.

Wudopmannus 06 n3MEHEHUAX:

Deodepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uacmv 4 cmamou 34 nacmosiuwezo
DedepanvbHo20 3aKOHA BHECEHbL U3MeHeHUsl, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm yacmu 8 npeovloyuetl peoaKyuu

4. B TeyeHue necATH paboOvMX THEH CO JTHS MPUHSTHS 3asBICHHS O BKJIIOUYCHUN YKa3aHHOM B 4acTu
| Hacrosmied craTbu (apMaleBTHUECKONH CyOCTaHIIMM B TOCYIApPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX
CPEICTB W JIOKYMEHTOB, IEPECUYHMCICHHBIX B YacTd | W nyHkTe 2 YacTW 3 HACTOSIIEH CTaThH,
YIIOJIHOMOYEHHBIH (peepaibHbI OPTraH UCIIOJTHUTEIBHON BIIACTH:

1) mpoBOIUT MPOBEPKY MOJTHOTHI M JOCTOBEPHOCTH JaHHBIX, COACPIKAIIMXCSA B MPEICTABICHHBIX
3asBUTEJIEM JOKyMEHTAX;

2) mpUHUMAET PEUICHHE O HAMPABICHUU B JKCIEPTHOE YUYPEKICHHE 3aJlaHHs Ha TPOBEICHUC
AKCIIEPTU3bI KAYECTBAa YKa3aHHOW B YacTH | HACTOSIIEH cTaThu (papMaleBTHUECKON CYOCTaHIIMHM WIH 00
OTKa3e B TAKOM HAIlPaBJICHUU;

3) yBemomuisieT B DJEKTPOHHOM MM MUCHhMEHHOU (hopMe 3asBUTENS O MPUHSATOM PEIICHUU WM B
cllydae OTKa3a C yKa3aHHWEeM MPHUYMH TaKoro OTKa3a.

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3akoHom om 25 nosopsa 2013 2. N 317-D3 cmamvs 34 nacmosiweco Dedepanvroco
3aKoHa 0onoxeHa yacmoio 4.1
4.1. B cnyyae BBISIBICHUS HEIOCTOBEPHOCTH CBEIECHUW, COJIEpXKAIIUXCS B MPEICTaBICHHBIX
3asiBUTENIEM MaTepuaiax, YIMOJIHOMOYEHHBIN (enepaabHbIi OpraH HCIOJMHUTEIBHONW BIACTH HAMpPaBIseT
3asiBUTENI0 3ampoc 00 YTOYHEHWHM YKa3aHHBIX CBeleHWi. JlaHHBI 3ampoc MOKET OBITh NepenaH
YIOJHOMOYEHHOMY TPEICTABUTENIO 3asBUTENS JIMYHO TMOJ PACIHCKY, HANpPAaBJICH IO MMOYTE 3aKa3HbIM
MMCEMOM WJIH TepeiaH B MIEKTPOHHOU (Qopme Mo TeIeKOMMYHUKAIlMOHHBIM KaHalaM CBs3U. B ciydae
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HaITpaBJICHUS AAHHOI'O 3arpoca 10 Mmo4YTe 3aKa3sHbIM IMMCbMOM OH CHHUTACTCA IMOJTYUYCHHBIM II0 MCTCYHCHHUU
meCTH I[HCﬁ C AaTbl HAIIPABJICHUA 3aKaA3HOT'O IMUChMaA.

Wupopmanust 006 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosopsa 2013 2. N 317-D3 cmamwvsa 34 nacmoswezo Dedepanviozo
3aKoHa 0ONoHeHa Yacmoio 4.2
4.2. 3asBuTens 00s3aH MPEICTAaBUTHh OTBET HA 3apPOC YIIOJIHOMOYEHHOTO (pemepalbHOTO opraHa
WCTIOJHUTEIIFHOW BIIACTH B CPOK, HE MPEBBIAIONIMN JIeBIHOCTa pabOYMX IHEH CO IHS MOMydYCHHUS
nanHoro 3ampoca. Cpok, yKa3aHHBIA B dacTu 4 HACTOAIIEH CTaTbM, MPUOCTAHABIUBACTCS CO JHS
HaIpaBJICHUS 3asSBUTEIIO 3apOca YIIOJIHOMOYEHHOTO (eepalbHOTO OpraHa MCIOJHUTEIBHON BIACTH 10
JHS TIOJTYYCHHUST UM OTBETa HA JAHHBIN 3alpPOC W HE YYUTHIBACTCS MPH UCUYHCICHUH CPOKA IKCTIICPTU3BI
KadecTBa (hapMaIleBTUYECKON CyOCTaHIIMM, HEHWCIIONb3YeMOW TIpU MPOU3BOJICTBE JIEKAPCTBEHHBIX
MperapaToB.

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 uacme 5 cmamvu 34 Hacmoswezo
DedepanvbHo20 3aKOHA UN0NCEHA 8 HOBOU pedarkyuu, scmynarowell ¢ cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyuell pedaKyuu

5. OcHOBaHWEM /JI OTKa3a B HANPABIEHUW B JKCIIEPTHOE YUPEXKJCHHE 3a/laHHsI HAa NPOBEJCHUE
AKCIEPTU3bI KaueCcTBa YKa3aHHOW B yacTu | HacTosel cTatbu (papMalieBTUYeCKO CcyOCTaHIIMU SBIISETCS
HEMNpEeJCTaBIeHNE JOKYMEHTOB, YKa3aHHBIX B 4YacTH 2 HACTOSILEH CTarbM, OTCYTCTBHE HH(OpPMAILIUH,
MOJTBEpKJatoIel (akT ymiaaTbl TOCYAApCTBEHHOM TNOLUIMHBI 3a BKJIIOYEHHE (hapMaleBTUYEeCKOn
CyOCTaHIIMM, MPOU3BEIECHHON [UIsl peaiu3alud, B TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPENICTB,
HEMPEJICTABICHUE 3asIBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa Ha yKa3aHHbIM B uactu 4.1 HacTosIiein
CTaTbM 3alpoC YMOJIHOMOYEHHOTO (enepaabHOTr0 OpraHa MCHOJIHUTEIbHOW BIACTH WJIM MPEACTaBICHUE
JTOKYMEHTOB, HE COZEpKAIUX UCUEPIIBIBAIOIIETO ePEeUYHs HEOOXO0IUMBIX CBEICHUH.

Wudopmanns 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Odexkabps 2014 2. N 429-D3 6 uacmv 6 cmamvu 34 nacmosiuie2o
DedepanbHo2o 3aKoHa 6Hecenbl usMenenuss, ecmynarowue 6 cuny ¢ 1 utons 2015 .

Cm. mexcm uacmu 6 npedvloyuell pedaKyuu

6. B TeueHwe msATHaaUATH pabOYMX JHEH CO JHS TOJNYYCHHS PEUICHUS YIIOJHOMOYEHHOTO
(benepaabHOrO OpraHa WCIOJHUTEIBHOW BJIACTH O HAIPABICHUHM B SKCIEPTHOE yUPEXKICHHUE 3aJaHUs HA
MPOBE/ICHUE OJKCIIEPTU3bl KayecTBAa YKa3aHHOW B wactu | Hacrtosmied cratbu (hapMareBTUYECKOM
CyOCTaHIIMH 3asBUTEIb MPEICTABISECT B AKCIIEPTHOE YYPESKICHHE JUIS NMPOBEACHUS TAHHOW SKCIIEPTU3BI
o0pa3ibl (hapMaleBTUYECKO CyOCTaHIIMH B KOJUYECTBE, HEOOXOIUMOM JUIsSi BOCIIPOU3BEIACHUS METOIOB
KOHTPOJISI KauecTBa. DKCIIEPTHOE YUPEKICHHE MPU MOTy4eHUU 00pa3oB YKa3aHHOW B yacTu | HacTosen
cTatbu (hapMaleBTHUECKONH CYOCTAHIIMM BBIIACT 3asSBUTENIO JOKYMEHT, MOATBEPXKIAIOUINI IMOTyYCHUE
3THX 00pa3loB, ¥ B CPOK, HE MPEBBINIAIOIIUN TpeX pabouux JHEH, YBEAOMIISIET B AJIEKTPOHHON WIIH
MUCbMEHHOU popMe 00 ITOM YIOTHOMOYEHHBIH (pefiepanbHblii OpraH UCIOJIHUTEIBHON BIACTU. DTH CPOKH
HE BKIIIOYAIOTCS B CPOK MPOBEICHUS JAHHOMN IKCTIEPTU3HI.

7. JJOKyMEHTBI, IOCTYIHMBIINE B DKCIIEPTHOE YUPEKICHHE JUTSl TPOBEACHUS SKCIEPTU3HI KauecTBa
yKazaHHOM B uyactu | Hacrosimied craThbu (apMmarieBTHUECKOW CyOCTaHIIMM, TMOAJIeKAT BO3BpaTy B
YIIOJTHOMOYEHHBIN (pe/lepaabHblii OpraH HCIOJHUTENHHON BIACTH OJHOBPEMEHHO C 3aKIIOYEHHUSMHU TI0
pe3ynbTaTaM IpOoBEACHHOMN IKCIIEPTU3HI.

8. B cpok, He mpeBbIIAOMNNA MATH pabodux AHEW CO IHS TOJTYYEHHUs 3aKIFOUEHUS KOMHCCUU
OKCIEPTOB TO pe3yabTaTaM »dKCIEePTHU3bl KadecTBa YyKAa3aHHOW B 4acTH | HACTOSIIEH CTarbu
(apMarieBTH4eCKOi CyOCTaHIINU, YITOTHOMOYCHHBIN (enepaabHblii OpraH UCTIOHUTEIHHON BIACTH:

1) ocyliecTBIsieT OLIEHKY TAKOTO 3aKJIIOYEHHS UTsl OMpPENENIeHUs €r0 COOTBETCTBHUS 3aJaHHI0 Ha
MIPOBEJICHHUE TaHHOW SKCIIEPTHU3HI;
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2) TmnpuUHUMAET pelleHue O BKIIOYEHMM YKa3aHHOM B uyactu | Hacrosumed crarbu
(apmaneBTHYeCKoi CyOCTaHIIMK B TOCYIApCTBEHHBIN peecTp JICKApCTBEHHBIX CPEICTB WM pelieHHe 00
OTKa3€ B TAKOM BKJIFOUEHUHU;

Wupopmanust 06 M3MEHEHUSX:
Ilynkm 3 uzmenen c 28 oexaops 2019 e. - Dedepanvusiii 3axkon om 27 oekabps 2019 2. N 462-D3

CMm. npeodwbloywyro peoakyuio
3) BHOCUT IpH NPUHATUU pEIICHUS O BKIIOYEHMM YKa3aHHOM B uYacTu | HacTosiied craTbu
(apmaneBTHYeCcKoi CyOCTaHIIMM B TOCYJAPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB MPENyCMOTPEHHYIO
gacTeio 2 crateu 33 Hactosmiero demepasibHOTO 3akoHa HWHQPOPMAIMIO W yBEIOMIISIET 00 3TOM B
ANIEKTPOHHOM WJIM MUCbMEHHOU (opMe 3asBUTEIIS.

Wnpopmanust 06 M3MEHEHHSX:
Yacmo 9 usmenena c 15 urons 2018 2. - @edepanvhuiii 3akon om 4 utonsi 2018 e. N 140-D3

CMm. npeodwbloywyro peoakyuio
9. OcHoBanumeM [uisi OTKa3a BO BKJIIOYEHMM YyKa3aHHOW B  4acTu |  Hacrosien
cTaThbu (apMareBTHIECKOW CYyOCTaHIIMM B TOCYIAPCTBEHHBIH pEecTp JIEKAPCTBEHHBIX CPEICTB SIBISICTCS
3aKITIOYEHHE COOTBETCTBYIOIIECTO YIOTHOMOYEHHOTO (eepallbHOTO OpraHa WCHOJTHHUTENBHOW BIIACTH O
TOM, YTO KaueCTBO (hapMaIleBTUIECKO CyOCTAHIIMH HE TTOATBEPKICHO MOTYICHHBIMH JaHHBIMU.

NHudopmarys 06 n3MEHEHHAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 e. N 429-D3 cmamvs 34 nacmosweco Dedepanvroco
3akoHa oonoanena wacmoio 10, ecmynaroweti 6 cuny ¢ 1 urona 2015 a.
10. He pomyckaeTcs BKJIIOYEHUE B TOCYIAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEICTB OIHOM
(dapMarieBTHYeCKOM CYOCTaHIIMU, MPOU3BEACHHOM UIsl peald3alli W BBIMYCKAEMOW OTHUM U TeM Ke
MIPOM3BOJUTENEM, B BUJIE ABYX U 00JIee peecTPOBbIX 3alucei.

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3axonom om 22 dexaops 2014 e. N 429-D3 cmamvs 34 nacmosweco Dedepanvroco
3aKkoHa donoanena wacmoio 11, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

11. BHecenue u3MeHeHUI B JOKYMEHTHI Ha (papMaleBTHUECKYIO CyOCTaHIINIO, TPOU3BEICHHYIO IS
peanuzani U BKIIOYEHHYIO B TOCYJApCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEICTB, OCYIIECTBISETCS B
NMopsAJIke, YycTaHOBJIeHHOM crtarthsiMu 30 wm 31 Hacrosmero denepanbHOro 3akoHa, C YIJIATOM
rOCYIapCTBEHHOW MOIUIUHBI, MPEIYCMOTPEHHOM 3aKkoHOAaTe/becTBOM Poccuiickoit denepanuu 0 Hajlorax
u cOopax.

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexaops 2014 o. N 429-D3 cmamvs 34 nacmosweco Dedepanvroco
3aKoHa donoanena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 uions 2015 a.
12. JlomyckaeTcsi oOpaiieHue GpapManeBTHUECKUX CYyOCTaHIMN, TPOU3BEICHHBIX Ul PeaIU3allHH,
B TEUEHHE CTa BOCBMHJAECATU JIHEH MO M TOCIE MPHUHITUS YIOJHOMOYEHHBIM (elepalbHbIM OpraHoM
UCIIOJIHUTENIbHON BIACTH pEIIEHUs O BHECEHHMM HW3MEHEHUH B JOKYMEHTHI Ha (hapMalleBTUYECKYIO
CyOCTaHIIMIO, TPOU3BEACHHYIO [UIS pealu3allid ¢ BKJIIOYEHHYIO B TOCYIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPE/ICTB.

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexaops 2014 o. N 429-D3 cmamvs 34 nacmosweco Dedepanvhoco
3aKkoHa donoanena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

13. Pemenne 00 HCKIIOYEHHH U3 TOCYJApCTBEHHOTO peecTpa JIEKaPCTBEHHBIX CPE/ICTB
(dapMaleBTUYECKON CYOCTaHIMK, MPOW3BEACHHON Uil peanu3aliy, MPUHUMAETCS YIMOIHOMOYEHHBIM
(enepalbHBIM OPraHOM HCIIOJIHUTEIHHON BIACTH B CIIydae:

1)  mpencraBieHHs ~— COOTBETCTBYIOIIMM  YIMOJHOMOUYEHHBIM  (DeepalibHBIM  OpraHOM
WCIIOJTHUTENILHON BIACTH 3aKIIOYEHUS O PUCKE MU 00 Yrpo3e >KU3HH WIHM 370POBBIO YeloBeKa OO0
YKUBOTHOTO TPHU UCIIOJIb30BAHUU JIEKAPCTBEHHOTO CPEJICTBA;
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2) mojmauu pazpabOTYMKOM JICKAPCTBEHHOTO CPEJCTBA WM IIPOU3BOJAUTENIEM JIEKAPCTBEHHOTO
cpencTBa Jau0OO YIMOJHOMOYEHHBIM HWMH JPYrHUM IOPHIMYECKAM JIMLIOM 3asBICHUS 00 HCKIIOUYEHUH W3
rOCYIapCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPEICTB (papMaleBTUUECKOW CyOCTaHIIWHU, MPOU3BEICHHOM
U1 pean3alui;

3) oTcyTcTBUS (papMaIeBTHUSCKOW CYOCTAHIINH, TPOU3BEICHHOM JIJIsl pealli3allii, B OOpAICHUH B
Poccuiickoit denepaiuu B TeueHUE Tpex U OoJiee JIeT.

TAPAHT:

CM. KoMMeHTapuH K cratbe 34 HacTosuiero deaepajbHOIO 3aKOHA

Cratea 35. Vrpatuna cuiy ¢ 1 utons 2015 r.

Wnpopmanust 06 M3MEHEHHSX:

Cm. mexem cmamou 35

Cmamos 36 uzmenena c 1 mapma 2020 e. - @edepanvruiii 3axon om 27 oexabps 2019 e. N 475-D3

CMm. npeowbloywyro peoakyuio
Cratbsn 36. OOxanoBaHue penieHUss 00 OTKa3ze B BbIJade pa3pellieHuss Ha IpPOBeIeHUE
KIIMHUYECKOTO HCCJEeIOBAaHUSl JIEKAPCTBEHHOIO IIpernapaTta, pemieHus o0 oTkaze B
roCy/lapCTBEHHOW pPETUCTpalluu JIEKApCTBEHHOI'O Iperapara, 3akI04YeHHs KOMHUCCUU
9KCIEPTOB SKCIEPTHOTO YUPEKICHHS MM 3aKJIIOUYEHUS] COBETA MO 3TUKE
Perienrie COOTBETCTBYIOIIETO YIMOJHOMOYEHHOTO (e/lepalbHOTO OpraHa MUCHOJIHUTEIbHONW BIIACTH
00 OTKaze B BblJau€ pa3pelieHUusT Ha MPOBENEHUE KIWHUYECKOTO HCCIEOBAHMS JIEKAPCTBEHHOTO
mpenapara, peuieHHe YKa3aHHOTO (elepaibHOr0 opraHa HCIOJMHUTEIbHOW BIAcTH 00 OTKa3e B
TrOCYJapCTBEHHON PpErucTpaluy JIEKAPCTBEHHOI'O IpENapara, 3akiIO4eHHE KOMHUCCUU JKCIEPTOB
SKCHEPTHOTO YUPEXKACHUS WM 3aKIIOYEHHE COBETa IO 3THUKE MOXKET ObITh 00XKalloBaHO B TMOPSIKE,
YCTAHOBJIEHHOM 3aKoHOJaTeabCcTBOM Poccuiickoit ®denepannu. 3akiIOU4€HHE KOMHUCCHUU HSKCIEPTOB
SKCIIEPTHOTO YUYPEXKICHHUS O B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IIPENaparoB sl MEAUIIMHCKOTO
MpUMEHEeHHs 100 O TOM, YTO JIEKapCTBEHHBIN NpemnapaT JUisi MEAUIIMHCKOTO MPHUMEHEHUs HE SIBJIETCS
B3aMMO3aMEHSIeMbIM, MOXXET OBbITh O0OXallOBaHO JepiKaTejleM WM BIAAEIbIEM PErUuCTPALHOHHOTO
YIOCTOBEPEHHUsI JICKApPCTBEHHOTO Ipernapara B YIIOJHOMOUYEHHBIN (hefepalibHblil OpraH MCHOJTHUTEIbHON
BJIACTH, KOTOPBII MPUBJIEKAET K PACCMOTPEHHIO YKa3aHHOW KaJoObl MOJBEIOMCTBEHHBIE €My Hay4HbIE
OpraHu3aiuy U 00pa3zoBaTeIbHble OPraHu3alliy BBICIIET0 0Opa30BaHUsL, OCYLIECTBISIIOIINE ACITEIbHOCTD
B c(epe oOpamieHus JIEKapCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMUCCHUHU DSKCIIEPTOB JKCIIEPTHOTO
yupexxaeHus, 0(QOpMICHHOE 110 UTOTaM MepecMOTpa 00XKaT0OBAaHHOTO 3aKIIFOYEHUS HKCIIEPTa, MOKET OBITh
OCIIOPEHO JIep>KaTesieM WJIM BIAJENbLIEM PErHCTPAlMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOIO Mperapara
nu00 YIMOJIHOMOYEHHBIM HMH JIMIIOM B TMOPSJIKE, YCTAaHOBIIEHHOM 3aKOHOJATeIhCTBOM Poccuiickoi
Oenepanuu. [Ipu oOkanoBaHWU pelIeHUS YHOJTHOMOYEHHOTO (elepalbHOTO0 OpraHa HCIOJTHUTEIbHOU
BJIACTH, 3aKJIFOUEHUS KCIIEPTa WIM KOMUCCUU SKCIIEPTOB 3KCIIEPTHOTO YUPEKIEHUs, 3aKIOUECHUS] COBETA
M0 TUKE JIepKaTellb WIH BJaJielel] PETUCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpemnapara JIudo
YIOJHOMOYEHHOE MMHU JIMLO BIpaBe MPEJICTAaBUTh PE3YyNIbTaThl SKCIIEPTU3bI JIEKAPCTBEHHOTO Ipernapara,
MIPOTOKOJIBI TOJYYEHHBIX aKKPETUTOBAHHBIMU MCTIBITATENBHBIME JIA00paTOPUAMHU (LIEHTPAMHU) PE3YIETATOB
HCCIIEIOBAHU M, UCITBITAHUM.
TAPAHT:

CwM. KOMMCHTApPHH K CTAaThC 36 HaCTOAIICTO @eﬂepanLHoro 3aKOHa

Crarba 37. Uudopmanmus, cBsi3aHHas C OCYLIECTBIEHHEM TOCYIapCTBEHHOM perucrpaunuu
JICKApCTBEHHBIX MpernapaTroB, HHGOpPMAILUS O 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpenapaTax U JEKapCTBEHHBIX IIpenapaTax, NCKIIOYEHHBIX U3 TOCYIapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPENICTB
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Wupopmanust 06 H3MEHEHHSX:
Yacmo 1 usmenena c 13 aseycma 2019 e. - Dedepanvnuvbiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloywyio pedakyuro

1. CoOTBeTCTBYIOIIMI YIIOJTHOMOYCHHBIH (elepalbHblii  OpraH HCIOJHUTEIBHON BIIACTH
pasmemaer Ha cBoeM odunHaTbHOM caiite B ceth "UnTtepHer" wuHQopmammio, CBS3aHHYIO C
OCYLIECTBICHUEM TI'OCYIAPCTBEHHOM PpErMCTpalMy JICKapCTBEHHBIX IIpenaparoB, B TOM YHCIE
MIPOBEICHUEM JKCIIEPTHU3bI JIKAPCTBEHHBIX CPEICTB (BKIIIOUAsI PE3YIBTATHI €€ MPOBEACHUS ), HH(pOopMaIHIo
O 3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX IIperaparax M JIEKapCTBEHHBIX IMperaparax, UCKIOYEHHBIX W3
rOCYIapCTBEHHOTO PEecTpa JEKaPCTBEHHBIX CPENCTB, HE MO3/IHEE YeM 4Yepe3 MATh padouymx JHEH co AHA
MOJIyYEHHUS] YIOJIHOMOYEHHBIM (pefiepaibHbIM OPraHOM HCIIOJHUTENBHON BJIACTH COOTBETCTBYIOLIEH
nHpopMaIuu.

Wnpopmanust 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Odexkabps 2014 2. N 429-D3 6 uacmv 2 cmamwvu 37 Hacmosuie2o
DedepanvbHo2o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cuny ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
2. Cpoku M TOpPSAOK pa3MelleHHs YKa3aHHOM B uacTu | Hacrosmed crtarbu uHG(OpMaluu
YCTAaHABIWBAIOTCS YIOJTHOMOYEHHBIM (eilepalbHBIM OpPraHOM HCIIOTHUTEbHON BiacTu. Mudbopmanus,
yKa3aHHasi B YacTu | HACTOSIIEH CTaThH, SBISETCS OTKPBHITOM W OOIIENOCTYITHOW W MPEAOCTaBISIETCS
3aMHTEPECOBAHHBIM JIMIIAM B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickon deneparuu.
'APAHT:

CM. KoMMEeHTapuH K ctatbe 37 Hactosmiero denepaibHOro 3aKkoHa

I'naBa 7. Kiiunu4eckue UCCIe10BAHNS JIEKAPCTBEHHBIX MPENapaToB AJsl MeJIMIHHCKOI0
NpUMeHeHHUs1, J0T0BOP 00 X NPOBeJAeHUH, IPABA NALMEHTOB, YYACTBYIOIIMX B 3TUX HCCIeI0BAHUIX

Crarba 38. Kimnndeckune HCCIICAOBAHUA JICKAPCTBCHHBIX IIp€IapaToB I MCIUIIHMHCKOI'O
IIPUMCHCHUA

Wudopmannus o6 n3MeHEHUAX:

Deodepanvrvim 3axonom om 22 Oexkabps 2014 2. N 429-D3 6 uacmv 1 cmamvu 38 nacmosiwezo
DedepanvbHo20 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm uacmu 6 npeovloyujeli pedaxKyuu

1. KiimHudeckue uccieqoBaHus JISKAPCTBEHHBIX MPEIaparoB Uil MEAMIMHCKOTO MPUMEHEHHS, B
TOM YHCJIC MEXKJIyHAPOJHbIC MHOTOIICHTPOBBIE, MHOTOIICHTPOBBIC, TIOCTPETUCTPAIIHOHHBIE, POBOJISTCS B
OJTHOM WJIM HECKOJbKUX MEIMIIMHCKUAX OPraHu3alMsX B COOTBETCTBUH C IIPABUJIAMM HaJUICKAIICH
KJIMHUYECKON TIPAKTHKHU, YTBEP)KICHHBIMH YIIOJIHOMOUYCHHBIM (hesiepalibHbIM OPraHOM HCIOJIHUTEILHOU
BJIACTH, COOTBETCTBEHHO B CIICAYIONIUX IEJISX:

1) ycraHoBieHHE 0€30TACHOCTH JIEKAPCTBEHHBIX MPENapaToB JUIsl 37I0POBBIX JOOPOBOJIBIIEB U (HIIHN)
MEPEHOCUMOCTH HX 3I0POBBIMH JOOPOBOJIBIIAMH, 32 UCKIIOYCHUEM TaKUX HUCCIECTOBAHHM JEeKapCTBEHHBIX
MpenaparoB, IPOU3BEACHHBIX 3a npenenamu Poccuiickoit deneparuu;

2) noadop ONTUMANIBHBIX TO3UPOBOK JIEKAPCTBEHHOTO Mpemapara U Kypca JeueHus Ui TalleHTOB
C ompeAencHHBIM 3a00JieBaHHWEM, ONTUMANBHBIX 103 M CXEM BaKIHMHALUA HUMMYHOOHMOJIOTHYECKUMHU
JIEKapCTBEHHBIMU MpernaparaMu 3J0POBBIX TOOPOBOJIBIIEB;

3) ycraHoBJeHHe 0€30MaCHOCTH JIEKApPCTBEHHOTO Tpenapara U ero 3G ()eKTUBHOCTH IS MAIlUeHTOB
C ompeaencHHbIM 3aboneBaHueM, npoduIakTHUecko 3()PEeKTUBHOCTH HMMMYHOOHMOIOTUYECKUX
JIEKapCTBEHHBIX MPEMapaTroB AJisl 30POBBIX TOOPOBOJIBIICB;

4) u3ydeHrue BO3MOXKHOCTH PACIIMPEHUS TOKa3aHUM 711 MEIUIIMHCKOTO TPUMEHEHHUS U BBISBJICHUS
paHee HeU3BECTHBIX MOOOYHBIX JEHCTBUI 3apETrUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToOB.
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2. B oOTHOWIEHMH BOCIPOU3BEJECHHBIX JICKAPCTBEHHBIX I[IPENaparoB i MEAUIIMHCKOTO
MPUMEHEHHUS] ~ TPOBOAATCS  MCCIEAOBaHMS ~ OMOKBUBAJIEHTHOCTH W (WJIM)  TeparneBTUUYECKOU
OKBUBAJICHTHOCTH B  TOPSAKE, YCTAHOBJICHHOM  YIIOJIHOMOYEHHBIM  (peiepalbHBIM  OpraHOM
HWCIIOTHUTEILHOM BIIACTH.

3. OpraHuzanuio MNPOBEACHUS KIMHUYECKUX MCCIEOBAHUN JICKQPCTBEHHOTO IIpenapara Jyis
MEJIULIMHCKOTO MPUMEHEHHS BITIPABE OCYIIECTBIISATD:

1) pa3paboTunk JeKapCTBEHHOTO Mpemnapara Wid YIIOJHOMOYCHHOE MM JIUIIO;

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 2 utona 2013 2. N 185-D3 nynkm 2 uacmu 3 cmamou 38 nacmosuezo
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynaroweti 6 cuiy ¢ 1 cenmsaops 2013 e.

Cm. mexcm nynkma 8 npeovloyweti peoaKyuu
2) oOpa3zoBareNbHbIE OpraHW3allid BBHICIIETO OO0pa30BaHUs, OPraHU3alMU JOMOIHHUTEIBHOTO
npo¢ecCHOHATBLHOTO 00pa30BaHUs;
3) Hay4HO-HCCIIEI0BATENIbCKUE OpraHU3aliu.

Wnpopmanus 06 M3MEHEHUSX:

Deoepanvrvim 3axkonom om 13 utona 20152 N 241-P3 6 uacmv 4 cmamou 38 Hnacmosue2o
DedepanvbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu

4. KnuHWYecKHe WCCIICOBAaHUS JICKAPCTBEHHOTO TMperapara Ui MEIUIMHCKOTO MPUMEHEHHUS
MPOBOJIATCS Ha OCHOBAHWH PA3pPEIICHUS] HA MPOBEACHHE KIMHUYECKOTO HCCIICOBAHUS JIEKAPCTBEHHOTO
mpernapara, BBIJAHHOTO  YIOJHOMOYEHHBIM  (hefepalbHbIM  OPraHOM  HCIIOJHUTENIBHON  BIIACTH.
VYronHOMOYCHHBIN (eepanbHBIM OpraH UCIIOTHUTEIBHON BJIACTH BEIET PEECTP BBIJAHHBIX pa3pelIeHUN
Ha MPOBeJeHNE KIMHUYECKUX MCCIEJOBAaHMM JIEKApCTBEHHOTO Ipernapara, CoAep Kalluil ykazaHUEe Ha HUX
1[eJ1b W 11eJIM, B YCTAaHOBJIEHHOM 3THM OPraHOM MOPSJIKE.

5. Yrparuna cuity ¢ 1 urons 2015

Wudopmannus 06 n3MeHEHUAX:

Cm. mexcm wacmu 5 cmamou 38

6. K opranmzanmu mnpoBeleHUsS KIMHUYECKUX HCCICAOBAaHUMN JIEKAPCTBEHHOTO IMperapara s
MEIUIIMHCKOTO TMPUMEHEHHsI DPa3pabOTYMKOM JIGKAPCTBEHHOTO — Tpernapara MOTYT —IPHUBICKAThCS
IOpUINYECKUE JIUIIA JTF000W OpraHru3allMOHHO-TIPAaBOBOM (DOPMBI MPU YCIOBUH 00ECTICUEHUS COOTBETCTBUS
ATUX UCCIENOBAaHUN TpeOOBaHUIM HacTosero denepaibHOTO 3aKOHA.

7. KivHHYecKHWe HCCIeIOBaHMS JIEKAPCTBEHHBIX IPENaparoB Il MEIUIIMHCKOTO MPUMEHEHHS
MPOBOASTCS B MEAMIIMHCKUX OpraHu3alusax, AakKKpeAUTOBAHHBIX YIOJIHOMOYEHHBIM (eaepaibHbIM
OpraHoM HCIOJIHUTEIBHON BJIAcTU B OpsaKe, ycranoBneHHoM [IpaBurensctBoM Poccuiickoit deneparum.

TAPAHT:

C 1 suBaps 2021 r. akkpeauTaius MEAUIMHCKUAX OPraHU3allMid Ha MpaBO MPOBEACHUS KIMHUYECKUX
HCCIIEIOBAHMH JICKAPCTBEHHBIX MPENApaToB Il MEAMIIMHCKOTO MPUMEHEHHSI OTMEHEHA
8. [Ilepeuenb MEAMIIMHCKUX OpraHU3alMii, HMEIONIMX MPaBO MPOBOJUTh KIMHUYECKUE

WCCIIEIOBAHMS JIEKAPCTBEHHBIX MPENApPaTOB JUIsl MEIUIMHCKOTO MNPUMEHEHUs, M pPeecTp BbIIAHHBIX
paspemieHuid  Ha  NOPOBEJEHUWE  KIMHUYECKHX  HMCCIEOBAaHUWA  JIEKAPCTBEHHBIX  IpEnaparoB
OMYOJIMKOBBIBAIOTCS U Pa3MENIAOTCs YIIOJTHOMOUYEHHBIM (pefiepaabHbIM OPraHOM UCTOJHUTEIHHOM BIACTH
B YCTaHOBJICHHOM MM TMOPsIIKE Ha CBOeM O(UIIMAILHOM caiiTe B ceTH "MHTepHer".

TAPAHT:

CM. KOMMeHTapHH K cratbe 38 HacTosAuiero deaepajbHOIO 3aKOHA

Wudopmanus 06 U3MEHEHUAX:

Deodepanvrvim 3akonom om 22 Oexkabpsa 2014 2. N 429-D3 cmamwva 39 nacmosweco Dedepanvrnozo
3AKOHA U3N0JHCEHA 8 HOBOU pedarkyuu, ecmynarowetl ¢ cuny ¢ 1 urons 2015 e.

23.01.2022 Cucrema TAPAHT 85/140


http://internet.garant.ru/document/redirect/70405818/13104
http://internet.garant.ru/document/redirect/70405818/1631
http://internet.garant.ru/document/redirect/58060338/3832
http://internet.garant.ru/document/redirect/71127950/110
http://internet.garant.ru/document/redirect/57402046/384
http://internet.garant.ru/document/redirect/70826338/1303
http://internet.garant.ru/document/redirect/57503072/385
http://internet.garant.ru/document/redirect/4192033/0
http://internet.garant.ru/document/redirect/5220939/0
http://internet.garant.ru/document/redirect/12178533/1000
http://internet.garant.ru/document/redirect/74262878/1000
http://internet.garant.ru/document/redirect/5220939/0
http://internet.garant.ru/document/redirect/70826338/1031
http://internet.garant.ru/document/redirect/70826338/41

®enepanbHblil 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalneHn IeKapcTBEHHBIX cpenacts” (C ...

Cm. mexem cmambvu 8 npedvloywel peoakyuu
Crarbsa 39. Peuienre o npoBeeHUU KIMHAYECKOTO MCCIEIOBAHHUS JIEKAPCTBEHHOrO Mperapara
JUI. MEJULIMHCKOTO TIPUMEHEHUS

1. KnuHnyeckoe uccieqoBaHME JIEKAPCTBEHHOIO Ipenapara Ui MEAMIMHCKOIO INPUMEHEHMS
IIPOBOAUTCSA HAa OCHOBAaHUU PA3PEIICHUs] HA IPOBEACHHUE KIMHUYECKOTO MCCIEOBAHUS JIEKAPCTBEHHOIO
mpernapara, BBIAHHOTO YIOJTHOMOYEHHBIM (elepalbHBIM OPraHOM HCIIOJHHUTENBHOM BIACTH  TI0
pe3ynbTaTtaM SKCHEpTU3bl JOKYMEHTOB, HEOOXOJUMBIX Ui MOJY4YEHHs pa3pelleHHs] Ha MpOBEIEHUE
KIIMHUYECKOTO MCCIIEI0BAaHUs JIEKAPCTBEHHOTO IIpenapara U ATUYECKOM 3KCIIEPTU3bI.

2. Jlng moiydeHus pa3pelieHUs] Ha MPOBEIEHUE KIMHUYECKOIO MCCIEOBAaHUS JIEKapCTBEHHOTO
npernapara A MEIUIUHCKOTO MPUMEHEHHUS 3asiBUTENb MPEICTAaBISIET B YIIOJTHOMOYEHHBIN (henepanbHbIi
Opras UCIIOJIHUTEJILHOM BIIACTH:

1) 3asiBIEeHUE O BbIIa4€ pa3pelleHus Ha MPOBeIeHNEe KIMHUYECKOTO UCCIIEOBAHUS JIEKApCTBEHHOTO
npemnapara Juisi MEJUIIMHCKOTO PUMEHEHUS;

Wnpopmanust 06 M3MEHEHHSX:
Ilynkm 2 uzmenen c 1 ansapsa 2021 . - @eodepanvhviii 3axon om 27 dexaops 2019 e. N 478-D3

CMm. npeowbloywyro peoakyuio

2) KONHMH JOKYMEHTOB, IMOJATBEPXKIAIONIMX YIUIATy TOCYIAPCTBEHHOW TONUIMHBI 32 TPOBEICHHE
THYECKON DKCIEPTH3bI, 3KCIEePTH3BI JOKYMEHTOB Ha JICKAPCTBEHHBIM TMpemapar Ui MOJydeHUS
pa3peleHrs Ha IPOBEJACHUE KIIMHUYIECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO Mperapara Jijisl METUITHHCKOTO
MPUMEHCHHMSI, 3a BBIAAYy pa3pelieHds Ha IMPOBEICHHE KIMHUYECKOTO WCCIICAOBAHUS JIEKAPCTBECHHOTO
npernapara Juisi MEJUIIMHCKOTO MTPUMEHEHHSI, 32 MMPOBEICHUE IKCIIEPTU3BI TOKYMEHTOB Ha JICKAPCTBEHHBIH
mperapar s TOJYYeHHWsS pa3pelieHuss Ha TMPOBEACHHE MEXKIYHApOIHOTO MHOTOIIEHTPOBOTO
KJIMHAYECKOTO HCCIICIOBaHUS JICKAPCTBEHHOTO Tpernapara Juisi MEAUIIMHCKOTO TPUMEHEHUS, 32 BBIIAYY
paspelieHuss Ha TMPOBEACHUE MEXIYHAPOJAHOTO MHOTOIEHTPOBOTO KIMHHYECKOTO —HCCIICAOBAHMS
JICKApCTBEHHOTO Tpernapara JUisi METUIIMHCKOTO NMPUMEHEHUS, 3a MPOBEICHUE 3TUYECKOW IKCTICPTH3HI,
AKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Iperapar s TOJYYeHHUs pa3pelIieHUs] Ha TPOBEACHUE
MOCTPETUCTPAMUOHHOTO KIMHHYECKOTO HCCIICIOBAaHMs JIEKAPCTBEHHOTO TIperapara Ui MEIUIITHCKOTO
NPUMEHEHHsI, 3a BBIJA4y pa3pelIcHUss Ha MPOBEACHUE MOCTPETUCTPAIIMOHHOTO  KIMHHYECKOTO
WCCIIEIOBAHMS JICKAPCTBEHHOTO Tperapara Juisi MEITUIIMHCKOTO TPUMEHECHHUS;

3) MpOTOKOJ KJIMHUYECKOTO WCCIIEIOBaHUsS JIGKAPCTBEHHOTO IIperapara Uil MEIUIUHCKOTO
PUMCHECHHS,

4) OpoIropy KcCleaoBaTeIs;

5) uHpOpPMAIIMOHHBIH JIMCTOK MAIUEHTA;

6) cBeieHus 00 OMBITE PaOOTHI MCCIIEAOBATENICH 1O COOTBETCTBYIOIIMM CIEIHAIBHOCTAM U UX
OTBITE PAOOTHI MO MPOBEICHUIO KIMHUYECKUX UCCIICIOBAHMIA,

7) CBeICHUS O MEAUIUHCKUX OpPraHM3alUsAX, B KOTOPBIX IIPEAINONATraeTCsl MPOBEICHHE
KJIMHHYECKOTO HCCIICIOBaHMS JICKAPCTBEHHOTO Tpernapara i MEIUIMHCKOTO TpPUMEHEHHs (IIOJHOE H
COKpAIllCHHOC HaWMCHOBAHHS, OPIraHU3aIMOHHO-TIPaBOBas (opMa, MECTO HAXOXKICHHS M MECTO
OCYIIECTBIICHUSI ACIATETbHOCTH, TenedoH, Tenedakc, aapec dMEKTPOHHON MOYTHI KaKJIOW METUITMHCKOMN
OpraHH3aIliN);

8) cBemeHHs O TPEANONAaraeMbIX CpPOKAax MPOBEACHHS  KIMHHUYECKOTO  HCCIeTOBAHUS
JIEKapCTBEHHOTO Mpenapara s MEIUIUHCKOTO TPUMEHEHUS;

9) kom0 MOTOBOpa OOSM3aTENBHOTO CTPAaxXOBaHUs, 3aKIIOYEHHOTO B COOTBETCTBUU C THUIIOBBIMU
npaBuiaMu  00s3aTeNbHOTO CTPAXOBaHUS, C yKa3aHHEM TMpeAebHOW YHCICHHOCTH MAIEeHTOB,
YYaCTBYIOIIUX B KIMHUYECKOM HCCIEIOBAaHUHM JIGKAPCTBEHHOTO TMpermapara JUisi MEIUIIUHCKOTO
MIPUMEHEHHS;

10) uadopmarmio o cocTaBe JEKapCTBEHHOTO Mpernapara Jiuisi MEIUIIUHCKOTO PUMEHEHUS;

11) mOKyMEHT, COCTaBJICHHBIH MPOU3BOJUTENIEM JIEKAPCTBEHHOTO Mpemnaparta s MEIUIIHCKOTO
MPUMEHEHHUS] U COJIEpKalllMii ToKa3aTeNu (XapaKTepUCTHKH), a TaKKe CBEIEHUS O JIEKAPCTBEHHOM
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HpenapaTe JJISL MCIUIITMHCKOT'O HpI/IMeHeHHH, HpOI/ISBeI[eHHOM JUJISL HpOBe[[eHI/ISI KIIMHUYCCKUX
HCCIICIOBAaHUIA;

Wupopmanust 00 H3MEHEHHSX:
Ilynxkm 12 usmenen c 1 sneaps 2021 2. - @edepanvusiii 3akon om 27 oekabps 2019 2. N 478-D3

CMm. npeodvbloywyro peoakyuio
12) cBenenust 0 Aare MPENOCTABICHHS U PETUCTPAIIMOHHOM HOMEpPE JIMIEH3WH Ha TPOU3BOJICTBO
JIEKApCTBEHHBIX CPEIICTB B Cllydae, €CJIM IMPOU3BOJICTBO JIEKAPCTBEHHOTO Iperapara OCYLISCTBISETCS B
Poccwuiickoit denepariuu, WM CBEACHUS O JIATE MPESIOCTABICHUS U PETUCTPAIIHIOHHOM HOMEPE 3aKITIOUCHUS
O COOTBETCTBUHM TIPOW3BOAWTENSI JICKAPCTBEHHOIO TMpernapara TPeOOBaHUSAM MPAaBWI HAJICKAIICH
MIPOU3BOJICTBEHHON MPAKTUKH, MPEIOCTABICHHOTO YIOJTHOMOUYEHHBIM OPTaHOM CTPaHBI IPOHU3BOUTEIS
JIEKapCTBEHHOTO Tperapara.

Wnpopmanust 06 M3MEHEHUSX:

Cmamos 39 oononanena wacmoio 2.1 ¢ 1 aneaps 2021 e. - @edepanvuiii 3axon om 27 oekabps 2019 e. N
478-D3

2.1. B cnywae HenmpencTaBleHHs C 3asBJICHMEM O BbIJau€ pa3pelleHHs Ha MPOBEIACHUE
KIIMHUYECKOTO MCCIIE0BaHUs JIEKAPCTBEHHOTO Ipernapara i MEAUIIMHCKOTO MPUMEHEHUs JOKYMEHTOB
(cBeneHuit), MOATBEPXKIAIONINX YIJIaTy TOCYJapCTBEHHOM MOIUIMHBI M yKa3aHHBIX B IyHKTE 2 YacTu 2
HACTOSALIEH CTaThbM, a TakKKe BBIJABAEMbIX (IIPEAOCTABISAEMBIX) YIOJIHOMOYEHHBIMH (pefepanbHbIMU
OpraHaMH HCIIOJIHUTEIBHON BIACTU TOKYMEHTOB (CBEJEHMI), yKa3aHHBIX B IyHKTEe 12 yacTu 2 HacTosIIen
CTaTbM, YIMOJHOMOYEHHBIN (QelepaabHblii OpraH MCIOJHUTEIBHON BIIACTH 3alpalluBaeT YyKa3aHHBIE
JOKYMEHTHI (CBE/IEHUS) B TIOPSAAKE MEKBEIOMCTBEHHOTO HH(OPMAITMOHHOTO B3aUMOJICHCTBHSL.

3. B cpok, He MPEBBIIAIONINN TATH pad0YNX THEH CO JHS MPUHATHS YKa3aHHOTO B TyHKTE | "actu
2 HACTOAIIEH CTaThbU 3asBICHUS W HEOOXOJMMBIX JOKYMEHTOB, YIIOJHOMOYECHHBIM (enepanbHbIi opraH
WCIIOJTHUTENIBHOW BIIACTH:

1) mpoBOAUT MPOBEPKY MOITHOTHI U JOCTOBEPHOCTH CBEIACHMI, COJEPKAIIUXCS B MPECTABICHHBIX
3asBUTENIEM JOKYMEHTaX;

2) NpUHUMAET pelIeHrEe O MPOBEICHUU IKCIEPTU3bl JOKYMEHTOB JIs MOJTyYEHHs pa3pelieHus] Ha
MIPOBEICHNE KIIMHUYECKOTO MCCIIEA0BaHUS JIEKAPCTBEHHOIO IIpenapara Jjsl MEIULMHCKOTO IPUMEHEHUS U
ATUYECKOM PKCTIEePTU3bl WM 00 OTKa3e B MPOBEACHUHN YKa3aHHBIX SKCIIEPTHU3;

3) yBemomuisieT B ANIEKTPOHHON (opMe WM Ha OyMa)XHOM HOCHUTEJE 3asBHUTENS O MPUHATOM
peuieHun 100 B ciyyae MPUHATHUS PELIeHHs 00 0TKa3e TakkKe ¢ yKa3aHWeM MPUYMH TaKoro 0TKa3a;

4) moAroTaBIMBAE€T U HANPABISET B OSKCIEPTHOE YYPEKACHHE M COBET IO 3TUKE 3aJaHHe Ha
MIPOBEIECHUE COOTBETCTBYIOIIMX IKCIIEPTU3.

4. B cnyyae BBISBICHUS HEMOJHOTHI U (MJIHM) HEIOCTOBEPHOCTH MH(MOPMAIUH, COJIEpKalIeiics B
MIPEJCTaBICHHBIX 3asBHUTENIEM JOKYMEHTAaX, YIIOJHOMOUYEHHBIH (hefepalibHblil OpraH HCIOJTHUTEIbHOU
BJIACTH HAIpPABIISIET 3asSBUTENIO 3alpOCc 00 YTOYHEHHH yKa3aHHOW MHpopManuu. JlaHHBIN 3ampoc MOXKET
OBITh MepeaH YIOJTHOMOYEHHOMY IMPEACTABUTENIO 3asSBUTENS TUYHO IO/ PACIUCKY, HAMIPABJICH O MOYTe
3aKa3HbIM MHMCHMOM WJIM TMIEPEaH B AIIEKTPOHHOHN (popme Mo TeIeKOMMYHUKAIIMOHHBIM KaHallaM CBsi3u. B
cllydae HalpaBJIeHHs IAHHOTO 3alpoca IO IOYTE 3aKa3HbIM MHCbMOM OH CUMTAETCS IOJYYEHHBIM IIO
HCTEYEHUH IIECTH JIHEH C J1aThl HAalpaBJIEHUs 3aKa3HOTO MUCbMA. 3asBUTEINb 00s13aH MPEICTaBUTh OTBET Ha
3ampoc YMOJHOMOYEHHOTO (helepajbHOrO OpraHa MCIOJHHUTEIbHOM BIAcTH B CPOK, HE MPEBBIMIAIOIINN
JeBSHOCTa pabouux AHeH co AHA ero nonydeHus. Cpok, ykazaHHBIH B wacTu 3 HacToAlIeH cTarhbuy,
MIPUOCTAHABIMBAETCS CO JHS HAIpaBJICHUS 3asBUTEIIO 3alpOCca YIOJIHOMOYEHHOIO (peaepabHOro opraHa
VCIIOJIHUTENIBHON BJIACTU A0 [JHS NOJIYYEHHS MM COOTBETCTBYIOLIErO OTBETA M HE YUYUTHIBACTCA IIPU
WCUUCIIEHUM CpOKAa MPUHATHS YIIOJIHOMOYEHHBIM (ellepalbHbIM OpPraHoM HCIIOJHUTEIBHON BIACTH
pelIeHHs O TMPOBEIEHUM DSKCIEPTU3bl JOKYMEHTOB JUIsl IOJIyYEHHUS pa3pelIeHUs Ha IPOBEACHUE
KIIMHUYECKOTO MCCIIEN0BAaHNUS JIEKAPCTBEHHOTO IIpenapara JUisi MEAUIIMHCKOTO IIPUMEHEHMUSL.

5. OcHOBaHMEM JUIsl OTKa3a B MPOBEIEHUU IKCIIEPTU3BI TOKYMEHTOB NIl TOJIYYEHHs pa3pelleHUs
Ha IIPOBEJECHUE KIMHUYECKOTO HCCIIEJOBAHUS JIEKAPCTBEHHOIO TMpenapara Uil MEIULUHCKOIO
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MIPUMEHEHHUS U STUYECKOM IKCIEPTU3BI SBISETCS MPEACTaBICHUE JOKYMEHTOB, MPEIYCMOTPEHHBIX YacThIO
2 HACTOSIIECH CTaThbU, B HETIOJTHOM OOBbEME, HEIIPEACTABICHHUE 3asBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETA
Ha YKa3aHHbIH B uacTy 4 HACTOSIIEH CTAaThU 3ampoC YIOJHOMOYEHHOTO (heAepasibHOrO OpraHa
WCIIOJTHUTEIILHON BIIACTH JTMOO OTCYTCTBHE B IPEICTABICHHBIX JOKYMEHTAX HCUEPITBIBAIONICTO MEePEUHS
HeoOxomuMol wH(pOpMauu WM WHPOPMAIMK, KOTOpas JOJDKHA OBITh OTPaXXCHa B HHUX, a TaKkKe
OTCyTCTBUE MH(}OpMaIUK, MOATBEpKAatoNel (akT yIraaThl TOCYIapCTBEHHOM MOIUIMHBI 32 MPOBEICHHE
STUYECKOM OKCIEPTHU3bl, HKCHEPTU3bl JOKYMEHTOB Ha JICKApCTBEHHBIM Tpenapar Ui MOJIYYCHHS
paspelnieHus Ha MPOBEACHUE KITMHUYECKOTO UCCIIEIOBAaHUS JICKaPCTBEHHOTO MperapaTa Jjisi MEAUIIMHCKOTO
MPUMEHEHHUsI, 32 BBIJa4y pa3pelieHHs] Ha IMPOBEACHHUE KIMHUYECKOTO MCCIEAOBAHHUS JIEKAPCTBEHHOTO
npenapara Jyisi METUIIMHCKOTO MPUMEHEHHUS, 3a MPOBEACHHUE SKCIIEPTU3bI TOKYMEHTOB Ha JIEKAPCTBEHHBIN
mpenapar Ui TIOJIYY€HHsI pa3pellieHuss Ha TMPOBEACHUE MEXKIYHAPOJAHOTO  MHOTOIEHTPOBOTO
KJIIMHUYECKOTO MCCIIEAOBAHUS JIEKAPCTBEHHOTO Ipemnapara i MEIUIIMHCKOTO MPUMEHEHHs, 3a BbIJauy
paspelieHrss Ha TMPOBEICHUE MEXIYHAPOJHOTO MHOTOIIEHTPOBOTO KIMHHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO TMpernapara Jisi MEAUIIMHCKOTO TPUMEHEHUs, 32 MPOBEIACHUE ITHUYECKOW IKCIEPTHU3HI,
AKCIIEPTH3bl JJOKYMEHTOB Ha JIEKAPCTBEHHBIN MperapaTr Jyis MOJYYCHHsS pa3pelieHuss Ha MPOBEICHUE
MOCTPErUCTPAIIMOHHOTO KJIMHUYECKOTO HCCIIEAOBaHUs JICKapCTBEHHOTO TIpermapara sl METUIIMHCKOTO
MPUMEHEHHsI, 3a BBIJAYy paspenieHuss Ha TMPOBEJACHUE TMOCTPETHCTPANMOHHOTO KIMHUYECKOTO
HCCIIEIOBAaHMSI JIGKAPCTBEHHOTO Tpernapara Jijisi METUIIMHCKOTO TPUMEHEHHS.

6. IlpoBemeHue »HKCHEpTU3bl JOKYMEHTOB JUIA TIOJYYCHHsI pas3pelieHuss Ha MPOBEACHHE
KJIIMHAYECKOTO HMCCIICOBaHUS JIEKAPCTBEHHOTO Tpemnapara JJis MEIUIIMHCKOTO MPUMEHEHHS W dTUYECKOU
AKCIIEPTHU3bI, COCTABICHUE KOMHUCCHEH DKCTIEPTOB U COBETOM IO ITHUKE 3aKIIOYCHHH O BO3MOXXHOCTH WK
HEBO3MOXHOCTH MPOBEACHUS TAKOTO0 KIMHUYECKOIO MCCIEIOBAHMS W HAIPaBICHUE 3THUX 3aKIIOYCHUN B
YIOJHOMOYEHHBIH (hefiepalibHbIl  OpraH HCHOJIHUTENBHOM BJIACTH OCYIIECTBISAIOTCA B CpPOK, HE
MPEBBIIAIONINN TpUALATH pPabOYUX JAHEH CO [HS TOJYYEHUS OHKCIEPTHBIM YUPEKIACHUEM 3aJaHUs
YIOJHOMOUYEHHOTO (hefiepaIbHOTO OpraHa HCIOJMHUTEIbHOW BJIACTU C MPWIOKEHUEM JIOKYMEHTOB,
yKa3aHHbIX B nyHktax 3, 4, 10 m 11 yactm 2 HacTosimed CTAaTbU, U COBETOM IO STHUKE 3aJaHUS
YIOJHOMOUYEHHOTO (heiepalibHOrO OpraHa HCIOJHUTEIBHON BIACTH C MPHIOKEHHUEM JOKYMEHTOB,
YKa3aHHBIX B MTyHKTax 3 - 6, 8 U 9 yactu 2 HACTOALIEH CTaThU.

7. B cpok, HE MpeBBIMIAIOMIUN TATH Pab0oYMUX JTHEH CO JHS MOTYYCHHS 3aKIIFOUYEHUM, YKa3aHHBIX B
yacTu 6 HACTOSIIIEN CTaThbu, YIOJTHOMOYEHHBIN (pefiepanbHbIii OpraH UCIIOJIHUTENBHOMN BIACTH:

1) ocymecTBisieT OLEHKY MOCTYNUBIIUX 3aKIIOUEHUN JUIS OINpeneieHusT MX COOTBETCTBUS
3a/IaHUSIM Ha IPOBEJCHUE COOTBETCTBYIOLIUX IKCIIEPTHU3;

2) mpUHUMAET pelIeHHe O BbIJAYe pa3pelleHHs] Ha MPOBEACHHE KIMHUYECKOTO HCCIIeTOBaHUS
JIEKapCTBEHHOTO TMpemnapara A METUIIMHCKOrO NpHUMEHEHHUs WM o0 OTKa3e B BbIJaue yKa3aHHOTO
paspenieHus;

3) BbLAAET pa3pelieHre Ha MPOBEICHUE KIMHUYECKOTO MCCIIE0BaHUs JIEKAapCTBEHHOTO Mpernapara
JUTS MEUIIMHCKOTO MPUMEHEHHUS WIH peleHre 00 0TKa3e B BbIAA4e YKa3aHHOTO Pa3pelIeHHs C YKa3aHHEeM
MIPUYMH OTKa3a.

8. OcHOBaHMEM JUIsl OTKa3a B BbIJIau€ pa3pellCHUs] Ha MPOBEICHUE KIMHUYECKOTO UCCIEIOBAHUS
JIEKapCTBEHHOIO Mpenapara JJis MEAUIIMHCKOTO NMPUMEHEHUs SIBISETCS HAJIU4HMe 3aKIOUYEeHHUS] KOMUCCUU
SKCIIEPTOB WJIM 3aKJIIOYEHUS] COBETa IO JTHUKE O HEBO3MOXHOCTH IMPOBENCHUS KIMHUYECKOTO
HCCIIEIOBAHMS  JIEKAPCTBEHHOTO Ipenapara sl MEOUIMHCKOTO NPUMEHEHUs MO pe3yiabTaTaM
MIPOBEICHHBIX SKCIEPTU3, MPETYCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTATHU.

9. Pemenne 00 oTkaze B MPOBENEHUU DKCIEPTU3BI JOKYMEHTOB JIs TMOJYYCHUS pa3pelieHus Ha
MPOBEICHNE KIIMHUYECKOTO MCCIEA0BaHMS JIEKAPCTBEHHOTO Mpernapara Jisi METUIMHCKOTO MPUMEHEHUs 1
STUYECKOM OHKCHEpPTH3bl W B BbIJJau€ pa3pelieHUs Ha MPOBEICHUE KIMHUYECKOTO MCCIIEIOBaHUs
JIEKapCTBEHHOTO Tpernapara s MEIUIUHCKOTO MPUMEHEHUsS MOXET OBbITh O0XKAJIOBaHO B TOPSIIKE,
YCTaHOBIIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepanum.

TAPAHT:

CM. KoMMeHTapuH K cratbe 39 HacTosuiero deaepajbHOIO 3aKOHA
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Wuhopmanust 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 nacmoswuii Pedepanvhviii 3aKOH OONOIHEH
cmamveti 39.1, ecmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Crartbs 39.1. DTudeckas sKCriepTu3a

1. DTuyeckast SKCEpTU3a IPOBOJUTCS COBETOM 10 3THUKE, CO3JaHHBIM B MOPSJIKE, YCTAHOBICHHOM
YIIOJIHOMOYEHHBIM (pe/lepalbHBIM OpPTaHOM HMCTIOMHUTEIBHON BJIACTH, B LEJSIX BBIIAYM 3AKITIOYCHHS 00
ATUYECKON 0OOCHOBAaHHOCTH BO3MO)KHOCTU MPOBENEHUS KIMHUYECKOIO HCCIIEA0BAaHUS JIEKAPCTBEHHOIO
npenapara Juisi MEJUIIMHCKOTO IPUMEHEHUSI.

2. DKcmepramMH COBETa MO AITHKE MOTYT OBITh NPEACTABUTENNM MEAUIIMHCKUX OpTraHU3aIlui,
Hay4HbIX OpraHu3alui, 00pa30BaTeNbHBIX OPraHMU3alUN BBICIIEr0 00pa30BaHus, a TaKKe MPEACTABUTEIN
0OIIIECTBEHHBIX OpraHU3aIlMil, PETUTHO3HBIX OpPraHU3aAlMK U CPeACTB MaccoBoW mHbopmarmu. [{aHHbie
9KCHEpPThl HE JOJKHBI HAXOAUTHCA B KaKOW-TMOO 3aBUCHUMOCTH OT pa3pabOTUMKOB JIEKapCTBEHHBIX
MpernapaToB U APYrUX JIMII, 3aMHTEPECOBAHHBIX B PE3YJbTaTaX 3TUYECKON IKCIIEPTUHI.

3. Omnara yciayr SKCHEpTOB COBETAa IO 3TUKE OCYUIECTBISETCS HAa OCHOBaHUM JIOTOBOPA,
3aKJIFOYEHHOTO MEXAY YIOJIHOMOYEHHBIM (heiepalibHbIM OpPraHOM HCHOJHUTEIBHOW BIACTH, KOTOPHIM
CO3/1aH COBET M0 JTHKEe, W OJKCIIEPTOM COBETa IO JTHUKE, 3a CcueT OIOMKETHBIX aCCUTHOBaHUM,
MIPEyCMOTPEHHBIX YIOJTHOMOUYEHHOMY (heiepalbHOMY OpraHy UCIOJHUTENBHOM BIacTH, KOTOPHIM CO3/IaH
COBET IO 3THKE, B (pefiepaibHOM OIOIKETE Ha COOTBETCTBYIOIIUN IO/l Ha 00eCIieYeHHe ero esTeNbHOCTH,
B pa3mepax, ycraHoBiieHHbIX [IpaBurensctBoM Poccuiickoit denepanum.

4. DxcrepThl COBETa MO ATHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATEILCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa MO 3THUKE, MOJ0KEHHUE 00 ITOM COBETE, MOPSAOK €ro AESITeIbHOCTH, TPeOOBaHUS
K KBATM(UKALMK U OTIBITY paOOTHI 10 SKCIEPTHON OIICHKE HAYYHBIX, METUIIMHCKUX U 3TUYECKUX aCMEKTOB
KIIMHUYECKUX  MCCIIEJOBAaHUW  JIGKAPCTBEHHBIX IPENaparoB Uil  MEOUIMHCKOIO  IPUMEHEHMUS,
MpEeNbABIIEMBbIE K JKCIIEPTAaM COBETa IO 3TUKE, [OPSJI0K OpPraHM3allid WM IPOBEIEHUS ITHYECKOU
AKCHEePTHU3bl, (opMa 3aKIIOUEHHUSI COBETa MO ATHKE YCTAHABIMBAIOTCS YIOJIHOMOYEHHBIM (heaepanbHbIM
OpraHoOM HCHOJHUTEIBHOW BiacTH. YMCIO NpeacTaBUTeNeld MEAMIMHCKUX OpraHu3alydid HE MOXKET
MIPEBBIILIATH [TOJIOBUHY OT OOIIEro Yncia SKCIEPTOB COBETA O ATHKE.

6. Uudopmanua o cocraBe coBeTa MO 3TUKE, IUIaHAX €ro paboThl W TEKYyLIEH AeaTelbHOCTH
pasMmeraercst Ha O(pHUIIMATIBHOM CalTe YIOJIHOMOYEHHOTO (hefepanbHOrO OpraHa UCIOJHUTENIBHOM BlIacTh
B ceTu "MHTepHET" B YCTAHOBJICHHOM UM IOPSIJIKE.

TAPAHT:

Cwm. xommeHnTapui K cratbe 39.1 Hactosmero denepaibHOTO 3aKOHA

Cratpa  40. HpOBeI[eHI/Ie KIIMHUYCCKOTO HMCCIACAOBAaHUA JICKAPCTBCHHOI'O IIpfliapara IJiid
MCAUTHUHCKOI'O IIPUMCHCHUA

Wudopmanus 06 n3MEHEHUAX:

Deoepanvrvim z3axonom om 22 oekaops 2014 o. N 429-D3 6 uyacmev I cmamovu 40 nacmosuezo
DedepanvbHo20 3aKOHA 8HeCeHbl UsMeHenus, ecmynarowue ¢ cuny ¢ 1 urons 2015 e.

Cm. mexcm uacmu 6 npeovioyujell pedaxKyuu
1. PykoBoAUTENh MEIMUMHCKOW OPraHu3aliy, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEAOBaAHUE
JIEKapCTBEHHOI'O Ipenapara Ajsi MEAUIIMHCKOTO MPUMEHEHHUsI, Ha3HAYaeT UCCIEA0BATeNs, OTBETCTBEHHOIO
3a TPOBENEHHUE TAaKOTO WCCIEAOBAaHUS U HMEIOIIEr0 JIEYeOHYIO CHEIMAbHOCTh, COOTBETCTBYIOIIYIO
MPOBOAMMOMY KIMHUYECKOMY HCCIEOBAaHUIO JICKAPCTBEHHOTO Tpernapara, co CTakeM pabdoThl IO
nporpaMMaM KJIMHUYECKUX MCCIEIOBAHUI JIEKAPCTBEHHBIX MPENapaToOB HE MEHEe YeM TP I'ojia U MO €ro
MPEATI0KEHUIO HA3HAYaeT COMCCIeI0BaTeNe U3 Ynuciia Bpauel 3TOM METUIIMHCKON OpraHu3alyi.
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2. HccnenoBarenb OCYyIIECTBISAECT BbIOOP MAIIMEHTOB, KOTOPBIE MO MEAMIIMHCKUM MOKa3aHUSIM
MOTYT OBITh TPHUBICUEHBI K yYaCTHIO B KIMHUYECKOM HCCIICIOBAHHMH JICKAPCTBEHHOTO Mperapara s
MEJIULIMHCKOTO MPUMEHEHUS.

3. HccnepoBarenb M coMCCIENOBaTeNd JODKHBI OBITh O3HAKOMJIEHBI C  pe3yabTaTaMu
JOKJIIMHUYECKOTO MCCIIEI0BAaHUs JIEKAPCTBEHHOTO CPEACTBA, COAECPKAILIUMUCS B OpOIIIOpe MCCIen0BaTes,
IIPOEKTOM IIPOTOKOJIA KJIMHUYECKOIO HCCIEIOBAaHUs JICKAPCTBEHHOIO IIpernapara Uil MEIUIHHCKOIO
MIPUMEHEHUsI, pa3pabOTaHHBIM Pa3padOTUYMKOM JICKAPCTBEHHOTO IMpenapara WM WHBIM IOPUIAYECKUM
JIULIOM, TPHUBIICKAEMbIM K OpPraHU3allHd MPOBEJICHHUS KIMHUYECKOTO HCCICAOBAaHUS JIEKAPCTBEHHOTO
npernapara s MEIULMHCKOTO MPUMEHEHUS], U IPYTUMU MaTE€pruaJaMH TaKOrO UCCIEA0OBAHUS.

Wnpopmanust 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 29 nosops 2010e. N 313-D3 cmamovs 40 nacmoswezo Dedepanviozo
3akoHa oonoanena ywacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 sneaps 2011 e.
3.1. PykoBouTeNnbh MEIUIIMHCKON OpraHu3allii B CPOK, HE MPEBBIIAIONIUN Tpex padounx JAHEH co
JIHSl Hayaja MpPOBEACHUS KIMHMYECKOTO MCCIEOBAaHHUS JIEKApCTBEHHOIO Mpernapara JUuisi MEeIULUHCKOTO
MPUMEHEHMs], co0o0maeT 00 3TOM B YNOJHOMOYEHHBIH (henepanbHbId OpraH HCHOJIHUTEIBbHOW BIIACTH,
BBIJIABIINI pa3pelleHre Ha POBEACHNE TaKOTO UCCIIE0BaHNUS, IO YCTAHOBICHHON UM (opMe.

UHudopmariys 06 n3MEHEHHX:

Deoepanvrvim 3axonom om 11 oxmsops 20102. N 271-@3 6 wacme 4 cmamou 40 nacmosuwezo
DedepanvbHo2o 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
4. OpraHuzanyu, OCYHICCTBISIONINE OPraHU3aLUI0 MPOBEACHUS KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO TMpemnapara [yl MEAWLMUHCKOTO TPUMEHEHUS M YyKa3aHHble B 4YacTu 3 cTartbu 38
Hactosuiero denepanbHOrO 3aKoHa, B cllydyae HEOOXOAMMOCTHM BHECEHHUS HW3MEHEHHH B MPOTOKOI
KIIMHUYECKOTO HMCCIIeI0OBAaHUS JIEKAPCTBEHHOTO IMpernapara Uil MEIULIUHCKOTO MPUMEHEHHUs coo0IIaT 00
ATOM B YIOJHOMOYCHHBIN (enepanbHblii OpraH HMCIIOJHUTEIBHOW BIIACTH, BBIIABIIMKA pa3pericHue Ha
MIPOBEJICHHUE TAKOTO UCCIIEOBaHMs, 10 YCTaHOBIEHHON UM (opme.

Wudopmanus 06 n3MeHEHUAX:

Deoepanvrvim 3akonom om 11 okmsaops 2010 2. N 271-D3 cmamovs 40 nacmosweco Dedepanvroco
3aKoHa 0onoHeHa yacmoio 4.1

4.1. ®opma cooOIIeHHsT O BHECEHHMM H3MEHEHHH B MPOTOKOJ KIMHUYECKOTO HCCIeTOBAHUS
JIEKapCTBEHHOTO Mpernapara JJisi MeIMIUHCKOTO IPUMEHEHUs JOJKHA COAepKaTh CIeAYIOIINe CBEACHUS:

1) HaumeHOBaHUe, HACHTU(DUKAMOHHBIA HOMEP U JAaTa MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBAHMUS ;

2) nata BHECEHHS] U3MEHEHU B MTPOTOKOJ KJIMHUYECKOTO UCCIIEOBAHMUS;

3) HauMEHOBaHKE U MECTO HaXOXKJICHUS 3asIBUTEIIS;

4) HauMEHOBaHHE OpraHW3allid, MPUBICUYEHHOW pa3pabOTUMKOM JIEKAPCTBEHHOTO Iperapara K
OpraHu3aI|y MPOBEACHUS KIMHIUUYECKOTO UCCIe0BaHUs (IIPU HAJTHYUHN);

5) HaUMEHOBAaHUS W MECTa HAXOXKICHHSI MEIUIMHCKUX OpraHu3aluid, B KOTOPHIX MPOBOJIUTCS
KIIMHUYECKOE UCCIIEOBAHUE;

6) nmara BBIOAYM pa3pelICHHs] HA TMPOBEACHHE KIMHHYECKOTO HCCIeTOBaHUS U HOMEp 3TOTO
paspenieHus;

7) U3MEHEHUs, BHOCHMBbIE B MPOTOKOJ KIIMHUYECKOTO UCCIICOBAHMS.

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim zaxonom om 22 Oekaops 2014 2. N 429-d3 6 uyacmev 5 cmamou 40 nacmosueco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHenus, ecmynarowue ¢ cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyujell peoaxyuu
5. B cpok, He MpeBBIIIAIONINN TPUALATH pabounXx THEH co IHS MOTY4YeHUsS YKa3aHHOTO B 4acTu 4
HACTOSAIIEH CTaThU COOOIICHHsS, YIIOJTHOMOYEHHBINH (QeNepanbHblii OpraH WCIOJHUTEIHHONW BIIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAHOBICHHOM MM TOPS/IKE W TPUHUMAET pPEUICHHE O BHECEHUU
W3MEHEHUN B MPOTOKOJ KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO Ipernapara il MEAUIMHCKOTO
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NpUMEHCHHsI Wik 00 OTKa3e BO BHECCHMHM Takux wu3MeHeHwil. [Ipu paccMoTpeHuu cooOmeHust o
HEOOXOUMOCTH BHECEHHS W3MEHEHHUW B TMPOTOKOJ KIMHHYECKOTO WCCICAOBAHUS JIEKAPCTBEHHOTO
npemnapara Jjid MCAUIUHCKOTO IMTPUMCHCHUA B LCIIAX OLCHKHA OGOCHOBaHHOCTI/I npeararaCMbix W3MCHEHUI
" ONpCACIICHUSA CTCIICHU PUCKA MJIA MAMCHTOB, IPUHUMAIOMHUX Y4aCTUC B KIIMHUYCCKUX HCCICI0OBAHUAX,
YIIOJIHOMOYCHHBIM (beﬂepaJH)HI)IM opraHomMm HUCIIOJTHUTEIFHONM BJACTH MOT'yT IIPUBJICKATHCA ISKCIICPTHI
COBETa I10 3TUKE.

6. Knunuyeckoe wuccieqoBaHUE JIEKAPCTBEHHOTO Ipernapara Uil MEAUIIMHCKOTO MPUMEHEHHS
MOXET OBIThb TPHUOCTAHOBJICHO WM TPEKPALICHO, €CIIM B TPOLECCe €ro MpoBeAeHUs oOHapykeHa
OIMaCHOCTDb IJIA KU3HH, 3J0POBbA MAIMCHTOB. B CJ1ydya€ BOSHUKHOBCHUS OITACHOCTHU IJId )KHU3HHU, 3N0POBbA
ManueHTa, y4aCTBYHOIICTO B KIIMHUYCCKOM HUCCIICAOBAHUU JICKAPCTBCHHOT'O Ipcriapara Ay MCIAUIUHCKOTO
MIPUMEHEHMs], HCCIel0BaTeNn 00s3aHbl NPOMHPOPMUPOBATH 00 HSTOM PYKOBOAMTENS MEIULIMHCKOM
OpraHM3alii M OPraHu3alllIo, IMOJYYUBUIYIO pa3pelieHHe YIOJIHOMOYEHHOIro (eaepanbHOro opraHa
WCTIOTHUTENIbHOW BJIACTH HAa OPraHU3alMIO MPOBEACHUS KIMHUYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOTO
npenapara. PemieHue o npuoCTaHOBIEHUHM KIMHUYECKOTO MCCIIENOBAHUS JIEKApCTBEHHOIO Mpemnapara s
MCIUIMHCKOIO IMPUMCHCHUA HNPUHUMAKOT PYKOBOJUTCIIb MGI[HHHHCKOﬁ opraHusalvi H (I/IJ'II/I)
OpraHu3aIys, IOJYYHUBIIAs Pa3pelIieHue YIMOJIHOMOYEHHOTO ¢enepalbHOT0 OpraHa HWCHOJHUTEIBHOMN
BJIACTH HA OPraHU3al{I0 TMPOBEICHMSI KIMHUYECKOTO HCCIEIOBaHMS JIEKapCTBEHHOTO Ipemnapara yis
MCEOUIITMHCKOTO IMPUMCHCHUA, PEIICHUC (6] MIpEeKpalCHUu TaKoIo HUCCJICAOBaHUA MMPpUHUMAET
YIOJIHOMOYEHHBIN  (efiepanbHbIi  OpraH WCIOJHHUTEIBHOW BJIACTH HAa OCHOBAaHUU COOOIIEHUS B
MUCBMEHHOW (opMe PpPYKOBOIAUTENSI MEIUIIMHCKON OpraHu3aliil WM OpraHWU3alMs, MOTYYHBIIAs
paspellieHrne YHIOJHOMOYEHHOro (elepaibHOr0 OpraHa MHCIOJHUTEIbHOW BJIACTH Ha OpraHu3aluio
MIPOBEJCHUS KIIMHUYECKOTO UCCIIE0BAHUS JIEKapCTBEHHOTO Mperapara Juisi MEAUIIMHCKOTO TPUMEHEHHUS.

7. B cpok, HEe TIPEBBIMIAIINA AT pabovYMX JHEW CO JHS 3aBEepIICHUsS, TPUOCTAHOBICHUS WIIH
MPEeKpaIEeHUs] KITMHUYECKOTO MCCIIEI0BaHNUs JIEKApCTBEHHOTO Mpernapara Ui MEIUIIMHCKOTO TPUMEHEHUS,
cooliieHrne 00 ATOM HalpaBleTCs OpraHU3alusMHU, YKa3aHHBIMH B 4acTH 3 CTaTbd 38 HACTOSIIETO
denepanbHOTO 3aKOHA, B YIIOJHOMOYCHHBIH (efepaibHbId OpraH HWCIOJHHUTEIBHONW BIIACTH  II0
YCTaHOBJIEHHOM UM (opme.

8. ®opma cooOIIeHHUs O 3aBEpLICHUHM, NPUOCTAHOBICHUM WIM TNPEKPAUICHUH KIMHHYECKOTO
UCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpernapara Jjsi MeIUIIMHCKOTO IPUMEHEHUS I0JKHA COAePKAaTh:

1) uadopmaiio 0 MEAUIIMHCKON OpraHu3aliyd WM MEIULIUHCKUX OpraHU3alHsIX, MPOBOAUBIINX
JTAHHOE UCCIIEZIOBAHUE;

2) onucaHue JaHHOTO MCCIIE0BaHUS;

Wudopmanns 06 u3MEHEHUAX:

Deoepanvrvim zakonom om 11 okmsaops 2010 2. N 271-D3 6 nynkm 3 uacmu 8 cmamou 40 nacmosiuje2o
DedepanbHo20 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexcm nynkma 8 npedwvloyueli peoaKyuu

3) nanHbie uccienoBarens (pamuins, UMs, OTYECTBO, MECTO PabOThI, 3aHMMaeMasl JTOJHKHOCTb,
CIEIUATBHOCTD, CTaX pa0OTHI IO MPOrpaMMaM KIIMHHUYECKUX MCCIICI0BaHU JIGKapCTBEHHBIX MPEMapaToB,
MepeyeHb KIMHUYECKUX HCCIIETOBAaHHUI JIEKapCTBEHHBIX MPENaparoB, B KOTOPHIX OH MPUHUMAN y4acTHe
(Tmepuo/Ipl yuacTHsi) B KQ4ECTBE MCCIIEI0BATENs WK COUCCIIEIOBATENs);

4) pe3yabTar IaHHOTO HCCIEeNOBaHUs (3aBepIleHre, TPHUOCTAHOBICHNE UM TIPEeKpalieHue JAaHHOTO
WCCIIEZIOBAHUS C YKAa3aHHEM MX MPUYHH U BIMSHHUSA HA OLIEHKY €ro pe3ylbTaroB, OOIIYI0 OLIEHKY pUCKA H
OXKHUJAeMON TOJb3bl OT TPHUMEHEHUS UCCIEAYEeMOro JIEKapCTBEHHOTO IMpemapara, a TakKxke
MpeanoiaraeMple JajabHeime 1eicTBUS).

Wudopmanus 06 U3MEHEHUAX:

@eoepanvrvim 3axonom om 13 wuiona 2015 2. N 241-P3 uyacms 8.1 cmamvu 40 Hacmoswezo
DedepanbHo20 3aKOHA U3N0NHCEHA 8 HOBOU PeOaKyuu

Cm. mexcm yacmu 6 npeovloyujell peoaxKyuu
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8.1. Ilpu BesIBIeHHH (enepaabHBIM OpPraHOM HCIOJHUTEIFHONW BIIACTH, OCYILECTBISIOIIUM
(GYHKIIMM TIO KOHTPOJIO M HaA30py B cdepe 3IpaBOOXpaHEHHs, HAPYUICHMH TpaBuil HaJJIeKaleH
KJIMHUYECKON MPAKTUKM IPU IMPOBEIECHUU KIMHUYECKOI'O MCCIIEN0BaHUs JIEKAPCTBEHHOIO IIperapara,
BIMSIOUIMX HAa IOJHOTY M (WIM) JOCTOBEPHOCTH JAHHOTO KIMHUYECKOTO HCCIIENOBAHMS, YKa3aHHbBIN
(benepanbHBI OpraH MCHOJHUTENIFHOW BIACTH MPUOCTAHABIMBAET NPOBEICHHE TAHHOTO KIMHUYECKOTO
UCCJIEJIOBAHUSI U BBIHOCUT MEAMIIMHCKOM OpraHu3aliy, B KOTOPOIl MPOBOAUTCS JAaHHOE KIMHHUYECKOE
HCCIICIOBAaHME, TMpEANMucaHne 00 YCTpaHeHMM BBISBICHHBIX HapymeHuid. [Ipy  HeycTpaHeHUH
MEIUIMHCKOM OpraHu3alyeil BBIABICHHBIX HApYLICHWM B YCTAHOBJIEHHBIM B IPEANMCAHUU CPOK
yKa3aHHbI (denepanbHbli OpraH MCIOJHUTEIbHOW BIIACTU IPUHUMAET PEUICHHUE O MPEeKpalleHUH
MIPOBEJCHUS] KIMHUYECKOTO HCCIIEOBAaHUs JIEKAPCTBEHHOIO Ipernapara U HampasiseT B (deaepanbHbIN
OpraH HUCIHOJHHUTEIbHOM BJIAacTH, OCYLIECTBISIOUMI (QYHKIMM 1O BbIpaOOTKE U  peanu3aluu
rOCy1apCTBEHHOW MOJUTUKM W HOPMAaTHBHO-IIPABOBOMY pETryIMpPOBaHHUIO B cdepe 31paBOOXpaHEHMUS,
3aKJIFOYEHHE O BBISIBICHUU NPHU MPOBEACHUU JAHHOTO KIMHHYECKOTO MCCIIEO0BAaHUS HAPYIIEHUN MpaBUI
HaJuIeXKalleld KIMHUYECKON MPAaKTUKU JUIsl IPUHATHS pelieHusl 00 OTMEHE pa3pelleHUs] Ha OpraHu3aluio
MIPOBEJCHUS JaHHOTO KIMHHYECKOTO MCCIEOBaHMUS C JaThl MPUHSATHS PEUICHUS O MPHOCTAHOBICHUU
MPOBEJCHUS KIIMHUYECKOTO UCCIIEOBaHMS JIEKApCTBEHHOTO Mpenapara.

9. VYnonHoMOYeHHbIN (¢enepanbHbIil OpraH HCIOJIHUTEILHOW BIACTH OIYOJMKOBBIBACT H
pasMmeriaer Ha cBoeM odunuanbHoM caite B cetu "MHTepHer" cooOuieHMe O 3aBepLICHUH,
MIPUOCTAHOBJICHUH WJIH MPEKpalleHUH KIMHUYECKOTO MCCIEeN0BaHUsl JIEKApCTBEHHOIO Mpernapara s
MEIMIIMHCKOTO MPUMEHEHUS B CPOK, HE MPEBBIMIAONUN HATH pabouux AHEW cO JHS €ro MoydyeHus, B
YCTaHOBJIEHHOM UM MOPSAKE.

10. VYmosHOMOYEHHBIN (enepanbHbIii OpraH HMCHOJHUTEIBLHON BIIACTH OCYIIECTBISIET BEIACHHUE
peecTpa ucciaeaoBarenei, NpOBOIAIINX WIA MPOBOJMUBIINX KIMHUYECKUE MCCIEIOBAHUS JEKApCTBEHHBIX
IpenaparoB sl MEIULHUHCKOTO INPUMEHEHHs, B COOTBETCTBUHU C YTBEPKICHHBIMHM WM NPaBWIAMH M
pasMemiaer ero Ha cBoeM oduimanbHOM caiite B cetn "MHTepHeT" B YCTAHOBJIEHHOM WM TODSJIKE.
VYKazaHHBIN peecTp COACPNKUT UHPOPMALIHIO, MPEAYCMOTPEHHYIO ITYHKTOM 3 9acTH 8 HACTOSIIEH CTAThU.

11. Otuer o pe3ynbrarax KIMHAYECKOTO HMCCIECIOBAHMUS JIEKAPCTBEHHOTO TMpenapara st
MEIUIMHCKOTO IPUMEHEHHUsI COCTABIISIETCA OpraHU3alMel, yKa3aHHOMW B 4acTu 3 cTaThbu 38 HACTOAILETO
@enepanbHOTO 3aKOHA, HA OCHOBAHMM 3aKJIFOYEHUN MEIULMHCKUX OpraHu3alMi, MPOBOJIMBILUX 3TO
UCCIIEZIOBAHNE, U TPEICTABIACTCS B YIIOJIHOMOUYEHHBIH (enepalbHblii opraH UCHOJHUTEIBHOW BIACTH,
BBIJIABIINI pa3penieHre Ha IPOBEACHUE 3TOI0 UCCIIEI0BAHNUs, B CPOK, HE IPEBBIILIAIOIINN TPEX MECSILIEB CO
JHS €ro 3aBEepILICHHUs, MPHUOCTAHOBICHUS WM MNPEKPALICHUs, B MOPSAAKE, YCTAaHOBJIECHHOM
YIOJIHOMOYEHHBIM (pefiepaibHbIM OPraHOM UCIOJIHUTEIBHOM BIACTH.

Wudopmannus 06 n3MEHEHUAXK:

Deodepanvrvim 3akonom om 22 oexkabps 2014 2. N 429-®@3 ¢ uacmev 12 cmamovu 40 nacmosiuezo
DedepanvbHoeo 3aKOHA BHECEHbL UsMeHeHUsl, ecmynalowue ¢ cury ¢ 1 utons 2015 e.

Cm. mexcm uacmu 6 npeovloyuetl pedaKyuu
12. Hapymenue mnpaBui HaJuIekKalled KIMHUYECKON NpaKkTUKU, (anbCUPHUKAIMS pPe3yIbTaToB
KJIIMHUYECKOTO HCCJIEIOBAaHMS JIEKAPCTBEHHOTO Ipenapara Al MEJUIUHCKOTO MPUMEHEHHUS BJIEKYT 3a
co00i1 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/AATENbCTBOM Poccuiickoii @enepanuu.

Wudopmanus 06 U3MEHEHUAX:

Deodepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-D3 6 yacms 13 cmamou 40 nacmoswezo
DedepanbHo20 3aKOHA 8HeCceHbl UsMeHenus, ecmynarowue ¢ cuny ¢ 1 utons 2015 e.

Cm. mexcm uacmu 6 npeovioyujell pedaKyuu
13. Ilpu nmpoBeaeHNN KIIMHUYECKOTO MCCIIEA0BAaHNUS JIEKAPCTBEHHOTO IIpenapara Juis MEJUIIMHCKOTO
MPUMEHEHHsI JIONyCKaeTcsl 3a00p y MAIMeHTOB OMOJOTHMYECKUX MaTepualioB (0Opa3isl OHMOJIOTMYECKHX
KHUJIKOCTEH, TKaHeW, CEKpPEeTOB M TNPOIYKTOB JKHU3HEAEATEIbHOCTH YeNOBeKa, (U3UOJIOTHUYECKUX HU
MaTOJIOTUYECKUX BBIJENICHUH, MA3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHW3MOB, OMOIICHMIHBIN Marepuan)
s ux u3ydenus B Poccuiickoit @eneparnun u (nnm) 3a npeaenamu Poccuiickoit denepanuu.
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Wupopmanust 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 oexaops 2014 2. N 429-@3 ¢ uacms 14 cmamou 40 Hacmosweeo
DedepanvbHo20o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cuny ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
14. Tlopsinox BBo3a B Poccuiickyto @enepanuio u BbIBO3a 3a mpezenbl Poccuiickoit deneparnuun
OMOJIOTMYECKNX  MAaTepUaIOB, TIOJYYCHHBIX IPU  TPOBEACHUW  KIMHUYECKOTO  HCCIICTOBAHUS
JIEKapCTBEHHOTO TMpemnapara Uil MEAMIIMHCKOTO TPUMEHEHHUs, ycraHaBiauBaeTcs [IpaBurenbcTBoM
Poccuiickoit @enepanuu.
TAPAHT:

CM. xoMMeHTapuH k crathe 40 HacTosuiero deaepanbHOro 3aK0Ha

Cratbs 41. JloroBop 0 MpOBEACHUU KIMHHUYECKOTO HCCIEIOBAHHS JIEKAPCTBEHHOTO TMperapara
I MEAUIUHCKOTO ITPUMEHCHUA

1. Kiamanueckoe HCCJIICAOBAHUC JICKAPCTBCHHOI'O IIpriapara A MEAUIMHCKOTO IMPUMCHCHUA
MPOBOJUTCA B COOTBETCTBUU C JOTOBOPOM O MPOBEAECHUH KIMHUYECKOTO HMCCIEIOBAHUS JIEKAPCTBEHHOTO
nmpemapara ajId MCAUINUHCKOIO IMPHUMCEHCHUSA, 3aKJIIIO4aCMbIM MCKIY opraHmauHeﬁ, HOJ'Iy‘IPIBIHGfI
paspellieHrne YIOJHOMOYEHHOro (heiepalibHOr0 OpraHa MCIOJHUTENIBHON BIACTH Ha OpraHU3aluIio
MPOBEJICHUS] TAKOTO MCCJIENOBaHUS, W MEIUIMHCKOW OpraHu3anuen, OCYIIECTBISIONIEH TPOBEACHUE
TAKOTO UCCIIEI0OBAHHUSL.

2. JloroBop 0 MNpPOBENCHUU KIMHUYECKOTO MCCIEAOBAHUSA JIEKapCTBEHHOIO IIpernapara s
MEIUIMHCKOTO IPUMEHEHUS JOKEH COAEepPKaTh:

1) ycoBuS ¥ CPOKHM MPOBENEHUS JAHHOTO HCCIIEIOBAHMUS;

2) ompeneneHue oOIIEH CTOMMOCTH MPOTPaMMBbl JAHHOTO HCCIEIOBAHMS C YKAa3aHUEM CYMMBI,
MPEIHA3HAYAOIIENCS ITIs1 BBIIIIAT UCCIIEA0BATENSAM, COMCCIIEN0BATEIISAM;

3) ompenenenue GopMbl MPEICTABICHUS PE3YAbTATOB IAHHOTO MCCIIEAOBAHUS B YIIOJIHOMOYEHHBIN
(dbenepanbHBI OpPraH UCIIOJIHUTEIBHOW BIIACTH.

T'APAHT:

CwM. KOMMCHTAPHHU K CTAaThC 41 HaCTOAIICTO CDez[epanLHoro 3aKOHa

Cratbs 42. ®uHaHCOBOE OOECIIeUeHNE KIIMHUYECKOTO MCCIIEAOBAaHMS JICKAPCTBEHHOTO Iperapara
VTS METUITUHCKOTO TIPUMEHECHUS

®duHaHCOBOE O0ECIeYeHNEe KIMHUYECKOTO HCCICIOBAHUSI JICKAPCTBEHHOTO Iperapara s
MEIUIIUHCKOTO TPUMEHEHHS OCYIIECTBIISETCS 3a CUET:

1) cpenctB denepaabHOTO OFOIKETA;

2) CpeAcTB OpraHM3allii, IMOJYYHMBIIUX pa3pelICHUE Ha OPraHMU3alUI0 TPOBEICHHS JTAHHOTO
WCCIIIOBAHHUS, B COOTBETCTBHHU C YCIOBUSIMH JIOTOBOPA O €r0 IMPOBEICHUMY;

3) MHBIX HE 3alpelIeHHBIX 3aKOHOIaTeIbcTBOM Poccuiickoit denepaniu HCTOYHUKOB.

TAPAHT:

CwM. KOMMCHTApPHH K CTAaThC 42 HaCTOAIICTO <De):[epanLHoro 3aKOHa

Crartba 43. HpaBa ManMCHTOB, YYAaCTBYIOIIHUX B KIIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'O
npemnapara it MEAUIUHCKOTO ITPUMCHCHU AL
1. VYwuacrtue MalMeHTOB B KIMHHUYCCKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O IIp€liapara JIsd
MCIUIMHCKOT'O MTPUMCHCHUS ABJIACTCS I[O6pOBOJ'IBHBIM.
T'APAHT:

OO0 opraHuzalmu OTHAENCHUM KIMHUYECKUX HCTBITAHUNA JIEKApCTBEHHBIX IPENapaTtoB Ha 3I0POBBIX
N00poBOIbLAX cM. puka3z Munzapasa PO or 25 asrycra 1992 1. N 235
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2. TlanueHT WM ero 3aKOHHBIH NPENCTaBUTENb JOJDKEH OBITh MH(POPMUPOBAH B IMHUCHMEHHOM
dopme:

1) o nexapcTBEHHOM IIpenapare sl MEAULHUHCKOTO NPUMEHEHMS] M CYLIIHOCTH KIMHUYECKOIO
UCCIIEIOBAaHMS 9TOTO JIEKAPCTBEHHOTO IIPErapara;

2) o0 6e30MacCHOCTH JICKAPCTBEHHOTO Mpernapara Ui MEIUIIMHCKOTO TIPUMEHEHHS, €r0 OKUIaeMOM
3 PEKTUBHOCTH U CTETIEHHU PUCKA IS TAIIUEHTA,

3) 00 ycioBUSAX ydacTHsl MalMEHTa B KIMHUYECKOM HCCIICIOBAHUH JICKAPCTBEHHOTO Ipernapara s
MEAULMHCKOTO IPUMEHEHUS];

4) o umenu WM UENAX U IPOJOJDKUTEIBHOCTH KIMHUYECKOTO MCCIEI0BAaHUS JIEKAPCTBEHHOTO
npemnapara Juisi MEJUIIMHCKOTO TPUMEHEHUS;

5) o neicTBUAX MalueHTa B Ciydyae HENpeABUACHHBIX 3((EKTOB BIUSHUS JEKapCTBEHHOTO
npemnapara Jiuisi MEJUIIMHCKOTO IPUMEHEHUS Ha COCTOSIHUE €T0 3/I0POBBS;

6) 00 ycioBHsX 0053aTEIBHOIO CTPAXOBAaHUS JKU3HHU, 3/I0POBbS MAIIUEHTA;

7) O rapaHTUsX KOH(UICHIMAIBHOCTH YJYacTUsl MAallMeHTa B KIMHUYECKOM HCCIIEJOBaHUU
JIEKapCTBEHHOTO Mpenapara i MeIULIUHCKOTO TPUMEHEHUS.

3. JIoOpoBoOaBbHOE comIacue MalUeHTa Ha y4acTHe B KIIMHUYECKOM HCCIIEJOBAHUU JIEKAPCTBEHHOTO
mpernapara s MEIUIIMHCKOTO TMPUMEHEHUS MOATBEPKIAETCS €ro IMOANUCHI0 WM MOJMHCHIO €ro
3aKOHHOTO MPEICTaBUTENS Ha HHPOPMAIIMOHHOM JIMCTKE MallUEeHTa.

4. TlauvieHT WM €ro 3aKOHHBIM MNPEACTABUTENb HMEET IPaBO OTKAa3aTbCi OT Yy4YacTus B
KIIMHUYECKOM HCCIIEZIOBAaHUU JIEKApPCTBEHHOTO IIperapara JUlsi MEIUIUHCKOrO MPUMEHEHHs Ha 000l
CTa/IuY MPOBEJCHMSI TAKOTO UCCIIEIOBaHMUSI.

Wudopmanus 06 U3MEHEHUAX:

Deodepanvrvim 3axonom om 22 oxmsops 2014 2. N 313-@P3 6 uacme 5 cmamwvu 43 nacmosuez2o
DedepanvbHoeo 3aKOHA HECeHbl USMEHEHUs, 6CMYnarnwue 8 CUly no ucmeyeHuu mpuoyamu OHell nocjie
OHA 0huyuaIbHO20 0NYOIUKOBAHUS HA38aHH020 DedepabH020 3aKOHA

Cm. mexem wacmu 6 npedvloyujeli peoaKyuu

5. IlpoBeneHne KIMHUYECKOTO HCCIEIOBAHMs JICKAPCTBEHHOIO IIpemnapara Uil MEAMIIMHCKOIO
IIPUMEHEHMSI C y4aCTHEM B KauyeCTBE MALIUEHTOB AETEH JIOIYCKAETCsA TOJIBKO C COIVIACHsl B MMCbMEHHOMU
dopme uX poauTened, yCblHOBUTENEH. JleTM MOryr paccMarpuBaThCsi B KaueCTBE HNOTEHIMAIbHBIX
NAIMEHTOB TAKOI'0 MCCIEJOBAaHUs, TOJBKO €CIIM €ro MpOoBeIeHNE HEOOXOAUMO JUIsl YKPEIUIEHUs 370pPOBbs
nered Wi npouiIakTuku MH()EKUHOHHBIX 3a00J€BaHUI B JIETCKOM BO3pacTe JMOO €ClIU LEeNbI0 TaKoro
UCCIICIOBAHNS SBJIACTCA NOJNYYCHHME NAHHBIX O HAWIydIIed JO3MPOBKE JIEKAPCTBEHHOIO IIpenapara s
JedeHus JeTed. B 3THX ciydasX TakoMy MCCIENOBAaHUIO JIOJDKHO IIPEALIECTBOBATh KIMHUYECKOE
UCCIIEJIOBAHUE JIEKAPCTBEHHOIO Ipenapara Julsi MEIMLHMHCKOTO IIPUMEHEHHUS Ha COBEPLIECHHOJETHHUX
IpaXKJaHax, 32 UCKJIIOUYEHUEM CIIy4acB, €CIU UCCIIELYEMBIN JIEKapCTBEHHBIN Ipenapar A1 MEJULMHCKOTO
IIPUMEHEHMS TPEHA3HAYEH UCKIIIOUUTEIBHO Ul NCII0JIb30BAaHNUS HECOBEPIICHHOJIETHUMU T'PaKJaHaAMHU.

6. 3ampemaercs IPOBENCHHE KIMHUYECKOTO HCCIENOBAaHUSA JIEKAPCTBEHHOIO IIpernapara Jyis
MEAMLIMHCKOTO NPUMEHEHMS C yYaCTHEM B KaUECTBE MALlMCHTOB:

1) nereii-cupoT u Aerei, ocTaBIIUXcs 0e3 MOMEUYEHHs POJUTENCH;

2) SKEHIIMH B TepHoA OEpeMEHHOCTH, KEHIIMH B IMEPUOJl TPYIHOTO BCKAPMIIMBAHMS, 3a
HCKIIFOYEHUEM CIIYy4aeB, €CIU IPOBOAMUTCS KIMHUYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO IIpernapara,
NPEAHA3HAYEHHOTO /ISl YKa3aHHBIX JKEHIIWH, MPU YCIOBUU HEOOXOAMMOCTH MOJy4eHHUs HHMOpMaIUH
TOJIBKO BO BpeMs MPOBEACHUSA COOTBETCTBYIOIIMX KIMHUYECKUX HCCIEAOBAHUM W IPUHATUSA BCEX
HEOOXO/IMMBIX Mep MO HCKJIIOYEHUIO PHUCKA HAHECeHMs Bpela JKEHIIMHE B Tepuoj OepeMeHHOCTH,
KEHIIMHE B MIEPHOJ I'PYIHOTO BCKapMIIMBAHUS, IJIOAY UM PEOCHKY;

3) BOGHHOCHYXaIUX, 3a HCKIIOYEHHUEM CJIy4aeB IPOBEACHUS KIMHUYECKOTO HCCIICT0BAHUS
JIEKApCTBEHHOTO IMperapara, CHelHalbHO pa3padOTaHHOTO Ui TPUMEHEHUS B YCIOBHSIX BOEHHBIX
NeWCTBUH, Ype3BBIYAMHBIX CUTYAIMH, MPO(UIAKTUKY U JIeueHUs 3a00JIeBaHUN U TIOPAKEHUH, TTOJTyYEHHBIX
B pe3y/bTaTe BO3JEHCTBHS HEONAaronpUATHBIX XUMHUYECKUX, OMOIOTHYECKUX, PAJHALMOHHBIX (PAKTOPOB.
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Knuandeckoe wuccnenoBaHUE TaKOrO JIGKAPCTBEHHOIO Mpernapara MOKET MPOBOAUTHCA C y4acTHEM B
KauecTBEe MAI[MCHTOB BOCHHOCTYXKAIUX, 32 HCKIIOYCHHEM BOCHHOCTYXKAIIUX, MPOXOJSIIMX BOCHHYIO
CIIY’KOy TIO TIPU3BIBY, C COONIONCHIEM TPeOOBaHUM, YCTAHOBICHHBIX HACTOAINM DenepaabHbIM 3aKOHOM B
OTHOIIICHUH TPaXTaHCKHX JIUIL;

4) cOTpyIHUKOB IPaBOOXPAHUTEIIbHBIX OPraHOB;

5) 5, OTOBIBAIOIIMX HAKa3aHWE B MECTaxX JIMIICHUS CBOOOMBI, a TAKXKE JIUI], HAXOSIIIUXCS O]
CTpaXKeil B CIICJICTBEHHBIX U30JIATOPAX.

7. JHormyckaercst TpoBeICHNUE KIMHUYECKOTO WCCIENOBAaHUS JICKAPCTBEHHOTO IIperapara s
MEIHMIIMHCKOTO MPUMEHEHHUS, MPEIHASHAYCHHOTO JUIS JICYCHHS IICHXHMYECKHX 3a00JICBaHUM, C y4acTHEM B
KadecTBE IMAlMEHTOB JIUI] C ICHXUYECKUMHU 3a00JIEBAaHUSMU, MIPU3HAHHBIX HEIEECIIOCOOHBIMU B MOPSIJIKE,
YCTAHOBJIEHHOM  3akoHozaresibcTBOM  Poccuiickoir ~ ®enepanun.  KnuHuueckoe — HMCCieOBaHHUE
JICKApCTBEHHOTO Tpernapara B 3TOM Cliydae MPOBOIUTCS TPU HAIWYUHU COTIIACHUS B MHUChMEHHOW (opMme
3aKOHHBIX MPEJACTABUTEIICH YKa3aHHBIX JIHII.

TAPAHT:

CMm. koMMeHTapuu K cratbe 43 HacTosmero denepanbHOro 3aKoHa

NHudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3akonom om 29 nosops 2010 2. N 313-@3 cmamovs 44 nacmoswezo Dedepanvroco
3aKOHA U30JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 aneaps 2011 e.

Cm. mexcm cmamovu 8 npedvbloyuyell pedaxKyuu
Crarbst 44. OO0s3aTenbHOE CTPAaxOBaHWE J>KU3HHU, 370POBbS TMAIMEHTA, YYacCTBYIONIETO B
KIIMHUYECKOM  HCCJIEeIOBAaHMU  JIGKAPCTBEHHOro  Ipemapara Uil METUIMHCKOTO
MIPUMEHEHUS

1. Opranuzanus, MOONy4YUBIIAs paspellieHHe Ha OPraHu3alMi0 MPOBEACHUS KIMHHUYECKOTO
WCCIIEZIOBAHMS JIEKAPCTBEHHOTO TMpernapara s MEAULIMHCKOTO TpHUMEHEHUus, o0sf3aHa B KauecTBe
CTpaxoBaTelisl CTPaxoBaTh PUCK MPUYMHEHUS BPEAa KU3HHU, 30POBBIO MAIMEHTa B pe3y/bTaTe MPOBEACHUS
KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara JUisi MeIUIIMHCKOrO MPUMEHEHHUs 3a CBOM cueT
IyTEeM 3aKJIFOYEHHS I0TOBOpa 0053aTEIbHOTO CTPaXOBaHUS.

2. OObeKToM 00s3aTeIbHOTO CTPaxOBaHUS SBJISETCS HUMYIICCTBEHHBIM HWHTEpeC IMalKeHTa,
CBSI3aHHBIN C MPUYMHEHUEM BpE/la €ro >KU3HU WIH 3[0POBBIO B pe3yiabTare MPOBEACHUS KIMHUYECKOTO
MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara Jjsi MEIUIIUHCKOTO IPUMEHEHUSI.

3. CTpaxoBbIM CIIy4yaeM IO JOTOBOPY 00S3aTENILHOTO CTPAXOBAHHUS SIBJISETCS CMEPTh MAallMeHTa WU
YXYIIIEHHE €ro 37I0POBbs, B TOM YKCJIE BIEKYIee 32 COOOM yCTaHOBJICHHE WHBAIHUIHOCTH, IPU HATUYUU
MPUYMHHO-CIICICTBEHHON CBA3M MEXAY HACTYIUIEHUEM JTOr0 COOBITHS M YydYacTHEM TMalheHTa B
KIIMHUYECKOM HCCIIeIOBaHUU JIKAPCTBEHHOT'O IIpernapara.

4. TpeOoBanusi O BO3MELICHHH Bpeda, NPUYMHEHHOTO >KM3HM WM 3JI0POBBIO TMAIMEHTA,
NPEObSIBISIIOTCS B TEUEHHE  CPOKOB  HCKOBOM  JAaBHOCTH,  YCTAHOBJIEHHBIX  T'PaXkJIaHCKUM
3aKOHOJIATEIHCTBOM.

5. Pa3Mep cTpaxoBoii BEITUIATHI IO IOTOBOPY 00s13aT€TFHOTO CTPaXOBAaHUS COCTABIISET:

1) B cimydae cMepTd MalMeHTa J[Ba MUJUIMOHA pyOiel Ha KaK[I0ro MalMeHTa, y4aCTBOBABIIETO B
KJIIMHUYECKOM HCCJIEI0BaHUU JIEKAPCTBEHHOTO Iperapara;

2) npu yXyAlIeHUH 310POBbs MAIUEHTA!

a) TIOBJNIEKIIEM 3a cO0O¥ YCTaHOBIIEHUE MHBAIUTHOCTH | TPYyMIbI, OJUH MHIJUIHOH MATHCOT THICSY
pyoneil Ha KaXAO0ro TMalueHTa, y4YacTBOBABIIETO B KIMHUYECKOM HCCIEOBAaHUM JIEKAPCTBEHHOTO
npenapara;

0) moBnekieM 3a co0oil ycraHoBiIeHHEe WHBaMHIHOCTH Il Tpymmbl, ogWH MWIUIHOH pyOned Ha
Ka)KJIOTO MaI[MeHTa, yYaCTBOBABILIETO B KIMHMYECKOM UCCIIEIOBAHUHU JIEKaPCTBEHHOTO Mperapara;

B) MOBJEKIIEM 3a co0ol ycraHoBieHue wHBanuAHOCTU III rpynmbl, mATHCOT ThICAY pyOnell Ha
Ka)KJIOTO Mal[MeHTa, y4aCTBOBABILIErO B KIMHUYECKOM MCCIIEJOBAaHUH JIEKAPCTBEHHOTO Ipernapara;
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Wupopmanust 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 oexadps 2014 2. N 429-D3 noonynkm "2" nynkma 2 wacmu 5 cmamou 44
Hacmosawe2o DedepanbHo20 3aKOHA U3NLOHCEH 8 HOBOU pedakyuu, ecmynaroujei 6 cuny ¢ 1 urona 2015 2.

Cm. mexcm noonyHKkma 8 npeovioyujeli peoaxkyuu
T') HE TIOBJICKIIIEM 3a CO0O0M yCTaHOBJICHHS HHBAIMAHOCTH, HE 00Jiee YeM TPHUCTA ThICSY pyoOiel Ha
Ka)X/IOTO TIAICHTa, YIaCTBOBABIIETO B KIIMHUYSCKOM HCCIIEIOBAHUH JICKAPCTBCHHOTO Ipemnapara, UCXosl
M3 HOPMAaTHBOB, OTPAXKAIOIIMX XapaKTep WM CTENEHb TOBPEXKICHUS 370POBBS, a TakkKe (PaKTHUICCKH
MMOHECEHHBIX MAIUEHTOM PACXOJIOB, BBI3BAHHBIX TOBPEKJICHHUEM 3JI0POBbS, Ha MEIUIIMHCKYIO ITOMOIIIb,
MPUOOpETEHUE JICKAPCTBEHHBIX MPEMAPATOB.
6. Yrparuna cuiy ¢ 1 utons 2015 1

Wnpopmanust 06 M3MEHEHHSX:

Cm. mexem wacmu 6 cmamou 44
7. Cpox nmoroBopa 00s13aTeIBLHOTO CTPaxXOBaHUS HE MOXET OBITb MEHEEe, YeM CPOK IMPOBEICHUS
KJIIMHUYECKOTO UCCIIeIOBaHUS JIEKAPCTBEHHOTO TIpenapara.

Wnpopmanust 006 M3MEHEHUSIX:

Deoepanvrvim saxonom om 22 Oekaops 2014 2. N 429-D3 6 uyacms 8 cmamvu 44 nacmosuezo
DedepanvbHo2o 3aKOHA 8HECEHbL UsMeHeHUs, ecmynalowue 6 cury ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu

8. VYcnoBusi noroBopa 00s3aTENBHOIO CTPAaXOBaHHS, B TOM YHCIE CTpaxoBble Tapudbl 1O
00s13aTeTPHOMY CTPAaxXOBaHHIO, TepeueHb HEOOXOAUMBIX JIOKYMEHTOB JUISI OCYIIECTBIICHHUS CTPAaXOBOM
BBIIUIATHI, TMOPSAOK YCTAHOBJICHUS CTpaxoBaTelieM WHIMBUIYAIbHOTO HAECHTU(UKAMOHHOTO KOJa
ManueHTa, NopsAI0K MH(OOPMUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBICYCHHBIX K KIMHUYECKOMY
MCCIIEIOBAHMIO JIEKAPCTBEHHOTO Ipenapara Jjsi MeIUIUHCKOTO IPUMEHEHHSI MTallMeHTax, MOPSI0K YIIaThl
CTPax0oBOM MpEeMUH, MOPAIOK pealn3alny OnpeaeneHHbIX HacTosmnM denepaibHbIM 3aKOHOM U IPYTUMHU
(dbenepanTbHBIMU 3aKOHAMU TIPaB M OOS3aHHOCTEHW CTOPOH MO JOTOBOPY OOS3aTEIbHOTO CTPAaxOBaHUS, a
TaKkKe HOPMAarWBBI, OTPAXKAlOIIME XapakTep M CTENEHb IMOBPEXKJEHUS 370POBbs, YCTaHABIMBAIOTCS
TUTIOBBIMHU TTPABUIIAMHU 00S3aTEIBHOTO CTPAaXOBaHUSI.

9. B ciiyuae npuuuHEeHHs Bpena *KU3HU NAIlMEHTa, yYaCTBOBABIIETO B KJIMHUYECKOM HCCIIEI0OBAaHUH
JIEKapCTBEHHOTO TMpernapara, BBIFOAONPUOOpETaTeNsIMU TI0  JIOTOBOPY OO0SI3aTENBHOTO  CTPaXOBaHUS
SBIIIOTCA TpaxkJAaHe, MMEIOIIME IPaBO Ha BO3MEIIEHUE BpeAa B Clydyae CMEpPTH KOpMUJbLIA B
COOTBETCTBUM C I'PAKIAHCKUM 3aKOHOJATEILCTBOM, MPH OTCYTCTBUM TaKUX FPAXKIAH - POAUTENH, CYMPYT,
JeTH YMEPUIEro MalleHTa, y4acTBOBABIIETO B KIIMHUYECKOM HCCIIEOBAHUU JIEKAPCTBEHHOTO Mpenapara, B
cllydae CMEpPTH MallMeHTa, Y4acTBOBABILIETO B KIMHUYECKOM HCCIIETOBAaHUH JICKAPCTBEHHOTO Mperapara u
HE HMEBIIEr0 CaMOCTOSTENILHOTO JIOXOAa, - TpaXKIaHe, Ha IKIUBEHHH KOTOPBIX OH HAXOAWJICS, B
OTHOILIIGHWU BO3MEIICHHUS pAcXOJOB Ha TMOrpedeHHe TMalMeHTa, Y4YacTBOBABILIETO B KIMHUYECKOM
UCCIIEIOBAHUU JIEKAPCTBEHHOTO Ipernapara, - JIMII0, IIOHECIIEee TAKUE PACXO/bI.

10. CrpaxoBas BbIIIaTa B CYET BO3MEIICHUS Bpelna, NPUYMHEHHOTO >KHU3HU TMAIMEeHTa,
Y4acCTBOBABIIETO B KIMHHUYECKOM HCCIEOBAaHUM JIEKAPCTBEHHOIO Mperapara, pachpeaeiseTcss Mexay
BBITOJIOTIPUOOPETATENSIMHU MPOTIOPIIMOHATBHO UX KOTUYECTBY B PaBHBIX JOJISX.

11. Tlpu HaCTymJIEHHHM CTPaxXOBOTO cClyyash TMAlMEHT, Y4YacTBOBAaBIIUN B KIUHHYECKOM
UCCIIeIOBAaHUHU JIEKAPCTBEHHOTO Iperapara, BRIro0NprHoOpeTaresb BIpaBe NPEeAbIBUTh HETOCPEICTBEHHO
CTPaxXOBIIUKY TpeOOBaHHE O BO3MELICHMM NpUUYMHEHHOro Bpena. CTpaxoBas BbIIJIaTa OCYILECTBISAETCS
CTPAXOBILMKOM B T€YEHHE TPULATH JHEH CO JHS MpPEACTaBICHUs HEOOXOIUMBIX JIOKYMEHTOB. [laruenT,
Y4aCTBOBABIINKA B KIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOTO Tpernapara, WiH BhIFOAONpUOOpeTaTehb
00s3aH  COOOILIUTh CTPAXOBIIMKY JJIs OCYIIECTBICHUS CTPAXOBOW BBIJIATHl  HHIUBUIYATbHBIN
UICHTU(UKAIIMOHHBIN KOJ TAaIlMeHTa, YCTAHOBJICHHBIN CTpaxoBaTeleM B COOTBETCTBUU C THUIIOBLIMU
rpaBuIaMu 0053aTeTHbHOTO CTPAXOBAHHUSL.

12. Jlo mosHOro ompeneneHust pa3Mepa MOJJIKALIEr0 BO3MEIIEHUIO Bpelda CTPAaxOBIIMK 10
3asIBIICHUIO MAIMEHTa, YYaCTBOBABIIEr0 B KIIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOTO IMpemnapara, Uuiu
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3asBJICHUIO BBITOJONIPHOOpETATENsl BIIPaBE OCYIIECTBUTH YaCTh CTPAXOBOW BBIIIATHI, COOTBETCTBYIOIIYIO
(axTHYeCKH OTpeesIeHHON YacTH MPUYMHEHHOTO Bpea.

13. CrpaxoBas BbIIIaTA B COOTBETCTBUU C JOTOBOPOM 0053aTENFHOTO  CTpPaxOBaHUS
OCYIIIECTBIISIETCS HE3aBUCUMO OT BBIIUIAT, IPUYUTAIOLINXCS IO JPYTUM BUJIAM CTPAaXOBaHMUSL.

14. He pomnyckaercss ywacTHe NallMeHTa B IPOBEACHUU KIMHUYECKOTO HCCIIEJOBAHUS
JIEKapCTBEHHOTO IIpenapara Ipu OTCYTCTBUU J0TOBOPA 0053aTEIBHOIO CTPAXOBAHMSI.

15. KoHTposib 3a HCHOJHEHHEM OpraHM3alMel, IOJYyYMBIIEH pa3pellieHue Ha OpraHu3aluio
IIPOBEJCHUS KIIMHUYECKOTO MCCIIEAOBAHUS JIEKAPCTBEHHOIO Ipernapara Jjs MEAUIIMHCKOTO MPUMEHEHUs,
YCTaHOBJIEHHOW HACTOSIIEH CTaThel OOSM3aHHOCTH MO O0S3aTENbHOMY CTPAaXOBAHUIO >KU3HHU, 3I0POBbBS
MalMeHTa, y4aCTBYIOLIETo (y4aCcTBOBABIIETO) B KIIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOTO Mperapara,
OCYIIECTBIISIETCS YIOJIHOMOYEHHBIM (enepaibHbIM OPraHOM HCIOJHUTENLHOM BIIACTH, BBIJABIINM
paspellieHre Ha IpoBeIeHNE KIMHUYECKUX UCCIIEOBAaHUN JIEKapCTBEHHBIX MIPENapaToB AJisi MEAUIIMHCKOTO
MIPUMEHEHMSL.

TAPAHT:

CM. KoMMeHTapuH K craTthe 44 HacTosuiero deaepajbHOrO 3aKOHa

I'nasa 8. IIpou3BOACTBO U MAPKMPOBKA JIEKAPCTBEHHBIX CPEACTB

Crarbs 45. [Ipon3BoACTBO JEKAPCTBEHHBIX CPEACTB

NHudopmarys 06 n3MEHEHHX:

Deodepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uacmv 1 cmamvu 45 nacmosiwezo
DeodepanvbHoeo 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm yacmu 6 npedvloyuell pedaKyuu

1. TIpow3BOACTBO JIEKAPCTBEHHBIX CPEJICTB JOHKHO COOTBETCTBOBATH TPEOOBAHUSAM ITPABUII
HaJyIeKaIed MPOU3BOJACTBEHHOW MPAKTUKH, YTBEP)KJICHHBIM YIIOJHOMOYEHHBIM (peiepaibHbIM OPraHoOM
WCIIOTHUTENIbHON BiiacTH. OCOOCHHOCTH Tepexoja MPOM3BOACTBA OTACIBHBIX JICKAPCTBEHHBIX CPEICTB K
WX MPOU3BOJCTBY B COOTBETCTBHU C TPEOOBAHUSAMHU MPABHII HAJUICKAIIEH MPOU3BOJICTBEHHON MPAKTUKH
ycranaBinuBaroTcsa I[IpaBurenbctBoM Poccuiickoii ®enepanuu. Bbimada 3akito4eHUd O COOTBETCTBHM
MIPOM3BOAMTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHHUSAM TMPABWII HAJICKAIIEH IMPOU3BOJICTBEHHOM
MPAKTUKHA OCYIIECTBIISIETCA MO PE3YJIbTaTaM MHCIEKTUPOBAHUS MPOU3BOAUTENCH JICKAPCTBEHHBIX CPEACTB
B TMopsjke, ycTtaHoBieHHOM IIpaButensctBoM Poccuiickoit ®epepanuu. Paszvep mnarel 3a BblAady
3aKJIFOYCHHSI O COOTBETCTBHUH IPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEJICTB TPeOOBAHUSAM MPABUJI HaICKaIIEH
MIPOU3BOACTBEHHOM MNpakTuku ycraHaBiuBaercs [IpaBurensctBom Poccuiickoir ®enepamuu. [lopsiiok
OpPraHu3alMii W TPOBEICHUS HWHCIEKTUPOBAHMUS IPOU3BOJUTENICH JICKAPCTBEHHBIX CPEJACTB Ha
COOTBETCTBUE TpPeOOBAHUSAM TMPABWII HAJUIEKAIICH MPOU3BOJCTBEHHONW MPAKTUKH YCTaHABIUBACTCS
[IpaBuTensctBOoM Poccuiickoit @enepanum.

Wudopmanus 06 n3MEHEHUAX:

Deoepanvrvim zaxkonom om 22 Oekaops 2014 o. N 429-D3 6 uyacmev 2 cmamvu 45 nacmosuezo
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarowue ¢ cuny ¢ 1 utons 2015 e.

Cm. mexcm uacmu 6 npeovioyujell pedaxKyuu

2. Ilpou3BOJACTBO JIEKApCTBEHHBIX CpeacTB B Poccuiickoit ®enepaunu  OCYIIECTBISETCS
MIPOU3BOAUTENSAMHU JIEKAPCTBEHHBIX CPEJICTB, MMEIOLIMMH JHUIEH3UI0 HAa MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepk/ieHHE COOTBETCTBUSl JIMIIEH3MATa NpaBWIaM HaAJeXallel Mpou3BOJACTBEHHOMN
MPAKTUKU OCYIIECTBISETCA B paMKaxX JUIEH3MOHHOTO KOHTPOJS B COOTBETCTBUHU C 3aKOHOJATEIICTBOM
Poccuiickoit denepannu ¢ yueToM 0cOOEHHOCTEH, YKa3aHHBIX B 4acTH | HACTOAIIEH CTAaThU.

3. TIpow3BOJCTBO JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISETCS C COONMoneHneM TpeboBaHUit
MIPOMBILIUIEHHOTO PEraMeHTa, KOTOPbIA YTBEPKIACTCS PYKOBOAMUTEIEM IMPOU3BOJAUTENS JIEKAPCTBEHHBIX
CpPeICTB M BKJIIOYaeT B ce0s TMepeueHb HUCHONB3YeMbIX (apMmarieBTHUeCKUX CyOCTaHIMi Hu
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BCIIOMOTI'aTCJIbHBIX BCHICCTB € YKA3aHUCM KOJIMYCCTBA KaXKAOI'0 M3 HUX, HOAHHLIC 00 HCIIOJIb3yEMOM
OGOPYZ[OBaHI/II/I, OIIMCAHUEC TCXHOJIOTMYCCKOTr0 Iponecca M MCTOJAOB KOHTPOJA Ha BCEX JSTamax
IMPOU3BOACTBA JICKAPCTBCHHLIX CPCACTB.

Wupopmanust 06 M3MEHEHUSX:
Yacmo 4 usmenena c 29 dexaopsa 2020 2. - @edepanvhuiii 3akon om 27 dekaopsa 2019 2. N 481-D3

CMm. npeodwbloywyro peoakyuio

4. Tlpu mpou3BOJCTBE JIEKAPCTBEHHBIX CPEACTB HCIONB3YIOTCS (DapMaleBTUYECKHe CyOCTaHIIWU,
CBEJICHUS O KOTOPBIX COACPIKATCS B IOCYAapPCTBEHHOM PEECTpEe JICKAPCTBEHHBIX CPEICTB, 32 UCKIIOUCHUEM
(dhapManeBTHICCKUX CYOCTAHIIUM, MPOU3BOJUMBIX IS MPOBEICHUS KIMHUYCCKUX HMCCICIOBAHUN W IS
skcriopra. K mporeccy mpousBojacTBa ¢GapMarieBTHUYECKOW CYOCTAHIIMM OTHOCSTCS JIFOOBIE CTaIuu
TEXHOJIOTHYECKOTO  TIpollecca, IO3BOJSIONINE TOJYYUTh TOTOBBIM  MPOAYKT, COOTBETCTBYIOIINI
TpeboBaHUsAM (dapMaKoNeHHONW CTaTbH, B TOM 4UCie (pepMeHTalus, SKCTPAKIUs, OYHCTKA, BbIJCIICHUE,
MepEeKPUCTATUTH3AIINS, BBICYIIMBAHUE, U3MebueHuE. B ciiydae He0OX0MMOCTH UCTIONIb30BAHUS ATHIIOBOTO
CIUpTa, B TOM 4uciie (papMaleBTUUECKON CYOCTAHIIMU CIMPTA STUIOBOTO (3TaHOJA), TIPU MPOU3BOJICTBE
JIEKapCTBEHHBIX CPEJICTB B KAYECTBE JIEHCTBYIONIETO M (MJIM) BCIIOMOTATEIBLHOTO BEIIECTBA, a TAKXKE B
WHBIX TEXHOJOTHYECKHX IIENIIX JIOJDKHA OBITh HWCIOJIb30BaHa TOJBKO (papMmarieBTHuecKas CcyOCTaHITus
CIIUPTa STUIIOBOTO (9TAHOMN).

Nudopmarys 06 n3MeHEHHX:

Deodepanvrvim 3akonom om 14 odexabps 2015 2. N 374-DP3 yacmov 4.1 cmamou 45 nacmosuezo
DedepanbHo20 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexem yacmu 8 npeovioyujeti pedaxKyuu

4.1. IlepeueHb JEKapCTBEHHBIX IMpEMapaToB Ui MEIUIUHCKOTO MPUMEHEHUS, B OTHOLIECHUH
KOTOPBIX YCTaHaBIMBAIOTCA TpeOoBaHMusi K 0ObEMY Tapbl, YIMAKOBKE M KOMIUIEKTHOCTH, I€peueHb
JIEKapCTBEHHBIX MPENaparoB Uil BETEPUHAPHOTO MPUMEHEHHUS, B OTHOIIEHUU KOTOPBIX YCTaHABIUBAIOTCS
TpeOoBaHUsA K O0O0bEeMy Tapbl, a Takke TpeOoBaHHSA K OOBEMYy Taphl, YIIAKOBKE U KOMIUICKTHOCTH
JIEKapCTBEHHBIX IMpernaparoB Uil MEAMIMHCKOTO MPUMEHEHMs, TpeboBaHuss K 0ObeMy Tapbl
JIEKapCTBEHHBIX IMpernapaToB [Uis BETEPUHAPHOTO TPUMEHEHHs] ONPENENIOTCS COOTBETCTBYIOIIUMHU
YIOJHOMOUYEHHBIMU (eiepaibHBIMU  OpraHaMHl HMCIOJHUTEIBHOM BIIACTH B MOPSAKE, YCTAaHOBIEHHOM
[IpaBuTensctBOoM Poccuiickoit denepannm.

Wudopmannus 06 n3MeHEHUAX:
Yacmo 4.2 uzmenena c 29 oexaops 2020 2. - @edepanvhwiii 3akon om 27 dekaops 2019 2. N 481-D3

CMm. npeovbloywyro peoakyuio

4.2. OpraHu3anuy, OCYIIECTBIISIOIME MPOU3BOACTBO (hapMalleBTUYECKOW CYOCTaHIMM CHHUpTa
STUJIIOBOTO (3TaHOJIA) JUId IPOU3BOJCTBA CIUPTOCOJAEPKAIIMX JICKAPCTBEHHBIX IpenaparoB, 00s3aHBI
OCYIIECTBIISATh YY€T B MOPSAKE, YCTAaHOBIEHHOM cTarThbsiMmu 8 u 14 dexepanbHOro 3akoHa OT 22 HOSOps
1995 rona N 171-®3 "O rocynapcTBEHHOM PETyIUPOBAaHUM MPOU3BOACTBA U 000OPOTA ATHIIOBOTO CIIHPTA,
QJIKOTOJIBHOM M crnupTocozepKamieid HpoayKUMH U o0 OrpaHWYeHUH NOTpediaeHus (pactuThs)
aJIKOToJIbHOM mpoaykiuu". IIpou3BoAcTBO (papManeBTHUECKONH CYOCTaHIIMM CIIUPTA ITUIIOBOTO (3TAHOJIA)
JIOIYCKAETCsl TOJBKO OpPraHM3alUel, OCYIIECTBIAIONIEH MPOU3BOACTBO PEKTU(PHUKOBAHHOTO STHIIOBOTO
CIMpTa M3 IUILEBOIO CHIPbSi HAa OCHOBAaHWUM JIMUEH3UHM Ha IPOMU3BOJACTBO ATHIJIOBOIO CIHUpTA JUIS
IIPOU3BOJICTBA (papMalleBTHUECKONH CyOCTaHIIMM CHMpTa ATUJIOBOTO (3TaHONA) B COOTBETCTBHM C
TpeOoBanuamMu DenepanbHoro 3akoHa oT 22 HosOps 1995 roma N 171-d3 "O rocymapcTBeHHOM
perylupoBaHUM IPOU3BOJICTBA M 000pOTa 3TUIIOBOTO CIHPTA, AJKOTOJBHOM U cHUpTOCoAepXkalei
MPOAYKIIMU U 00 OrpaHMYEHUN NMOTPeOIeHus (PaCUTHs) aJIKOTOJIbHON MPOAYKIMK", METOJIOM Pa3BEICHUs
BOJIOM OYMINEHHOW TaKoro STHJIOBOIO CIHUPTA, IPOM3BEJCHHOIO JAHHOM OpraHu3allued IO MECTy
OCYILIECTBIJICHUS MPOU3BOICTBA (papMalleBTHUECKON CYOCTaHIIMK CIIUPTA 3TUIIOBOTO (3TaHOIA).

Wudopmanus 06 U3MEHEHUAX:

Cmambs 45 oononnena uyacmoto 4.3 ¢ 1 aneapa 2018 2. - @edepanvhuviil 3axon om 29 uona 2017 e.
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N 278-D3

4.3. VlanuBuayaidbHbIE TPEANPUHAMATENN W IOPUANYECKHUE JIMIA, OCYIIECTBISIONIUE 3aKyNKy H
WCIOJIb30BaHUE (hapMaIeBTHUECKOW CYOCTaHIIMU CIHpPTA STHIOBOTO (3TAHOJA), a TAKKe MPOU3BOCTBO,
U3roToBlieHHEe M (Wiau) 000poT (32 MCKIIOYEHMEM PO3HUYHOM MPOJAXH) CIUPTOCOAECPKAIIUX
JIEKApCTBEHHBIX IMPENaparoB, OO0A3aHbI OCYIIECTBIATh HMX YYET W JIEKIAPHUPOBAHHE B TMOPSJIKE,
yCcTaHOBIIEHHOM cTathsivi 8§ W 14 ®enmepanpHOoro 3akoHa ot 22 nHosiOps 1995 roma N 171-®3 "O
TOCYIapCTBEHHOM PpEryJIHpPOBAaHMM NPOM3BOJACTBA M 000pPOTa STHJIOBOTO CIHPTA, AJKOTOJBHON W
CIUPTOCOACPKAIICH TPOAYKIIUU M 00 OTpaHUICHUN TIOTPEOICHMSI (PACIIMTHS) AJIKOTOJIBHOM MTPOAYKITAN".

Wupopmanust 06 M3MEHEHUSX:

Cmamobs 45 dononnena yacmoio 4.4 ¢ 13 aseycma 2019 e. - @edepanvusiii 3akon om 2 ageycma 2019 e.
N 297-@D3

4.4, Tlpu mnpOU3BOJCTBE JIEKAPCTBEHHBIX TMPEMApaToB [UIsi BETEPUHAPHOTO TPUMEHEHUS
JIOTTYCKA€TCsl MCIOJB30BAaHUWE TMPOU3BENEHHBIX IS peanu3anuy  (papManeBTHUECKUX CyOCTaHIIUM,
BKJIFOUEHHBIX B TOCYIAPCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPEICTB YIOJHOMOUYEHHBIM (enepaabHbIM
OpraHoOM  HUCIOJHUTENIbHOM  BJIACTH, OCYIIECTBISIONIMM BEIEHHE TOCYJapCTBEHHOIO  peecTpa
JIEKapCTBEHHBIX CPEACTB JJII METUIIMHCKOTO TPUMEHEHHS.

5. 3ampemiaercsi IpOU3BOJICTBO:

1) IeKapCTBEHHBIX CPENICTB, HE BKIFOYCHHBIX B TOCYIaPCTBEHHBIN PEECTp JEKaPCTBEHHBIX CPE/ICTB,
3a UCKIIFOUEHUEM JICKapCTBEHHBIX CPEICTB, MPOU3BOAMUMBIX JIJISl TIPOBEACHUS KIMHUYCCKUX UCCIIEIOBAHUI
U U1 9KCIIOPTa;

2) danbcubuIUPOBAaHHBIX JIEKAPCTBEHHBIX CPE/ICTB;

3) nexapCTBEHHBIX CPEACTB O3 JUIIEH3UU Ha MMPOU3BOCTBO JEKAPCTBEHHBIX CPENICTB;

4) nexapCTBEHHBIX CPEICTB C HapyIIEHWEM I[IpaBUJl OpPraHM3allid TPOU3BOJACTBA M KOHTPOJSA
KauecTBa JICKapCTBEHHBIX CPEJCTB;

5) yrpatun cuiy ¢ 29 nexabps 2020 . - denepanbHbiii 3akoH oT 27 aexadbps 2019 . N 481-03

Wudopmanns 06 U3MEHEHUAX:
CMm. npeovbloywyro peoaxyuio

Cmamos 45 oononnena nyukmom 6 ¢ 29 oexaops 2020 2. - Dedepanvhbiii 3axon om 27 dexabps 2019 a.
N 481-D3
6) crupToCOAEPXKAIUX JICKAPCTBEHHBIX IPENapaToB IO MECTY OCYIIECTBIICHUS MPOU3BOJCTBA
(hapmareBTHYECKON CYOCTaHIIMM CHUpTa STUJIOBOrO (dTaHosia) WM (WJIM) TIO MECTY OCYIIECTBICHUS
MIPOU3BOJICTBA ATHIIOBOTO CITUPTA;

Wudopmanus 06 U3MEHEHUAXK:

Cmamos 45 oononnena nyukmom 7 ¢ 29 oexabps 2020 2. - Dedepanvusiii 3axon om 27 dexabps 2019 .
N 481-D3
7) dapmaiieBTUYeCKONH CYOCTaHIIMM CHUPTA ATHIOBOTO (3TaHOoNa) M (WJIHM) CHUPTOCOAEPIKAIIUX
JIEKapCTBEHHBIX MIPEMapaToB Ha OCHOBHOM TEXHOJIOIMUECKOM 000PYIOBaHUHU I POU3BOJICTBA STUIOBOTO
cnupra, ykazanHoMm B niyHkre 1.1 crareu 14.1 denepanbHoro 3akoHa ot 22 HosiOps 1995 rona N 171-03
"O rocynapcTBEHHOM pETYIHPOBAHHHM MPOU3BOACTBA U 00OpOTa ATHIOBOTO CIHPTA, ATKOTOIBHOH U
CHUPTOCOAEpKAIIeH TPOAYKIIUU U 00 OrpaHUYSHUN TIOTPeOIeH s (PACTIUTHS) AIKOTOJIBHOM MPOAYKIIUN".

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim z3axonom om 22 Oekabps 2014 o. N 429-D3 6 uacmev 6 cmamvu 45 nHacmosuezo
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHenus, ecmynarowue ¢ cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 8 npeovloyujell peoaxyuu
6. Ilpu BBOAE JEKAPCTBEHHBIX CPEIACTB B TPAXKIAHCKHH OOOpPOT YIOIHOMOUYEHHOE JHUIIO0
MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIET MOJTBEPKACHHE COOTBETCTBUSI JIEKAPCTBEHHBIX
CpeACTB TpeOOBAHMSIM, YCTAaHOBJICHHBIM NpPU UX TOCYIAPCTBEHHOW PETUCTpallM, W TapaHTHPYET, YTO
JIEKapCTBEHHBIE CpPEACTBA TMPOU3BEACHBI B COOTBETCTBHM C TpPEOOBaHUSMHU TPABUT HaAJEKaIIEH
MPOU3BOICTBEHHOM MPAKTUKH.
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Wupopmanust 06 H3MEHEHHSX:

Yacmoe 7 usmenena c 13 aseycma 2019 2. - @edepanvruiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloywyio pedakyuro

7. YNOIHOMOYEHHBIM JIMIIOM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB SBISIETCS €ro pabOTHUK,

aTTECTOBAaHHBII B YCTAaHOBJIEHHOM YITOJHOMOYEHHBIM (efepalbHBIM OPraHOM HCIOJHHUTEIBHOW BIACTH
MOPSIIKE U UMEIOIIMI cTaX padOThl HE MEHEEe YeM IATh JIeT B 00JIaCTU MPOU3BOJACTBA U (UJIM) KOHTPOJIS
KauecTBa JIEKApPCTBEHHBIX CPEJCTB, BbICIIEE 0Opa30BaHUE COOTBETCTBEHHO IO OJHOW M3 CHELUaIbHOCTEN
u (WIM) OJHOMY W3 HANpaBJICHWHA TMOATOTOBKU: OMOJOTHS, OMOTEXHOJOTHs, BETEPHHAPHUS, BETEPUHAPHO-
CaHWTapHAas SKCIEePTH3a, KIMHUYECKAsT MEITUIIHA, PAJHallMOHHAs, XUMUYECKasi U OMOJIOTHYeCKas 3aIlnTa,
¢dapmanus, GpyHaaMeHTalbHas MEAULIMHA, XUMUYECKasi TEXHOJIOT U, XUMHUSL.

Wnpopmanust 06 M3MEHEHHSX:
Yacmo 8 usmenena c 1 saneaps 2018 2. - Dedepanvuviii 3akon om 29 utonsn 2017 . N 278-D3

CMm. npeodvbloywyro peoakyuio

8. TlpomsBoauTenu JEKApCTBEHHBIX CPEACTB (32 HCKIIOUEHHEM (DapMalieBTUUeCKOd CyOCTaHIIUU
CIIUPTa ATHUJIOBOTO (9TAaHOJAa) MOTYT OCYIIECTBIISATh MPOJAXKy JIEKaPCTBEHHBIX CPENICTB MM TEepPeIaBaTh UX
B YCTAHOBJIEHHOM 3aKOHOJaTeIbCTBOM Poccuiickoit denepaiuy nopsjke:

1) Ipyrum mpoU3BOAUTENSIM JIEKAPCTBEHHBIX CPENICTB JIJIsl TPOM3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opra"u3ainusM ONTOBOW TOPTOBJIH JIEKAPCTBEHHBIMU CPEJICTBAMH;

3) anTeyHbIM OpraHU3aIMsAM, BETEPUHAPHBIM aNTEeYHBIM OpPraHU3aAlMsIM, WHIUBUIYaTbHBIM
MPEANPUHAMATEIISIM, MMEIOIIUM JIUIIEH3WI0 Ha (apMalleBTHUECKYIO IEATEIHHOCTh WIIM JIMIICH3UIO Ha
MEAMIMHCKYIO JeSITEIbHOCTb;

4) Hay4HO-UCCIIEI0BATEIHCKUM OPTaHU3aLUAIM JUI1 HAy4HO-UCCIIEA0BATENbCKON paboTHI;

5) MEIMUIMHCKUM OpraHU3aIUsAM 1 BETEPHUHAPHBIM OpraHU3aIUsIM;

Wudopmanus 06 n3MEHEHUAX:
IIynkm 6 usmenen c 13 aseycma 2019 e. - Dedepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npeowbloywyro peoakyuio
6) opraHuzalysM W HHIUBUAYaJIbHBIM TPEANPUHAMATEISIM, OCYIISCTBISIONIMM pa3BelCHHE,
BBIpAIIMBaHUE U COJICP’KAHKUE )KUBOTHBIX (32 UCKIIFOYEHUEM TPOJIAKU UM (hapMaIeBTUIECKHX CYOCTaHIIU
WJIU WX TIepeadn).

Wudopmanus 06 n3MeHEHUAX:

Yacmo 9 usmenena c 29 oexaops 2020 e. - @eodepanvhuiii 3axon om 27 oexabps 2019 e. N 481-D3

CMm. npeovbloywyro peoakyuio

9. TIlpoumsBomutenu ¢apMaleBTUYECKOW CyOCTaHLMU CHMpPTa S3THIOBOrO (3TaHoja) 00s3aHbI
OCYILECTBIIATh peau3aluio (Iepeaady B YCTaHOBICHHOM 3akoHoJaresnbcTBOM Poccuiickoit @enepanuu
nopsiake) hapMaleBTHYECKOM cyOCTaHLIMU CIIMPTa STHIIOBOTO (3TaHOJa) MPOU3BOIUTENSAM JIEKAPCTBEHHBIX
CpPE/CTB JIsi IPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB, MPOMU3BOAMUTENSAM (M3rOTOBUTEISM) MEIUIUHCKUX
U3JIETUI JUIs IPOM3BOJCTBA M M3TOTOBJIECHUS MEIUIIMHCKHUX M3JENIMH B €MKOCTAX 00beMoM He Ooiee 1
mutpa u (unn) He meHee 1000 UTpoB, a OpraHu3ansaM, YKa3aHHBIM B IYHKTax 3 - 5 yacTu 8 HacTosALIeH
cTarhy, B Tape 00beMoM He Oosee | murpa.

Wudopmanus 06 U3MEHEHUAX:

Cmamos 45 dononnena yacmoio 10 ¢ 29 oexaops 2020 e. - Dedepanvusiii 3axon om 27 dexabps 2019 .
N 481-D3
10. Peanuzamus (mepedada B YCTaHOBJIEHHOM 3akoHojarenbcTBoM Poccuiickoit ®denepanun
nopsiaike) papMaleBTH4eCKoi CyOCTaHIIMM CIMPTa ATUIIOBOTO (3TaHOJIa) OPraHU3aIUsIM OIITOBON TOProBIH
JIEKApCTBEHHBIMHU CPEICTBAMU HE JIOIIyCKACTCS.

Wudopmanus 06 U3MEHEHUAX:

Cmambs 45 oononnena yacmoto 11 ¢ 29 dexabps 2020 2. - Dedepanvhuiii 3axon om 27 dexabps 2019 e.
N 481-D3
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11. IlepeBo3ku (hapMarieBTHUECKON CyOCTAaHIIMM CIUPTA 3TUIIOBOTO (3TAHOJA) OCYIIECTBISIOTCS C
coOmoieHeM TpeOOBaHMM, YCTAHOBIEHHBIX a03aleM 4YeTBEpThIM IMyHKTa 3 crathn 9 DemepanbHOTO
3akoHa OT 22 Hos0pst 1995 roga N 171-®3 "O rocynapCTBEHHOM perylIMpOBaHUY MPOU3BOJICTBA  000POTa
STHJIOBOTO CHHPTA, AJKOTOJIBHOW M CHUPTOCOIEpKAIIEH MPOAYKIMH M 00 OrpaHMYCHHH TOTpPEOICHUs
(pacnuTHs) aJKOrOJIbHON IPOAYKIUH".

TAPAHT:

CM. KOMMeHTapuH K craTthe 45 HacTosuiero deaepajbHOrO 3aKOHA

CraTbs 46. MapkupoBKa JI€KapCTBEHHBIX CPEJICTB
TAPAHT:

Cm.  Tlomoxxenwme O  TPOBENEHUH  OKCIEPUMEHTa 10  MapKUPOBKE  KOHTPOJbHBIMU
(nneHTH()UKATMOHHBIMU) 3HAKAMH M MOHHTOPHHTY 32 000OpOTOM OTAEIBHBIX BUIOB JIEKAPCTBEHHBIX
MperapaToB JUIsi MEJUIIMHCKOTO MPUMEHEHHS, YTBEP)KICHHOE rocTaHoBieHneM [lpaButensctBa PO ot
24 suBaps 2017 . N 62

NHudopmarys 06 n3MeHEHHX:

Deoepanvrvim 3axonom om 11 oxmsops 20102. N 271-@3 6 wacme 1 cmamovu 46 nacmosueco
DedepanvbHo2o 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
1. JlekapcTBEHHBIC Tperaparbl, 3a WCKIIOYCHUEM JICKAPCTBEHHBIX IPENapaToB, MU3TOTOBICHHBIX
aNTeYHBIMA  OPTraHW3alMsSIM{, BETCPUHAPHBIMH ANTCYHBIMU  OpPraHW3aIlUsAMH, WHIWBHIYaTbHBI MU
MPEANPUHUMATEIISIMHI, UMEIOIIUMHE JIMIICH3UIO Ha (papMalleBTUIECKYIO JeSTeIbHOCTh, TOJDKHBI TIOCTYIaTh
B oOpaiieHue, eciu:

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim zakonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm [ uacmu 1 cmamou 46 Hacmosiwezo
DedepanvbHo2o 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue 6 cury ¢ 1 utonsn 2015 e.

Cm. mexcm nynkma 8 npeovloyueli peoaKyuu
1) Ha WX MEepBUYHOW YIAaKOBKE (3a HCKIIOUCHHEM TICPBUYHOW YINAKOBKU JICKAPCTBEHHBIX
PaACTUTENIFHBIX TPENapaToB) XOPOIIO YUTAEMbIM HIPU(TOM Ha PYCCKOM S3bIKE yKa3aHbl HAUMEHOBaHHE
JICKApCTBEHHOTO Tpernapara (Mex/yHapoHOE HelaTeHTOBAHHOE, WU TPYIIIMPOBOYHOE, WIH XUMHUYECKOE,
WJIM TOPrOBOE HAMMEHOBAHNE), HOMEP CEPHH, JaTa BBITYCKa (TSI MIMMYHOOUOJIOTHYECKUX JICKAPCTBEHHBIX
MperapaToB), CPOK TOJAHOCTH, JO3UPOBKA WIIM KOHIEHTpAIHs, 00beM, aKTHBHOCTh B €IWHUIIAX JCHCTBUS
WA KOJIMYECTBO JI03;

Wudopmanus 06 U3MEHEHUAXK:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 2 uacmu 1 cmamou 46 nacmosiuezo
DedepanvbHoeo 3aKoOHA 8HECEHbL UsMeHeHUs, ecmynaiowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm nynkma 8 npedvloyueli peoaKyuu

2) HA UX BTOPUYHOU (MOTPEOUTENHCKOM) YMAKOBKE XOPOLIO YHMTAEMbIM HIPU(PTOM Ha PYCCKOM
S3bIKE yKa3aHbl HAUMEHOBAaHUE JICKAPCTBEHHOTO TMperapara (MeXIyHapoAHOE HEMaTeHTOBaHHOEe, WIIN
IPYNIUPOBOYHOE, WIU XUMHUYECKOE€ U TOProBO€ HAUMEHOBAHHS), HAUMEHOBAHUE MPOU3BOIAUTENS
JIEKapCTBEHHOTO Tpernapara, HOMEp CEepHUH, JaTa BBIMycKa (A7 MMMYHOOMOJIOTHUYECKHUX JIEKAPCTBEHHBIX
IpernaparoB), HOMEP PETUCTPALIMOHHOTO yIOCTOBEPEHUS], CPOK TOJAHOCTH, CIIOCO0 MPUMEHEHHs, JO3UPOBKA
WM KOHIIEHTpalusi, 00beM, aKTUBHOCTh B €IUHUIAX JAEUCTBUA JHOO KOJMYECTBO 103 B YIAKOBKE,
TeKapcTBeHHas (hopMa, YCIOBHSI OTIYCKA, YCIOBHSI XpaHEHUSs!, IPEAYIPeIUTEeIbHbIE HAITUCH.

Wudopmanus 06 U3MEHEHUAX:

DedepanvHvim 3akoHom om 22 Oekabpsa 2014 2. N 429-@3 6 uacms 2 cmamvu 46 nacmoswe2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynaroujue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm uacmu 6 npedvloyujel pedaKyuu
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2. ®apMmaneBTUYEeCcKHe CyOCTaHLMHU JOJDKHBI MOCTyNarh B OOpallleHue, €cli Ha UX MEepBUYHOU
YIAaKOBKE XOPOIIO YUTAEMbIM MIPU(PTOM Ha PYCCKOM SI3bIKE yKa3aHbl HAaMMEHOBaHUE (hapMalleBTUUYECKOM
cyOcTaHIMK (MEXIyHApOAHOE HENaTeHTOBAaHHOE, WJIM T'PYNIIMPOBOYHOE, WIM XHMHUYECKOE M TOProBOE
HAaMEHOBAHHS), HAUMEHOBAHHE MPOU3BOAUTENS (hapMaIleBTUYECKON CyOCTaHIIMM, HOMEp CEepuy M Jara
W3TOTOBJICHUS, KOJIMYECTBO B YNMAKOBKE M €AMHMIIBI U3MEPEHUS KOJIMYECTBA, CPOK T'OAHOCTU M YCIIOBUS
XpaHEHHUS.

3. JIekapcTBEHHBIE CPENICTBA B KAUECTBE CHIBOPOTOK JOJDKHBI TIOCTYIATh B OOpaIIeHNE C YKa3aHUEM
KUBOTHOTO, U3 KPOBH, IJIa3Mbl KPOBU, OPraHOB U TKaHEH KOTOPOTO OHM MOJIyYEHBI.

4. Ha BTOpHuHYIO (HOTPEOUTEIHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPE/ICTB, MOJIYYEHHBIX U3 KPOBH,
MJ1a3Mbl KPOBH, OPTAHOB M TKaHEH 4YeIoBeKa, JODKHA HAHOCUTHCA Haamuch: "Anturena k BUU-1, BUY-2,
K BUpycy renaruta C 1 NOBEpXHOCTHBIM aHTUTEH Bupyca renarura B orcyrcTByror".

5. Ha  nepBuunyro YVIIAKOBKY  H BTOPHUYHYIO (mOTpeOUTENbCKYIO0)  YIaKOBKY
paanodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEJICTB JOJKEH HAHOCUTHCS 3HAK pajallMOHHON OMACHOCTH.

6. Ha BropuuHyto (IOTpeOUTENbCKYIO) YIMAKOBKY IOMEONATHYECKUX JIEKapCTBEHHBIX IPEeraparoB
OJDKHA HAHOCHUTLCS HAAIMKUCE: ""ToMeonaTnaeckuin'.

7. Ha BTOpHuYHyIO (MOTPEOUTENIbCKYIO) YMAKOBKY JIEKaPCTBEHHBIX PACTUTEILHBIX IPEraparoB
JOJDKHA HAHOCUTBCA Haauch: "IIpoayKius nmpouuia paJualioOHHbIN KOHTPOJIb' .

Nudopmarys 06 n3MEHEHHX:

Deodepanvrvim 3axonom om 22 Oexkaops 2014 2. N 429-D3 6 uacmv 8 cmamvu 46 Hacmosiuie2o
DedepanvbHo2o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 6 npeovloyuell pedaKyuu

8. Ha mnepBuuHyl0 ymakoBKy (€CiaM i OTOTO CYIIECTBYET TEXHHUYECKash BO3MOXKHOCTh) H
BTOPUYHYIO (MTOTPEOUTENBCKYIO) YHNAKOBKY JICKAPCTBEHHBIX TMPEMapaToB, NpPETHA3HAYCHHBIX IS
KIMHUYCCKUX MCCIeA0OBaHUM, O KHA HAHOCUTHCS HaAMUCh: "JIJIsl KIIMHUYECKUX MCCIeI0OBaHUM ",

9. VYmakoBKa JIEKQpPCTBEHHBIX CPEACTB, MPEAHA3HAYCHHBIX WCKIIOUUTEIBLHO [JISI JKCIOPTAa,
MapKHPYeTCsl B COOTBETCTBUU C TPEOOBAHUSAMH CTPAHBI-UMITOPTEpA.

10. Ha TpaHcnopTHyr Tapy, KOTOpas HE TMpeIHa3HaueHa /Jisd TOTpeOUTEeNe M B KOTOPYIO
MTOMEIICHO JIGKAPCTBEHHOE CPEJCTBO, JOHKHA HAHOCUTHCS HMHGOpMAIMS O HAUMEHOBAHUH, CEPUU
JIEKaPCTBEHHOTO CPEJICTBA, JaTe BBIMYCKA, KOJIMYECTBE BTOPUYHBIX (IMMOTPEOUTENHCKUX) YIAKOBOK
JIEKAPCTBEHHOTO CPEICTBA, IMPOM3BOAMTENIC JIGKAPCTBEHHOTO CPEACTBA C YKa3aHUEM HAMMEHOBAHHS H
MECTOHAXO0KJICHHS MTPOU3BOAMUTENIS JICKAPCTBEHHOTO CPENCTBa (aapec, B TOM YUCie CTpaHa U (UJIM) MECTO
MIPOM3BOJICTBA JICKAPCTBEHHOTO CPEJCTBA), a TAK)KE O CPOKE TOJHOCTH JICKAPCTBEHHOTO CPEICTBa M 00
YCIOBUSIX €r0 XPAaHEHHUs U MEePEBO3KU, HEOOXOIUMbIE MPEayNpEeIuTENbHbIC HAAMUCU U MAHUTYISATOPHbBIE
3HAKH.

11. Ha mepBHYHYIO YMAaKOBKY M BTOPHUYHYIO (IIOTPEOHMTENHCKYIO) YIMAKOBKY JEKapCTBEHHBIX
CPEICTB JUIS BETCPUHAPHOTO NIPUMEHEHUs JO/DKHA HAHOCHTBCS Haanmuch: "JlJis BeTepUHApHOTO
MpUMEHEHHUs".

12. Ha BropuuHyio (NOTPEOUTENHCKYIO) YHAKOBKY JIEKapCTBEHHOTO Ipenapata HaHOCHUTCS
LITPUXOBOH KOZI.

TAPAHT:

CwM. KOMMCHTApPHH K CTAaThC 46 HaCTOAIICTO <De):[epanLHoro 3aKOHa

Wudopmanus 06 U3MEHEHUAX:

DedepanvHuim 3axkonom om 6 dexabpsa 2011 2. N 409-D3 6 naumeHnosanue 2nasvi 9 Hacmosuezo
DedepanbHo20 3aKOHA HECEHbl USMEHeHUs,, Cmynaowue 6 Culy o UcCmedeHuyu mpuoyamu OHetl nocie
OHsl 0puyUanbLHO20 ONYOIUKO8AHUS HA38AHH020 DPedepalbH020 3AKOHA

Cm. mexkcm HauUMeHO8aHUs 8 npedvloyulell peoaKyuu
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I'naBa 9. BBo3 jiekapcTBeHHBIX cpeacTB B Poccuiickyio @enepanuio U BbIBO3
JIEKApCTBEHHBIX cpeacTB U3 Poccuiickoit degepauuu

Wupopmanust 06 H3MEHEHUSX:

Deodepanvrvim 3akonom om 6 dexkaops 2011 2. N 409-D3 6 naumenosanue cmamou 47 Hacmosuie2o
DedepanbHo20 3aKOHA HECEHbL USMEHEHUsl, 6CMYnalowue 6 Culy RO UcCmedeHuyu mpuoyamu OHell nocie
OHA ohuyuanrbHo2o 0nyoIUK0BAHUS HA38aHH020 DedepanbHo20 3aKOHA

Cm. mexkcm HAUMEHO8AHUS 8 NPedblOyujell peoaKkyuu
Cratbs 47. Ilopsnok BBO3a JeKapCTBEHHBIX cpencTB B Poccuiickyro ®enepaiuio U BbIBO3a
JIEKapCTBEHHBIX cpelicTB U3 Poccuiickoit denepanuu

Wnpopmanust 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 6 oexabps 2011 2. N 409-d3 6 wacme [ cmamvu 47 nacmosuezo
DedepanbHo20 3aKOHA HECEHbL USMEHEHUsl, CMYnalowue 6 Culy no UcCmedeHuu mpuoyamu OHell nocie
OHA ohuyuanrbHo2o 0nyoOIUK0BaNHUS HA38aHH020 PedepanbH020 3aKOHA

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
1. BBo3 nekapcTtBeHHBIX cpeAcTB B Poccuiickyro denepanuro OCYyIIECTBISETCS B TMOPAJIKE,
ycraHoBieHHOM [IpaButensctBom  Poccuiickont ®enepanvi, B COOTBETCTBUH C  TaMOKEHHBIM
3aKoHOJaTeIbCTBOM TamokeHHOro coro3a B pamkax EBpA3DC (nmasnee - TamokeHHBIH CO03) U (WIIH)
3akoHo1aTenLCcTBOM Poccuiickoi denepanuy 0 TaMOKEHHOM JIEJe.

Nudopmarys 06 n3MEHEHHAX:
Yacmo 2 usmenerna c 28 dexabps 2019 2. - @edepanvhuiii 3akon om 27 dekaops 2019 2. N 462-D3

CMm. npeowbloywyro peoakyuio
2. BBo3umbie B Poccuiickyro denepanuio J€KapCTBEHHBIE CPEACTBA JOJKHBI COJIEPKATHCI B
rOCYIapCTBEHHOM PeecTpe JIGKAPCTBEHHBIX CPEACTB.

Wudopmannus 06 n3MEHEHUAX:

Deodepanvruvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacmv 3 cmamvu 47 Hacmosuie2o
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUs, 6CMYNAWUe 8 CUIY N0 UCMeYeHUU Mmpuoyamu OHell nocie
OHAL 0huyUaIbHOCO ONYOIUKOBAHUS HA38aHH020 PedepalibHO20 3aKOHA

Cm. mexcm uacmu 6 npedvloyuell pedaxKyuu

3. Homyckaercst BBO3 B Poccuiickyro denepannio KOHKPETHOM NMapTUX 3apErUCTPUPOBAHHBIX U
(WM)  HEe3aperucCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEICTB, MPEIHA3HAYEHHBIX JUISI  MPOBEICHHS
KIIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHBIX MPEraparoB, MPOBEICHUSI AKCIEPTH3bI JIEKApCTBEHHBIX
CPEACTB MJsi OCYIIECTBICHUS TOCYIApCTBEHHOMN pErucTpaluu JEKapCTBEHHBIX MpernaparoB WM IS
OKa3aHUsl MEIUIIMHCKON TOMOIIU IO >KU3HEHHBIM MMOKa3aHUSM KOHKPETHOTO MAalleHTa Ha OCHOBAaHUU
paspellieHus, BBIIAHHOTO YIIOJHOMOYEHHBIM (heiepalbHbIM OpraHOM HCIIOJIHUTEIBHONM BJACTH IO
3asiBIIGHUSIM JIMII, YKa3aHHBIX B crathe 48 Hacrosiiero degepanbHOro 3akoHa. PaccMoTpeHHE Takoro
3asBJI€HUST W TOPUHATHE PEUICHHs O BblJAaU€ pa3pelieHuss Ha BBO3 KOHKPETHOM  MapTUu
3apEruCTPUPOBAHHBIX U (WJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, MPEIHA3HAYCHHBIX NI
MPOBEACHUS KIMHUYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX IPENaparoB, MPOBEACHUS SKCIIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB JI1 OCYIIECTBIEHUS TOCYIAPCTBEHHOW PErUCTpalliy  JIEKaPCTBEHHBIX
MpenaparoB WiIM JUIsl OKa3aHUS MEAMIIMHCKOW NOMOIIM IO >XU3HEHHBIM IOKa3aHUSIM KOHKPETHOTO
nanueHTa Jubo 00 OTKasze B BbIJAYe YKA3aHHOTO Pa3pelIeHHs] MPOU3BOAATCSA B CPOK, HE MPEBBIIIAIOIIHIA
ATy pabounx auei. [1nara 3a BeIAa9y yKa3aHHOTO pa3pelieHus] He B3UMAeTCsl.

Wudopmanus 06 U3MEHEHUAX:

Cmamows 47 oononnena uacmoio 3.1 ¢ 1 mapma 2020 e. - @edepanvuviti 3akon om 27 dexabpsa 2019 o. N
475-D3

T'APAHT:
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[Monoxenus vactu 3.1 npumensitorcs 10 31 nexadps 2023 .

3.1. Honyckaercs BBO3 B Poccuiickyro denepannio KOHKPETHOM MapTUU HE3apETruCTPUPOBAHHBIX
JIEKapCTBEHHBIX IPENaparoB, COJAEPKAIMUX HAPKOTHUYECKUE CPEICTBA WIM IICUXOTPOIIHBIE BEIECTBA, B
nopsijike, ycraHoBieHHOM IIpaBurensctBom Poccuiickoit ®enepauuu, i OKa3aHUS MEIULIMHCKOU
IIOMOUIY T10 >KU3HEHHBIM IOKa3aHMUSM KOHKPETHOTO IMallME€HTa WM TPYNIbl NAllMEHTOB B Cllydyae, €Clld
UMeeTCs peIICHHEe BpadyeOHOW KOMHCCHHM MEIUIIMHCKOH OpraHm3anmud o Hed()(HEeKTHBHOCTH WIH
HEBO3MOYKHOCTH IPUMEHEHUS Y KOHKPETHOIO MAllMEHTa HHBIX 3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[IpernapaToB, B TOM 4YMCJIE COJEp)KaLIUX ApPYrue NCHCTBYIOLIME BELIECTBA, U O HEOOXOIMMOCTH BBO3a
OIIPEIIEIICHHOIO HE3apErMCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpenapara ¢ yKa3aHHEM €ro MEeXIyHapOIHOIO
HENaTeHTOBAaHHOTO (WJIM XUMHUYECKOTO, WJIM TPyNIHUPOBOYHOI0) HAUMEHOBaHUS, (OpPMBI BBITyCKa U
konuuecTBa. [lepeueHb 3aboneBaHMII U COCTOSSHMM M COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX IPENaparos,
CoJIep KalllMX HAPKOTUYECKHUE CPEACTBA U IICUXOTPOITHBIE BEIIECTBA, B IEJISIX OCYLIECTBICHUS UX BBO3a B
COOTBETCTBUM C TpeOOBAaHUSAMHU HACTOSIIEW YacTH YTBEP)KAAETCS YIOJIHOMOYEHHBIM (eepaibHbIM
OpPraHOM HMCIOJHUTEIBHON BIIACTH.

Wnpopmanust 06 U3MEHEHHSX:

Deodepanvrvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacmv 4 cmamou 47 nHacmosuie2o
DedepanbHo20 3aKOHA HECEHbL USMEHEHUsl, CMYNnalowue 6 CULy no UCmedeHuy mpuoyamu OHetll nocie
OHAL 0huyuanrbHo2o 0nYoOIUKOBAHUS HA38aHH020 DedepabH020 3aKOHA

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
4. B Poccuiickyro @enepanio MOKHO BBO3UTBH JIEKAPCTBEHHBIE CPENCTBA, KAYECTBO KOTOPBIX
HOJTBEPKIECHO CEPTU(UKATOM MPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJICTB, YIOCTOBEPSIOIIUM COOTBETCTBUE
BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMIM (apMakONEHHbIX cTarell MO0 B CIIydae X OTCYTCTBHS
HOPMATUBHOMN JIOKyMEHTALUU WX HOPMATUBHOTO IOKYMEHTA.

Wudopmanus 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacmv 5 cmamou 47 nacmosuie2o
DedepanbHo20 3aKOHA HECEHbL USMEHEHUs], CMYNnalowie 6 CUly no ucmedeHuyu mpuoyamu OHetl nocie
OHsL OpuyuanbHo20 0nyoOIUKOsanUs HA38anH020 PedepanbHo20 3aKOHA

Cm. mexcm yacmu 6 npeovloyuetl peoaKyuu
5. 3anpemaercs BBo3 B Poccuiickyto denepanuio GambcuuimpoBaHHBIX JIEKapCTBEHHBIX CPENICTB,
HEe00pOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(haKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.

Wudopmanns o6 n3MeHEHUAX:

Deoepanvrvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacmv 6 cmamvu 47 nacmosuie2o
DedepanbHo20 3aKOHA HEeCeHbl UBSMEHEHUs, CMYnarwue 6 CUiy no ucmeyeHuu mpuoyamu OHell nocie
OHAL 0huyUaIbHO2O ONYOIUKOBAHUS HA36aHH020 DedepanbH020 3aKOHA

Cm. mexcm uacmu 6 npeovloyueli pedaxKyuu

6. ®danbcuUIUpPOBAHHBIC JICKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYCCTBEHHBIC JICKAPCTBCHHBIC
CpE/ICTBA MOICKAT UBSITHUIO U MOCIICAYIOIEMY YHUUYTOKSHHIO WK BbIBO3Yy U3 Poccuiickoit denepariyu,
KOHTpa(aKkTHbIE JIEKAPCTBEHHBIE CPEACTBA - U3BATUIO U MOCIEAYIONIEMY YHUUTOXEHHUIO. YHHUTOXKEHUE
win  BbBO3 U3  Poccuiickoit  ®epepanuu  pambCUPUIIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB,
HETOOPOKAUECTBEHHBIX  JIGKAPDCTBEHHBIX  CPEJICTB,  KOHTpaakTHBIX  JICKAPCTBEHHBIX  CPEACTB
OCYIIECTBIISIETCS 3a CUeT JIHIA, OCYIIECTBUBIIETr0 HX BBO3. [lOpsIoK YHHUYTOXKEHHUS HU3BSATHIX
banbcuGUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB ycTaHaBnuBaeTcs [IpaButenbctBom Poccuiickoit denepanuu.

Wudopmanus 06 U3MEHEHUAX:

DedepanvHuim 3axkonom om 6 oekaops 2011 2. N 409-P3 6 uacms 7 cmamvu 47 Hacmoswe2o
DedepanbHo20 3aKOHA HECEHbl USMEHeHUs,, 6Cmynawue 6 Culy o UcCmedeHuyu mpuoyamu OHell nocie
OHsl OpuyUanLHO20 ONYOIUKOBAHUS HA38AHH020 DPedepalbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyujell peoaxyuu
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7. Jluma, ocymectBusiomue BB03 B Poccuiickyro  @enepanmio  danbcuumpoBaHHBIX
JICKApCTBEHHBIX  CPEICTB,  HEJOOPOKAaYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB,  KOHTpa(aKTHBIX
JICKAPCTBCHHBIX CPCACTB, HECCYT OTBCTCTBCHHOCTb B COOTBCTCTBUMU C TAMOKCHHBLIM 3dKOHOJIATCIILCTBOM
TamoskeHHOTO cor03a U (WIH) 3aKoHoAaTeILcTBOM Poccuiickoit denepaniuu 0 TaMOKEHHOM JIeTie.

Wnpopmanust 06 U3MEHEHHSX:

Deodepanvrvim 3axonom om 22 odexkabps 2014 2. N 429-D3 6 uacmv 8 cmamvu 47 nHacmosue2o
DedepanvbHo2o 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue ¢ cuny ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
8. BbIB0O3 JlekapcTBEHHBIX cpeAcTB U3 Poccuiickoit Denepannu ocymiecTBisercs 0e3 NpuMeHeHus
OTpaHMYEHUM, YCTAHOBJIEHHBIX TaMOXKEHHBIM 3aKOHO/ATEebCTBOM TaMOXEHHOro coro3a M (WiIH)
3aKkoHOAaTenbCcTBOM Poccuiickoit denepanvi 0 TroCyIapCTBEHHOM PETYIMPOBAHMM BHELIHETOPIOBOM
JESATENBHOCTH.

Wnpopmanust 06 M3MEHEHHSX:

Cmamows 47 oonoanena yacmoio 9 ¢ 29 nosaops 2019 e. - @edepanvusiii 3axon om 28 noaops 2018 . N
449-@3
9. BBox B rpakaaHckuil 0OOpOT JIEKAPCTBEHHBIX IMpernapaToB JUIsl MEIULMHCKOTO MpPHUMEHEHUS,
BBE3eHHBIX B Poccuiickyro denepannio, 0CymecTBISIETCs ¢ coOmoneHneM TpeOoBaHNN, YCTaHOBICHHBIX
crarbeit 52.1 Hacrosimero eaepaibHOTO 3aKOHA.

Nudopmarys 06 n3MEHEHHX:

Cmamows 47 oonoanena wacmoio 10 ¢ 1 cenmsaopsa 2023 2. - Dedepanvuviii 3akon om 2 uwons 2021 2. N
317-D3

Cm. 6yoywyro peoakyuio
TI'APAHT:

CMm. KoMMeHTapuH K ctatbe 47 HacTosiiero denepanbHOro 3aKkoHa

Wudopmanus 06 U3MEHEHUAX:

Deodepanvrvim 3akoHom om 6 dexabps 2011 o. N 409-D3 ¢ cmamvio 48 nacmosueco Dedepanvroco
30KOHA BHECEHbl UBMEHEHUs, GCmynamwue 6 CUlLy NO UCMeYeHUU mpuoyamu OHel Nocie OHs
opuyuanvroco onyonuKosanus HazeanHo2o PedeparbHo2o 3aKOHA

Cm. mexcm cmamovu 8 npedvloyuyell pedaxKyuu
Crarbs 48. IOpuauyeckwe IuIa, KOTOPBHIM pa3pelieH BBO3 JICKAPCTBEHHBIX CPEACTB B
Poccuiickyro @epnepanuto

JlekapctBeHHbIe cpesicTBa B Poccuiickyro denepaiinio MOTyT BBO3HTb:

1) [pOM3BOAMTENW JIGKAPCTBEHHBIX CPENCTB Ui Leield  COOCTBEHHOTO — IPOM3BOJICTBA
JICKApCTBEHHBIX CPEJICTB;

2) WHOCTpaHHBIC pPa3pabOTUYUKU JICKAPCTBEHHBIX CPEJACTB M HHOCTPAHHBIC IPOU3BOIUTEIIH
JICKAPCTBEHHBIX CPEJICTB WJIU JIPYTUE FOPUANYCCKUE JUIA [0 MOPYYCHHUIO pa3paboTyrKa JIEKapCTBEHHOTO
CpeAcTBa ISl MPOBENCHHUS KIMHUYECKHX HCCIEeOBAaHUI JIEKApCTBEHHOTO IMperapara, OCYIIeCTBICHHUS
TOCYIapCTBEHHOM PETUCTpAllUU JIEKAPCTBEHHOTO IpernapaTa, BKIIOYeHHs (hapMalleBTUYeCKor CyOCTaHIIuN
B TOCYIapCTBEHHBIH PEecTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJSI KauecTBa JIEKAPCTBEHHBIX CPEICTB MpHU
HAJIMYUW Pa3pelIeHHs] YIOJIHOMOYEHHOTO QelepalbHOT0 OpraHa HCIOIHUTENBHON BIACTH Ha BBO3
KOHKPETHOI MapTHH JIEKapCTBEHHBIX CPECTB;

3) opraHu3aIuu ONTOBOM TOPTOBIIU JIEKAPCTBEHHBIMU CPEJICTBAMU;

Wudopmanns 06 U3MEHEHUAXK:

Deoepanvrvim 3axkonom om 2 wuona 2013 2. N 185-D3 6 nynkm 4 cmamvu 48 Hacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl UsMeHeHUs, ecmynaloujue 6 cuny ¢ 1 cenmsabps 2013 2.

Cm. mexkcm nyHKma 6 npeovioyueli peoaKyuu
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4) HayyHO-HMCCIENOBATCIbCKAE OpraHU3alui, Oo0pa30BaTCbHBIE OPraHU3AIMH  BBICHIETO
o0pa3oBaHMs, MPOM3BOJUTEIHN JICKAPCTBEHHBIX CPEICTB JUIsl pa3pabOTKH, HCCICIOBAHUHM, KOHTPOJIS
0€30MacHOCTH, KadecTBa, J(PQPEKTUBHOCTH JIEKAPCTBEHHBIX CPEIACTB MpPHU HATUYUU  pa3pelIeHUs
YIIOJIHOMOYEHHOTO (pe/IepaIbHOTO OpraHa UCTIOHUTEIHHOMN BIIACTH;

Wnpopmanust 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 Hacmosuezo
DedepanbHo20 3aKOHA BHECeHbl U3MEHEHUs.

Cm. mexcm nynkma 8 npeovloyujeli peoaKyuu
5) MEIUIIMHCKUE OpraHU3alliy, UHbIE YKa3aHHbIE B ITyHKTaX | - 4 HACTOsAIIEH cTaTbu OpraHU3aluu
JUIsL OKa3aHUs MEIUIMHCKON IMOMOIIM IO KM3HEHHBIM MOKa3aHUSM KOHKPETHOTO NAlUEHTa IPHU HAJTWYUHU
paspelieHns yIMoJIHOMOYEHHOTO (heepalibHOr0 OpraHa MCHOJHUTENbHOW BIACTH Ha BBO3 KOHKPETHOM
MapTUM JIEKAPCTBEHHOI'O IIpernapara, BBIJAHHOI'O B YCTAaHOBJIEHHOM IMOpsAKEe B (OpMe 3JIEKTPOHHOTO
JOKYMEHTa, TOANKUCAHHOTO YCUJICHHOM KBAJIM(UIIMPOBAHHOM AIIEKTPOHHOM MOINUCHIO;

Wnpopmanust 06 M3MEHEHHSX:

Cmamows 48 oononnena nynkmom 6 ¢ 1 mapma 2020 2. - @eodepanvhuiil 3akon om 27 dekaops 2019 e. N
475-D3

I'APAHT:

[Tonoxenus myHnkra 6 npumensitorces 10 31 mexadps 2023 .

6) rocygapcTBEHHbIE YHUTApHbIE MPEINPUITHS, UMYIIECTBO KOTOPBIX HaXOAUTCS B (enepanbHOM
coOcTBeHHOCTH, orpesensemble [IpaBurenscTBom Poccuiickoit @enepaium, B yacTi BBo3a B Poccuiickyro
Denepannio He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB, COACPKAINX HAPKOTUYECKUE CPENCTBA
WIM TICUXOTPOIIHBIE BEINECTBA, Ul OKa3aHWs MEIULUHCKOW IOMOLIM IO >XMU3HEHHBIM IIOKa3aHUAM
KOHKPETHOTO ITallME€HTa WIN TPYIIBl MALMEHTOB B COOTBETCTBHUU C 4acTbio 3.1 crarbu 47 HACTOAIIETO
denepaibHOTO 3aKOHA.

T'APAHT:

CMm. KoMMeHTapuH K ctatbe 48 Hacrosmiero denepaibHOro 3aKoHa

Wudopmanus 06 n3MeHEHUAX:

Deodepanvrvim 3akonom om 6 oexkaops 2011 2. N 409-D3 6 naumenosanue cmamou 49 nacmosuezo
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUS], 6CMYNAIWUe 8 CUIY N0 UCMEeYeHUU Mmpuoyamu OHell nocie
OHA 0huyUaIbHOCO ONYOIUKOBAHUS HA38aHH020 PedepanbH020 3aKOHA

Cm. mexcm HAUMeHO8AHUsL 8 NpedblOYWell peoaKyuu
Crartbs 49. JIokyMeHThI, NpeJICTaBIsIEMbIE B TAMOKEHHbIE opranbl Poccuiickoit denepauuu npu
BBO3€ JIEKaPCTBEHHBIX cpeACTB B Poccuiickyro denepanuto

Wudopmanus 06 U3MEHEHUAX:

Deodepanvrvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacme 1 cmamvu 49 nacmosuwezo
DedepanvbHoeo 3aKOHA HeCeHbl USMEHEHUs, CMYnarwue 6 CUuily no ucmeyeHuu mpuoyamu OHell nocjie
OHsl 0puyUuanbLHO20 ONYoOIUKO8AHUS HA38AHH020 DPedepalbH020 3aKOHA

Cm. mexcm uacmu 6 npedvioyujell pedaKyuu

1. Ilpu BBO3e JexapcTBEHHBIX cpenctB B Poccuiickyro @Denepanuio B TaMOXEHHbIE OPraHbl
Poccuiickont denepaunu Hapsaay ¢ JOKYMEHTAMM, IPEACTABIEHUE KOTOPBIX MTPEAYCMOTPEHO TaAMOKEHHBIM
3aKOHOJATETLCTBOM TaMOXKEHHOTO coro3a M (WMJIM) 3akoHojaTenbcTBOM Poccuiickoit ®emepamuu o
TaMOKEHHOM JIeJI€, MPEACTABIISIOTCS CIEYIOINE TOKYMEHTHI:

1) ceprudukar MNpPOU3BOIUTENS JIEKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIOUIUN COOTBETCTBUE
BBO3HMOTO JIEKAPCTBEHHOTO CPeACTBa TpeOOBaHUAM (hapMaKoTIeitHOM cTarbu OO0 B Cllydae €€ OTCYTCTBUS
HOPMAaTUBHOW TOKYMEHTALMH WUJIK HOPMAaTUBHOIO IOKYMEHTA;
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2) paspelieHHe YIOJIHOMOYEHHOIO (eAepaIbHOTO OpraHa MCIOJIHUTEJIBHOM BJIACTH Ha BBO3
KOHKPETHON MapTHM JIEKapCTBEHHOIO CPEACTBAa B CIydasX, YCTAHOBJIEHHBIX uYacTbio 3 crarbu 47
HacrosAero PenepabHOro 3aKOHa.

Wupopmanust 06 M3MEHEHUSX:

Deodepanvrvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacme 2 cmamou 49 nacmosuwezo
DedepanbHo20 3aKOHA HECEHbL USMEHEHUsl, CMYnalowue 6 Culy RO UcCmedeHuyu mpuoyamu OHell nocie
OHA ohuyuanrbHo2o 0nyoIUK08AHUS HA38aHH020 PedepanbH020 3aKOHA

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
2. JlokyMeHTBI, yKa3aHHble B NyHkTax | W 2 yactu | HacToslleld CTaTbu, MPENCTaBISAIOTCS B
TaMO)KeHHbIe opraHbl Poccuiickoil @enepanuu npu NpUOBITUN JIEKAPCTBEHHBIX CpelACTB B Poccuiickyro
denepanuio.
TAPAHT:

CM. xoMMeHTapuH K craTthe 49 Hactosuiero denepanbHOro 3aKoHa

Nudopmarys 06 n3MeHEHHX:

Deodepanvrvim 3axonom om 29 urons 2015 2. N 160-DP3 6 naumenosanue cmamou 50 nHacmosuieco
DedepanvbHo2o 3aKOHA BHECEHbL USMEHEHUs

Cm. mexkcm HAuUMeHO8aHUs 8 Npedbloyujell peoaKkyuu
Crarba 50. BB03 nekapcTBeHHbIX mnpenapatoB B Pocculickyro ®Deaeparuio s JMYHOTO
WCTIONb30BaHUSI W HMHBIX HEKOMMEPUYECKMX IIeNiel, a TakkKe JUIs HWCIOJIb30BaHUS Ha
TEPPUTOPUN MEKIYHAPOTHOTO MEJUIIMHCKOTO KIacTepa

Wudopmanus 06 U3MEHEHUAX:

Deoepanvrvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacme 1 cmamou 50 nacmosuezco
DedepanbHo20 3aKOHA HECEHbL UBMEHEHUS, 6CIMYNnalowue 6 CULy no ucCmedeHuu mpuoyamu OHell nocie
OHA ohuyuarbHo2o 0NYOIUKOBAHUS HA36aHH020 DedepanibHO20 3aKOHA

Cm. mexcm uacmu 6 npedvloyuell pedaxKyuu
1. JlekapcTBeHHBIE TpemapaTbl MOTYT OBITh BBe3eHbI B Poccuiickyro deneparmuio 0e3 ydera
TpeOoBaHUH, MPEyCMOTPEHHBIX YacTsmu | - 4 crateu 47, ctatbsamu 48 u 49 Hactosmero denepaibHOTO
3aKOHa, €CJIM OHU IpeJHa3HAYCHBI JUIA:

Wudopmanus 06 U3MeHEHUAX:

Deoepanvrvim 3akonom om 2 urona 2016 e. N 163-D3 nynkm I yacmu I cmamou 50 nHacmoswezo
DedepanbHo20 3aKOHA URN0NCEH 8 HOBOU PedaKyuu

Cm. mexcm nynkma 8 npedvloyueli peoaKyuu

1) nmuyHOTrO WCHONB30BaHMS (HU3UYECKUMH JMLaMu, TpuObIBIIMMU B Poccuiickyro @enepanuio.
IIpu »stom BBO3 B Poccuiickyto @Deaepanuio JEKapCTBEHHBIX  MPENAPATOB,  COJEPIKALIUX
CIWIIBHOJCUCTBYIOIIME W (WIKM) SAOBUTHIE BEIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B  CITHMCOK
CUJIBHOJEHCTBYIOIIMX BEIIECTB JUI LIEJIEW YroJIOBHOIO 3akoHojarenbcTsa Poccuiickon denepaunu U B
CIIMCOK SIAOBUTBHIX BEILIECTB Ui LEJIEHd YroJOBHOIO 3akoHozarenbcTBa Poccuiickon denepanuu,
yrBepxkaeHHbIe [IpaBurensctBoMm Poccuiickorn denepanuu, OCyIIECTBISIETCA MPU HAIUYUU JOKYMEHTOB
(3aBepeHHBIX KOMWI JOKYMEHTOB WM 3aBEPEHHBIX BBIMTMCOK M3 HUX), MOJTBEPKIAIOIIMNX Ha3HAYCHHE
¢bu3nyeckoOMy JIHMIy YKa3aHHBIX JIEKAPCTBEHHBIX TMPEmaparoB (3a HCKIIOYEHHUEM JIEKapCTBEHHBIX
MpeIaparoB, 3aperucTpupoBanHbiX B Poccuiickoit denepaunu u ornyckaeMmsix B Poccniickot denepaunu
0e3 pelienta Ha JEKapCTBEHHBIN mpernapar). [loaTBepkaaromye T0OKyMEHThI (X 3aBepEHHbIE KOTTHH WU
3aBEpPEHHBbIC BBIMUCKA W3 HUX) JODKHBI COJEPKaThb CBEACHHS O HAUMEHOBAaHMU U KOJIMYECTBE
HA3HAYEHHOTO JICKAPCTBEHHOTO Tpemapara. B ciydae, eciu TOATBEpPXKIAIOMIME JOKYMEHTH (HMX
3aBepEHHBbIC KOMHMH WM 3aBEPEHHBbIC BBHIMHCKH M3 HHUX) COCTaBIECHBI HA MHOCTPAHHOM S3bIKE, K HUM
MPUJIAraeTcsi HOTapUaJIbHO 3aBEPEHHBIN NIEPEBO HA PYCCKUH S3BIK;
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2) HCIONB30BaHUS PAOOTHUKAMM  JUIUIOMAaTHYECKOTO  KOpIyca WM  NPEACTaBUTEISIMH
MEXKIYHAPOAHBIX OpraHU3alui, akKpeAUTOBaHHbIX B Poccuiickoit @enepanuu;

3) JledeHUs MacCCaXXUPOB M WICHOB JKHIIAXEH TPAHCHOPTHBIX CPEACTB, MOE3AHBIX Opuraa u
BOJUTENEN TPAaHCIOPTHBIX CPEACTB, MpUObIBIINX B Poccuiickyto ®enepanuio;

4) neyeHusl y4aCTHUKOB MEXKIYHApOAHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPOIPUATUN U YYACTHUKOB
MEKIyHAPOAHBIX SKCIEIULINAN;

Wupopmanust 06 H3MEHEHUSX:
Ilynkm 5 uzmenen c 13 aseycma 2019 2. - @edepanvhuiii 3axon om 2 aseycma 2019 2. N 297-D3

Cm. npeodwbloywyro peoakyuio
5) 7neueHuss KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajaxX, LUpKaX, OKeaHapUyMax,
nenbGUHapUsaX, JIEYEHHUs] JUKUX >KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACENSIOIIUX TEPPUTOPHUIO
Poccuiickoit ®denepanny, HaXOJAIMIMXCSI B COCTOSHUU €CTECTBEHHOM CBOOO/IbI M MPUHAIIEKALTUX K BUAM,
3aHeceHHbIM B Kpachyto kaury Poccuiickoit denepanuu u (1in) KpacHble KHUTH CyObekToB Poccuiickoit
@enepanuu, a TakXKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro A ydacTusi B CIIOPTHBHBIX U
3pEIULIHBIX MEPOIIPUATHAX;

Nudopmarys 06 n3MEHEHHAX:

Deoepanvrvim  3axonom om 29 wuwons 2015 2. N 160-@3 uacme [ cmamou 50 Hacmoswezo
DedepanvbHoeo 3aKoHa OONOIHEHA NYHKMOM 6
6) UCTIONB30BAHUS HA TEPPUTOPHUH MEXKTYHAPOTHOTO METUIIMHCKOTO KiIacTepa.

NHudopmarys 06 n3MEHEHHX:

@eodepanvrvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacme 2 cmamou 50 nacmosuezco
DedepanbHo20 3aKOHA HECEHbL USMEHEHUsl, CIMYNnalowe 6 CUuly no ucCmedeHuy mpuoyamu OHetl nocie
OHA 0huyuaIbHO2O 0NYOIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npedvloyuell pedaKyuu
2. B cnyyasax, npeayCMOTPEHHBIX 4acThio | HACTOAIIEH cTaThu, AOMYyCKaeTcs BBO3 B Poccuiickyro
denepaluio JICKapCTBEHHBIX MPEMapaToB, HE 3aperucTpupoBaHHbIX B Pocculickoit denepanuu.

Wudopmannus o6 n3MeHEHUAX:

Deoepanvrvim 3akonom om 6 oexabps 2011 2. N 409-D3 6 uacme 3 cmamou 50 nacmosueco
DedepanvbHoeo 3aKOHA HECeHbl USMEHEHUs, CMYnarwue 8 CUuly no ucmeyeHuu mpuoyamu OHell nocjie
OHA 0huyUaAIbHOCO ONYOIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexcm uacmu 6 npedvloyuell pedaKyuu
3. JlexapcTBEHHBIE MpENapaThl, MPeIHA3HAYCHHBIC JJIsi TyMAaHUTAPHON IMOMOIIHU (CONCHCTBUS) UITH
MOMOIIM TPH YPE3BBIYAWHBIX CHUTYallUsiX, BBO3sATcS B Poccuiickyto @enepanuo B TOps/IKe,
ycraHoBieHHOM [IpaBurensctBom Poccuiickoit ®enepanuu. 3ampemaercss BBo3 B Poccuiickyro
denepanyio HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENAPaTOB, MPEIHA3HAYCHHBIX Ul TYMaHUTAPHOU
MOMOIIH (COJICHCTBYS) MITH MMOMOIIU TPU YPE3BBIYAMHBIX CUTYaIHSIX.
TAPAHT:

CwM. KOMMCHTApPHH K CTAaThC 50 HaCTOAIICTO @enepanLHoro 3aKOHa

Crarbs 51. CotpyaHudecTBo (eepaabHOro opraHa UCIOJHUTENBHOM BIACTH, YIOJIHOMOUYEHHOTO
B 00JIaCTM TaMOXXEHHOTO Jeja, M APYruX YHOJHOMOYEHHBIX (eiepaibHbIX OpPraHoB
HCIIOJIHUTENBHOHN BIIACTU
1. YnonHomoueHHblIe (penepanabHble OpraHbl MCIOJHHUTENBHOM BIACTH MPEJOCTaBISIOT B
pacriopsbkeHue  (elepalbHOr0 OpraHa HCIOJHUTEIbHONW BIACTH, YIOJIHOMOYEHHOTO B 0ONacTH
TaMOXKEHHOTO JIea, TOCYIapCTBEHHBIH PpEEeCTp JIEKapCTBEHHBIX CPEICTB, a TakkKe HH(POPMAIUIO O
BBIIaHHBIX ~Pa3pelICHUsIX Ha BBO3 KOHKPETHOH MapTUM JIEKAPCTBEHHBIX CPEJACTB B  CIydasx,
YCTaHOBJIEHHBIX UacTblO 3 cTaThy 47 HacToAwero denepaqbHOIO 3aKOHa.

Mudopmanus 06 M3MEHEHUAX:
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Deodepanvrvim 3akonom om 6 oOexkabps 2011 2. N 409-®@3 6 uacmv 2 cmamou 51 nacmosiuieco
DedepanbHo20 3aKOHA 8HECEHbL USMEHEHUsl, 6CmYynalowue 8 Culy o UCmed4eHuu mpuoyamu OHell nocie
OHA ohuyuanrbHo2o onyoIUK08aAHUS HA36aHH020 PedepabH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyuell pedaKyuu
2. QenepanbHBIi OpraH UCIOJHUTEIBFHON BIIACTH, YMOJIHOMOYEHHBIH B 00JACTH TaMO>KEHHOTO
nena, HHPOPMHUPYET yKa3aHHBIC B YacTH | HACTOSIICH CTAaThH YHMOJHOMOYEHHBIE (efepaibHbIe OpTraHbI
WCIOJIHUTEIIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpelnctB B Poccuiickyro denepaunio U BbIBO3E
JIEKapCTBEHHBIX cpencTB U3 Poccwiickoit Denepanuu mo ¢opme M B MOPAIKE, KOTOPHIE YCTAHOBJICHBI
[IpaBurensctBoM Pocculickoit denepanumu.
TAPAHT:

CM. KoMMeHTapuH K craTthe 51 HacTosuiero deaepaibHOrO 3aKOHA

I'naBa 10. ®apmaneBTH4YecKas 1esiTeJbHOCTh

T'APAHT:

Cm. TocymapctBennyto mnporpammy P®  "Pa3zButme QapmaneBTHUECKOW M = METUIIMHCKOM
npombinuieHHOCTH" Ha 2013 - 2020 rr, yrBepxkaeHHYr nocrtaHoBieHueMm [IpaBurenscrBa PO ot 15
anpens 2014 . N 305

Crartbs 52. OcymectBienne GpapMareBTHIECKON ACSITEIBHOCTH

Wndopmanust 06 M3MEHEHHX:

Deodepanvrvim 3axonom om 25 Hosaops 2013 2. N 317-D3 6 uacmv 1 cmamvu 52 nacmosuie2o
DedepanvbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm yacmu 6 npedvloyuell pedaxKyuu

1. ®apmaneBTudeckas JIEATEILHOCTh OCYHIECTBISICTCS OpraHU3alMsIMH  ONTOBOW TOPTOBIU
JICKAPCTBCHHBIMH ~ CPE/ICTBAMH,  alTEUYHBIMH  OPraHW3alUsSIMH,  BETCPUHAPHBIMH  ANTCYHBIMH
OpraHu3aIUusIMH, WH/IUBUTYaTbHBIMU MPEANPUHAMATEIISIMHY, UMCIOIITUMH JUIICH3HIO Ha
(bapMareBTHYECKyI0 JIeITeIbHOCTh, MEIUIIMHCKUMHU OpPraHHU3alUsMHU, WMCIOIIUMH JIMIEH3UI0 Ha
(hapmareBTHYECKYI0 JIeATeIbHOCTh, M WX O00OCOOJNCHHBIMU TMOApa3JeicHUusIMUA  (aMOyIaTOpUsIMH,
dbenpamepckuMu U GENbANIePCKO-aKyIIEPCKUMU TyHKTaMH, IIEHTpaMH (OTACICHUsIMH) oO1el BpaueOHOH
(ceMelHOM) MPaKTHKH), PACTIONIOKECHHBIMH B CEJIBCKHX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
alnTeYyHble  OpPraHW3allii, ¥  BETEPUHAPHBIMM  OPraHU3alUSAMH, HWMCIOIIMMH  JIMIEH3UI0  Ha
(bapMaIreBTUIECKYIO ICATEIILHOCTD.
TAPAHT:

Cm. [Ilonoxkenue 0  nuIeH3UpOBaHUM  (apMaAIEBTUUYECKON  JEATEIbHOCTH,  YTBEPXKICHHOE
nocranosieHueM I[IpaBurensctBa PO ot 22 nekadps 2011 . N 1081

CM. METOJIMYEeCKUE YKa3aHMs MO OCYIIECTBICHHIO OpraHaMH IOCYIapCTBEHHOM BJIACTH CYObEKTOB PD
MepeJaHHbIX MoNHOMOYMM P® mo nuieH3upoBanuio dhapMaleBTHYeCKON JIeATENbHOCTH, YTBEPKICHHbBIE
npukazoM Munsapasconpassutust Poccun ot 6 ntonst 2008 . N 263n

Wudopmanus 06 U3MEHEHUAX:

Dedepanvrvim  saxonom om 27 wutona 2010e. N 192-D3 yacms 2 cmameu 52 nacmoswe2o
DedepanbHo20 3aKOHA U3N0NHCEHA 8 HOBOU pedaKyuu

Cm. mexcm wacmu 6 npeovioyujeri peoaxyuu
2. dusnueckue M@ MOTYT OCYLIECTBIATH (DapMaleBTHUYECKYIO NESATEIbHOCTh MPU HAIUYHH
BBICILIETO WJIM CpeHero (apMaleBTHYeCKoro oOpa3zoBaHMs U cepTU(UKATa CIEUUATUCTa, BBICIIETO WM
CpelHero BeTepHHApHOro 00pa30BaHMsS M CepTH(]UKaTa CIEHUATUCTA, & TAKXKE BBICIIET0 MJIM CPEIHEro
MEIUIIMHCKOTO 00pa3oBaHus, CepTH(UKaTa CHEUUAIUCTAa W JOMNOJHUTEIBHOTO MpOo(hecCHOHATBHOTO
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o0pa3oBaHMs B YacTW PO3HUYHON TOPTOBIM JICKAPCTBEHHBIMU ITIperaparaMu MpU YCIOBHH UX pabOTHI B
000COONEHHBIX MOAPA3/ICICHUAX MEIUIITHCKIX OPraHU3aliii, yKa3aHHBIX B YaCTH | HACTOSIIECH CTAThH.
TAPAHT:

CM. KOMMeHTapuH K craTthe 52 HacTosuiero deaepajbHOrO 3aKOHa

Wupopmanust 06 U3MEHEHHSX:

Deoepanvrulil 3akon donoanen cmamoeti 52.1 ¢ 29 nosaopsa 2019 e. - Dedepanvhbiii 3akon om 28 HOAOPsL
2018 2. N 449-@3
Crates 52.1. BBoa B rpakJaHCKuii 0OOpOT JIEKAPCTBEHHBIX MpEnapaTroB Jjs MEIULUHCKOTO
MIPUMEHEHHUS

1. Ilepen BBOIOM B IpaKJaHCKHII 000POT Ka)JI0M CEpUHU WM KaKJI0M MapTHH MPOU3BEIEHHOTO B
Poccuiickoit @enepanun J€KapCTBEHHOTO Mpenapara JUisi MEAUIIMHCKOTO MPUMEHEHHUS, 3a UCKIIFOUCHHEM
MMMYHOOHOJIOTUYECKHX JICKAPCTBEHHBIX MPEMapaToB, MPOU3BOIUTENH TAKOTO JICKAPCTBEHHOTO Tpernapara
npeacTaBiser B (eaepalbHBIA OpraH HCIOJHUTENBHOW BIIACTH, OCYIIECTBISIOMMUN (YHKIIUU IO
KOHTPOJIIO M HaA30py B cepe 3ApaBOOXpaHEHUs, TOKYMEHT MPOU3BOIUTENS JIEKAPCTBEHHOIO CPENICTBA,
MOATBEPKJAIOIINN KaueCTBO JIEKAPCTBEHHOIO TMpernapara, M IMOATBEPKICHUE YIOJIHOMOYEHHOTO JIUIA
MIPOU3BOANTEIS JICKAPCTBEHHBIX CPEJICTB COOTBETCTBHS JICKAPCTBEHHOTO TIpemapara TpeOOBaHUSM,
YCTaHOBJICHHBIM TIPU €r0 TOCYAAPCTBEHHOUN PETrUCTPAIIH.

2. Tlepen BBOJOM B TPaXIaHCKHH OOOPOT KaXIOW CEpUH WIM KaXJAOW MApTUU BBO3UMOTO B
Poccuiickyro denepannio JeKapCTBEHHOTO Ipenapara i MEIUIIMHCKOTO MPUMEHEHHS, 38 UCKIIFOUCHUEM
MMMYHOOHMOJIOTHYECKMX  JIEKAPCTBEHHBIX  MpenapaToB, OpraHu3alus, OCYILECTBISIOUIas  BBO3
JeKapCcTBeHHOTO Tmpenapara B Poccuiickyto ®enepanmrio, mpencraBinser B (deaepaabHbI  OpraH
WCIIOJIHUTENIbHOM  BJIACTH, OCYHIECTBISIIOIIMKM (QYHKIMM 1O KOHTPOJIK M Haa3opy B cdepe
3IpaBOOXpPaHEHUs, CepTU(UKAT MPOU3BOAUTENS  JIEKAPCTBEHHOIO  CPENCTBA,  YAOCTOBEPSIOMIUN
COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOTO Mperapara TpeOoBaHUSAM (apMaKoIeHON cTaTby, a B ciaydae
OTCyTCTBHS (hapMakoNeWHON cTaTbu TPEOOBAHMSAM HOPMATHBHOW JOKYMEHTAIlMM, WU TOATBEPKICHHE
MPEAICTABUTENS OPraHU3aluy, OCYIIECTBISIOIIEH BBO3 JIEKAPCTBEHHOIoO Ipemnapara B Poccuiickyro
denepanuio U yIOJIHOMOYEHHONM MHOCTPAHHBIM IPOU3BOIUTENEM JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBUSA
BBO3MMOIO JIEKAPCTBEHHOTO IIpernapara TpeOOBaHMSIM, YCTAHOBJICHHBIM IIPH €ro TOCyIapCTBEHHOMN
perucTparuu.

3. Iopsimok mpeacTaBiaeHUss B COOTBETCTBUU C yacTsMu | M 2 HACTOAWIEH CTaTbU JIOKYMEHTOB U
CBEJICHUUH O JIEKaPCTBEHHBIX IIperaparax, BBOAMMBIX B TPAKIAHCKUI O0OOPOT, yCTaHaBIMBAETCS
IIpaButensctBOM Poccuiickon ®enepanuu.

4. B OTHOLIGHHMM TMEPBBIX TpPEX CEpPUN WIM MAPTUH JIEKAPCTBEHHOIO IIpernapara, BIIEpPBbIE
npousBeneHHoro B Pocculickoit @enepanuu minu BrepBble BBo3UMoro B Poccuiickyro ®enepanuto, B
(denepanbHBIl OpraH HUCIOJHUTENBHON BIACTH, OCYIIECTBISIIOMINM (YHKIMHU TIO KOHTPOJIIO U HAI30py B
ctepe 31paBOOXpaHEHUS, TOTIOJHUTEIBHO MPEICTABISIETCS] MPOTOKOJ UCIIBITAHUA O COOTBETCTBHM CEPUU
WM TAapTUM JIEKAPCTBEHHOIO IIpenapara s MEIULMHCKOTO IPUMEHEHHUs [O0Ka3aTessiM KauyecTBa,
MPEeTyCMOTPEHHBIM HOPMATUBHOM JOKyMEHTAaIMel (Janee - MPOTOKON MCHBITAaHUM), MPOBOTUMBIX
aKKpEJMTOBAaHHBIMU B COOTBETCTBUHU C 3aKOHOaTelbcTBOM Poccuiickoit denepanun 06 akKkpeauTanuu B
HAI[MOHANIBHOM  CcHCTeMe  aKKpeauTaluu  ¢enepalbHBIMU  TOCYIapCTBEHHBIMU  OIOMKETHBIMU
YUPEKACHUSMH, MOJIBEIOMCTBEHHBIMU  (befiepalbHOMY  OpraHy  HCIHOJHUTENBHOM  BIIACTH,
OCYIIECTBISONEMY (PYHKIHUU MO BBIPAOOTKE M peaTH3aliu TOCYIApCTBEHHON MOJIUTHKH U HOPMAaTHBHO-
MPaBOBOMY DETYIHpPOBaHUIO B cdepe 3apaBooxpaHeHHs, W (eaeparbHOMy OpraHy HCHOIHUTENBHOMN
BJIACTH, OCYIIECTBISIONIEMY (QYHKIHMU TIO KOHTPOJIIO W Hana3opy B cdepe 3mpaBooxpaneHus. llopsmok
BBIJIAYM yKa3aHHBIMU (DeAepaIbHBIMU TOCYAAPCTBEHHBIMH OIO/DKETHBIMH  YUPESKICHUSMHU JTAHHOTO
MPOTOKOJIA U pa3Mep IIIAThI 3a €ro Bbljlauy ycTaHaBiuBatoTcs [IpaButensctBom Poccuiickoit @enepanumu.

5. ExerogHo He mo3mHee 1 ¢eBpans MpoOU3BOIUTENH JIEKAPCTBEHHBIX CPEACTB WM OpraHU3aIUH,
OCYILIECTBISIIOIINE BBO3 JIEKAPCTBEHHBIX mpenaparoB B Poccuiickyto ®Penepannio, MPenCTaBISIIOT B
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(benepanbHBI OpraH MCIMOJHUTEIBHON BIACTH, OCYIIECTBISIOMNN (PYHKIMU 1O KOHTPOJIIO M HAA30py B
cdepe 31paBOOXpaHEHUs, TPOTOKOJI MCIBITAHUH MOCTYIMBILIETO B TEUEHHE rojia B TPAKIAHCKUNA 000pOT
JEKAapCTBEHHOIO IIpenapara KOHKPETHOIO IPOM3BOAUTENS (HAa OJHY CEPUI0 KaXKIOro TOPIrOBOIO
HAaMECHOBAHHUS C YYETOM JIEKapCTBEHHOW ()OPMBI M JIO3UPOBKH), MPOBOIAMMBIX AKKPEAUTOBAHHBIMH B
COOTBETCTBUHM C 3aKOHO1aTelIbcTBOM Poccuiickoit @enepannu 00 akkpeIuTaluy B HAMOHATILHOM cucTemMe
aKKpEIUTAIUU UCTIBITATEIbHBIMU JIA00PATOPHUSIMHU (LIEHTPAMH ).

TAPAHT:

[Tynkr 6 BcTynaer B cuity ¢ 28 Hos1Opst 2018 .

6. IlpomsBoaurenu JEKAPCTBEHHBIX CPEACTB WM OpPraHU3alUd, OCYILECTBISIOUIME BBO3
JIEKapCTBEHHBIX mpemnaparoB B Poccuiickyro denepannio, He MEHee 4eM 3a OJUH TOJ JI0 IJIaHUPYEMBIX
MIPUOCTAHOBJICHNUSI WJIM NPEKpalleHHs] IMPOU3BOJACTBA JIEKAPCTBEHHBIX IpenapaToB WJIM HUX BBO3a B
Poccuiickyro ®enepannio yBeIOMISIOT 00 3TOM (QenepajbHbli OpraH HCIOJHUTENbHON BIACTH,
OCYIIECTBIISAIOMUN (QYHKIIUU MO KOHTPOJIIO U HAA30py B cepe 31paBooxpaHeHus U (eaepaibHbIA Opran
WCIIOJIHUTENIbHON  BJIACTH, OCYIIECTBISIOMMN  (QYHKIMM TIO  JIMLIEH3UPOBAHUIO  MPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJCTB.

7. BBon B IrpaxJaHCKU O0OpOT KaXIOM CepUM WM KaXIOW MapTUM MMMYHOOHOJIOTMYECKOrO
JIEKQpCTBEHHOTO Tpernapara, npousBeaeHHoro B Poccuiickoit denepanyn uiam BBO3UMOTO B POCCHICKYHO
@enepalivio, OCYLIECTBISETCS Ha OCHOBAHMM pa3pellieHus, BbLAAHHOTO (¢enepaJbHbIM OpPraHOM
WCIIOJIHUTENIbHON  BJIACTH, OCYILECTBISAIOIIUM (YHKIMM 1O KOHTPOJIO U Hau3opy B cdepe
3paBOOXPAHEHMs, HAa OCHOBAaHUM BBIIAHHOTO (enepalbHBIMU TOCYIapCTBEHHBIMU  OIO[KETHBIMU
YUPEXKJIEHUSMHU, YKa3aHHBIMM B 4acTH 4 HACTOSILEW CTaThb, 3aKJIIOYEHUS O COOTBETCTBHM CEPUU WIIU
MapTUd MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOIO IMperapara TpeOOBaHUSM, YCTAHOBJICHHBIM IPU €ro
rocynapcTBeHHOW peructpauud. [lopsaok Bblaauu paspelieHus Ha BBOJ B IpakJaHCKUH 00OpOT cepuu
WM MapTUH UMMYHOOHMOJIOTHYECKOTO JIEKApCTBEHHOTO IMpenapara, a TaKkke MOPsA0K BbAa4l yKa3aHHOTO
3aKJIFOYEHUS M pa3Mep IUIaThI 3a €ro BelAauy ycraHasiuBarorcs [IpaButensctBoM Poccuiickoit denepanuu.

8. 3a HempelncTaBlI€HUWE WM HECBOEBPEMEHHOE IMPEJACTABICHUE JOKYMEHTOB U CBEICHHU,
MPEAYCMOTPEHHBIX YacTamu 1, 2, 4, 5 u 6 HacTOsIIEH CTaThbu, MPOU3BOAUTENM JIEKAPCTBEHHBIX CPEICTB U
OpraHu3aliy, OCYILIECTBISIOIINE BBO3 JIEKAPCTBEHHBbIX NpenapatoB B Poccuiickyro denepanuro, HECYT
OTBETCTBEHHOCTbh B COOTBETCTBUU C 3aKOHOaTeNIbcTBOM Poccuiickoit denepanuu.

Wudopmanus 06 n3MeHEHUAX:
Yacmo 9 usmenena ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dekaops 2019 2. N 475-D3

CMm. npeovbloywyro peoaxyuio

9. IlpencraBieHue AOKYMEHTOB U CBEACHMH, MPEIyCMOTPEHHBIX udacTsMu |, 2 u 4 Hacrosieu
CTaThbd, W TIOJYyYEHHUE NPEIyCMOTPEHHOIO YacThbi0 7/ HACTOSALIEH CTaTbU pa3pelieHus] Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara B rpakJJaHCKUi 000poT He TPeOyIOTCsl B OTHOIICHUH
JICKQPCTBEHHBIX IMpEMaparoB, MPEJHA3HAYCHHBIX [UI MPOBEACHUS KIMHUYECKUX HMCCICA0BaHUMA
JIEKapCTBEHHBIX IPENapaToB, IMPOBEICHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB U OCYILIECTBICHUS
TrOCYJapCTBEHHON  pErucTpaluu  JIGKAPCTBEHHBIX  IIpenaparoB, a TakkKe B  OTHOILIECHUH
HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENaparoB, MPEIHA3HAUYEHHBIX U OKa3aHWS MEIULUHCKOM
MOMOIIM MO XU3HEHHBIM IOKAa3aHUSM KOHKPETHOTO MAallMEeHTa WA TPYHIbl HAlM€HTOB, BBO3HMBIX B
Poccuiickyro @enepannio B COOTBETCTBMM ¢ dacTamu 3 M 3.1 crateu 47 Hacrosmiero denepabHOrO
3aKOHa.

10. Tlpu BbIsSIBIEHHH B TPaKJAHCKOM 00OpOTE CEpUM WM MAPTHH JIEKAPCTBEHHOTO Mpernapara,
JOKYMEHTBI U CBEIACHHUS O KOTOPBIX, MPEIyCMOTpPEHHble dacTsmu |, 2 U 4 HacTosAlEed CTaTbH, HE
MpeCTaBIeHbl B (hefepalnbHBIA OpraH WCIOJHUTEIBHON BIIACTH, OCYIIECTBISIONUN (QYHKIIUU 110
KOHTPOIII0O U HAA30py B cdepe 3ApaBOOXpaHEHHs, TUOO CEepHH WU TMapTUH UMMYHOOHOIOTHYECKOTO
JEKapCTBEHHOTO Tperapara, HE WMEIOMIMX pa3pelieHus] Ha BBOJ B TPaXIaHCKUH 000poT,
MPETyCMOTPEHHOTO YacThio 7 HAcTosIed cTarbu, QenepanbHblii OpPraH HWCIOIHUTENIBHON BIACTH,
OCYIIECTBISAIOMUN (YHKIIMM 10 KOHTPOIIO U HAI30py B cdepe 3IpaBOOXpaHEHHs, B TMOPAJIKE,
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ycranoBieHHoM lIpaBurensctBom Poccuiickoit @enepanuy, NPUHMMAET PELICHUE O IPEKpalleHUU
IPaXXJIaHCKOTO 000pOTa TAKUX CEPUU WM MAPTUU 0 MPEICTABICHUS YKAa3aHHBIX TOKYMEHTOB U CBEICHUI
1100 MOTy4YEeHUs YKa3aHHOTO Pa3pelIeHus!.

Wupopmanust 06 M3MEHEHUSX:

Deoepanvhulil 3aKkoH 0onoanen cmamoeti 52.2. ¢ 1 cenmsabdpsa 2023 2. - @edepanvhulil 3aKOH om 2 uioJisl
2021 2. N317-@3

Cm. 6y0ywyro peoakyuio

Cmamos 53 uzmenena c 1 sneaps 2018 . - @eodepanvhuiii 3axon om 29 urons 2017 . N 278-D3

CMm. npeodvbloywyro peoaKyuio
Crares 53. Ilpomaxa, mepenaya JI€EKapCTBEHHBIX CPEJICTB OpPraHU3ALUSMU ONTOBOW TOPIrOBIU
JIEKapCTBEHHBIMU CPEJCTBAMU

Wnpopmanust 06 M3MEHEHUSX:
Yacmo 1 usmenena c 29 oexabps 2020 2. - Dedepanvhuiii 3akon om 27 dekaops 2019 . N 481-D3

CMm. npeowbloywyro peoakyuio

1. Opranuzamuy ONTOBOI TOPTOBIH JIEKAPCTBEHHBIMHU CPEJCTBAMHU MOTYT OCYHIECTBISATH MPOJIAXKY
JIEKApCTBEHHBIX CPEIICTB WM TiepelaBaTb WX B YCTAHOBICHHOM 3aKOHOJIATEIhCTBOM Poccuiickoii
Oenepannu nopsake (3a UCKIIOYEHHEM (papMalieBTUYECKON CyOCTaHIIMK CIIUPTA 3TUIIOBOTO (3TaHOJA):

1) apyrum opraHu3ausiM ONTOBOW TOPTOBJIH JIEKAPCTBEHHBIMHU CPE/ICTBAMH,

2) IpON3BOUTEIISM JICKAPCTBEHHBIX CPEJCTB IS LIeJIeii MPOU3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB;

3) anTeYHBIM OpPraHU3ALMSIM ¥ BETEPUHAPHBIM allTeYHBIM OPTraHU3aLUsIM;

4) Hay49HO-MCCIIEJOBATEIbCKUM OPTaHU3aIMsAM JUIs HAy9HO-HUCCIIe0BATEIbCKON paboTHI;

5) WHOMBHIYaJIbHBIM TNPEINPHHAMATENSAM, WMEIOIUM JIMICH3UI0 Ha (apMareBTHUECKYIO
IEATeNLHOCTh WIN JIMICH3UI0 Ha MEUIUHCKYIO ESITeNbHOCTB;

Wudopmanus 06 U3MEHEHUAX:

Ilynkm 6 uzmenen c 6 ageycma 2019 e. - @edepanvhwiii 3akon om 26 utonsn 2019 . N 240-D3

CMm. npeovbloywyro peoaxyuio
6) MEOMIIMHCKMM OpraHu3alusM, B TOM UHCJIE€ CO3JaHHBIM U 3aperUCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOJIATEJILCTBOM MHOCTPAHHOTO rocyaapcTBa - wieHa OpraHu3anuu 3KOHOMHUYECKOTO
COTpYIHHYECTBA W  Pa3BUTHUS  HUHOCTPAHHBIM  IOPUIMYECKHM  JUIAM,  UHAUBHIYaJIbHBIM
MPEANPUHUMATENISIM, ABJISIFOIIMMCS YYaCTHUKAMU MIPOEKTa B COOTBETCTBUM ¢ DesepanbHbiM 3akoHOM "O
MEXAYHApOJAHOM MEIUIIMHCKOM KJIacTepe M BHECEHUU W3MEHEHHUH B OT/AEIbHBbIC 3aKOHOJATEIbHbIC AKThI
Poccuiickoit @eaeparuu", u BeTepruHaApPHBIM OpraHU3alUsIM;

Wudopmannus 06 n3MEHEHHAX:

Ilynkm 7 usmenen c 13 aseycma 2019 2. - @edepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3

CMm. npeovbloywyro peoaxyuio
7) opraHu3anusM W HWHAWBUIYaIbHBIM MPEANPUHUMATEISIM, OCYHISCTBISIIOIIUM pa3BeIeHUE,
BBIpAIMBAaHUE U COJIEP>KAaHUE KUBOTHBIX (32 UCKIIOUEHHUEM MPOJIaXKH UM (hapMalleBTUYECKUX cyOCTaHIIu
WM UX TIepeiadn).

Wudopmanus 06 U3MEHEHUAX:

Yacmw 2 usmenerna c 29 dexabps 2020 2. - Dedepanvhuiii 3akon om 27 dekaops 2019 2. N 481-D3

CMm. npedvbloywyro peoakyuio
2. OpraHuzaly ONTOBOM TOPrOBIM JEKAPCTBEHHBIMH CpPEACTBAMHU HE BIIPABE OCYILECTBISTH
npofaxy (mepemadyy B YCTAaHOBIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit ®Demepanuui  MOpPSIKE)
(hapMarieBTU4eCKOi CyOCTaHIIMK CITUPTA STHIIOBOTO (3TaHOIIA).
TAPAHT:

CM. KOMMeHTapHH K craTthe 53 HacTosuero denepanbHOro 3aKkoHa
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Wuhopmanust 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 cmamvio 54 nacmosweeo PedepanbHo2o
3aKOHA 8HeCceHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm cmamou 8 npedbloyujell pedaKyuu
Cratbs 54. [IpaBuiia orToBOM TOProBIIM JIEKAPCTBEHHBIMU CPEICTBAMU
OnroBas TOProBisl  JIGKAPCTBEHHBIMH  CPEACTBAMH  OCYIIECTBISIETCS  [TPOM3BOIUTEIISIMU
JIEKaPCTBEHHBIX CPEJCTB M OPraHM3alUSAMH OINTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEACTBAMH IO
NpaBuiIaM HaJIeXaled TUCTPUOBIOTOPCKON MPAKTUKKU M MPaBUJIaM HaJJIeKalled MPaKTUKA XPaHSHUS U
MEPEeBO3KM JICKAPCTBEHHBIX TNPENapaToB, YTBEPXKJACHHBIM COOTBETCTBYIOIIMMHU  YIIOJIHOMOYEHHBIMH
(benepaabHBIMU OpraHaMH UCTIOTHUTEIILHON BIIACTH.
TAPAHT:

CM. KoMMeHTapHH K crathe 54 Hactosuiero deaepanbHOro 3aK0OHa

Cratbs 55. [Iopsiiok pO3HUYHOM TOPrOBIIX JEKAPCTBEHHBIMH IIpenapaTaMu

Nudopmarys 06 n3MeHEHHX:

Deodepanvrvim 3axonom om 22 Oexkabps 2014 2. N 429-D3 6 uacme 1 cmamou 55 nacmosuwezo
DedepanvbHo2o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue 6 cury ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu  npeovloyuetl pedaKyuu

1. Po3HuuHas TOProBisl JIEKAPCTBEHHBIMHU TMpernapaTaMd B KOJMYECTBAX, HEOOXOIUMBIX s
BBITIOJTHCHUST BPaYeOHBIX ((enpamepcknx) Ha3HAYCHUH WM Ha3HAYCHUH CICIHAINCTOB B 00NacTH
BETEPUHAPUHU,  OCYIICCTBISIETCS  anTeYHBIMU  OpraHu3alusM{,  BETCPHHAPHBIMH  aNTCYHBIMHU
OpraHu3aIusIMu, WHIUBUAYaTbHBIMU MpeanpUHUMATENIMH, UMEIOIINMHU JTUIEH3UIO Ha
(apMalleBTUYECKYIO JIeSTEIbHOCTh, MEIWLUUHCKUMU OpraHU3alisIMH, HWMEIOIMMHU JIMIEH3UI0 Ha
(hapmareBTHYECKYI0 JIeATebHOCTh, M WX O00O0COOJCHHBIMU TMOApa3NeicHUusIMA  (aMOyIaToOpUsIMH,
dbenpamepckuMu U GeNbAIIePCKO-aKyIIEPCKUMU TyHKTaMH, [IEHTpaMHu (OTAeIeHUsIMH) oO1iel BpaueOHOH
(cemeitHON) MPaKTUKU), PACHOJIOKEHHBIMU B CEJIbCKHX HACEJIEHHBIX NMYHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble  OpraHu3ali, W  BETEPUHAPHBIMU  OPraHU3alUsAMU, UMEIOUIMMH  JIMIEH3UI0  Ha
(apMalleBTUYECKYI0 JeSATeNIbHOCTh. PaspemieHa po3HUYHAsT TOProBIS TOJBKO JIEKAPCTBEHHBIMU
npenaparamu, 3aperucrpupoBaHHbiMH B Poccuiickoit @enepanuu WM H3TOTOBIEHHBIMHU aNTEYHBIMU
OpraHu3alUsaIMH, BETEPUHAPHBIMH allTEYHBIMU OPTaHU3aALUSIMH, HHIUBUAYATbHBIMU MIPEIITPUHUMATENISIMU,
MMEIOIIUMU JIMLEH3UI0 Ha (hapMalleBTUUYECKYIO0 NESATENIbHOCTh. PO3HMYHAsS TOPTOBIS JIEKapCTBEHHBIMU
mpernaparaMi OCYILIECTBISETCS [0 TMpaBWIaM HaJUIekKalled anTeyHOW MPaKTHKH, YTBEPKIACHHBIM
YIIOJTHOMOYEHHBIM (heiepaibHBIM OPTaHOM HCIIOJHUTEIHHON BIACTH.

Wudopmanus 06 n3MEHEHUAX:

Cmamos 55 donoanena yacmoito 1.1 ¢ 3 anpens 2020 e. - @edepanvuuiii 3axon om 3 anpens 2020 e. N
105-D3
1.1. Po3HuyHast TOPromisi JEKapCTBEHHBIMH MperaparaMu Al MEIUIIMHCKOTO MpUMEHEHHs (3a
HCKIIFOUEHUEM JIEKAPCTBEHHBIX MPENaparoB, OTIYCKAEMBIX IO PELENTy Ha JIEKapCTBEHHBIM Mpernapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX MPENaparoB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENaparoB, a TaKkKe
CIUPTOCOAEPKAIUX JIEKAPCTBEHHBIX IMpenapaTtoB ¢ OObEMHOH J0Jiell 3TUIIOBOTO CHHpTa CBBIIIE 25
MPOLIEHTOB) MOXET OCYIIECTBISTHCS  ANTEYHBIMHU  OpPraHU3AlMsIMH  JUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HMYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU MpenaparaMmu JUisi MEIUIMHCKOTO MPUMEHEHUS TMCTaHIIMOHHBIM
CIIOCOOOM MOTYT OCYIIECTBISTH alTEUHbIEe OpPraHU3allii, UMEIOIINE JIMIICH3UI0 Ha (DapMaleBTUYECKYIO
JeSITENFHOCTh M COOTBETCTBYIOIIEE paspelieHue (QeaepaabHOT0 OpraHa HCIOJMHUTEIBHON BIIACTH,
OCYIIECTBISONMEro (YHKIIMU O KOHTPOIIO M Haa30py B cdepe 3mpaBooxpaHeHus. [lopsiiok BbIIauu
paspelieHus Ha OCYIIECTBIEHUE PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMU MperapaTaMy JUCTAHIIMOHHBIM
crioco06oM, TpeOoBaHMS K allTEYHBIM OPraHHU3AIHSIM, KOTOPbIE MOTYT OCYILIECTBISATh TAKyl0 TOPTOBIIO, H
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MOPSAZIOK €€ OCYIIECTBICHMs, a TAaKXe IpaBUia JOCTABKU JICKAPCTBEHHBIX IIPENAPATOB TIPAXKAAHAM
ycraHaBnuBatorcst  [IpaButensctBoM  Poccuiickoit  ®epepaunu. Mudopmamuss 00  OIUIaueHHBIX
(OTIIYLIEHHBIX) U MOJYYEHHBIX JEKApCTBEHHBIX IIpenaparax BHOCUTCS B CUCTEMY MOHUTOPUHIA JBUKEHUS
JIEKapCTBEHHBIX IPENapaToB Il MEIULMHCKOTO NMPUMEHEHUS B IOPSAKE, NMPEAYCMOTPEHHOM 4YacThiO 7
crarbu 67 Hacrosmero denepanbHOro 3aKOHa.

Wnopmanust 06 M3MEHEHUSX:

Deodepanvrvim 3axoHom om 25 Hosaopa 2013 2. N 317-D3 6 uacmv 2 cmamvu 55 Hacmosuie2o
DedepanbHo20 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexcm yacmu 6 npedvloyujell pedaKyuu

2. Buapl anTedyHbIX OpraHuM3alluidi M TpaBUja OTIYCKAa JIEKAPCTBEHHBIX IIPENapaTroB Ul
MEIUIIMHCKOTO TPUMEHEHHUs alTEeYHbIMH OPraHu3alUsIMH, HHAUBUAYAIbHBIMH TPEINPUHUMATEISIMH,
MMEIOLIUMU JIMIEH3UI0 Ha (apMalleBTUUYECKYIO JIEATEIbHOCTD, a TAaKXKe MpaBHila OTIYCKa JIEKapCTBEHHBIX
MpenapaToB s MEIUIIMHCKOTO MPUMEHEHUSI MEIMLIIMHCKUMH OpraHM3alusIMH, UMEIOIIUMH JINLIEH3UIO Ha
(apMalleBTUYECKYIO JIeATENbHOCTb, MU HUX OOOCOOJEHHBIMHM MOApasfeNeHussMu  (amOymaTopHusIMH,
dbenpamepckuMu U QeNbAIePCKO-aKyIIIEPCKUMU MTyHKTaMU, IIEHTpaMHu (OTAETIEHUAMH) o01el BpaueOHOM
(cemeiHON) MPaKTUKH), PACIOJIOKEHHBIMU B CEJIbCKMX HACEJIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble OpPraHM3alllM, YTBEP)KJIAIOTCS YIMOJHOMOYEHHBIM (enepaibHbIM OpPraHOM HMCIIOJHUTENBHON
BJIACTH.

NHudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3axonom om 3 wuions 20162, N 305-@3 6 uacmv 3 cmamvu 55 Hacmosiuez2o
DedepanvbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm uacmu 6 npeovloyuetl pedaKyuu
3. [IpaBuia oTmycka HapKOTHUYECKHX CPEICTB M MCUXOTPOIMHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KauecTBE JIEKAPCTBEHHBIX IPENaparoB, JIEKAPCTBEHHBIX IPENapaToB, COJEP)KALIUX HAPKOTHYECKUE
CpeACcTBa M TIICUXOTPOIHBIE BELIECTBA, YTBEP)KIAIOTCS YIMOJIHOMOYEHHBIM (elepaJbHbIM OPraHoM
WCIIOJIHUTENIbHOM BJIACTH 1O COMNIACOBaHHIO C (enepaJbHbIM OPraHOM MCIIOJHUTENBHON BIACTH,
YIOJHOMOUYEHHBIM B c(pepe BHYTPEHHHUX JIE.

Wudopmanus 06 U3MEHEHUAX:
Yacmo 4 usmenena c 13 aseycma 2019 2. - edepanvhwiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npeovbloywyro peoaKyuio
4. JlexapcTBEeHHble Ipemaparbl s BETEPUHAPHOTO MPUMEHEHHs] MOMJIeKaT  OTILYCKY
BETEPUHAPHBIMHM AaNTEYHBIMH OPraHU3alUsAMU, BETEPUHAPHBIMU OPraHU3ALMIMH, WHIUBUIYalbHBIMU
NpeIIpUHUMATEISIMA, UMEIOUIUMH  JIMICH3UI0 Ha  (DapMaleBTUYECKyl0 JesTeNbHOCTh.  OTmyck
JIEKapCTBEHHBIX MPENaparoB Ui BETEPUHAPHOTO MPHUMEHEHHUS OCYILIECTBISETCS B COOTBETCTBHH C
npaBUJiaMy  HaJUIekKalled anTeuyHOM TMpPaKTUKU JIEKAPCTBEHHBIX MpEnapaTtoB Mjs BETEPUHAPHOTO
MIPUMEHEHHUS], YTBEPKICHHBIMH YIIOJTHOMOYEHHBIM (heiepaibHbIM OpraHOM HCTIOJIHUTEIHHON BIACTH.

Wudopmannus 06 n3MEHEHUAXK:
Yacmo 5 usmenena c 3 anpensa 2020 e. - @edepanvhuiii 3akon om 3 anpena 2020 e. N 105-D3

CMm. npeovbloyuyro peoakyuio

5. IlepeyeHp METUIMHCKUX OpraHM3allMi, MMEIOMIMX JIMIEH3HI0 Ha (apMaleBTUYECKYIO
NeATeNbHOCTh, U MX OOOCOOJEHHBIX MOjpa3/eneHuil (amOynaTopuid, (GenpAmepckux U (enpImepeKo-
aKylIepCKUX MyHKTOB, LIEHTPOB (OTAeIeHHiT) 001iel BpaueOHOil (ceMeitHOM) MPaKTHKH), PACTIONIOKEHHBIX
B CEJIbCKUX HACEJIEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHble OpraHU3alliu, a TakXke MepedyeHb
JIEKapCTBEHHBIX MpPEnapaToB, MPOaXka KOTOPhIX MOXKET OCYHIECTBIATHCS YKa3aHHBIMU OPraHU3alUsMU U
uX 000COOIEHHBIMU MOJIPA3ICIEHUSIMH, YCTaHABIMBAIOTCS OpPraHaMyU UCTIOJHUTENIFHON BIIACTU CyOBEKTOB
Poccniickon ®enepanuu.

Hudopmanus 06 U3MEHEHUAX:

Deoepanvrvim  3akonom om 25 mosabpa 2013 2. N 317-@3 uacmv 6 cmamvu 55 Hacmoswezo
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DedepanvbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU PeOaKyuu

Cm. mexem uacmu 6 npeovioyujeri peoakyuu
6. AnTeuHble OpraHu3alli{, HWHAWBHYyaJbHbIE MPEINPUHUMATENIN, WMEIOUIUE JIMLEH3UI0 Ha
(apManeBTHYECKYIO IesTeIbHOCTD, 00s13aHbI 00ecTieunBaTh yTBep K IeHHbIH [IpaBuTenscTBom Poccuiickoit
®enepanyu 1 HGOpPMHUPYEMBIH B YCTAHOBICHHOM UM TOPsIIKE MUHUMAIBHBIN aCCOPTUMEHT JIEKAPCTBEHHBIX
npenapaToB, HEOOXOAUMBIX TSl OKa3aHHsI MEAUIIMHCKOM TOMOIIIH.

Wnpopmanust 06 H3MEHEHUSX:
Yacmo 7 usmenena c 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npeodwbloywyro peoakyuio

7. AnTeYHBIC OpPTraHW3AINW, WHAWBHIyaJIbHBIC MPEIIPHHUMATEIH, WUMEIONIUE JUICH3UI0 Ha
(hapManeBTHICCKYIO JCSITeILHOCTh, HAPSAY C JICKAPCTBEHHBIMH TIperiapaTaMid UMEIOT TIPAaBO MPUOOPETaTh
W TpoJaBaTh, B TOM YHCJIC JUCTAHIIMOHHBIM CII0COOOM, MEIUIIMHCKUE W3ICNUs, Ie3UH(DUIMpPYIONTIe
CpeICTBa, TPEAMETHl W CPEACTBA JIMYHOW TUTHEHBI, TIOCYNy JUISI MEIWIMHCKHX IeJieH, MPeaIMeThl H
CpeICTBa, MpEIHA3HAYCHHBIC TSI yXO0Aa 3a OOJBHBIMH, HOBOPOXICHHBIMH W JCTHbMH, HE JIOCTHUTTITUMHU
BO3pacTa TpexX JIeT, OYKOBYIO ONTHKY M CPEICTBA yX0Ja 32 Hel, MUHEepaIbHBIC BOJIBI, TPOAYKTHI JICUSOHOTO,
JETCKOTO W JIMETUYCCKOTO NMUTAHUs, OMOJIOTHYESCKH aKTUBHBIC JT00ABKH, Map(pIOMEPHBIEC U KOCMETHICCKHE
CpeICTBa, MEIMIIMHCKHEC W CaHWUTAPHO-TIPOCBETUTEIIbHBIC II€YATHBIC W3JIAHUs, TMPEIHA3HAYCHHBIC IS
Mpomaras/ibl 37I0pOBOTO 00pa3a KU3HHU.

Nudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3akonom om 13 uwns 2015e. N 262-D3 6 uacms 8 cmamvu 55 Hacmosuezo
DedepanvbHo2o 3aKOHA BHECEHbL UsMeHeHUs, ecmynalowue ¢ cury ¢ 1 ausaps 2016 e.

Cm. mexcm yacmu 6 npeovloyuell pedaKyuu

8. JlestenpbHOCTh anTeuHbIX opranuzauuii Boopyxennbix Cun Poccuiickoit ®@enepanuu, Ipyrux
BOWCK, BOMHCKUX (DOPMUPOBAHHI M OPraHoB, B KOTOPBIX 3aKOHOJATENbCTBOM Poccwuiickoit denepammm
MPEAYCMOTPEHO MPOXOKACHUE BOCHHOU CITYKObI WK (eepalTbHON TOCYIapCTBEHHOM CITY)KOBI, CBSI3aHHON
C TMPaBOOXPAHUTEIILHON JIeATENBbHOCTHIO, periaMeHTHupyeTcss HactosmuM @denepanbHbIM 3aKOHOM H
YTBEP>KICHHBIMU COOTBETCTBYIOIIMMHE (eiepaibHBIMU OpraHaMU UCIIOJHUTENIBHOM BIACTH MOJOKEHUSIMH.
Kontpons 3a coOmtofeHreM yKa3aHHBIMH alT€YHbIMU OPraHU3allMsSIMU  IOJIOKEHUI HACTOSILEro
®denepanbHOTO 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMHU (hefiepallbHBIMU OpraHaMU UCIIOTHUTENBHOM
BJIACTH.

9. He npumensierca ¢ 1 sauBaps 2021 1. - @enepanbubiii 3akon ot 3 anpesnst 2020 . N 105-D3

Wudopmanus 06 n3MEHEHUAX:

CMm. npeovbloywyro peoakyuio
TAPAHT:

CwM. KOMMCHTApPHH K CTAaTbC 55 HacTosIIero @enepanLHoro 3aKOHa

Cratbs 56. M3rotoBieHne 1 OTITYCK JIGKAPCTBEHHBIX MpPENapaToB
[APAHT:
Cm. Enmsple mnpaBwia oQOpMIIEHUS JIEKAPCTB, TNPUTOTOBISEMBIX B aNTEYHBIX YUPEKIACHUAX
(mpeanpusATUAX) pa3auUHbIX (OpM COOCTBEHHOCTH, YTBEPKACHHbIE MHUHHUCTEPCTBOM 3APaBOOXPAHEHUS
P® ot 24 urons 1997 .

Wudopmanus 06 U3MEHEHUAX:
Yacmo 1 usmenena ¢ 1 mapma 2023 2. - @edepanvhviii 3akon om 30 oexabps 2021 2. N 463-D3
Cm. 6yoywyro pedaxkyuio
1. WsroroBneHue eKapCTBEHHBIX IPENapaToB alTE€YHbBIMM OPraHU3aLUsAMHU, BETEPUHAPHBIMU

AllTCYHBIMU OpraHu3alusMu, HWHAUBUAYAJIbHBIMH [MPCANIPUHUMATCIIAMHA, HWMCIOIIUMU JIMIICH3UIO Ha
(papMaI_ICBTI/ILIeCKyIO ACATCIIBHOCTDb, OCYHICCTBIIACTCA IO PCHCITAM Ha JICKAPCTBCHHBIC IIPCIIaparhl, IO
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TpeOOBAHUSAM METUIMHCKUX OpraHu3alMid, BETEPHHAPHBIX OPraHMU3alUil B COOTBETCTBHH C IPABUIAMHU
M3TOTOBJICHUS U OTITYCKA JICKAPCTBEHHBIX MIPENapaToB, yTBEPKACHHBIMU YIIOJTHOMOYECHHBIM (peaepanbHbIM
OpPraHOM MCIIOJHUTEIBHON BIIACTH.

2. Ilpu M3roTOBIEHUM JIEKAPCTBEHHBIX MPENAapaToB alTEYHbIMU OpraHU3aLMsIMH, BETEPUHAPHBIMU
ANTeYHBIMU OPraHU3alMsAM{, WHIUBUAYAJIbHBIMU IPEANPUHUMATEISAMY, HWMEIOIKMMH JIMIEH3UI0 Ha
(apManeBTUYECKYI0 JAEATEIBHOCTh, HCIONB3YIOTCS (apMalleBTUYECKHE CyOCTaHIIUHM, BKIIIOYEHHBIC
COOTBETCTBEHHO B NOCYIaPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB I MEJULMHCKOTO NPUMEHEHUS U
TrOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB JII BETEPUHAPHOIO NPHUMEHEHMS B YCTAHOBICHHOM
nopsake. He momyckaeTcs WM3rOTOBICHHE AalTEYHBIMM OpPraHU3AlMSAMH, BETCPUHAPHBIMHU alTEYHBIMHU

opraHusalnusiMu, HHIUWBUAYAJIbHBIMHA NpCANTPUHUMATCIIAMU, UMCHOIIIUMU JIMIOCH3U O Ha
(hapMalleBTUYECKYIO JEATENbHOCTb, JIEKAPCTBEHHBIX IpENapaToB, 3aperucTpupoBaHHBIX B Poccuiickoit
denepanuu.

3. MapKI/IpOBKa JICKAPCTBCHHBIX IPECIaparoB, H3rOTOBJICHHLIX aIlTCYHBIMU OpraHu3aluiaIMu,
BCTCPHHAPHBIMH AllITCYHBIMW OpraHu3alluaMu, HWHAWBUAYAJIbHBIMU MPECANPUHHUMATCIAMU, HMCIOIIMMHU
JULEH3UI0 Ha (apMaleBTUUYECKYI0 JeSTeNIbHOCTh, U O(QOpMIIEHME TaKUX [pernaparoB JIOJKHBI
COOTBCTCTBOBATE MMpaBUJIaM, YKA3aHHBIM B 4aCTHU 1 HaCTOﬂIHeﬁ CTaThbHU.

4. ArnTeuHbIe OopraHusanuvy, BETCPUHAPHBIC AIITCYHBIC OpraHU3anuu, WHIWBUAYAJIbHBIC
NpECANPUHUMATEIIN, UMCIOIMNUEC JIUICH3UIO Ha (bapMaHeBTI/I'-IeCKYIO ACATCIIBHOCTb, HCCYT OTBECTCTBCHHOCTD
3a HecoONIOIeHHe MPaBHJI HM3TOTOBJICHHUS U OTIyCKa JIEKApPCTBEHHBIX IMPENaparoB B COOTBETCTBUM C
3aKoHoAaTenbcTBOM Poccuiickoit denepanyu.

I'APAHT:

CM. KOMMEHTapuH K cTatbe 56 Hacrosmiero denepaibHOro 3aKoHa

Crarbst  57. 3ampemenue npofaxu (ambCUPHUIIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
HEZOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpa(aKkTHBIX JIEKAPCTBEHHBIX
CPEICTB
[Iponaxa danbcupuIMpoBaHHBIX JIEKapCTBEHHBIX CpPEICTB, HEI00pOKaYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, KOHTPAPAKTHBIX JIEKAPCTBEHHBIX CPEJCTB 3alPEIacTCsl.
T'APAHT:

CwM. KOMMCHTAPHHU K CTAaTbC 57 HaCTOSIIETrO CDez[epaJILHoro 3aKOHa

Crarbs 58. XpaHeHue JEKapCTBEHHbBIX CPEICTB

Wudopmanus 06 U3MEHEHUAX:

Deoepanvruvim 3axonom om 22 oxkmsops 2014 2. N 313-D3 6 uwacme 1 cmamou 58 nacmosiuezo
DedepanvbHoeo 3aKOHA HECeHbl USMEHEHUs, CMYynarwue 6 Cuily no ucmeyeHuu mpuoyamu OHell nocjie
OHAL 0huyUaIbHOCO ONYOIUKOBAHUSA HA36aHH020 PedepanbH020 3aKOHA

Cm. mexcm uacmu 6 npeovloyujeli pedaxKyuu

1. XpaHeHHe JEKapCTBEHHBIX CPEACTB OCYIIECTBISETCS MPOU3ZBOAUTEISAMH JIEKAPCTBEHHBIX
CPEICTB, OpraHU3aIUsIMHU ONTOBON TOPrOBIH JIEKAPCTBEHHBIMU CPEACTBAMHU, alITEYHBIMH OPraHU3aIUSIMH,
BETEPUHAPHBIMHU AalTEYHBIMH OPTraHU3ANMIMH, WHIUBUAYAJILHBIMH MPEINPUHUMATENSIMU, UMEIOUUMU
TUIEH3UI0 Ha (apMaleBTUYEeCKyl0 [esTelbHOCTh WM JUIEH3WI0 Ha MEAMIIMHCKYIO JIeSATENbHOCTH,
MEIMIIMHCKUMH  OpPraHU3alMsIMH, BETEPUHAPHBIMH OpraHU3alUsIMH ¥ HHBIMH  OpPraHHU3alUsIMU,
OCYIIECTBISIONIMMU OOpallleHne JIEKAapCTBEHHBIX CPEICTB. XPaHEHUE JIEKAPCTBEHHBIX CPEACTB JUISA
BETEPUHAPHOTO TPUMEHEHHUS OpPTaHW3alUsIMU W WHIUBUAYAIbHBIMU MPEINPUHUMATENSIMUA B CIIydasx,
€CIM OHM WCIIOJIB3YIOTCS MCKIIOYMTENTHFHO TPU Pa3BEICHHUH, BBIPAIIUBAHWHU, COJIEPKAHUU U JICUYCHHUH
KUBOTHBIX, MOXKET OCYIIECTBIATHCSA 03 MOMyYSHHS JINIICH3UH Ha (apMalleBTHYECKYIO JeSITebHOCTb.

2. IlpaBunma  XpaHEHHUS  JICKAPCTBEHHBIX CPEIACTB  YTBEPXKAAOTCSI  COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (heZiepaibHBIM OPTaHOM HCIIOTHUTEIHHON BIACTH.
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3. XpaHeHue HapKOTHYECKUX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPE/ICTB,
pamno(dapMaleBTUYECKUX  JICKQPCTBEHHBIX  CPEACTB  OCYIICCTBISIETCS B COOTBETCTBHH  C
3akoHo1arenbcTBOM Poccuiickoin denepanuu.

TAPAHT:

CM. KOMMeHTapuH K craThe 58 HacTosuiero deaepajbHOrO 3aKOHa

Wnpopmanust 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 25 Oexabps 2012 2. N 262-D3 enasa 10 nacmosawezo Dedepanrvroco
3aKOHa 0ononnena cmamveti 58.1, ecmynaroweti 6 cuny no UCMeYyeHUU cma 80CbMUoecsimu OHell nocie
OHA ohuyuanrbHo2o 0nyoIUK0BAHUS HA38aHH020 PedepanibH020 3aKOHA

Crarps 58.1. IIpenMeTHO-KOIMYECTBEHHBIH YYeT JIEKapCTBEHHBIX CPEICTB ISl MEIULMHCKOTO
MIPUMECHCHHUS
1. IlepeyeHb eKapCTBEHHBIX CPENICTB ISl MEAUIIMHCKOTO MPUMEHEHHUS, MOAISKAIIUX TPEIMETHO-
KOJIMYECTBEHHOMY Y4YETY, YTBEPXAAETCA YIOJIHOMOYEHHBIM (eepabHBIM OPraHoOM HCIOJIHUTEIbHON
BJIACTH.

Nudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3axonom om 3 wuions 2016 2. N 305-D3 6 uwacmv 2 cmamovu 58.1 Hacmoswezo
DedepanvbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu

2. Tlopsinox BKITIOYEHHS JIEKAPCTBEHHBIX CPENCTB ISl METUIIMHCKOTO MPUMEHEHUsI B TepeueHb
JIEKapCTBEHHBIX CPENCTB ISl MEAMIIMHCKOTO MPUMEHEHUS, MOJUIeKAIIUX MPEeIMETHO-KOJINYECTBEHHOMY
y4eTy, YCTaHaBJIMBAETCS YIOJHOMOYEHHBIM (erepanbHbIM OPraHoM HCIOJHUTEIBHOW BIACTH IO
COMNIaCOBaHMIO C (ellepaJbHBIM OpPraHOM HCIIOJIHUTENbHON BIIACTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JIell.

3. [IpenMeTHO-KOMMYECTBEHHBIN YYeT JIEKapCTBEHHBIX CPEICTB AJIS MEAULUHCKOTO NMPUMEHEHHS
BEIYyT TNPOU3BOJAUTENN JIEKAPCTBEHHBIX CPEICTB, OPraHU3allMUd ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU
CpeICTBaMHM, alTE€YHbIe OpraHU3alUU, WHAWBHIyaJbHbIC MNPEANPUHUMATEIN, UMEIONINE JIMLIEH3UI0 Ha
(hapMalleBTUYECKYIO JAEATEIbHOCTh WM JUIEH3UI0 Ha MEIUIIMHCKYIO NESTENbHOCTh, U MEIUIIMHCKHE
OpraHu3aliy, OCYILECTBISAIoNINe oOpalleHre JTeKapCTBEHHBIX CPEACTB IS MEAUIIMHCKOTO MPUMEHEHUS,
MyTeM PETUCTpalMK JIOOBIX CBA3aHHBIX C UX OOpalleHHeM omepanui, Mpu KOTOPBIX HU3MEHSETCS HX
KOJIMYECTBO U (MJIM) COCTOSIHUE, B CIICIMABHBIX JKypHAJIaX y4yeTa OIlepaluil, CBI3aHHbIX ¢ oOpalleHueM
JIEKapPCTBEHHBIX CPEJCTB JAJIS MEIULMHCKOTO MIPUMEHEHHUS (Jaliee - crenraibHble )KYPHAIIbI).

4. TlpaBuna perucrpainuu Omepanui, CBSI3aHHBIX C OOpalleHHeM JIeKapCTBEHHBIX CPEACTB IS
MEIMIIMHCKOTO TMPUMEHEHHs], BKIIOYEHHBIX B MEPEYCHb JIEKAPCTBEHHBIX CPEICTB JJIS MEIUIIUHCKOTO
MPUMEHEHHMS], TOJIeKAIIUX PEIMETHO-KOIMYECTBEHHOMY YYeTy, B CIICHMAIbHBIX XKypHAJIaX W IpaBuiia
BEJICHUS U XPAHEHUS CIEIUAIBHBIX KYPHAIOB YTBEPKIAIOTCS YIIOTHOMOYEHHBIM (pefiepabHBIM OpraHoOM
WCIOJIHUTENILHOM BIIACTH.

5. Kontponb 3a coOmrofeHHeM MpaBUIl PETUCTpAllMU ONepaluii, CBA3aHHBIX C OOpalleHHeM
JIEKapCTBEHHBIX CPEJCTB JJIsi MEIUIMHCKOTO MPUMEHEHHMs, BKIIIOUEHHBIX B IEPEUYCHb JIEKAPCTBEHHBIX
CPEeICTB IS MEIUIMHCKOTO MPUMEHEHUs, MOAJeXKAIIUX MPEIMETHO-KOJIMYECTBEHHOMY VYYeTy, B
CHeIHalbHBIX )KYypHAllaxX, a TAKXKe 3a COONIOACHUEM MPaBUJI BECHUS U XPAHEHHUS CIIEIUANBHBIX KYPHAIOB
BO3JIAraeTcs Ha YINOJHOMOYEHHBbIE (efepanbHble OpraHbl HCIONMHUTEIHHOW BIACTH M OpraHbl
WCIIOTHUTENIbHON BHacTH CcyObekToB Poccuiickoit ®enepanyu, OCYIIECTBISIONIUE JTUIEH3UPOBAHUE
MPOM3BOJICTBA  JIEKAPCTBEHHBIX  CPENACTB, (apMalleBTUYECKOW  JEATEIHHOCTH UM METUIIUHCKOUN
JESATENbHOCTH, U OCYILIECTBIISIETCS B paMKaX JIMIIEH3MOHHOTO KOHTPOJISL.

TAPAHT:

CM. AIMUHUCTPATUBHBIA perfiaMeHT ucnoilHeHus DenepanbHON coyxk00il Mo Ham3opy B cdepe
3pPAaBOOXPAHEHUsI TOCYIAPCTBEHHOM (YHKIMHM 1O OCYIIECTBICHHUIO JIMIEH3HOHHOTO KOHTPOJIS
(apMareBTUYECKOM IeITeTbHOCTH, YTBEP)KACHHBIN npukazoM Munsnpasa Poccun ot 1 centadps 2017 .
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N 585H

CM. xoMMeHTapuu K cratbe 58.1 HacTosero denepaabHOTO 3aKOHa

I'naBa 11. YHMYTOXKEHHUE JIEKAPCTBEHHBIX CPEICTB

Cratbs 59. OcHOBaHMSI U OPSAJOK YHUUTOKEHUSI JIEKAPCTBEHHBIX CPEJICTB

Wnpopmanust 06 M3MEHEHUSX:

Deodepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-D3 6 uacmv 1 cmamvu 59 nHacmosuwezo
DedepanvbHo2o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu
1. HenobOpoxauecTBeHHbIE JIEKAPCTBEHHbIE CPEACTBa, (GanbCcUPUIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TMOJJIeKAT U3BIATUIO M3 OOpalleHus U YHMUTOXKEHUI0 B IOPSJKE, YCTaHOBJIEHHOM
[IpaButensctBoM Poccuiickoit ®enepanun. OcHOBaHMEM MJIsi YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEICTB
SIBJISIETCS] PELICHHE BIIAJEIbIIA JIEKAPCTBEHHBIX CPEACTB, PEIIEHNE COOTBETCTBYIOLIETO YITOJTHOMOYEHHOTO
(eneparbHOrO OpraHa UCIOJHUTENBHOM BIACTH WM PELIEHHE CY/a.

Nudopmarys 06 n3MeHEHHX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uacmov 2 cmamwvu 59 nHacmosiue2o
DedepanvbHo2o 3aKOHA 8HECEHbL U3MeHeHUs, ecmynatowue ¢ cury ¢ 1 utonsa 2015 e.

Cm. mexcm yacmu 8 npedvloyujell pedaKyuu

2. KonrpadakTHble JeKapCTBEHHBIE CPEICTBA MOJUIEKAT U3BATHIO U3 00pAIIeHUS U YHUUTOXKCHHUIO
Mo pemieHuio cyna. [lopsaok yHHUTOKEHUS KOHTpadaKTHBIX JIEKAPCTBEHHBIX CPEICTB YCTaHABJIUBAETCA
[IpaBuTenscTBOM Poccuiickoii @enepanuu.

3. Pacxonpl, cBsi3aHHBIE C YHUYTOXEHHEM KOHTpadakTHBIX JIEKAPCTBEHHBIX CPEACTB,
HEOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (hambCUUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEIAIOTCS UX BIIAJICNbLIEM.

4. Bnanenen JeKapCTBEHHBIX CPEICTB JIOJDKEH MPEACTaBUTh B YIIOJHOMOYEHHBIN (enepalbHblil
OpraH HCIOJHUTEIbHONW BIACTH JIOKYMEHT WJIM 3aBEPEHHYI0 B YCTAHOBJIICHHOM IIOPS/IKE €ro KOIIHUIO,
MOJITBEP K TAIOIINE (PAKT YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEJICTB.

5. CoOOTBETCTBYIOIIUH YIOJHOMOYEHHBIM ¢enepaabHblii OpraH HCIOJHHUTEILHONW BJIACTH,
NPUHSABIIMKM pelieHne 00 YHMUYTOKEHHHM JICKQpCTBEHHBIX CPEACTB, OCYIIECTBIISAET KOHTPOJb 3a HX
YHUUYTOKEHHUEM.

6. VYHUYTOXKEHHE JICKapCTBEHHBIX CPEACTB MPOU3BOAUTCS OPraHu3alusM{, HUMEIOIHUMHU
COOTBETCTBYIOIIYIO JIMIIEH3HUIO, HAa CIEIHAIbHO 000PYIOBAHHBIX IUIOMIA/IKAX, MOJUTOHAX U B CHEIHAIBEHO
000pYIOBaHHBIX MOMEHICHUSIX C COONMIOAeHHEeM TpeOOoBaHUI B OOMACTH OXpaHbl OKPY)KAOIIEH Cpelbl B
COOTBETCTBUHU C 3aKoHO1aTenscTBOM Poccuiickoit deneparuu.

7. HapxoTtuueckue JIeKapCTBEHHBIE CPEICTBA, IICUXOTPOMHbIE JIEKAPCTBEHHbIE CPEICTBA,
paanodapmalieBTUYECKHE JTEeKAPCTBEHHBIE CPECTBA YHUUTOXKAIOTCS B COOTBETCTBUU C 3aKOHOIATEIBCTBOM
Poccuiickon ®enepanuu.

TAPAHT:

CwM. KOMMCHTApPHH K CTAaThC 59 HaCTOAIICTO @enepanbﬁoro 3aKOHa

I'maBa 12. I'ocynapcTBeHHOe peryiMpoBaHHe LIeH HA JIeKapPCTBEHHbIE NPenapaThbl 1J1s1
MEIUIMHCKOT0 IIPUMEHEeHU

Cratpa  60. FOCY,Z[apCTBCHHOC PEryjiupoBaHuC INEH Ha JICKAPCTBCHHBIC MIpCHaparbl IJId
MCIUITUHCKOTI'O IMPUMCHCHUA
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Wupopmanust 06 H3MEHEHHSX:
Yacmo 1 usmenena c 26 mapma 2020 2. - @edepanvhuiii 3axon om 26 mapma 2020 2. N 67-D3

Cm. npeovloywyio pedakyuro
1. TocymapcTBeHHOE pEryIMpOBaHHME LI€H Ha JIEKAPCTBEHHBIE Ipenaparbl Ui MEIUIIMHCKOTO
IIPUMEHEHUSI OCYIIECTBIIAETCA [10CPEICTBOM:

Wnpopmanust 06 M3MEHEHUSX:
Ilynkm 1 uzmenen c 13 urona 2020 2. - @eodepanvhuiii 3axon om 13 urons 2020 2. N 206-D3

CMm. npeodvbloywyro peoakyuio
1) yrBepxknenus [IpaBurtenscrBom Poccuiickoit @enepanuu rnepeyHs KU3HEHHO HEOOXOJUMBIX U
BaXHEHIINX JIEKApPCTBEHHBIX IpPENaparoB, KOTOPbIA (GopMUpyeTcs U HE peXe OJHOro pasa B TOJ
[IEPECMaTPUBACTCS B YCTAHOBJICHHOM MM IIOPSJKE HAa OCHOBE KOMIUIEKCHOM OLIEHKHM JIEKapCTBEHHBIX
MIpernapaToB, BKIIIOYAsl aHAJIU3 CBEJICHUI O CPaBHUTENIbHOMN KIMHUYECKOH 3¢pdekTruBHOCTH U Oe30MacHOCTH
JIEKApCTBEHHOI'O CPEJCTBA, OLIEHKY YKOHOMUYECKHUX MOCIEICTBUNA ITPUMEHEHUS JIEKAPCTBEHHOTO CPEICTBA
Y W3Y4EHHE JIONOJIHUTEIBHBIX MTOCIEACTBUN IPUMEHEHUS JIEKAPCTBEHHOIO CPE/CTBA;

NHudopmarys 06 n3MeHEHHX:
Ilynxkm 2 usmenen ¢ 7 uonsn 2019 e. - @edepanvuwiii 3axon om 6 urona 2019 . N 134-D3

CMm. npeowbloywyro peoakyuio
2) yTBEpXKIEHUS METOJMKHM pacdyeTra TMpPEeNeTbHbIX OTIYCKHBIX II€H TPOU3BOJIUTENEH Ha
JIEKapCTBEHHBIC TIpenaparbl, BKJIIOUYCHHBIE B TIEPEUEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIHMX
JIEKapCTBEHHBIX TIPEMapaToB, a TaK)Ke BHEIPEHUS MEXaHH3MOB (OPMUPOBAHHS CHUCTEMBI pedepeHTHBIX
LCH;
Wudopmanus 06 U3MEHEHUAX:

Ilynkm 3 usmenen ¢ 7 utons 2019 e. - Dedepanvuwiii 3axon om 6 uronsn 2019 . N 134-D3

CMm. npeowbloywyro peoakyuio

3) TOCYIapCTBEHHOW pPETHCTPAllMM TPENEIbHBIX OTIYCKHBIX II€H TPOW3BOJIUTENICH Ha
JIEKAapCTBEHHBIC IIpenaparbl, BKJIIOYCHHBIC B IIEPEUCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX
JICKQpCTBEHHBIX MPEIapaToB;

4) BemeHUs TOCYIAPCTBEHHOTO peecTpa MNPEACIbHBIX OTIMYCKHBIX II€H IMPOU3BOIUTENICH Ha
JIEKapCTBEHHBIC TIpenaparbl, BKJIIOYCHHBIC B II€PEYCHb J>KM3HEHHO HEOOXOMUMBIX W BaKHEHIIUX
JIEKApPCTBEHHBIX MPENapaToB;

5) yTBepXKICHHsI METOJMKM YCTAaHOBJICHHS OpraHaMH MCIOJHUTEIBHON BJIACTH CYOBEKTOB
Poccuiickoit denepanuu npeaeabHbIX Pa3MEPOB ONTOBBIX HAI0OABOK U MPEACIbHBIX Pa3MEPOB PO3HUIHBIX
Ha70aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOJIUTENIAMH JIEKAPCTBEHHBIX
MpenaparoB, Ha JICKQPCTBEHHBIC IIperapaThl, BKIIOYCHHBIC B IEPEYCHb KXU3HCHHO HEOOXOIUMBIX H
BOKHEHIINX JICKAPCTBEHHBIX MpENaparos;

6) yCTaHOBIIEHUS MPE/IEIBHBIX Pa3MEPOB ONTOBBIX HA0aBOK U MPEAETbHBIX Pa3MEPOB PO3HUYHBIX
Ha70aBOK K (PAaKTUYECKUM OTIMYCKHBIM II€HaM, YCTAHOBJICHHBIM TPOM3BOJIUTENSIMU JI€KapCTBEHHBIX
MpernapaToB, Ha JIEKApCTBEHHBbIE NpENaparhl, BKIIOYCHHBIE B IMEPEUCHb >KHU3HEHHO HEOOXOIUMBIX U
BAKHEHNIINX JIEKAPCTBEHHBIX IIPENapaToB;

7) yTBepKIEHUSI TOpsKa BBIOAYM TMPEANNUCAHUN OpraHaM HUCIOJHUTENBHOW BIACTU CYOBEKTOB
Poccuiickoit @enepanuu 0 NPUBENCHUM B COOTBETCTBUE C 3aKOHOAATENBLCTBOM Poccuiickon denepanuu
pemieHnid 00 yCTaHOBJIEHHMM IIPENENbHBIX pPa3MEpPOB OMNTOBBIX HAA0aBOK U MPEIENIbHBIX pa3MepoB
PO3HUYHBIX HAA0aBOK K (AKTMUYECKUM OTIMYCKHBIM II€HaM, YCTAaHOBIEHHBIM MPOU3BOJUTEISIMHU
JICKAPCTBEHHBIX IIPENApaToB, Ha JIEKAPCTBEHHBIE IMIPENApAThl, BKJIIOYEHHBIE B IEPEYEHH KU3HEHHO
HEOOXOMUMBIX W BaXXHEHIIUX JIGKAPCTBEHHBIX MPEMaparoB, €CIM OHU TMPHUHITHl C HapylleHUEM
3akoHonarenscTBa Poccuiickont denepaunu, B nopsake, ycraHoBieHHOM IIpaBurensctBom Poccuiickoit
Oenepanuu;
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8) HampaBlIeHHS YIOJHOMOYEHHBIM (hefepaqbHbIM OpPraHOM HWCIOJHUTENBHONW BIIACTH OpraHaM
WCTIOJHUTENIHOW BIAacTH CyObekToB Poccuiickoit @enepanmyuu OpeAnucaHUil O TPUBEACHUH B
COOTBETCTBUE C 3aKOHOaTeabcTBOM Poccuiickoit denepanuu NpUHATHIX ¢ HAPYLIEHUEM 3aKOHO/IAaTENbCTBA
Poccuiickoit ®enepauuu pemieHUid 00 YCTAaHOBIEHMM MPEAEIbHBIX DPAa3MEPOB ONTOBBIX HAl0aBOK U
IIpPEENIbHBIX Pa3MEpPOB PO3HUYHBIX HAI0ABOK K II€HAM Ha JIEKAPCTBEHHbIE Ipernaparhl, BKIIOUYEHHbIE B
nepeveHb )KU3HEHHO HEOOXOIMMBIX U BaKHEHIITNX JIEKapCTBEHHBIX MIPETIapaToB;

Wupopmanust 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 25 utonsa 2012 2. N 93-D3 nynkm 9 cmamou 60 nacmosaweco @edepanrbrozo
3AKOHA U3N0NHCEH 8 HOBOU PeOaKyuu

Cm. mexcm nynkma 6 npeovloyweti peoaKyuu
9) ocymecTtBneHus (¢eAepaIbHOTO TOCYIapCTBEHHOTO Haa3opa B cdepe  oOpamieHus
JIEKapCTBEHHBIX CPEACTB U PETHOHAIBHOTO TOCYJapCTBEHHOIO KOHTPOJIS 3a IPHUMEHEHUEM ILIeH Ha
JIEKapCTBEHHbIE  IpEnaparbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (ellepaibHbIMH  OpraHaMu
WCIIOJIHUTENIbHON BIIACTH M OpraHaMu MCIIOJHUTENbHOM BiacTu cyobekToB Poccuiickoit denepanuu
COINIACHO MX KOMIIETEHIIUHU B NOpPsi/IKe, ycTaHOBIeHHOM IIpaButensctBoM Poccuiickoit denepanuu;

Nudopmarys 06 n3MEHEHHAX:
Ilynxkm 10 usmenen ¢ 1 mapma 2020 e. - @edepanvuwiii 3akon om 27 dekaops 2019 2. N 475-D3

CMm. npeowbloywyro peoakyuio
10) mnpuMeHeHHs TPEeNyCMOTPEHHBIX 3aKoHonarenbcTBOM Poccuiickoit  ®exepanuu  mep
OTBETCTBEHHOCTH 3a HapyIlIeHUE MOPsiIKa [IeHo0Opa30BaHMsI Ha JIEKAPCTBEHHbBIE MPENapaThl, BKIIOYCHHbIE
B [I€PEUYEHb )KU3HEHHO HEOOXOJUMBIX U BaKHEHMIIHNX JIEKapCTBEHHBIX ITPENapaToB.

Wudopmanus 06 U3MEHEHUAX:

Cmamos 60 oononnena uacmoio 2 ¢ 26 mapma 2020 2. - edepanvusiii 3akon om 26 mapma 2020 2. N
67-D3
2. B ycioBusix 4pe3BbIYAHON CUTyallud U (WJIM) TPU BO3HUKHOBEHHH YI'PO3bI PACIPOCTPAHCHUS
3a00JyieBaHUs, MPEJCTABIAIONIETO OMACHOCTh Ui OKPYKAIOIIHUX, a Takke B CiIydae, €clid B TEUCHHE
TPpUALIATH KaJICHAAPHBIX JHEW mnocie npunarus [IpaButensctBoM Poccuiickoit denepanuu pemieHus o
MIPOBEJICHNY MOHUTOPUHTA PO3HUYHBIX II€H Ha JIEKAPCTBEHHbIE MPENaparhbl, HE BKJIIOYEHHbIE B TIEpeueHb
KU3HEHHO HEOOXOIMMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX IPENaparoB, Ha TEPPUTOPHUIX CYOBEKTOB
Poccuiickoit denepanivy BBISBJICH POCT PO3HUYHBIX LIEH HA yKa3aHHbIE JIEKAPCTBEHHBIC INpernapaTbl Ha
TpUALAThH MpoleHTOB U bonee, [IpaBurensctBo Poccuiickoit denepaiinu BrpaBe yCTAaHOBUTH MpPEAETbHBIC
OTIIyCKHBIE IIEHbI MPOM3BOJAWTENICH Ha yKa3aHHBIC JIEKAPCTBEHHBIE Mpernaparbl, MpeneibHble pa3Mepbl
ONTOBBIX HAJ0ABOK U MpeAeTbHBIC pa3Mepbl PO3HUYHBIX HAJ0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HAM
MPOM3BOJMTENEH Ha yKa3aHHBIE JICKAPCTBEHHBIE IMpemnaparbl. [lepeueHp JeKapCcTBEHHBIX MpenapaToB, HE
BKJIIOYCHHBIX B TEPEUYCHb >KU3HEHHO HEOOXOIUMBIX M BAXXKHEHMIIUX JIEKAPCTBEHHBIX IpenaparoB, U
nopsok ero opmuposanus onpeaensitorcs [IpasurensctBom Poccuiickoit denepanuu.

Wudopmanus 06 U3MEHEHUAX:

Cmamos 60 oononnena uacmoio 3 ¢ 26 mapma 2020 2. - @edepanvusiii 3akon om 26 mapma 2020 2. N
67-D3
3. B TeueHue neBsSHOCTA KaJeHAAPHBIX AHEW co IHA yrBepxacHus IIpaBurensctBoM Poccuiickoit
denepanny MepeyHs, yKa3aHHOTO B 4acTH 2 HACTOALIEH CTAaThbU, HE IOIYCKAIOTCS pean3alysi U OTIIYCK
BKJIFOUEHHBIX B HETO JICKAPCTBEHHBIX IPENaparoB I10 LIEHAM, IPEBBIIIAIOIIKUM IIPEACIbHBIE OTIIYCKHBIE
LIEHbl IMPOU3BOAUTENIEH HA YKa3aHHBIC JICKAPCTBEHHBIE IIpEnaparbl, IpeAeibHbIE pa3sMEpPbl ONTOBBIX
Ha/J0aBOK U TpeneNbHble pa3sMepbl pPO3HUYHBIX HAA0aBOK K (PAKTHYECKMM OTIYCKHBIM LE€HaM
MPOU3BOJUTENCH Ha YyKa3aHHbIE JIEKApCTBEHHBIE IIpernaparbl C y4eToM Hajora Ha J00aBJIEHHYIO
CTOUMOCTb.
TAPAHT:

CM. xoMMeHTapuH Kk cratbe 60 HacTosmero deaepantbHOroO 3aKOHA
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Wuhopmanust 06 H3MEHEHHSX:
Cmamobs 61 uzmenena c 7 uronsa 2019 o. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npeodwbloywyro peoakyuio
Crates 61. T'ocynapcTBeHHasi perucrpanusi U Nepeperucrpaunusi MpeaeabHbIX OTIYCKHBIX LEH
MIPOM3BOJIUTENEH Ha JIEKApCTBEHHbIE IpernapaThl, BKIOYEHHbIE B IMEPEUEHb JKU3HEHHO
HEOOXOAMMBIX ¥ BOKHEHUIIHNX JIGKAPCTBEHHBIX MPETapaToB

1. IlpenenbHas OTIyCKHas LieHA MPOU3BOJAUTENS HA JIEKAPCTBEHHBIM Mpenapar, BKJIIOYEHHbIH B
nepevueHb JKM3HEHHO HEOOXOJUMBIX M BaKHEWIIMX JICKQPCTBEHHBIX IPENapaToB, IOIEKUT
TrOCYIapCTBEHHOW PETUCTPALINU B MOPsiJIKe, ycTaHOBIEHHOM [IpaBuTtenscTtBoM Poccuiickoit denepanuu, Ha
OCHOBAaHHMU NPEJCTABIEHHOTO B YIOJIHOMOYEHHBIH (heAepaibHbI OpraH HCHOJHUTENIBHOM BIAacTH
3asiBIICHUSl JeprKaTessl WIM BIAJeNblia PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipemnapara
(YnOJIHOMOYEHHOTO UM JIUIIA).

2. 3aperucTpupoBaHHas TpeAeibHAs OTIYCKHas IeHa MPOU3BOJUTEN Ha JIEKapCTBEHHbIN
Ipernapar, BKJIOUEHHBIN B IiepeueHb )KU3HEHHO HEOOXOUMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX MTPEeNapaToB,
MOJKET OBbITh MEePEPErUCTPUPOBAHA B CTOPOHY YBEJIMUEHUS OJUH pa3 B KaJCHJIApPHOM T'0Jly Ha OCHOBAaHUU
MIPEJCTAaBICHHOTO B YIOJHOMOYEHHBIN (enepaibHblii OpraH HCIOJIHUTEIbHONW BiacTu 10 1 OKTsA0ps
Ka)/I0r0 rojia 3asiBJICHUs JAeprKaTessl UiIU Biajesblia perucTPalMOHHOTO yIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npemnapara (yrmoJHOMOYEHHOTO UM JIUIA).

3. 3apeructpupoBaHHas TIpeneibHas OTIYCKHAs I1I€HAa MPOU3BOJUTENS Ha JIEKapCTBEHHBIM
Mpernapar, BKJIIOUEHHBIH B riepedeHb JKU3HEHHO HEOOXOMMBIX M BaXKHEHUIINX JIEKAPCTBEHHBIX MpenapaToB,
MOXET OBITh IEPEeperucTpUpoBaHa B CTOPOHY CHMKCHMS HAa OCHOBAHMHU IIPEACTABIEHHOIO B
YIIOJIHOMOUYEHHBIN (hefiepanbHblii OpraH UCIOJHUTEIbHON BJIACTH 3asBJICHUS JIepXKarTeis WIN BIajesbla
PETUCTPALMOHHOIO YI0CTOBEPEHMsI JIEKApCTBEHHOTO penapara (YIoJIHOMOYEHHOTO UM JIULA).

4. Jlepxarenb WM BIIAJCNIEL] PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara
(YIIOTHOMOYEHHOE€ WM JIMI0) O00sf3aH TPEACTAaBUTh B  YIOJHOMOYCHHBIM (QenepanbHbIi  OpraH
UCIIOJIHUTEIIBHON BJIACTU 3asBJICHUE O MEPEPErucTpaluu 3aperuCTPUPOBAHHON NPEACIBbHON OTIYCKHOU
L[EHBI IPOM3BOIUTEIS HA JICKAPCTBEHHBIN Mpenapar, BKIIIOYEHHBIN B [IepeueHb )KU3HEHHO HEOOXOIUMBIX U
BaXHEHILNX JICKAPCTBEHHBIX IIPENAPATOB, B CTOPOHY CHUKCHHUS B CIEAYIOIIMUX CIIydasx:

1) cHIKeHME LieHbl B MHOCTPAHHOM BaJIIOTE Ha JIEKAPCTBEHHbIH Mpenapar B CTpaHe MPOU3BOANUTENS
u (W1M) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN IIpernapar 3aperucTpupoBaH MU (WIM) B KOTOpBIE
IIOCTABJISIETCS IPOU3BOIUTEIIEM;

2) CHWXXEHUE LIeH Ha pedepeHTHbIEe JIeKapCTBEHHbIE IpenapaTbl B COOTBETCTBUU C ITYHKTOM |
HacTosAmell dacTu (711 COOTBETCTBYIOUIMX BOCIPOM3BEACHHBIX, OHOAHAJIOrOBBIX (OMOMOMIO0OHBIX)
JIEKapCTBEHHBIX MpenaparoB);

3) mpeBbllIEHUE MPEAEIbHON OTIIYCKHOM LI€Hbl Ha MEpBBbIA BOCIPOM3BEIECHHBIN, OMOaHAIOTOBBIH
(OmomnomoOHBIN) JIEeKapCTBEHHBIHM Ipernapar MHOCTPAHHOIO MPOM3BOACTBA HAJ NMPENENIbHON OTIyCKHON
LIEHON IPOM3BOJUTENS HAa BTOPOI BOCIPOU3BEAECHHBIN, OMOaHaNo0roBbli (OMOMOIOOHBIIN) J1eKapCTBEHHBIN
Ipenapar, paCCYuTaHHOM B COOTBETCTBUU C METOAUKOW, yrBepxkacHHOU IIpaBurensctBom Poccuiickoit

Denepanuy;
4) mpeBbIIIeHHE TPEAeTbHON OTITYCKHOM II€HBl Ha TMEpBBI BOCHPOM3BEACHHBIN, OMOaHATOTOBBII
(6uomoOOHBIN) JEKApCTBEHHBIM Mpenapar MPOU3BOJUTENS TocylapcTBa - dieHa EBpasuiickoro

SKOHOMHYECKOTO  COK03a HaJ IPEAEIbHOM  OTIIYCKHOM  ILIEHOM  IPOM3BOAMUTENSI HAa  BTOPOU
BOCITPOM3BE/ICHHBIN, OHWOaHANOTOBBI (OMOMOAOOHBIN) JEKAPCTBEHHBIM Tperapar MpPOU3BOIUTENS
roCynapcTBa - uieHa EBpa3uilckoro SJKOHOMHUYECKOTO COK03a, PACCYUTAHHON B COOTBETCTBUH C METOIUKOM,
yrBepxkaeHHou [IpaBurensctBoM Poccutickoit denepanuu.

5. llopsimoxk  mepeperucTpalud — 3apErMCTPUPOBAHHBIX — MPENEIBHBIX  OTHYCKHBIX  L€H
MPOU3BOJMUTENEH Ha JIGKAPCTBEHHBIC Mperaparbl, BKIOUEHHBIE B TEPEUCHb >KU3HEHHO HEOOXOJUMBIX U
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BaXHEHIINX JIEKAPCTBEHHBIX IIPENapaTroB, B ClIy4yasX, MPEIyCMOTPEHHBIX dacTsaMu 2 - 4 HacTosIuen
crartby, ycraHasinupaercs [IpasurensctBom Poccuiickoit @enepannu.

6. DKOHOMHUYECKUH aHaIM3 NPEIEIbHOM OTIIYCKHOM LIEHbI IPOW3BOAUTENS HA JIEKApPCTBEHHBIN
npernapar, BKIIOYCHHBIH B TiepeueHb )KU3HEHHO HEOOXOIMMBIX M BaKHEHWIITNX JIEKAPCTBEHHBIX MPEMaparos,
NP €€ TOCYIapCTBEHHOW PETUCTPAlldK WM MEPEePEerucTPallii OCYIIECTBISETCS (enepaTbHbIM OPraHOM
WCTIOJTHUTEIIHOW BIIACTH, OCYIIECTBIIONUM (DYHKIMU MO MPUHSITHIO HOPMATHBHBIX MPABOBBIX aKTOB H
KOHTPOJTIO 32 COOMIOICHNEM 3aKOHOIATEIbCTBA B Cpepe rOCyAapCTBEHHOTO PETYINPOBAaHUS 1IeH (TaprQoB)
Ha TOBapbI (YCIyTrH).

7. Pacyer npenenbHbIX OTIIYCKHBIX LIEH, YKa3aHHBIX B 4acTsAx | M 2 HAcCTOSAIIEH CTaTby, NpU UX
TrOCYJapCTBEHHON PETHCTPAllM HJIM NEPEPETUCTPALMU OCYLIECTBISAECTCS B COOTBETCTBUH C METOIUKOM,
yrBepkaeHHoU [IpaButensctBoM Pocculickoit denepanuu ¥ y4UTHIBAIOLIEN B TOM YHUCIIE:

1) coOmoneHue GanaHca MHTEPECOB MOTPEOHUTENEH JIEKAPCTBEHHBIX IMPENaparoB, BKIIOUEHHBIX B
nepevyeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX NpEernaparoB, M MPOU3BOAUTENEH
JIEKapCTBEHHBIX IpEeNapaToB, BKIIOYEHHBIX B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MPEINAPATOB;

2) (pakTHUECKYyIO OTIIYCKHYIO LIEHY Ha JIeKapCTBEHHbIE IIpenaparsl B Poccuiickoii denepanuu, HeHy
BBO3a JICKAPCTBEHHBIX mpenaparoB B Poccuiickyro dPenepanuio, a TakkKe I[IEHbl Ha aHAJOTMYHBIE
JIeKapCTBEHHBIE TIpenaparhl, HaxoamIuecs B oopamiennu B Poccuiickoit deneparuu;

3) 3arparel MpPOW3BOAMUTENS JIEKAPCTBEHHOTO Tperapara Ha TMPOM3BOJCTBO U pPEaU3aLUIO
JIEKapCTBEHHOI'O IIpenapara;

4) 11eHy Ha JIEKapCTBEHHBIN Mpenapar, ero LeHy B CTpaHe MPOU3BOJUTENS U B CTpaHax, B KOTOPBIX
JIEKapCTBEHHBIN MTpenapar 3aperucTpUpoBaH U (WIM) B KOTOPBIE TOCTaBIIAETCS IPOU3BOAUTENIEM.

8. He nmomyckarorcst peanusanus U OTIIYCK JIEKAPCTBEHHBIX IIPENApaToB, BKIIOUYECHHBIX B IIEPEUCHb
AKHU3HEHHO HEOOXOAMMBIX M Ba)KHEHMIIMX JIEKAPCTBEHHBIX IPENaparoB, HAa KOTOPbIE MPOU3BOIUTEISIMU
JICKapCTBEHHBIX IPENapaTroB HE 3aperucTpUpOBaHa IpeleNbHAas OTIYCKHAas 1€Ha, pealu3anus
IIPOU3BOJUTEINSAIMU JIEKAPCTBEHHBIX IIPENApaToB IO ILIEHAaM, IPEBBINIAIOIIMM 3apErMCTPUPOBAHHBIC WIIN
IIEPEPErUCTPUPOBAHHBIC NIPENEIbHBIE OTIIYCKHBIE IICHBI Ha JIEKAPCTBEHHBIE IIPENapaTsl ¢ y4ETOM Hajora
Ha J100aBJIEHHYIO CTOUMOCTb.

9. OcoOGEHHOCTH rOCYJapCTBEHHOTO PETYIIUPOBAaHUS MPEIEIbHBIX OTIYCKHBIX IIEH IPOU3BOIUTEICH
Ha JIEKapCTBEHHBIE IIpenaparbl, BKJIIOYEHHBIE B I1€pPEUCHb J>KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIHMX
JIEKAPCTBEHHBIX IIPENaparoB, B 3aBUCUMOCTH OT SKOHOMHUYECKMX U (WJIM) COLMAIBHBIX KPUTEPHUEB
(U3MeHeHue yCIOBUH, MOPsAIKA U CTOMMOCTH IPOM3BOJCTBA JIEKAPCTBEHHBIX IPENapaToB, UCIOIb30BaHUE
HOBBIX (hOPM, METO/I0B M CIIOCOOOB TOCYAAPCTBEHHOIO PErYIMPOBaHUS LIEH Ha JIEKAPCTBEHHbIE NPENaparsl,
B TOM YHCJIE€ Ha OCHOBE MEXaHH3Ma PEePEpPeHTHOro LEHOOOpa30BaHUS, W3MEHEHUH MOpsAKa OKa3aHUs
MEIUIMHCKOM IOMOIIM, M UHbIE H3MEHeHMs) ycTaHasinuBatoTcsa IlpaBurtensctBoM Poccuiickoit
Oenepanuu.

TAPAHT:

CwM. KOMMCHTApPHH K CTAaTbC 61 HaACTOAIICTO @enepanLHoro 3aKOHa

Craresi 62. T'ocynapcTBEHHBIN peecTp MNPENEIbHBIX OTIYCKHBIX I€H IPOU3BOAMUTEIEH Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHBIE B TEpEeUeHb >XU3HEHHO HEOOXOIUMBIX U
BaXHEMIIIMX JIEKAPCTBEHHBIX MPENapaToB

Wudopmanus 06 U3MEHEHUAX:
Yacmo 1 usmenena c 7 uonsa 2019 e. - @edepanvhuiii 3axkon om 6 uronsa 2019 . N 134-D3
Cm. npedvloywyio pedakyuio
1. 3apeructpupoBaHHbIE WM [EPEPETUCTPUPOBAHHBIE MPEJEIbHbIE  OTHYCKHBIE  IE€HBI

HpOI/I3BO,Z[I/ITeJ'IeI71 Ha JICKApCTBCHHBIC NPCHAaparbl, BKIOYCHHBIC B IICPCUCHb KU3HCHHO HCO6XOI[I/IMBIX n
BaKHEHIITHX JICKAPCTBCHHLIX MMPEIIapaToB, NOAJIC)KAT BKIIFOUCHHUIO B FOCy,HapCTBeHHbIﬁ peecTp nMpeaACIbHBIX
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OTIYCKHBIX LIEH MPOM3BOAMUTENECH HA JIEKAPCTBEHHBIE Mpenaparbl, BKIIOUECHHbIE B NEPEUYCHb KU3HEHHO
HEOOXOTUMBIX ¥ BAKHEHIIINX JIGKAPCTBECHHBIX MPEMapaToB.

2. TocynapcTBeHHBIN peecTp MpeAeIbHBIX OTHYCKHBIX 1I€H MPOU3BOAMTEICH Ha JIEKAPCTBEHHbBIC
mpermaparel, BKJIIOYCHHBIC B TIEPEUYCHb JKU3HEHHO HEOOXOJUMBIX W BaXKHEHIIHUX JICKaApCTBEHHBIX
MPEerapaToB, COACPKUT B cede CIIEAYIONIYIO HH(POPMAIHIO:

Wnopmanust 06 M3MEHEHUSX:
Ilynkm 1 uzmenen c 1 snsaps 2018 e. - @eoepanvubiii 3axon om 28 dexaops 2017 2. N 425-D3

CMm. npeodwbloywyro peoakyuio

1) HauMeHOBaHUE JIep>KATEIIS WIH BIIaJIeblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBECHHOTO
mperapara, HaUMEHOBAaHWE IPOM3BOIUTENS JIEKAPCTBEHHOTO IIperapara, CBEICHUS O PEeTUCTpalun
Jep>KaTellsl WM BJaJeNiblla PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JIGKAPCTBEHHOTO Iperapara, CBEICHHUS O
pEeTHCTpaIMU TIPOU3BOJIUTENS JICKAPCTBEHHOTO Tpernapara JUisi METUITMHCKOTO NMPUMCHEHHS B KaueCTBE
HAJIOTOIIIATEIIBIINKA B CTPAHE PETHCTPAINH (ISl POCCUNCKHUX IOPUINYCCKHUX JIUIT - UICHTH(PUKAITHOHHBIH
Homep Hanorommarenbimuka (MHH), misi MHOCTpaHHBIX IOPHIMYECKUX JIUI[ - CTpaHa PErucTparui,
HAaUMEHOBAHKE PETUCTPHUPYIONIETO OpPraHa, PeruCcTPAIMOHHBIN HOMEpP, KOJI HAIOTOTUIATSNIBITUKA B CTpaHe
peructpanuu (MHKOPIIOPAIMKA) WM €ro aHaJoT), MECTO HAaXOXXJCHHUS IPOU3BOJCTBEHHBIX IUIOMIAIOK,
YUYaCTBYIOIIMX B TMPOIECCE MPOM3BOJCTBA JICKAPCTBEHHOTO IIperapara, ¢ yKa3aHWEeM CTaIuu Tporiecca
MIPOU3BO/ICTBA;

NHudopmarys 06 n3MEHEHHX:

Deoepanvrvim 3axonom om 22 dexaops 2014 2. N 429-D3 ¢ nynkm 2 uacmu 2 cmamvu 62 Hacmosuezo
DedepanvbHoeo 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm nynkma 8 npeodvloyueti peoaKyuu
2) HauMEHOBaHHWE JICKAPCTBEHHOTO TMpermapara (MeXIyHapoJHOE HENaTeHTOBaHHOEe, WIH
TPYINITUPOBOYHOE, MIIH XUMHYECKOE M TOPTOBOE HANMEHOBAHUS);
3) HOMep PEerucTPAIMOHHOTO YI0CTOBEPEHHUS JICKAPCTBEHHOTO TIpernapara;

Wudopmannus 06 n3MeHEHUAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 4 uacmu 2 cmamvu 62 Hacmoswezo
DedepanvbHo20 3aKOHA BHECEHbL U3MeHeHUs, ecmynalowue ¢ cury ¢ 1 utonsn 2015 e.

Cm. mexcm nynkma 8 npedvloyueli peoaKyuu
4) nekapcTBeHHas popMa ¢ yKazaHUEM JIO3UPOBKH JICKAPCTBEHHOTO IMperapara U ero KOJH4ecTBa
BO BTOPUYHOM (TIOTPEOUTENBCKON) YITAKOBKE, & TAKKE KOMIUIEKTHOCTH;

Wudopmanus 06 U3MEHEHUAX:
Ilynkm 5 usmenen ¢ 1 mapma 2020 a. - @edepanviviii 3axon om 27 dexabps 2019 2. N 475-D3

CMm. npeovbloywyro peoaKyuio
5) 3apeructTpupoBaHHas MpeaeiibHas OTITYCKHAS [IeHA Ha JICKAPCTBEHHBIN MIpernapar B pyouisx;

Wudopmanus 06 U3MEHEHUAX:
Ilynkm 6 uzmenen c 7 urons 2019 e. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npeowbloyuyro peoakyuio
6) nara U HOMEp MpHUKa3za YINOJIHOMOYEHHOTO (enepaabHOTO0 OpraHa MCIOJHUTEIHHON BIACTH O
rOCyIapCTBEHHOW PETUCTPALMY WM MIEPEePErucTpalliy MpeebHON OTIYCKHON IIeHBl Ha JIEKapPCTBEHHBII
Mpenapar, BKIIOYEHHBIN B MTepeyeHb )KU3HEHHO HEOOX0IMMBIX U BAXKHEUIITNX JIEKAPCTBEHHBIX MPETapaToB;

Wudopmanus 06 U3MEHEHUAX:

Yacmw 2 oononanena nynkmom 6.1 ¢ 7 utona 2019 e. - @edepanvhviii sakon om 6 urons 2019 2. N 134-D3
6.1) nara BCTyIJIGHHS B CHIIy IIPUKa3a YIOJIHOMOUYEHHOTO (e/lepalbHOr0 OpraHa MCHOJIHUTEIbHON
BJIAaCTH O TOCYJAapCTBEHHOW pErucTpaluy WIN TEPEepPerucTpallid TNPEAEIbHON OTIYCKHOW IIEHBI
MIPOU3BOJUTENS Ha JIGKAPCTBEHHBIN IMperapar, BKIIOYEHHBIH B I€peuyeHb XKU3HEHHO HEOOXOIUMBIX H
BaXHEHIIINX JIEKAPCTBEHHBIX NIPENIAPATOB;
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Wupopmanust 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 uacmes 2 cmamvu 62 Hacmoswe2o
DedepanvbHo2o 3aKoHa 0ONONHeHA NYHKMoM 7, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
7) WTPUXOBOM KOJI, HAHECEHHBI Ha BTOPHUYHYIO (NMOTPEOUTEIHCKYIO) YIMAKOBKY JIEKAPCTBEHHOTO
npenapara;
Wnpopmanust 06 M3MEHEHUSX:
Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 uyacme 2 cmamovu 62 Hacmosuezo
DeoepanvHozo 3akoHa dononHena nynkmom 8, ecmynarowum 6 cuny ¢ 1 urona 2015 a.
8) Ko JIeKapCTBEHHOTO Npenapara Mo aHaTOMO-TEPANeBTHUECKO-XUMHUYECKOW Kiacchu(UKaIum,
PEKOMEHI0BaHHON BceMupHO opranu3anuen 31paBooXpaHeHHUS.

Wnpopmanust 06 M3MEHEHHSX:
Yacmo 3 usmenena c 7 utons 2019 e. - Dedepanvuwiii 3axkon om 6 urona 2019 . N 134-D3

CMm. npeodwbloywyro peoakyuio
3. TocymapcTBeHHass pETHCTpaIUsl WM TIEPEPETUCTpAIHs TPEACTbHBIX OTIYCKHBIX II€H Ha

JICKapCTBEHHBIE TMpenaparhl, BKIIOUECHHBIC B IIEPEUCHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHIIUX
JICKApCTBEHHBIX IMPEMapaToB, BEACHHE TOCYIapCTBEHHOTO peecTpa TMPeNelbHBIX OTHYCKHBIX IIeH
MIPOM3BOIUTENICH Ha JICKAPCTBEHHBIC Iperaparhl, BKIIOUYCHHBIC B IEPEYCHb JKU3HEHHO HEOOXOJUMBIX U
BaKHEHIIINX JICKAPCTBEHHBIX MTPEIAapaToB, OCYIICCTRIISIOTCS B MOPSJIKE, YCTAHOBICHHOM [IpaBUTEIHLCTBOM
Poccuiickoit @enepanuu.

T'APAHT:

CMm. AamuHHCTpaTHBHBIM periaMeHT MuHnzapaBa Poccum 1o MpeaoCTaBICHUIO TOCYIapCTBEHHOU
YCIIYTH 110 TOCYIaPCTBEHHON PErMCTPALMK MPEAEIbHBIX OTIIYCKHBIX IIEH Ha JIEKapCTBEHHBIE MTPENaparsl,
BKJIIOYEHHbIE B TIEPEUYECHb >KU3HEHHO HEOOXOAMMBIX M BaKHEWIIUX JIEKAPCTBEHHBIX IIPENaparos,
YTBEPKACHHBIN NprKa3oM MuHHCTEpCTBA 31paBooxpaneHus ot 24 urong 2012 . N 421

CMm. KoMMeHTapuH K ctatbe 62 Hacrosiiero denepaibHOro 3aKoHa

Wudopmanns 00 u3MEHEHUAX:
Haumenosanue uzmeneno c 1 mapma 2020 e. - @edepanvusiii 3axon om 27 oekabps 2019 2. N 475-D3

CMm. npeovbloywyro peoaxyuio
Cratbsi 63. VYCTaHOBJICHHE OpraHaMd HWCIOJHUTEIBHOW BJIacTH CyObekToB Poccuiickoi
@Oenepali  MpPEAETBHBIX pPa3MEpPOB OINTOBBIX HAA0ABOK M IMpeNeibHBIX pa3MepoB
PO3HUYHBIX HaA0aBOK K (DaKTUYECKUM OTIYCKHBIM  I[I€HaM, YCTaHOBJICHHBIM
MPOU3BOJIUTENSIMA  JICKQPCTBEHHBIX TpernaparoB, Ha JIGKAPCTBEHHBIC Mperaparsl,
BKJIIOUEHHBIE B TEPEYCHb KU3HEHHO HEOOXOAMMBIX W BAKHEUIINX JIEKAPCTBEHHBIX
MpenapaTon

Wudopmanns 00 n3MEHEHHAX:
Yacmo 1 usmenena ¢ 1 mapma 2020 2. - @edepanvuuiii 3akon om 27 dekaops 2019 2. N 475-D3

CMm. npeowbloywyro peoaxyuio

1. Opranbl HCHOTHUTENBbHOM BiacTH cyobekToB Poccuiickoit dexepaunn ycTaHaBIMBaIOT
MpeieNIbHbIE pa3Mephl ONTOBBIX HAJ0ABOK M MPEENIbHBIE pa3Mepbl PO3HUYHBIX Ha/I0aBOK K (paKTHUYECKUM
OTITyCKHBIM I1eHaM (0e3 yueTa Hajiora Ha JOOaBIEHHYIO CTOMMOCTbH), YCTAHOBJICHHBIM MPOU3BOIUTENSIMU
JICKQPCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHBIC Ipemnaparsl, BKJIIOUECHHBIE B INEPEUYCHb KU3HEHHO
HEOOXOUMBIX U BAKHEUIINX JICKAPCTBEHHBIX MPEMaparoB, B COOTBETCTBUU C YTBEPKICHHOW B MOPSIKE,
yctaHoBiieHHOM [IpaButensctBoMm Poccuiickoii @Penepanuu, METOJMKONW YCTAHOBJIEHUS OpraHaMH
WCIIOJTHUTENILHOM BlacTu cyObekTOB Poccuiickoii @enepanuu npeneabHbIX pa3MepoB ONTOBBIX HAT0ABOK U
MPENENbHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (aKTHUYECKUM OTITYCKHBIM II€HaM, YCTaHOBIIEHHBIM
MPOU3BOUTEISIMU JIEKAPCTBEHHBIX MPENAPATOB, HA JIEKAPCTBEHHBIE IIPENAPAThl, BKIIOYEHHBIE B [IEPEUEHD
KU3HEHHO HEOOXOJAMMBIX W BAKHEHIIMX JEKApCTBEHHBIX mpemnaparoB. [IpoekThl pelieHuit OopraHoB
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WCTIOJHUTENIBHOW BiAacTH cyObekToB Poccuiickoii dexepauuu 00 ycTaHOBICHHMHM W (WJIM) U3MEHEHUU
NpeAeTbHBIX Pa3MEpPOB ONTOBBIX HAA0ABOK U TPEACIBbHBIX pPa3MEpPOB PO3HHYHBIX HAA0aBOK K
(aKTUYECKUM OTITYCKHBIM II€HAaM, YCTAHOBJICHHBIM IPOM3BOAMTEISMHU JIEKAPCTBEHHBIX MpENapaToB, Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUEHHBIE B IIEPEUYCHb JKU3HEHHO HEOOXOOUMBIX M BaXKHEHIIHX
JIEKapCTBEHHBIX IPENapaToB, IOJJIEKAT COMIACOBAHMIO C YIOJHOMOYEHHBIM (ellepaJbHbIM OpPraHOM
WCTIOJTHUTENBHOW BIIACTH, OCYIIECCTBISIIOIIUM (DYHKIHMU 1O MPUHSATHIO HOPMATHBHBIX MPABOBBIX aKTOB U
KOHTPOJTIO 32 COOJIOZICHHEM 3aKOHOJIATEIbCTBA B Chepe TOCYIapCTBEHHOTO PEryIrpoBaHus 1eH (Tapudon)
Ha TOBaphl (yCiIyru), B nopsake, ycranosieHHoM IIpaBurensctBoM Poccuiickoit denepanumu.

Wnhopmanust 06 U3MEHEHHAX:
Yacmo 2 usmenena c 1 mapma 2020 e. - Dedepanvuwiii 3axkon om 27 oekabps 2019 2. N 475-D3

CMm. npeodbloywyro peoakyuio

2. OpraHuzaiiid ONTOBOW TOPTOBJIM JICKAPCTBCHHBIMU CPEJICTBAMH, aNTCYHBIC OPTaHU3AINH,
WHIUBUAYAIBHBIC TPESIIPHHAMATEIN, WMEIONINE JIMICH3WI0 Ha (apMaleBTHYCCKYIO ACSITeIbHOCTD,
MEIUIIMHCKHE OpTaHu3alliy, WMEIOINe JIMICH3UI0 Ha (apMaleBTHUECKYI0 JAeATENbHOCTh, M WX
00ocoOneHHble mojpa3ieneHus (amOynaTtopuu, (enbamepckie U (Qenpauepcko-akyllepcKiue MyHKTHI,
LEHTPHI (OTAENIeHUs ) 001Iel BpadyeOHOM (CeMEHOM ) TPaKTHUKN ), PACTIONIOKEHHBIE B CETLCKUX HACETICHHBIX
MTyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTeYHbIE OPTaHU3AIMH, OCYIIECTBISIOT PEAN3alNI0 JIEKapCTBEHHBIX
MperapaToB, BKIIOYCHHBIX B IIEPEUCHb JKU3HCHHO HEOOXOJUMBIX M BAXHEHINIUX JIEKAPCTBEHHBIX
MperaparoB, IO IIeHaM, KOTOphie (OPMHPYIOTCS B COOTBETCTBHH C TIOPSIKOM, YCTAaHOBJICHHBIM
[IpaBurensctBoM Poccuiickoit denepanu, U ypoBeHb KOTOpHIX (03 ydera Hajora Ha J100aBIICHHYIO
CTOMMOCTh) HE JIOJDKEH MpPEBbIIIAaTh CyMMY (DaKTUYeCKOW OTHYCKHOM LEHBbI, YCTaHOBJICHHOMN
MPOM3BOJMUTENEM JIEKAPCTBEHHOTO  Iperapara, HE MPEBbIIIAIONIEH  3aperucTPUPOBAHHON WU
MepeperucTpUpPOBaHHON MpENeNbHON OTHYCKHOM II€HBl MpOU3BOAUTENs (HAa JaTy peaju3aluu
JIEKapCTBEHHOTO Tpernapara Mporu3BOIUTENIEM ), U pa3Mepa ONTOBOM HaJA0aBKHU U (MJIM) pa3Mepa pO3HUIHOM
HaJ0aBKH, HE TPEBBIMIAIONINX COOTBETCTBEHHO pazMepa MpeaeTbHOM ONTOBOM HaJA0aBKU | (W) pa3mMepa
MpeenbHON PO3HUYHOM Ha10aBKH, YCTAaHOBJIECHHBIX B cyObekTe Poccutickoit deneparum.

Wudopmanns 00 u3MEHEHUAX:
Yacmo 3 usmenena ¢ 1 mapma 2020 2. - @edepanvuuiii 3akon om 27 dekaops 2019 2. N 475-D3

CMm. npeovbloywyro peoaxyuio

3. Opranpl HCHOJHUTEIBHOW BIacTH cyObekTOB Poccuiickoit denepanuu pasMenialoT B CETH
"UnTepHer" mHGOPMALUIO O 3apErHCTPUPOBAHHBIX MPEICTHHBIX OTITYCKHBIX IIEHaX MPOW3BOAMUTEICH Ha
JIEKapCTBEHHBIE TMpenaparbl, BKJIIOUEHHBIE B IIEPEUYCHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHIIUX
JIEKapCTBEHHBIX IpenapaToB, 00 YCTaHOBIEHHBIX B cyObekre Poccuiickoit denepanuu mpenenbHbIX
pa3Mepax ONTOBBIX HAI0ABOK M (WJIM) MPEAETbHBIX pa3Mepax PO3HUYHBIX HAJA0aBOK K yCTaHOBJIEHHBIM
MIPOU3BOJUTENSAMHU JIEKAPCTBEHHBIX MpernaparoB (PaKTUYECKUM OTIIYCKHBIM II€HaM Ha JeKapCTBEHHbBIC
mpemnaparbl, BKIIOYEHHbIE B TIEPEUYCHb J>KM3HEHHO HEOOXOIMMBIX M BaXKHEHIIHUX JIEKapCTBEHHBIX
MpenaparoB, a TAKXKEe O CyMME 3apErUCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX LEH IPOU3BOAUTEIECH Ha
JIEKapCTBEHHBIE TMpenaparbl, BKJIIOUEHHBIE B IIEPEYCHb JKU3HEHHO HEOOXOOUMBIX M BaXKHEHIIUX
JIEKapCTBEHHBIX MPENapaToB, yCTAaHOBIEHHBIX B cyobekTe Poccuiickoit denepannu npeaeabHbIX pa3MepoB
ONTOBBIX HAA0ABOK M TMpENEeNbHBIX pPa3MEpPOB PO3HMYHBIX HAA0aBOK M Hajlora Ha J100aBIEHHYIO
croumocTh. MHpopMarus, mpeaqycMOTpeHHas HAaCTOSIIEH YacTbhlo, JOKHA HAXOJUThCS TAKXKe B allTEUHBIX
OpraHu3alusax B JOCTYIMHOH JJIsi BCEX 3aMHTEPECOBAHHBIX JHUIl (opMe M OOHOBIATHCA IO Mepe ee
pa3MelleHHs OpraHaMu UCTIOTHUTEIbHOM BiacTu cyObekToB Poccuiickoit @enepanuu B cetu "MHTepHeT".

4. Yrpatuna cuiy ¢ 1 mapra 2020 . - @enepanbHbliil 3akoH 0T 27 nekadpsa 2019 . N 475-03

Wudopmanus 00 n3MEHEHHSIX:

Cm. npedvloywyio pedakyuro
TAPAHT:

CM. KOMMeHTapuH K crathe 63 Hacrosero denepanbHOro 3aKoHa
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Wupopmanust 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 6 naumenosanue 2nasvl 13 Hacmoswe2o
DedepanvbHo2o 3aKOHA 8HECEHbl UsMeHeHus, ecmynarowue 6 cuiy ¢ 1 utona 2015 e.

Cm. mexkcm HauMeHO8aHUs 8 npedvloyulel peoakyuu

I'naBa 13. MounTopuHr 3¢¢peKTHBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHbIX NPeNnapaTos,
Haxoasmmxcs B oopamenuu B Poccuiickoii degepauuu

Wnpopmanust 06 HU3MEHEHHAX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 cmamovsa 64 nacmosweco Pedepaniviozo
3aKOHA U30JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm cmamovu 8 npedvbloyujell peoaKyuu
Crartbs 64. ®apmakoHaI30p

UHudopmarys 06 n3MeHEHHAX:
Yacmo 1 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npeodvbloywyro peoakyuio

1. JlekapcTBeHHBIE TIpenaparhl, HaxoaIIuecs: B oopamienun B Poccuiickoit denepanun, moaiexar
MOHUTOPHHTY dS((OEKTHBHOCTH © OE30MaCHOCTH B IEJISIX BBISBICHHS BO3MOXKHBIX HETATHBHBIX
MOCIIECTBUN WX TPUMEHCHHS, WHIWBHIYATHbHOW HENEPEHOCHUMOCTH, TPEAYIPEIKIACHUS MEIUIIHHCKUX
pabOTHUKOB, CHEIMATUCTOB B OONAacCTH BETEpUHAPUU, NAIMEHTOB WJIM BIIAJENbLEB XUBOTHBIX M HX
3alUTHI OT MPUMEHEHHSI TAKUX JIEKAPCTBEHHBIX IIPENaparoB.

2. ®apMakoHAI30p OCYHIECTBISIETCS COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (heepaibHbIM
OpraHOM HCHOJHHUTEIbHOM BJIACTH B YCTAHOBJICHHOM UM MOPSAJIKE IMyTeM aHajiu3a IpeloCTaBIIeMOn
cyObeKTaMu oOpaIeHus JICKApCTBEHHBIX CPEACTB MH(POPMAIIMK O MMOOOYHBIX JCUCTBUAX, HEKEIATCITHHBIX
peaKkUusAx, Cepbe3HBIX HEXKEIaTeJIbHBIX PEaKIMsIX, HENPEIBUIACHHBIX HEXKEIATENbHBIX PEaKIUIX MpHU
MPUMEHEHUH JIEKApCTBEHHBIX TMpenapaToB, 00 WHIUBUIYAIbHOW HENEPEHOCUMOCTH, OTCYTCTBHH
3¢ ()EKTHBHOCTH JIGKAPCTBEHHBIX IMpenaparoB, a Takke 00 WHBIX (akTax U 00CTOATENbCTBAX,
MPEICTABISIIOMIUX Yrpo3y KU3HU WM 3J0POBBIO0 YENOBEKa JUOO KUBOTHOTO TpPU TNPUMEHEHHH
JIEKapCTBEHHBIX MPENaparoB M BBHISBICHHBIX HAa BCEX ATanax OOpalleHUs JIEKapCTBEHHBIX IMPErnaparoB B
Poccuiickoit @enepaiuu v Apyrux rocynapcrpax.

3. CyObekThl oOpalleHus JIEKapCTBEHHBIX CPENICTB B IMOPS/IKE, YCTAHOBICHHOM YIMOJIHOMOYEHHBIM
(benepaibHBIM OPraHOM HCIIOIHUTENILHOM BIACTH, 00s3aHBI cOOOIIATh B YIOJTHOMOUYEHHBIN (hefepanbHbIN
OpraH HCIIOJIHUTEIIBHON BIACTU O TOOOYHBIX JEWUCTBUAX, HEKENATENbHBIX PEaKIUAX, CEePhE3HBIX
HEXENaTeNbHbIX  pEeaKlMiX, HENPEeIBUICHHBIX  HEXKENaTeIbHBIX PEakUuaxX MpH  [NPUMEHEHHUH
JIEKapCTBEHHBIX MpEnaparoB, 00 WHAMBHUIYaIbHOM HEMEPEHOCHUMOCTH, OTCYTCTBUH 3(PHEKTUBHOCTH
JIEKapCTBEHHBIX IPENapaToB, a Takke 00 MHBIX (akTaX U OOCTOSTENBCTBAX, MPEACTABISIOUIUX YIPO3Y
KU3HU WM 370POBHI0 4YENOBEKa MO0 J>KMBOTHOTO MPH MPUMEHEHWH JIEKaPCTBEHHBIX MpernaparoB U
BBISIBJICHHBIX Ha BCEX dTamax oOpalleHus JeKapCTBEHHBIX MpemnapaToB B Poccwuiickoit denepanuu u
JPYTUX TOCYIapCTBaX.

4. Jlepkatenu WX BIaJENbIbl PETHCTPAIIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IMpEnapaTosB,
IOPUAMYECKUE JIUIIA, Ha UMS KOTOPBIX BbIIaHbI pa3pelieHus Ha MpoBeIeHNe KITMHIUECKUX UCCIeIOBaHUN B
Poccuiickoit @enepanuu, 1100 YIOTHOMOYEHHBIE MU JPYTrUe IOPUANYECKUE TUIA B paMKax oOecredeHus
0€30MacHOCTH  JICKAPCTBEHHBIX MpEnapaTtoB B  MOpPsJIKe, YCTAaHOBIEHHOM  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM  (pefiepadbHbIM OpPraHOM HCIOJTHHUTEIBHOM BIIACTH, OOS3aHBI OCYIIECTBISTH IPHEM,
ydeT, 00paboTKy, aHalIW3 U XpaHEHHE TMOCTYMAIIIUX B HX aapec OT CYOBEKTOB OOpaIieHHs
JIEKapCTBEHHBIX CPEJCTB M OPraHOB TOCYIAPCTBEHHOW BIACTH COOOMICHHWH O MOOOYHBIX JEHCTBUSX,
HEXKeNaTeNbHBIX PEaKIUIX, CePhe3HbIX HEXENaTeNbHbIX U HEMPEABHACHHBIX HEXENaTeNbHBIX PEeaKIIHIX
Ipy TMPUMEHEHHH JIEKAPCTBEHHBIX IMpermaparoB, 00 OCOOEHHOCTAX WX B3aUMOJCHCTBHUS C JAPYTUMU
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JICKapCTBEHHBIMH TIperapaTaMy, WHAWBHUIYaJIbHOM HEMEePeHOCHMOCTH, a Takke o0 HMHBIX (akrax u
0OCTOSTENBCTBAX, MPEACTABISIONIUX YIPO3y >KM3HH WJIH 3A0POBBIO YEIOBEKa JMOO KUBOTHOTO WIIH
BIMSIONIMX HA M3MEHEHHE OTHOLICHHUS OXHUJAEMOW IIOJb3bl K BO3MOKHOMY PHUCKY IPUMEHEHUs
JIEKapCTBEHHBIX IIPENapaToB.

5. Ilpu BeIsIBIEHHH WH(OPMAIMKA O CEPHE3HBIX HEXKENATEIbHBIX PEaKUUsAX M HETpeIBUICHHBIX
HEXENaTeJbHbIX PEaKIUsAX IpU MPUMEHEHUHM JIEKAPCTBEHHBIX IIpenapaToB, 00 OCOOEHHOCTIX HX
B3aUMOJICMCTBUSI C JIPYTMMH JIEKAPCTBEHHBIMM IIperaparaMy, HHAWBUIYalbHOW HENEPEHOCHUMOCTHU, a
TakKe 00 MHBIX (paKTax U 0OCTOATENBCTBAX, BIMSIONMX Ha U3MEHEHHE OTHOIICHUS 0XKUIAEMOM TTOJIB3bI K
BO3MOXHOMY PpHCKY TIPUMEHEHHUS JIEKAPCTBEHHBIX IIpEraparoB, JEp)KaTeld WM  BIAAEIbLbI
PErUCTPAMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IMPENapaToB, IOPUAMYECKHE JIMIA, HA UM KOTOPBIX
BBIJIaHBI PA3pEIICHHs] Ha TMPOBEACHHE KIMHUYECKHX wHcclenoBaHuii B Poccuiickoit deneparuu, nu6o
YIOJHOMOYEHHBIE UMM JIpyrue IOpUIMYECKUE JIMLa o00s3aHbl NPHUHATH MEpbI, HaNpaBiICHHbIE Ha
yCTpaHEHUE  HEraTUBHBIX  IIOCIEACTBUM  TPUMEHEHUS  TaKMX  JIEKAPCTBEHHBIX  IPENaparos,
MpeaynpexaeHue MPUYNHEHNs Bpesa >KM3HU WJIM 3J0pPOBBIO UelIOBEKa MO0 KMUBOTHOTO, 3aLIUTY UX OT
MPUMEHEHMSI TAKUX JIEKAPCTBEHHBIX MPENapaTroB, HA JOTOJIHUTEIbHBIA COOp TaHHBIX 00 3((HEKTUBHOCTH U
0€30MaCHOCTH TaKUX JIEKapCTBEHHBIX IIPENaparoB.

6. 3a HECOOOIIIEHNE MITH COKPBITHE HHPOPMAITUU, TTPETYCMOTPEHHON YacThiO 3 HACTOSIIEH CTAThH,
JepXKaread WM BIAJeNblbl  PETHCTPAlMOHHBIX  YAOCTOBEPEHUH  JIEKAPCTBEHHBIX IpEenaparos,
IOpUAMYECKUE JIUIIa, Ha UMS KOTOPBIX BbIIaHbl pa3pelleHus Ha MpoBe/IeHNne KIMHUUECKUX HCCIe0BaHNN B
Poccuiickoit ®enepanuu, 1u00 YIOTHOMOYEHHBIE HMH JIpYTH€ IOpPUIUYECKHE JIMIA, a TaKke
JOJDKHOCTHBIE JIMIA, KOTOPhIM 3Ta HMHGpOpMalMs cTajlla HU3BECTHAa O poay HX MNpodecCHOHaIbHOU
NEATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOAATENbCTBOM Poccuiickont denepanuu.

7. Ilpn nosy4eHuN YIOJTHOMOYEHHBIM (eiepalbHbIM OPIaHOM HCIIOJHUTEIbHOM BJIACTH B paMKax
OCYILECTBJIEHUS] UM (papMaKOHaq30pa J0Ka3aTeIbCTB O HECOOTBETCTBMM JIEKAPCTBEHHOIO IIpernapara
YCTQHOBJIEHHBIM TpPEOOBaHMSM WIM HpPU NOIY4YEHUHM HHEQOPMAallMM O HECOOTBETCTBUM JAHHBIX 00
3(QPEKTUBHOCTH M O 0€30IaCHOCTH JIEKapCTBEHHOIO Ipernapara JaHHBIM O JIEKAPCTBEHHOM IIpernapare,
COJZIep KALIUMCS B MHCTPYKLMHU 0 €0 MPUMEHEHHIO (B TOM YKCJIE BBISBICHHBIX B XOJ€ OCYLIECTBICHMUS
(bapmMakoHa/30pa KOHTPOJbHO-HAI30PHBIMU OpraHaMU MHOCTPAHHBIX TOCYIApCTB), YHNOJHOMOYEHHBIH
(denepanbHbIl OpraH HCIOJHUTEIBHON BIACTH B YCTAHOBJIEHHOM UM IODSJIKE PacCMarpuUBaeT BOIIPOC O
IIPUOCTAHOBJIEHUH PUMEHEHUS TAKOTO JIEKAPCTBEHHOI'O Mpernapara.

TAPAHT:

CMm. Meromuueckue pexkoMmeHmanuu  "OpraHm3anus — CIOykObl MOHUTOpPUHTA  O€30MaCHOCTH
JIEKapCTBEHHBIX CPEACTB ((hapMakoHaI30pa) B KOMIIAHUAX MPOU3BOIUTEINSIX JIEKAPCTBEHHBIX CPEACTB UITU
JiepKaTensiX PEerucTPaIlOHHBIX YIOCTOBepeHuil", yTBepxkaeHHble Poc3apaBHam3opoM oT 25 OKTAOps
2008 .

CwM. KOMMCHTApPHH K CTATbC 64 HaCTOAIIICTO @enepanLHoro 3aKOHa

Wudopmanns 00 n3MEHEHHAX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 65 nacmoswezo Pedepanviozo
3AKOHA U3N0JHCEHA 8 HOBOU pedaxyuu, ecmynarowetl 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm cmamwvu 8 npeovloyuell pedaKyuu

Cratbs 65. [IpuocraHoBiieHHEe TPUMEHEHHUS JIEKAPCTBEHHOTO Mperapara

1. IIpu nonydyenun nHGOPMALIUU O HEXKENATENBHBIX PEAKIUAX MPH MPUMEHEHHH JIEKaPCTBEHHOTO
npenapara, HE YKa3aHHBIX B HHCTPYKIMHM MO NPUMEHEHHUIO JIEKaPCTBEHHOTO Mpernapara, CEpbEe3HbIX
HEeXKeNaTeNbHBIX peaknusiX, 00 O0COOEHHOCTAX €ro B3aWMOJEHUCTBUS C JPYTUMHU JIEKAPCTBEHHBIMU
npernaparamMu, KOTOpble MOTYT MPEICTABISITh YTPO3y KU3HU WU 3[I0POBBIO YeNOBEKa JINOO KMBOTHOTO, a
TakK€ O HECOOTBETCTBHM HAHHBIX 00 3(pdekTuBHOCTH M 0 0E30MACHOCTH JIEKAPCTBEHHOTO IMpemapara
JAHHBIM O JIEKaPCTBEHHOM Iperapare, COAepKaIUMCs B UHCTPYKLUUHU 10 €r0 NPUMEHEHHUIO, B TOM YHCIie
OT YINOJHOMOYEHHBIX OpPraHOB HMHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOpPOW OCYIIECTBIsETCS B
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COOTBETCTBUHM C COINAIICHUSMH MEXKIy YIOJHOMOYEHHBIM (eiepaJbHbIM OPraHoOM HCIOJHUTEIbHOM
BJIACTH W YIOJHOMOUYEHHBIMH OpraHaMH HHOCTPAaHHBIX TOCYIapCTB, YMOJHOMOYECHHBIH (enepaabHbIi
OpraH HCIIOJIHUTEIHHON BIIACTH PACCMAaTPHBAET BOIPOC O BO3MOXKHOCTH MPUOCTAHOBIICHHS OOpaIieHHs
TaKOTO JIEKAPCTBEHHOTO Iperapara B I0psi/IKe, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM
WCIOJIHUTEIIBHOM BIACTH.

2. llpu HEuCHOJHEHMM WM HEHAUIeKalleM MWCIIOJHEHUU JepXaTelsiMd WIM BIaJeiablaMu
PEruCTPAlMOHHBIX YAOCTOBEPEHHMM JIEKaPCTBEHHBIX IIPENAparoB, HOPUIMYECKMMH JIMLAMH, HA KM
KOTOPBIX BBIJIAHBI Pa3pelICHHs Ha MPOBEACHUE KIMHUYECKUX uccienoBannii B Poccuiickoin denepanuu,
WM YIIOJHOMOYEHHBIMU UMH JAPYTUMH IOPUIUUYECKUMU JIMLIAMU 00S13aHHOCTEN, YCTAHOBJIEHHBIX YaCTAMU
3 u 4 crarbu 64 Hactosimero denepaabHOrO 3aKOHa, JUO0 B CIydasX MPEACTaBICHUS COOTBETCTBYIOIIUM
YIOJHOMOUYEHHBIM (pefiepanbHbIM OPraHOM HCIOJTHHUTEIBHOM BIIACTH 3aKIIOYEHHS O HEAOCTOBEPHOCTH
PEe3yapTaTOB KIMHUYECKOTO HCCIIEN0BAHMS JIEKAPCTBEHHOIO IIpenapara Jisl MEIULIHUHCKOTO IPUMEHEHNs,
KOTOPOE€ OCHOBAaHO Ha pe3yiabTaTax IIPOBEPKM MEIWLHUHCKONM OpraHu3all{, NPOBOAMBIIEN yKa3aHHOE
KJIINHUYECKOE HMCCIIECAOBAHUE C HAPYILIEHUEM I1PaBUII HAJUIEKAIEH KIMHUYECKON MPAKTUKH, U MPUBEIIO K
MOJIyYEHUIO HETOCTOBEPHBIX PpE3ylbTaToB, JHOO B Cilydyae HEBBINOJHEHUS NPEANHCAHUs, BbIJIAHHOTO
YIOJHOMOUYEHHBIM  (elepalIbHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTH 10 WTOTaM OCYHIECTBIICHHUS
BBIOOPOYHOTO KOHTPOJISl KadecTBa JIEKAPCTBEHHOIO Iperapara, YHIOJHOMOUYEHHBIH ¢enepaabHbli opra
WCIIOJTHUTENIBHON BJIACTH B YCTAHOBJIEHHOM MM IIOPS/JIKE PACCMATPUBAET BONPOC O NPHOCTAHOBICHUU
IIPUMEHEHHSI TAKOTO JIEKapCTBEHHOTO Mpernapara.

T'APAHT:

O nmpenocTaBiIeHUM TEPPUTOPHAIBHBIMH  YmpaBieHusmu Poc3mpaBHam3opa wuHpOpManuu O
HEeI0OpOKaueCTBEHHBIX U (haabCU(MUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTBAX CM. Ipuka3 denepanbHOM
CIIY>KOBI 110 HaJ30py B cepe 3ApaBOOXpaHEHUs] U COLMAIbLHOTO pa3BuTHs oT 8 despanst 2006 . N 255-
[Ip/06

Wudopmanns 00 u3MEHEHUAX:

Cmamobs 65 oonoanena yacmoto 3 ¢ 15 utons 2018 e. - @edepanvhuiii 3akon om 4 utons 2018 o. N 140-
D3

3. YnomHOMOYEHHBIH ¢enepaabHblii OpraH HMCIOTHUTEIBHOW BJIACTH TPHU TPEIACTABICHUU €MY
CBE/ICHUN O HECOOTBETCTBUU MPOU3BOAMUTENS JICKAPCTBEHHBIX CPECTB TPEOOBAHUAM ITPABIII HAJyIekKallen
MPOU3BOJCTBEHHON MPaKkTUKU U (WIM) O HapyLIEHUH JHUIECH3UOHHBIX TpeOOBaHMM, KOTOphle ObLIN
BBISIBJICHBl B XOJE€ NPOBENCHUS HHCIEKTUPOBAHUSA TMPOU3BOIUTENS JIGKAPCTBEHHBIX CPEACTB WIIH
OCYIIIECTBIICHUS JMIIEH3MOHHOTO KOHTPOJIsi B cepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB M MPHUBENIU
WIM MOTYT HPUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX MpPEMapaToB i MEIUIIMHCKOTO MPUMEHEHHS,
MPUYMHUBIIUX WINA CIIOCOOHBIX TPUUUHUTH BPEIl KU3HU WM 37I0POBBIO TPAXKIaH, pacCMaTpUBaeT BOMPOC
O TPHUOCTAHOBJICHUU MPHUMEHEHUS JIEKApPCTBEHHBIX IpEnaparoB A MEIUIUHCKOIO MNPUMEHEHHUS B
YCTaHOBJICHHOM UM TMOPS/IKE B CIASTYIOIIUX CIydasx:

1) coctaB u (UaM) TEXHOJIOTHS MPOU3BOJCTBA JIEKAPCTBEHHOIO Mperapara Jyis MEIUIIMHCKOTO
MpUMEHEeHHs (C OMUCAHUEM CTaJWN MPOU3BOJACTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETUCTPAIMOHHOM
JI0ChE;

2) nexapCTBEHHBIN Mpemnapar JUisi MEAUIIMHCKOTO MIPUMEHEHHsI IPOU3BEIEH Ha MPOU3BOJCTBEHHON
MJIOIIAJIKE, HE YKa3aHHOW B PErMCTPALIMOHHOM JI0ChE;

3) y mpou3BOIMTENs JEKApPCTBEHHBIX CPEIACTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEP:IKAAOIINE
COOTBETCTBUE KayeCTBA JIEKAPCTBEHHOIO Mpernapara Ui MEAMIIMHCKOIO NPHUMEHEHHUs, BBOJUMOIO B
rpaXJaHCKHI 000pOT, TpeOOBaHMSIM, YCTAHOBICHHBIM MPHU €ro TOCYAapCTBEHHOM pEerucTpalum;

4) TpOW3BOIUTENEM JIEKAPCTBEHHBIX CPEICTB B COMIACOBAaHHBIM C  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM  (peZiepaibHBIM OPTaHOM HCIOJTHUTENHHOW BIACTH CPOK HE YCTPAHEHBI HapYIICHUs
TpeOOBaHUIl MpaBWII HAJUIEKAIEH MPOU3BOACTBEHHOW MPAKTHKU W (WJIH) JIMIEH3UOHHBIX TPeOOBaHMIA,
KOTOpbIE OBUTH BBISIBIIEHBI B XOJI€ TIPOBEACHUS HHCIIEKTUPOBAHUS IPOU3BOIUTENS JIGKAPCTBEHHBIX CPENICTB
WM OCYILIECTBICHHS JIMIICH3MOHHOTO KOHTPOJIs B cdepe MpOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB U
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®enepanbHblil 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalneHn IeKapcTBEHHBIX cpenacts” (C ...

MNPpUBCIIM HJIM MOTYT NPUBCCTH K IMPOU3BOACTBY JICKAPCTBCHHLIX IMpCHaparoB IAjd MCEIUIHUHCKOI'O
MPUMCHCHUS, IPUINHHUBIINX WA CIIOCOOHBIX IIPUYINHUTL BPEA JXKU3HU UJIU 310POBBIO I'PAXKIAH.

Wupopmanust 06 H3MEHEHHSX:

Cmamobs 65 oonoanena yacmoio 4 ¢ 15 utons 2018 e. - @edepanvhuiii 3akon om 4 utons 2018 2. N 140-
D3

4. YnoiaHOMOUYEHHBIH (QenepanpHblii OpraH HCIOJHUTEIBHON BIACTH NpPU HAJWMYUU Y HEro
CBE/IEHUI O HECOOTBETCTBUU IIPOU3BOAMUTENS JEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM I1paBUII HaJyIekKallen
IIPOM3BOJICTBEHHON MPAaKTUKU U (WIM) O HapylIEHUH JIMIEH3UOHHBIX TpeOOBaHMM, KOTOpbIe ObLIN
BBISIBJICHBl B XOJ€ IPOBEACHUS WHCIEKTUPOBAHUSA IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB WIH
OCYIIECTBJICHUS JIMIIEH3MOHHOTO KOHTPOJIs B c(epe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB M MPHUBENN
WIM MOTYT INPHUBECTH K NPOU3BOJCTBY JIEKAPCTBEHHBIX IPENApaToB IJisi BETEPUHAPHOIO NPUMEHEHMS,
MPUYMHUBIIUX WJIH CHOCOOHBIX NPUYMHUTH BpEeA KU3HU WM 3I0POBBIO KUBOTHBIX, paccMarpuBacT
BOIIPOC O MPUOCTAHOBJIEHUU peaTn3ali U IPUMEHEHUs JIEKAPCTBEHHBIX MPENapaToB AJIsi BETEPUHAPHOTO
MIPUMEHEHHSI B YCTAHOBJIEHHOM UM IOPSJIKE B CIAEIYIOIIUX CIydasx:

1) coctaB M (MJIM) TEXHOJIOTHS MPOU3BOJACTBA JIEKAPCTBEHHOIO Iperapara JJisi BETEpUHAPHOTO
MpUMEHEHHs (C ONMUCAHUEM CTaJWi MPOU3BOJCTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETUCTPAlMOHHOM
JI0ChE;

2) ekapCTBEHHBIN Mpenapar Juisi BETEpUHAPHOTO MPUMEHEHHS TPOU3BECH Ha MPOU3BOJCTBEHHON
IJIOLIA/IKE, HE YKa3aHHON B PETUCTPALIMOHHOM J0ChE;

3) y mnpou3BOaMTENs JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JIOKYMEHTHI, MOATBEP: KAAOIINE
COOTBETCTBUE KadecTBa JIEKAPCTBEHHOIO Ipernapara s BETEpPUHAPHOTO NPUMEHEHHUs, BBOJUMOIO B
IpaXkJIaHCKHI 000pOT, TPeOOBAaHUAM, YCTAHOBIEHHBIM IIPH €r0 rOCyIapCTBEHHON perucTpannu;

4) TpOW3BOOUTENEM JIEKAPCTBEHHBIX CPEICTB B CONIACOBAHHBIA C  COOTBETCTBYIOUIMM
YIIOJIHOMOUYEHHBIM (e/IepalbHbIM OPraHOM MCIOIHUTEIbHON BIACTH CPOK HE YCTPAHEHbl HAPYIIECHUS
TpeOOBaHUHN TMpaBWII HAJIEKAIIEH MPOU3BOJACTBEHHOW MPAKTUKU W (WJIW) JIMIIEH3MOHHBIX TPEOOBAHUI,
KOTOpBI€ OBUIH BBISBIEHBI B X0/1€ IPOBEICHHS MHCIIEKTUPOBAHUS TPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB
WIA OCYIIECTBIEHUS JIMLEH3MOHHOTO KOHTPOJIs B cdepe NPOMU3BOACTBA JIEKAPCTBEHHBIX CPEICTB M
IPUBEIM WM MOTYT NPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IIPENApaToB Ui BETEPUHAPHOIO
IIPUMEHEHMSI, IPUYMHUBIIMX UM CIIOCOOHBIX IPUUMHUTE BPEA AKU3HHU UIH 3J0POBbIO KUBOTHBIX.

Wudopmanns 00 u3MEHEHHAX:

Cmamosi 65 Oonoanena yacmsamu 5 u 6 ¢ 1 ansapsa 2023 e. - Dedepanvuviii 3axon om 27 Oexkabpsi
2019 2. N 475-D3

Cm. 6yoywyro pedakyuio

Cmamos 65 oonoanena wacmoio 7 ¢ 1 cenmsaops 2023 2. - @edepanvusiii 3akon om 2 uwons 2021 e. N
317-D3

Cm. 6yoywyro pedakyuio
TAPAHT:

CwM. KOMMCHTApPHH K CTATbC 65 HaCTOAIIICTO @enepanLHoro 3aKOHa

Wudopmanus 00 n3MEHEHHAX:

Cmamos 66 uzmenena c 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 oexaobps 2019 e. N 475-D3

CMm. npeowbloywyro peoaxyuio
Crartbs 66. Unpopmanus o pe3ynpratax papmakoHaazopa
VYHoaHOMOYEHHBI  (efiepalbHblii  OpraH  WCHOJHUTENBHOW  BIACTH,  OCYILECTBIISIOIIUI
(dapmakoHa/30p, MO €ro pe3ynpraraM pa3MellaeT Ha cBoeM oduiuansHoOM caiite B cetu "HHteprer"
MH(POPMALIHUIO O:
1) BBIABICHMM HOBBIX IOJTBEPKJIEHHBIX JAHHBIX O MOOOYHBIX MAEHCTBUSAX, HEXKeIaTeIbHBIX
pEeaKLUsAX, CEPbE3HBIX HEXKENATEIbHBIX PEAKIMAX, HENPEIBUICHHBIX HEKENATENbHBIX PEAKUMIX IpU
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

IIPUMEHEHUH JIEKAPCTBEHHOI'O IIpenapara, B TOM YHUCJIE BIUAIOIMIMX HA OTHOLIEHUE OKUJAEMOM IOJb3bl K
BO3MOKHOMY PUCKY IPUMEHEHHMS JAHHOTO JIEKAPCTBEHHOTO IIpeIapara;

2) NPUHATHIX PELICHUSAX O BHECEHUU W3MEHEHUN B MHCTPYKLMIO 110 IPUMEHEHHUIO JIEKAPCTBEHHOIO
npernapara, O NPUOCTAHOBICHUM NPUMEHEHMsI JIEKAPCTBEHHOI'O Ipernapara, 00 U3bATHM U3 0OpallleHus
JIEKapCTBEHHOTO Iperapara WiK O BO30OHOBICHUH IPUMEHEHHS JIEKapCTBEHHOTO IIpernapara.

TAPAHT:

CM. KoMMeHTapuH K cratbe 66 Hacrosiero denepanbHOro 3aKoHa

Wnpopmanust 06 U3MEHEHHAX:
Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvuwiii 3axon om 28 oexaops 2017 2. N 425-D3

CMm. npeodvbloywyro peoakyuio

I'naBa 14. Undopmanus o 1ekapcTBeHHbIX npenaparax. CucreMa MOHNTOPHHIA ABUKEHHUS
JIEKAPCTBEHHBIX MPeNnapaToB I MeIMIMHCKOr0 IPUMeHeHU s

UHudopmariys 06 n3MeHEHHsAX:
Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvusiii 3axon om 28 oexabps 2017 2. N 425-D3

CMm. npeodvbloywyro peoakyuio
Cratbst 67. Undopmanus o nekapcTBEeHHBIX mnpernapatax. CucTeMa MOHUTOPHHIA JIBUYKEHUS
JIEKapCTBEHHBIX MPENapaToB A MEAUIMHCKOIO IPUMEHEHUs

Wudopmanns 00 u3MEHEHUAX:
Yacmo 1 usmenena c 13 aseycma 2019 e. - Dedepanvuwiii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npeovbloywyro peoakyuio

1. Madopmamms o NeKapCTBEHHBIX Iperaparax, OTITYCKaeMbIX IO PEIeNTy Ha JIeKapCTBEHHBIH
npernapar, JOJDKHa COAEPKaThCs TOJBKO B CICIUATU3UPOBAHHBIX H3JIAHHSX, MPEIHA3HAYCHHBIX LIS
MEIUIMHCKHX, (papMalleBTHUECKUX PaOOTHUKOB, CIICIIUAIUCTOB B 0Onactu BerepuHapuu. Mudopmarms o
JICKApCTBEHHBIX Iperaparax JJisi CICIUAIMCTOB B 001acTH 0OpaleHus JeKapCTBEHHBIX CPEACTB MOXKET
colepKaThcsi B MOHOTrpadusX, CIPaBOYHUMKAX, HAyYHBIX CTaThsX, B JIOKJIAJIaXx Ha KOHrpeccax,
KOH(MEpeHIUsAX, CUMIIO3MyMaX, HAyYHBIX COBETaX, a TaKkKe B MHCTPYKIHAX 10 MPUMECHCHHIO
JICKApCTBEHHBIX TPENapaToB.

2. Nudopmanus o JIeKapCTBEHHBIX Iperaparax, OTIIyCKaeMbIX 0e3 pelenTta Ha JIeKapCTBEHHBIN
mperapar, MOXKET COJCpPXKaThCsl B MNyONMKANUAX WU OOBSBICHHUAX CPEICTB MAaccoBOH HH(pOpMaIuH,
CTICIUATM3UPOBAHHBIX W OOIIMX TEUYaTHBIX W3JAHUAX, UHCTPYKIUAX 10 MPUMEHECHHUIO JICKAPCTBEHHBIX
MperapaToB, UHBIX U3JAHUAX CYObEKTOB OOpAaIlleHUs JICKAPCTBEHHBIX CPEICTB. PekiaMHbIe MaTepHaibl O
JICKApCTBECHHOM IIperapare, OTIyCKaeMoM 0e3 pelenrta Ha JIeKapCTBEHHBIM TNpenapar, JOJDKHBI
COOTBETCTBOBATh MHCTPYKIIUU IO TPUMEHEHHIO JICKAPCTBEHHOTO Tperapara.

3. JlomyckaeTcs HCIOJb30BaHUE JIOOBIX MaTepHaJIbHBIX HOCHTENIEH, TO3BOJIIONINX XPAaHUTH,
nepenaBaTh U UCIONB30BaTh MHPOPMAIIHIO O JIEKAPCTBEHHBIX Mpernaparax 0e3 ee NCKaKeHUsI.

Wudopmanus 00 U3MEHEHHAX:

Cmamosi 67 donoanena yacmoto 4 ¢ 1 uwons 2020 o. - Dedepanvuviii 3axkon om 28 dexaops 2017 .
N 425-D3 (8 peoakyuu Dedepanvrozo 3akona om 27 dexaops 2019 e. N 462-D3)

CMm. npeowbloywyro peoaxyuio
4. Jna uenedl WACHTU(UKALMK YIAKOBOK JIEKAPCTBEHHBIX MPEMaparoB [UIsi MEIUIIUHCKOTO
MIPUMEHEHHSI TPOU3BOJUTENN JIEKAPCTBEHHBIX CPENCTB B IOPsJIKE, YCTaHOBIEHHOM IIpaBUTENBCTBOM
Poccuiickoit @enepanyu, HAHOCAT HA TIEPBUYHYIO YITAKOBKY (B OTHOIICHHWU JIEKAPCTBEHHBIX MpENapaToB
JUIT MEAUIIMHCKOTO TPUMEHEHUs, IJIs KOTOPHIX HE MPEeIyCMOTPEeHa BTOPUYHAS YIMAKOBKa) U BTOPUUHYIO
(MOTpeOUTENbCKYIO) YIMAKOBKY JEKAPCTBEHHBIX MpENaparoB A METUIIMHCKOTO MPUMEHEHHS CpelCTBa
UICHTU(QHUKAIIMKA, 332 WUCKIIOUEHHUEM JIEKAPCTBEHHBIX MPENaparoB JUIsl MEIUIIMHCKOTO TMPUMEHEHHS,
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Ddenepasnbhbiii 3akoH 0T 12 ampens 2010 r. N 61-D3 "O6 obpaiieHun JiekapCTBEHHBIX cpeacts” (C ...

MPOU3BOJIUMBIX ISl POBEACHHUS KIIMHUYECKUX UCCIEI0BAHUM, KCIIOPTA, JIEKAPCTBEHHBIX MTPENAPATOB ISt
MEJUIIMHCKOTO MPUMEHEHHUs], YKa3aHHbIX B dacTsax 5 u & crareu 13 Hacrosimero denepaabHOTO 3aKOHA,
paanohapMaleBTUYECKUX JIEKAPCTBEHHBIX MIPENapaToB, MUSBOK MEIUIIMHCKUX U Ta30B MEIUIIUHCKHX.

Wnpopmanust 06 U3MEHEHHAX:

Cmamos 67 dononnena wacmoio 5 ¢ 1 auneapsa 2018 . - @edepanvusiii 3axon om 28 dexaops 2017 a.
N 425-D3
5. XapakTepUCTHKH CpEeICTBA HICHTHU(DUKAIMK, TOPSIOK €ro HAHECeHUs U TpeOOBaHHS K
CTpyKType U ¢opmary HHGOPMAIMU, KOTOPYIO COACPKUT CPEIACTBO HMIACHTU(MUKAIMH, OIPEICIISIOTCS
[IpaBurensctBoM Pocculickoit denepanuu.

Wnpopmanust 06 HU3MEHEHHAX:

Cmamos 67 dononnena yacmoio 6 ¢ 1 auneaps 2018 e. - @edepanvusiii 3axon om 28 dexaops 2017 a.
N 425-D3
6. Ilopsimox co3maHus, pa3BUTUSA, BBOJAA B OKCIUTyaTallMio, OSKCIUTyaTallid U BBIBOJA W3
9KCIUTyaTallud CHUCTEMbl MOHHUTOPHMHIA JBUKEHUS JIEKAPCTBEHHBIX IMpenapaToB s MEAUIIMHCKOTO
NPUMEHEHMs], TOPsI0K TMpeNoCTaBiIeHUs] HH(OpPMalMU, CcoAep)Kallelcss B CHCTEME€ MOHUTOpPUHTA
JBUKEHUSI JIEKApCTBEHHBIX MPENaparoB Ui MEIULUHCKOTO NPUMEHEHUs, W TOpPSI0K B3aUMOAECHUCTBUSA
YKa3aHHOM CHUCTEMBI C MHBIMHU T'OCYIapCTBEHHBIMU WH()OPMAIIMOHHBIMU CUCTEMaMU U WH(GOPMAIIUOHHBIMU
CHUCTEeMaMM IOPUAWYECKUX JIMIl M WHIAUBUAYAJIBHBIX MpeANpUHUMATeNel, yka3aHHbIX B dacTsax 7 u 10
HAaCTOSIIEN cTarby, ycTaHaBiuBaroTcs IpaButensctBom Poccuiickoit @enepanuu. OnepatopaMmy CUCTEMBI
MOHHUTOPHUHIA JBIKEHHUS JIEKAPCTBEHHBIX MpenapaToB Ui MEAMIIMHCKOTO MPUMEHEHHsS SIBISIOTCS
(enepanbHbIi OpraH UCHOJIHUTEIBHON BIACTU U (MJIM) OpraHu3aiys, yrnoiHoMoueHHble [IpaBurenscTBoM
Poccuiickoit @enepanuu.

Wudopmanns 00 u3MEHEHUAX:

Cmamos 67 donoanena yacmoto 7 ¢ 1 urwons 2020 2. - Dedepanvrviii 3axkon om 28 dexabps 2017 a.
N 425-D3 (8 pedaxyuu Pedepanvroeco 3akona om 27 dexaobps 2019 2. N 462-D3)

7. FOpuanueckue uia 1 UHAUBUAYAJIbHBIE MPEANTPUHUMATENH, OCYILECTBIISIONINE TPOU3BOCTBO,
xpaHeHue, BBO03 B Poccuiickyto @enepanuio, OTHYCK, peanu3aluio, I[epeaady, MNpUMEHEHHE WU
YHUUTOKEHHUE JIEKAPCTBEHHBIX MPErapaToB Al MEIUIIMHCKOTO IPUMEHEHUs, 00eCeYnBalOT B MOPSIKE U
B cocraBe, KoTopble ycraHoBieHbl IIpaButensctBom Poccuiickoit ®enepauuu ¢ y4yeToM BHJA
OCYIIECTBIIIEMON HUMH JAEATEIbHOCTH, BHECEHHE HMH()OpPMALMKM O JIEKAPCTBEHHBIX Mpernaparax s
MEIMIIMHCKOTO TMPUMEHEHHS] B CHUCTEMY MOHUTOPHHIA JBIKEHHUS JIEKAPCTBEHHBIX IpENapaToB Jyis
MEAMIIMHCKOTO MPUMEHEHHUS.

Wudopmanns 00 n3MEHEHHAX:
Yacms 7.1 usmenena c 13 urona 2020 2. - Deodepanvusiii 3axon om 13 urona 2020 2. N 206-D3

Heticmeue nonooicenuti wacmu 7.1 (8 pedakyuu @edepanvroco zaxona om 13 uronn 2020 2. N 206-D3)
pacnpocmpausemcs Ha npagoomuowenus, osnukwue ¢ 1 urons 2020 e.

CMm. npeovbloywyro peoaxyuio

7.1. JlekapcTBeHHBIE Ipemaparbl Uil MEJULUHCKOTO NPUMEHEHUsS, NpeJHa3HAuYEHHBbIE UL
oOecrieyeHus ML, OOJBHBIX reMo(puInel, MyKOBUCIIMI030M, THIIO(HU3apHBIM HAaHU3MOM, 0o0Jie3HbIo [o1e,
37I0KaY€CTBEHHBIMH HOBOOOpPA30BaHUAMM JIMMGOUTHON, KPOBETBOPHOH M POJCTBEHHBIX UM TKaHEH,
paccessHHbIM CKJIEPO30M, JIMI[ MOCJIe TPAHCIIAaHTAl[MM OPraHOB W (WIM) TKaHel, mpousBeneHHble 10 31
nexkabps 2019 roma, a Takke HHBIE JEKapCTBEHHbIE Npenaparsl IS MEIUIMHCKOIO IpPUMEHEHUs,
npousBeneHHble 10 1 urong 2020 roga, noanexar XpaHEHHIO, IEPEBO3KE, OTIIYCKY, pealu3aluu, nepeaade,
IpUMEHEHHIO 0e3 HaHECeHUs CPEACTB UIACHTU(DUKAIIMU IO UCTEYCHUS CpOoKa X TroJHOCTH. [IpaBuTenscTBO
Poccuiickoit @enepariy BIpaBe yCTAHOBUTh 0COOCHHOCTH BBOJIA B IPAXKAAHCKUN 000POT JIEKAPCTBEHHBIX
IIPENnapaToB JUisl MEIULUHCKOIO INMPUMEHEHHs, NMpOU3BeNeHHBIX B mepuon ¢ | wuronsa 2020 roga mo 1
oktsa0pss 2020 roma. B 1mensx BBoJa B TpaXAaHCKUH 00OpOT JIEKapCTBEHHBIE IIperaparbl s
MEAMLMHCKOTO TIPUMEHEHUS, 3a HUCKIIOUEHUEM JIEKapCTBEHHBIX IPENaparoB, NpPEAHA3HAYEHHBIX IS
oOecrieyeHus 1L, OOJIBHBIX reMo(puInel, MyKOBUCIIMI030M, THIIO(HU3apHBIM HAaHU3MOM, OoJe3Hblo [o1e,
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37I0Ka4€CTBEHHBIMH HOBOOOpPA30BaHUAMH JIMM(GOUTIHON, KPOBETBOPHOW M POJCTBEHHBIX UM TKaHEH,
paccestHHbIM CKJIEpO30M, JIMI[ IOCJIE€ TPAHCIIAHTALMKW OPraHoB U (WMM) TKaHEW, IPOU3BEACHHBIE 3a
npenenamMu Tepputopun Poccuiickoit @enepanuu g0 1 oxtsOps 2020 roga, mMoryT OBITh BBE3CHBI B
Poccuiickyto ®enepaumto 1o 1 sauBaps 2021 roma B 1nopsijake, ycTaHOBIEHHOM IIpaBuTenbcTBOM
Poccuiickoii denepannu, 63 HaHECEHUS CPEACTB UACHTHU(PHUKALINN.

Wnpopmanust 06 U3MEHEHHAX:

Cmamos 67 dononnena yacmoio 8 ¢ 1 auneapsa 2018 2. - @edepanvuviii 3axon om 28 dexaops 2017 a.
N 425-D3
8. Opranuzaiuss WHPOPMAIMOHHOTO B3aMMOJICWCTBHS CHCTEMBI MOHHTOPHHIA JIBHIKCHUS
JIEKApCTBEHHBIX ~ TPEMaparoB Ui  MEIUIIMHCKOTO TMPUMEHEHHS C WHBIMHA  TOCYAapCTBEHHBIMHU
WHOOPMAITMOHHBIMU  CUCTEMaMH O0ECIIEYMBACTCSI B TOM YHCJIE TOCPEICTBOM HH(PPACTPYKTYPHI,
obecrnieunBaromell  MHPOPMAINMOHHO-TEXHOJIOTUIECKOE B3aWMOJICHCTBUE WHMOPMAIMOHHBIX CHCTEM,
WCIIOJIB3YeMBIX JIJISI TMPEAOCTABICHUS TOCYIAPCTBEHHBIX W MYHUIUTAIBHBIX YCIYT W HUCTIOJHCHHS
TOCYIapCTBEHHBIX M MYHUITUTAIBHBIX (DYHKITHH B JEKTPOHHOU (opme.

Wnpopmanust 06 HU3MEHEHHAX:

Cmamos 67 dononnena yacmoio 9 ¢ 1 auneaps 2018 e. - @edepanvusiii 3axon om 28 dexaops 2017 e.
N 425-3
9. OOmenocrymHas wuHbOpPMAIHs, COAEpXKAIIasICi B CHUCTEME MOHHTOPUHTA JIBHIKEHUS
JIEKapCTBEHHBIX MpEenaparoB Uil MEIUIIMHCKOTO MPUMEHEHHUs, pa3Meniaercs B HH(OPMalUOHHO-
TeleKoMMyHUKalmoHHo cetu "WHTepHer" (B Tom uMcie B (GopMe OTKPBITHIX JAHHBIX) B IOpPsIKe,
ycranoBiaeHHOM I[IpaButensctBoM Poccniickoit @enepanun.

Wudopmanns 00 u3MEHEHUAX:

Cmamos 67 donoanena yacmoio 10 ¢ 1 aneaps 2018 2. - @edepanvusiii 3akon om 28 dexaops 2017 a.
N 425-@3
10. IIpon3BoauTeNnn JEKapCTBEHHBIX CPEJCTB MOIYYAIOT COAEPKALIYIOCS B CUCTEME MOHUTOPHUHTA
JBUKEHUS JIEKAPCTBEHHBIX MpPErnaparoB Ui MEAWLUHCKOTO MPUMEHEHHs] HH(POPMALMI0O O Cepusix Hu
MapTUAX JIEKAPCTBEHHBIX IMPENapaToB, MPOU3BOJAMMBIX UMHU M HAXOIALIUXCS B TPakJaHCKOM o0opoTe B
Poccuiickoit @eneparuu, 6€3B03ME3THO.

Wudopmanns 00 u3MEHEHUAX:

Cmamos 67 oonoanena yacmoro 11 ¢ 1 urons 2020 e. - @edepanvhubiii 3akon om 28 dexaops 2017 a.
N 425-D3 (8 peoakyuu Dedepanvrozo 3akona om 27 dekaops 2019 e. N 462-D3)

11. 3a mpOM3BOJCTBO MU MPOAAXKY JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO TIPUMECHEHUS

0e3 HaHECCHHUsI CPEINCTB HIACHTU(UKAIMH, C HAPYIICHHWEM YCTaHOBIICHHOTO IOPsAKA MX HAHCCCHHS, a

TaK)Ke 32 HECBOCBPEMEHHOE BHECEHHWE JIaHHBIX B CHUCTEMY MOHUTOPHHIA JIBHXKCHHUS JICKAPCTBEHHBIX

MPEenapaToB JUIsi MEAMIIMHCKOTO IPUMEHCHHUS WM BHECCHUE B HEE HEIOCTOBEPHBIX JAHHBIX IOPUIHUCCKUC

JWIIAa U WHIUBUAyaJIbHBIC TPENNPUHUMATENN, yKa3aHHbIe B 4acTsiX 4 W 7 HACTOSANICH CTAaThU, HECYT
OTBETCTBEHHOCTH B COOTBETCTBUH C 3aKOHOIaTeIbcTBOM Poccuiickoii denepanuu.

Wudopmanns 00 n3MEHEHHAX:

Cmamos 67 donoanena yacmoio 12 ¢ 1 aneaps 2018 2. - @edepanvhuiii 3akon om 28 dexaobps 2017 .
N 425-D3
12. TIlpaButenbctBo Poccuiickoit ®enepanuu BIpaBe YCTAaHOBUTH OCOOEHHOCTH BHEIPEHUS
CUCTEMBI MOHUTOPUHIA JIBUKECHMS JIEKAPCTBEHHBIX MPENAPATOB I MEAULIMHCKOTO IPUMEHEHUS, BKIIIOYast
CPOKM €€ BHEIPEHUs, B OTHOUICHUM JICKaPCTBEHHBIX IPENaparoB I MEIULHUHCKOIO IPUMEHEHUs,
BKJIIOUEHHBIX B TII€PEYEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKAPCTBEHHBIX IpEnaparos,
JICKApCTBEHHBIX MpPEnapaToB, NpPeIHA3HAYEHHBIX I oOecrmedeHus JHI, OOJBHBIX TeMO(UIHeH,
MYKOBHUCIIHJI030M, TUIIO(U3apHBIM HAaHU3MOM, Oose3Hbto [o1re, 310kadecTBEHHBIMU HOBOOOPA30BaHUSAMU
TUMQOUIHOM, KpPOBETBOPHOW W POJCTBEHHBIX MM TKaHEH, paccesHHBIM CKJIEPO30M, JIHUI[ MOCIe
TPaHCIUIAHTALMM OPraHoB M (MJM) TKaHEH, HMHBIX JICKAPCTBEHHBIX IPErnapartoB Ais MEIUIIMHCKOIO
IIPUMEHEHHS.
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T'APAHT:

CM. KoMMeHTapuH K crathe 67 Hacrosero denepaibHOro 3aKoHa

Wnpopmanus 06 U3MEHEHHAX:

Deoepanvrvim 3axonom om 25 noaops 2013 2. N 317-D3 nacmoawuii Dedepanvhulil 3aKOH OONOJIHEH
enasoii 14.1

I'nama 14.1. OFpaHI/I'{eHI/Iﬂ, HaJlaraeMbI€ Ha OpraHu3aluu, OCymeCTBJAAIOIMNE JeATCIbHOCTD
mo 06pamenmo JIEKAPCTBCHHBIX CPEACTB

Cratea 67.1. OrpannueHusi, HajlaraéMble U OCYIIECTBIIEHUU AESITEILHOCTU B chepe oOpaiieHus
JIEKapCTBEHHBIX CPEIICTB

1. Opranuzanuy, 3aHuMarouIecss pa3paOOTKOM, NPOU3BOACTBOM M (WIM) peanu3anuen
JIEKapCTBEHHBIX TPENapaTroB JIsl MEAWIIMHCKOTO TMPUMEHEHHs, OpraHu3alny, o0Jafalone mpaBaMu Ha
MCTIOJIh30BaHUE TOPrOBOTO HAWMMEHOBAHHSI JIGKAPCTBEHHOTO Mperapara Uil MEAUIIUHCKOTO PUMEHEHUS,
OpraHu3alliil  ONTOBOW TOPTrOBIM JIEKAPCTBEHHBIMH CPEICTBAMH, alTeYHbIE OpraHu3amud  (Ux
MIPEACTAaBUTENN, WHbIE (QU3NYECKHE W FOPUANYECKHE JIMIA, OCYIICCTBISIONINE CBOIO JEATEIFHOCTh OT
UMEHHM ITHX OpPTraHU3alfii) B OTHONICHHH MEIWIIMHCKUX PAOOTHHKOB W PYKOBOJIUTEICH METUIIMHCKHAX
OpraHu3aluil He BIIpaBe:

1) Bpy4arh MoJapku, BBIIIJIAYMBATh JEHEKHbIE CPEJICTBA (32 MCKIIOYEHHEM BO3HArpa)kJI€HUMl 1o
JOTOBOpaM TpPH  TPOBEACHUM KIMHUYECKUX HCCIECNOBAHWN JICKAPCTBEHHBIX IPEIapaTroB IS
MEIUIUHCKOTO NPUMEHEHMs, BO3HArpaXKACHUIl, CBS3aHHBIX C OCYHIECTBICHUEM MEIUIUHCKUM
pPaOOTHHUKOM TIENAaroruyeckol W (MiIM) HAydHOM NeATEILHOCTH), B TOM YHCJIE OIUIauMBaTh pa3BIICUYCHUS,
OTABIX, MPOE3/] K MECTY OT/AbIXa, & TAKKe IPUBJIEKATh K YYACTUIO B Pa3BICKATEIbHBIX MEpPONPUATHSX,
IIPOBOJMMBIX 32 CUET CBOMX CPEJICTB;

2) 3akio4aTh COIVALIEHHWS O HA3HAYEHUM WJIM PEKOMEHJAlUN TalUeHTaM JICKapCTBEHHBIX
IIPenapaToB Ui MEAULMHCKOTO NMPUMEHEHUS (3a UCKIIOYEHHEM JOTOBOPOB O MPOBEIECHUM KIMHUYECKUX
UCCIIeIOBAaHUM JIEKapCTBEHHBIX MIPENApaTOB Ul MEIUIIMHCKOTO IPUMEHEHNU );

3) npenocTaBiATh 00pa3Lbl JIEKAPCTBEHHBIX MIPENApaToB JUIsl MEAUIIMHCKOIO IPUMEHEHHS B LIEJSIX
BPYYEHHUS NAalMEeHTaM (3a MCKIIOUEHHEM CJIy4aeB, CBA3aHHBIX C IPOBEIECHUEM KIMHUYECKUX
UCCIIeIOBaHUMN JIEKapCTBEHHBIX MIPENApaTOB Ul MEIUIIMHCKOTO IPUMEHEHNU );

4) mnpenocTaBiIATh HENOCTOBEPHYIO M (WJIM) HENOJHYI0 HMH(GOpPMALUI0 O JIEKAPCTBEHHBIX
npernaparax A1 MEJULUHCKOTO IPUMEHEHUS;

5) nmocemare UX B pabouee BpeMs Ha pabouMX MecTaX, 3a MCKJIIOYEHHUEM CIIy4yaeB, CBSI3aHHBIX C
IIPOBE/ICHUEM KIMHUYECKUX UCCIEeOBAHUMN JIEKAPCTBEHHBIX MPENapaToB Ul MEAULIMHCKOTO IPUMEHEHUS,
C YJ4aCTHMEM B IHOpSJKE, YCTaHOBJIEHHOM PYKOBOAMTENIEM MEIUIIMHCKOM OpraHu3aluu, B cOOpaHUsX
MEIUMIMHCKMX pPAaOOTHUKOB U  MHBIX  MEpONPHUATUAX, HANpPaBICHHBIX Ha  IOBBILIEHHE  UX
po(heCcCHOHAIILHOTO YPOBHS WJIM Ha IpeJocTaBieHue HHQOpMalMu, CBA3aHHOM C OCYILECTBICHUEM
MOHUTOPHHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaTos;

6) moOyX/JaTh K BBIMTUCBHIBAHHIO JIEKAPCTBEHHBIX MPENApaToOB JUIsl MEJUIIMHCKOTO NPUMEHEHHUs Ha
OnaHKax, coep)KalMx WH(POPMAlMI0 PEeKIaMHOTO XapakTepa, a TakkKe Ha pelenTypHbIX OlaHKax, Ha
KOTOpBIX 3apaHee HaleyaTaHO HaMMEHOBAHUE JIEKapCTBEHHOTO Ipenapara Jis MEIUIMHCKOTO
MPUMEHEHMUS.

2. OpraHu3anuy, ykazaHHble B a03alle nepBoM JacTu | HacTosimell CTaTbu, U UX MPEICTaBUTEIN B
OTHOULIEHUHU (hapMalleBTUYECKUX PAOOTHUKOB U PYKOBOJIUTENCH alTEUHbIX OPraHU3alfii He BIpaBe:

1) Bpy4aTh MoJapKH, BHIIUIAUMBATH JICHEKHBIE CPEJCTBA, B TOM YHCJIE OIUIAYMBATh Pa3BICUCHMS,
OTABIX, TMPOE31 K MECTy OTAbIXa, M NPUBJIEKATh K YYaCTHIO B DPa3BIEKaTEIbHBIX MEpPONPHUITHSX,
MIPOBOJIUMBIX 32 CUET CBOMX CPEJICTB;

2) mpemocTaBIATh O0paslibl JICKAPCTBEHHBIX IMPENaparoB JUIsi MEAUIUHCKOTO MPUMEHEHMs Ui
BpPYYEHUS HACEJICHUIO;
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3) 3akio4aTh CODIAUICHHA O NPEATIOKEHUU HACEICHHIO OIPEACICHHBIX JIEKAPCTBEHHBIX
IIpenapaToB /Ul MEAULIMHCKOTO IPUMEHEHMUS;

4) mnpenocTaBiIATh HENOCTOBEPHYIO M (WJIM) HEMONHYI0 HH(POPMAIUI0 O JIEKAPCTBEHHBIX
npenaparax Juisi MEAMLIMHCKOTO NPUMEHEHHS, B TOM YHCJIE HMEIOIIMX OJMHAKOBOE MEXKyHApOJIHOE
HENaTeHTOBAaHHOE HAaUMEHOBAHHUE.

TAPAHT:

CM. koMMeHTapu K cratbe 67.1 HacTosero denepanbHOTO 3aKOHA

Crarbsi 67.2. TpeOoBaHMS K OpraHM3allUd U TPOBEACHUIO HAYYHBIX MEPOINPHUSITHHA, HHBIX
MEpOTPUATUH,  HaANpaBJIE€HHBIX HAa  TOBBIIIEHHE  MPOPECCHOHATBHOIO  YPOBHS
MEIUIIMHCKUX PAOOTHUKOB WM Ha TMPEJOCTaBICHHE WHQPOPMAIIMK, CBSI3aHHON C
OCYILIECTBJICHUEM MOHUTOPUHIA 0€30IaCHOCTH JIEKAPCTBEHHBIX MPENapaToB

1. IIpn npoBeneHNM HaydHBIX MEPONPUATUI, UHBIX MEPOIIPUATUH, HAIPABICHHBIX Ha MOBBIIICHUE
Mpo(eCcCCUOHANBHOIO YPOBHS MEIUIIMHCKUX pPAaOOTHHUKOB WM Ha MpPEeJOCTaBICHHUE CBS3aHHON ¢
OCYIIIECTBJIEHUEM MOHUTOPHHIa O€30MaCHOCTH JIEKAPCTBEHHBIX MpernapaTtoB UHPOPMALIMU, OpraHU3yeMbIX
OpraHu3alusaMy, yKazaHHbIMU B ab3aiie rnepBoM vactu | ctareu 67.1 Hactosmero denepaibHOro 3aKoHa,
WX MPEeACTaBUTENSAMU U (WIH) (PUHAHCHPYEMBIX 3@ CUET CPEJCTB ATHX OpraHU3alui U UX MpeAcTaBUTENeH,
3aMpeniaeTcs MPETNsITCTBOBAaTh YYaCTHIO B YKAa3aHHBIX MEPONPUSTHIX HHBIX OPraHW3alluid, KOTOPHIC
MIPOM3BOJAT WM PEeaM3ylOT JIEKapCTBEHHbIE INpemnapaThl A MEIUIUHCKOTO MPHUMEHEHUS CO CXOXKHUM
MEXaHU3MOM (PapMaKoIOrH4eCcKOTO NeHCTBUS, 100 cOo37aBaTh AUCKPUMUHAIIMOHHBIE YCIOBUS AJIS OJHUX
YYACTHUKOB I10 CPAaBHEHMIO C APYTMMH YYACTHHUKAMHU, & UMEHHO:

1) npeaocTaBnsATh pa3IMyHOE KOJIMYECTBO BPEMEHH JIsl BHICTYIUICHUN YYaCTHUKOB, pa3jMyHbIC 110
pa3Mepy 3aHMMaeMO# IUIONIaJAd MecTa AJIs JIEMOHCTpaluu oOpa3loB JIEKAPCTBEHHBIX IMpenapaToB Ui
MEIUIMHCKOTO TIPUMEHEHUS WJIH PEKIAaMHBIX MaTepUaloB O JIEKapCTBEHHBIX IIpenaparax s
MEIUIMHCKOTO NMPUMEHEHHS Ha 3KCIO3UIUAX, CTEHAAX, 32 UCKIOUYEHHUEM CIy4aeB, €CJIM TAaKHE YCIIOBHS
3aKperyIieHbl B COMIAIICHUSX 3TUX OpraHu3aluid, UX IpeAcTaBuTeNield 0 (PUHAHCHPOBAHUHU YKa3aHHBIX
MEpPOTPUATHI 1 00YCIOBIEHBI PA3IMYHBIMU 3aTpaTaMH YYaCTHUKOB Ha UX OPraHU3alUIo;

2) ycraHaBiIMBaTh pa3Mep B3HOCA JUIl YYaCTHUKOB MEpONPUATHH, YKa3aHHBIX B ab3ale NepBOM
HACTOSIIEN YacTH, MPEBBIIAONIMN CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPOINPUATUN U BeIyLIUN
K HE000CHOBAaHHOMY OTPaHUYECHUIO YMCIIa UX YYaCTHUKOB.

2. Opranuzanuu, yka3zaHHble B a03are nepBoMm 4dactu | crateu 67.1 Hactosmero denepaibHOTO
3aKOHa, MX MPEICTAaBUTEIH, OCYUIECTBIAIONINE OpraHu3aluio U (Wik) (UHAHCHPOBAHHUE MEPOIPHUITHIA,
yKa3aHHBIX B 4acTu | HacTosAwIel cTaTbu, 00s13aHBl 0OECTIeYnBaTh AOCTYM K HH(OPMALIUU O JaTe, MecTe U
BPEMEHM IIPOBEJICHUS YKa3aHHbIX MEPONPHATHH, IUIaHaX, MOpOorpaMMmax MpPOBEICHUS YKa3aHHBIX
MEpPONPUATHI U TeMax, IJIAHUPYEMbIX JJIsl paCCMOTPEHUsS, COCTAaBE MX YYACTHUKOB MYTEM pPa3MELICHUs
COOTBETCTBYIOIIEH MH(OpPMAIMU Ha CBOMX O(UIMANBHBIX caiiTax B cetu "MHTepHeT" He mo3aHee NBYX
MECSIEB 10 Hayasla MPOBEACHUS YKa3aHHBIX MEPOIIPUATUM.

3. Mudopmaiiug o mpoBEeACHUN MEPONPUATHI, YKa3aHHBIX B 4acTu | HacTosiied CTaTbH, B CPOK,
YCTaHOBJICHHBI YacThI0 2 HACTOSIIEW CTaThbd, JOJDKHA OBITh HampaBieHa B (QenepaibHbIi Opra
UCTIOJHUTENILHOM  BIIaCTH, OCYIIECTBISAIONIMM (YHKIMH 10 KOHTPOJIIO H Hag3opy B cdepe
3paBOOXPAHEHUs, JJIS MOCIENYIOUIero pa3MelleHusl ee Ha O(QUIMAIbHOM CaiiTe 3TOro opraHa B CeTH
"NuTepuer".

TAPAHT:

CM. KOMMEHTapuu K crathe 67.2 HacTosmero denepanbHOTO 3aKOHA

I'maBa 15. OTBeTCTBEHHOCTH 32 HaApyLIeHHe 3aKOHOAaTebcTBa Poccniickoi @enepanun npu
o0palieHuN JIeKAPpCTBEHHBIX CPeICTB M BO3MELICHHE Bpela, IPMYUHEHHOT0 310POBbI0 IPAXKIaH
BCJIeACTBHE IPUMEHEHH JIEKAPCTBEHHBIX NIPenaparos
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Wupopmanust 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 dexadps 2014 2. N 429-D3 6 cmamvwio 68 nacmosiwyeco PedepanibHoco
3aKOHA BHeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm cmamou 8 npedvloyujell peoaKyuu
CraTbsi 68. OTBETCTBEHHOCTh 3a HapylIeHHE 3aKoHoJaTenbcTBa Poccuiickoit ®denepanuu npu
00palleHn! JICKapCTBEHHBIX CPEJICTB
1. Hapymenue 3axoHonarensctBa Poccuiickoit @enepauuu npu OOpaleHUH JEKapCTBEHHBIX
CPEICTB BIJIEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEIBCTBOM Poccuiickoit
denepanuu.

Wnpopmanust 06 U3MEHEHHAX:
Yacmo 2 usmenena c 15 urons 2018 2. - @edepanvhuiii 3akon om 4 utonsi 2018 e. N 140-D3

CMm. npedvbloyuyro pedaKyuio
2. 3a HenpeAcTaBI€HUE UM HECBOEBPEMEHHOE INpe/ICTaBlIeHne HHPOpMauu U (MiIM) JOKYMEHTOB
00 MpeacTaBIeHNE HET0CTOBEPHBIX HHPOPMALIUU U (M) JOKYMEHTOB, MPEAYCMOTPEHHBIX HACTOSALINIM
@denepaabHBIM 3aKOHOM, CYOBEKThI OOpalleHMs JIEKAPCTBEHHBIX CpPEICTB HECYT OTBETCTBEHHOCTHh B
COOTBETCTBUU C 3aKOHOJIaTENbCTBOM Poccuiickoit denepanuu.
T'APAHT:

CMm. KoMMeHTapuH K cTtatbe 68 HacTosiero denepanbHOro 3aKOHa

Crarbs 69. Bo3menienue Bpena, NPUUYMHEHHOTO 30POBBIO Tpa)KJaH BCIEICTBUE MPUMEHEHUS
JIEKapCTBEHHBIX MPENapaToB

1. IlpouzBouTeNb IEKapCTBEHHOTO Ipenapara 00s3aH BO3MECTUTD BPE, MPUUMHEHHBIN 3J0pPOBbIO
rpaXkJaH BCIEICTBUE MPUMEHEHHUS JIEKapCTBEHHOTO Mpenapara, €clid J0Ka3aHo, 4To:

1) nekapcTBeHHBIN MpernapaT MPUMEHSJICS MO HAa3HAYEHHMIO B COOTBETCTBUU C MHCTPYKLUEH IO
MPUMEHEHHUIO JICKapCTBEHHOTO IMperapara W NPUYMHON Bpela SBUWICS BBOJ B TPaXIAaHCKHM 00OpOT
HEI0OpOKaYECTBEHHOTO JICKAPCTBEHHOTO Mpenapara;

2) Bped 3A0pPOBbI0 NPUYMHEH BCIJIEACTBHE HEJOCTOBEPHON HH(GOpMAIUU, CoAepiKalleics B
MHCTPYKUUHU TIO0 MPUMEHEHUIO JIEKApCTBEHHOIO Ipernapara, W3JaHHOW MPOM3BOIUTENEM JIEKAPCTBEHHOTO
npernapara.

Wudopmanns 00 u3MEHEHUAX:

Deodepanvruvim 3axkonom om 25 Hosaops 2013 2. N 317-D3 6 uacmv 2 cmamwvu 69 nacmosuezo
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUS.

Cm. mexcm yacmu 6 npeovloyuetl pedaKyuu

2. B cmyuae, ecnu Bpen 3M0pOBBIO Tpa)JAaH MPUUYMHEH BCIIEACTBUE MPUMEHEHHS JIEKAPCTBEHHOTO
npenapara, MPUIIEIIET0 B HETOJHOCTh B pe3yJabTare HapyIICHUs MPaBUJ XPAHEHUS JIEKAPCTBEHHBIX
CPEICTB, MPaBHJI ONTOBOM TOPIOBIU JIEKAPCTBEHHBIMHU IpemapaTamMu, MpaBUI OTIyCKa JEKapCTBEHHBIX
MpenaparoB, MPaBUJI H3TOTOBJIECHUS M OTIYCKa JIEKAPCTBEHHBIX IMPENaparoB, BO3MEILEHHE Bpena
OCYILIECTBIISIETCSI COOTBETCTBEHHO OPTaHU3alMe ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpPEICTBAMH,
anTeYHOW OpraHu3alyeld, WHIMBUIYAIbHBIM MpEANpPUHUMATENEM, HMEIONIUMHU JIMIEH3UI0  Ha
(bapMaleBTUYECKYI0 JIEATENbHOCTh WM JIMIEH3UI0 HAa MEAMIIMHCKYIO JeSITeNbHOCTh, METUIIUHCKON
OpraHmu3aiueii, HMeIIeld JHIEeH3UI0 Ha ¢apMaleBTHUECKYI0 AesITeNbHOCTh (ee 000COOIeHHBIM
nonpaszneneHueM (amOynaropuei, QenpauepckuM U (QerbIuIepcKo-aKylIepCKUM MMYHKTAMH, IIEHTPOM
(otnenenuem) oOrneil BpaueOHON (CeMeWHOW) MPaKTUKU), PACMOJOKEHHBIM B CEIHCKOM HACEIECHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET anTeUHasl OpraHu3alus), JONYCTUBIIMMHU MPOAAXKY WU OTIYCK TaKoro
JIEKapCTBEHHOTIO TIpenapara.

3. Bo3memenwe Bpena, NPUUYUHEHHOTO 3/J0POBbI0 TpaXJaH BCIEACTBUE NPUMEHEHUs
JIEKapCTBEHHBIX MpPENaparoB WM COBEPUIEHUS MPOTUBONPABHBIX NAEUCTBUM CcyObekTamu oOpallieHus
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JICKAPCTBCHHBIX  CPCIACTB, OCYHCCTBIACTCA B COOTBCTCTBMU C 3dKOHOHAATCIILCTBOM Poccuiickoit
®enepanuu.
T'APAHT:

CM. xoMMeHTapuH K crathe 69 Hacrosiero denepanbHOro 3aKoHa

T'naBa 16. 3aka04YnTeIbHbIE MOJI0KEHUS

Crates 70. O npu3HaHUU YTPATUBIIMMHU CHILY OTAEIBHBIX 3aKOHO/ATENIbHBIX aKTOB (IOJIOKEHUN

3aKOHOJATeNbHBIX akToB) Poccuiickoit ®enepanuun

[Ipu3Harh yrpaTuBIIMMU CUITY:

1) ®enepanbubiii 3akoH oT 22 wuroHA 1998 roma N 86-@3 "O nekapcTBEHHBIX cpencTBax”
(Cobpanue 3akoHonarenscTBa Poccuiickoit @eneparuu, 1998, N 26, ct. 3006);

2) ®enepanbbiil 3akoH oT 2 sHBaps 2000 rona N 5-O3 "O BHeCEHNHU W3MEHEHUS U JOTIOTHEHHUH B
@enepanpHbplii 3axkoH "O nexapctBeHHbIX cpencTtBax”" (CoOpanHue 3akoHonaTtenbcTBa Poccuiickoit
®eneparuu, 2000, N 2, cT. 126);

3) crarpio 40 ®@enepansHoro 3akoHa oT 10 ssHBaps 2003 roga N 15-03 "O BHeceHUU U3MEHEHUN U
JOTIOJTHEHU B HEKOTOpBIE 3aKOHOJATeNbHbIE aKkThl Poccuiicko denepanvvi B CBSI3W C INPUHATHEM
OdenepanpHoro  3akoHa "O  JIMIEH3UPOBAHWUU  OTACNBHBIX BUIOB AestenbHOCcTH"  (CobOpanue
3akoHoaarenscTBa Poccuiickoit @eneparuu, 2003, N 2, ct. 167);

4) crareio 31 @enepanpHoro 3akoHa oT 30 utons 2003 roga N 86-D3 "O BHeCEHUU U3MEHEHHUH U
JIOTIOJIHEHUH B HEKOTOpBIE 3aKOHOJAaTeNbHbIE akThl Poccuiickoit denepanuu, NpU3HAHUU YTPATUBIIUMH
CUJIy OTHAEJbHBIX 3aKOHOAATENbHBIX akToB Poccuiickoii ®denepannu, NPeaOCTABICHUU OTACIbHBIX
TrapaHTHl COTPYAHUKAM OPTraHOB BHYTPEHHHUX [, OPraHOB 1O KOHTPOJIIO 32 000POTOM HAPKOTUUYECKHUX
CPEIICTB M TICUXOTPOITHBIX BEIIECTB U YIPa3IHACMbIX (heepalbHBIX OPraHOB HAJIOTOBOH TMOJIMIIMK B CBSI3U
C OCYIIECTBICEHHEM Mep TI0 COBEpIIECHCTBOBAHUIO rocynapcTBeHHoro ympasineHus" (CoOpaHue
3akoHoaarenscTBa Poccuiickoit @eneparuu, 2003, N 27, ct. 2700);

5) crateto 101 DepepanpHoro 3akoHa or 22 aBrycra 2004 roma N 122-®3 "O BHeceHuu
M3MEHEHUN B 3aKoHoOJaTenbHBbIC akThl Poccuiickoit denepanvii ¥ NpU3HAHUW YTPATHUBUIUMHU CHITY
HEKOTOPBIX 3aKOHOJATENbHBIX akTOoB Poccuiickoit denepanuu B CBSI3M C NPUHATHEM (enepatbHbIX
3akoHOB "O BHECEHHMM HM3MCHECHHMI M JomnojHeHud B DenepanbHblii 3akoH "OO 00mMX TPUHIUIIAX
OpraHU3aIMi 3aKOHOJATENIBHBIX (MPEACTABUTEIBHBIX) W HWCIIOJIHHUTENIBHBIX OPraHOB TOCYIapCTBEHHOMN
Bractu cyorekTtoB Poccuiickoit @enepauuu" u "OO o0oO0mMX NpPUHIUNAX OPraHU3alMU MECTHOTO
camoymnpasienuss B Poccuiickoit @enepauuu" (Cobpanue 3akonomarenbctBa Poccuiickoit Denepanuu,
2004, N 35, ct. 3607);

6) crarpio 28 denepanpHOro 3akoHa ot 18 mekadps 2006 roga N 231-D3 "O BBeneHUn B JICHCTBHE
yacTu d4erBepror [paxkmanckoro koaekca Poccuiickot ®enepanmu" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit @eneparuu, 2006, N 52, ct. 5497).

TAPAHT:

CwM. KOMMCHTApPHH K CTATbC 70 HaCTOAIICTO @enepanLHoro 3aKOHa

Cratea 71. Berynnenue B cuily HacTosiero denepajlbHOToO 3aK0Ha

1. Hacrosiuit @enepanbHblil 3aK0H BeTynaeT B cuity ¢ 1 cenTsiops 2010 rona.

2. JlexapCTBEHHBIE CPEICTBA, 3aPETMCTPUPOBAHHBIE 1O JHSA BCTYIUIEHHMsS B CHUJIY HACTOSILErO
denepanpbHOTO 3aKOHA, MOAJIEKAT BKIIOUEHHUIO B TOCYIApPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEICTB C
BHECEHHEM YKa3aHHbIX B 4acTtu | crareu 33 Hactosmero denepaqbHOrO 3aKOHA CBENEHHM 00 ATHUX
JICKApCTBEHHBIX CpPEACTBaX 0€3 MPOXOXKAECHUS BHOBb TMPOLEAYPhl TOCYIAPCTBEHHOH perucTpanuu
JIEKapCTBEHHBIX ITPENApPaTOB.

Hudopmannus 00 M3MEHEHHSX:
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Dedepanvrvim 3akonom om 11 oxkmsaopa 20102. N 271-®P3 ¢ uacme 3 cmamvu 71 nHacmosweeo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUs

Cm. mexem uacmu 6 npeovioywiell peoakyuu
3. I'ocynapcTBeHHas perucTpaiys JEeKapCTBEHHBIX MPENapaTroB, 32 UCKIIOUYEHUEM JIEKapCTBEHHBIX
[IpenapaToB Uil MEAUIMHCKOTO NPUMEHEHUS, MPEICTABICHHbIX HA YKA3aHHYIO PETUCTPALUI0 10 JHA
BCTYIUIEHUS B CUIly HacTosuliero ®denepanbHOr0O 3aKoHa, OCYHIECTBISETCS B COOTBETCTBHM C HACTOSIIIUM
@enepaabHbIM 3aKOHOM Ha OCHOBAHUU JIOKyMEHTOB U JIaHHBIX, MPEJICTABICHHBIX J0 JIHS BCTYIUIEHUS B
cuily Hacrosiero denepaabHOro 3aKoHa.

Wnpopmanust 06 U3MEHEHHAX:

Deoepanvrvim 3axonom om 29 mosops 20102. N 313-D3 uyacme 3.1 cmamovu 71 nacmosuwezo
DedepanvHo2o 3aKOHA U3N0NCEHA 6 HOBOU peoaKyuu, 6Cmynarowel 6 cuiy co OHSA OQDUUUATLHO20
onyonuxosanus HazeanHoco DedepanrbHoco 3aKOHA U PACNPOCMPAHAIOWENCS HA NPABOOMHOUEHUS,
sosnuxuiue ¢ 1 cenmsaops 2010 a.

Cm. mexcm yacmu 6 npeovloywett pedaKyuu

3.1. T'ocymapcTBeHHas perucTpanus JEKapCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO TPUMEHEHHUS,
MPEICTABIICHHBIX Ha TOCYIAPCTBEHHYIO PETUCTPALMIO N0 JHS BCTYIUICHHS B CHJy HACTOSIIETO
denepanbHOTO 3aKOHA, U TOCYIAPCTBEHHAS PETUCTPAIUs JEKApPCTBEHHBIX MPETapaToB sl MEAUIIMHCKOTO
MIPUMEHEHHUsI, TIPENICTABIICHHBIX Ha OKCIEPTH3Y JICKAPCTBEHHBIX CPEACTB IO THS BCTYIUJICHUS B CHITY
HacTosulero @enepaspbHOrO 3akOHa B LENSAX MX MOCIEAyIoIed TOoCyIapCTBEHHON perucrpaiui,
OCYIIECTBIISIOTCS HA OCHOBAaHUHU JOKYMEHTOB W JIAHHBIX, MPEJACTABICHHBIX O IHS BCTYIUICHHUS] B CHITY
HacTosuiero deaepanbHOroO 3aKOHA, a TAKXKE 3asBJICHUSI O TOCY/ITaPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOTO
npernapara, MpelCTaBICHHOTO MPOU3BOIUTENIEM JIEKAPCTBEHHBIX MPENapaTroB WM YINOJHOMOYEHHBIM UM
JIUIIOM B COOTBETCTBUM C HacTosiuM DenepanbHbIM 3aKOHOM B YIIOJHOMOYEHHBIHN (hefepalibHbIN opra
WCTIOMHUTENIbHON BiacTu a0 1 mapra 2011 roga, 6e3 TpeboBaHUS yIIaThl TOCYAApPCTBEHHOMN MONUTHHBI,
MPEAYCMOTPEHHOM 3ak0oHO1aTebcTBOM Poccutickoit denepamnuu o Hajmorax u coopax.

Wudopmanns 00 u3MEHEHUAX:

Deoepanvrvim 3axonom om 29 mosops 20102. N 313-D3 uyacme 3.2 cmamovu 71 nacmosuezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU peoaKyuu, eCmynarowel 8 cCuiy co OHSA OQDUYUATLHO20
onyonuxKoearus Ha3eanHo2co DedepanbHoc0 3aKOHA U PACNPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
sosnuxwue ¢ 1 cenmsaops 2010 a.

Cm. mexcm yacmu 6 npeovloyuett pedaKyuu

3.2. lloaTBepkaeHHE TOCYAAapCTBEHHOM PpErMCTpalMM  JIEKAPCTBEHHBIX IpenaparoB s
MEIUIUHCKOTO MPUMEHEHHUs, MPEACTABICHHBIX Ui MOJATBEPKACHHS T'OCYIAPCTBEHHOM pEerucTpauuu 10
JHS BCTYIUIEHHsS B CUJly Hacrosimero ®enepalibHOro 3aKOHA, W IMOATBEPKIACHUE TI'OCYIapCTBEHHOU
perucTpanuu JEKapCTBEHHBIX MpENnapaToB i MEIWLHUHCKOIO IPUMEHEHHUs, NPEICTaBICHHbIX Ha
SKCIIEPTHU3Y JIEKAPCTBEHHBIX CPEICTB 10 AHS BCTYIUIEHUSA B CUIIy HacTosuero denepanbHOrO 3aKkOHA B
LEIsAX IMOCIEAYIOLEro MOATBEPKIACHUS HUX TOCYIAPCTBEHHOM pPErucTpalMM, OCYHIECTBISIOTCS Ha
OCHOBAaHMU JOKYMEHTOB U JaHHBIX, MPEACTABICHHBIX [0 [JHS BCTYIJIEHUS B CHJIy HACTOSIIETO
denepanbHOTO 3aKOHA, a TaKXKe 3asBICHUS O MOATBEPKICHUM TOCYAApPCTBEHHON perucrpanuu
JIEKapCTBEHHOIO TIpernapara, MpeACTaBICHHOITO IPOU3BOJUTENEM JIEKAPCTBEHHBIX IpPENaparoB WU
YIOJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUU C HAcTOSIIIUM DefepanbHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
¢denepanbHbIl OpraH MCIOMHUTENbHOM Biactu 1o 1 mapra 2011 roma, 6e3 TpeOOBaHUS YIIAThI
rOCYIapCTBEHHOW MOLUIWHBI, PEAYCMOTPEHHOM 3aKkoHO1aTrenbcTBOM Poccniickoii denepauy 0 Hajorax
u cOopax.

Wudopmanus 00 3MEHEHHSIX:

Dedepanvrvim 3akoHom om 29 mnoaops 2010e. N 313-@3 uacme 3.3 cmamvu 71 Hacmoswe2o
DedepanvHo20 3aKOHA U3NOHNCEHA 8 HOBOU pedarkyuu, 6Cmynarouelti 8 Culy co OHA OQDUUUATbHO2O
onyoIuKo8anus Ha36anHo2o PedepanbHo20 3AKOHA U PACNPOCMPAHAIOWEUCs HA NPA80OMHOWEHs,
sozHukuue ¢ 1 cenmaopsa 2010 e.
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Cm. mexem uacmu 6 npeovioywiell peoakyuu

3.3. IlpuHsATHE pelieHuss O BHECEHMM HW3MEHEHUH B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALMOHHOM JIOCh€ Ha 3apEerMCTPHUPOBAHHBIN JIEKAPCTBEHHBINM Ipernapar Juidl MEJUIIMHCKOTO
IIPUMEHEHHSI M NIPEICTABIEHHbIE A0 JHS BCTYIJIEHUS B CHUJIy Hacrosiiero denepajbHOr0 3aKOHA, U
MPUHATHE PELIEHUS] O BHECEHUH U3MEHEHHUN B IOKYMEHTBI, COJepKallliecs B PErUCTPAllMOHHOM J0Che Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN MIpernapar il MEAUIMHCKOTO MPUMEHEHUs U MPEICTaBICHHbIE Ha
9KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB O JHS BCTYIUIEHUS B CUJy Hacrosimero denepasbHOTO 3aKOHa,
OCYIIECTBJISIIOTCS Ha OCHOBAaHWU JOKYMEHTOB U JIAaHHBIX, NPEACTABICHHBIX /10 JIHS BCTYIUIEHUS B CUILY
Hactosuiero @enepasbHOrO 3aKOHA, a TAKXKE 3asBJICHHMS O BHECEHUM HU3MEHEHUIl B JIOKYMEHTHI,
CoJieprKalliecss B PErMCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAaHHBIM JIEKAPCTBEHHBIN mpenapar ais
MEAMIIMHCKOTO TIPUMEHEHMsI, TPEICTABICHHOIO IIPOM3BOAUTEIEM JIEKAPCTBEHHBIX IIpEeNapaToB WM
YIOJTHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBUU C HAcTOAUIMM DenepaibHbIM 3aKOHOM B YIIOJHOMOYEHHBIN
(denepanbHbIl OpraH MCIOJHUTENbHOM Biactd 10 | wmapra 2011 roma, ©e3 TpeOoBaHMS yIUIAThI
rOCYIapCTBEHHOW MOIUIWHBI, MPEIYCMOTPEHHOM 3aKk0oHO1aTebcTBOM Poccuiickoil denepaium 0 Hajlorax
1 cOopax.

UHudopmarys 06 n3MeHEHHAX:

Deoepanvrvim 3axonom om 29 mosops 20102. N 313-D3 uyacmv 3.4 cmamou 71 nacmosuezo
DedepanvHoeo 3aKOHA U3N0NCEHA 8 HOBOU peoaKyuu, 6Cmynarowel 6 cuiy co OHSA OQDUYUATLHO2O0
onyonuxoeanus HazeanHoco PDedepanivbHoc0 3aAKOHA U PACNPOCMPAHAIOUENCs HA NPABOOMHOUEHUS,
sosnuxuue ¢ 1 cenmsaops 2010 a.

Cm. mexcm yacmu 6 npeovloyuett pedaKyuu

3.4. Bplmaya pazpenieHuid Ha MNPOBEICHUE KIMHUYECKUX MCCIEAOBAaHUNM JIEKAPCTBEHHBIX
[penaparoB Uil MEAUIMHCKOTO NPUMEHEHHUs MO 3asBICHUSAM, MOJAHHBIM JO JHS BCTYIUICHHUS B CHITY
Hacrosero denepanbHOrO 3aKOHA, a TAKXKE MO 3asBJICHUSAM, MOJAHHBIM IOCIE AHS BCTYIJIEHUS B CHUITY
Hacrosero denepanbHOrO0 3aKOHA Ha OCHOBAHMU 3KCIEPTU3, MPOBEACHHBIX 10 JAHS BCTYIJICHUS B CHITY
Hacrosero ®denepalbHOTO 3aKOHA, OCYHIECTBISAETCS B COOTBETCTBHM C HactosmnM dDenepanbHbIM
3aKOHOM Ha OCHOBAHMM JOKYMEHTOB U JAaHHBIX, IPEACTABICHHBIX UM MOJYYEHHBIX JI0 IHS BCTYILUICHUS B
cuny Hacrosimero denepanbHOro 3akOHA, a TAKKE€ HA OCHOBAHMM KONMH IPEABAPUTEIBLHOTO JIOTOBOpa
00513aTeIbHOTO CTPaXOBaHUS KU3HU, 3710POBbs MAIIMEHTOB, YYaCTBYIOIIUX B KJIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOI'O Ipermapara JUid MEIUIUHCKOrO TNPUMEHEHHs, WIM KOIMUU JO0TroBOpa 00sS3aTebHOTO
CTpaxoBaHUs KU3HU, 310POBbs MAIMEHTOB, YYACTBYIOIIHUX B KIMHUYECKOM HCCIIEI0BAHUU JIEKAPCTBEHHOTO
npenapara Ui MEIUIUHCKOTO MpUMEHEHUs, JU00 MPEeICTAaBICHHON KOMHH JOroBOpa 00sM3aTelbHOTO
CTPaxOBaHUsl, 3aKIIIOYEHHOTO B COOTBETCTBUU C TUIOBBIMU IMpaBUJIAMHU 00S3aTEIBHOIO CTPaxXOBaHUS, C
YKa3aHUEM TMPEACIbHOW YHMCICHHOCTU MAallMeHTOB, YYacTBYIOIIMX B KIMHUYECKOM HCCIEIOBAaHUU
JIEKapCTBEHHOTO Mpernapara JUisi MeIUIIMHCKOTO MpUMEHEeHus, 6e3 TpeOoBaHUs YIUIaThl TOCYIapCTBEHHOMN
MOILITMHBI, TPEAYCMOTPEHHOM 3aKoHo1aTenscTBOM Poccuiickoit deneparuu o Hanorax u coopax.

Wudopmanns 00 n3MEHEHHAX:

Deoepanvrvim 3akonom om 11 oxkmsaopsa 2010 2. N 271-@3 cmamoes 71 nacmoswezo Pedepaiviozo
3aKona donoxeHa yacmoio 3.5
3.5. 3aperucTpupoBaHHbIE B MHOCTPAHHOW BaJIOTE JO JHS BCTYIUIEHUS B CUJIy HACTOSILETO
denepanbHOTO 3aKOHA MPEIEIIbHBIE OTIYCKHBIE LIEHBI MHOCTPAHHBIX MPOU3BOAUTENEH Ha JIEKAPCTBEHHbIE
mpemaparbl, BKJIIOUYEHHbIE B TIEPEUYCHb J>KM3HEHHO HEOOXOMMMBIX M BaXKHEHIIUX JEKapCTBEHHBIX
MpernaparoB, MOAJEXKAT mepecueTy B pyonu mo kypcy LlentpanpHoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHosineHHYI [IpaButensctBoMm Poccuiickoit ®deneparuu, 0e3 mMpencTaBieHHs] 3asBICHHUS O
MepecyeTe LEeHbl C BHECEHUEM COOTBETCTBYIOIIUX HW3MEHEHUN B TOCYIapCTBEHHBIN peecTp MpeaelbHbIX
OTIYCKHBIX LIEH IPOU3BOJMTENEH Ha JIEKAPCTBEHHbIEC MPENaparbl, BKIIOYEHHbIE B MEPEUCHb KU3HEHHO
HEOOXOTUMBIX U BOKHEUIIIHMX JICKAPCTBEHHBIX MPENapaToB.

Hudopmanus 00 M3MEHEHHIX:

Deoepanvrvim 3akonom om 11 oxkmabpa 2010 2. N 271-@3 cmamvsa 71 nacmoswezo DedepanvHozo
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3aKona donoaneHa yacmoio 3.6
3.6. 3apeructpupoBaHHbIE A0 MAHS BCTYIUIGHUsT B cuily Hacrosiuero ®denepalibHOro 3akoHa
npeaeabHbIE OTIYCKHBIC LIEHBI POCCUICKUX MPOM3BOAUTENEH Ha JICKAPCTBEHHBIE MTPETapaThl, BKIIOUYCHHbIE
B TIEPEUYCHD KUZHEHHO HEOOXOIUMBIX W BAXKHEUINNX JICKAPCTBEHHBIX MPENApaTOB, MOJICKAT WHIACKCAIINH
¢ 1 nos6ps 2010 roma mcxons U3 MPOTHO3ZUPYEMOTO YPOBHS MHQIIALNY, YCTaHOBIEHHOTO DesepaibHbiM
3akoHOM OT 2 nekabps 2009 roma N 308-D3 "O denepanpaoM Oromkere Ha 2010 roq u Ha TUTAHOBBINA
nepuon 2011 u 2012 rogos" Ha 2011 rogx.

Wnpopmanust 06 U3MEHEHHAX:

Deodepanvrvim 3axonom om 6 oexabpa 2011 2. N 409-®@3 6 uacmo 3.7 cmamovu 71 Hacmosuwezo
DedepanbHo20 3aKOHA BHECEHbL UBMEHEHUs], 6CMYnalowue 6 CUuLy RO UCmedeHuy mpuoyamu OHell nocie
OHA ohuyuanrbHo2o 0nyoOIUK08aHUS HA36aHH020 DedepabHo20 3aKOHA

Cm. mexcm yacmu 6 npeovloywett pedaKyuu

3.7. llocne 1 mapra 2011 roga He AomycKaroTCs MPOU3BOACTBO U BBO3 B Poccuiickyto ®denepannro
JIEKapCTBEHHBIX TMPENnaparoB B yIaKOBKaX ¢ MAapKUPOBKOM, KOTOpas Obljla HAHECEHA JIO JHS BCTYIUICHUS B
cuny Hacrosiiero denepanbHOTO 3akoHa. [lo HWCTeYeHWHM yKa3aHHOTO CpOKa JaHHBIC JIEKAPCTBEHHBIC
npenaparbl MOTYT OTITYCKaThCs, PEATM30BBIBATHCS, MTEPENABATHCS U MIPUMEHSTHCS JI0 HCTEUEHUS UX CpOKa
TOJTHOCTH.

4. Co nmHsa BcTyieHus B cuily Hactosmero ®denepanpsHoro 3akoHa u no 30 ampens 2011 roma
BKJTFOUUTETIFHO JIOMTYCKAETCSl TTPOBEACHHUE YKCIIEPTU3BI JICKAPCTBEHHBIX CPEJCTB AKCIIEPTAMU IKCIIEPTHOTO
VUPEXKIEHUS 1O TPOXOKJICHUS WMH aTTeCTallid B TOPSAIKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM
(dhenepaTbHBIM OPTaHOM UCIIOJIHUTEILHOM BIIACTH.

5. Co mHsa BCTyIUleHHs B cuily Hacrosimiero denepanpHoro 3akoHa u mo 31 mekabps 2013 rona
BKJIFOUUTEIILHO OCYIIECTBISIETCSI TIEPEX0]] K MPOU3BOACTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUHU C
MpaBUJIaMUA OPraHU3AIMK MMPOU3BOJCTBA M KOHTPOJIS Ka4eCTBa JICKAPCTBEHHBIX CPEICTB, YKa3aHHBIMH B
gacTu | crateu 45 HacTosmero deaepaabHOrO 3aKOHA, B MOJIHOM oO0beMe. CpokH mepexojia MPOu3BOICTBA
JIEKaPCTBEHHBIX CPEJICTB K WX IMPOU3BOJICTBY B COOTBETCTBHU C KOHKPETHBIMH TPEOOBAHUSMHU JTaHHBIX
MpaBuJI, BKIIOYAsh CPOKM aTTECTAllMH YIIOJHOMOYECHHBIX JIMII, YKa3aHHBIX B dacTsax 6 W 7 crareu 45
Hacrosiero denepanbHOro 3akoHa, yctanaBinuBaroTcs [IpaBurensctBom Poccuiickoit denepanum.

6. JluueH3un Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbIE 10 1 sHBaps 2014 rona,
nerctByrotr nociie 1 suBapst 2014 roga 10 ucTedeHUs Cpoka UX JEHCTBUSA NPHU YCIOBUU COOTBETCTBUS
JUIIEH3UaTa IpaBuUjaM OpPraHM3alliy IPOM3BOACTBA M KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPENCTB,
yKa3aHHBIM B yacTh | cratbu 45 HacTosmero deaepaabHOTO 3aKOHA.

Wudopmanns 00 n3MEHEHHAX:

Deoepanvrvim 3akonom om 29 nosops 20102 N 313-@3 cmamovs 71 nacmosweco Pedepaiviozo

3aKOHA OONOJIHEeHA Yacmbulo 7, ecmynaroujell 8 Cuty co OHsA OQUYUATLHO20 ONYOIUKOBAHUS HA38AHHO20

DeodepanvHo2o 3aKoHA

7. ®opMupOBaHHE TOCYIAPCTBEHHOTO 33JlaHUsS Ha MPOBEIACHHE SKCIEPTU3bl JIEKAPCTBEHHBIX

cpenctB (eaeparbHOMY TOCYAAPCTBEHHOMY OIOMKETHOMY YUYPEXKACHUIO MO IMPOBEICHHUIO SKCIEPTU3BI
JIEKapCTBEHHBIX CPENCTB M (UHAHCOBOE OOECIeueHHEe BBITIONHEHHUS ATOTO 3aJaHUs OCYIIECTBISIOTCS B
HOpsIZIKE, YCTaHOBIIEHHOM DeniepanibHbIM 3akoHOM OT 12 sHBaps 1996 rona N 7-@3 "O HekoOMMepUECKHX
opraHu3anusx".

TAPAHT:

CwM. KOMMCHTApPHH K CTATbC 71 HaCTOAIIICTO @enepanLHoro 3aKOHa

IIpesunent Poccuniickoit denepanuu . Mensenes
Mocksa, Kpemib

12 anpens 2010 1.

N 61-@3

23.01.2022 Cucrema TAPAHT 139/140


http://internet.garant.ru/document/redirect/12171321/0
http://internet.garant.ru/document/redirect/12171321/0
http://internet.garant.ru/document/redirect/70103052/2310
http://internet.garant.ru/document/redirect/70103052/262
http://internet.garant.ru/document/redirect/70103053/0
http://internet.garant.ru/document/redirect/5761738/7137
http://internet.garant.ru/document/redirect/12171536/0
http://internet.garant.ru/document/redirect/12180682/1313
http://internet.garant.ru/document/redirect/12180682/1702
http://internet.garant.ru/document/redirect/12280682/0

®enepanbHblil 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpalneHn IeKapcTBEHHBIX cpenacts” (C ...

23.01.2022 Cucrema TAPAHT 140/140



