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Cnucok U3MEHSIOUIUX JOKYMEHTOB
(B pen. ®enepanbHbix 3aKk0HOB OT 27.07.2010 N 192-03,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-3,
ot 25.06.2012 N 93-@3, ot 25.12.2012 N 262-03, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-D3,
or 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-03,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-03,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3, ot 04.06.2018 N 140-®3, ot 28.11.2018 N 449-3,
ot 27.12.2018 N 511-®3)

Maea 1. OBLWUE NMNOJIOXEHUA
Cratbsa 1. MpeameT perynupoBaHusi HacTosilero PeanepanbHOro 3akoHa

1. Hacrosmmii ®enepanbHblil 3aKOH PETYJUPYET OTHOLIEHMS, BO3HUKAIOIIME B CBSI3U C
oOpaiieHueM - pa3pabOTKON, NOKIMHMYECKUMHU HCCIIEJOBAHUAMH, KIMHHUYECKUMHU HCCIIEJOBAHUSIMH,
JKCIIEPTU30M, TOCYJAapCTBEHHOM pErucTpalueii, co CTaHgapTU3aluMed U ¢ KOHTPOJIEM KaudecTsa,
MPOU3BOACTBOM, M3rOTOBJIEHUEM, XpPAaHEHUEM, IEPEeBO3KOI, BBO30M B Poccuiickyro Penepanuio,
BbIBO30M U3 Pocculickon @enepannu, pekiaaMoil, OTIIyCKOM, pealu3aluei, nepenadeii, IpUMEHEHHUEM,
YHUYTOKEHHUEM JIEKAPCTBEHHBIX CPEJICTB.

(B pen. denepanbhoro 3akoHa ot 06.12.2011 N 409-D3)

2. Hacrosmmii @enepanbHbIil 3aKOH yCTaHABIUBAET PUOPUTET TOCYAAPCTBEHHOTO PETYIUPOBAHUS
6e30macHOCTH, KauecTBa U 3P(HEKTUBHOCTH JEKAPCTBEHHBIX CPEACTB MPU UX OOpPAICHUH.
(B pen. deaepanpHoro 3akoHa ot 25.06.2012 N 93-D3)

Cratbs 2. Cdepa npumeHeHns HacTosiwero ®enepanbLHOro 3akoHa

Hacrosmmuit denepanpHblii 3aKOH MPUMEHSIETCS K OTHOIIECHUSM, BO3HHKAIOIIMM TMPH OOpaIieHUuN
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JIEKAPCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickoin @enepannm.
CraTtbsa 3. 3akoHOA4aTeNnbLCTBO 006 OOpaLLeHNn neKapCcTBeHHbIX CPeacTB

1. 3akoHOmaTeNbCTBO 00 OOpamicHWH JIEKAPCTBEHHBIX CPEJICTB COCTOMT U3 HACTOSIIETO
denepallbHOTO 3aKOHA, APYTUX QeAepanbHbBIX 3aKOHOB M HMHBIX HOPMATHBHBIX TPABOBBIX aKTOB
Poccuiickoit denepanumn.

1.1. 3akoHOIATENBCTBO 00 OOpAIlIEHNH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUINYECKUX JIHI U
WHIUBHUIYAIbHBIX  TPEANPUHUMATENICH,  OCYIIECTBISAIOMMX  JCATEIBHOCTh  HAa  TEPPUTOPUH
MEXIYHAPOAHOTO MEIUIIMHCKOTO KiacTepa, MPUMEHSETCS C YY4eTOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
®enepanbHbiM  3aKOHOM "O MEXIYHApPOAHOM MEIUIIMHCKOM KJIAaCTepe M BHECCHHHM W3MEHEHUW B
OTJIeJIbHBIE 3aKOHOaTeNbHbIe akThl Poccuiickoit @denepanun’.

(uactp 1.1 BBeneHa @enepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. [letictBue HacTosmiero denepalbHOTO 3aKOHA PACIPOCTPAHSIETCS Ha OOpalleHue HApKOTUYECKUX
JIEKAPCTBEHHBIX CPEJICTB U TCUXOTPOIHBIX JICKAPCTBEHHBIX CPEJACTB C YUYE€TOM OCOOEHHOCTEH,
YCTAaHOBJICHHBIX ~ 3aKOHOJATeNbCTBOM  Poccuiickoii ®enepanii O HAPKOTUYECKHX  CPEACTBAX,
TICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypcopax.

3. JetictBue Hactosimero @eaepanbHOrO 3aKOHA  PACHpOCTpaHsAeTCs Ha  oOpalieHue
pamuodapMareBTUYECKUX JICKAPCTBEHHBIX CPEJICTB C YYETOM OCOOCHHOCTEW, YCTaHOBJICHHBIX
3akoHoAarenbcTBOM Poccuiickoit denepanuu B o01actu odecredeHns paaAuaiuoHHON Oe30MacHOCTH.

4. Ecnn MexayHapoJIHbIM oroBopoM Poccuiickoit denepaiyii yCTaHOBJIEHBI HHBIE MpaBUia, YeM
T€, KOTOpBIE NIPEAYCMOTpeHbl HacTtoAmmMM @DenepanbHbIM  3aKOHOM, IPUMEHSIOTCS IIpaBUia
MEXIyHapOAHOIO JOrOBOPA.

5. B Poccniickoii @enepanuu B COOTBETCTBUM C MEXAYHApOAHBIMU Jorosopamu Poccuiickoit
@enepani ¥ (WIM) Ha OCHOBE NPHUHILIMIA B3aWUMHOCTHU TPU3HAIOTCS PE3YJIbTaThl KIMHUYECKUX
UCCIICIOBAaHUM JIEKapCTBEHHBIX IPENapaTroB s MEIULUHCKOTO IPUMEHEHMs, IPOBEICHHBIX 32
npezaenaMu reppuropun Poccuiickonn @enepanyu.

Crtatbs 4. OCHOBHbIe NOHATUS, UCNOSIb3yeMble B HacTosiweM PeaepansHOM 3aKOHe

[ns ueneit Hactosiniero denepaibHOrO 3aKOHA UCTIOIB3YIOTCS CIEAYOIIME OCHOBHBIC TOHATHS:

1) nekapcTBEHHBIE CpEJCTBA - BEIIECTBA WJIM HMX KOMOWMHAIIMM, BCTYMAIOUIME B KOHTAKT C
OpraHMU3MOM 4YEJIOBEKAa WJIM >KMBOTHOI'O, IPOHUKAIOIIME B OpraHbl, TKAaHW OpPraHU3Ma YEJIOBEKA HIIU
KUBOTHOTO, TPUMEHSEMbIE ISl MPOQPHIAKTUKH, TUATHOCTHKU (32 HCKIIOYEHHEM BELIECTB WU UX
KOMOWHAIMIA, He KOHTAaKTHUPYIOIINX C OPraHW3MOM YeJIOBEKa WIIM >KUBOTHOTO), JICUEHHs 3a00JeBaHus,
peabunuTanyu, Iisi COXpaHEHUs, MPEeIOTBPALCHUS WIH MPEPhIBaHUS OEPEeMEHHOCTH M MOJY4YEHHbBIE U3
KpOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHU3Ma 4eJIOBEKA WM )KUBOTHOT'O, PACTCHMI, MUHEPAIIOB
METOJIaMU CHHTE€3a WJIU C MPUMEHEHHEM OHMOJOTHYecKHX TeXHoioruil. K nmexapcTBeHHBIM cpeacTBaM
OTHOCATCS (papMalleBTUIECKHE CyOCTaHIIUM U JICKAPCTBEHHBIE MIPENapaThl;

2) (dapmaneBTHUECKasi CYOCTaHIIUSI - JIEKAPCTBEHHOE CPEJCTBO B BHJC OJHOTO HIIM HECKOJIBKUX
obamaromux GpapMaKkoIOrHIeCKOl aKTUBHOCTBIO JEHCTBYIOIINX BEIIECTB BHE 3aBUCUMOCTH OT TIPUPO/IBI
MPOUCXOXKACHUS, KOTOpPOE TMpEeIHA3HAYEHO JUIsi TPOW3BOJCTBA, W3TOTOBICHHS JIEKAPCTBEHHBIX
MIpPermapaToB U onpeesieT ux 3hHEKTHBHOCTS;

(m. 2 B pea. @exaepanbHOro 3akona ot 22.12.2014 N 429-03)
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3) BCIIOMOTaTCJIBHBIC BCIICCTBA - BCIICCTBA HCOPTaHUYCCKOIo U1 OpTraHu4YeCKOro
MPOUCXOKACHUA, UCIIOJIB3YyCMBIC B IIPOLUECCC MPONU3BOACTBA, U3IOTOBJICHUS JICKAPCTBCHHBIX IIPCIIApATOB
AJIg IpUuAaHus UM H€06XOI[I/IMI)IX (1)I/ISI/IKO-XI/IMI/IT-IGCKI/IX CBOfICTB;

4) nexapcTBEHHBbIE IIperaparbl - JIEKAPCTBEHHBbIE CPEICTBA B BHJE JIEKAPCTBEHHBIX (HOpM,
[pUMEHsSeMble JUIsl TNPO(PUIAKTUKM, JAUArHOCTUKM, JIeUeHHs] 3a0osieBaHMs, peadWIuTaluy, IS
COXpaHEeHHUs, PEAOTBPAILECHUS WU NPEphIBaHNs OEPEMEHHOCTH;

5) nekapctBeHHas Gopma - COCTOSIHME JIGKAPCTBEHHOTO IperapaTta, COOTBETCTBYIOIIEE CHOCOOaM
€ro BBEJICHHSI U IPUMEHEHHUS U 00€CIIeUnBaIoIiee JOCTIKEHIE HEe00X0AUMOro JeueOHOro A dekra;

5.1) no3upoBKa - cofiepKaHUE OJHOTO UM HECKOJIbKUX JEHCTBYIOIIMX BEIIECTB B KOJIMYECTBEHHOM
BBIDQ)KEHUU Ha EAMHUIY [03bl, WIH EIUHULY O00beMa, WINM EIUHUIy MacChl B COOTBETCTBUH C
JeKapcTBeHHOM (opmol nubO Uil HEKOTOPBIX BHUJOB JIEKAPCTBEHHBIX (QOPM  KOJIHYECTBO
BBICBOO0K/1a€MOI'0 U3 JIEKAPCTBEHHON (POPMBI ACHCTBYIOLIETO BELIECTBA 32 €IMHUILY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) mepeueHb >KU3HEHHO HEOOXOAMMBIX M BAKHEHMIIMX JIGKAPCTBEHHBIX MPENapaToB - €XKEroaHo
yrBepxkaaemblil [IpaBurensctBoMm Poccuniickoit denepanun nepedyeHb JIEKAPCTBEHHBIX IPENapaToB UL
MEIULMHCKOTO MPUMEHEHHsI, 00€CIIeUNBAIOLINX TPUOPUTETHBIE MTOTPEOHOCTH 3/IPABOOXPAHEHUS B LIENIAX
po(UIaKTUKU U JIedeHUs 3a00JIeBaHUM, B TOM YHUCIIE MPeodaalouX B CTPYKType 3a00JI€Ba€MOCTH B
Poccuiickoit denepanuu;

6.1) opdanHBIC JIEKapCTBEHHBIE MpeNapaThl - JIEKAPCTBEHHBIC Npernaparthl, MpeaHa3HauYCHHBIE
UCKJIIOUUTENBHO JJIsl JUArHOCTUKU WIM TAaTOT€HETHYECKOro JIeYeHHUs (JIeYeHMs, HAINpPaBICHHOTO Ha
MEXaHHU3M pa3BUTHsI 3a00s1eBaHMsI) peIKUX (OppaHHbIX) 3a00JI€BaHUI;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6.2) OuWoNOTrMYEeCKHe JIEKApCTBEHHBIC TMpemnapaThl - JIEKAPCTBEHHBIE Ipemnaparthl, JACHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOW3BENCHO WM BBIIEICHO W3 OMOJOTHYECKOTO MCTOYHUKA U JUIS ONpPEISICHUS
CBOMCTB M KadecTBa KOTOPHIX HEOOXOIMMa KOMOWHAIUS OHOJOTHUYECKUX H (PU3MKO-XUMHUYECKHX
MeTtonoB. K OHMOJOrMYeCKMM JIEKapCTBEHHBIM IIpemaparaM OTHOCSTCS HWMMYHOOHOJOTHYECKHE
JIEKapCTBEHHBIC TMperapaThl, JIEKAPCTBEHHBIC Tpemaparhl, MOJYy4YCHHbIE W3 KpPOBU, IUIa3Mbl KPOBHU
YeJIOBeKa M JKMBOTHBIX (32 HWCKIIOUYCHHEM IIEIHbHOW KPOBH), OMOTEXHOJIOTHYECKHUE JICKAPCTBEHHBIC
npenaparsl, TeHOTepaneBTUYECKHE JIEKaPCTBEHHBIE MpETapaThl;

(. 6.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7) UMMYHOOMOJIOTHYECKHE JIEKapCTBEHHBIE TMperapaTtbl -  JICKQpCTBEHHBIE  IPENaparsl,
npelHa3HauyeHHble A7 (OPMUPOBAHUS AKTUBHOTO WM MACCHUBHOIO MMMYHHTETa JUOO JMAarHOCTUKU
HaJIU4Us HMMYHHUTCTA NI AUArHOCTUKU CHCIII/I(bI/I‘ICCKOI“O HpI/IO6peTeHHOFO HU3MCHCHUA
MMMYHOJIOTHYECKOTO ~ OTBE€Ta Ha  ajuleprusupyromue BemecTBa. K UMMYHOOMOJIOTHYECKUM
JICKApCTBCHHBIM npenaparam OTHOCATCA BAaKIIMHBbI, AHAaTOKCHHBI, TOKCHUHBI, CBIBOPOTKH,
UMMYHOTJIOOYJIHHBI U aJUIEPTeHBI;

(n. 7 B pen. @enepasibHOro 3akoHa ot 22.12.2014 N 429-03)

7.1) GMOTEXHOJIOTHYECKHE JICKAPCTBEHHBIEC TIPETIapaThl - JIKAPCTBEHHBIC MPETapaThl, MPOU3BOICTBO
KOTOPBIX OCYIIECTBISETCS C UCIIOJIb30BaHUEM OMOTEXHOJIOTHYECKUX MPOIIECCOB M METO/IOB (B TOM YHCIIC
JIHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJIOTUU KOHTPOJIUPYEMOW JKCHPECCHUU T'€HOB, KOIUPYIOIIUX
OMOJIOTMYECKH aKTHBHBIE OCJIKM B TIPOKAPHOTAX M JYKAPUOTAX, BKIIOYAs HW3MCHCHHBIC KIICTKH
MJICKOTIMTAONINX ), THOPHIOMHOTO METO/1a U METOla MOHOKJIOHAIBHBIX aHTUTEIL;

(m. 7.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)


http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100013&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=313085&dst=100012&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100015&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100017&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100018&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100020&fld=134

7.2) TeHOTepanmeBTHYECKHE JIGKAPCTBEHHBIC TpemapaTbl -  JICKapCTBEHHBIE  IPENaparsl,
(dapmaneBTHYECKass CyOCTaHLUS KOTOPBIX SIBISIETCS PEKOMOMHAHTHOW HYKJIEWHOBOW KHCIOTOW WIIH
BKJIIOYaeT B ce0f pPEKOMOMHAHTHYIO HYKJICHHOBYIO KHCIIOTY, IIO3BOJISIOIIYIO OCYIIECTBIIATH
pETryJIHpOBaHKE, peraparuio, 3aMeHy, J00aBICHHE MU yIalIeHHe TeHETHIEeCKON TIOCIIeI0BATEIEHOCTH;
(n. 7.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HapKOTHYECKHE JICKaPCTBEHHBIE CPECTBA - JICKAPCTBEHHBIC IMpernapaThl U (apMaleBTUUECKUe
cyOcTaHIMM, COAEpX allie HAPKOTUYECKHE CpEACTBA M BKIIOYEHHBIE B IlepedeHr HapKOTHUECKHX
CPEACTB, IICUXOTPOIIHBIX BELIECTB M HX IMPEKYypCOpPOB, IMOJIEKAIMX KOHTpoio B Poccuiickon
@denepanyy, B COOTBETCTBMM C 3aKOHOAATENBCTBOM Poccuiickonn denepannu, MeXITyHapOIHBIMU
norosopamu Poccuiickoit denepannu, B ToM 4yncie EAMHON KOHBEHIIMEN O HAPKOTUYECKUX CPEICTBAX
1961 roxa;

9) mcUXOTpONHbIE JIEKAPCTBEHHBIE CPEACTBA - JICKAPCTBEHHBIE MpernapaTsl U (papmaneBTH4YecKue
cyOCTaHIIMM, COJEp Kallhe ICUXOTPONHbIE BELIECTBA W BKJIIOYEHHble B llepedeHb HApKOTHYECKUX
CPEINCTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpPOB, MOMIEXKAIIMX KOHTpPOIO B Poccuiickon
@Penepanyuy, B COOTBETCTBHM C 3aKOHOAATENbCTBOM Poccuiickoin denepannu, MeXITyHapOIHBIMU
norosopamu Poccuiickoir denepaunu, B ToM uncie KoHBeHIMEN O MCUXOTpONHBIX BemiectBax 1971
roja;

10) panuodapmalieBTUUECKUE JIEKaPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE CPEACTBA, KOTOPHIE
coJiep’KaT B TOTOBOM JUIsl MCIOJIb30BaHUA (OpME OJIMH PAAUOHYKIUJ WIA HECKOJIBKO PaJUOHYKIIUI0B
(paanoOaKTHBHBIX U30TOIOB);

11) pedepeHTHBIN JileKapCTBEHHBIA MpemnapaT - JEKapCTBEHHBIM Ipernapar, KOTOpBI BIIEpBbIE
3apeructpupoBan B Poccuiickoit ®dexepanmu, kadectBo, 3(PpPeKTUBHOCTh U 0G€30MaCHOCTH KOTOPOTO
JOKa3aHbl HAa OCHOBAaHWM PE3YJbTATOB JOKIMHUYECKHX MCCIECIOBAHUN JICKAPCTBEHHBIX CPEICTB H
KJIIMHUYECKUX HCCIEJOBAaHUN JICKAPCTBEHHBIX IIPENApPAaTOB, IIPOBEACHHBIX B COOTBETCTBUU C
TpeOoBaHusiMu yacteii 6 u 7 crarbu 18 Hacrosimero @enepalbHOTO 3aKOHA B OTHOILIEHUU
JIEKapCTBEHHBIX CPEJICTB A1 MEAUIMHCKOTO IPUMEHEHH JTM00 B COOTBETCTBUM C TPEOOBAHUSAMU CTaTbU
12 nacrosimero d®enepanbHOTO 3aKOHA B OTHOLICHHM JICKAPCTBEHHBIX CPENCTB Ui BETEPUHAPHOTO
NPUMEHEHHs, U KOTOPBIH HCHOJBb3YeTCs Uil OLEHKH OWO3KBHBAJIECHTHOCTH MWJIM TeparneBTUYECKON
HKBUBAJICHTHOCTH, KauecTBa, 3PPEKTUBHOCTH U 0€30MTaCHOCTH BOCIIPOU3BEICHHOTO WM OMOAaHAIOTOBOTO

(6rormog00HOTO) JICKAPCTBEHHOTO TIperapara;
(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-@3, ot 13.07.2015 N 241-D3)

12) BoOCIpOM3BEICHHBIN JIEKAPCTBEHHBIN MpernapaT - JIEKapCTBEHHBIN Ipemnapar, KOTOPhIH UMEeT
TAaKOM € KA4YECTBEHHBIM COCTaB W KOJIMYECTBEHHBIA COCTAB JACHCTBYIOIIMX BEIIECTB B TAKOM XKe
JeKapcTBeHHOM (opme, uTo U pedepeHTHBIN JIeKapCTBEHHBIM Mpernapar, ¥ OMO’KBUBAJIEHTHOCTh WU
TEparneBTHUECKass  SKBUBAJICHTHOCTh  KOTOPOTO  peQEepeHTHOMY  JICKAPCTBEHHOMY  Ipemnapary
MOATBEPK/IEHA COOTBETCTBYIOLIMMH UCCIEA0OBAHUSIMU;

(m. 12 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

12.1) TepameBTHMYECKass HSKBHBAJIEHTHOCTh - JOCTHKEHHE KIMHHUYECKH COMOCTaBUMOTO
TepaneBTHUecKoro 3ddexTa TpH TPUMEHEHWH JIEKAPCTBEHHBIX TIPENapaTtoB s METUIITHCKOTO
MPUMEHEHHUS I OJHOM U TOH K€ TPYMIbI OONBHBIX MO OJHUM U TEM K€ MOKa3aHUsIM K IPUMEHEHHUIO;

(m. 12.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

12.2) 6uoananorosblii (0MOMOAOOHBIN) JIEKAPCTBEHHBINA MpemapaT (OmoaHanor) - OMOJOTHYECKHI
JICKapCTBCHHBIN TIperapar, CXOXHWH 1Mo TmapaMerpaM KadecTBa, 3(P(EKTHBHOCTH W 0O€30MacHOCTH C
pedepeHTHBIM OMOJIOTHYECKUM JICKAPCTBCHHBIM TIpenapaToM B TaKOH e JieKkapcTBeHHOW (opme u


http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100022&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314214&dst=100009&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100023&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=182628&dst=100010&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100025&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100026&fld=134

HMEIOIUH UACHTUYHEIN CIIOCO0 BBEACHHS;
(m. 12.2 BBeneHn PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

12.3) B3aumo3aMeHsIeMbIil JIEKAPCTBEHHBIN IpernapaT - JEKapCTBEHHBIN MpernapaT ¢ JOKa3aHHOU
TEpareBTUUECKOM HKBUBAJIEHTHOCTHIO MM OHOSKBHUBAJEHTHOCTBIO B OTHOLIEHUU pedepeHTHOro
JIEKapCTBEHHOI'O IpernapaTa, UMEIOIINN SKBUBAJIEHTHBIE €My KaueCTBEHHbBIH COCTAaB U KOJMYECTBEHHBIH
COCTaB JCUCTBYIOIIUX BEILIECTB, COCTAB BCIIOMOIAaTEIbHBIX BELIECTB, JEKAPCTBEHHYIO (HOpMY M CIIOCOO
BBEJICHUS;

(n. 12.3 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

13) nexapCTBEHHOE PACTUTEIBLHOE CHIPHE - CBEXKHE WJIM BBICYIICHHBIC PACTCHHS JIMOO WX YacTH,
WCIIOJIb3yEMbIE ISl MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB OpPraHU3ALMSIMU - POU3BOAUTEIISIMHU
JIEKApCTBEHHBIX CPEJCTB WJIM M3TOTOBJICHUS JICKAPCTBEHHBIX IMPENapaToB alTEUYHBIMU OpPraHU3alUSIMHU,
BETEPUHAPHBIMU ANTEYHBIMU OPraHU3aLUAMH, UHAUBUAYAJIbHBIMU MPEANPUHUMATEISIMU, UMEIOLIUMU
JUIEH3UIO Ha ()apMalleBTUYECKYIO AEITEIbHOCTb;

14) nexapcTBEHHBIN pacTUTENbHBIM Npernapar - JEKapCTBEHHBIM Mpenapar, NPOM3BEACHHBIA WIH
M3TOTOBJIEHHBIN U3 OJHOTO BUJA JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPhS WJIM HECKOJIBKUX BHJIOB TaKOTO
CBIPbSI U pean3yeMblil B pac(pacOBaHHOM BHJIE BO BTOPUUHON (IOTPEOUTENBCKOM) YITAKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN Ipenapar, IPOU3BEICHHbIN WIH
M3rOTOBIICHHBI U3 (apmaueBTHUeckoil cyOcTaHiu WM (papManeBTHUYECKUX CyOCTaHIMM B
COOTBETCTBUM C TpeOOBaHUSMHU OOHIMX (hapMaKONEHHBIX CTaTel K rOMEONaTUYECKUM JIEKapCTBEHHBIM
npernaparaM WIM B COOTBETCTBHU C TpeOOBaHUSAMM (hapMaKoNeu CTpaHbl IMPOU3BOAUTEINS TAaKOIo
JIEKapCTBEHHOI'O IIPEIapara;

(m. 15 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexayHapOHOE HEIMTATCHTOBAHHOE HANMEHOBAHUE JICKAPCTBEHHOTO CPE/ICTBA - HANMEHOBAHHE
JCHCTBYIOIIETO  BeliecTBa  (papMaleBTUYECKOW  CyOCTaHIMHM, pPEeKOMEHJOBaHHOe BcemmupHoi
OpraHu3aIel 3IPaBOOXPaHEHHS,;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

17) ToproBoe HaMMEHOBAaHHE JIEKAPCTBEHHOTO CpEACTBa - HAWMEHOBAaHUE JIEKAPCTBEHHOTO
CpeACTBa, TPUCBOCHHOE €ro pa3padOTYMKOM, JEpKaTelieM WM BJIAJENbIEM pPErHCTPAlMOHHOTO
YI0CTOBEPEHUS JIEKapCTBEHHOTO TIpenapaTa;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

17.1) rpynmupoBOYHOE HAMMEHOBAaHME JIEKAPCTBEHHOI'O  Ipernapara - HaWMEHOBaHHE
JIEKapCTBEHHOI'0 INpernapaTa, He MMEIOIIEro MEeXIYyHapOAHOIr0 HENaTEeHTOBAHHOTO HAaUMEHOBAHMS, WIH
KOMOWHAIIMK JICKApCTBEHHBIX MPENapaToB, WCIOJIb3YEMOE B LEIIX OOBEIUHEHHS WX B TPYMIy MOJ
€/IMHBIM HAaMEHOBAHNEM MCXO/Isl U3 OIMHAKOBOI'O COCTaBa JEHCTBYIOIINX BELIECTB;

(n. 17.1 BBenen @enepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

18) obmas dapmakorneiiHas cTaThs - JTOKYMEHT, YTBEPKACHHBIN yIIOJHOMOYEHHBIM (eepaTbHbIM
OpraHOM HCTIOJHUTEIBHON BJIACTH M COJEPKAIMK TMEepeuyeHb NoKa3zareseld KadyecTBa W (WMJIM) METOJIOB
KOHTPOJISI KadecTBa KOHKPETHOH JIEKapCTBEHHOW (DOPMBI, JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPHS,
OIMHUCaHUsI OMOJIOTHYECKUX, OMOXUMHUIECCKIX, MEKPOOHOIOTHIECKIX, (PHU3UKO-XUMUICCKUX, (PU3HICCKUX,
XMUMHUYECKMX M JPYTUX METOJOB aHaju3a JIEKapCTBEHHOTO CpEJCTBA, a Takke TpeOOBaHUS K
HCIIOJIB3YCMBIM B ILECIAX IMPOBCACHWA JAHHOIO aHallM3a pEaKTuBaM, THUTPOBAHHBIM pPACTBOpaM,
UHIIIKATOpaM;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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19) dapmakoneitHas craThs - JTOKYMEHT, YTBEP)KICHHBIA YIIOTHOMOYCHHBIM (emeparbHbIM
OpPraHOM HCIIOJHUTEIBHOM BIIACTH U COACPIKALIHIA ITEPEUCHB MMOKa3aTeleH KauecTBa U METOZ0B KOHTPOJIS
KadecTBa JICKAPCTBEHHOTO CPEJICTBA;

(B pen. @enepanbpHOro 3akona ot 22.12.2014 N 429-03)

19.1) crangapTHBie 00pa3Ilbl - BEIIECTBA, TTOCPEICTBOM CPABHEHHS C KOTOPHIMHU OCYIIECTBIISICTCS
KOHTPOJIb KayecTBa HCCIIEAYEMbIX JIGKAPCTBEHHBIX CPEACTB C MOMOUIbIO (PU3UKO-XUMUYECKUX U
OMOJIOTUYECKUX METOJIOB B IEJIAX MOATBEPKACHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
HOPMATUBHOM JTOKyMEHTAIlUU, YCTAHOBJICHHBIM TPU OCYIIECTBICHUU TOCYIaPCTBEHHON PETUCTpalluu, U
KOTOpBIE TPHUMEHSIOTCS Il KaJTUOPOBKM CTaHAAPTHBIX OOpa3IOB MPOWU3BOAMUTENS JICKAPCTBEHHBIX
CPEICTB, HCIIOJIIb3YEMbIX MJisi KOHTPOJS KayecTBa M HHBIX Ilelied Mpu OOpalleHHH JIeKapCTBEHHBIX
CPEICTB;

(m. 19.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakomneiHpli CTaHAAPTHBIN 00pa3er] - CTaHAapTHBIM 00pasen, NPOW3BEICHHBIN B
COOTBETCTBUHM C (hapMaKONeHHON CTaThel;
(. 19.2 BBenen PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

20) HOpMAaTUBHAA HAOOKYMCHTalUd - JOKYMCHT, conepmamnﬁ MNEPCUCHb OIPCACIACMBIX II0
pe3yjibTaTaM COOTBCTCTBYIOIIUX OKCIICPTU3 IOKa3aTeliell KadecTBa JICKAPCTBCHHOT'O CpEACTBa MJIA
MCIUITUHCKOI'O IPUMCHCHUS, MCTOAOB KOHTPOJIA €TI0 Ka4uCCTBA U YCTaHOBHeHHbIﬁ €ro nNpou3BOAUTCIICM;

21) HOPMATHBHBII JOKYMEHT - JJOKYMEHT, COJIep Kallluii MepeuyeHb ONpeAesieMbIX 0 pe3yibTaTaM
COOTBETCTBYIOIIMX OJKCHEPTU3 TOKa3aTeneld KadecTBa U (WIM) METOJOB KOHTPOJIA KadecTBa
JIEKapCTBEHHOM  (OpPMBI, OMHUCAHHUS  OHOJOTUYECKHX, OHOXUMHYECKHUX, MHKPOOHUOIOTHICCKUX,
(UBUKO-XUMHUYECKUX, (PU3UIECKIX, XUMUYECKUX U JPYTUX METOJOB aHAlIM3a JIEKAPCTBEHHBIX CPENICTB
JUTsl BETEPUHAPHOTO MTPUMEHEHUs, TPeOOBAaHUS K MCIIOIB3YEMBIM B IIEJISIX MTPOBEACHUS JTAaHHOTO aHaIu3a
peakThBaM, TATPOBAHHBIM PAaCTBOPAM, UHJIUKATOPAM U YCTAHOBJICHHBIN €r0 MPOU3BOIUTENIEM;

21.1) oOmuit TEXHWUYECKUH JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTEPHAJIOB, COCTOSIIHHA W3
HECKOJIbKMX  pa3fesNoB -  JOKYMEHTaUuu  aJIMHHHCTPATUBHOIO  XapaKTepa,  XMMHYECKOM,
(dapmaneBTHUECKONH © OHMOJIOTMYECKON JOKYMEHTAIluu, (HapMaKoJIOTUYECKOW, TOKCHKOJIOTUISCKOM
JOKYMEHTAlUU, KIMHUYECKOW JOKYMEHTAllMM M MPEACTABISIEMBbIN OJHOBPEMEHHO C 3asBJICEHUEM O
rOCy/apCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Tperapara Jisi MeIUIIUHCKOTO IPUMEHEHUs B hopMarTe,
YCTaHOBJIEHHOM yTOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTEIHHON BIIACTH;

(m. 21.1 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOT'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEJCTBA TPEOOBAHHIM
(bapMakoneiHoi ctaThby MO0 B CIy4ae €e OTCYTCTBUSI HOPMATUBHOM JTOKYMEHTAIIUU WJIM HOPMAaTHBHOTO
JNOKYMEHTA,;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEICTBA - XapaKTePUCTUKA JIEKAPCTBEHHOTO CPEJCTBA,
OCHOBaHHAs Ha CPABHUTEIILHOM aHalIu3e ero 3(()EKTUBHOCTH U PUCKA IPUIHMHEHUS BpE/a 3I0POBbIO;

24) > ¢eKTHBHOCTh JEKApCTBEHHOTO Mperapara - XapaKTepPUCTHKA CTENCHHU TOJIOKHUTEIBHOTO
BIMSIHUS JIEKAPCTBEHHOI'O IIpernapara Ha TEYeHHEe, MPOAODKUTENbHOCTh 3a00J€BaHUA WU  €ro
IIPEJOTBPALCHHUE, peaOUINTALUI0, HA COXPaHEHUE, IPEIOTBPAILEHIE WK IPEPbIBAHIE OCPEMEHHOCTH;

25) Cepus JICKAPCTBCHHOI'0 CPEACTBA - KOJIMYCCTBO JICKAPCTBCHHOTO CPEACTBA, MPOU3BCACHHOC B
PE3YIbTATC OAHOTO TECXHOJOTUYCCKOr'o IMKJIa €ro IMPOU3BOAUTCIICM,
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26) perucTpaIioHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO TIpernapara - JIOKYMEHT, MOTBEPK A0
(bakT rocy1apcTBEHHOW PErHCTPAIlH JIEKAPCTBEHHOTO TIpernapara;

26.1) peprkaTenb WM BIIAJAEIEL] PETHCTPAMOHHOIO YAOCTOBEPEHUS JEKapCTBEHHOIO Ipernapara -
pa3paboOTYMK JIEKAPCTBEHHOI'O CPEIACTBA, IPOU3BOAUTENb JIEKAPCTBEHHBIX CPEACTB MM HHOE
IOPUIMYECKOE JIMIO, O0Jajaroliee MPaBoM BIIAJCHHS PErMCTPALMOHHBIM yIOCTOBEPEHUEM, KOTOPbIE
HECYT OTBETCTBEHHOCTb 3a KauecTBO, 3(h(heKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOIO Ipenapara;

(. 26.1 BBenen PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

27) perucTpalioHHBI HOMEP - KOJ0BOE 0003HAUEHHUE, IPUCBOCHHOE JICKAPCTBEHHOMY IIpernapary
IIPU €ro roCyAapCTBEHHOW PETUCTPaLIUu;

28) oOpaiieHue JIEKapCTBEHHBIX CPEICTB - pa3paboTka, JOKIMHUYECKHE HCCIIEAO0BaHUS,
KIIMHUYCCKHUC HCCICIOBAHUS, SKCIICPTHU3a, TOCYAaPCTBCHHAA PErucTpanys, CTaHdapTu3anusda U KOHTPOJIb
KauecTBa, IPOU3BOJCTBO, U3rOTOBIIEHUE, XPaHEHHUE, IIEPEBO3KA, BBO3 B Pocculickyro denepannio, BbIBO3
n3 Poccuiickoit ®enepanuu, pekiama, OTIYCK, peanu3anus, nepenaya, NPUMEHEHHE, YHHUYTOXKEHHE
JIEKapCTBEHHBIX CPEACTB;

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) Cy6’bCKTH 06paI_I_IeHI/IH JICKApCTBCHHBIX CPCACTB - (I)I/I3I/I‘leCKI/Ie Juina, B TOM YHCIIC
HHIUBUAYAJbHBIC NPCANPUHHUMATCIIM, WU HOPHAWYCCKUC JIMIA, OCYIICCTBIIAIOIHE ACATCIBHOCTL IIPU
O6paIJ_IeHI/II/I JICKApCTBCHHBIX CPCIACTB;

30) pa3paboTuuK JIEKApPCTBEHHOTO CPECTBA - OpraHu3aIlus, 00JIa1arolas MpaBaMu Ha Pe3yJIbTaThl
JNOKIIMHUYECKUX  MCCIEAOBAaHUN  JIGKAPCTBEHHOTO  CPEICTBA,  KIMHUYECKHX  HCCIEIOBaHUMN
JICKapCTBCHHOTO TIperapaTa u (W) Ha TEXHOJIOTHIO TIPOU3BOCTBA JIEKAPCTBEHHOTO CPEJICTBA;

(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPEACTB - ACATEIHHOCTHh MO IMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB OPraHU3ALMUSAMU - MPOU3BOAUTEISIMH JIEKAPCTBEHHBIX CPEACTB HA OJHOM CTaIUU, HECKOJIBKHX
WJIM BCEX CTAJUAX TEXHOJOTHYECKOTO IMpolecca, a TAaKKe MO XPAHCHHUIO M peaIM3alii TPOU3BEACHHBIX
JIEKapCTBEHHBIX CPEJICTB;

31.1) npou3BoICTBEHHAs ILJIOMIAKA - TEPPUTOPUATIBHO 00OCOOICHHBIA KOMIUIEKC MPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEJCTB, IMpEeIHAa3HAYEHHBIH 7S BBIOJHEHUS BCEro TMpolecca MPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB MUJIM €T0 ONPE/ICIICHHOMN CTa N,

(n. 31.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) npou3BOAMTEND JEKAPCTBEHHBIX CPEACTB - OpPraHM3allMsl, OCYILECTBISIONIAsl MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUH C TPeOOBaHUAMU HacTosAllero PenepaabHOro 3aK0oHa;

33) ¢dapmareBTHUECKAsS ACSITEIBHOCTD - JACSITEIHLHOCTD, BKIIOYAIONIAs B ceOs ONTOBYIO TOPTOBITIO
JICKApCTBEHHBIMH ~ CPEJICTBAMHU, WX XpaHCHHWe, TMepeBO3KY U (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IperiapaTaMu, HX OTIIYCK, XPaHCHHUC, ICPCBO3KY, H3TOTOBJICHUC JICKAPCTBCHHBIX
Mpernaparos;

34) opraHuzanus ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMM CPEJICTBAMU -  OpraHM3alys,
OCYILECTBIISIONIAs] ONTOBYIO TOPTOBIIIO JICKAPCTBEHHBIMU CpPEACTBAMH, HMX XpaHEHHE, IEpPeBO3Ky B
COOTBETCTBHUH C TPeOOBAaHUSIMHU HACTOSIEro PeiepasbHOTro 3aK0Ha,

35) anreuyHas opraHuzalMs - OpraHu3alys, CTPYKTYpHOE MOJpa3JelieHue MeAULUHCKON
OpraHM3aliM, OCYLIECTBIISIONIME PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMHU IpenapataMu, XpaHEHHE,
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MEPCBO3KY, M3TOTOBJICHUC MW OTIYCK JICKAPCTBCHHBIX IIPCIapaTtoB AJid MCIUIOHWHCKOIO IMPUMCHCHUA B
COOTBETCTBHUH C TPEOOBaHUSIMHU HACTOSIIEro PeepanbHOro 3aK0Ha;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTe4yHas oOpraHu3alus - OpraHu3alus, CTPYKTypHOE IMOJApa3eieHue
BETEPUHAPHON OPraHMU3alMH, OCYLIECTBIISIOIINE POSHUYHYIO TOPTOBIIIO JEKAPCTBEHHBIMHU IIpENapaTaMH,
XpaHEHHE, U3TOTOBJIEHUE M OTIIYCK JIEKAPCTBEHHBIX IPENapaToB AJi BETEPUHAPHOTO NPUMEHEHUS B
COOTBETCTBHUH C TpeOOBaHUAMH HacTosIEro deaepaibHOTO 3aKOHA,

37) dhanscuduIMpoBaHHOE JIEKAPCTBEHHOE CPEICTBO - JEKAPCTBEHHOE CPEACTBO, COMPOBOKIAEMOE
JO’)KHOU MH(OpMaIuel 0 ero cocTaBe U (MIn) IPOU3BOIUTEINE;

38) HemoOpOKayeCTBEHHOE JIEKApPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOoBaHUSIM (hapMaKOIEHWHON CTaThU JIMOO B Clydae €€ OTCYTCTBUS TPEOOBAHHSIM
HOPMAaTUBHOM JOKYMEHTALIMHU WJIK HOPMATUBHOTO JOKYMEHTA;

39) koHTpadakTHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPECTBO, HAXOIAIIeecs B 000poTe
C HapyIICHUEM IPaXIaHCKOTO 3aKOHOIATEIIbCTBA;

40)  DOKIMHUYECKOE  WCCICIOBAHHWE  JICKAPCTBEHHOTO  CpPEACTBA -  OWOJIOTHYECKHUE,
MUKpPOOHOJIOTUYECKHE, UMMYHOJIOTHYECKHE, TOKCHUKOJIIOTUYECKUE, (apMaKoIOorHyeckue, (Qpu3ndeckue,
XUMHYCCKUEC U JPYTru€ UCCIICAOBAHUA JICKAPCTBCHHOI'O CPEACTBA IMYTEM IMPUMCHCHUA HAyUYHBIX METOJ0B
OLICHOK B LIEJISAX MOJTYUYEHUS JOKA3aTeNbCTB O€30MaCHOCTH, KayecTBa U 3 (HEKTHBHOCTH JTEKaPCTBEHHOTO
CpeICTBa;

41) KIMHUYECKOE MCCIIEOBAHUE JIEKAPCTBEHHOrO IIpernapara - M3Y4YeHHE AMAarHOCTHYECKHX,
ne4eOHBIX, MPoPUIaKTHIECKUX, (GapMaKOJIOTHYECKIX CBOMCTB JIEKAPCTBEHHOrO IpernapaTa B Mpolecce
€ro TPUMEHEHHUS Yy 4YeJIOBEKa, >KMBOTHOTO, B TOM YHUCIIE IIPOLIECCOB BCACHIBAHUSA, PACIpPEIEICHMUS,
HU3MCHCHUA W BBIBCACHHA, ITIYTEM MNPHMCHCHUSA HAYYHBIX METOJ0B OICHOK B MHCIAX IMOJIYUYCHUA
JI0Ka3aTeNbCcTB O€30MacHOCTH, KauecTBa M 3(P(EKTUBHOCTH JIEKApCTBEHHOIO IpemnapaTa, JAHHBIX O
HCXKCIATCIbHBIX PCAKIOUAX OpraHu3dMa 4YCJIOBEKA, JXHUBOTHOIO Ha IIPHUMECHCHUC JICKAPCTBEHHOI'O
npenapara U 00 3¢¢exre ero B3aUMOJCHCTBUSA C APYTUMH JIEKapCTBEHHBIMM IpenapaTtamMu U (WIn)
MUIIEBBIMU NIPOLYKTaMU, KOPMaMHU;

42) MHOT'OLOCHTPOBOC KIIMHUYCCKOC UCCICAOBAHNC JICKAPCTBCHHOTO IIperiapara sl MCIAUIIUMHCKOI'O
MNPUMCHCHUA - KIMHHUYECKOC HCCICIOBAHUC JICKAPCTBCHHOI'O IIpfriaparta Ajd MCAUIHUHCKOIO
MNPpUMCHCHU:, ITPOBOANMOC pa3pa6OT‘lI/IKOM JICKApCTBCHHOT'O IIpCIiapaTa B ABYX U boiee MCOAUIIMHCKHX
opraHm3afusiax 1Mo €AMHOMY IIPOTOKOJTY KIIMHUYCCKOI'0 UCCICAOBAHHUA JICKAPCTBCHHOI'O IIpCIiapara,

43) MCXKAYHAPOJHOC MHOTI'OLCHTPOBOC KIMHHUYCCKOC HCCIICOJOBAHUC JICKAPCTBCHHOI'O IIpCIlapara
AJId MCOAWIMUHCKOTO TMPUMCHCHHA - KIMHHUYCCKOC MCCICAOBAHUC JICKAPCTBCHHOI'O IIplriapara IJId
MCAOAUIHUHCKOI'O IIPUMCEHCHUA, IMPOBOIHNMOC paBpa6OT‘II/IKOM JICKAPCTBCHHOT'O IIpfCIiapaTa B PA3JIMYHBIX
CTpaHax Mo €AMHOMY IIPOTOKOJIY KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOT'O IIPLCIiapara;

44) TOCTPEerucTpalMOHHOE KIWHUYECKOE HCCIEAOBaHWE JIEKapCTBEHHOIO TMpemapara Uit
MEJIMIIUHCKOTO TPUMEHEHUS - KIMHUYECKOE MCCIIEIOBAaHUE JIEKAPCTBEHHOrO TMperapaTta JJis
MEIUIIMHCKOTO MPUMEHEHUS, TPOBOJAUMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOTO Mpemnapara, Ipa)IaHCKHiA
000pOT KOTOPOTO OCYIIECTBIISIETCS TIOCJIE TOCYIAPCTBEHHOW PETUCTPAIMH, B LEJSIX JAONOJHHTEIBHOTO
cbopa IaHHBIX O ero 6e30macHOCTH U 3PGEKTUBHOCTH, PACIIMPEHUS MTOKa3aHUN K IPUMEHEHHUIO TaHHOTO
JIEKaApCTBEHHOTO MperapaTa, a TAKKe BhISIBJICHUS HEXEIAaTeIIbHBIX PEaKIi MaIMeHTOB Ha €To JACHCTBUE;
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45) wuccnenoBaHue OHMOIKBHUBAJIEHTHOCTH JIEKAPCTBEHHOIO IIpernapara - BUJA KIMHUYECKOTO
UCCIIeIOBAaHMsI JICKAPCTBEHHOI'O IpenapaTa, MpOoBEAEHUE KOTOPOro OCYIIECTBISETCS IJIs ONpelleIeHus
CKOPOCTH BCACBhIBaHUSI W BBIBEICHHS OJHOTO WM HECKOJBKHX 00Jamarommx (apMaKkoIOTHIecKon
aKTUBHOCTBIO JICHCTBYIOIIMX BEILIECTB, KOJUYECTBA JICKAPCTBEHHOI'O Ipernapara, JIOCTUTAOLIETO
CHCTEMHOT'O KpPOBOTOKA, W PE3yJbTaThl KOTOPOTO TO3BOJIAIOT CIENaTh BHIBOA O OMOIKBHBAJCHTHOCTH
BOCIIPOU3BEICHHOT'O JICKAPCTBEHHOI'O Mpernapara B ONpe/e/ICHHbIX JIEKAPCTBEHHON (hopMe U T03UPOBKE,
COOTBETCTBYIONINX (hOpMe U JO3UPOBKE pehepeHTHOTO JIEKAPCTBEHHOTO MPEerapara;

(m. 45 B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEpPANEBTUUYECKOW SKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IpPENapaTtoB - BUJ
KJIMHUYECKOI'0 MCCIIeI0BaHMs JIEKapCTBEHHBIX MpEenapaToB, MPOBEACHUE KOTOPOTO OCYLIECTBISAETCS A
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIGKAPCTBEHHBIX MPEMApaTOB OMPEICICHHON JIEKapCTBEHHOM (HOpPMBI, a
TaKKe HaJIM4yusl OJMHAKOBBIX IOKazaresnell Oe3omacHOCTH U 3(PQPEKTHUBHOCTH JIEKapCTBEHHBIX
MperapaToB, OJJMHAKOBBIX KIMHUYECKHX 3(PPEKTOB IPH X MPUMEHEHUH;

47) mpOoTOKOJ KIMHUYECKOTO MCCIIEOBAHUS JICKAPCTBEHHOI'O Ipernapara - JOKyMEHT, B KOTOPOM
OTIpeEIATCA 1eNu, (POPMbI OpraHU3aluy U METOAOJIOTHUS MPOBEAEHHUS KIMHUYECKOTO UCCIIEOBAHMUSI,
CTaTUCTHYECKHE METO/bl O00pabOTKM pe3yJIbTaTOB TaKOTO HCCIENOBAaHHUA M Mephbl 10 O00ECHeueHHIO
0e30macHOCTH (PU3MUECKUX JIML, YYacTBYIOIIMX B KIMHUYECKOM WCCIIEIOBAaHUHM JIEKAPCTBEHHOI'O
npernapara;

48) Opolrtopa UCCIEAOBATENS - CBOAHOE M3JIOKEHUE PE3YIHTATOB JOKIMHUYECKOTO UCCIEIOBaAHUS
JIEKapCTBEHHOTO CPEACTBA W  KIMHUYECKOTO HCCIENOBAaHUS JIEKapCTBEHHOTO TIperapara Ul
MCIUIIUHCKOI'O IPUMCHCHUA

49) uHPOPMALIMOHHBIN JTUCTOK MAllUEHTa - JOKYMEHT, B KOTOPOM COJIEp>KaTCsl B IOCTYMHOM dopme
CBEICHMSI, Kacarollrecs MPOBOJMMOr0 KIMHHUYECKOIO MCCIEeJI0BaHUs JIEKAapCTBEHHOIO Ipernapara, U B
NUCbMEHHON (hopMe 10OpPOBOJILHOE COTJIacHe MalMeHTa Ha y4acTHe B KIMHUYECKOM MCCIEIOBAHUU
JIEKapCTBEHHOTO IpernapaTra Iocie€ O3HAKOMIICHHS C OCOOEHHOCTSMM KIMHMYECKOIO HCCIIEI0BaHMS,
MMEIOIIMMU 3HaU€HHE Il BBIPAKEHUS TAKOTO COTJIacHs;

50) noOouyHOe felcTBUME - pEaKIUs OpraHu3Ma, BO3HHMKIIAs B CBA3M C IPUMEHEHUEM
JIEKapCTBEHHOTO TIpernapara B /103aX, PEKOMEHAYEMBIX B HWHCTPYKIMH MO €ro NPUMEHEHHIO, IS
Hpoq)HHaKTHKH, JUAardHOoCTHUKH, JICUCHUA 3a00JI€BaHUs WU JJIsL pea6I/IJ'II/ITaIII/II/I;

50.1) HexenaTenpHash peakiMs - HEMpeTHAMEpeHHas HeONarompusTHas peakius OpraHu3Ma,
KOTOpasi MOKET OBITH CBsI3aHA C IPUMEHEHUEM JIEKAPCTBEHHOTO Mperapara;
(. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTelabHas pPEAKIUs - HEKeJaTelbHas peaklus OpraHu3Ma, CBsi3aHHAas C
MPUMEHEHUEM JIEKapCTBEHHOTO IIperapaTa, MpHUBeAlIas K CMEPTH, BPOXKACHHBIM aHOMAIHUAM WM
MOpPOKaM pa3BUTUSI JTUOO MPENCTABISAIONIAs COOOW yrpo3y JKWM3HH, TpeOyromas TOCHUTAIH3alUU WU
MpUBEAIIas K CTOUKON yTpaTe TPYI0CTIOCOOHOCTHU U (UJTH) UHBATUAHOCTH;

52) HCMPCABUACHHAA HECKCIIATCIIbHAA PCaKIUsd - HEKCIATCIbHAsA PCAKIUA OpraHu3Ma, KOTopas
CBsA3aHa C INPHMCHCHHUEM JICKAPCTBCHHOI'O IIpCliapaTa B A03aX, PCKOMCHIAYCMLBLIX B IIPOTOKOJIC €Tro
KIMHHUYCCKOro HMCCJICI0BaHNWA, 6pOIHIOpC HCCIICO0oBaTC/Isl, HWJIW C HNPHUMCHCHUCM JICKAPCTBCHHOI'O
npenapara B [O03aX, PEKOMCHAYCEMbIX B HHCTPYKOHU IIO C€ro IMPUMCHCHUIO IS HpO(I)I/IHaKTI/IKI/I,
JUAarHOCTUKH, JICUCHUA 3a00JIeBaHUs WU MEIHUITUHCKON p€a6I/IJ'II/ITaIII/II/I MnanucHTa, U CYHOCTD, TAXKCCTh
Wi HUCXOon KOTOpOﬁ HC COOTBCTCTBYCT I/IH(1)OpMaI_[I/II/I 0 JICKAapCTBCHHOM IIp€riapare, CO,HGp)K&H.ICfICSI B
IMPOTOKOJIC C€ro KIMHUYCCKOTO HCCIICAOBAHUA, 6p0HHope HCCIICaAOBATC/IA HWJIM B HWHCTPYKOHU I10
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MIPUMEHEHHUIO JIEKAPCTBEHHOTO MpEeTapara;
(m. 52 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam30p - BHJI JEATEIBHOCTH IO MOHHUTOPUHTY 3(P(GEKTHBHOCTH W 0€30IacHOCTH
JICKapCTBEHHBIX IpernapaToB, HANpaBICHHbIH Ha BBIABICHUE, OLEHKY U  HPEJOTBpalICHUE
He)KeJIaTeJIbHbIX MTOCIEACTBUI IPUMEHEHHUSI JIEKAPCTBEHHBIX IPENapaToB;

(n. 52.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) miaH ympaBJeHHUS PUCKAMHU - TOAPOOHOE OINMKCAHWE MEPOINPHUATHH 1Mo (hapMakoHAA30pYy,
HaIlpaBJIECHHBIX Ha BBIABICHHE, OLUEHKY U MPEAOTBPALICHUE WM MUHUMHU3ALUIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMH TperapaTaMu, BKIIIOYast OIEHKY d()PEKTUBHOCTH JAHHBIX MEPOTIPHITHI;

(n. 52.2 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

53) peuent Ha JIEKapCTBEHHBIH INpenapar - MEIULUUHCKAN JOKYMEHT YCTaHOBJIEHHOW (OpMBI,
COJIepKallluii Ha3HAa4Y€HHE JIEKapCTBEHHOIO Ipenapara i MEIUIUHCKOrO INPUMEHEHMsI, BbIIAHHBIN
MEJUIIMHCKUM pa0OTHUKOM B LEJISX OTIIyCKa JIEKAPCTBEHHOrO Ipenapara WIM €ro H3rOTOBJICHUS U
OTIyCKa Ha OyMa)XHOM HOCHTEJIE WU C COTJIacHsl MalMeHTa UM €ro 3aKOHHOTO MpeJICTaBUTENs B opme
AJIEKTPOHHOIO JOKYMEHTAa, IOJIMUCAHHOIO C HCIIOJIb30BAHUEM YCHJIEHHOM KBaJIU(pUIMPOBAHHON
JIEKTPOHHOM MOJMUCH MEIUIIMHCKOTO pabOTHHKA, JUOO JOKYMEHT YCTaHOBJIEHHOH (hOpPMBI,
coJiepKalliil Ha3HAUeHHE JIEKAapCTBEHHOrO Ipemnapara JUisi BETEpPUHAPHOIO MPUMEHEHUS, BbIJAaHHBIN
BETEpUHAPHBIM PAOOTHUKOM B IIENSAX OTIYCKa JIEKAPCTBEHHOI'O Ipernapara MM €ro M3rOTOBICHHS M
OTITyCKa Ha OyMa>kHOM HOCHUTEIIE;

(m. 53 B pen. ®enepanphoro 3akoHa ot 29.07.2017 N 242-D3)

54) TpebGoBaHME MEAMIMHCKOW OpraHu3allliy, BETEPUHAPHON OpraHU3alud - JIOKYMEHT
YCTAHOBJICHHOH (hOpMBI, KOTOPBIN BBIMMCAH MEJUIIMHCKAM WM BETEPUHAPHBIM PaOOTHHUKOM, UMEIOIIUM
Ha 9TO TPaBO, W COACPKUT B MUCHMEHHOW (OpMe yKa3aHHWE alTeYHOW OpTraHU3alu 00 OTITyCKe
JIEKapCTBEHHOTO Mperapara WM O €ro H3rOTOBJIEHHMM M 00 OTIycke ais oOecrneyeHus JieueOHOro
nporiecca B METUIIMHCKON OpraHu3alny, BEeTEpPHHAPHON OpraHu3aIlny;

55) KOMIUIEKCHasi OIlEHKa JIEKapCTBEHHOTO TpermapaTa - OlEHKa 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOTO TIperapara, BKIYAroNIas B ce0s aHam3 WH(OPMAIIUK O CPAaBHUTEIHHON KITMHHYECKON
3¢ (HeKTUBHOCTH U 0€30MaCHOCTH JIEKApCTBEHHOTO MpernapaTa, OleHKY SKOHOMUYECKUX TOCTIEACTBUIA €To
MPUMEHEHHUS, W3Y4YEHUE JOIMOJHUTENIbHBIX TOCICACTBUNA NPUMEHEHUsI JICKAPCTBEHHOTO INpernapara B
HEeIsIX TPUHATHS pPEIIeHUH O BO3MOXKHOCTH BKIIIOUEHHUS JIEKAPCTBEHHOTO IMpernapara B IEepEYeHb
KU3HEHHO HEOOXOJIMMBIX M Ba)KHEHIITNX JIEKAPCTBEHHBIX IMpenapaToB, HOPMATHUBHBIC MPABOBHIE AKThI U
WHBIE JOKYMEHTBI, ONPEAETSIONINE MOPSIOK OKa3aHUsI MEIUIIMHCKOM MOMOIIH, UIH UCKIIOYEHUS €T0 U3
YKa3aHHBIX MEPEYHs, aKTOB U JIOKYMEHTOB;

(. 55 BBemen MegepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

56) cucremMa MOHUTOPUHIA JIBIJKEHMSI JIEKAPCTBEHHBIX IMIPENapaTtoB Uil MEIUIIMHCKOTO
npuMeHeHus - (enepanbHas rocydapcTBeHHash HHQOpPMAIMOHHAS CHCTEMa MOHUTOPWHTA IBM)KEHUS
JIEKApPCTBEHHBIX TMpenapaToB JUIsi MEIULMUHCKOTO MPUMEHEHUS OT MPOUZBOAMUTENS J0 KOHEYHOTO
MOTpEOUTENST C HCIOJIB30BAHHEM B OTHOIIEHUHW JIEKAPCTBEHHBIX IMPENapaToB s METUIIMHCKOTO
MPUMEHEHHUS CPEJICTB UACHTU(DUKAIIH.

(. 56 BBenen deaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Maga 2. NOJIHOMOYUA ®PEAEPAJIbHbLIX OPTAHOB I/ICI'IOHHI/ITEHbI-JOVI 3
BINNACTWU, OPFAHOB UCIMNOJIHUTENIbHOU BJTACTU CYBBEKTOB POCCUUCKOU
®EANEPALNU NPU OBPALLEHUU NNEKAPCTBEHHbLIX CPELOCTB
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Cratba 5. lNMonHomounsa denepanbHbIX OPraHOB MWCMNONHUTENBLHOW BRacTu nNpwu
obpalieHnm nekapcTBEeHHbIX CPeaAcTB

K nomnomounsM q)eﬂepaHBHbIX OpraHoB HWCIOJIHUTEIBHOM BJIACTH pu O6paH_[eHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCA:

1) mposenenue B Poccuiickoit denepanun eAMHOM TOCYJApCTBEHHOM NOJIMTUKU B 00JacTu
oOecrieueHus JeKapCTBEHHBIMHU TIpenapaTamu rpaxaad B Poccuiickoit denepannu;
(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

2) yTBepxkjaeHHe oOOmMX (apMakoNeWHbIX CcTaTed, QapMakoleWHbIX cTaTed, U3AaHUE
rocyJapCTBEHHOH (papmakorien, Co3aHue U BeJieHue peecTpa papMaKoneiHbIX CTaHIapPTHBIX 00pa3LoB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocyuiecTBIeHHE TOCYIApCTBEHHOTO KOHTPOJsS (Haa30pa) B cdepe oOpalleHHs JeKapCTBEHHBIX
CPEACTB;
(B pen. denepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

4) nUIEeH3UPOBAHNE TIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U (hapMalleBTUUECKOU JACATEIHHOCTH B
COOTBETCTBUHU C 3aKOHOJaTenbCcTBOM Poccuiickon denepannu;

5) opraHu3zauUs SKCIEPTH3bI JICKAPCTBEHHBIX CPEICTB, ITHYCCKOH AKCIEPTH3BI BO3MOXXHOCTHU
MIPOBEJICHUS] KIIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOTO Mpernapara A MEIUIIMHCKOTO MPUMEHEHUS,
OKCIIEPTH3BI  JIOKYMEHTOB, TPEACTABIICHHBIX JUIS ONPEICIICHUS BO3MOXXHOCTH pPacCMaTPHBAThH
JIEKapCTBEHHBIN Npenapar Uil MEIULUHCKOTO MPUMEHEHHUs MpH TOCYJapCTBEHHOW perucTpaiv B
KadecTBe OphaHHOTO JICKAPCTBEHHOTO IIperapara;

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

5.1) opraHuzanus NpOBEACHHUS KOMIUIEKCHONW OIEHKH JIEKapCTBEHHOIO TMpernapara B HENsX
IIPUHSTHS PEIIEHUN O BO3MOYKHOCTH BKJIIOYEHMS JIEKAPCTBEHHOI'O IIpernapara B IEPEeYEHb YXKU3HEHHO
HEOOXOJUMBIX M BaXHEMIUX JIEKAapCTBEHHBIX MpEnapaTroB, HOPMATHBHBIE IPABOBBIE AKThl M HHBIE
JOKYMEHTBI, ONPEIEISIOINAE MOPAJOK OKa3aHHWsA MEIUUUHCKOM IMOMOIIM WM WCKIIOYEHHS €ro H3
yYKa3aHHBIX [IEPEUHs, aKTOB U JJOKYMEHTOB;

(. 5.1 BBeneH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

6) BbIJa4a pa3peLICHUI Ha MPOBEACHNUE KIMHUUECKUX UCCIIET0BAaHUN JIEKAPCTBEHHBIX MIPENapaToB,
BEJICHUE peecTpa BBIIAHHBIX PAa3pEIICHU HA MPOBEACHUE KIMHUYECKUX HUCCIEIOBAaHUM JIEKAPCTBEHHBIX
IIpenaparos;

7) TOCymapCcTBEHHAas pETUCTpallvs JEKapCTBEHHBIX NpernapaTroB, BEACHHE TOCYAapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

8) opranuzanus u (WIn) MPOBEACHUE HHCIIEKTUPOBAHUS CyOBEKTOB 00paIlIeHHS JIEKAPCTBEHHBIX CPECTB
Ha COOTBETCTBUE MIPpaBUIaM HaJJIexKaIlei J1abopaTopHOM MPAKTUKH, TIPABUIIAM HalJIexKaIIei
KJIIMHUYECKOW MPAaKTUKH, IPABUIIAM HAJJIeXKAIIEH MPAKTUKN XPAHEHUS U IEPEBO3KU JIEKAPCTBEHHBIX
MpermapaToB, MpaBWIaM HaJIeXkKaIeld JUCTPUOBIOTOPCKON MPaKTUKH, TIPABHIIaM HaIJIeXKAIIEH alTeuHO’
MPaKTHUKU;

(. 8 B pen. @enepanbHOro 3aKkoHa oT 22.12.2014 N 429-03)

8.1) opranuzanus U (WIn) NPOBEJCHUE MHCIIEKTUPOBAHUS CYObEKTOB OOpAIEHUS JIEKAPCTBEHHBIX
CPeACTB Ha COOTBETCTBHE TPEOOBAHMSM IPABHJ HAJIEKAIICH NMPOU3BOACTBEHHOW IMPAKTHKH, BbIAadYa
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3aKIIIOYCHUH O COOTBETCTBHM MPOM3BOIUTENS JIEKAPCTBEHHBIX CPEIACTB TPEeOOBAaHUSAM  IPABHII
HaJUIeXKallel MPON3BOICTBEHHOHN MTPAKTUKY;
(. 8.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8.2) ycCTaHOBJEHHE TMOpsAKa BEIACHHS M BEACHHE TOCYIapCTBEHHOTO peecTpa 3aKIIYeHHHd O
COOTBETCTBHUH  IPOM3BOJUTENS  JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM TpaBWJ  HaJJIeKallen
MIPOU3BOACTBEHHOMN MPAKTUKH;

(. 8.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocynapcTBeHHast PErMCTpalisl YCTAHOBJIEHHBIX MPOU3BOIUTENSIMH JIEKApCTBEHHBIX MPEnapaToB
Ipe/iebHBIX OTIYCKHBIX II€H Ha KU3HEHHO HEOOXOAMMbIE U Ba)KHEHIME JIeKapCTBEHHBIE MpenapaThl U
BEJICHUE TOCYJIapCTBEHHOI'O peecTpa NPEIEIbHBIX OTIIYCKHBIX LIEH IIPOM3BOIUTENEH Ha JIEKapCTBEHHBIE
npernapaTsl, BKIIOYEHHbIE B II€PEUYEHb HKU3HEHHO HEOOXOAUMBIX M Ba)XHEMIINMX JIEKapCTBEHHBIX
[Ipernaparos;

9.1) cornacoBanue MPOEKTOB PEIICHUI OPraHOB MCIIOJHUTEIBHON BJIACTU CyOBEKTOB Poccuiickoit
@enepaiu 00 YCTaHOBJIGHUWH M (MJIM) HM3MEHEHHM IIpPENIebHBIX Pa3MEpOB ONTOBBIX HaA0aBOK U
IpeleiabHbIX Pa3MEpoOB PO3HUYHBIX HAJ0aBOK K (PAaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENISAMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE IIPENAapaThl, BKIIOUYEHHBIE B
NepeyeHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaTos;

(m. 9.1 BBenen denepanpHpiM 3aKk0HOM 0T 13.07.2015 N 241-03)

10) ycraHoBIIeHHE TOpsJIKa BBO3a JIEKAPCTBEHHBIX cpencTB B Pocculickyio denepaiuio U BbIBO3a
JIEKapCTBEHHBIX CpelacTB U3 Poccuiickon denepanny;
(m. 10 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

10.1) BpIgaya, yCTaHOBIEHUE MOPSIKA BbIIAYU U (JOPMBI JOKYMEHTA, KOTOPBIN MOATBEPIKAAET, UTO
MIPOM3BOJICTBO JICKAPCTBEHHOTO TMperapara OCYIIECTBICHO B COOTBETCTBHHM C TPEOOBAaHUSMH TIPABUI
HaJJIeXKalled TMPOW3BOACTBEHHON TMPAKTHKH, W TMOMJIEKHUT TPEACTABICHHUIO TI0 TPeOOBAHUIO
YIIOJTHOMOYEHHOTO OpPTaHa CTPaHbl, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN Mpernapar;

(n. 10.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10.2) Bplaya, yCTAaHOBJIEHHE IMOPsJIKA BbLAAYM U (POPMBI JOKYMEHTA, COJAEPIKAIIEro CBEJIEHUS O
CTaAUAX TEXHOJIOTMYECKOTo IpoIlecca MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEACTBA JISI MEIUITMHCKOTO
MIPUMEHEHHUS, OCYILIECTBIIIEMbIX Ha TeppUTOpUU EBpa3uiickoro s3KOHOMHUYECKOTO COI03a;

(n. 10.2 BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepanpbHOro 3akoHa OT
13.07.2015 N 241-®3)

11) cozmanue coBETOB MO BOMPOCAM, CBSI3aHHBIM C OOpaIlleHUEM JIEKAPCTBEHHBIX CPE/ICTB;
12) arrecTarus u cepTH(UKAIUS CTICIIHATUCTOB;
13) yrpatun cuity ¢ 1 centsopst 2013 roma. - @enepanbhsbiii 3akon oT 02.07.2013 N 185-D3;

14) ocymecTBienue hapMaKoHaI30pa;
(n. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MeX1yHapOJAHOM COTPYIHHUYECTBE;

16) mosryueHue 1o 3anpocam yrnoJIHOMOYEHHOIO (hefepalibHOTO OpraHa UCTIOHUTENIBHON BIACTH OT
OpPTraHOB WCIIOJIHUTENFHOW BIACTH CcyObekToB Poccuiickoit denepanmm, a Takke OT CyOBEKTOB
oOpallleHusl JIEKAPCTBEHHBIX CPEACTB IS MEIUIMHCKOIO NPUMEHEHHs HH(POpPMALUU MO BOIpOCam
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YCTaHOBJICHUS Y IPUMEHEHMSI 1IEH Ha JIEKAPCTBEHHbBIE IIPENapaThl U HaI0aBOK K HUM;
17) mpuMeHeHne Mep OTBETCTBEHHOCTH 3a HapylIeHHe 3aKoHoAaTenbcTBa Poccuiickoit denepanuu;

18) yTBepkIeHHWE TpaBWJI HAJUIeKAIEH J1a0OpaTOpPHOW TPAKTUKH, MPAaBHJI  HaIJIeKaIIeH
KJIMHUYECKOW IPAaKTHKH, I[paBWJI HajJeXallell NPOM3BOACTBEHHON IpPAKTUKH, IPAaBWI HaIJleKalen
NPAKTUKA  XpaHEHUs M  [EpPeBO3KM  JICKAPCTBEHHBIX  IpenapaToB, MpaBW  HaJyIeKalleu
IUCTPUOBIOTOPCKON TMPAKTUKH, MPAaBUI HAJJIEKalled anTeyHOM MpakTUKH, NpaBWII HaJulexalei
MPaKTUKU (apMaKOHA30pa JEKAPCTBEHHBIX MPENapaToB sl MEAUIUHCKOTO IPUMEHEHUS;

(m. 18 BBeneHn denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19) ycranonenue nopsaka GOpMHUPOBAHUS PETUCTPALIMOHHOTO JIOChE HA JIEKaPCTBEHHBIN Mpenapar
U TpeOOBaHMI K JOKYMEHTaM B €r0 COCTAaBe;
(. 19 BBenen denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

20) yTBepKIeHHE TIPABIII PAIIMOHAIBHOTO BEIOOPAa HAMMEHOBAHHH JIEKAPCTBEHHBIX MPENapaToB IS
MEIUIIMHCKOTO MPUMEHCHUS;
(m. 20 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBepkeHUE NepeyHsi HAMMEHOBaHU JIEKapCTBEHHBIX (POPM;
(m. 21 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) (QopmupoBaHuE peecTpa THUIOBBIX HHCTPYKUMH 1O MEIUIMHCKOMY IPHUMEHEHUIO
B3aMMO3aMEHIEMBbIX JICKAPCTBEHHBIX IIPENApaTOB;
(. 22 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

23) yTBep)KAeHUE TPeOOBaHUI K WHCTPYKIHMH MO MEAUIUHCKOMY MPUMEHEHUIO JIEKapCTBEHHBIX
MpenapaToB U K MHCTPYKIIUU MO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB;
(1. 23 BBeneH DeaepabHBIM 3aKOHOM OT 22.12.2014 N 429-03)

24) nocyneOHOE 3aKpbITHE CAaWTOB, colepkammxX WHGOPMAIMI0O O POZHUYHOW TMPOJAKe
JMCTAHIIMOHHBIM CIIOCOOOM, MpPEUIOKEHUE O MPUOOPETEHHM AMCTAHIIMOHHBIM CIIOCOOOM, OCTaBKe
JUCTAaHIIMOHHBIM crocoboM u (wiu) mnepenade (U3HUECKOMY JIUIy JTUCTAHIIMOHHBIM CIIOCOOOM
JIEKapCTBEHHBIX IIPENapaToB, HAPKOTUYECKUX JIEKAPCTBEHHBIX IpPENaparoB M  ICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIPENApPaTOB, 32 UCKIIOYEHUEM CIIy4aeB, YCTaHOBIEHHBIX [IpaBurensctBoMm Poccuiickoit
denepanuu.

(. 24 BBenen PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

IIpumeyanue:
C29.11.2019 cr. 5 gononnsiercs 1. 25 (O3 ot 28.11.2018 N 449-D3).

[Ipumeuanmue:

[Tonoxenus cratbu 5.1 pacnpoCcTpaHsSIOTCA Ha MOJHOMOYHUS (eiepaIbHBIX OPraHOB UCHOIHUTEIBHOM
BJIACTH, KOTOpbIEe HE MepefaHbl Ul OCYIIECTBICHHS OpraHaM roCyAapCTBEHHOW BIIACTU CyOBEKTOB
Poccuiickoit @enepanuu 1 opraHaM MECTHOTO CaMOYTPaBJIEHUSI COOTBETCTBYIOUIMMHU (eepaTbHbIMU
3aKOHAMHU.

Cratba 5.1. [lepepmava ocyuwecTBneHUs nNOsIHOMo4YuNn deaepanbHbIX OpPraHoB
MCNONIHUTENLHOW BJacTU nNpu OOpalleHUM JeKapCTBEHHbIX CpPeacTB oOpraHam
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MCNONHUTENbLHOWN BNacTn cyobektoB Poccunckon deagepauyum
(BBenena dexnepanbHbIM 3akoHOM OT 13.07.2015 N 233-D3)

[TonmHOMOUMS (enepanbHbIX OPraHOB MCIOJHHUTEIBHON BJIACTH NpU OOpallEeHUH JIEKapCTBEHHBIX
CPEICTB, MpeayCMOTpeHHble HacTodAmuM @DenepalbHbIM 3aKOHOM, MOTYT I€pelaBaTbCsi IS
OCYILECTBJICHMsI ~ OpraHaM  HUCIHOJHUTENBbHOM  Bimactu  cyOwbekToB  Poccuiickoit ~ Penepauuu
noctanosieHusmu [IpaBurensctBa Poccniickoit @enepannu B nopsake, yctaHoBieHHOM denepanbHbIM
3aKOHOM OT 6 OkTsA0ps 1999 roma N 184-®3 "O6 o0muX NPUHIMIAX OPTaHU3ALUHM 3aKOHOAATEIbHBIX
(mpeacTaBUTENbHBIX) U HCIOJHUTENIBHBIX OPraHOB IOCYAApCTBEHHOW BIAcTH cyObeKToB Poccuiickoii
Oenepanyn”.

Cratbsa 6. [lonHOMOYMA OpraHoB MCNOSIHUTENbLHOM BracTu cyb6bekta Poccumckomn
depepaumm npu odpaLleHUn neKkapcTBeHHbIX CpeacTs

K nomHOMOYMSM OpraHoB HCIOJHUTEIBHOW BiacTu cyOwbekta Poccuiickoit ®denepauuu mnpu
00pallleHNH JIEKAPCTBEHHBIX CPEJCTB OTHOCSITCS:

1) pa3paboTka u peanu3anysi perHOHAIBHBIX MPOrpaMM 00€CIIeYeHHs] HaCeJIeHUS JIEKapCTBEHHBIMU
npernaparamy;

2) yCTaHOBJIEHUE IIPEJEIbHBIX Pa3MEPOB ONTOBBIX Ha/J10aBOK U MPEAENIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTMYECKUM OTIIyCKHBIM II€HAM, YCTaHOBJECHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKApPCTBEHHBIE Ipenaparbl, BKIIOUEHHBIE B IE€PEUYEHb >KU3HEHHO HEOOXOIUMBIX H
BAJKHEHIIINX JICKAPCTBEHHBIX IIPEIIApaTOB;

3) ocymiecTBIEHHE PETHOHAIBHOTO TOCYIApCTBEHHOTO KOHTPOJIA 3a INPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE MpEnaparhbl, BKIIOUYEHHBIE B IMEPEYCHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEHIINX
JICKApCTBCHHBIX IMIpE€IapaTtoB, OpraHu3alyusiMu ONTOBOH TOProBjIv, aNTCYHbBIMHU OpTraHU3alusaIMU,
VHIUBHLy ATbHBIMU MTPEIIPHHAMATEISIMHU, HUMEIOIMMH JTUIIEH3UI0 Ha (JapMaleBTHYECKYIO JIESITeNbHOCTB;
(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-®3)

4) mpuHATHE pelieHuss o0 WCIOIB30BaHWUU Ha TeppuTopuu cyObekTa Poccuiickoit deneparum
HapsIy C pelienTaMy Ha JICKapCTBEHHBIC MPenapaThl, 0POPMIICHHBIMU Ha OyMa>KHOM HOCHUTEIIE, PEIIETOB
Ha JIEKapCTBEHHBIE MpernapaThl, CHOPMUPOBAHHBIX B ()OPME FIEKTPOHHBIX IOKYMEHTOB.

(. 4 BBenen denepasibHbIM 3aK0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTtka v u3gaHume rocypapcTtBeHHOM hapmakoneu, pasmellueHue
AaHHbIX O HEN

1. TTox rocymapcTBeHHOM (hapMakoreeid MOHMUMAETCs CBOJ OOMMX (hapMaKOIEHHBIX CTaTed |
(hapMaKoMeHbIX CTaTeH.

2. Pa3zpaborka oOmumx QapMakomneiHbIX cTated W QapMakoONelHbIX CTaTeld, B TOM YHCIE
dapMmakomeiHbIX cTareid Ha (QapMakoleiHble CTaHIAPTHBIE O00paslbl, W BKIIOYEHHE WX B
rOCy/apCTBEHHYIO (hapMaKOIled OCYIIECTBISIOTCSA B TMOPSJIKE, YCTAaHOBIEHHOM YIOJTHOMOYEHHBIM
denepaabHBIM OPraHOM UCTIOTHUTEIEHOM BIIACTH.

(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

3. Pa3zpabotka papmakoneiiHol cTaTbi Ha peEepEeHTHBIN JIEKapCTBEHHBIN IpenapaT U BKIIOUYEHUE
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€€ B rOCYyJIapCTBEHHYIO (hapMakoliel0 B TEUEHHE CPOKa JEHCTBUS 3allMThl HCKIIOYUTEIHHOTO IpaBa,
yAOCTOBEPEHHOTO MAaTEeHTOM Ha pedepEeHTHBIN JIEKapCTBEHHBIN MpemnapaT, OCYIIECTBISIOTCS C COTIacus
€ro pa3paboT4uKa.

(B pen. @enepanbpHOro 3akona ot 22.12.2014 N 429-03)

4. TocynapctBeHHast (QapMakores HW3IaeTCs YHNOJHOMOYCHHBIM  (eiepabHbIM  OpPTaHOM
UCTIOJIHUTEJIBHOM BJIACTH 3a CUET CPEACTB (ellepajbHOro OroKeTa M MOUIEKHUT MEePeH3IaHusIM HEe peke
4YeM OJMH pa3 B IIAITh JIET, B MEPUOJ MEXKIY KOTOPBIMU H3JAIOTCS TPHIIOKEHHUS K TOCYIapCTBEHHOMN
dapmakonee, coaepkamue obOmue (apmakomneiinple cratbu M (WIM) (apMakoneiHble CTaTby,
YTBEP KIICHHBIE TTOCIIE M3/IaHUs WU IePEU3IaHus rOCy1apCTBEHHON (hapMaKOTICH.

5. YnomHomouyeHHBIH (enepanbHblii OpraH HWCHOJHUTENBHON BIACTH pa3MelaeT JaHHBIE O
roCcyJIapCTBEHHOM (hapmMakoriee U MPUIIOKEHUIX K Hell Ha cBoeM odunanbHOM caiite B cetu "MHTepHeT"
B YCTAHOBJIEHHOM MM MOPSIKE.

Masa 4. TOCYOAPCTBEHHbIA KOHTPOI1b NPU OBPALLEHUA
NEKAPCTBEHHbBIX CPEACTB

Ctratba 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB U
dapmaueBTMUYECKON OeATENBbHOCTHU

1. JInueH3upoBaHue MPOU3BOJICTBA JEKAPCTBEHHBIX CPEJICTB U (papMalleBTUUYECKON JesTeIbHOCTH
OCYILECTBIISICTCS B COOTBETCTBUU C 3aKOHOaTenbcTBOM Poccuiickoit denepanyu.

2. O6s3aTeabHBIM YCIOBUEM MIPEIOCTABICHUS JIMLEH3UN HAa IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB
SBIIAETCS TPUJIIOKEHUE K 3asBICHUIO COMCKATENs JIMIIEH3UH IMEpeyuHs JIEKapCTBEHHBIX (GopM u (WiIn)
BUJIOB (hapMalleBTHUECKUX CyOCTaHIMN, KOTOpbIE MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEACTB HaMepeH
MIPOU3BOJUTE.

3. B cnyuyae HEOOXOAMMOCTH pacUIMpPEHUs] IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB 3a CYET HOBBIX
JIEKapCTBEHHBIX (OpM © BHUJIOB (hapMaleBTHYECKUX CYOCTAaHIIMH MPOU3BOIUTENb JIEKAPCTBEHHBIX
CPEACTB IOJKEH NOJIYYUTh HOBYIO JIMLIEH3UIO HA IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB.

Cratba 9. [locypapcTBeHHbIW KOHTponb (Hag3op) B ccepe obGpaweHus
neKkapcTBEHHbIX CPeAcTB
(B pen. denepanpHoro 3akoHa ot 25.06.2012 N 93-03)

1. F'ocymapcTBeHHBINH KOHTPOJIb (Haa30p) B chepe oOpalieHus JeKapCTBEHHBIX CPEJICTB BKIIFOYAET B
ceos:

1) NUUEH3WOHHBI KOHTPOJIb B c(epe MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEIACTB U B cdepe
(bapMareBTHYECKON NeATeTHbHOCTH;

2) (denepanbHBINA TOCYIapCTBEHHBIN HAA30p B cepe oOpallieHus JeKapCTBEHHBIX CPEICTB;

3) BEIOOPOYHBIN KOHTPOJIh Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB.
(m. 3 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. JIuueH3WOHHBIA KOHTPOJNH B cdepe NPOM3BOACTBA JIGKAPCTBEHHBIX CPEICTB H B cdepe
(bapmalieBTHUECKON JEATENBHOCTH OCYIIECTBISIETCS YIMOJHOMOYEHHBIMU (peiepalbHbIM  OpraHOM
WCTIOJTHUTEIIGHON BJIACTH W OpraHaMH WCIIOJTHUTEIHHOUW BIACTH CyOBbekTOB Poccuiickoit deneparmm
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COTJIACHO MX KOMIIETEHLIMH B MOPSAJKE, ycTaHOBIEHHOM denepalbHbIM 3aKOHOM OT 26 nexadbps 2008
roga N 294-®3 "O 3ammure npaB OPUAUYECKUX JIHI[ U WHAWBUIYAIbHBIX MpEANPUHUMATENICH NpU
OCYIIECTBJIEHUN TOCYAApCTBEHHOTO KOHTPOJsS (HaA30pa) MU MYHHULHMIAIBHOIO KOHTPOJS', C y4yeToM
0CcOOEHHOCTEH OpraHM3alyy U IPOBEIEHHs MPOBEPOK, YCTAaHOBIEHHBIX DeepaibHbIM 3aKOHOM OT 4 Mast
2011 roga N 99-®3 "O nuueH3upoBaHUM OTAEIbHBIX BUAOB JESITEIBHOCTH' .

3. denepanpHBIi TOCYNAPCTBEHHBIH Haa30p B cdepe oOpaiieHus JIeKapCTBEHHBIX CPEICTB
OCYIIECTBISICTCSA YMOJIHOMOYEHHBIMU (peepaibHBIMI OpraHaMHu HWCIOJIHUTEIBRHON BIIacTH (nanee -
OpraHbl TOCYJIApCTBEHHOTO HAA30pa) COTJIACHO HMX KOMIETCHIIMH B TOPSAKE, YCTAaHOBIECHHOM
[IpaButenscTBOM Poccuiickoi denepanuu.

4. @enepanbHbIl TOCYHApCTBEHHBIM HaA30p B cdepe oOpallleHHs JIEKApCTBEHHBIX CPEACTB
BKJIFOYAET B CeOs:

1) OopraHu3alrl0 U IMPOBCACHUC IMPOBCPOK COGJ’IIOI[GHI/IH CY6T>CI(T3.MI/I 06pameHI/1${ JICKApCTBCHHBIX
Cp€ACTB YCTAHOBJICHHBIX HACTOAIIMM CDC)IGpEU'II)HBIM 3aKOHOM W INPUHATBIMHU B COOTBCTCTBHH C HUM
HWHBIMH HOPMATUBHBIMU IIPABOBBIMH AKTaAMH Poccwuiickoit q)ez[epam/ll/l Tpe60BaHHI>i K OOKJIMHHUYCCKUM
HUCCICAOBAHUAM JICKAPCTBCHHBLIX CPEACTB, KIMHUYCCKHUM HCCICOAOBAHUAM JICKAPCTBCHHBIX IIPEIIapaToB,
XpaHCHUIO, IICPCBO3KE, BBO3Y B POCCHﬁCKym @enepaumo, OTIIYCKY, pe€alin3aluu JICKAPCTBCHHLIX
CpCACTB, NPUMCHCHHUIO JICKAPCTBCHHBIX IIPCIIApaTOB, YHHUYTOXKCHHUIO JICKAPCTBCHHBIX CPCIACTB, a4 TAKKC
CO6J'II-OI[€HI/IH YHOOJIHOMOYCHHBIMU  OpraHaMu HCIIOJHUTEILHON  BJIACTHU CY6’bCKTOB Poccuiickoii
CDG}ICpaIII/II/I MCTOAWKHN YCTAHOBJICHUA TMPCACIIBHBIX PpPa3MCPOB OIITOBBIX Ha)16a1301< H MpCACIIbHBIX
pasMEpOB PO3HUIHBIX HaZ[6aBOK K (baI(TI/I‘lCCKI/IM OTIIYCKHBIM LICHAM, YCTAHOBJICHHBIM IIPOU3BOJUTCIISIMU
JICKApCTBCHHBIX IIPCIIapaToB, HA JICKAPCTBCHHLIC IIPCIapaTbl, BKIIOYCHHBIC B IICPCUCHL KHU3HCHHO
HCO6XOJII/IMLIX M BaXKHEHILINX JICKAPCTBCHHBIX MPCIIapaToB (naﬂee - o0sI3aTeNIbHbBIC Tpe6OBaHI/I5{);

2) opraHu3aIMio U MPOBEJIECHNE TTPOBEPOK COOTBETCTBUS JIGKAPCTBEHHBIX CPEJICTB, HAXOSAIIUXCS B
rpa)xIaHCKOM 000pOTe, YCTAHOBIECHHBIM TPEOOBAHHSIM K X KaYECTBY;

2.1) npoBeneHNE KOHTPOJIBHBIX 3aKYNOK B LEISIX MPOBEPKU COOIIOJCHHS CyObeKTaMH OOpaIleHus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISIOIIMMU PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU IMpenapaTamu
JUIS MEIULMHCKOTO IMPUMEHEHMsI, MPAaBUJ OTIyCKa JIEKAPCTBEHHBIX IPENapaToB JJs MEIUIMHCKOTO
OpUMeHeHus W (uam) 3amnpera npofaxku  (GanbCU(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
HET00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(. 2.1 BBeneH denepanbHbIM 3akoHOM OT 27.12.2018 N 511-D3)

3) opraHu3aIyio U MpoBeaAeHHE papMaKoHaA30pa;

4) npuMeHeHre B MOPAKE, YCTAHOBICHHOM 3aKoHOaTenbCcTBOM Poccuiickoit deneparnyu, mep 1o
MIPECEUYCHHUIO BBISIBJICHHBIX HApYIICHUH 00s3aTeNbHBIX TpeOOBaHMN M (MJIM) YCTPAHEHUIO IMOCIIEACTBUI
TaKUX HapylLIeHUWH, B TOM YHCJIE MPHUHATUE PEHICHUS O HAXOXJIEHHM JIEKapCTBEHHBIX CPEJICTB B
oOpalieHny, BeIIaYy Mpeancanuii 00 yCTpaHEHUHU BBISBICHHBIX HApYIIEHUH 00s3aTeNbHBIX TPeOOBaHUIA
U TIPUBJIEYEHNE K OTBETCTBEHHOCTH JIUL], COBEPIIMBIINX TAKHE HAPYILIECHUS.

(uactp 4 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5. ®enepanbHbI TOCYJIApCTBEHHBI Ham30p B cdepe oOpalleHus: JEeKapCTBEHHBIX CPEICTB
OCYIICCTBIISICTCS B TOpsAKE, ycTaHOBICHHOM DenepanbHbiM 3aKOHOM OT 26 nekadpst 2008 roma N
294-®03 "O 3zammre TMpaB IOPUIAMYECKUX JIMIl M HMHIUBUAYAIBHBIX MNpEJNIpUHUMATENEH IpH
OCYIIECTBJIEHUU TOCYAApCTBEHHOTO KOHTPOJIS (HaA30pa) MU MYHHUIMIAIBHOIO KOHTpPOJA', ¢ ydyeToM
0CcOOEHHOCTEH, yCTAaHOBJIEHHBIX HacToseill craTbeid. IlpeaBapuTenbHOe corjlacoBaHHE C OpraHaMu
MPOKYpaTypbl CPOKOB TIPOBEACHHS BHEIUIAHOBOW TPOBEPKH CYOBEKTOB OOpAIICHHS JICKAPCTBEHHBIX
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CPEICTB, a TaKKe MPEIBAPUTCIILHOC YBEAOMJICHHE IOPWIAMYSCKUAX  JIUI, WHIAWBHUIYATBHBIX
MpearpruHUMaTeNeii 0 Havale MpOBEeNEHUs 3TON mpoBepku He Tpeldyerca. Opranbl MPOKYpaTyphl
M3BEIIAIOTCS O MPOBEICHUU BHEIJIAHOBOW IMPOBEPKH CYOBEKTOB OOpAIICHUS JICKApPCTBEHHBIX CPEACTB
MOCPEJICTBOM HAIPABJICHUS COOTBETCTBYIOIIMX JOKYMEHTOB B TCUCHHE TPEX PabOYMX JHEH ¢ MOMEHTa
OKOHYAHUS MPOBEJACHUS YKa3aHHON BHETUIAHOBOM MTPOBEPKH.

(uacts 5 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

6. Jlo)bKHOCTHBIE JMIIa OpraHa TOCYJapCTBEHHOTO Haa30pa B MOPSIKE, YCTAaHOBICHHOM
3akoHoJaTenbCcTBOM Poccuniickon denepanyu, UMEIOT IIPaBo:

1) monmyyaTh Ha OCHOBAaHHWU MOTHBHMPOBAHHBIX MHCbMEHHBIX 3alIPOCOB OT CYOBEKTOB OOpallleHUs
JICKapCTBEHHBIX CPEACTB, OPraHOB HCIOJHUTENBbHOM BiacTu cyOowbekToB Poccuiickoit Penepauuu u
OpraHOB MECTHOI'O CaMOYIpPAaBJIEHUS JOKYMEHTbl M HH(poOpManuio 1o BolpocaM oOpalleHus
JIEKApCTBEHHBIX CPEJICTB;

2) OecnpensTCTBEHHO IO MPEIbSBICHUH CIY>KEOHOrO YJIOCTOBEPEHMsI U KONUHM IpUKa3a
(pacnopsbkeHHsI) opraHa rocyJapCTBEHHOI'O Haj30pa O HA3HAYEHUH MPOBEPKH MOCEHIATh HCIIOJIb3yeMble
IOPUAMYECKUMU  JIMIIAMM, WHAMBUAYAIbHBIMU TPEANPUHUMATENAMU, SBJSIOUIMMUCS CyObEKTaMH
oOpallleHusl JIEKAPCTBEHHBIX CPEJICTB, MPU OCYIIECTBICHUHM CBOEH JEATEIbHOCTU TEPPUTOPHHM, 3AAHUS,
ITIOMEUIEHUS U COOPYKEHHUS B LIEJISIX ITPOBEACHUS MEPOIIPUATHN 110 KOHTPOJIIO;

3) mpoBoauTh O0TOOP OOpPA3LOB JEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYCHHBIX JUIS pealu3alud U
peaiu3yeMbIX CyObeKTaMu OOpalieHHus] JIEeKapCTBEHHBIX CPEACTB, JUIS IPOBEPKU UX KauecTsa,
NPOBEICHUS MCCIEOBAHUN, WCIBITAHMM B COOTBETCTBUM C HpaBWIaMH oOTOOpa 00Opaslos,
YCTaHOBJIEHHBIMHU YTIOJTHOMOYEHHBIM (pesiepaibHbIM OPraHOM HCIIOJIHUTEIBHOM BIIACTH;

3.1) TpoOBOAUTH KOHTPOJBHBIC 3aKYIMKH JICKAPCTBEHHBIX TMPENapaTtoB Uil MEIUIIMHCKOTO
MPUMEHEHUS B IEIAX TPOBEPKH COOJO/ICHUS CyOBheKTamMH OOpalieHusl JIEKapCTBEHHBIX CPEJICTB,
OCYILIECTBISIIOIIUMHY  PO3HUYHYIO) TOPTOBIIO JIEKAPCTBEHHBIMU TMpemapataMu i MEAUIIMHCKOIO
MIPUMEHEHHUS, MPABWJI OTITyCKa JIEKAPCTBEHHBIX IMPENapaToB I MEAUIIMHCKOTO MPUMEHEHHS U (WIIH)
3ampera  OpoAakd  (panbCU(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB, HEAOOPOKAaYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U KOHTPa(AKTHBIX JIEKAPCTBECHHBIX CPE/ICTB;

(. 3.1 BBeneH denepanbHbIM 3akoHOM OT 27.12.2018 N 511-D3)

4) BBIIaBaTh CyOBEKTaM OOpAIICHUS JICKAPCTBEHHBIX CPEJICTB MPEIANHUCAHHUS O MPEKPAIICHUH
HapyIlIeHni 00s3aTebHBIX TPeOOBaHMH M 00 YCTPaHEHHH BBISIBICHHBIX HApyLICHHH 00s3aTebHBIX
TpeOOBaHUN;

5) HampaBJIAThH B YIIOJTHOMOUYEHHBIE OpPraHbl MaTepHabl, CBSI3aHHbBIE C HAPYIIEHUSIMH 0053aTeIbHbIX
TpeOOBaHUH, IS PELICHHUS BOIIPOCOB O BO30YKJICHUN YTOJIOBHBIX JIEN MO MPU3HAKAM MPECTYTIICHUH.

7. BBI60pO‘lHBII>i KOHTPOJIb Ka4€CTBA JICKAPCTBCHHBIX CPCACTB OCYIICCTBIIACTCA YIIOJJHOMOYCHHBIM
q)enepaanHM OopraHomM HCIIOJIHUTEILHOM BIACTH B YCTAaHOBJICHHOM UM IIOPAAKE U BKIIIOYACT B ceOs:

1) 0OpaboTKy CBeACHHI, B 00S3aTEILHOM TOPSJKE IMPEIOCTABISIEMBIX CyOBEKTaMH OOpalieHHs
JIEKaPCTBEHHBIX CPEJNICTB, O CEPHUAX, MAPTUAX JIEKAPCTBEHHBIX CPEJICTB, MOCTYMAIINX B TPaXTaHCKHM
obopot B Poccuiickoit denepanuu;

2) oTOop 00pa3IoB JEKAPCTBEHHBIX CPEACTB y CYOBEKTOB OOpalleHus JIEKAPCTBEHHBIX CPEJCTB B
LEJISAX TPOBEICHHS MCIBITAHMA HAa WX COOTBETCTBHE TPEOOBAHUSM HOPMATHUBHOW JOKYMEHTALIUU HIIU
HOPMATUBHBIX TOKYMCHTOB;,
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3) npuHATHE TO pe3yJibTaTaM MPOBEACHHBIX MCHBITAHUN pPELICHMS O AajJbHEHIIEM Ipa)JIaHCKOM
000pOTEe COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO CPE/ICTBA;

4) TmpuHATHE YNOJIHOMOYECHHBIM (elepaJbHbIM OpPraHOM HCIIOJIHUTEIFHONW BIIACTH PEIICHUS O
NIepEeBO/IC JIEKAPCTBEHHOTO CPEJICTBA HA MOCEPUIHBIA BHIOOPOUHBIH KOHTPOJIb Ka4eCTBA JIEKaPCTBECHHBIX
CpeACTB B cllydyae TIOBTOPHOTO BBISIBIICHHS HECOOTBETCTBHS KauecTBa JIEKAPCTBEHHOTO CPENCTBA
YCTQHOBJICHHBIM TpeOoBaHMsIM M (IIpY HEOOXOAMMOCTH) O TpoBepKe CcyOBbekTa oOpalueHus
JIEKApCTBEHHBIX CPEACTB. Pacxo/pl, CBsI3aHHBIE C MPOBEICHHEM IOCEPUHHOTO BBIOOPOYHOTO KOHTPOIIS
KayecTBa JIEKAPCTBEHHBIX CPEJCTB, OIJIAYMBAIOTCS IMPOU3BOAUTENIEM JIEKAPCTBEHHOI'O CpeACTBa JHMOO
Jep KaTeseM WM BIIAJIeNbIIeM PETUCTPAIIHOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO MIperapara.

(uacts 7 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Mnasa 5. PASPABOTKA, JOKITMHWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCNEOOBAHUA
NEKAPCTBEHHbBIX NMPEMNAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

Cratbs 10. Pa3paboTka nekapCcTBEeHHbIX CpeacTB

1. Pa3paboTka JeKapCTBEHHBIX CpEACTB BKIIOYAET B ce0s MOUCK HOBBIX (hapMaKOJIOTHYECKU
aKTUBHBIX BEILIECTB, MOCJIEIYyIOIIee H3YYEHHE MX JIEKQpCTBEHHBIX CBOMCTB, JIOKIMHUYECKHE
UCCIIeIOBAHMS, Pa3pabOTKy TEXHOJIOTMH MPOU3BOACTBA (hapMaleBTHUECKUX CyOCTaHLUH, pa3paboTKy
COCTaBOB M TEXHOJIOTUI POU3BOCTBA JIEKAPCTBEHHBIX NTPENapaToB.

2. @uHaHCOBOE 0OecreueHue pa3pabOTKU JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISAETCS 32 CUET:

1) cpencTB denepanbHOro OrOIKETA;

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEICTB MPOU3BOAUTENEH JIEKapCTBEHHBIX CpPEACTB npu BBITTOJTHEHUH
HAyYHO-HUCCIIEIOBATENbCKUX PAabOT MO JOTOBOPY MeEXAy pPa3pabOTUYMKOM JIEKApCTBEHHBIX CPEACTB U
IIPOU3BOIUTEINIEM JIEKAPCTBEHHBIX CPEJICTB;

4) WHBIX HE 3aIPEIICHHBIX 3aKOHOATENBCTBOM Poccuiickoit denepannu HCTOYHUKOB.

3. IlpaBa pa3zpaboTunKa JEKapCTBEHHOI'O CPEJICTBA OXPAHAIOTCS IPAKIAHCKUM 3aKOHO1aTEIbCTBOM.

Cratba 11. [JOKNUHM4YECKOe wuccriefqoBaHue JeKapCTBEHHOro cpeacrea  Ans
MeAULMUHCKOro NnpMMeHeHus

1. ,):[OKJ'II/IHI/I‘IGCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA 1A MCAWIHUHCKOIO IIPUMCHCHUA
MMpOBOAUTCA IMYTEM HNPUMCHCHHA HAYYHBIX MCTOAOB OIICHOK B MNOCIIAX TMOJIYYCHHA OOKAa3aTCIbCTB
6630HaCHOCTI/I, Ka4dycCTBa U S(b(I)CKTI/IBHOCTI/I JICKaApCTBCHHOI'O CPCACTBA.

2. JIOKIMHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOTO CPEJCTBA I MEIUIMHCKOTO TPUMEHEHHS
MIPOBOJIUTCS B COOTBETCTBHM C TpaBWJIaMU HaJIe)Kalled Ja00paTOPHON NPAKTHUKH, YTBEPKICHHBIMU
YIIOJITHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM UCTIOTHUTEIHHON BIIACTH.

(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

3. I[J'IS[ opraHu3atvii U MPOBCACHUA JOKIMHUYCCKOTrO UCCICAOBAHHNA JICKAPCTBCHHOTO CPECACTBA IJIA
MCAUIIMHCKOI'O MMPUMCHCHU pa3pa6OT‘{I/IKI/I JICKApCTBCHHBIX CpeacTB MOTYT IIPpUBJICKATDH
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Hay4YHO-UCCJICAOBATEIIbCKUE OpraHu3aluu, 00pa3oBaTelIbHbIE OPTaHM3allMK BBICIIETO OOpa30BaHMUS,
UMEIOIUE HEOOXOAUMYIO MaTepHUaIbHO-TEXHHUYECKYI0 0a3y M KBaNU(UIIMPOBAHHBIX CHEIHAIMCTOB B
COOTBETCTBYIOIICH 00IaCTH HCCIICIOBAHUS.

(B pen. ®enepanpHoro 3akona ot 02.07.2013 N 185-D3)

4. JIOKHI/IHI/I‘IGCKOG HCCJIICOOBAHUC JICKAPCTBCHHOI'0 CpeACTBA JII MCOAUIUHCKOIO IIPUMCHCHUA
NpOBOAUTCA II0 YTBCPKIACHHOMY pa3pa6OT‘-II/IKOM JICKAPCTBCHHOTO CPCACTBA IIJIaHYy C BCIACHUCM
IMPOTOKOJIa 3TOTO HMCCICOOBAHHA M COCTABJICHHUEM OTYETA, B KOTOPOM COACPIKATCA PE3yJIbTaTbl 3TOIO
HUCCIICOAOBAaHUA MW 3aKIHOYCHHUC 0O BO3MOXHOCTH  IIPOBCACHHA  KIMHUYCCKOI'O HUCCICIOBaHUA
JICKApCTBCHHOT'O IpCriapaTta JJid MEAUINHCKOI'O IPUMCHCHH.

5. [IpoBenenue mpoBepoK COOMIOACHUS MPABUI HaANIeXKaIel 1a00paTOpHOM MPAKTUKH M MPABOBBIX
HOPM HCIIOJIb30BaHUSI KUBOTHBIX IPU TPOBEACHHUH JOKIMHUYECKHX HCCIEIOBAHUHN JICKAPCTBEHHBIX
CPEICTB Al MEAMIMHCKOTO MPUMEHEHHUs OCYIIECTBISETCS YIMOJIHOMOUYEHHBIM (heepaabHbIM OpraHOM
HWCIIOTHUTEIbHOM BIIACTH.

(B pen. @enepanbpHOro 3akona ot 22.12.2014 N 429-03)

6. Pe3ynbTaThl JOKIMHUYECKOTO HCCIIEJOBAHMS JEKApCTBEHHOI'O CpEACTBa i MEAMIIMHCKOIO
IPUMEHEHHUS MOTYT ObITh HPECTaBICHbI B YINOJHOMOYEHHBIN (enepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH B YCTAaHOBJICHHOM MOPSJIKE B LEJSIX TOCYIapCTBEHHOM perucTpaluy JIEKapCTBEHHOTO Mpenapara.

Cratba 12. [loknMHMYECKOEe UccrnefoBaHWe JEeKapCTBEHHOro cpeacrtBa M
KIIMHNYEeCKOe MUcCcrefoBaHMe JEeKapCTBEHHOro npenapara pAns  BeTepUHapHoro
NPUMeHeHunA

1. JloknuHMYECKOEe HCCIIeJOBaHUE JIEKAPCTBEHHOTO CPEACTBA AJII BETEPUHAPHOTO MPUMEHEHUS
IIPOBOAMTCA IyTEM IPUMEHEHHS HAYYHBIX METOJOB OLICHOK B LEIAX IOJY4YEHHs [JOKa3aTeNbCTB
0€e30IacHOCTH, KauecTBa U 3(P(PEKTUBHOCTHU JEKAPCTBEHHOTO CPECTBA, B TOM YUCIIE ONPEIENIECHHs CpoKa
€ro BBIBE/ICHUS U3 OpraHM3Ma JKUBOTHOTO, B LIEJSAX oOecredeHns: 0e30MacHOCTH MPOIYKIMU KUBOTHOTO
IIPOUCXOXKACHUS [TOCIIE IPUMEHEHHUSI COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Mpernapara.

2. JIOKJIIMHUYECKOE HCCIEeOBAaHNE JIEKAPCTBEHHOIO CPEICTBA M KIMHUYECKOE HCCIEOBaHUE
JIEKapCTBEHHOI'O Ipenapara JUisi BETEpPUHApPHOIO INPUMEHEHUs, HCCIIEJOBaHHE OHMO3KBHUBAJIEHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOT'O Mpernapara MPOBOASATCS B COOTBETCTBUHU C MPABWIAMH, YTBEPKACHHBIMHU
YIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJIHUTEIBbHOU BIIACTH.

3. JIOKJIIMHMYECKOE HCCIIENOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHHYECKOE MCCIEIOBAHNE
JIEKAPCTBEHHOI'0 Ipernapara Juisi BETEPUHAPHOIO IPUMEHEHMsI TPOBOJATCA IO YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEACTBA IUIAHY C BEIEHHEM IIPOTOKOJIOB 3TUX HCCIEAOBaHUMA U
COCTABJICHUEM OTUETOB, B KOTOPBIX COAEP/KATCS PE3yJIbTaThl 3TUX UCCIIEIOBAHUM.

4. JInst opraHu3alMy U NMPOBEJEHUS JTOKIMHUYECKOro HCCIeI0BaHUs JIEKapCTBEHHOIO CPEJCTBA U
KIIMHUYECKOI0 UCCIIEI0OBAaHM JIEKAPCTBEHHOTO MIpenapara /sl BETEpUHAPHOIo IPUMEHEHUS pa3paboTunK
JEKapCTBEHHOTO  CPEJICTBA  MOXET  IpUBJIEKaTb  OpraHu3aliM, HMMEIoLIHMe  HEoOXOIUMYIO
MaTepHAIbHO-TEXHUUECKYIO 0a3y W KBaJTM(HUIIMPOBAHHBIX CIENHUAINCTOB B COOTBETCTBYIOIIEH 001acTH
HCCIIeIOBAHMS.

5. KnuHnyeckne uCClenoBaHMs JIEKAPCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO INPUMEHEHMS
IPOBOJATCS B BETEPUHAPHBIX OpPraHM3alMAX M B OPraHU3alMsIX, OCYIIECTBISIONIMX pa3BelCHHE,
BBIPALIIMBAHUE U COJICPKAHHUE KUBOTHBIX, B LIEJISIX:
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1) ycTaHOBIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IPETAapaTOB 3/10POBBIMH KUBOTHBIMU;

2) mombopa ONTHUMAIBHBIX JO3MPOBOK JIGKAPCTBEHHBIX IIPEMapaToB M Kypca JIeYeHHS Ha
KOHKPETHOM TPYIITE KUBOTHBIX C OMPEICICHHBIM 3a00JIEBAHUEM;

3) ycraHoBieHus 6e30macHOCTU U 3G (HEKTUBHOCTH JIGKAPCTBEHHOTO Mpernapara, mpeIHa3HadYeHHOTO
JUTsI JICYCHUS OTIPEICICHHBIX 3a00JIEBaHMM KUBOTHBIX, WIH d()PEKTUBHOCTH JIEKAPCTBEHHOIO TIpenapara
Ui Tpo(hunakTUKK 3a00JIeBaHUN 3TOPOBBIX JKUBOTHBIX;

4) wn3y4yeHHs] BO3MOXHOCTEH pacUIMpEHUs MOKa3aHUM K NIPUMEHEHHUIO 3aperucTpUpOBAHHOTO
JIEKapCTBEHHOT'O MpenapaTa U BbISBICHUS PaHee HEU3BECTHBIX MOOOUHBIX JIEHCTBUH.

6. Knunnueckoe wucciieoBaHME JIEKapCTBEHHOI'O Ipernapara Jisi BETEpUHAPHOIO IPUMEHEHUs
OCYILIECTBIISICTCS 32 CUET CPEACTB Pa3pabOTUMKa JIEKAPCTBEHHOTO CPEJICTBA.

7. Otuerbl O pe3ysbTaTaXx JOKIMHUYECKOTO MCCIEJOBAHUS JIEKAPCTBEHHOIO CpEACTBa U
KJIIMHUYECKOTO0  HUCCJIEIOBAHMS  JIEKAPCTBEHHOIO Mpernapara [Jisi BETEPUHAPHOTO  MPUMEHEHUS
COCTaBJISIIOTCA  pa3pabOTUUKOM JIEKAPCTBEHHOI'O CpEACTBA C YUYETOM 3aKJIIOYEHHH OpraHu3alui,
MPUHUMABIIUX yYacTHE B OPTraHU3AIMH U TPOBEICHUH 3TUX HCCIEIOBaHUN.

8. KonTposipb 3a mnpoBeieHHEM JOKIMHUYECKUX MHCCIEIOBAaHUN JIEKApCTBEHHBIX CPEJICTB U
KIMHUYECKUX  HCCIIENOBAaHUM  JIEKAPCTBEHHBIX IPENaparoB JUlsl BETEPUHAPHOIO  IIPUMEHEHHUS
OCYIIECTBIISIETCS YIIOJIHOMOUYEHHBIM (heIepaIbHbIM OpraHOM HMCIIOJHUTENIBHOM BJIaCTH.

aga 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOW PETMCTPALIMA
NEKAPCTBEHHbBIX NMPEMNAPATOB

CraTtba 13. NlocyaapcTBeHHas permcrpauuvs nekapcTBeHHbIX nNpenapaToB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Poccuiickoii deaepanuu I10MyCKarOTCs MPOU3BOACTBO, U3rOTOBJIEHUE, XPAHEHHUE, MEPEBO3Ka,
BBO3 B Poccuiickyro ®denepanuio, BeiBO3 u3 Poccuiickoit denepanuu, pekiiama, OTHYCK, pean3alus,
nepefada, NPUMEHEHUE, YHUYTOKEHHUE JIEKAPCTBEHHBIX IMPENapaTroB, €CIM OHU 3aperuCTPUPOBAHBI
COOTBETCTBYIOIIMM YTIOJTHOMOUYEHHBIM (pe/iepaTbHBIM OPTaHOM HCIIOJIHUTENBHOMN BIIACTH.
(dactp 1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocygapCTBEHHOM perucTpaiu moaJjiexKar:

1) Bce nexapCTBEHHbIE Npenaparthbl, BIIEPBbIE MOJUIEKalINEe BBOAY B oOpaimieHue B Poccuiickoii
denepanuu;

2) IneKapCTBEHHbIE Ipenaparbl, 3aperUCTPUPOBAHHBIE paHEe, HO IPOMU3BEIACHHBIE B JAPYTUX
JIEKapCTBEHHBIX ()OpMax B COOTBETCTBUHU C NEpEYHEM HAWMEHOBAaHUI JIEKapCTBEHHBIX (OpPM, B HOBOU
J03UPOBKE MPH JOKA3aTEIbCTBE €€ KIMHUYECKON 3HAaUNMOCTH B 3P PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMU 3aPETUCTPUPOBAHHBIX paHee JIEKapCTBEHHBIX MPENapaToB.

3. l'ocynapcTBeHHass perucTpanus JEKapCTBEHHBIX IPENapaToB OCYIIECTBISAETCS IO pe3yJsibTaTaM
SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB, a TOCYAAapCTBEHHAs perucTpainus op(paHHBIX JIEKAPCTBEHHBIX
[IPENapaToB OCYLIECTBISIETCA [0 pe3ysibTaTaM JKCHEPTU3bl JOKYMEHTOB, IIPEICTaBICHHBIX IS
OIpeJIeJIEHUs] BO3MOKHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN MpenapaT Uil MeIUIMHCKOIO NPUMEHEHUS
IIPU  OCYIIECTBJIEHUU TOCYJapCTBEHHOW perucTpalyuyl B KadyecTBe OpQaHHOIO JIEKAPCTBEHHOTO
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npernapara, v o pe3yJibTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. 'ocynapcTBeHHasl perucTpanus JeKapCTBEHHOTO MpernapaTa OCyIleCTBISIETCS COOTBETCTBYOLIUM
YIOJIHOMOYECHHBIM (heIepaibHBIM OPTraHOM HCIOJHHUTENBHOW BIACTH B CPOK, HE MPEBBINAIONIMNA CTa
HIECTUAECATH PAabOUYMX THEH CcO JTHS HPUHATHS COOTBETCTBYIOLIETO 3asBICHHUS O TIOCYIAapCTBEHHOM
perucTpanmy JIeKapcTBEHHOro npenapara. B ykasaHHbBI CpOK BKJIHOYAaeTcs BpeMs, HEOOXOAUMOE st
IIOBTOPHOI'O IIPOBEJEHUS 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBHUM CO cCTaThed 25
Hactosuero denepanpHoro 3akoHa. Cpok rocyAapCcTBEHHOW PErHMCTpalliy JIEKAPCTBEHHOTO IperapaTa
UCUUCIIAETCS CO JHSA TPUHATHA COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eliepaibHbIM  OpraHOM
UCIIOJIHUTENIbHOM  BJIAaCTH  COOTBETCTBYIOILETO  3asBJICHHUS O TOCYJapCTBEHHOM  perucrpaiuu
JICKapCTBEHHOT'O IIpernapara ¢ MPWIOKEHUEM HEOOXOJUMBIX JIOKYMEHTOB IO JI€Hb BbLIA4H
PErUCTPALIMOHHOTO YJOCTOBEPEHHUS JIEKaPCTBEHHOI O IpenapaTa. Bpems, HeoOxoaumoe 1715l HanpaBiaeHUs
YIOJIHOMOYEHHBIM  (heZiepalibHbIM OpPraHOM MCIIOJHHUTEIBHON BIIACTH 3ampoca O MpeACTaBICHUU
HEO0OXOUMBIX MaTE€pHaJIOB U MPECTABIICHUS 3asBUTEIEM OTBETA HA JAHHBIN 3alpOC B COOTBETCTBUH CO
cratbsiMu 16, 19 u 23 nHactosmero denepalibHOrO 3aKOHA, HE YUYMUTBHIBAETCS MPU HCUUCIEHUH CpOKa
roCy/1apCTBEHHOW PETUCTpaLliy JIEKapCTBEHHOTO Mpenapara.

5. 'ocynapcTBEeHHOM perucTpanyy He MOJIeKaT:

1) nexapcTBeHHbIE Npenaparbl, W3rOTOBJICHHbIE AaNTEYHbIMU OPraHU3alUsSIMU, BETEPUHAPHBIMU
anTEeYHbIMH OpraHU3alMsIMU, WHAWBUIYAIbHBIMU MPEINPUHUMATEISIMHI, KOTOPbIE UMEIOT JIMIIEH3HIO Ha
(bapMalleBTUUECKYIO JAESITEIBbHOCTh, IO peleNnTaM Ha JIEKApCTBEHHbIE MpernapaTbl U TpeOOBAHUAM
MEJIULIMHCKUX OPTaHU3alii, BeTepUHAPHBIX OpraHU3aLui;

2) neKapCTBEHHBIE MpernapaThl, IPHOOpPEeTeHHbIC (PU3UUSCKUMH JIMIIAMU 3a TpenaenamMu Poccuiickoit
denepaluny U NpeIHA3HAYCHHBIE JI IMYHOTO UCTIOJIb30BAHUS;

3) nekapcTBEHHBIE TIpemapathl, BBO3UMbIe B Poccuiickyro denepanuro st OKa3aHUsT MEIUIIMHCKOMN
IIOMOIIMY 10 XMU3HEHHBIM ITOKA3aHMSAM KOHKPETHOTO MAllMEHTa HAa OCHOBAHUM Pa3pEIICHUs, BBIJAHHOIO
YIIOJTHOMOYEHHBIM (peiepaabHbIM OPTraHOM HCTIOJTHUTEIHHON BIIACTH,

4) JICKAPCTBCHHLIC CPCACTBA, BBO3HMLIC B POCCHﬁCKym d)eﬂepaumo Ha OCHOBAHHUM BBIAAHHOI'O
YIOOJIHOMOYCHHBIM (I)ellepaJII)HBIM OopraHomM HCIIOJIHUTEILHON BIIACTH paspeicHrud U NpCAHA3SHAYCHHBIC
A1 IPOBCACHHUA KIIMHUYCCKUX PICCJIC,Z[OBaHI/II;'I JICKApCTBCHHLIX IIPpC€IapaToB H (I/IJ'II/I) IMPOBCACHUS
OKCIICPTU3BI JICKAPCTBCHHBIX CpCaAcCTB JJIA OCYHICCTBJICHUA FOCy,Z[apCTBCHHOfI perucTpann
JICKaAPCTBCHHLIX IMPCIIaApPATOB;

5) dbapmarneBTHuecKue CyOCTaHIINM,

6) paI[I/IO(bapMaI_IeBTI/I‘{CCKI/Ie JICKAPCTBCHHLIC IIPCIIapaThbl, MU3rOTOBJICHHBLIC HCIIOCPCIACTBCHHO B
MCIUIIMHCKUX OpraHu3alugax B IMMOPAAKE, YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM @eﬂepaHbHHM OopraHomMm
HUCITOJIHUTETLHOMN BJIaCTH,

7) AexkapCTBEHHbIE IPEeNapaThl, MPOU3BOIUMBIE IS SKCIIOPTA.
6. He nomyckaetcst rocyiapCTBEHHas! perucTpanus:

1) 7nexapcTBEHHBIX MpENapaToB, OTIMYAIOLIUXCA JpPyr OT JApyra KaueCTBEHHBIM COCTaBOM
JEUCTBYIOLIUX BEUIECTB, 10 OAMHAKOBBIM TOPrOBbIM HAUMEHOBAHUEM;

2) OAHOrO JIEKapCTBEHHOI'O IpernapaTra, MPEJCTaBICHHOTO Ha T'OCY/JIapCTBEHHYIO PErucTpalfio B
OTHOIIIEHWH OJHOTO W TOTO K€ JepKaTels WU BIAJeNblla PETUCTPAIMOHHOTO YJIOCTOBEPEHUS
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JICKapCTBCHHOTO TMpermapaTa B BHUAC JBYX M 0oJiee JICKAPCTBEHHBIX NPEMApaToB IOJ Pa3IUIHBIMU
TOPrOBBIMU HAMMEHOBAHUSIMH.
(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 27eKTpoHHOH ¢dopMe HIM Ha OyMa)XHOM HOCHUTENe) cyObekTa oOpalleHus
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOUIMM  YIOJHOMOYEHHBIM  (elepajbHbIM  OpPraHoOM
UCIIOJHUTEJIBHON  BJIACTH, OCYLIECTBIIOIIMM TIOCYAAPCTBEHHYH0 PETUCTPALUIO  JIEKAPCTBEHHBIX
[IPenapaToB, B YCTAHOBJICHHOM UM IOPSAJIKE OCYIIECTBISIETCS] HAyYHOE KOHCYJIbTHPOBAHUE 110 BOIPOCaM,
CBA3aHHBIM C IIPOBEJEHUEM  JOKIMHUYECKUX  HCCIENOBAaHUM, KIMHUYECKUX  HUCCIIEJOBaHUU
JIEKapCTBEHHBIX IpPENapaToB, SKCIEPTH3bl KAayecTBa JIEKAPCTBEHHBIX CpeACTB, 3(P(EKTUBHOCTU HU
0€30IaCHOCTH, C OCYILECTBJIEHHEM TOCYAAPCTBEHHOW pETrUCTpallMi JIEKAPCTBEHHBIX IpenapaToB.
KoHcynbTupoBaHue ocCyIIecTBISETCS C NpUBICYEHHEM (DellepalbHBIX T'OCYIapCTBEHHBIX OOJIKETHBIX
YUpEXKAECHUH, IMOJBEIOMCTBEHHBIX JaHHOMY (enepanbHOMY OpraHy HCIOJHUTEIBHOW BJIACTH M HE
YYacTBYIOLIMX B OpraHU3allid NpPOBEICHMS SKCIEPTU3bl KAaueCTBA JIEKAPCTBEHHBIX CPEACTB B LIEJSAX
OCYLIECTBJICHUSI MX TOCYJapCTBEHHON PpErMCTpalMd B COOTBETCTBHUM €O cTarbell 16 Hacrosmero
®enepalibHOTO 3aKOHA, B BUJE OTBETA B MHMCbMEHHOW (OpME YIIOJIHOMOYEHHOTO (peiepalibHOrO opraHa
UCIIOJIHUTEIIBHOM BJIACTM Ha 3ampoc. Pa3Mep B3uMaeMol C 3asfBUTENs IIJIaThl OIPENEISAETCS B
COOTBETCTBUM C 3aKoHOjAaTeldbcTBOM Poccuiickoii @Penepanuu 00 oOpraHu3anuu IpeaOCTaBICHUS
rOCYJapCTBEHHBIX M MYHHMLUMIAIBHBIX yciuyr. HMHdopmanus 00 OCyIIECTBIEHHMM HAy4YHOI'O
KOHCYJIbTUPOBaHUS, B TOM 4YHCII€ CTaThbU, 0030pbl, CIPABOYHbIE MaTepHajbl U UHas MHpopManus 00
OCYILIECTBJICHMH HAyYHOT'O KOHCYJIbTUPOBAHUSA, pa3MelaeTcsi Ha O(UIMAIbHOM CaliTe YIOJIHOMOYEHHOTO
(dbenepasbHOrO OpraHa HMCIOJHUTENIBLHON BiacTu B cetu "HMHTepHeT" ¢ coOmo/ieHHeM OTrpaHHYCHHM,
YCTQHOBJICHHBIX  3aKOHOJATEIbCTBOM O  IEPCOHANBHBIX  JIAHHBIX, KOMMEpYeCKoH U  (Win)
roCyJapCTBEHHOM TaiiHe.

8. T'ocynapcTBeHHasl perucrpanus JEKapCTBEHHBIX IpEnapaToB, KOTOpPbIE MpeIHAa3HAUYECHbI IS
MPUMEHEHUS B YCJOBHUSX BOCHHBIX JCHCTBUN, YPE3BBIYAMHBIX CHUTyarMii, MPO(UIAKTUKHA U JICUCHUS
3a00JIeBaHUN M MOPAaKEHUH, MOJYYCHHBIX B Pe3yJbTaTe BO3JEHCTBUS HEOIATONMPUATHBIX XUMHUYECKHUX,
OMOJIOTMYECKHUX, pPATUAIMOHHBIX (DAKTOpPOB, W pazpaboTaHbl MO 3aMaHUI0 (eaepaabHBIX OpPraHOB
WCIIOJTHUTENILHOM BIIACTH, YIOJHOMOYEHHBIX B 00JIaCTH OOOPOHBI CTpaHbl U OE30MaCHOCTH FOCYyAapCTBa,
OCYILIECTBJISIETCS B MOPSAAKE, ycTaHOBIEHHOM [IpaBuTenscTBoM Poccuiickon Denepannm.

Cratba 14. NMpuHUMNbI 3KCNEepPTU3bIl NIEKAPCTBEHHbIX CPeACTB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. :‘)KCHCpTI/ISa JICKAPCTBCHHLIX CPCACTB OCHOBBLIBACTCA HA HNPUHIMIIAX 3aKOHHOCTH, CO6J'IIO,I[€HI/I$I
npaB u CBO6OII YCJIIOBCKAa W TIpaxJaHHWHaA, IIpaB HOPpUAWXYCCKOro JiMnga, HC3aBUCUMOCTHU OKCICPTa,
O6’beKTI/IBHOCTI/I, BCCCTOPOHHOCTHU M IIOJHOTHI HCCHCHOB&HHﬁ, IMPOBOAHUMBIX C HCIIOJIb30BAHHEM
COBPCMCHHBIX JIOCTYDKCHHI HAaYKH W TCXHUKH, OTBCTCTBCHHOCTHU (beaepaanoro rocy1apCTBEHHOI'O
6I-OI[)K€THOFO YUpCIKACHUA II0 IMPOBCACHUIO OKCIICPTU3bI JICKAPCTBCHHBLIX CPCACTB M OKCIICPTOB 34
MPOBCACHUEC U KAUYCCTBO SKCIICPTUIEI.

2. :‘)KCHCpTHSa JICKAPCTBCHHLIX IMPCIIapaTOB AJISI MEAUTTUHCKOI'O IIPUMCHCHUS BKJIFOYACT B cebs:

1) skcrepTH3y TOKYMEHTOB, IPEJCTaBICHHBIX JUISI ONpPEAEICHUS BO3MOKHOCTH paccMaTpUBATh
JIEKApCTBEHHBIA Mpenapar sl MEAUIUHCKOrO IMPUMEHEHMs] MpPU OCYIIECTBIEHUHU TOCYJapCTBEHHOM
perucTpanuy B KauecTse op(aHHOro JIEKApCTBEHHOIO MIpenapaTa;

2) OKCIICPTU3Y IPECIIOKCHHBIX METOAOB KOHTPOJIA Ka4€CTBA JICKAPCTBECHHOT'O CPCACTBA U KAYCCTBA
MMpEACTAaBJICHHBIX 06pa3u0B JICKAPCTBECHHOT'O CPCACTBA C HCIIOJIB30BAHHUEM J3THUX MCTOIOB ()Janee -
9KCIICPTHU3a KaUCCTBA JICKAPCTBCHHOT O CpeHCTBa);
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3) oKkcrepTH3y OTHOILUEHHUS OKHUJAEMOW IOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHUs
JIEKApCTBEHHOTIO IIpernapara.

3. DkcnepTr3a JIEKapCTBEHHBIX MPENapaToB JJs BETEPUHAPHOTO NMPUMEHEHHUs BKIIOYAeT B cels
JKCIEPTU3Y KadyecTBa JIEKAPCTBEHHOTO CPEACTBA M JKCIEPTU3Y OTHOILIECHUS OXUIAAEMOM TMOJb3bl K
BO3MOKHOMY PHUCKY NPUMEHEHHSI JIEKApCTBEHHOTO Mperapara.

Cratba 15. ®depepanbHoe rocygapCTBEHHOe OlMKeTHOe YyupexaeHue no
npoBeAEeHNIO0 IKCNepPTU3bl NIeKapCTBEHHbIX CPeACcTB

DKcnepTu3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (eliepaibHbIM T'OCYJapCTBEHHBIM OHOIKETHBIM
YUpEXKIEHUEM COOTBETCTBYIOLIEIO YIOJHOMOYEHHOIO (peiepalbHOr0 OpraHa HMCIOJIHUTEIbHON BIIACTH,
CO3JIaHHBIM JUIsI OOECHeUYeHUs] HCIOJHEHHs IOJIHOMOYMH 3TOro (QeaepaibHOr0 OpraHa IO Bblaaye
paspellleHuii Ha TNPOBENEHUE KIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX IpernapaToB U (WiIH) IO
rOCyJJapCTBEHHOM pErucTpaliy JeKapCTBEHHBIX IPENapaToB (Jajee - SKCIEePTHOE YUPEKACHUE).

CraTtba 16. OpraHmsaumsa npoBeaeHUs 3KCNEepPTU3bl JIeKAPCTBEHHbIX CPeACTB
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcmepTu3a JIEKApCTBEHHBIX CPEACTB IPOBOIUTCS KOMHUCCHUEH OSKCIEPTOB HSKCIEPTHOIO
YUPEXKICHUSA, HA3HAYEHHOU €ro pPyKOBOJIUTEIEM, HA OCHOBAaHUU 3aJaHUS HA NPOBEICHUE JKCIIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, BBIIAHHOTO YIIOJHOMOYEHHBIM (elepalbHbIM OPraHOM HCIOJHUTEIbHON
BJAacTU. PyKOBOIUTENh 3KCIIEPTHOrO YUpEeKJCHUS 00eCreunuBaeT HaAJIexKallee MPOBEACHUE IKCIIEPTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUHM C 3aJaHMEM, BbIJAHHBIM YIOJIHOMOYEHHBIM (eaepaibHbIM
OpraHOM HCIIOJIHUTEJIBHON BJIACTH, U OPTaHU3YET IOATOTOBKY CBOJHOIO 3aKJIIOUEHHUs 3TOW KOMUCCHU. B
COCTaB 3TOI KOMHUCCHH IO PELICHUIO PYKOBOAMUTENS SKCIIEPTHOTO YUPEXKIECHUS MOTYT OBbITh BKJIIOUEHHI B
KayecTBE 3KCIEPTOB JIUIA, HE paboTaroliye B JAHHOM SKCIEPTHOM YUPEKIEHHUH, €CIIM MX ClleHUabHbIe
3HAHUS HEOOXOIMMBI JJIsl TPOBENCHHMS OKCHEPTU3bl W TaKUe DOKCIEPThl OTCYTCTBYIOT B JIaHHOM
JKCIIEPTHOM YUPEXKICHUM.

2. DKCHepToM IO IMPOBEIEHUIO AKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB SBIISAETCS ATTECTOBAHHBIN
pabOTHUK SKCIEPTHOrO YUPEXKJICHHs, KOTOPBIH HMEeT BbICIIEE MEAMLMHCKOE, (hapMaleBTHUECKOE,
OMoJIOTHYECKOe, BETEpUHAPHOE WIIM XUMHUECKOe 00pa30BaHUE U MPOBOIHT IKCIEPTH3Y JIEKAPCTBEHHBIX
CPEZCTB B MOPSI/IKE UCIIOJHEHUS CBOUX JOJKHOCTHBIX 00s3aHHOCTEH (Jjasiee - SKCIepT).

3. HpI/I MPOBCACHUN DJKCICPTU3BI JICKAPCTBCHHBLIX CPCIACTB OJOKCIICPT HE MOXKCT HAXOAHUTHCA B
KaKoi-1u00 3aBHCHUMOCTH OT Jvua, HASHAYUBIOCTO 3Ty OSKCICPTHU3Y, pa3pa60TqHI<a JICKAaPCTBCHHOT'O
CpCACTBA WJIN APYTUX 3aMHTCPECOBAHHLIX B PE3YJIbTaTaX SKCIICPTU3BI JIUII.

4. Tlpu mnpoBedeHHM SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB HE JOIMYyCKaeTcsi HCTpedoBaTh y
3asgBUTENS JIMOO WMHBIX JIUI MaTepHalibl, HEOOXOIMMBIE Il TPOBENCHHS OJKCHIepTH3bl. B ciydae
HEJOCTATOYHOCTH TMPEACTaBICHHBIX JKCHEPTy MaTepualoB [UIsl Jayd 3aKJIIOUEHHUS SKCIEPT CTaBUT
BOIIPOC O THPEJCTaBICHUM €My HEOOXOJHMMBIX MAaTEpHUaJoB IEpe] PYKOBOIAUTEIEM 3KCIEPTHOTO
yupexIeHUs, KOTOPBIA oOpaliaercs ¢ COOTBETCTBYIOIIKUM 3allpOCOM B YIOJTHOMOUYEHHBIH (enepanbHblii
OpraH HCIIOJIHUTENBHON BJIACTH, BBIJABIIMI 3aJaHME HA MPOBEJCHHE SKCIEPTH3bl JIEKAPCTBEHHOI'O
cpencTBa. YKazaHHbIN (efepaibHbli OpraH MCIOIHUTENBHON BJIACTH B TEUEHUE MSATH pabouux JHEH co
JHSI TIOCTYIUIEHMSI 3alpoca PyKOBOJAUTENS SKCIIEPTHOIO YUPEKACHHSI HAIpPaBIIsSET 3asABUTENIO 3alpoc O
MPEJICTaBJICHUH HEOOXOAUMBIX MaTepHanoB. J[aHHBIM 3ampOC MOKET OBITh MEpelaH yHOTHOMOYEHHOMY
MIPEICTAaBUTEINIO 3aBUTENS JIMYHO TOJ] PACTIUCKY, HAIIPABJIEH [0 MOYTE 3aKa3HBIM NMHCbMOM WM MEpeaaH
B DJIEKTPOHHOH (popMe Mo TelneKOMMYHHKAIMOHHBIM KaHallaM CBsi3u. B ciydae HampaBlieHUs TaHHOTO
3ampoca 1o MoYTe 3aKa3HbIM MHUCHMOM OH CUUTACTCS MOJTYYEHHBIM IO MCTEYCHUH IIECTH JTHEW C JaThl
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HaIpaBJICHUs 3aKa3HOTO MHUChMa.
(uacts 4 B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asgBuTens 00s3aH NMPEACTAaBUTH OTBET HAa 3alpOC YIOJIHOMOYEHHOTO (pemepanibHOTO opraHa
UCTIOJIHUTEJIBHOM BJIACTU B CPOK, HE MPEBBINIAIONINI JIeBIHOCTA pabOYMX JAHEH CO JHS €ro MOJy4YEeHHUS.
YnonHoMo4YeHHbIN (pesiepabHbIii OpraH MCIOJIHUTEILHOW BJIACTH, BBIAABIIMNA 3aJaHHE Ha IPOBEICHHE
HKCHEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUYEHHE HATH paboyuxX JHEH CO JHS TMOCTYIUIEHHS OT
3asBUTENS OTBETA HA JTAHHBIM 3allpOC HANPABIIAET TAaKOW OTBET B DKCIIEPTHOE yupekaeHue. B ciaydae
HENpeACTaBICHUS MO0 MCTEUYEHUM JEBSIHOCTAa PAabOuYMX JHEW 3asBUTENIEM OTBETa Ha JAaHHBIA 3arpoc
YIOJHOMOYEHHBIN (enepalibHblil OpraH MCIOJHUTEIbHON BJIACTH, BBIJABLIMI 3a/laHHE Ha MPOBEJECHUE
HKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHHE IATH pabouyMx JHEH HampaBisieT B HKCHEPTHOE
YUpPEKICHUE YBEIOMJIEHHE O HEIPEACTABICHUM 3asBUTEIEM OTBETAa Ha 3allpoC YKa3aHHOIO OpraHa.
Bpemst co nHS HampaBieHHs 3ampoca 3KCIEPTHOTO YUPEKICHHS B YIOJIHOMOYEHHBIH (enepaabHbIi
OpraH HCIOJHUTEIBHOW BIACTH 10 JHS NOJYYEHMS SKCIEPTHBIM YUYPEKICHHEM OTBETa HA 3alpoC WU
YBEIOMIICHHMsSI O HEINPEACTABICHUM OTBETa HA 3allpOC HE YYUTBHIBACTCA IPU MCUHUCICHUU CpPOKa
IIPOBEACHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPEICTBA.

(dactb 4.1 BBegena @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecan B cocTaBe perucTpallMOHHOIO J0ChE Ha JIEKAPCTBEHHBIM IpemnapaT JUisi METUIIMHCKOTO
IIPUMEHEHHS CONEPXKUTCA IpenycMoTpeHHass cratbed 18, uactero 1.1 crarem 30 wm crateeit 34
HacTosmero @enepaJibHOTO 3aKOHA KOMMSI pEIICHHUs YIOJHOMOYEHHOro (efepaabHoro opraHa
UCIIOJIHUTENIBHON BJIACTU O NPOBEACHUM WHCIEKTUPOBAaHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB,
JKCIEpTy 710 OGOpMIICHHSI PE3YyJIbTaTOB AKCIEPTHU3bl JIEKAPCTBEHHOTO CPEICTBAa NPENOCTaBISETCS B
NOpsiIKE W Ha YCIOBHAX, KOTOpBIE MpeaycMOTpeHbl dacTssmMu 4 u 4.3 HacTosAlled CTaTbu, KOIUS
3aKJIIOYEHUST O COOTBETCTBMM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IpPaBUII
Ha/IJIeKalied MpOU3BOJACTBEHHOM MPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (ellepaibHbIM OpraHOM
VICIIOJTHUTEIBHON BIIACTH.

(dactp 4.2 BBeneHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asBuTens 00s3aH MPEICTaBUTH B YIOJHOMOUYEHHBIN (enepaabHbIil OpraH HCIOJHUTEIBHOM
BJIACTU KOIHIO 3aKJIOYEHUS O COOTBETCTBUH IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHUSAM
MpaBUJ HaJJIeKAIIed MPOU3BOJCTBEHHONH MNMPAKTUKA B CPOK, HE MPEBBIMIAIOMIMNA CTa BOCBMUIECCITH
pabounx AHEH co AHS HOJY4YEHHUs 3ampoca O €€ MPelOoCTaBICHHUU. YTOJIHOMOYEHHBIN (enepanbHbIit
OpraH HCIIOJHUTEIHHON BIIACTH, BBIJABIIMN 33JaHUE HA TPOBEIEHHE HSKCIEPTU3BI JIEKAPCTBEHHOTO
CpeACTBa, B TE€YEHUE NATH pabo4Mx AHEH CO JHA MOCTYIJICHUS OT 3asBUTENsS KOIUHU 3aKIIOYEHHUS O
COOTBETCTBUHM  IPOW3BOAMTENS JICKAPCTBEHHBIX CPEJICTB TpeOOBaHHMAM MpaBHJ  HaJyIexkKallei
IIPOM3BOJICTBEHHOI NPAKTUKHU, HANpaBIsIeT €€ B 3KCIEPTHOE yupexJeHue. B ciiyuae HempeacraBieHus
3asBUTENIEM B YKa3aHHBIA CPOK KOIMHU 3aKIIOYEHHS O COOTBETCTBMHU MPOHM3BOIUTENS JEKAPCTBEHHBIX
CpeACTB TpeOOBaHMSM TMpaBWJI HaJUIeXKallell MPOU3BOJACTBEHHON MPAKTUKU  YIOJHOMOYEHHBIN
(benepanbHBIi OpraH HCIOJHUTENBHOW BIACTH, BBIJABIIMK 3aJaHME Ha TMPOBEIEHUE DSKCIEPTU3HI
JIEKapCTBEHHOT'O CPEACTBA, B TEUEHHE MATH PabouyMX JHEW HampaBisieT B 3KCIEPTHOE YUPEXKICHHE
YBEIOMJICHHE O HETPEJCTABICHUH 3asBUTEIEM KOIHH 3aKIIOYEHHS O COOTBETCTBHU IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHMAM IPaBUJ HaJJIEXKalled NMPOM3BOJICTBEHHOM MpakTUKU. Bpems co
THS HalpaBlIEHUs] 3ampoca DJKCIEPTHOTO YUYpPEXIEHHs B YIOJIHOMOYEHHBIH QenepaiabHbIil opraH
UCTIOJIHUTEJIBHOW BJIACTH JI0 JHSA MOJYYEHHs OSKCIEPTHBIM YUPEKICHHEM KOMMU 3aKJIIOYEHHUS O
COOTBETCTBUHM  IPOW3BOAMTENS JICKAPCTBEHHBIX CPEJICTB TpeOOBaHHMAM MpaBHJ  HaJyIekKallei
IPOU3BOJICTBEHHON MPAaKTUKU WM YBEAOMIICHHS O €€ HENpEeJCTAaBICHUHM HE YUYHMTHIBAeTCA IpHU
WCYUCIICHUH CPOKA MIPOBEICHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA.

(uacts 4.3 BBeieHa PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

5. Dkcnepr mpu TNPOBEAECHUU TOPYYEHHOHM €My pPYKOBOAMTEIEM OHKCIEPTHOIO YUpEeXKICHUS
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OKCIICPTH3BI JICKAPCTBEHHOTO CPEACTBA O0sI3aH:

1) MMPOBECTU IIOJIHOC HCCICAOBAHUC TMPCACTABJICHHBIX CMY O6I>CKTOB, MaTepuajaioB, HOaTb
000CHOBaHHOE M OOBEKTUBHOE 3aKIIOYEHHE II0 IOCTaBJICHHBIM nepeaq HUM BOIpoCaM HIIH
MOTUBHUPOBAHHOC 3aKIOYCHHUEC O HCBO3MOKHOCTU IIPOBCACHHUA HM OKCICPTHU3BI JICKAPCTBECHHOI'O
CpeacTBa, €CJIM MOCTABJICHHBIC BOIIPOCHI BEIXOAAT 3a MPCACIIbI CIICHHNAJIbHBIX 3HAHHHI OKCIICPTa, 00BEKTHI
I/ICCJ'IeI[OBaHI/Iﬁ 1 MaTepuajibl HCIIPUTOAHBbI WJIIM HCAOCTATOYHLI U MPOBCIACHUA I/ICCJ'IeI[OBaHI/Iﬁ n aadu
3aKJIIOUEeHUs JIH0O COBpGMCHHLIf/'I YPOBCHb Pa3sBUTUA HAYKH HEC ITO3BOJIACT OTBECTUTHL HA IMOCTABJICHHBIC
BOIIPOCHI;

2) He pasrialaTh CBEICHHS, KOTOPbIE CTAIU €My HM3BECTHBI B CBSI3U C MPOBEIECHUEM SKCIIEPTHU3BI
JIEKAPCTBEHHOI'0 CPEACTBA, & TAKXKE CBEACHMS, COCTABIAIOIIME I'OCYAAPCTBEHHYI0, KOMMEPUYECKYIO MU
VHYIO OXPaHAEMYIO 3aKOHOM TalHYy;

3) oGecneunTh COXPAHHOCTH MPEACTABICHHBIX OOBEKTOB UCCIEAOBAHUIN 1 MATEPHAIIOB.
6. DKCIIepT HE BIIPaBe:

1) mpoBOIUTH 3KCHEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA O OOpaIllEeHHIO HEMOCPEACTBEHHO K HEMY
OpraHu3aui Wi GU3NYECKUX JIHII;

2) caMOCTOSITENILHO COOMPATh MaTepUabl IS IPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA;
3) NIpOBOAUTE SKCIEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA B KAYECTBE HETOCYAaPCTBEHHOIO KCIEPTA.

7. B clIy4dac HCO6XOI[I/IMOCTI/I OKCIICPT BIIPaBC XOHaTaﬁCTBOBaTL nepea pyKOBOAUTCIIEM
OKCHCPTHOI'O YUPCIKACHHUA O IMPUBJICUCHUHN K ITPOBEACHHUIO SKCIICPTUIEI JICKAPCTBEHHOTO CPEACTBA APYTUX
9KCIICPTOB.

8. Kaxnplii SKCHEPT, BXOJAIINN B COCTAaB KOMHUCCHHM JKCIEPTOB, KOTOPOl MOPYYEHO MPOBEACHUE
JKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CAMOCTOSTEIBHO IPOBOAUT HCCIEAOBaHMS,
OIICHUBAET PE3yJIbTaThl, MOJYYEHHbIE UM JUYHO M JPYTHMH JKCIepTaMu, U (POPMyIHpPYEeT BBIBOIBI
OTHOCHUTEJBHO ITOCTABJIEHHBIX BOIPOCOB B IIPEAEIaX CBOMX CIEUUAIBHBIX 3HAHUM.

9. Pe3ynbTaThl SKCIEPTH3BI JICKAPCTBEHHOTO CPEACTBA O(MOPMIISIOTCS 3aKIFOYCHHEM KOMHCCHU
SKCIEPTOB. B 3aKkiro4eHHMH KOMHCCHUU OKCIEPTOB YKa3bIBAIOTCA IE€PEUYEHb HCCIEeIOBaHUM, 00beM
MIPOBEJICHHBIX KaXIBIM YKCIIEPTOM HCCIICIOBAHUH, YCTAHOBJICHHBIC KAXK/IBIM M3 HUX (DAKTBI U CJICITAHHBIC
B PE€3yJIbTATE UCCIIEIOBAHUN BBIBOJBI. DKCIIEPT, MHEHHE KOTOPOIO HE COBIAJAET C PEIICHUEM KOMUCCHUU
JKCIIEPTOB, BIIPaBE BHIPA3UTH CBOE MHEHHE B IMMCHBMEHHOHN (hopMe, KOTOPOE MPHOOIIASTCS K 3aKITFOUCHUTO
KOMHCCHH 3KCIIEPTOB.

10. DOkcnepThl, BXOJAIIME B COCTaB KOMHMCCHM, MpEAyNpekIaroTcsi o0 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOjaTesnbcTBOM Poccuiickoir ®denepanuu 3a gady 3akiIrOUeHHs, COJAEpPXKAIIEro
HEO0OOCHOBAaHHBIC WIN (aIbCU(UITMPOBAHHBIC BBIBOABI, O YEM OHH JAIOT MOAIHUCKY.

11. Onpenenenve ypoBHs MpodeccuoHabHON MOATOTOBKM AKCIEPTOB U aTTECTAlMs X Ha MPaBO
MIPOBEICHUST AKCIEPTH3BI JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIOTCS JKCIEPTHO-KBANU(DUKAIMOHHBIMU
KOMHUCCHUSIMU B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOUINM YIIOJTHOMOUYEHHBIM (hefiepaibHbIM OPraHOM
WCTIOJTHUTEIIEHOW BIIACTH. YPOBEHb MPO(ECCHOHATBFHON MOJATOTOBKH SKCIIEPTOB MOMIEKUT TEPECMOTPY
yYKa3aHHBIMH KOMUCCHUSIMU HE PEXKE UeM OJMH pa3 B MATh JIET.

12. IlpaBwia MPOBEIEHUS SKCIEPTH3BI JIEKAPCTBEHHBIX CPEICTB W OCOOCHHOCTH JKCIICPTH3BI
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OTIENbHBIX BUJOB JIEKAPCTBEHHBIX MpenapaToB (pedepeHTHBIX JIEKApCTBEHHBIX IPENapaToB,
BOCIIPOU3BEJICHHBIX JIEKAPCTBEHHBIX IMPEMapaToB, OHOJOTHYECKHX JIEKAPCTBEHHBIX IPENapaTros,
OMOaHAOTOBBIX (OMOMOJO0HBIX) JICKAPCTBEHHBIX TIpernaparoB (OMOAHAIOTOB), TOMEOMATUYCCKUX
JIEKapCTBEHHBIX MPEMapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, KOMOWHAIMI JIEKapCTBEHHBIX
npenapaToB), (GOpMbI 3aKIOYEHHH KOMHCCHUM JKCIEPTOB YCTaHABIMBAIOTCS COOTBETCTBYIOIIMM
YIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

(uactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratba 17. Nogava u paccMoTpeHMe 3asiBJIEHUA O rocyaapCTBEHHOM perncrpauum
nekapcTBeHHOro rnpenapara Ansa BeTepuHapHoOro npMMeHeHus
(B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-03)

. [nsa rocynapCTBEHHOW pPETHCTpalUy JIEKapCTBEHHOIO IIpenapara Uil BETEPUHAPHOIO
NPUMEHEHHs pPa3paboTUMK TaKOro JIEKAPCTBEHHOrO Iperapara WM YHOJIHOMOYEHHOE UM JIpyroe
IOpUAMYECKOe JIMIO (Jajiee B HACTOSALIEM cTaThe - 3asiBUTENb) MPEACTABIAET B YINOJIHOMOYEHHBIH
(benepanbHbIi OpraH HUCIOJHUTENIBHOW BIACTH, OCYILECTBISIOUIMA TIOCYIAapCTBEHHYIO PETrUCTPALHIO
JIEKapCTBEHHBIX MPENapaToB /AJIsi BETEPUHAPHOTO IPUMEHEHHUS], B 3JIEKTPOHHON (popme uiu Ha OyMaskHOM
HOCUTEJIE 3asBJICHUE O TOCYAAPCTBEHHOM PErucTpalvy JIEKApCTBEHHOIO Ipernapara Uil BETCPUHAPHOIO
IIPUMEHEHHUS, a TaKXKe B MOPSIKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM YIIOJHOMOYEHHBIM (heiepanbHbIM
OpPraHoOM HCIOJHMUTENbHOM BJIACTH, B 3JEKTPOHHOMW (opMe miM Ha OyMaKHOM HOCHTEJIEe HEOOXOIMMBbIE
JOKYMEHTBI, U3 KOTOPBIX (hOpMHpYETCS PErucTpaliOHHOE JO0Che Ha JIEKapCTBEHHBIN IpernapaT i
BETEPUHAPHOI'0 IPUMEHEHUS.

2. B 3asBneHuun 0 rocyJapCTBEHHOM PErMCTPalvy JEKapCTBEHHOIO Ipenapara sl BETEpUHAPHOTO
IIPUMEHEHHUs YKa3bIBAIOTCS:

1) HauMeHOBaHMe U aJpec 3asBUTENS, pa3paboTUYUKa U MIPOU3BOIUTENS JIEKAPCTBEHHOTO Mpernapara
JUIs BETEPUHAPHOIO MPUMEHEHHS W aJpec MecTa OCYIIECTBICHHS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npenapaTta JUisi BETEpUHAPHOTO NPUMEHEHUs (B CIyyae HaJU4Ms HECKOJIBKUX YYaCTHUKOB Ipolecca
IIPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaXkJJ0T0 U3 HUX);

2) HaMMEHOBAHUE JIEKAPCTBEHHOTO Ipernapara JJisi BETEPUHAPHOTO MPUMEHEHHS (MEXIyHAPOIHOE
HEMaTeHTOBAaHHOE, WK IPYIITUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS);

3) MEpCUCHb HGﬁCTByIOHIHX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAANIMX B COCTAB JICKAPCTBEHHOI'O
nperaparta JJjis1 BETCPUHAPHOI'O IIPUMEHCHUS, ¢ YKAa3aHUECM KOJIUYCCTBA KAXKAOI'O U3 HUX;

4) nekapcTBeHHas ¢opMa, ITO3MPOBKA, CHOCOOBI BBEJIEHUS W TPUMEHEHHS, CPOK TOIHOCTH
JIEKapCTBEHHOT'O TIpernapaTta Jjisi BETEpUHAPHOTO MPUMEHEHUS;

5) papmakoTepaneBTHUECKAsl TPYIIA;

6) He0OX0IMMOCTh MPUMEHEHHUsI YCKOPEHHOM MPOLEayphl SKCIEPTU3bI JEKAPCTBEHHBIX CPEICTB B
LEJISX TOCYIapCTBEHHON PETUCTpalliy JEKapCTBEHHOIO Mpemnapara;

7) KONMH TOKYMEHTOB, MOATBEPKAAIOIINX YIIJIATy TOCYIapCTBEHHOM MOIUIUHBI:

a) 3a MPOBEACHHUE HKCIEPTU3bl KAYeCTBa JIEKAPCTBEHHOTO CPEACTBA U HKCIEPTHU3bl OTHOIICHUS
0’KHMJIa€MOMH I10JIb3bI K BO3MOXXHOMY PHUCKY IIPUMEHEHUS JIEKAPCTBEHHOIO IIpernapara A BETEPUHAPHOIO
IIPUMEHEHHUS IIPU €r0 TOCYaPCTBEHHOM pErUCTpaLuy;
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0) 3a BbIJAUy PEruCTPaIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

8) HamMuWe corjacusi, NPETyCMOTPEHHOTO 4YacThl0 7 HAcTOALIeH CTaTbu, €CIM C MOMEHTa
peructpanyu peepeHTHOrO JIEKapCTBEHHOTO TpemnapaTa s BETEPHHAPHOTO IMPUMEHEHHS MPOIILIO0
MEHee YeM IIECTb JIET.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

3. PeructpanmoHHoe nocbe B LENAX IKCHIEPTU3BI JIEKAPCTBEHHOIO Npenapara Juisl BETEpUHAPHOIO
pUMEHEeHUs (HOpMUpYETCs U3 CIAEAYIOUIUX JOKYMEHTOB:

1) Komusl JMIEH3MHM Ha IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJCTB, BBIJAHHON MPOM3BOIUTEIIO
PETUCTPUPYEMOTO JICKQPCTBEHHOTO IIperapara JUisi BETCPUHAPHOTO TNPUMEHEHUS, IS POCCHUHCKUX
IIPOU3BOIUTEIIECH;

(n. 1 B pea. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2) Komusi JHMUEH3MM Ha MPOHM3BOJACTBO JICKAPCTBEHHBIX CPEICTB, BBIJAHHOW IPOM3BOHUTEIIO
(bapManeBTHYECKON CyOCTaHIINH, BXOAAIICH B COCTaB PErHCTPUPYEMOTO JICKApCTBEHHOTO Tpenapara Jijs
BETEPUHAPHOTO IPUMEHEHHUS, ISl POCCUHCKUX MPOU3BOIUTENCH;

(. 2 B pea. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2.1) xomMs OKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTPaHbl MPOU3BOAMTENS s
KOKJIOW  MPOW3BOJCTBEHHOW  IUIOIIAJAKU  PETUCTPUPYEMOrO  JIEKAPCTBEHHOrO  Ipernapara  Juis
BETEPUHAPHOIO IMPUMEHEHMSI U IOATBEP)KIAAIOLIETO COOTBETCTBUE IPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapaTa TpeOOBaHUAM MPaBUII HAJUIEKAIEH MPOU3BOACTBEHHON PAKTUKH, U €T0 MEPEBO/I Ha PYCCKUI
SI3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM MOPSJKE, a TAaKXKE KOIMUA 3aKIIOYEHUs] O COOTBETCTBUU
MIPOM3BOJUTEN JIEKAPCTBEHHBIX CPEJCTB TpeOOBaHMSAM NPaBWJ HaJUIekKalled I[POU3BOJICTBEHHOM
MPAKTUKH, BBIIAHHOTO YIIOJTHOMOYEHHBIM (pe/IepalIbHBIM OpTraHOM HCTIOTHUTEIBHON BIACTU ISl KaXKIOM
MIPOM3BOJICTBEHHON IUIOMIAJKA PETUCTPUPYEMOrO JIEKAPCTBEHHOTO Tpernapara Jjsi BETEPUHAPHOTO
MPUMEHEHHUS, MO0 KOMUS PEIIeHUs O MPOBEACHUM WHCIIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEICTB, MPUHATOrO YMOJIHOMOYEHHBIM (pe/lepalbHbIM OpraHOM HCHOJHHUTENbHOM BIACTH JUISl Ka)KIOU
MIPOM3BOJCTBEHHON TIUIOMIAJIKA PETUCTPUPYEMOTrO JIEKAPCTBEHHOTO Tpernapara s BETEPHUHAPHOTO
IIPUMEHEHHS. YKa3aHHbIE JOKYMEHTHI MPECTABIAIOTCS B CIy4ae, €ClIM MPOU3BOJCTBO JIEKAPCTBEHHOTO
Mpernapara ocyuecTBisieTcs 3a npeaenamu Poccuiickoit denepaiuy;

(m. 2.1 BBenen @enepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTAa, BBIIaHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOJIUTEINS
(dapmaneBTHIECKON cyOcTaHIH u MOATBEPIKIAIOIIIETO COOTBETCTBHUE MIPOU3BOIUTEIS
(bapmareBTHUECKOI CyOCTaHIINH, BXOASIIEH B COCTaB PETUCTPUPYEMOrO JIEKaPCTBEHHOTO Mpenapara s
BETEPUHAPHOTO NMPUMEHEHHUsI, TPEOOBAHUSIM TMPABUII HAJIEkKAIICH MPOU3BOJACTBEHHON MPAKTUKU, U €ro
MEepeBOJ] Ha PYCCKH $3bIK, 3aBEpEHHbIE B YCTAHOBJIICHHOM IOpSJIKE, B CiIy4ae, €CIU IMPOU3BOJCTBO
(dapmaneBTHIECKON CyOCTaHIINM OCYIIECTBIISIETCS 3a ipeaenamu Poccuiickoit @eneparumy;

(1. 2.2 BBeaeH ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) DpoeKT HOpPMAaTHUBHOIO JIOKyMEHTAa Ha JIEKApCTBEHHBIM IIpemapaT s BETEPUHAPHOIO
[IPUMEHEHHS,

4) IMOKYMEHT, COIepXaluil cienayronyo HHpopManuioo o (apmamneBTHYeCKOl CyOCTaHIMU WIH
(dhapmaleBTHUECKUX CYOCTaHIIMAX, BXOISAIIUX B COCTaB JIEKAPCTBEHHOTO MpernapaTa [l BETEPUHAPHOTO

MMPUMCHCHUA:

a) HauMeHOBaHMe (hapMaleBTHUECKON CyOCTaHIIUM, €€ CTPYKTypa, 0OLIHe CBOMCTRA;
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0) HauMEHOBAaHME U a/1peC MPOU3BOAUTEIIS;

B) TEXHOJIOTHUSI MPOM3BOJCTBA C OMHCAHMEM CTaJW{ MPOM3BOACTBA U METOJOB KOHTPOIS Ha BCEX
CTaJusAX MPOU3BOJCTBA;

') “HpOpMaLUs O IPUMECSX;

1) cnerudukaius Ha (apMaleBTHUECKYI0 CyOCTaHIINIO;

€) OMMCaHue METOUK KOHTPOJISI KaYeCTBa;

K) pe3yJIbTaThl aHAJIN3a Cepril papMarieBTUIECKOM CyOCTaHIINN;

3) epeyYeHb CTaHIAPTHBIX 00PA3I0B WM BELIECTB, UCMOIb3YEMbIX MPU OCYIIECTBICHUN KOHTPOJISI
Ka4yecTBa;

1) ONHMCAHUE XapaKTEPUCTUK U CBOWCTB YIIaKOBOUYHBIX MATEPUAJIOB U YKYTIOPOUHBIX CPECTB;
K) TaHHBIC O CTAOMIIBHOCTH;
J1) CPOK FOJIHOCTH, YCIIOBUSL XPAHECHMUS;

5) OTUCT O PpeE3yJibTaTax AOKIMHHUYCCKOIO MCCICAOBAHHA JICKAPCTBCHHOI0 CpEaACTBa JIA
BCTCPUHAPHOI'O IPUMCHCHUA,

6) OTUCT O PpE3yJIbTaTaX KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara IJId
BCTCPUHAPHOI'O MPUMCHCHHSA Y KaKAOT'O BUA )KUBOTHBIX, YKa3aHHBIX B UHCTPYKIHU 10 BETCPUHAPHOMY

IIPUMEHEHHUIO;

7) MNPOCKT MHCTPYKIHHU 10 BETCPUHAPHOMY IIPUMCHCHHUIO JICKAPCTBCHHOT'O IIperiapara, co;lepncameﬁ
CJICOYIOIIUE CBCACHMA:

a) HAaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpCliapaTa AJid BETCPUHAPHOTI'O MPUMCHCHUSA (MC)KIIyHapOI[HOC
HCIMMAaTCHTOBAHHOC, WX I'PYIIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/ISI);

6) JICKApCTBCHHAA (bopMa C YKa3aHUueM HaMEHOBaHUI U KOJIMYECTBEHHOI'O COCTaBa HCﬁCTBymMHX
BCIICCTB U KAYECCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIBHBIX BCIIICCTB,

B) OINMMCAHUC BHCIIHCT'O BHAA JICKAPCTBCHHOI'O IIpCIiapara AJid BETCPUHAPHOTO IPUMCHCHUA

r) (hapMakoTepaneBTHUECKasi TPyIIa JEKapCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO TPUMEHEHHUS
WJIY yKa3aHHe "TOMEeONaTUuYeCKUM JIEKapCTBEHHBIN npenapart";

n)  (dapmakomumHamMuka W (QapMaKOKWHETHKa (32  HCKIIOYeHHEeM  (apMaKOKHHETHKHU
TOMEOIIATHYECKUX JICKAPCTBCHHBIX TPENapaToB W PACTHTEIbHBIX JICKAPCTBEHHBIX TPENapaToB) WU
OIMHCaHNE UMMYHOOHOIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO TIperapara;

€) MOKa3aHus I IPUMEHCHHUS;

K) IPOTUBOIIOKA3aHUs I IPUMEHEHUS;

3) Mephbl IPEJOCTOPOKHOCTH MTPU IPUMEHEHUH;



1) yYKa3aHHe BO3MOXHOCTU U OCOOEHHOCTEN NMPUMEHEHHSI Y OEpEMEHHBIX )KUBOTHBIX, Y )KUBOTHBIX B
[IEPUOJ JTAKTALUH, Y TIOTOMCTBA )KUBOTHBIX;

K) PEKHUM JO3UPOBaHUS, CIOCOO BBEACHMS M NMPUMEHEHHS, MPU HEOOXOJUMOCTH BpeMs IMpHeMa
JIEKApCTBEHHOTIO IIperapara JJisl BETEpUHAPHOTO IPUMEHEHUS, IIPOJIOJDKATEILHOCTD JICUCHNUS,

J'I) BO3MOJKHEIC ITOOOYHEIE I[CI\/IICTBI/ISI, HCKCIIATCIbHBIC PCAKIHUU P IMPUMCHCHUHA JICKAPCTBECHHOI'O
npenapara it BETCPUHAPHOTI'O IPUMCHCHUA

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO TOMOIIY MPU NEPETO3UPOBKE;
H) B3aMMOJIEHCTBHE C IPYT'MMH JIEKAPCTBEHHBIMHU TpenapaTamMy U (Win) KOpMaMH;
0) (hopMBbI BBIITyCKa JIEKAPCTBEHHOTO Mpernapara JJisi BETepUHAPHOTO IPUMEHEHHUS;

1) ykazaHue (IpH HEOOXOIMMOCTH) OCOOEHHOCTEeH AEWCTBHUS JIEKapCTBEHHOTO Iperapara Jyis
BETEPUHAPHOTO MIPUMEHEHHUS IIPU TIEPBOM IPUEME WIIH IIPU €r0 OTMEHE;

p) onucaHue (Mpu HEOOXOJUMOCTH) ACHCTBUI BETEPUHAPHOIO Bpaua (BETEpUHAPHOTO (ebiepa),
MHOTO CIIENUAIMCTa B 00JIACTH BETEPUHAPUH, BIIA/ICIbIIa )KUBOTHOTO IIPH MPOIYCKE MpUeMa OTHOU HITH
HECKOJIBKUX 7103 JIEKapCTBEHHOTO Nperapara JJisi BETEPUHAPHOI0 IPUMEHEHUS;

C) CPOK TIOAHOCTHM M YKa3zaHHC Ha 3alpeT IMIPUMCHCHHUA JICKAPCTBCHHOI'O Impfcrapara Ijid
BCTCPUHAPHOI'O IPUMCHCHUA 110 UCTCUCHUHN CPOKA 'OJHOCTH;

T) YCJIOBUSI XpaHEHUS;

y') YKa3aHue¢ Ha HeO6XO,Z[I/IMOCTL XpaHCHUA JICKAPCTBCHHOI'O IIpCIliapaTra s BETCPUHAPHOTO
IMPUMCEHCHUA B MECTaX, HCAOCTYIIHBIX IJIsA )IeTef/'I;

(I)) YKa3aHue (HpI/I HGOGXOI[I/IMOCTI/I) CIICIUAJIBHBIX MCPp HNPCAOCTOPOKHOCTH TIPH YHHUYUYTOKCHHUU
HCHUCITOJIB30BAHHBIX JICKAPCTBCHHBIX MPETIApaTOB JJIsI BETCPUHAPHOTO TPUMCHCHUS

X) CPOKHM BO3MOXKHOT'O HMCIIOJIb30BAaHUS MPOAYKLHHU >KMBOTHOTO IMPOUCXOXKACHMS MOCIIE BBEICHUS
YKUBOTHOMY JIEKAPCTBEHHOTO IperapaTa il BETEpUHAPHOTO IPUMEHEHUS;

1) YCIIOBUS OTIYCKa;

q) HAaMMCHOBAHUA MW aJpeCa IMPOU3BOACTBCHHBLIX IINIOMIAA0OK IIPOU3ZBOJUTEIA JICKAPCTBECHHOI'O
npceriaparta Jjisi BETCPUHAPHOI'O IIPUMCHCHUA

II) HAaUMEHOBAaHUE, AaJpeC OpraHU3alUM, YIOJHOMOUYEHHOM JepxaTeleM WIN BIAJeIbleM
PETUCTPAIIMOHHOIO  YAOCTOBEPEHUs] JIEKapCTBEHHOTO Ipernapara Ha MpPUHATHE NPETeH3Udl oT
MOTpEOUTENS;

8) MPOEKTHl MAKETOB NIEPBUYHON YIIAaKOBKU U BTOPUYHOMN YITaKOBKH JIEKAPCTBEHHOTO Mpenapara Ass
BETEPUHAPHOTO MPUMEHEHUS;

9) cnenytomue cBeleHHs O JIEKapCTBEHHOM Mpenapate /il BeTepUHAPHOI'O IPUMEHEHUS:
a) OIMCaHKUE U COCTaB JIEKAPCTBEHHOI'O Ipernapara Jyisi BETEpUHAPHOTO PUMEHEHUS;

0) onrcanue (hapmarieBTHUECKOH pa3pabdoTKH;



B) ONKCAHUE MPOIecca MPOU3BOJICTBA M €r0 KOHTPOJIS;
I') ONMCaHKE KOHTPOJISI KPUTHUECKUX CTAUHN MPOU3BOJICTBA U MPOMEKYTOYHOMN MPOTYKIIUH;

1) HaUMEHOBaHUS W ajapeca pa3paboTuWKa, JAepiKaTellss WM BIAJeNblla PErHCTPAMOHHOTO
yIIOCTOBEpEHHsI ~ JIEKApCTBEHHOI'0  Ipernapara, MPOM3BOJICTBEHHBIX  IUIOMIAJOK  IPOM3BOJIUTENS
JIEKapCTBEHHOTO TIperapara JJisi BETEPUHAPHOTO TIPUMEHEHUS;

(B pen. denepanbhoro 3akoHa oT 13.07.2015 N 241-D3)

e) dapmareBTUYeCKasi COBMECTUMOCTH;

) MUKPOOHOJIOTHYECKHE XaPaKTEePUCTUKH;

3) MaTepHaIbHBIN OaNaHC ISl MPOU3BOICTBA CEPHH TOTOBOTO MPOIYKTA;

1) ONMCAaHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MAaTEPUAJIOB M YKYTIOPOUHBIX CPEJICTB;

K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BalK1alus) MPOIECCOB U (UJIN) UX OLIEHKA;

) TpeOoBaHHMsI K KayeCTBY BCIIOMOTATENbHBIX BEMIECTB (cepTHU(HKAT, crenuduKanus Ha
BCIIOMOTaTeJIbHBIC BEIIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOJUKH, HUCIIOJIB3YCMbIC TIpH OCYHICCTBJICHHU KOHTPOJISI KAa4YCCTBa
BCIIOMOT'aTCIBHBIX BCIICCTB,

H) JAOKYMCHTAJIbBHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/I}I) AHAIIUTUYCCKUX MCTOAUK, UCIIOJIB3YCMbIX IIPpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA BCIIOMOT'aTCIIbHBIX BEIICCTB,

O) I/IH(I)OpMaL[I/I}I 00 HCIIOJIB30BAHMH BCIOMOTATCIbHBIX BCIICCTB YCIOBCYCCKOI'O M XHUBOTHOI'O
MMPOUCXOKIACHUA,

H) HH(bOpMaHHSI 00 MCIIOJIb30BaHUN HOBBIX BCIIOMOTaTEIIbHBIX BCIICCTB,

p) TpeboBaHMA K KayecTBY JIEKAPCTBEHHOrO TMpemnapara [Uisi BETEPUHAPHOIO TNPUMEHEHHS
(ceprudukar, crienudukanys Ha JeKapcTBEHHBIN NpenapaT u uX 000CHOBAHUE);

C) AHAIIUTUYCCKUEC MCTOAWKH, HUCIOJB3YEMBIC TIPpU OCYIICCTBICHHUMW KOHTPOJIA KaucCTBa
JICKApCTBCHHOTO IIpCIiapaTa AJId BETCPUHAPHOI'O MPUMCHCHUS

T) JOKyMEHTAJIbHOE MOATBEPXKACHHE (BajuAallvs) aHAIUTUYECKUX METOJMK, UCIOJIb3YEeMbIX IMPH
OCYILECTBIEHUU KOHTPOJIA KaueCTBa JICKAPCTBEHHOIO Ipernapara Uit BETCPUHAPHOIO IPUMEHEHNS,

y) JOKYMEHT, MOATBEPXkAAIOIMNN KadecTBO JIEKAPCTBEHHOIO Ipenapara TpeX MPOMBIIIIEHHBIX
cepuii (IPOTOKOJ aHaNM3a UM cepTUUKAT aHAIH3a), OJIHA CEPHsI KOTOPOTo JOHKHA COBMAAATh C CepHei
o0pasiia JIeKapCTBEHHOTO Tperapara, MoJaHHOTO Ha PETUCTPAIIHIO;

¢) XapakTepuCcTUKa IPUMECEH;

X) MEpeueHb CTaHAApPTHBIX 00pa3lloB, MCHOJIb3YEMBIX NPU OCYIIECTBICHUM KOHTPOJS KayecTBa
JIEKapCTBEHHOTIO IIpernapara JJisl BETEpUHAPHOTO IPUMEHEHUS;

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOIO MIperapaTa JijIsl BETEpUHAPHOTIO IPUMEHEHUS;
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10) komwms IOKYMEHTa, COJAEpKAIIero WHPOPMAIMI0 O HAIMYWU WX 00 OTCYTCTBHH (DaKTOB
pEerucTpaluy JIEKapCTBEHHOTO Tpernapara JIjs BeTepHUHAPHOTO MpUMEHEHUs 3a mpenenaMmu Poccuiickoit
denepaunu;

11) cornacue B muchbMeHHON ¢dopMe, MPeayCMOTPEHHOE YacThlO0 7 HACTOSIIEH CTaThH, B CiIydae
pPEruCTpalvy BOCTIPOM3BEICHHOTO JIEKAPCTBEHHOTO Mperapara;
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-D3)

12) xomusg JOKyMEHTa Ha PYCCKOM SI3bIKE, 3aBEpPEHHOr0 B YCTAHOBJICHHOM IOpSAKE H
MIOATBEPKIAOLIETO IIPABOMOYHOCTb 3asBJICHMSI O TOCYJAapCTBEHHOM PETMCTpPALMU JIEKAPCTBEHHOIO
npernaparta Jiisi BETEpUHAPHOIO IPUMEHEHUs (JI0BEPEHHOCTH).

4, HpI/I IPpOBCACHUHN yCKOpCHHOﬁ npoucaypbl SKCIICPTU3BI JICKAPCTBCHHOI'O IIpeliapaTra I
BCTCPUHAPHOI'O NPHUMCHCHHA B MLCIIAX €TI0 FOCyHapCTBCHHOﬁ peructpaiuu MOXKCET IMPCACTABIATHCA
I/IH(I)OpMaI_[I/IH, MOJIydYCHHas 1IpHu NPOBCACHUN KIMHUYICCKUX I/ICCJ'ICZLOBaHI/II\/'I JICKApCTBCHHOT'O IIpCIiapaTa 1
OHy6J’II/IKOBaHHa$[ B CHCHUAIM3UPOBAHHBIX ICYATHBIX H3AAHUAX, a TAKXKC AOOKYMCHTBI, COACpKAIIUC
PE3YJIbTAaTbl HCCIICAOBAHUA OMOPKBUBAJICHTHOCTHU JICKAPCTBCHHOT'O Ipemnapara i BETCPUHAPHOTO
IMPUMCHCHUA.

5. Ha skcniepTu3y pa3iuyuHBIX JIGKAPCTBEHHBIX ()OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
JUI BETEPUHAPHOI'O MPUMEHEHUS 3asiBUTEIb MPEACTABIISAET OTAEIbHBIE 3asBJICHUS U PEruCTPallOHHBIC
JI0ChE Ha KaXIYI0 JIeKapcTBeHHYI0 (popmy. IIpu yciaoBuu 0THOBpEMEHHOMN 101a4M HA SKCIEPTU3Y OHOMH
JIEKapCTBEHHON (DOPMBI C PA3IMYHBIMU JIO3UPOBKON, KOHIIEHTpaluel, 00beMOM 3asiBUTEIIb MIPEICTABISAET
OJIHO 3asBJICHUE U PETUCTPALMOHHOE JIOChE C NPUWIOKEHUEM MAaKETOB yIIAKOBOK Ha Ka)XKIylO IO3UPOBKY,
KaKIYI0 KOHLIEHTPALHIO, KKl 00bEM U KaXKJ10€ KOJIMYECTBO /103 B YIIaKOBKE.

6. 3asBUTENb BIOpaBE INPEACTABUTh IO COOCTBEHHONM HMHHIMATHBE BMECTE€ C 3asBJICHUEM O
roCy/1IapCTBEHHOW perucTpanuy JeKapcTBEHHOIO Ipenapara JUIsi BETEPUHAPHOTO IMPUMEHEHUS
JOKYMEHTBI, MOATBEPKAAIOIINE yIUIaTy TOCYIapCTBEHHOM IMOIIJIMHBI U yKa3aHHbIE B IyHKTE 7 4acTu 2
HacToAIIEeH cTaTh. B ciydae uX HempencTaBiIeHHs] COOTBETCTBYIOIINN YIIOJHOMOYEHHBIN (peiepanbHblii
OpraH MCIIOJHUTEIBHOM BJIACTH MpOBEpseT (GakT yIUIaThl 3asBUTENIEM TOCYJAapPCTBEHHOM IOIIIMHbI
MOCPENICTBOM HCIIOJIb30BaHMs WH(pOpMAIMK 00 yIUlaTe TOCYJapCTBEHHON MOIUIMHBI, COAEp)Kalieics B
I'ocynapcTBeHHOM MH(OPMAIMOHHONW CHUCTEME O TOCYJApCTBEHHBIX M MYHUIMIAIBHBIX IUIaTEeXaX, Ha
OCHOBAaHMM  MPEACTABICHHBIX  3aBUTEJIEM  KONUN  JOKYMEHTOB, IOJTBEPXKIAIOLUIUX  YIUIATy
rOCyJapCTBEHHOH MOIIJINHBI.

7. He pomyckaeTcss HCIOJIB30BaHME B KOMMEPYECKUX IeNissx HHpopMmamum o pe3yJibTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHHUUYECKHUX HUCCIIeI0BAaHUN JIeKapCTBEHHBIX
MPENapaToB JJisi BETEPUHAPHOTO IPUMEHEHUS, MPEICTABICHHOW 3asBUTEIEM I TOCYAapCTBEHHOM
perucTpalnuy JIeKapCTBEHHBIX TpernaparoB, 0e3 ero corjacuss B TEYEHHWE MIECTH JIeT C JAaThl
rOCyJJapCTBEHHOM perucTpaiuu peepeHTHOro JeKapCTBEHHOTo npernapaTa B Poccutickoit deneparui.

Cratba 18. Nopgava u paccMmoTpeHue 3asiBlIeHUA O rocyaapCTBEHHOW perncrpauum
nekapcTBeHHOro rnpenapara Ans MeAULMHCKOro npMMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jnga rocyaapCTBEHHOM perucrpalMy JIEKapCTBEHHOIO IMpemapara i MEAUIMHCKOIrO
NPUMEHEHHS IOPUIMYECKOe JIMIO, JCHCTBYIOIIEe B COOCTBEHHBIX HHTEpecax WM YIOJHOMOYEHHOE
MIPEACTABIIATh MHTEPECH JPYTOro IOPUAMYECKOTO JIMIA W 3asBIIIONICE JICKAPCTBEHHBIM IpenapaTr Ha
rOCYJapCTBEHHYIO PErMCTpaluio (Jajee B HACTOALIEH CcTaTbe - 3asBUTENb), INPEACTaBIIET B
YIOJHOMOYEHHBIN (eepalibHbIil OpraH MCIOJIHUTEIbHON BIACTH, OCYIIECTBISIONINI roCcyAapCTBEHHYIO
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pErucTpalmio JIEKapCTBEHHBIX MIPENapaToB Il MEAUIIMHCKOIO IPUMEHEHMS], B 3JIEKTPOHHOM opMme U Ha
OyMa)XHOM HOCHTEJE 3asBICHHE O TOCYAAPCTBEHHOM pEerucTpaluy JIEKapCTBEHHOrO IpemnapaTa ajs
MEJHUIMHCKOTO TPUMEHEHHUs, a TaKXKe B TOPSJIKE, YCTAaHOBJICHHOM YIIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM MHCIIOJHHUTEIBHON BIIACTH, B AJIEKTPOHHOM (hopMe M Ha OyMa)kKHOM HOCHTEJIE HEOOXOIUMbIE
JOKYMEHTBI, U3 KOTOPBIX (POpMHpYETCs pPErMcCTpalMOHHOE J0Ch€ Ha JIEKapCTBEHHBIN IpemnapaTr Jis
MEIUIIMHCKOTO IPUMEHEHMSL.

(uactp 1 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBieHUH O roCyAapCTBEHHOW PETUCTPALIMU JEKApCTBEHHOIO Mpenapara i MEJULMHCKOTO
IIPUMEHEHHUS YKA3bIBAIOTCS:

1) HauMeHOBaHHWE, aJApec 3asgBUTENs U TMPOU3BOAMUTENS JIEKAPCTBEHHOTO IMpemapara Jyis
MEJIMIIMHCKOTO MPUMEHEHHUSI, CBEJICHNU 00 MX PETHCTpalliid B KAa4ECTBE HAJIOTOIUIATENIBIINKA B CTPaHE
peructpanuu (i1 POCCUUCKHUX IOPUAMYECKUX JIUI - UACHTU(UKAIMOHHBIA HOMEP HAIOTOIIaTeNbIINKA
(MHH), my1st ”HOCTpaHHBIX IOPUIUYCCKUX JIUI] - CTPaHa PErUCTPAlNK, HAMMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, perucTpalMOHHBIA HOMEp, KOJ HAJOTOIUIaTeNbIINKa B CTPAHE PErucTpaluyl (MHKOPIOPAIUH)
WM €T0 aHajor) M aJpec MecTa OCYIIECTBJICHHS MPOM3BOJCTBA JICKAPCTBEHHOTO Mperapara (B ciaydae
HAJIMYUS HECKOJIBKMX YYaCTHHUKOB IIpOlLlecca €ro MPOU3BOACTBA HEOOXOAMMO YyKazaTh KaKIOro
y4acCTHUKA B COOTBETCTBUHU C OCYIIECTBIIIEMON CTaIUEH TPOU3BOJICTBA);

(m. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMEHOBAHUE JIEKapCTBEHHOT'O IpernapaTa JJil MEIULUHCKOTO MPUMEHEHUs (MEXKIYHapOIHOE
HENaTEeHTOBAHHOE, WK IPYIIIIMPOBOYHOE, UM XUMUYECKOE U TOPIOBOE HAUMEHOBAaHMUS);

3) MEPCUCHDb }ICI)'ICTBYIOHII/IX N BCIIOMOIraTCJIbHBIX BCHICCTB, BXOAAINIUX B COCTaB JICKAPCTBECHHOI'O
npenapara it MCAUIUHCKOTO IIPUMCHCHUS, C YKA3aHUCM KOJINMYCCTBA KAXKAOTO U3 HUX;

4) nexapctBeHHas ¢opmMa, JTO3MPOBKA, CIOCOOBI BBEICHWUS M TPUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO MpernapaTa JJi MEIUIUHCKOTO IPUMEHEHUS;

5) dapmakoTepaneBTHUECKas TPYIINA, KOJI aHATOMO-TEPANEBTHIECKO-XUMHUECKON KIacCU(pUKAIIH,
PEKOMEHJI0BaHHOM BceMupHO#l opraHuzanueil 34paBOOXPAHEHMS, 3asBIsE€Mble [OKa3aHUS UL
MPUMEHEHUS JIEKAPCTBEHHOTO TMpernapara s MEAUIMUHCKOTO IPUMEHEHHUS;

6) OTCYTCTBHE HEOOXOJUMOCTH TMPEIOCTaBICHUS OT4YeTa O pe3yjibTaTaX KIMHUYECKOTO
WCCJICIOBAHUS, WCCIEAOBAaHUS OMOIKBUBAICHTHOCTH JIEKAPCTBEHHOIO Mpemnapara, pa3perieHHOro JUIs
MeIMIIMHCKOTO puMeHeHus B Poccuiickoit deneparuu Oosiee 1BAIIATH JIET, ¢ YKa3aHUEM HOPMATHBHBIX
MPaBOBBIX aKTOB, MOJATBEPKAAOIINX JAHHBIN CPOK PUMEHEHHS;

7) HeobxomuMocTh oopMmileHHs1 paspelieHus Ha BB0O3 B Poccuiickyro deneparvito KOHKPETHOU
NapTUU  3apETUCTPUPOBAHHBIX M (WIM)  HE3aperMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
MpeAHA3HAYEHHBIX U1 MPOBEACHUS 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B ILENAX T'OCYAAPCTBEHHOM
perucTpanmy;

8) HCO6XOI[I/IMOCTB MMPOBCACHUA OKCIICPTU3bI JOKYMCHTOB, IPCACTABJICHHBIX IJIs1 OIPCACICHUSA
BO3MOXHOCTH pacCMaTpruBaThb HeKapCTBeHHLIﬁ npenapatr ajid MCAUIUHCKOI0 IMPUMCHCHUA TIpH
OCYHICCTBJICHUU FOCYHapCTBeHHOﬁ perucTpanv B Ka4€CTBC Op(l)aHHOFO JICKApCTBCHHOTO IIpCIiapara,

9) HeoOX0IMMOCTh IPUMEHEHHUSI YCKOPEHHOM MPOLEAYphl SKCIEPTU3bI JEKAPCTBEHHBIX CPEJCTB B
LEJIAX IOCYIapCTBEHHON PETUCTPALMU JICKapCTBEHHOIO IIpernapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIONINX YIUIATy TOCYJapCTBEHHOM MOIINHBI:
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a) 3a MPOBEICHHE SKCIEPTHU3bI JTOKYMEHTOB, MPEICTABICHHBIX [IJISi OMpEEICHUS BO3MOXHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM MpenapaTr [isi MEIULIMHCKOTO IPUMEHEHHS MpPU OCYIIECTBICHUHU
rOCyJJapCTBEHHOM PEruCTpaIlii B KaueCTBE Op(PaHHOTO JICKAPCTBEHHOTO IIpernapara;

0) 3a mpoBeJIEHHE HKCIEPTH3bl KAueCTBA JIEKAPCTBEHHOI'O CPEACTBA M HKCHEPTH3bl OTHOLICHMS
0KHMJIa€MOM I10JIb3bI K BO3MOKHOMY PHCKY IIPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara, pa3pemeHHoro s
MeAULIMHCKOro npuMeHeHuss B Poccuiickoit ®dexepauuu Oosee IBaAuLaTH JIET, IPU OCYIIECTBICHUU
roCyJJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOT'O IPEapara;

B) 3a IPOBEICHUE 3KCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBAa M HKCHEPTH3bl OTHOLICHMS
OKUJaeMOH TOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHMSI JIEKApCTBEHHOTO IpernapaTa Ui MEAUIIUHCKOIO
IIPUMEHEHHUS IIPU €T0 FOCYAAPCTBEHHONW PETUCTPALINY;

r) 3a MPOBEACHHE JKCIEPTU3bl KAauecTBa JIEKAPCTBEHHOTO CPEICTBA M JKCIEPTH3bl OTHOIICHUS
0’KHMJIa€MOM MOJIb3bl K BO3MOKHOMY PUCKY IMPUMEHEHHUS JICKAPCTBEHHOTO MpernapaTa sl MEAULIMHCKOT O
MIPUMEHEHHUS, B OTHOIICHHH KOTOPOTO TPOBEICHBI MEXKIyHApOIHBIE MHOTOILEHTPOBBIC KIMHUYECKHE
UcCIeoBaHUs, 4YacTh M3 KOTOpBIX mpoBeneHa B Poccuiickoit ®eneparuu, MOpu  OCYIIECTBICHUU
rOCyJIapCTBEHHOM PEerucTpaIiy JICKapCTBEHHOTO Mperapara;

11) Hanmuuume coriacus MPOU3BOJUTENS JIEKAPCTBEHHOTO Ipernapara, MPOU3BOJICTBO KOTOPOTO
ocymecTsiusiercs 3a npenenamu  Poccuiickonn ®enepanny, Ha POBEACHUE HMHCIEKTUPOBAHUS
MPOU3BOIUTENSI HA COOTBETCTBUE TPEOOBAHUAM IIPABUI HAJJIEXKAIeH TPON3BOICTBEHHOMN NPaKTHKH;

12) Hanu4ue coriacusi, NpeyCMOTPEHHOT0 YacThio 18 HacTosIIeH CTaThH;

13) yka3aHue Bua JEKapCTBEHHOI'O Ipernapara, peiCTaBIEHHOI0 Ha perucTpanuio (pedepeHTHbIi
JIEKapCTBEHHBIM  TIpemapar, BOCIPOM3BEICHHBIM  JICKAPCTBEHHBIM  TIpemapar, OHOJOTHYECKHUI
JIEKapCTBEHHBIN TMpemapaT, OMoaHAIOTOBbIM (OMOMOJO0HBIN) JTeKapCTBEHHBIN mpemapaT (OuoaHanor),
roMeonaTHyecKuil JJIeKapCTBEHHBIN Mpenapar, IeKapCTBEHHBIN pacTUTENbHBIN penapar).

(uactb 2 B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrtpannoHHOE JOChE Ha JIEKAPCTBEHHBIM Mpenapar Uil MEIWIMHCKOTO IPUMEHEHHUS
npesocTaBiIsgeTcs B popMe 00IIero TEXHUIECKOro JOKYMEHTa.
(uactp 3 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Pa3z[en JAOKYMCHTAIMU aIMUHHUCTPATHBHOI'O XapaKTCpa BKIIIOYACT B cebs:

1) 3asiBIeHHE O TOCYAAapCTBEHHOW PETHCTPAIlMH JICKAPCTBEHHOTO Mperaparta Ui MEIUIIMHCKOTO
MIPUMEHEHHUS B ANEKTPOHHOU opMe U Ha OyMa>kHOM HOCHUTEIIE;

2) KONMI0 JOKYMEHTa Ha pYCCKOM f3bIKE, 3aBEPEHHOr0 B YCTAaHOBJIEHHOM IOpSJIKE U
MTOATBEP>KIAOIIETO MPABOMOYHOCTD 3asiBUTENS IOJABaTh 3asBICHUE O IOCYJAapCTBEHHOH pErucTpalnyu
JIEKapCTBEHHOI'O IIpernapaTa Jisi MEIUIIMHCKOTO IPUMEHEHUS (JIOBEPEHHOCTb);

3) KONWIO JHIEH3MHM Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WM KOMHIO 3aKIIOUEHHS O
COOTBCTCTBHUH MMPOU3BOAUTCIIA JICKApCTBCHHBIX CpCacCTB Tpe6OBaHI/I$IM ImpaBUJI Hannexcameﬁ
MPOM3BOICTBEHHOW MPAKTUKH, BBIIAHHBIX YIIOJTHOMOYEHHBIM (ellepalbHBIM OpPraHOM HCIOJTHUTEIBHOM
BJIACTM B OTHOILEHUHU MPOU3BOJACTBEHHOW IMIOIIAIKH PETHCTPUPYEMOTrO JIEKAPCTBEHHOIO IMpernapara, B
clly4ae, eCJIM IIPOU3BOJICTBO JISKAPCTBEHHOTO MpemnapaTa ocymectsisercs B Poccuiickoii @enepanum;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4) KOITMIO BBIJJAHHOMU YHOOJIHOMOUYCHHBIM OpPraHOM CTpaHbl IMPOU3BOAUTCIIA JIMOCH3WMU Ha
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IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpernapaTa M €€ TMEepeBOJ Ha pPYCCKUH S3bIK, 3aBEPEHHBIE B
YCTaHOBJICHHOM IIOPSIZIKE, a TAKXKE KOIUIO 3aKIOYEHHUS O COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX
CpPEICTB  TpeOOBaHUSAM  MpPaBUI  HaJUIeKalled  NPOU3BOACTBEHHOM  MPAKTUKH,  BBIJAHHOTO
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HMCIIOJHUTEIBHOM BJIACTU B OTHOLIEHHWH MPOU3BOACTBEHHOMN
IUIOUIA/IKM PETUCTPUPYEMOIO JIEKAPCTBEHHOTO MpenapaTa, WIM KOMHMIO PEIICHHs YIOJIHOMOYEHHOTO
¢benepanbHOrO0 OpraHa MCIOJHUTENBHOW BJIACTH O TMPOBEIECHUHM HHCIEKTUPOBAHHS IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEICTB, B CIIy4aec, €CJIM IMPOU3BOACTBO JIEKAPCTBEHHOI'O IperapaTa OCyLIECTBIIIETCS 3a
npeaenamu Poccuniickoit denepanuu;

(B pen. ®enepanbHoro 3akona ot 04.06.2018 N 140-D3)

5) IMPOCKT UHCTPYKIHUU IO MCAULUHCKOMY NIPUMCHCHUIO JICKAPCTBCHHOI'O IIpCIiapara, conepmameﬁ
CJICOYIOIUEC CBCACHMA:

a) HaUMEHOBAHME JIEKAPCTBEHHOro Ipemnapata (MEXIyHapOJHOE HEMaTeHTOBAaHHOE, WM
IPyNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

6) JICKApCTBCHHAA (bopMa C YKa3aHUueM HAaMEHOBAaHUM M KOJIMYECTBEHHOTO COCTaBa HeﬁCTBYIOHlHX
BC€IICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOTI'aTCIBHBIX BEIICCTB (HpI/I HGO6XO}II/IMOCTI/I KOJIMYECTBCHHOI'O
cocCTaBa BCIIOMOI'aTCIIbHBIX BCH_[eCTB);

B) OIMMCAHUC BHCIIHETO B A JICKAPCTBCHHOI'O Mpcriapara IJisi MCAUIIUHCKOI'O IIPUMCHCHU A,
1") (I)I/I3I/IKO-XI/IMI/ILICCKI/IC CBOMCTBaA (I[J'ISI paI[I/IO(papMaI_ICBTI/I"IeCKI/IX JICKApPCTBCHHBIX npenapaTOB);

n) ¢dapmakoTepaneBTUYECKas Tpymmna, KOJ JIEKapCTBEHHOTO IMpenapara g MEIUIIMHCKOTO
MIPUMEHEHHUS 110 aHATOMO-TEPANeBTUYECKO-XUMUUECKON KIacCH(PUKAIIUU, PEKOMEHI0BaHHOM BeemupHoii
OpraHM3alyen 3[paBOOXPaHEHHUs], WIIM YKa3aHue "TOMEeonaTUYECKUI JIEKapCTBEHHBIN Mpenapar'’;

e) (dapmakogmHamuka U (apMaKOKHHETHKA (32  HCKIIOYeHHEM  (apMaKOKHMHETHUKH
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPEMApaToOB U PACTUTEILHBIX JICKAPCTBEHHBIX MIPEIapaToB);

’K) TIOKa3aHUsl 1711 IPUMEHEHNS,
3) MPOTUBOIIOKA3AHUS JIJISI IPUMEHEHUS;
1) MEpHI IPETOCTOPOKHOCTH NP IPUMEHEHHH;

K) yKa3aHUE€ BO3MOXXHOCTH M OCOOCHHOCTEM MPUMEHEHHUs JIEKapCTBEHHOIrO Tpenapara Jyist
MEIUIIMHCKOTO TPUMEHEHUS OepeMEHHBIMU IKCHIIMHAMH, JKCHIIMHAMH B TEPHUOJ TPYIHOTO
BCKapMJIMBAHUS, IETHMU, B3POCIBIMU, IMEIOIIMMH XPOHUYECKHE 3a00JICBaHNUS;

J) PSKHM JO3UPOBAHUS, CIIOCOOBI BBEJACHUS M NMPUMEHEHUS, MPHU HEOOXOIUMOCTH BpeMsl IpHeMa
JIEKApCTBEHHOT'0 Tpemnapara i MEAUIIMHCKOTO MPUMEHEHUSs, MPOJOKUTEIBHOCTh JICYEHUSI, B TOM
YHUCIIe y ASTEH 10 ¥ ToCIie OTHOTO T0/1a;

M) BO3MOJXHBIC HCKCIIATCIIbHBIC PCAKIUNW TpPH IMPUMCEHCHUH JICKAPCTBCHHOI'O mpfcrapara i
MCAUIUHCKOI'O IIPUMCHCHUS

H) CUMIITOMBI TIEPE03UPOBKHU, MEPHI 10 OKA3aHHUIO TTIOMOIIU TIPH MEPEI03UPOBKE;

O) B3aUMOJICUCTBHE C APYTruMH JICKapCTBCHHBIMU IIpCIIapaTaMu U (I/IJ'II/I) IMUIICBBIMU MTPOAYKTAMMU,
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1) popMBbI BbIITyCKa JIEKAPCTBEHHOI'O Iperapara;

p) ykazaHue (IIpU HEOOXOIUMOCTH) OCOOEHHOCTEHW AEHCTBHs JIEKapCTBEHHOIO Ipernapara Jyis
MEIUIIMHCKOTO IPUMEHEHUS TP MIEPBOM MPUEME WIIN IIPU €r0 OTMEHE;

¢) onucanue (IIpu HE0OXOAMMOCTH) AeiicTBUI Bpaya (¢enpaiiepa) u (WiK) HalKUeHTa Mpy MpOIMyCcKe
npreMa OJHOM MM HECKOJIBKUX 7103 JIEKApPCTBEHHOTO Mperapara i MEIUIIHHCKOTO IIPUMEHEHUS;

T) BO3MOJKHOC BJIMAHUC JICKAPCTBCHHOI'O IIpCliapara i MCAUIHUHCKOIO IIPUMCHCHHUA Ha
CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMU CPEACTBAMU, MEXAHU3MAMU,

y') CPOK TOAHOCTH M YKa3aHUC Ha 3alpeT NPUMCHCHHUA JICKAPCTBCHHOI'O IIpeliapaTta JIid
MCIUIIUHCKOI'0 IPUMCHCHUS 110 HCTCUCHUHN CPOKA 'OAHOCTH,

&) ycrnoBus XpaHEHHUS;

X) YKa3aHUC Ha H€O6XO)II/IMOCTI> XpaHCHHUA JICKAPCTBCHHOI'O IIpf€riapara A MCEIUIHUHCKOI'O
IMPUMCHCHUA B MECTAX, HCAOCTYIIHBIX IJISA neTeﬁ;

1) yka3aHue (Ipu HEOOXOAMMOCTH) CIELUATIbHBIX MEpP IMPEIOCTOPOXKHOCTU MPH YHUUTOKEHUU
HEHUCIIOIb30BAaHHBIX JIEKAPCTBEHHBIX IIPENAPATOB U1l MEAULIMHCKOIO IPUMEHEHNUS,

Y) YCIIOBUS OTITyCKa;

II) HAaUMCHOBAHHMS M ajJpeca MPOM3BOJCTBCHHBIX IUIOMIAJOK MPOU3BOJUTENS JIEKAPCTBEHHOTO
nperapara;

1) HaWMEHOBaHHWE, aJpec OpraHU3alllH, YIOJHOMOUEHHOM Jep)KaTejleM WM BIaJeNbleM
PETUCTPALIMOHHOTO YJIOCTOBEPEHMSI JIEKAPCTBEHHOIO TMperapara A MEIUIMHCKOTOo NMPUMEHEHHUs Ha
NPUHATHE IPETEH3UH OT MOTPEOUTEIS;

6) MHCTPYKLHUIO 110 MEAUIIMHCKOMY MPUMEHEHUIO MM KPaTKyl0 XapaKTePUCTHKY JIEKapCTBEHHOIO
rpenapara, yrBepKJACHHbIE B CTpaHe IIPOU3BOAUTEILS,

7) IpOEKThl MAaKETOB MEPBUYHOM YIIAaKOBKHU U BTOPUYHON YaKOBKH JIEKAPCTBEHHOTO Mpenapara AJis
MEJULUHCKOIO IIPUMEHEHMS;

8) MpOeKT HOPMATHBHOW ITOKyMEHTAIlMW WJIM HOPMATHBHOTO JIOKYMEHTa Ha JIEKapCTBEHHBIN
mpenapart 1js MeIULUHCKOTO IPUMEHEeHHs TM00 yKa3aHHe COOTBETCTBYIONIEH (papmMakomneitHO! cTaThu;

9) NOKYMEHT, cojepaluii WHOOPMAIMIO O HATMYUU WIH 00 OTCYTCTBUU (DAaKTOB PETUCTpPALIUU
JICKApCTBEHHOTO Mperapara Jjisi MeIMIIMHCKOTO IIPUMEHEHUs 3a npenenamu Poccuiickoit deneparum;

10) konmuM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBICHHOM TOPSJIKE U TOATBEPKIAOIMUX (DaKT
perucTpanuy JeKapCTBEHHOTO IpenapaTa B MHOCTPAHHBIX TOCyJapcTBax B KadecTBe Op(aHHOIO
JIEKApCTBEHHOTO MpeIapara;

11) IJIaH yIpaBJICHUA pUCKAMU  JJI OMOJOIHYECKUX JICKApCTBCHHBIX IIpCnapaTroB  JIA
MCIUIIUHCKOI'O IPUMCHCHUA

12) noxymeHT o cucteme (apmakoHaa30pa JAep)kaTeNs WIM BIaJeiblla PEruCTPaLHOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;



13) noKyMeHT, MOATBEP)KIAOLIUN KadecTBO JIEKAPCTBEHHOT'O IMpernapara TpPeX HMPOMBIIIIEHHBIX
cepuil (ITPOTOKOJI aHAJIN3a WK CEPTUPUKAT aHAIN3a), OJJHA CEpUsi KOTOPOT'o J0JKHA COBMAAATh C cepueit
oOpa3na JIeKapCTBEHHOTO TIpernapara Ul MEAUIMHCKOTO MNPUMEHEHHs, IPEACTaBICHHOIO Ha
rOCYJapCTBEHHYIO PErHCTPALHUIO.

(uactp 4 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Paznen xumuueckoi, dapManeBTUUECKOW M OMOJOrMYECKOW JOKyMEHTAlMM BKIOYaeT B cels
JOKYMEHTBI, cojieprkalue HHPpopMauio o papmaneBTHIeCKol CyOCTaHIIMH U JIEKAPCTBEHHOM IIpernapare
JUIL MEJULIMHCKOTO IPUMEHEHMS, NIPOLIECCE €r0 MPOU3BOACTBA U METOJAX KOHTPOJS KadyecTBa, B TOM
qucie:

1) KomuIO JOKYMEHTa, COAEPIKALIETO CIEAYONTY0 HHPOopMAILHIO O (papMalleBTUYECKOH cyOCcTaHIIMU
win papManeBTUUYECKUX CyOCTaHIUAX, BXOAIINX B COCTaB JIEKapCTBEHHOI'O Ipernapara:

a) HaUMEeHOBaHMe (hapMaleBTHUECKON CyOCTaHIIUM, €€ CTPYKTypa, OOLIHe CBOMCTRA;
0) HauMEHOBaHME U a/IpeC MPOU3BOAUTEIIS;

B) TEXHOJIOTHUS MPOU3BOJCTBA C OMHCAHMEM CTaJWW MPOM3BOACTBA U METOJOB KOHTPOIS Ha BCEX
CTaJusAX MPOU3BOJCTBA;

I') ONKCaHKe Pa3pabOTKH Mpolecca MPOU3BOICTBA;

1) OTICAaHNE KOHTPOJISI KPUTHIECKUX CTaU TIPOU3BOJICTBA U TIPOMEKYTOYHOH PO TYKIIHH;
€) IOKyMEHTaJIbHOE MOATBEPKICHUE (BaUAAIIHS) TPOLIECCOB U (WJIM) UX OIICHKA;

’K) CBOMCTBA U CTPYKTypa JIeUCTBYIOIINX BEIIECTB;

3) XapakTepUCTHUKA IIPUMeECeii;

n) crieurdukanys Ha hapMaleBTHUECKyI0 CyOCTaHIIUIO U €€ 000CHOBAaHMUE;

K) aHaJUTHYECKUe METOAMKH, WCIOIb3yeMble TMPH OCYIIECTBICHUH KOHTPOJS KadecTBa
(dhapmareBTHUeCKOi CyOCTaHITNH;

J) TOKYMEHTaJIbHOE MOATBEP)KJEHUE (BaluIalVsl) aHAIUTUYECKUX METOAMK, MCIIOJIBb3YEMbIX MPH
OCYILIECTBJICHNH KOHTPOJIS KauecTBa (papMalieBTUUECKOM cyOcTaHIny;

M) pe3yJbTaThl aHaJIN3a cepuil hapMaleBTUUECKOI CyOCTaHIINN;

H) NEPCUCHb CTaHAAPTHBIX o6pa311013 HJIN BCIICCTB, UCIIOJB3YCMbIX NIPHU OCYIIECCTBICHUN KOHTPOJIA
Ka4dycCTBa,

0) OTMCAHNE XaPAKTEPUCTHK M CBONCTB YITAKOBOYHBIX MAaTEPHAJIOB M YKYTIOPOUYHBIX CPEJICTB;
1) TaHHBIC O CTAOUIILHOCTH (hapMaIleBTUUECKON CyOCTaHITHH;
P) CPOK TOJTHOCTH;

2) TOKYMEHT, COJIeprKaIIHii CIeAYIOUINe CBEICHUS O JIEKAPCTBEHHOM IpernapaTe A MEAUIIMHCKOTO
MIPUMEHCHUS
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a) OMHMCAHME U COCTaB JIEKAPCTBEHHOTO MpernapaTa il METUIUHCKOTO PUMEHEHUS;

0) omucanue (apmareBTHUECKOH pa3paboTku (0O0OCHOBaHHME BBIOOpAa COCTaBa, MEPBHYHOM
YHaKOBKU U UHOTO);

B) TEXHOJIOTHUSI MPOM3BOJCTBA C OMHCAHMEM CTaJWW MPOM3BOACTBA U METOJOB KOHTPOIS Ha BCEX
CTaJuAX MPOU3BOJCTBA;

I) ONUCAaHHE KOHTPOJS KPUTHUECKUX CTaJuil Ipolecca IMPOU3BOACTBA M IPOMEKYTOUHOM
MIPOYKIIVH;

I[) HaAaUMCHOBAHUC U aJp€C MCCTAa OCYHICCTBJICHUSA IMPOU3BOACTBA JICKAPCTBCHHOI'O IIpCliapaTa IJIA
MCIUIIUHCKOI'0 IHIPHUMCHCHUA (B ClIydac HaJIW4YHA HCCKOJBKHX YYAaCTHHKOB IIponecca IpPOU3BOACTBA
HCO6XOI[I/IMO YKa3aTb KaxKaoro mu3 HI/IX);

e) dapmareBTUYECKasi COBMECTUMOCTH;

) MUKPOOHOJIOTHUECKHE XapaKTePUCTHUKH;

3) MaTepuaIbHbIN OamaHC I MPOU3BOJICTBA CEPUU TOTOBOTO MIPOIYKTA;

1) ONHMCAHNE XapaKTEPUCTUK U CBOWCTB YIIaKOBOUYHBIX MATEPUAJIOB U YKYIIOPOUHBIX CPEICTB;

K) TOKyMEHTAJIHHOE MOATBEPKICHNE (BaJIMIAINS) TTPOLIECCOB MPOM3BOJICTBA U (WJIM) WX OILICHKA;

1) TpeOoBaHHMsI K KayeCTBY BCIIOMOTATENbHBIX BEMIECTB (cepTH(UKAT, creruduKanus Ha
BCIIOMOTaTeJIbHBIC BEIIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAUKH, HUCIOJB3YCMbIC TIpH OCYHICCTBJICHHU KOHTPOJISI KAa4YCCTBa
BCIIOMOT'aTCJIBHBIX BEIICCTB,

H) AOKYMCHTAJIbHOC TIOATBCPIKICHUC (BaJII/IIlaI_[I/I}I) AHAIIUTHUYCCKUX MCTOAUK, UCIIOJIB3YCMbIX IIPpH
OCYHICCTBJIICHNHN KOHTPOJIA KAa4€CTBA BCIIOMOTI'aTCIIbHBIX BEIICCTB,

O) I/IH(I)OpMaL[I/I}I 00 HCIIOJB30BAHMH BCIOMOTaTEIbHBIX BCIICCTB YCIOBCYCCKOI'O M XHUBOTHOI'O
MMPOHUCXOKIACHUA,

H) HH(bOpMaHHSI 00 MCIIOJIb30BaHUU HOBBIX BCIIOMOTaTElIbHBIX BCIICCTB,

p) TpeOOBaHWSI K KadecTBY JIGKAPCTBEHHOTO TIperapara I MEIUIUHCKOTO TNPUMEHEHUS
(ceprudukar, cnenudukaiys Ha JEKapCTBEHHBIN ITpenapar U uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HUCIHOJB3YEMBIC TIPpU OCYIICCTBICHUMW KOHTPOJIA KauCCTBa
JICKApPCTBCHHOI'O IIpeIiapaTta A MCAUIUHCKOT'O IIPUMCHCHU A

T) JOKYMEHTAJIbHOE MOATBEPKACHHE (BAIMJIALMSA) aHATMTUYECKUX METOAMK, UCIOJIB3YEMBIX MPHU
OCYIIECTBJICHUH KOHTPOJISI KAUECTBA JICKAPCTBEHHOTO Mpernapara Jjisi MEAUIIMHCKOTO IPUMEHEHHS;

y) pe3ybTaThl aHAJTM30B CEPHUI JIEKAPCTBEHHOTO Tperapara sl MeJUIIMHCKOTO MTPUMEHEHHS,
&) xapakTepucTUKa MPUMECEIi;

X) MEpeueHb CTaHJApPTHBIX 00pa3lloB, MCHOJIb3YEMBIX MPU OCYIIECTBICHUH KOHTPOJS KadecTBa



JICKApCTBCHHOTO Iperiaparta JJI1 MCAUIHUHCKOIO IPUMCHCHUS ;

1) JaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOT'O TIpenapaTa Jisl MEIUIIUHCKOTO MPUMEHEHHUSI.
(dactpb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pazgen (bapMaKOHOFHqCCKOﬁ, TOKCHUKOJOTHYE€CKOM JAOKYMCHTAllUU BKIIFOYACT B ce0s OTYETHI O
pe3yiibTaTax JOKIMHUYCCKUX HCCIICIOBAHUM JICKApCTBECHHOT'O CPpE€ACTBA JJIsI MCAUITUHCKOI'O IPUMCHCHNA,
B TOM YHCIJIC:

1) oTuer o hapmMakOIUHAMUYECKUX UCCIEIOBAHUSAX;
2) otueT 0 (hapMAKOKUHETHUECKUX HCCIEAOBAHUSAX;

3) OT4ET O TOKCUKOJIOTHYECKUX MCCIICIOBAHUSIX.
(uacts 6 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

7. Pa3nen KIMHUYECKOW OKYMEHTALMU BKJIIOYAET B ce0s OTYETHI O pe3yjbTaTax KIMHUYECKHX
HCCIIEI0BAaHUM JIEKApCTBEHHOIO IIpenapaTa Uil MEAULUHCKOTO IIPUMEHEHUS, B TOM YHCIIE:

1) orduersl 00 wuccaeAOBaHUSAX OMOJOCTYITHOCTH UM OHMOSKBUBAJICHTHOCTH, HCCICIOBAHUSAX,
yCTaHABIMBAIOIIUX KOPPETSAIUIO Pe3yIbTaTOB, MOJYUYEHHBIX B YCIOBHIX in Vitro U in vivo;

2) oT4eTHI 0 PapMAKOKMHETHUECKUX UCCIICIOBAHUSX;
3) oT4eTsl 0 (hapMaKOAMHAMUYECKUX UCCIIEJOBAHUSAX;
4) oT4eTHl O KIMHUYECKUX HCCIIeI0BaHUAX () PEeKTUBHOCTH U 0€30MaCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHHS (TIPH HATTUYUH ).
(gactp 7 BBenena denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k o0beMy HH(OPMAIUK, MPEJOCTABIIEMON B COCTaBE PETUCTPALMOHHOIO JI0CHE,
JUISL OTJIEIBHBIX BHJIOB JIEKAPCTBEHHBIX MPENAPATOB ISl MEAUIMHCKOIO NMPUMEHEHHMsI YCTaHABIUBAIOTCS
YIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTENBHON BIIACTH.
(uactp 8 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9. B OoTHOIIIEHUU JEKAPCTBEHHBIX IMPENapaToB, pa3pelIeHHbIX A MEIUIUHCKOrO MPUMEHEHHUS B
Poccuiickoit ®enepanuu Oosiee ABaaaTH JIeT (3a HMCKIIOYEHHEM OHMOJIOTHYECKHX JICKapCTBEHHBIX
MpernapaToB), JOMyCKaeTCsl BKIIOYEHHE B COCTaB pasiena (papMaKoJIOTHYECKOW, TOKCHKOIOTUYECKOM
JOKYMEHTAIlMU U pa3jiefia KIMHUYECKOW JOKYMEHTAIlMM BMECTO OTYeTa pa3paboTyuKa O pe3yibTaTax
COOCTBEHHBIX JOKIMHHUYECKHX HUCCIIEOBAHUM JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKHX HCCIIETOBAHHMA
JIEKapCTBEHHBIX TIPENapaToB JUIsi MEIUIMHCKOTO MPUMEHEHHUsS 0030pa HaydHBIX paboT O pe3yibTrarax
JOKJIIMHUYECKUX HCCIIEJJOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX UCCIECTOBAHUM JTaHHBIX
JIEKApCTBEHHBIX MPEMapaToB, B TOM YHCIIE BKJIIOYAs OMBIT UX MOCTPETUCTPALIMOHHOTO TPUMEHEHUSI.
(dactp 9 BBenena denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10. IIpu rocyaapCTBEHHOW PpErHMCTpallMy BOCIPOU3BEIECHHBIX JIEKAPCTBEHHBIX IPENapaToB ISl
MEIUIIMHCKOTO TMPUMEHEHHs JIOMyCKaeTCs BKIIOUYEHHE B COCTaB pasfena (hapMakoIOrHuecKoid,
TOKCUKOJIOTMUECKOM JOKYMEHTalluu U pasjena KIMHUYECKOM JOKYMEHTallud BMECTO OTueTa
pa3paboTurka O pe3yJbTaTax COOCTBEHHBIX JOKIMHUYECKHX HCCIEIOBAaHHM JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4YHBIX pabOT O pe3ysbTaTax JOKIMHUYECKHX HCCIEAOBAHHHA pePEpEeHTHOTO JIEKAPCTBEHHOTO
mpemnapaTa U MpeJCTaBICHUE BMECTO KIMHMYECKUX HCCIEIOBAaHUM B IMOJHOM 00beMe, YCTaHOBIECHHOM
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pasaciiomMm KIMHUYECKOM AOKYMCHTAllMKU, OTYCTA O PE3YyJIbTaTax HCCIICJOBAHMI OMOPKBHBAJICHTHOCTU
BOCIHIPOU3BCACHHOI'O JICKAPCTBCHHOI'O IIp€riapara A MCAUINHWHCKOI'O IPUMCHCHUA. He Tpe6yeTC}1
MNpeaACTaBJICHUEC OTYETa O Ppe3yjibTaTax HCCIICIOBAHUM OHMO’KBUBAJICHTHOCTH BOCITPOU3BCACHHOTO
JICKApCTBCHHOT'O ITperiaparta AJid MCAUIIUHCKOI'O MPUMCHCHHS, €CJIN PCTUCTPUPYIOTCA BOCIIPOU3BEACHHBIC
JICKApPCTBCHHBIC MpCIiapaThl JJIA MCIUIUHCKOIO IPUMCHCHHA, KOTOPLIC!

1) mpeaHasHayeHbl IS NApEHTEPAIbHOrO (MOJKOKHOTO, BHYTPHUMBIIIECYHOTO, BHYTPHUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPUIIOJIOCTHOIO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAapHOIO) BBEIEHUS W
IPEJCTABISAIOT cO00I BOAHBIE PACTBOPHI;

2) mpeCcTaBiIsIOT CO00M pacTBOPHI AJIs NEPOPATILHOTO PUMEHEHUS;
3) npousBenieHbl B OpME MOPOLIKOB WM JTUO(PUIN3ATOB I IPUTOTOBICHHS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) SABIAIOTCS YIIHBIMU WJIM TJIA3HBIMU JIEKAPCTBEHHBIMU IIperapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) NpeaAHa3HAYCHbI AJIsI MCCTHOTI'O IPUMCHCHUS U IIPUTOTOBJICHBI B (l)OpMe BOJOHBIX paCTBOPOB;

7) npeacTaBisAOT cOOOM BOJIHBIE PACTBOPHI JJIS MCIOIB30BaHUSA B (DOPME MHTAISIIIUN C TTOMOIIBIO
HeOyJaii3epa WK B KaUeCTBE HAa3aJbHBIX CIPEEB, IPUMEHSEMBIX C IOMOILBIO CXOIHBIX YCTPOMCTB.
(uactp 10 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. JIna ciyvaeB, ykazaHHbIX B myHkTax 1 - 3, 5 - 7 wactm 10 HacTtosme# crathy,
BOCIIPOU3BE/ICHHBIN JIEKapCTBEHHBIH Ipenapar Uisi MEAMLIHUHCKOrO NMPUMEHEHHs JOKEH COAepXkKaTb
TaKHe K€ BCIIOMOTATENIbHBIE BEIIECTBA B TaKUX K€ KOJIUYECTBAX, Kak M pedepeHTHBIN JTeKapCTBEHHBII
npenapaT. Eciu cocTaBbl BCIIOMOTaTeNbHBIX BEIIECTB pPa3IMyaroTCs, 3asBUTEIb JOJDKEH MPEICTaBHUTH
JI0KA3aTesIbCTBa TOTO, UYTO HCIOJb3YEMbIE B JAHHBIX KOHIIEHTPALMSIX BCIOMOTATEIbHbIE BELIECTBA HE
BIUAIOT Ha Oe3omacHOCTh W (WiH) 3P (EeKTUBHOCTh JIEKAPCTBEHHOTO Tpemapara s MEIUIIMHCKOTO
npuMeHeHus. B cimydae, ecnu 3asBUTEIh HE MOXKET MPEACTaBUTh TAaKUE JOKA3aTeNbCTBA U (WIM) HE UMEET
JOCTyHa K COOTBETCTBYIOIUM JaHHBIM, OH JIOJDKEH IMPOBECTU COOTBETCTBYIOLIUE HCCIEIOBAHUS IJIs
JI0Ka3aTeNIbCTBA OTCYTCTBHUSI BJIMSHHUS PAa3HBIX BCIOMOTAaTENbHBIX BEIIECTB WM BCIIOMOTATENbHBIX
YCTPOUCTB Ha Oe30macHOCTh M (MiaH) 3(H(HEKTHBHOCTE JICKAPCTBEHHOTO Tpernapara i METUIIMHCKOTO
MPUMEHEHUS B TOPSAKE, YCTAHOBIEHHOM YMOJIHOMOYEHHBIM (he/lepalbHBIM OpraHOM HCHOJHUTENBHOM
BJIACTH.

(gactp 11 BBenena deaepanbHbIM 3ak0OHOM OT 22.12.2014 N 429-03)

12. Tlpu rocyapCcTBEHHOW perucTpariy KOMOWHAIIMN paHee 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpenaparoB il MEIUIMHCKOTNO TMPUMEHEHMs] JIONyCKAaeTCs BKJIIOYEHHE B COCTaB  pasjena
(hapMaKoJIOTUIECKOW, TOKCHKOJIOTUYECKOW JOKYMEHTAIlMM W pasjiela KIMHUYECKOW JOKyMEHTAINH
BMECTO OT4YeTa pa3paboTyMKa O pe3yjbTaTaXx COOCTBEHHBIX JIOKIMHMYECKHX HCCIICIOBAHHMA
JIEKapCTBEHHBIX CPEJCTB 0030pa HAydYHBIX paboOT O pe3ylbTaTax JOKIMHHUYECKHX HCCIIeIOBAHUN
pedepeHTHBIX JIEKApCTBEHHBIX IpEnapaToB, BXOJANIMX B COCTAaB KOMOWHAIIMU JICKAPCTBEHHBIX
MpernapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJEHCTBUS B OJJHOM JIEKapCTBEHHOH opme.

(uacts 12 BBegena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha »skcmepTu3y pa3iMyHBIX JIEKAPCTBEHHBIX (DOPM OMHOTO W TOTO K€ JIEKAPCTBEHHOTO
rpernapara Juisi MEAULIUHCKOTO TNPUMEHEHHUS 3asBUTEIb IMPEACTABIAECT OTACIbHBIE 3asBICHUSA U
pEruCTpalMOHHBIE 10ChE HA KaKIYIO JIEKapCTBEHHYI0 (popmy. [Ipu ycrioBuM olHOBpEMEHHON MO1au Ha
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IKCIIEPTH3Y OJIHOW JICKApPCTBEHHOH (DOPMBI C pPA3IMYHBIMH JO3MPOBKOM, KOHIICHTpalueH, 00beMOM
3asIBUTEJIb MIPEACTABISIET OJIHO 3asBJICHUE U PETUCTPALMOHHOE JIOChE C MPUIIOKEHUEM MAKETOB YIaKOBOK
Ha KXK]IYIO JO3UPOBKY, KAXKIYI0 KOHIICHTPAINIO, KaXKIbIi 00HEM M KaX10€ KOJTUYECTBO /103 B YIIAKOBKE.
(uacts 13 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Ilpu rocynapCTBEHHOW perucTpanuu Op(}HaHHOTO JIEKAPCTBEHHOTO IMpernapara 3asiBUTEIb
npecTaBiIseT nHopMaLK0, He0OXOTUMYIO ISl POPMUPOBAHUS pa3jieia KIMHUYECKON JOKYMEHTAaIluH,
B 00bEME, YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (heZiepaibHBIM OPraHOM HCTIOJHUTEILHOM BIIACTH.

(uacts 14 BBegena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. Ilpu peructpanuu OHOJIOIMYECKOTO JIEKAPCTBEHHOIO IIpernapaTa, IMOJy4eHHOTO W3 KPOBH,
IUIa3Mbl KpPOBU 4YEJIOBEKA, B COCTABE PErMCTPALMOHHOIO JOChE Ha JIEKApCTBEHHBIM Ipenapar i
MEUIIMHCKOTO MPUMEHEHUSI JOJIKHBI ObITh MPEJCTABIECHBI JOTOIHUTEIBHO:

1) B pa3zmene MAOKyMEHTAllMM aJMUHHCTPATHBHOIO XapakTepa JOKYMEHT, COJAEpKallui
nH(popMaInnio 0 CyObeKTax OoOpaleHus AOHOPCKON KPOBH W (MJIM) €€ KOMIIOHEHTOB, O TOM, rje Obuia
OCyILleCTBIIEHa JOHAIMs (KpoBU M (WJIM) IUIa3Mbl KpPOBHM), a TaKkKe JaHHble 00 HH(EKIUOHHBIX
3a00JIeBaHUSAX, TEPEAAIOIIMXCS IMapeHTepalbHbIM IIyTeM, HHpopManusi O CcyObeKkTax oOpanieHus
JIOHOPCKOW KpOBM M (WIM) €€ KOMIIOHEHTOB, B OTHOLIEHHHM KOTOPBIX OCYULIECTBISIETCS KOHTPOJb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazaenie XuMUYECKOH, (hapMalieBTUUECKOW U OMOJIOrMUECKON JOKYMEHTAIUH:

a) KpUTEpUU U CHOCOOBI 0TOOpA, TPAHCHOPTUPOBAHUS U XPAHEHHUsS] JOHOPCKOW KpPOBU M (WiH) ee
KOMIIOHEHTOB;

0) pe3yJbTaThl UCCIIEIOBAaHUI OTOOpPaHHBIX JOHOPCKOW KPOBU M (WJIM) IJIa3Mbl KPOBU U IYJIOB Ha
HaJIMYMe BO30yauTened WHQEKIHid, BKIO4Yas HHGPOpMAIMIO 00 HCHOJIB30BAHHBIX METOAMKAX
UCCIIEIOBAaHUM M B CiIy4yae HCCIEOBaHMS IYJOB IUIa3Mbl KpPOBU PE3YyJbTaThl JIOKyMEHTAJIbHOTO
MOJATBEPXKIECHU (BaTUIAIMK) UCIIOIb30BAaHHBIX METO/IUK;

B) TEXHUYECKHE XapaKTEPUCTUKH YIMAKOBKH JUIsl OTOOpa JOHOPCKON KpOBU U (MJIM) IJIa3Mbl KPOBH,
BKJII04ast HHpOpMaIHio 00 UCIOJIb30BaHHBIX PACTBOPAX AHTUKOATYJISIHTOB.
(uacts 15 BBenena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

16. KnnHnueckue McclieoBaHus JIEKAPCTBEHHOrO MperapaTta Uil MEAUIMHCKOTO MPUMEHEHHUs B
LENIIX €ro TOCYIapCTBEHHOM perucrpauuu npoBoasatcs B Poccuiickonn ®enepauvi B TMOPSJIKE,
ycTaHOBIIeHHOM cTaThsiMu 38 - 44 mnacrosmero denepanpHoro 3akoHa. OTY4ET O MPOBEACHHBIX
HCCIICIOBAHUSAX BKJIFOYAETCA B COCTaB pas3jiefla KIMHUYECKOM JOKYMEHTAIMU PETUCTPALIMOHHOTO JI0ChE
Ha JIEKAPCTBEHHBIN Ipenapar Ajs MEIWLHUHCKOro mpuMeHeHus. [l JieKapCTBEHHBIX MpenapaTtoB s
MEIMIMHCKOTO TMPUMEHEHHUS, B OTHOLWIEHHH KOTOPBIX B PE3YJbTAaT€ 3SKCIEPTU3bl JOKYMEHTOB,
MPEACTABICHHBIX JUIsl ONpPENEJICHUs BO3MOXHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBINM Ipenapar A
MEUIIMHCKOTO TMPUMEHEHHS B KadecTBe OppaHHOTO JIEKAPCTBEHHOIO IMperapaTra, Takas BO3MOXKHOCTH
MPU3HAHA M B OTHOLIEHHWHU KOTOPBIX MPOBEACHBbl KIMHUYECKHUE HCCIEAOBAHMS, BBINOJHEHHbBIE 3a
npeaenamu Poccuiickoit ®denepanuu B COOTBETCTBUU C TpaBUJIaMHU HaJjIexkalle J1abopaTopHOM
MPaKTUKU M TpPaBWJIAMHM HaJUIeXalled KIMHUYECKOW MPaKTUKH, JOMYCKAeTCs BKIIIOUEHHE B COCTaB
pasaena KIMHUYECKOW JOKYMEHTAIlMM BMECTO OTYETa O pe3ysbTaTax KIMHUYECKUX HCCIEIOBAHMI
JIEKApCTBEHHOTO Ipenapara Jijisi MEAUIIMHCKOrO IPUMEHEHUs1, IPOBeIeHHbIX B Poccuiickoit denepanum,
oT4eTa O pe3yibTaTax KIMHUYECKUX MCCIEAOBAaHMM, BBINOJIHEHHBIX 3a mOpeneiamu Poccuiickon
denepanuu.

(dactp 16 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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17. 3asBuTenp BIpaBe MPEACTaBUTh MO COOCTBEHHOW HWHUIIMATHBE BMECTE C 3asBJICHUEM O
rOCy/IapCTBEHHOW PETUCTPAllMU JIGKAPCTBEHHOTO TMpemapara s MEAWIMHCKOTO MPUMEHEHUS
JIOKYMEHTBI, TTIOATBEPKIAIOIINE YIUIaTy TOCYIapCTBEHHOW MOIUIMHBI U yKa3aHHbIe B myHkTe 10 wactu 2
HACTOAIIEH cTaThU. B ciydae uX HempenCcTaBICHHs] COOTBETCTBYIOIIUN YIIOTHOMOYCHHBIN (penepanbHbIii
OpraH WCIOJIHUTEIFHON BIACTH TPOBEpAeT (PaKT yIUIaThl TOCYAApCTBEHHOW TMOUUIMHBI 3asBUTEIEM
MOCPEACTBOM HCIOIB30BaHUsI MH(POpPMAIUU 00 yIUlaTe TOCYIapCTBEHHOM MOIUIMHBI, CONEpIKalleiics B
lNocynapctBeHHOW MHOOPMAIMOHHOW CHUCTEME O TOCYNApPCTBEHHBIX M MYHHUIIMITAJIBHBIX IUIATEXaX, Ha
OCHOBAaHMM  NPEJCTABICHHBIX  3asBUTEJIEM KOMHMI  JOKYMEHTOB, MOATBEPXKIAOIIMX  yIUIATy
rOCyIapCTBEHHOMW MOUUIUHBI.

(uacte 17 BBegena deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

18. He nomyckaercs HCIIOJIb30BAHHE B KOMMEPUECKHMX LENsIX HHGOpMaluu O pe3yJsbTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX UCCIIEI0BAHUN JIEKaPCTBEHHBIX
[pernapaToB A MEIUIMHCKOTO NPUMEHEHUs, IPEJCTaBICHHON 3asBUTENEM MJisi TOCYyAapCTBEHHOU
perucTpanuy JIeKapcTBEHHOro IIpernapara, ©0e3 ero corjacus B TeYeHHE IIeCTH JIeT C JIaThl
TrOCYJIapCTBEHHOM perucTpaiui peepeHTHOro JeKapCTBEHHOTO mpernapaTa B Poccuiickont @eneparum.
(uacts 18 BBegena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. Jlepxkatens uiny Biagenel peruCTPallMOHHOTO YJIOCTOBEPEHHUS JIEKApCTBEHHOrO IMpenapara Ha
OMOTEXHONOTHUECKUN WK opdaHHBIN JTEKapCTBEHHBIN MpemnapaT 00s3aH MPeAOCTaBIsATh Ha BO3ME3THOM
OCHOBE 00pa3ifsl peepeHTHOTO JIEKAPCTBEHHOTO TMpernapaTa 3asBUTEISAM JUIsl IPOBEJACHUS KIMHUYECKUX
uccinenoBanuii. CtouMocTs oOpasnia pedepeHTHOro JIEeKapCTBEHHOrO Mpernapara, BKIIOYEHHOTO B
NepevyeHb KU3HEHHO HEOOXOAMMBIX M BOXKHEHUININX JICKAPCTBEHHBIX MPEMApaToB, HE JOJDKHA MPEBBIIIATH
3apEruCTPUPOBAHHYIO MPEACTbHYI0 OTIYCKHYIO IIeHY Ha pe(epeHTHBIN JIEKApCTBEHHBIM IpenapaT WIH
[IEHY Ha JICKapCTBEHHBIN MperapaT B CTPaHE MPOU3BOIUTEIIS.

(uactp 19 BBenena @epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20. 3asBiIEeHNE O TOCYHApPCTBEHHOW PETrMCTpAaIlMi BOCIPOU3BEAECHHOTO JEKAPCTBEHHOIO Ipernapara
JUIS MEAMIIMHCKOTO TPUMEHEHHUSI MOXeT ObITh IMOJAAHO B YIOJHOMOYEHHBIN (enepanbHblii Opra
WCIIOJIHUTENIBHOM  BJIAcTH, OCYIIECTBISIIOIIMM  TOCYJapCTBEHHYIO PErMCTpalHi0  JIEKapCTBEHHBIX
MpernapaToB, MO HCTEYEHHWU YETHIpEeX JIeT C JaThl TOCYJAapCTBEHHOH perucrpaiuu pedepeHTHOro
JIEKapCTBEHHOT 0 Tipenapara B Poccuiickoit @enepanuu.
(gactp 20 BBeneHna deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBieHwWe O TOCYJAapCTBEHHON  perucTpanuu OuoaHaioroBoro  (6uoOmog00HOTO)
JIEKapCTBEHHOTO MpernapaTa (0noaHagora) MOXeT ObITh [TOIAHO B YIIOJTHOMOUYEHHBIH (peiepanbHblil opran
WCTIOJTHUTENIbHOW  BJIACTH, OCYIIECTBIAIOMIMN TOCYJAapCTBEHHYIO PETUCTPAIUIO  JICKAPCTBEHHBIX
MpernapaToB, MO HWCTEYEHHU TpeX JeT ¢ JaThl TOCYJapCTBEHHOH perucrpaiuu pedepeHTHOro
JIEKapCTBEHHOT 0 Tipenapara B Poccuiickoint @enepanuu.

(gactp 21 BBeneHna deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [lepkaTenb WINM BIaJelel] PErMCTPAlMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOTO Ipernapara
MIPEJICTaBIsIeT B YINOJHOMOYEHHBIN (heepaabHbli OpraH HCIOJHUTENBHON BIACTH, OCYIIECTBIISIONIHIMA
(GYHKIMU TI0 KOHTPOJIIO M HA/JA30pY B chepe 3apaBOOXpaHEHHs, OTYET M0 pe3ybTaraM (papMakoHaa30pa
OJIMH pa3 B IIECTh MECSIEB B TEYCHHE JBYX JIET MOCJIE TOCYIapCTBEHHONW PEerucTpalui JEKapCTBEHHOTO
npemnapara B Poccuiickoit denepanniu, €XeroqHo B TEUCHUE MOCIEAYIOMNX TPEX JIET U B JAaJbHEUILIEM
OJIMH pa3 B MATH JIET.

(dactp 22 BBeneHa PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. lNpuHATHME pewweHNA O Bbigave 3KCNEepPTHOMY YUYpPeXAeHUI 3adaHusa Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
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(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necsaty pabouux AHEH CO JTHS MPUHATHS 3a8BJICHUS O TOCYIapCTBEHHON perucTpanuu
JEKapCTBEHHOTO  Mperapara  COOTBETCTBYIOIIMH  YHOJHOMOYEHHBIM  QenepaidbHbIi  Oprax
WCTIOJTHUTEIIEHOW BIIACTH MPOBOJIUT IPOBEPKY IMOIHOTHI, JOCTOBEPHOCTH M MPABHIBHOCTH O(OPMIICHUS
IIPEJICTABICHHBIX JOKYMEHTOB PErMCTPALMOHHOIO JOChE Ha JIEKApCTBEHHBIM Ipenapar ¥ NpUHUMACT
penieHue o Bblave 3aJaHus Ha IPOBE/ICHHUE:

1) OKCICPTU3BI AOKYMCHTOB, IMPCACTABJIICHHBIX JIA OHNPCACICHHUA BO3MOKHOCTU PACCMATPUBATH
HeKapCTBeHHBIfI mnpemnapar i MCOUIHUHCKOrO IPHMMCHCHHA IIPpU OCYIICCTBICHHUU FOCYI[apCTBeHHOI)’I
perucTtpanu B Ka4€CTBC Op(baHHOFO JICKApCTBCHHOTO IIpCIiapara,

2) OKCICPTUIBI JICKAPCTBCHHOI'O CPCACTBA B HAaCTH SKCIECPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA
N SKCIICPTU3bI OTHOLICHUS 0XXKMIAeMOM MOJb3bI K BO3MOXHOMY PUCKY IPUMCHCHUSA JICKAPCTBCHHOI'O
npemnapara ajisd MEAUIUHCKOI'O IIPUMCHCHU

3) sKCepTHU3BI JIEKAPCTBEHHOT'O CPEICTBA B YACTH HKCIEPTHU3bl KauecTBa JEKapCTBEHHOI'O CPEACTBA
M JSKCIICPTU3bl OTHOLICHUSA O)KI/II[aCMOI\/II IMOJIB3bl K BO3MOKHOMY PHCKY HPHUMCHCHUS JICKAPCTBCHHOI'O
mpernapara Uil MEIMLMHCKOIO IIPUMEHEHUs B IOPAJKE YCKOPEHHOW IpOLENYphl SKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUHM CO cTaThel 26 HacTosuero @eaepanbHOro 3aK0Ha;

4) »sKkcnepTu3bl JICKApCTBEHHOI'O CpEeACTBa B OTHOIICHHM JICKApCTBEHHOIO IpemnapaTta Julsd
BETEPUHAPHOTO IPUMEHEHUSI.

2. YrnonHOMOUYEHHBIH (hesiepanbHblii OpraH MCHOJIHUTENBHOM BIACTH YBEIOMIISIET B 3JEKTPOHHOM
¢dopMe nnu Ha OyMaKHOM HOCHTEJIE 3asBUTENS U SKCIIEPTHOE YUPEXKJIECHUE O MPUHATOM PELICHUH O
BbIJIaU€ 3aJJaHUI Ha IPOBEJICHUE DKCIIEPTU3, IPEyCMOTPEHHBIX YacThIO | HAaCTOsIILIEN CTaTbH, U B CiIydae
HeoOXOIMMOCTH O BblJjaue paspelieHus Ha BBo3 B Poccuiickyro Denepaiio KOHKpPETHOM MapTuu, cepuu
3apEeTUCTPUPOBAHHBIX W (MJIM) HE3apeTrHCTPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WIM 00 OTKase B
IIPOBEACHUM MPEYCMOTPEHHBIX 3KCIEPTU3 C YKA3aHUEM IPUUYMH TaKOr'0 OTKA3a.

3. B cmyudae BBISBICHHS OTCYTCTBHS WM HEAOCTOBEPHOCTH HH(OpMAIMH, cOAepkKalleics B
MPEJICTaBIICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOUYEHHBIN (enepanbHblii OpraH HCIIOJHUTETLHON
BJIACTH HAmNpaBiseT 3asiBUTENIO 3ampoc 00 yTOYHEHHHM JTOM HHpoOpManuu (Janee - 3ampoc
YIOJIHOMOYEHHOTO (heIepabHOTO OpraHa HCIOJHUTENFHON BIACTH), KOTOPBI MOXET ObITh NepeaaH
YIIOJITHOMOYEHHOMY MPEACTABUTENI0 3asBUTENS JUYHO IOJ PACIHUCKY, HAMPABIEH IO MOYTE 3aKa3HBIM
IIMCBMOM WJIM TI€PEaH B 3JIEKTPOHHOHN (popMe MO TEIEKOMMYHHUKAllMOHHBIM KaHajaM CBA3M. B ciyuae
HAMpaBIIEHUsI 3aMpoca YMOJHOMOYEHHOTO (eAepanbHOro OopraHa HCIOJHUTENBHON BJIACTH MO IMOYTE
3aKa3HbIM IHCbMOM OH CYHUTAeTCs IOJYYEHHBIM [0 HMCTEUEHMM ILIECTH JHEM C JaThl HANpaBICHMS
3aKa3HOro MHUChMa.

4. 3asButenp 00s3aH MPEICTaBUTH OTBET HA 3allpPOC YMOJHOMOYEHHOTO (elepaabHOro opraHa
UCTIOJIHUTEJIBHOW BJIACTU B CPOK, HE MPEBBINIAIONINI JIeBIHOCTA pabOYMX JAHEH CO JHS €ro MOJy4YeHHS.
Cpok, yka3aHHbIN B yacTu | HacTosEel CTaTbH, MPUOCTAHABIMBAETCS CO JIHSA HAIIPABJICHUS 3asBUTEIIO
3arpoca yHOJHOMOYEHHOTO (elepajJbHOro OpraHa HCIOJHUTEIbHOM BIIACTU O JHSA HOJYYEHUS UM
COOTBETCTBYIOLLETO OTBETA.

5. OcHoBaHuEM 711 OTKa3a B OpraHU3allid SKCIEPTHU3, MPEAYCMOTPEHHBIX YacThio | HacTosIien
CTaThH, SBISETCA TMpPEACTaBICHUE HEOOXOAMMBIX I MPOBEACHHUS MPEAYCMOTPEHHBIX DSKCIEPTH3
JOKYMEHTOB B HEIMOJIHOM 00beMe WM HEeMpeCTaBICHNE 3asBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETa Ha
3arpoc yHOJIHOMOYEHHOTO (elepalbHOTO OpraHa HMCIHOJIHUTENbHOM BIACTH, a TaKXKe IpeICTaBICHHE
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AOKYMCEHTOB, HC COACPKAIIUX HUCUCPIIBIBAIOIICTO MCPCUHA HGO6XOI[I/IMI)IX CBGI[CHI/II\/’I.

Cratba 20. 3kcnepTusa [OOKYMEHTOB, nNpeAcCTaBrneHHbIX AnA onpeaeneHvs
BO3MOXHOCTU paccMaTpuMBaTb JleKapCTBEHHbIN npenapat Ans  MeAULUHCKOro
NPUMEHEeHUs TMpu OCYLLeCTBMIEHUN rOCyAapCTBEHHOW perucTpauMm B KayecTBe
opchaHHOro nekapcTBeHHOro npenapara

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTu3a JAOKYMEHTOB, IpPEICTABICHHBIX ISl ONpPEAETICHUs BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Ipenapar Ajis MEAMIMHCKOIO NPUMEHEHHsS IPHU OCYLIECTBIEHUM TIOCYJapCTBEHHOMN
perucTpanyy B KauecTBe Op(aHHOIO JICKapCTBEHHOIO Ipernapara, COCTaBICHUE KOMUCCHEH 3KCIEpPTOB
3aKJIIOYEHUS O BO3MOXXHOCTM WJIM HEBO3MOYKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN IIpemnapaTr Iyl
MEJUIIMHCKOTO TPUMEHEHHUS TpPU OCYIIECTBIEHWU TOCYJapCTBEHHOM pErucTpalud B KayecTBe
ophaHHOTO JIEKapCTBEHHOTO IIpernapara W HaIlpaBlIeHHE JaHHOIO 3aKIIOUEHUS B YIOJHOMOUYEHHBIH
(benepanbHbI OpraH MCIOJHUTEIBHON BJIACTU OCYILECTBISIOTCS B CPOK, HE MPEBBILIAIOIIMNA TPUILATH
pabouux JHEW co JHS MOJTyUYeHUs SKCIIEPTHBIM YUPEKACHUEM 3a/1aHUS YIIOTHOMOUYEHHOT O (eiepaaIbHOro
OpraHa UCHOJHUTEIbHON BJIACTH U B JIEKTPOHHOU (opMe WM Ha OyMa)KHbIX HOCUTENSAX HEOOXOIUMBbIX
JOKYMEHTOB, yKa3aHHbIX B myHkTax 1, 2, 5, 6, 10 wactu 4 u B uwactu 7 ctareu 18 HacrosIero
denepanbHOrO 3aK0Ha.

2. JIOKyMEHTBI, coaepxKalluecs B PErMCTPAlMOHHOM JOChE€ Ha JIEKAPCTBEHHBIN IIpenapar H
MOCTYNUBIINE Ha OyMa)KHBIX HOCUTEJIAX B SKCIIEPTHOE YUPEXKIECHUE Ul OCYIIECTBICHUS UX IKCIIEPTHU3BI
JUI  ONpEZACNICHUS] BO3MOXKHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM Ipenapar Uil MEIULMHCKOrO
NPUMEHEHUd B KauecTBe oOp¢daHHOrO JIEKAPCTBEHHOI'O IIpermapaTa, IMOAJeXaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (enepanbHblii OpraH HCIOJHUTENbHONW BJIACTH OJHOBPEMEHHO C 3aKIIOYCHUSMHU
COOTBETCTBYIOIIUX IKCIIEPTH3.

Cratba 21. PeweHMe 0 BO3MOXHOCTU paccMmaTpuMBaTb JieKapCTBeHHbLIW npenapar
npyM OCYyLEeCTBMIEHUM TFOCyAapCTBEHHOW perucTtpauMm B KavecTBe opcaHHOro
nekapcTBeHHOro npenapara

(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cpok, He mpeBbIIAOLINA NATH paboyuX JHEH cO THS MOJIyYeHHs 3aKJIIOYEHMs, YKa3aHHOTO B
gactu 1 cratem 20 HacTosimero @enepanbHOTO 3aKOHA, YHOJIHOMOYEHHBIH (hemepanbHblii OpraH
UCTIOJIHUTEJIBHOW BIIACTH OCYILECTBIIAET OLIEHKY IOJIy4€HHOTO 3aKJIIOYEHHs [UIs ONpENEeHUs ero
COOTBETCTBHS 33aJaHUIO0 HA IPOBEJECHUE COOTBETCTBYIOIIEH HKCIEPTU3bl U YBEJOMIISIET 3asBUTENS B
JIEKTPOHHON ¢opMe WM Ha OyMa)KHOM HOCUTENe O pe3yjbTaTaX MpPOBEAEHHOW HKCHEPTH3bl C
MPUIIOKEHUEM KOITUH AKCIIEPTHOTO 3aKIIIOYCHHS (C COXpaHEHHEM KOH(HUICHIIHATFHOCTH WHPOPMALIUU O
COCTaBE 3KCIEPTHON KOMUCCUM) U O BO3MOKHOCTH MJIM HEBO3MOKHOCTH paccMaTpUBaTh JICKApCTBEHHBIIN
npemnapaTr s MEIWLMHCKOTO MPHUMEHEHHUS NpPU OCYUIECTBIEHUU TOCYJAapCTBEHHON perucTrpanuu B
KayecTBe Op(paHHOTO JICKApCTBEHHOI'O Mpenapara.

2. Ilpu BBIHECEHMM KOMHUCCHEH OKCIEPTOB 3aKIIOUYEHHS O BO3MOXHOCTH paccMaTpuBaTh
JIEKapCTBEHHbIN Mpenapar JUisi MEAMLUHCKOTO MPUMEHEHHs NPHU OCYLIECTBICHHUU TOCYAapCTBEHHON
perucTpanyy B KadyecTse oppaHHOTO JIEKAPCTBEHHOTO TpenapaTa yIOJTHOMOYSHHBIH (hefepabHbI OpraH
UCTIOJIHUTEJIBHOM BJIACTH B CPOK, HE NMPEBBILIAIOMUN NATH pabodyux JHEW cO JHS MOJIY4YEeHHs TaHHOTO
3aKJIIOYEHUs, TNPUHUMAET pEIIEHUWE O BbAAYe 3a/JaHHs Ha IPOBEJEHHE HKCIEPTU3bl KadecTBa
JIEKapCTBEHHOTO CPEICTBA M SKCIEPTU3bl OTHOUICHHS OXXKHIAEMOM TMONb3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHHS JIEKapCTBEHHOI'O INpernapara Ui MEIUIMHCKOTO MPUMEHEHHsI B MOPSAJKE YCKOPEHHOU
IpOLEeypbl AKCHEPTH3bl JIEKAPCTBEHHOI'O CPEJACTBA B COOTBETCTBUU CO CTaTheil 26 HaCTOSILEro
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denepanbHOro 3aK0Ha.

3. B ciay4ae npuHATHS peLIeHHUs O HEBO3MOXKHOCTH pacCMaTpHUBATh JIGKAPCTBEHHBIN Mpenapat 1Jis
MEIWIMHCKOTO TNPUMEHEHUS TP TOCYNAapCTBEHHOM pErucTpalmud B KadyecTBe  OphaHHOTO
JICKapCTBEHHOT'O  Ipernapara yHOJHOMOYEHHBbIH (QenepaabHblii OpraH MCIOJHUTEIbHON BIacTu
IIpeKpallaeT npouerypy rocyJapCTBEHHON perucTpaluy JeKapCTBEHHOTO Ipenapara. 3assBUTENb BIPaBe
00paTUTbCA B PETUCTPUPYIOIIMN OpraH C 3asBICHMEM O TIOCYJAapPCTBEHHOM PEruCTpali YKa3aHHOTO
JIEKAPCTBEHHOTO IIperapaTa B COOTBETCTBUH CO cTaTthel 18 Hactosmero denepaibHOro 3aK0Ha.

Cratbsa 22. YTpatuna cuny ¢ 1 nonsa 2015 roga. - PegepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

Ctatba 23. 3JKcnepTu3a KauvecTBa JIeKapCTBEHHOro cpeacTBa WM 3KCnepTu3a
OTHOLUEHMUA OXUAAEeMOMW MNOoJfib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS INeKapCTBEHHOro
npenapara Ans MegUUMHCKOro NpuMeHeHuUsA

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcnepTH3a KauecTBa JIEKAPCTBEHHOTO CPEICTBA U SKCIIEPTH3a OTHOLLEHUS 0XKHIaeMOM IOJIb3bI
K BO3MOXKHOMY PHUCKY IPUMEHEHHs JICKapCTBEHHOI'O IIperapara Uil MEIULMHCKOIO IPUMEHEHHS,
COCTABJICHME KOMHMCCHUSIMH OKCIIEPTOB 3aKJIIOYEHH 110 pe3yJbTaTaM IPOBEACHHBIX OJKCIEPTU3 U
HampaBJICHUE 3TUX 3aKJIIOYCHUH B YIOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIbHON BJIACTH
OCYIIECTBIISIIOTCS B CPOK, HE MPEBBILIAIONINM CTa JecsITH pabounx JHEH CO JHS MOJyUYeHUs SKCIEPTHBIM
YUPEXKAECHUEM COOTBETCTBYIOLIETO 3aJlaHHs YHOJIHOMOYEHHOTO (ellepajabHOro OpraHa MCIOJHUTEIbHON
BJIACTH U HEOOXOUMBIX IOKYMEHTOB B JIEKTPOHHOU (hopMe MM Ha OyMaXKHbIX HOCUTEIISAX.

2. B TeyeHue neBsHOCTA THEW CO JHS TOJYYEHHUS pEIIEHUs YHOJIHOMOYEHHOro (eaepalibHOro
OpraHa HCIIOJIHUTEJIBHOW BJIACTH O NMPOBEIEHUN JKCIEPTHU3, NMPEAYCMOTPEHHBIX YacThiO | HacTosmen
CTaTbH, 3asABUTEIIb IPEACTABIACT B JKCIEPTHOE YUYPEXKACHHE Ul NPOBEACHUSA DKCIEPTU3bl KayecTBa
JIEKapCTBEHHOI'O CpEJCTBa 00paslibl JIEKAPCTBEHHOI'O Ipenapara A MEIULUHCKOIO NpPUMEHEHUS,
IIPOM3BEACHHOTO B COOTBETCTBUU C TPEOOBAHUSAMH ONBITHO-IPOMBIIIJIEHHOTO U (MJIM) MPOMBIIIIEHHOTO
pPErJIaMEeHTOB, YTBEPKJICHHBIX PYKOBOJIMUTEIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, a TAKXKE B
COOTBETCTBYIOLIHUX ClIydasix 00pasipl papMalieBTUUECKON CyOCTaHIMH, TECT-IIITaMMa MUKPOOPTaHU3MOB,
KyJbTYpPBI KJIETOK, 00pa3libl BEIIECTB, IPUMEHIEMBIX JUIsl KOHTPOJII KayecTBa JEKapCTBEHHOTO CPEeACTBa
IyTEM CPaBHEHHUS ¢ HUMHU HCCIEyeMOro JEKapCTBEHHOTO CPEJCTBA, B KOJIMYECTBAX, HEOOXOJUMBIX IS
BOCIIPOM3BEJICHUS METOJOB KOHTPOJIS Ka4eCTBa.

3. Ilpu momydeHun oOpa3LOB JEKApCTBEHHOTO Ipernapara U (apMaleBTHYEeCKON cyOcTaHIMU
JKCIIEPTHOE YUYPEXKACHHUE BBINACT 3aABUTEIIO0 JIOKYMEHT, IMOATBEP)KIAIOIIMM IOJYyYEHHE YKAa3aHHBIX
00pa3ioB, U B CPOK, HE MPEBBILAIONINNA TpeX pabouux JTHEH, yBeAOMIIIET B 3JIEKTPOHHONW (GopMe UK Ha
OyMa)KHOM HOCHUTEIe 00 3TOM YTIOJIHOMOYEHHBIN (e/iepaabHbIil OpraH UCTIOTHUTEIBHONW BIACTH.

4. YxazaHHbIE B 4acTsIX 2 W 3 HACTOSIIEH CTaThbM CPOK I MPEACTABICHUS 3asiBUTENIeM 00pa3LoB
JIEKapCTBEHHOI'0 IpernapaTa M (apMalleBTUYECKOM CyOCTaHLIMM U CPOK YBEJOMJIEHHUS AKCIEPTHBIM
yupexxaeHneM o0 3TOM Ha OyMaXHOM HOCHTENE YHOJHOMOYEHHOTo (efepalbHOro OpraHa
WCIIOJIHUTENIbHOM BJIACTH HE BKJIIOYAIOTCS B CPOK IPOBEJEHUS IKCIEPTU3, MPETYCMOTPEHHBIX YaCThIO |
HACTOAILIEHN CTAaThU.

5. JIoKyMeHTBI, NOCTYNUBIIME B 3KCIEPTHOE YUPEKICHHE MJi1 MPOBEACHUS IKCIEPTHU3,
IPESYyCMOTPEHHBIX YacThiO | HACTOSILEH CTaThH, MOAJIEKAT BO3BpATy B YIIOJIHOMOYEHHBIN (eepaabHbIi
OpraH HCIOJHUTEIbHOW BJIACTM OJHOBPEMEHHO C 3aKIIOYEHUSMHM, IOJYYEHHBIMH IO pe3yibTaTaM
COOTBETCTBYIOIUX IKCIIEPTH3.
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Cratba 24. J3KcnepTu3a KavecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUA OXWAAeMOMW MNOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS JFIeKapCTBEHHOro
npenapara Ans BeTepMHapHOro NpuMeHeHus

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOTO CPEACTBA U IKCIEPTU3a OTHOIIECHUS OKUAAEMOM MOJIb3bI
K BO3MOXXHOMY pHCKY IIPUMEHEHHMs JIEKapCTBEHHOIO IIpenapara il BETEPUHAPHOIO IPUMEHEHHS,
COCTABJIICHUE KOMHCCHUAMHU DOKCIEPTOB 3aKIIOUYCHHMM II0 pe3yJIbTaTaM YKa3aHHBIX OJKCIEPTU3 U
HaAIpaBJICHUE TAaKUX 3aKIIOUYEHUH B YNOJIHOMOYEHHBIM (enepanbHbIi OpraH HMCHOJHUTENIBHON BIacTH
OCYILECTBIISIIOTCS. B CPOK, HE MPEBBILIAIOIIUI CTa AECATH padOYUX JTHEH CO JIHS MOTyUYeHHs SKCIIEPTHBIM
yUpeXJIECHUEM 3aJaHusl YIOJIHOMOYEHHOro (enepaJpbHOr0 OpraHa HCIHOJHUTEIBbHOM BIIACTH C
JOKYMEHTaMHU, YKa3aHHbIMU B yacTu 3 craThy 17 Hacrosmero denepaibHOro 3aKOHa.
(B pen. denepanbhbix 3akoHOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B TedeHue mnATHAAUATH pabOYMX JHEH CO JHS TMONYYCHHS] PEIICHUS YIOJIHOMOYEHHOTO
(dbenepasbHOrO OpraHa MCTIOJHUTEIHFHOM BJIACTH O MPOBEICHNWN YKa3aHHBIX B 4acTH | HACTOSIIEH cTaTbu
JKCIEPTHU3 3asIBUTEJIb NIPEACTABIIIET B DKCIIEPTHOE YUPEKIACHUE JJISI IPOBEACHUS IKCIIEPTU3BI KauecTBa
JIEKapCTBEHHOI'O CpeACTBa OOpa3lbl JIEKAPCTBEHHOI'O Ipenapara JUisi BETEPUHAPHOTO MPHUMEHEHUS,
MIPOM3BEICHHOTO B COOTBETCTBUHM C TPEOOBAHUSMU TEXHOJIOTUYECKUX DPETIAMEHTOB, yTBEPKIACHHBIX
PYKOBOJIUTENEM NPOU3BOJUTENS JIEKAPCTBEHHBIX CpPEJICTB, a Takke oOpasen ¢apmaleBTUUECKON
CyOCTaHIIMH B KOJTMYECTBaX, HEOOXOIUMBIX JJI1 BOCIIPOU3BEICHUS METOOB KOHTPOJISI KA4eCTBa.

3. Ilpu momyueHun 0Opa3IOB JICKAPCTBEHHOTO Ipemapara W (apMareBTUYECKONH CyOCTaHIMN
JKCIEPTHOE YUPEXKACHUE BBIIACT 3aABUTENIO JIOKYMEHT, MOATBEPKIAIOIIMA TMOJYyUYEHHUE YKa3aHHbBIX
00pasIioB, ¥ B CPOK, HE MPEBBIIAIONINN TpeX padovmnX ITHEH, YBEIOMIISIET B MUChbMEHHOM (hopme 00 3TOM
YIOJTHOMOYEHHBIN (peiepalbHbIi OpraH UCTIOTHUTEILHON BIACTH.

4. Cpoxk g TpeiCTaBIE€HUs 3asBUTENEM OOpa3lOB JIEKAPCTBEHHOrO IMpemapata U
(bapManeBTUUECKOW CYOCTaHIIMM M CPOK YBEIOMJICHHMS OHKCHEPTHBIM YUpexJIeHHeM o0 3ToM B
MUCHMEHHON (pOopMe YIOIIHOMOYEHHOTO (eIepaJbHOr0 OpraHa MCIIOJHUTENFHON BIIACTH, YKAa3aHHBIC B
qacTAX 2 ¥ 3 HACTOSIMIEH CTaThbu, HE BKIIIOYAIOTCA B CPOK MPOBEICHMS YKa3aHHBIX B 4acTu | HacTosiuen
CTaTbH KCIIEPTU3.

5. JIOKyMEHTBI, IOCTYNMUBIINE B DKCIIEPTHOE YUPEXKACHUE Ul MPOBEACHUS YKAa3aHHBIX B 4acTH |
HACTOSIIIEH CTaThbM OKCIEpPTH3, IMOJUIeKAT BO3BpAaTy B YIOJHOMOUYEHHBIH (enepanbHblii  oprax
UCIIOJIHUTEJIBHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU I10 PE3YJIbTaTaM yYKa3aHHBIX dKCIIEPTHU3.

CraTtba 25. [loBTOpHOE NpoBeAeHUe IKCNepTU3bl JIeKapCTBEHHbIX CPeACTB
(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cayuasx He0CcTaTOYHOM 0OOOCHOBAaHHOCTH WJIM HETIOJHOTHI 3aKIIOUEHUSI KOMUCCUU HKCIIEPTOB,
HaJU4Ms B HEM TMPOTHUBOPEUYMBBIX JAHHBIX, (adbCU(UKAIIMU BBIBOJOB SKCHEPTH3bI JEKAPCTBEHHOTO
CPENICTBa, COKPBITUS OT YIMOJIHOMOYEHHOro (eepaibHOIO0 OpraHa MUCHOJHUTEILHON BJIACTH OCHOBAHUMN
JUISL OTBOAQ OJKCIEepTa BCJICACTBHE €r0 3aWHTEPECOBAHHOCTH B PE3yJIbTaTaX COOTBETCTBYIOIICH
OKCMEpPTU3bl, HAIMYUS JAHHBIX O TMpPsSMOM JIMOO KOCBEHHOM BMEIIATEIbCTBE B  MPOIECC
COOTBETCTBYIOIICH SKCIEPTHU3bI JIUIl, HE YYACTBYIOIIMX B €€ MPOBEJICHWH, HO OKAa3aBIIMX BJIUSHUC Ha
MPOIIECC W PEe3yJIbTAThl €€ MPOBEACHUS, YIIOJHOMOYCHHBIM (eepalbHBIM OpraHOM HCIIOTHHTEILHOM
BJIACTH HAa3HAYAETCS MOBTOPHAS HKCIIEPTH3a JIEKAPCTBEHHOT'O CPENICTBA U (UJIH) STHYECKAas SKCIIePTH3a.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. HOBTOpHaH 9KCIICPTHU3a JICKAPCTBCHHOI'O CPpCACTBA IMPOBOAUTCA C YUCTOM PEC3YyJIbTATOB pPAHCE
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MPOBEJICHHOW OKCIEPTH3Bl B CPOK, YCTAHOBJICHHBIM YIOJTHOMOYCHHBIM (eepaIbHBIM  OpPraHOM
WCTIOJTHUTEIILHOW BJIACTH M HE TPEBBIIAOIIUI TPUALIATH PA0OUYNX THEH CO JAHS MOJYYCHUS IKCIICPTHBIM
YUpexKICHUEM 3aJaHus Ha ITPOBEICHUE TIOBTOPHOM 3KCTICPTU3HI JIEKAPCTBEHHOTO CPEJICTBA.

(B pen. @enepanbpHOro 3akona ot 22.12.2014 N 429-03)

3. ®wunHaHCOBOE OO0ECIICYCHHE BBHIMOJHEHUS 33JaHUS HA TPOBEIEHHE IOBTOPHON AKCIEPTH3BI
JIEKapCTBEHHOT'O CPE/ICTBA HE OCYILECTBIISCTCS.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbsa 26. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeacTB

1. VYckopenHas mnpoueaypa 3KCIEpPTU3bl JIEKAPCTBEHHBIX CPEICTB B LENAX TOCYJapCTBEHHOMN
perucTpanyy JICKapCTBEHHBIX IpErnapaToB NPUMEHSETCS B OTHOIICHWH Op(aHHBIX JEKapCTBEHHBIX
IIpenaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX IIPENapaToB, peructpupyemeix B Poccuiickonn denepanuu B
KaueCTBE BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX IIPENAPATOB, OYEPEIHOCTb KOTOPBIX OIpPEHEISICTCS B
COOTBETCTBMM C HOMEpPOM M JaTOM BXONAIIMX 3asBICHUM O TOCYJAapCTBEHHOM pETrHCTpalun
JIEKapCTBEHHBIX IIPENapaToB B paMKaxX OJHOIO MEXAYHapOAHOIO HENAaTEeHTOBAHHOI'O HAaWMEHOBAaHMS
JIEKAPCTBEHHOTI'0 IIperapaTa WIA TPYHNIAPOBOYHOIO HAWMEHOBAHMS JIEKAPCTBEHHOIO Ipernapara, M
JIEKapCTBEHHBIX [IpenapaTos, IIpeIHAa3HAYEHHBIX UCKJIIOYUTEIBHO JUISL IIPUMEHEHHUS
HECOBEPIICHHOJETHUMH I'PAKTaHAMH.

(B pen. denepanbHbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. YckopeHHas Tpoleaypa SKCIEPTU3bl JICKAPCTBEHHBIX CPEJICTB B IEIAX TOCYJapCTBEHHOM
pErucTpalyy JIEKapCTBEHHBIX IPENapaToB HE MPUMEHSETCA B OTHOIICHUH:

1) 6uoananoroBbix (61ONMOI0OHKIX) JIEKAPCTBEHHBIX MpenapaToB (010aHaIOTOB);

2) pedepeHTHBIX JIEKAapCTBEHHBIX IpernapaTroB (3a HCKIIOYEHHEM Op(aHHBIX JEKapCTBEHHBIX
MpenapaToB);

3) BOCHpPOU3BENEHHBIX JIEKAPCTBEHHBIX IMpenapaToB (3a HUCKIIOYEHHEM TMEpPBbIX Tpex
peructpupyeMbix B Poccuiickoit @enepaund B KAa4eCTBE BOCIHPOU3BEIACHHBIX JIEKAPCTBEHHBIX
MpenapaTtoB M JIEKAPCTBEHHBIX IPENaparoB, IMPEJHA3HAUYEHHBIX MCKIOYUTENBHO JJIi NMPUMEHEHUS
HECOBEPIICHHOJETHUMHU IPAKIaHAMH );

4) HOBBIX KOMOMHAIIUN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JIeKapCTBEHHBIX TMPENapaTroB, 3apeTUCTPUPOBAHHBIX paHEe, HO TPOU3BEICHHBIX B JIPYTHX
JICKapCTBEHHBIX (hopMaxX B COOTBETCTBUU C MEPEYHEM HAUMEHOBAHHI JICKAPCTBEHHBIX ()OPM M B HOBOU
TI03UPOBKE.

(dactp 2 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-D03)

3. VYckopeHHas Tmpolieaypa 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOIUTCS MO PEHICHUIO
COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (eepaIbHOTO0 OpraHa WCIOJHUTEIbHON BJIACTH Ha OCHOBAaHUU
3asBJICHUS 3asBUTENSI B CPOK, HE MPEBBIMIAIONINI BOCbMUIecATH pabounx aHed. [Ipu sTom skcneprusa
JIOKYMEHTOB, COJEPIKAIINUXCS B PETHCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBIN Mperapar, MPOBOIUTCS B
CPOK, HE MPEBBIMIAIONIUN ACCATH padouMX ITHEH, SKCIEpTH3a KauecTBa JIEKAPCTBEHHOTO CPEICTBA U
SKCIIEPTH3a OTHOIICHUS OXHAAeMOH TMONB3bl K BO3MOKHOMY PHCKY MPHMEHEHHS JIEKapCTBEHHOTO
rpenapara mpoBOASTCS B CPOK, HE MPEBBIIAIONINN IECTHACCITH pabounX JHEH.

(uacts 3 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)
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3.1. B orHOmIeHNH Op(aHHBIX JIEKAPCTBEHHBIX MPEMApaToB MOTYT OBITH MIPEICTABICHBI PE3YIbTATHI
JTOKJIMHUYECKUX UCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEACTB M KIIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX
MPENnapaTroB JJIsi MEIUIIMHCKOTO NMPUMEHEHHUS], BBIITOJIHEHHBIX 3a npenenamu Poccuiickon denepanuu B
COOTBETCTBUHM C TIpaBWJIAMHU HaJJIekaliel 1abopaTopHON MpakTUKU U TMpaBUIaMHU  HaJUIeKallen
KJIIMHUYECKOU MPAKTUKH.

(uactb 3.1 BBengeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YckopeHHas TpoIenypa SKCIEPTU3Bl JIEKAPCTBEHHBIX CPEICTB IPOBOAUTCS B TOPSIKE,
ycTaHOBJIEHHOM cTaThsimu 17 - 20, 23 u 24 nactosmero ®enepaabHOro 3aK0Ha, U HE 03HAYACT CHIDKEHUS
TpeOoBaHul K 6€30MMaCHOCTH, Ka4eCTBY U 3P(EKTUBHOCTH JIEKAPCTBEHHBIX MIPENapaToB.

CraTtbsa 27. PewweHue o0 rocyfapCTBEHHOW perncrpauumm nekapcTBeHHOro npenapara

1. B cpok, HEe MpeBBIMIAIONMINNA AECITH PadOYUX THEH CO JHS MONTYYEHHUS 3aKIIOYCHHH KOMHCCHHU
JKCIIEPTOB 110 pe3yJIbTaTaM JKCIIEPTU3bl KAYeCTBA JIEKAPCTBEHHOI'O CPEICTBA U HKCIIEPTU3BI OTHOLLIEHUS
0’KHMJIa€MOM T10JIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHsI JIEKapCTBEHHOI'O MpeIapaTa, COOTBETCTBYOIIUN
YIOJTHOMOYEHHBIN (peiepalibHbIi OpraH UCTIOTHUTEIbHOM BIACTH:

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) pa3Meniaer Ha cBoeM OpHUIMATIBLHOM caiiTe B ceTd "VHTepHET" COOTBETCTBYIOLIME 3aKIIOYCHUS
KOMHCCHUHM DOKCIICPTOB MW OCYHICCTBIACT HMX OHLCHKY JIA OHNPCACICHHUA COOTBETCTBUA 3aJaHHUIO Ha
MIPOBE/ICHUE 3TUX IKCIEPTH3;

(n. 1 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) mpUHHMMAaeT pelIeHHEe O TOCYJapCTBEHHOM pErucTpaluy JEKAapCTBEHHOTO Mpernapara Wiu 00
OTKa3e B TOCYJIapCTBEHHOM perucTpanuy JIeKapcTBEHHOTO Mpenapara;

3) BHOCHUT NpU NPUHATHUN PELIEHUS O TOCYJapCTBEHHOM perucTpanuy JIEKapCTBEHHOrO Mpernapara
JaHHBIE O 3apETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4HCIe O (apMaleBTUYECKOU
cyOcTaHIIMM, BXOJAIIEH B COCTaB JIEKAPCTBEHHOIO IIperapara, B TOCYJapCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEJICTB M BBIIAET 3asBUTENI0 PETUCTPALMOHHOE YJIOCTOBEPEHME JIEKApPCTBEHHOTO
npemnapara, popMa KOTOPOTro yTBEp»k/AaeTCsl yIOTHOMOUYEHHBIM (peiepanbHbIM OpraHOM MCIIOJHUTEIbHON
BJIACTH, COTJIACOBAHHBIE HOPMATHBHYIO JOKYMEHTALIMIO, HOPMATHBHBIM JOKYMEHT, HWHCTPYKLHUIO IO
IPUMEHEHHUIO JIEKapCTBEHHOIO Ipernapara W MakeThl MEepBUMYHOM YMAaKOBKM M BTOPUYHOH
(moTpeOuTENbCKOW) YIMAKOBKM C YKa3aHHMEM Ha HHUX HOMEpPAa pPETUCTPALlMOHHOIO YJOCTOBEPEHHUS
JIEKapCTBEHHOI'0 MpernapaTa W JaThl €ro TOCYAApCTBEHHOM pErucTpallMd WIM B Cllydyae NPUHITUA
pemieHns 00 OTKa3e B TOCYJapCTBEHHOM pEerucTpanuy JIEKapCTBEHHOTO IpernapaTa YBEIOMIIIET B
NUCbMEHHOW (¢opme 3asBuTeNs 00 53TOM C YKa3aHWEM IMPUYMH Takoro oOTKasa. 3a BblIady
PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOIO NpenapaTa B3MMAETCsl rOCyAapCTBEHHAs NOLUIMHA B
COOTBETCTBHUHM C 3aKOHOAaTeNbcTBOM Poccuiickoit denepannu o Hayorax u coopax.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OcHOBaHHMEM Il OTKa3a B TOCYAapCTBEHHOW PETHCTpAIMK JIGKAPCTBEHHOTO Iperapara Juis
MEIUIIMHCKOTO  TPHUMEHEHUS  SBISETCS  3aKIIOYCHHE  COOTBETCTBYIOIIETO  YIIOJHOMOYEHHOTO
denepaTbHOTO OpraHa WCIOJHUTEIFHOW BJIACTH O TOM, 4YTO KauecTBO W (WiH) 3PPEKTHBHOCTD
pETUCTPUPYEMOrO JIEKAPCTBEHHOI'O Ipemnapara il MEIUIIMHCKOTO IPUMEHEHUS HE IOATBEPKACHBI
MOJTYYCHHBIMH JTAHHBIMH HJIM YTO PUCK NMPUYMHEHUS Bpela 370POBBIO UEIIOBEKA BCIICACTBHE IMpHEMa
JEKapCTBEHHOTO TIpenapaTa JUis MEIMIWHCKOTO TPHMEHEHHs TpeBbIIaeT 3(PQPEeKTHBHOCTE €ro
MPUMEHCHUSI.

(dactb 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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3. IloBTOpHOE TmpeAcTaBICHHUE B COOTBETCTBYIOIIMN YIOJTHOMOYEHHBIM (QenepaibHblil Opraxn
WCIIOJIHUTENIBHOM BJIACTH JIEKAPCTBEHHOI'O IIpernapaTra, B OTHOLIEHUWM KOTOPOIrO IIOJIY4YeH OTKa3 B
roCy/apCTBEHHOW PETUCTPALMU U KOTOPBIM BIOCIEICTBUU MOJABEPICS U3MEHEHUIO B YaCTH €ro0 COCTaBa,
paccMaTpuBaeTCsl Kak IPEACTaBICHUE HOBOTO JIEKAPCTBEHHOIO IIpernapara Ha €ro rocyAapCTBEHHYIO
pErucTpalyio HE3aBUCUMO OT COXPAHEHUS €r0 MEPBUYHOIO0 HAUMEHOBAHMS.

(uacts 3 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Tlpu mpeAoCTaBlICHUM 3asgBUTEIIEM B COCTABE PETHUCTPAIMOHHOTO JOChE€ Ha JICKAPCTBEHHBIN
npemnapar Juis BETEpUHAPHOTO MPUMEHEHHUs KOMHUU PelIeHHs YIOJHOMOYEHHOTO (enepanbHOro opraHa
WCIIOTHUTEIIbHOW BJIACTH O TMPOBEJICHWW HMHCIICKTUPOBAHUS TMPOU3BOIUTENS JICKAPCTBEHHBIX CPEJIICTB
CPOK TMPHUHATHUS PEIIEHUS] O TOCYJApCTBEHHOW PpErucTpanuuu JIEKapCTBEHHOrO Ipenapara s
BETEPUHAPHOTO MPUMEHEHHS MPUOCTAHABIMBAETCS CO JIHS MOJYUYEHUS 3aKIFOYCHHH, YKa3aHHBIX B YacTH
1 Hacrosimied cTaThH, 10 AHS MPUHATUS YHIOJTHOMOYEHHBIM (efepanibHbIM OpraHOM HCIIOJHUTEIBHON
BJIACTH DEIICHMsI O BbIa4€ WM OO0 OTKa3e B BBIJAYE 3AKIIOUYCHHUS O COOTBETCTBHUU IPOU3BOIAMTEIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABUII HAJJISKAIIeH MPON3BOACTBEHHON MTPAKTUKHU, HO HE Oojee
YeM Ha CTO BOCEMBJIECAT PA0OUNX JTHEH.

(uacts 4 BBenena ®enepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHHMEM i OTKa3a B TOCYAApCTBEHHOM PErHCTpalMM JIEKAPCTBEHHOTO TMperapara Jyist
BETEPHUHAPHOTO TPUMEHEHHUsSl SBIACTCA 3aKIIOYCHHE YIOJHOMOYEHHOTO (pelepalbHOTO OpraHa
WCTIOTHUTEIIBHOW BJIACTH O TOM, YTO KadecTBO # (Wiau) dSPPEKTHBHOCTh PETUCTPUPYEMOTO
JIEKApCTBEHHOI'0 Tpenapara s BETEPUHAPHOTO NPUMEHEHUsI HE TMOATBEPXKICHbI IOJYYEHHBIMU
JAHHBIMHU WM YTO PUCK NMPUYMHEHHUS BPeIa 3I0POBHIO JKUBOTHOT'O BCIEACTBUE MPUEMa JIEKAPCTBEHHOTO
mpemapaTta AJjisi BETEPUHAPHOTO MPUMEHEHHUs MpeBbimaeT 3(G(EeKTUBHOCTh €ro MPUMEHEHHs, OTKa3
YIIOJITHOMOYEHHOTO (he/lepaibHOTO OpraHa MCIOJHUTEIHPHOM BJIACTH B BbIIaUe 3aKIIOYCHHS O
COOTBETCTBUM TPOU3BOJUTENS JEKAPCTBEHHBIX CPEJACTB TPEeOOBaHUSAM TMPAaBHI  HaJUIeKaIIeH
MPOM3BOJCTBEHHON TMPAaKTUKUA IS KaXJIOH MPOW3BOJCTBEHHOW IUIOMIAAKHA PETUCTPUPYEMOTO
JIEKapCTBEHHOTO TMpemnapara JUisi BETEPUHAPHOTO TNPHUMEHEHHUs B CiIy4yae, €Cld IPOU3BOJICTBO
JIEKApCTBEHHOT'0 TMpemapaTta il BETEPUHAPHOTO MPUMEHEHHUS OCYIIECTBISACTCS 3a MpeeiamMu
Poccuiickoit deneparuu, Ui OTCYTCTBUE TAKOTO 3aKJIIOUCHUS.

(uacts 5 BBeneHna ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

Cratba 27.1. Tlopspok onpeaeneHMs B3aMMO3aMEHSAAEMOCTU JeKapCTBEHHbIX
npenapaTroB AN MeAULIMHCKOro NpMMeHeHus
(BBeneHa denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

1. B3auMo3aMeHSIEeMOCTh JIEKAPCTBEHHBIX IMpenapaToB JUIsi MEIUIMHCKOTO TPUMEHEHHS
ornpezensercs B mopsake, ycraHoBieHHOM [IpaButensctBoM Poccuiickoit denepannu, Ha OCHOBaHHUH
CJIEYIOIINX TapaMeTPOB:

1) DSKBUBaJEHTHOCTh (11 OMOAHAIOTOBBIX (OMOMOMOOHBIX) JIGKAPCTBEHHBIX IPENapaToB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAa4eCTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTHYECKUX CyOCTaHIMIA (MCIOJIB30BAHUE PA3IMUHBIX COJICH, 3QHUPOB, KOMILICKCOB, H30MEPOB,
KPUCTANTMYECKUX (OPM M JAPYTHX MPOU3BOAHBIX OJHOTO M TOTO K€ JEHCTBYIOIIErO BEIIECTBA HE
SIBIISICTCS TIPETISITCTBUEM JIJTSI B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPETapaToB, €CIIU MPH MPOBEACHUN
WCCIICIOBAaHMSI OMOPKBMBAJICHTHOCTH JIEKAPCTBEHHOTO IIperapara WM B CiIy4ae HEBO3MOXKHOCTH
MPOBEJICHUS] ATOTO MCCIICAOBAHUS TIPU MPOBEIACHUN HCCIICAOBAHUS TEPANIeBTUYECKONW SKBUBaJICHTHOCTH
JIEKaApCTBEHHOTO Iperapara J0Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMBIX PA3U4uid (papMaKOKHHETUKA
u (nim) 6e3onacHOCTH ¥ () (HEKTUBHOCTH JIEKAPCTBEHHOTO Tpenapata JUisi MEAMIIMHCKOTO TPUMEHECHHS );

2) PKBUBAJICHTHOCTH JICKaPCTBEHHON (OpMBI (110 SKBUBAJICHTHBIMHU JIEKAPCTBEHHBIMU (hOpMaMH
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MIOHMMAIOTCSI pa3Hbl€ JIEKApCTBEHHBbIE (OPMBI, UMEIOIINE OJMHAKOBBIE CIHOCOO BBEIEHUS M CHOCO0
IpUMEHEeHMs, OO0JlajaloIue COMNOCTaBUMBIMU  (apMaKOKMHETHYECKHMHU  XapaKTepUCTUKaMU U
(bapMaKoIIOTHIECKUM JIEHCTBHEM U 00ECTICUMBAIOIINE TAKXKE TOCTHIKEHNE HEOOXOAUMOTO KIMHUYIECKOTO
s dekra. Paznuums jgekapcTBEHHBIX (OPM HE SABISIIOTCSA NMPENSATCTBUEM JUI MX B3aMMO3aMEHSIEMOCTH,
€CJIM TpU MPOBEACHUM UCCIIEOBaHMsI OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOrO IpernapaTa Wik B Cilydae
HEBO3MO>KHOCTH IIPOBEJEHMSI ITOIO MCCIEAOBAaHUS IIPU NPOBEIEHUM HCCIIEIOBaHMs TEPalleBTUYECKOU
SKBHMBAJIEHTHOCTHU JIEKAPCTBEHHOI'O Mpernapara J0Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAUMMBIX pa3InyHi
¢dapMakokuHeTUKH M (uiau) Oe3omacHOCTH M 3(PQPEKTHMBHOCTH JIEKAPCTBEHHOI'O Mpemnapara i
MEUIIMHCKOTO IPUMEHEHHUS);

3) SKBUB@JIEHTHOCTb WJIHM CONOCTABUMOCTb COCTaBa BCIOMOTATENbHBIX BELIECTB JICKAPCTBEHHOI'O
mpernapata Juis  MEAMLIMHCKOIO TMpUMEHEHUs (pa3iuyusi cocTaBa BCIIOMOTATENbHBIX —BEIIECTB
JIEKapCTBEHHOI'O IIpernapaTta Il MEIWLUHCKOIO IPUMEHEHHUs HE SBJISAIOTCS NPENATCTBUEM U1 HX
B3alMO3aMEHSIEMOCTH, €CIM IMpU MPOBEACHUM HCCIEI0BAaHUS OMOAKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
mpernapara JUis MEAMLIMHCKOIO IPUMEHEHUS WIM B Clly4ae HEBO3MOYKHOCTH IIPOBEIEHHUS 3TOrO
UCCIIEIOBaHUsl IIPU TPOBEJCHUU HCCIIEIOBAaHUS TEPareBTUYECKON 3KBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npenapara Juis MEAMLIMHCKOIO IPUMEHEHUS JO0Ka3aHO OTCYTCTBUE KIMHUYECKH 3HAUMMBIX pa3In4Mi
¢bapmakokuHeTHKH U (win) Oe3zonmacHOCTH M 3(G(EKTUBHOCTH JIEKAPCTBEHHOI'O IIperapara Jyis
MEIUIMHCKOro npuMmeHeHus. IIpu 3ToM pasnuuus cocTaBa BCIOMOIATEIbHBIX BELIECTB HE JIOJIKHBI
IPUBOJUTh K PUCKY BO3HMKHOBEHMSI CEpPbE3HBIX HEXKEJIATEeNbHbIX peakUuuid y OTAENbHBIX TIpYMII
NAIMEeHTOB WM MOBBIIIEHUS YAaCTOTHl MX BO3HUKHOBEHHUS);

4) HIEHTUYHOCTH CII0OCO0a BBEICHUS U IPUMEHEHHSI;

5) oTcyTcTBHE KIMHUYECKH 3HAYUMBIX  pa3lu4vii TpH  MPOBEICHUU  HCCIEIOBaHUS
OMOSKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Tperapara WM B CIIydae HEBO3MOXKHOCTH IPOBEICHUS 3TOTO
UCCIIEZIOBAaHUsI OTCYTCTBUE KJIMHUYECKHM 3HAUMMBIX pa3IMyMii Mokas3areneil 0e30macHOCTH U
3pGEKTUBHOCTH JIEKapCTBEHHOTO TIperapara TpH TPOBEICHHH HWCCIEIOBaHUS TEparieBTUIECKON
SKBUBAJIEHTHOCTU. JlaHHBIM mMapamMeTp He TMpPUMEHSETCS B OTHOIIEHWH BOCIPOM3BEACHHBIX
JIeKapCTBEHHBIX IPEnaparoB, yka3aHHbIX B yacTu 10 crateu 18 nactosimero ®dexepanbHoro 3akoHa. B
OTHOIIEHWH OMOaHAJIOrOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMpernapaToB (OMOAHAIOrOB) AaHHBIE 00
OTCYTCTBUHM KIMHUYECKH 3HAYMMBIX pasianuuii Oe3zomacHOCTH, 3()()EKTHBHOCTH M HMMMYHOT€HHOCTH
JEKapCTBEHHOTO  TperapaTa IO  pe3yjibTaraM  NpOBEJCHHS  KIMHUYECKUX  HCCIEeIOBaHUMN
MPEOCTABIIAIOTCS B TIOPSIJIKE, YCTAHOBICHHOM HACTOSIIEH YacThIO;

6) COOTBETCTBHUC IIPOU3BOJUTCIIA JICKAPCTBCHHOTO  CPCACTBA TpC6OBaHI/IHM Haﬂnemameﬁ
HpOI/I3BOIICTBCHHOI71 IMPAKTHUKHU.

2. CpaBHeHHE NapaMETPOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX NPENapaTroB I MEIUIIMHCKOTO
IIPUMEHEHHS OCYLIECTBIIIETCS KOMHCCHEM SKCIIEPTOB SKCIEPTHOIO YUPEKICHHUS IpU MPOBEACHHUU
SKCIIEPTU3BI TAKUX JIEKAPCTBEHHBIX IIPENAPATOB B MPOLECCE UX TOCYIaPCTBEHHON PEruCTpannu. BeIBOIbI
JKCIIEPTOB O B3aMMO3AMEHSAEMOCTH WM HEB3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IIPENapaToB IS
MEIULMHCKOTO NPUMEHEHHUs, CJeJIaHHbleé B pe3yJbTaTe 3TOr0 CpaBHEHUs, OGOPMIIAIOTCA B BHJE
NPUIOKEHUST K 3aKIIOYEHHUIO HKCIEPTOB MO (opMe, YTBEP)KACHHOW YHOTHOMOYEHHBIM (enepaabHbIM
OpPraHOM MCIIOJIHUTEIBbHOU BIACTH.

3. TlonmokeHWsT HACTOSIICH CTAThU HE PACHPOCTPAHSAIOTCS Ha pedepeHTHBIE JIEKAPCTBEHHBIC
npernaparsl, JICKapCTBEHHBIC PACTUTEIbHBIC TIPENapaThl, TOMEONATHUECKUE JICKAPCTBEHHBIC Mpemaparbl U
JICKapCTBCHHBIC TPErapaThl, KOTOPBIC pa3pemieHbl ISl MEIUIMHCKOTO TpHMEHeHus B Poccuiickoit
deneparuu 6osiee ABAAIATH JET U B OTHOIICHUH KOTOPBIX HEBO3MOYKHO TIPOBEICHUE MCCIICIOBAHUS HX
OMOPKBUBAJIEHTHOCTH.



CraTtbsa 28. PeructpaumoHHoe yaoCcToOBepeHUe fieKapCTBEHHOro npenapara

1. PerucrpanimoHHOE YIOCTOBEPEHME JIEKAPCTBEHHOIO INpenapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM W JO3MPOBOK BBIAAETCS OECCPOYHO, 33 WCKIIOYCHHEM PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Ipenapara, BblIaBaeMOro ¢O CPOKOM JAEHUCTBUS IATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Pocculickoit @enepanun JIeKapCTBEHHBIE MpenapaThl.

2. Tlo ucTeyeHMM YKa3aHHOTO B 4acTH | HacTOsAIIEH CTaThM CpOKa BbIAeTCs OeccpodHOe
PErUCTPallMOHHOE YIOCTOBEpEHUE JIEKApCTBEHHOIO Ipernapara IpU YCIOBUHM TMOATBEPKIACHUS €ro
roCy/1apCTBEHHOW PETUCTPALIUH.

3. B cinyuae BHeceHus B cooTBeTcTBUU co craThsimu 30 u 31 Hacrosmero denepanbHOro 3aKoHa
U3MEHEHUH B COZAEpXKalllMecs B PETHCTPALMOHHOM J0ChE€ Ha 3aperMCTPUPOBAHHBINA JIEKApCTBEHHBIN
npernapaT JOKYMEHTbI, 3aTparuBalollUX CBEIEHUS, OTPAaXEHHbIE B PETHCTPALIMOHHOM YJIOCTOBEPEHHUU
JICKapCTBEHHOT'O Ipernapara, YIOoJHOMOUYEHHBIH (eepanbHblii OpraH MCIOJIHUTEIBHOW BIACTH BBIAAET
HOBOE PETUCTPALMOHHOE yJI0CTOBEPEHHE JIEKAPCTBEHHOr'O IIpenapaTa, COAeprKallee BHECEHHbIE B HETO
WU3MEHEHUS.

(uactp 3 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. B cnywyae yTparbl WM TOBPEXACHUS PErHMCTPALMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara 1o 3asBICHHI0O B MHCHbMEHHOW (QopMe Iep)Kareis WiId BJIaJAeNblla PErucTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOIO MpenapaTa Wid yIOJIHOMOUYEHHOI'O UMH JAPYTOro IOPUAMYECKOTO JIUIA O
BBIJIa4€ JyOJIMKaTa PErHCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara yIOJHOMOYCHHBIN
benepanbHBIA OpraH HCIIOTHUTEIBHON BIACTU B CPOK, HE MPEBHIMIAIONINN 1eCATH pabOYnX JAHEU CO JHA
MOCTYIUICHUS 3asiBJICHUS, BBIJAET JyOJIMKAT PETHCTPAMOHHOTO YIOCTOBEPEHHSI JIEKapCTBEHHOTO
mpemapaTta. 3a BbIgady OyOnMKaTa perMCTPalMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO TIIperapara
B3UMAETCs rOCyAapCTBEHHAs MOIIJIMHA B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

(uactb 4 BBeneHa denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 29. [loaTBepXaeHMe rocyfapCTBEeHHOM perucrtpauvm neKkapcTBeHHOro
npenapara
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. IToaTBepkieHNE TOCYJApPCTBEHHOIN perucTpanuu JEKapCTBEHHOIO IpernapaTa OCYLECTBISIETCS
IpU BblJaue OECCPOYHOro PErMCTPALMOHHOIO YIOCTOBEPEHHs JEKapCTBEHHOIO Ipernapara B ciydae,
yKa3aHHOM B 4YacTu 2 cTatbu 28 HacTosmero ®denepaibHOro 3aKOHa, B CPOK, HE IPEBBIIIAIOLINI
HIECTUAECATH pabouux JHEH CO JHs MOJyYeHHs] COOTBETCTBYIOIIMM YIIOJHOMOUYEHHBIM (erepaabHbIM
OpraHOM HCIIOJIHUTEIbHOM BIJIACTU 3asBICHHUS O TOATBEPKICHUH TOCYJapCTBEHHON perucTpanuu
JIEKapCTBEHHOro Ipenapara. He ocymiecTBiseTcss MOATBEP)KIECHUE TOCYNapCTBEHHOM PETUCTPALMU B
OTHOIIEHUH JIEKAPCTBEHHOTO TMperapaTa, He HaXxoIuBIlerocs B ooOpaiienun B Poccuiickoit denepanuu B
TE€YeHUue Tpex U Oojee JIeT, a TakkKe B OTHOLICHMM JIEKapCTBEHHOTO CPEACTBA, MPOM3BEIEHHOIO C
HapylLIeHHeM TpeOOBaHUs, yCTaHOBIEHHOTO yacThio 3.7 ctaThu 71 HacTosmero deaepaibHOro 3aKOHA.

2. 3asgBiIeHUE O NOIATBEPKIEHUM TIOCYNAapCTBEHHOW PETHCTpalMM JIEKApCTBEHHOIO IIpernapara
MPEJCTABISETCS B COOTBETCTBYIOIIUN YIIOJIHOMOYEHHBIN (heiepalibHbIi OpraH MCIIOJHUTEIFHON BIACTH
HE paHee 4YeM 3a CTO BOCEMbBJECAT OHEW [0 MHCTEYEHHs CpOKa JAEUCTBHUA PETUCTPALIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara.

3. IloaTBepkeHUE TOCYAAPCTBEHHOM pEerucTpalyy JIEKApCTBEHHOTO Mpernapara OCyLIeCTBISEeTCs
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o pe3yjibTaTaM 3SKCICPTU3blI OTHOIICHUA 0XKHIACMOM IIOJB3BI K BO3MOXHOMY PHUCKY IMPUMCHCHUA
JICKApCTBCHHOTI'O IIp€riaparTa Ha OCHOBAHUU PE3YyJIbTATOB MOHHUTOPHUHIA 3(1)(1)6KTI/IBHOCTI/I 1 0e30I1acHOCTH
JICKAPpCTBCHHOI'O  IIpfIiapara, IM[MPOBOAUMOIO ACPKATCIECM WKW  BJIAACIbOEM  PECTUCTPALIMOHHOIO
YAOCTOBCPCHUA JICKAPCTBECHHOT'O ITpCIiapaTa 0o YHOJHOMOYCHHBIM UMHU IOPUINYCCKUM JIMIIOM, a TAKKE
COOTBCTCTBYIOIIHUM YITOJITHOMOYCHHBIM q)eaepam)HmM OopraHomMm HCIIOJIHUTEILHOHN BJIACTH B COOTBETCTBUH
C TpC6OBaHI/I$IMI/I crateu 64 HaCcTOAIICTO q)enepanLHoro 3aKOHa.

4. K 3asBi€HHIO O OJTBEPKIEHUHU IOCYJapCTBEHHOM perucTpaiuy JeKapcTBEHHOIO Ipernapara Jiuist
MEIUIMHCKOTO IPUMEHEHUS IPUIIAraroTCs:

1) mOKyMeHTBI, cojepXallue pe3yJbTaTbl MOHUTOPUHIAa A(P(EKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOI'O IIpernapara [ulsi MEIUUUHCKOTO IPUMEHEHUS, IPOBENECHHOIO Jep)KaTeleM WU
BJIAJIENIBLIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHMsI JIEKAPCTBEHHOrO Ipernapara Julsl MEIULMHCKOIO
OPUMEHEHHUs JIMOO YHOJHOMOYEHHBIM UM IOPUAMYECKMM JIMLIOM, 10 (opme, yTBEpKIESHHOH
YIOJHOMOYEHHBIM (eiepabHbIM OPIaHOM HCIIOTHUTEIbLHON BIACTH;

2) xomus IUIEH3WHW Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEJICTB MM KOMHS 3aKIIOYCHHUS O
COOTBETCTBUM  NPOU3BOAMUTENS  JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM NpPaBWJ  HaJUIekKallen
MIPOM3BOJICTBEHHOW MPAKTUKH, BBIJAHHBIX YIOTHOMOUYEHHBIM (efepaibHbIM OpPraHOM HCIOTHUTEIHHOM
BJIACTU B OTHOIIECHHMM ITPOM3BOACTBEHHOM ILIOIIAJIKHM JIEKAPCTBEHHOI'O Ipemnapara i MEJULIUHCKOIO
IIPUMEHEHHUS, TOCYJAPCTBEHHAsI PETUCTPaLKsl KOTOPOTO MOATBEPKIAECTCS B CIIydae, €CJIM IIPOU3BOJICTBO
JICKapCTBEHHOTO TMpenapara Jid MEOUUHUHCKOrO TNPUMEHEHHUS OCYUIECTBIAETCS B Poccuiickon
Oenepauuy;

3) Komus BbJAHHOM YIOJHOMOYEHHBIM OpPraHOM CTpaHbl [POU3BOJUTENS JIMLIEH3UHU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Tpernapara JJisi MEIUIIMHCKOTO MPUMEHEHUS U €€ TIEPEeBOJ] Ha PYCCKHIA
SA3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IIOPAAKE, a TaKXKEC KOIIMA 3aKIIOUYCHUA O COOTBETCTBHUH
MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TpeOOBaHMSIM TPAaBHI HaJJIekKAIICH MPOU3BOJICTBEHHOM
IMPAaKTUKH, BBIAAHHOI'O YIIOJHOMOYCHHBIM q)ejlepaJ'H)HBIM OopraHomM HCIOJIHUTEILHOA BJIACTH B
OTHOIICHUM TPOW3BOJICTBEHHON IUIOMIAJKK  JICKAPCTBEHHOTO TIpenapara JUisi  METUIIMHCKOTO
NPUMEHEHNS, TOCYHApCTBEHHAS PETUCTpPalUsA KOTOPOIO IIOATBEPXKIAACTCSA, WIM KOIUS peELICHU
YIOJIHOMOYEHHOTO ()eIepalibHOTO OpraHa HCIOJHUTEILHONW BIACTH O NMPOBEJICHUM HWHCICKTHPOBAHUS
MIPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB B CIydae, €CIH MPOU3BOJCTBO JIEKAPCTBEHHOTO Mperapara s
MEJIUIIMHCKOTO IPUMEHEHHUS OCYIIECTBIIsIETCS 3a ipeaenamu Poccuiickoit deneparmn.

(dactb 4 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOmIEHNN OMOJOTMYECKUX JIEKAPCTBEHHBIX MpPENapaToB Ul MEAWIIMHCKOTO NPUMEHEHUS
3asBUTENb JOMOJHHUTEIBHO TMPEJICTABISET Pe3yJbTaThl MEPONPHUSATHH, NPEIyCMOTPEHHBIX IIJIAHOM
yIpaBlICHNUS PUCKAMH, YTBEPKICHHBIM YIOJIHOMOYCHHBIM (peJepaqbHBIM OpPraHOM HCIIOJHHUTEIEHON
BJIACTH TIPH OCYIIECTBICHHH TOCYJapCTBEHHOW PpETUCTpAllMi JIEKAPCTBEHHOTO TpemnapaTa s
MEIUIIMHCKOTO TIPHMEHEHUSI.

(uactsp 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.2. K 3asgBiIeHUI0 O MOATBEPKIACHUHN TOCYAapCTBEHHOM PETUCTpAIlUU JIEKAapCTBEHHOTO Mperapara
JUIsl BETEPUHAPHOTO MPUMEHEHMs TPUJIATAIOTCS JOKYMEHTBI, COJEpIKAIlUe pe3yJbTaThl MOHUTOPHHTA
a¢dexTuBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO TIpemapara i BETEPUHAPHOTO MPUMEHEHHS,
MPOBOJIUMOTO JIEpXKAaTeNIeM WM BJIAACIBIIEM PETUCTPAIMOHHOTO YAOCTOBEPEHHUSI JIEKAaPCTBEHHOTO
mpemapaTta A BETEPUHAPHOTO MPUMEHEHHs] TUOO YMOTHOMOYEHHBIM MM IOPUIUYECKHM IUIOM, IO
dbopme, yTBEpPKIACHHOW YIMOJHOMOUYEHHBIM (heepaIbHBIM OpPraHOM HCIOJHUTEIBHON BJIACTH, U
JOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k", "1" nmynkra 4 yactu 3 ctarbu 17
Hacrosero deaepanbHOTO 3aKOHA.
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(uacts 4.2 BBeieHa OenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. C 3asBIeHUEM O MOATBEPKACHUU TOCYIaPCTBEHHON PErrCTpaIllii JIEKapCTBEHHOTO MpenapaTa
3asABUTCIIb NPCACTABJIACT KOIMUIO JOKYMCHTA, IIOATBCPKAAIOUICTO YIIIATy FOCYI[apCTBCHHOfI IIOIIJIMHEI 3a
MOJTBEPXKICHUE TOCYTAPCTBEHHON PErUCTpaIiy JICKAPCTBEHHOTO Mpernapara, JU00 MOXKET MPECTaBUTh
yKa3aHHbIN JTOKyMEHT 110 COOCTBEHHOW MHUIIMATHBE. B cilydae HenmpecTaBieHHs yKa3aHHOTO JOKYMEHTa
YIOJTHOMOYCHHBIN  (efiepaibHblii  OpraH HCIOJHUTEIBHOW BIIACTH MpOBepseT (aKT  ymIaTsl
FOCY}I&pCTBCHHOﬁ MOLIIMHBI 3aABUTCIIEM IIOCPEACTBOM HCIIOJIB30BAHUA I/IH(l)OpMaIII/II/I 00 yIiaTe
rOCy/IapCTBEHHOW TMOILIMHBI, cojepkamieiics B [ocymapcTBeHHON HHPOPMAIIMOHHON cHCTeMEe O
roCyJapCTBEHHBIX MU MYHHIUIIAJIBHBIX IIJIATCXKaX, HA OCHOBAHWU Hpe)ICTaBJ'IeHHOI\/’I 3asBUTCIIEM KOIINU
JOKYMEHTA, MMOATBEPKAAIOIIETO yIIaTy rOCYAapCTBEHHON MONIIHHBI.

(dactp 4.3 BBeneHa OenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. B Teuenuwe gecsatu pabouux MAHEH CO J[AHA NPUHATUS 3aABIEHUS O MOATBEPKICHUU
TOCYJapCTBEHHOM pPETHUCTpaIlMU JIEKAPCTBEHHOTO TperapaTa W JOKyMEHTOB, COJEPKAIINX PEe3yIbTaTh
MOHHUTOpHHTA PPEKTUBHOCTH U OE30MACHOCTH JEKAPCTBEHHOTO Mpernapara, MpoBOJIUMOTO JIepiKaTeieM
WIM  BIAJACNbLEM  PErUCTPAlMOHHOIO  YJOCTOBEPEHMs  JIEKapCTBEHHOIO  mpemapara  Ju0o
YIOJTHOMOYEHHBIM UMH IOPUAUYECKUM JIUIIOM, YIIOJTHOMOYEHHBIN (efepanbHblii OpraH UCTIOTHUTEIbHOM
BJIACTH:

1) MMpOBOAUT HPOBCPKY IMOJIHOTHI CBe)IeHI/II\/’I, COACpKaUXCd B HNPCACTABIICHHBIX 3asiBUTCIICM
AOKYMCHTAXx;

2) mpUHUMAET pelIeHHEe O MPOBEICHUM WM 00 OTKa3e B MPOBEACHUU SKCIEPTU3bl OTHOIICHUS
omnz[aeMoﬁ II0JIB3bI K BOSMO)KHOMy pI/ICKy HpI/IMeHeHI/ISI J'IeKapCTBeHHOFO npenapaTa Ha OCHOBAaHUHU
pe3yNbTaTOB MOHUTOPUHTA 3((HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, IpoBOJIUMOTO
JiepKaTeNieM WA BJIQJCNbIEM PETUCTPAIMOHHOTO YIAOCTOBEPEHHUS JICKAPCTBEHHOTO IMpernapaTra Juoo
YIOJTHOMOYEHHBIM UMH FOPUIUIECKIM JIUIIOM, a Takke (heaepaabHbIM OpraHOM HUCIIOJIHUTEIBHON BIACTH
B COOTBETCTBUU C TpeOOBaHMSIMU CTaThu 64 HacTosmero denepaabHOTO 3aKOHA,

3) yBemomisieT B OJEKTpPOHHOW (opMe WM MHCBMEHHON QopMme 3asBUTENs] M OKCIEPTHOE
yUpeXJIE€HUE O MPHUHITOM pEIIeHWH MO0 B Cilydae NPUHATUS pelIeHHs 00 OTKa3e B IPOBEJIECHUU
JKCMEPTU3bl YKA3BIBAET MPUUMHBI TAKOTO OTKA3a.

6. B cirydae BbIABIEHHSI HEJJOCTOBEPHOCTH U (MJIN) HEJJOCTATOYHOCTH MH(POPMAIINH, COAEpIKAIIEeHCs
B IIPEJICTABJICHHBIX 3asBUTEIEM JOKYMEHTaX, YIOJIHOMOYEHHBIH (eaepanbHbIii opraH MCIOJHUTEIbHON
BJIACTH HAINpPABISET 3asgBUTENIO 3ampoc 00 YTOYHEHMHM YKa3aHHOW WHQOpManuu. 3ampoc
YHOJIHOMOYEHHOro0  (hefiepalbHOr0  OpraHa  MCIOJHUTENbHOM BJIACTH MOXKET OBITh  IepeaaH
YHOJHOMOYEHHOMY MPEACTABUTEII0 3asABUTENS JIMYHO IOJ PACHMCKY, HAIPaBJIEH IO MOYTE 3aKa3HbIM
IUCbMOM WM NEpeAaH B JIEKTPOHHOM (Gopme Mo TeJeKOMMYHMKAllMOHHBIM KaHajaM CBs3U. B ciyuae
HaNpaBJICHUs] 3alpoca YIMOJIHOMOYEHHOTO (heAepallbHOTO OpraHa HCIOJHUTEIBHON BJIACTH IO IOYTE
3aKa3HbIM IMCBMOM OH CUYMTAETCsS IOJYYEHHBIM IO MCTEYCHMM IIECTH JHEH C JaThl HAINPaBJICHMS
3aKa3HOr0 MHUCHMA.

7. 3asButens 00s3aH MPEACTaBUTH OTBET Ha 3alpOC YMOJIHOMOYEHHOTO (elepalibHOTO OpraHa
WCTIOJTHUTENILHOW BIIACTH B CPOK, HE MPEBBIIAIONINI JIEBIHOCTA pabOYMX JHEH CO JAHS €ro MOJYUYCHHS.
Cpok, yKa3aHHBIN B 4acTH 5 HACTOSIIEH CTaThH, MPUOCTAHABIMBACTCS CO JIHS HAIMPABIICHUS 3asBUTEIIO
3arnpoca yHOJHOMOYEHHOIo (heepaJbHOr0 OpraHa HCIOJHUTENBHON BJIACTU O JHS TOJIYYEHHUS UM
COOTBETCTBYIOILIETO OTBETA M HE YUYUTHIBACTCA TPU HUCUYHUCICHUH CpPOKa MOATBEPKICHUS
roCy/apCTBEHHOW PETUCTPALIMU JIEKApCTBEHHOTO Mpenapara.
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8. OcHoBaHMEM [UIsl OTKa3a B IIPOBEJEHUHM SKCIEPTH3bl OTHOIIEHUS OXHUAAEMOH IOJIb3bl K
BO3MOYKHOMY DPHUCKY MPHUMEHEHMs JIEKapCTBEHHOIO Ipernapara sBJISETCSl MpPEJCTaBICHUE JTOKYMEHTOB,
COJIEpIKAINX PE3yJIBTaThl MOHUTOPUHTA 3P(PEKTUBHOCTH M OC30ITACHOCTH JICKAPCTBEHHOTO TIperapara, u
(M) B OTHOIIEHHWH OMOJIOTMYECKHUX JIEKAPCTBEHHBIX IIPEnapaToB pe3yJbTaTOB OCYILECTBICHUS
MepOHpI/ISITI/II\/JI B COOTBCTCTBHUH C IINIAHOM YIPAaBJICHUA PHCKaMH, YTBCPKIACHHBIM YIIOJITHOMOYCHHBIM
(benepanbHbIM OPraHOM HCIOJHUTENIBHONW BJIACTH MPHU OCYIIECTBIEHUH T'OCYIApCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O IpernapaTa, B HEMOJIHOM o0beMe, OTCYTCTBHE MH(pOpMalUHU, MOATBEpKIAtoe (akT
yIUIaTbl ~ TOCYJAapCTBEHHOM  NOLUIMHBI  3a  IOATBEP)KIEHUE  TOCYJAapCTBEHHOW  pErucTpanyu
JIEKapCTBEHHOI'0 IIpenapara, JuOO HENpPEICTABICHUE 3asBUTENIEM B YCTAHOBIICHHBIH CPOK OTBETa Ha
yKa3aHHbII B yacTM 6 HAcTOALIEH CTaTbU 3alpoc YIOJHOMOUYEHHOro (enepalbHOro OpraHa
HCIIOJIHUTEJIbHOM BJACTH, @ TAKXKE OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaxX MH(OpMaIu, KoTopas J0JKHA
OBbITh B HUX OTpa)KeHa.

9. DOkcmepTuza OTHOUIEHMSI OXHJAA€MOH TMOJb3bl K BO3MOXXHOMY pHUCKY IPHUMEHEHUs
JICKapCTBEHHOT'O Ipernapara B LEISIX MOATBEP)KICHUS TOCYAAPCTBEHHOM PErucTpaluu JIEKapCTBEHHOTO
rpenapara IpOBOJUTCS KOMHMCCHEH JKCIIEPTOB JKCHEPTHOIO YUYPEXKICHHUS B CPOK, HE IPEBBIMIAIOIINAN
COpOKa pabo4mx JHEH.

10. B ciayyae HEIOCTATOYHOCTH MPEACTABIECHHBIX JKCIEPTY MATEPUAJIOB U JAA4d 3aKIFOUECHHS
HKCHEPT 00palaeTcsi K pyKOBOAUTEIO SKCIIEPTHOTO YUPEXKICHHUS O MIPEJOCTABICHUN eMy HE0OXOIUMBIX
MaTepuaoB. PyKkoBoAUTENb SKCHEPTHOIO YUPEXKAECHUS OOpaIlaeTcsl ¢ COOTBETCTBYIOIIMM 3alpOCOM B
YIOJIHOMOYEHHBIN (esiepaiabHblil OpraH MCIOJHUTEIbHON BIIACTH, BBIJABILUIN 3a/laHHE Ha MPOBEACHUE
OKCIICPTU3BI OTHOLICHUSA O)KHJIaeMOfI IIOJIB3BI K BO3MOXXHOMY PHCKY MNPUMCHCHUA JICKAPCTBECHHOI'O
npernapara Ha OCHOBAHMHU JIOKYMEHTA, COJEpIKAlllero pe3yJibTaTbl MOHHUTOPUHTA 3(PQPEKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO IpenapaTa. B TeueHue nsatu pabouux JHEH co IHS NOCTYIUIEHHUs 3alpoca
PYKOBOJUTENSI HKCHEPTHOTO YUPEXkKACHUS yKa3aHHbBIM QenepajabHbIii OpraH HCIOJHUTENBHONW BIacTh
HaIpaBIIET 3asBUTENIO 3allPpOC O MPEACTABIECHUH HEOOXOIUMBIX MaTepUajoB, KOTOPHIAH MOXET ObITh
nepefaH YMOJHOMOUYEHHOMY NPEACTABUTENIO 3asBUTENS JIMYHO MOJ PACIUCKy, HAlpaBleH MO IOYTe
3aKa3HbIM IMUCbMOM WJIM IEPEAaH B 3JI€KTpOHHOI>'I (bopMe 10 TCJIICKOMMYHUKAIITMOHHBIM KaHaJIaM CBS3H. B
Cllyyae HalpaBJIEHHUS 3allpoca YNOJHOMOYEHHOIo (heepasbHOr0 opraHa HCIOJHUTEIBHON BIACTH IO
MMOYTC 3aKa3HbIM IMMCbMOM OH CUUTACTCA IMOJIYYCHHBIM IO UCTCYCHHUU IICCTU ZIHCP'I C JaThbl HAlIpaBJICHUA
3aKa3HOIo MHUChMa.

11. 3asBuTens 0053aH MPEACTaBUTH OTBET HAa 3alpoC YIMOJTHOMOYEHHOTO (helepaabHOro OpraHa
WCIIOJTHUTENILHOM BJIACTU B CPOK, HE MPEBBIMIAIONINI IECTUAECATH padOouuX THEH CO JHS MOIYy4YEeHUS
YKa3aHHOTO 3ampoca. YTOJHOMOYCHHBIN (enepanbHblii OpraH HCIOJHUTEILHON BIACTH, BBIIABIIUI
3alaHM€ Ha TMPOBEJCHUE OHKCIEPTU3bl OTHOIICHUS OXUIAAEMOM TMOJb3bl K BO3MOKHOMY PHCKY
MPUMEHEHHUs JICKapCTBEHHOTO TMpernapaTa Ha OCHOBAHMHM JOKYMEHTa, COJEpXKAIIero pe3yJIbTaThl
MOHHUTOpHHTA 3()PEeKTUBHOCTU M OE30MaCHOCTH JIEKAPCTBEHHOI'O Mperapara, B TeUEHHE MATH padoyux
JHEN co JIHSA MOCTYIUIEHUS OT 3asBHUTENS OTBETA Ha 3alpoC YHNOJHOMOYEHHOIo (efepaibHOro opraHa
WCIIOJTHUTENIBHOM BJIACTU HAIIPaBJISET ATOT OTBET B AKCIIEPTHOE YUpeKaeHue. B ciiyyae HenpeacTaBieHus
10 UICTCUCHHUHU IECCTUACCATU pa60q1/1x I[Hefl 3as4BUTCJIIEM OTBETA Ha yKaBaHHI)If/i 3a1poc yrIOJIHOMO‘-IGHHI:Iﬁ
denepanbHBIi OpraH HUCHOJHUTENBHON BIAcTH, BBIAABIIMK 3a/JaHWE Ha TPOBEJCHUE SKCIEPTHU3BI
OTHOLIICHUA omnaaeMoﬁ MOJIB3BI K BO3MOXHOMY PHUCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O IIpCIliapaTra Ha
OCHOBaHUHU JOKYMEHTa, COJEp>Kallero pe3yibTaTbl MOHHUTOpUHTa 3(PGEKTUBHOCTH M 0O€30MacHOCTH
JIEKapCTBEHHOTO Iperapara, B TEUCHHWE MATH pabouux JHEH HampaBisieT B HKCHEPTHOE YUPEKICHHE
YBEJIOMIICHHE O HENPEJCTaBICHUU 3asBUTEJIEM OTBETa Ha 3alpoC yKa3aHHOTo opraHa. Bpems co aHs
HalpaBJIEHUs 3alpoca HSKCIEPTHOTO YUPEXKJACHHS B  YIOJTHOMOYEHHBIM (enepalibHBIA  OpraH
WCIIOJIHUTENIBHOW BJACTU 10 JHS TMOJYYEHUs HKCIEPTHBIM YUPEKICHUEM OTBETa Ha 3alpoc WIH
YBCAOMJIICHHA O HCOPCACTABICHUMW OTBETAa Ha 3alpoC HEC YUYUTBIBACTCA IIPU HMCYHUCIICHHU CpOKa



MPOBCACHUA OKCIICPTHU3bl OTHOIICHHA O)I(I/II[aeMOfI MMOJIb3BI K BO3MOXHOMY PHCKY IIPHUMCHCHUA
JIEKapCTBEHHOT'O Tperapara Ha OCHOBAHMU JOKYMEHTA, COJIEPKAIIero pe3ylbTaThl MOHHMTOPHHTA
3¢ (HEeKTHBHOCTH ¥ 0€30IaCHOCTH JIGKAPCTBEHHOTO TIperapara.

12. B cpok, He MPEeBBIIAIONINI 1ecATH pabounux AHEH cO AHS MOTYYCHHs 3aKITIOYCHHUS] KOMHCCHH
SKCIEPTOB MO pe3yJibTaTaM »SKCIEPTU3bl OTHOLICHHS OXUIAAEMOW IOJb3bl K BO3MOXXHOMY PHCKY
MPUMEHEHHS JICKQpCTBEHHOTO Ipemnapara, COOTBETCTBYIOUINI yHMOTHOMOYEHHBIN (enepanbHblii opra
HWCIIOTHUTEIbHON BIACTH:

1) ocyIiecTBIsIeT OLIEHKY JTOTrO 3aKIIOYECHHS AJIs ONpENeeHHs] €ro COOTBETCTBUS 3aJaHHI0 Ha
MPOBEACHUE YKA3aHHOW YKCIIEPTHU3HI;

2) NpUHMMAET pelIeHHEe O MOATBEPKIECHUH TIOCYJapCTBEHHON pEerucTpalyy JIeKapCTBEHHOTO
mnpernapata wid 00 OTKa3e B MOJATBEPXKIECHUM TOCYJapCTBEHHONW pEerucTpanuu JIeKapCTBEHHOTO
npernapara;

3) BHOCHUT TMpU MPHUHATHM PELIEHUS O MOATBEPXKACHUU TOCYJapCTBEHHOM perucTpauuu
JIEKAPCTBEHHOI'O IIperapara CBEICHUsS B T'OCYAAPCTBEHHBIM pPEECTp JICKAPCTBEHHBIX CPEACTB U BBIIACT
3asBUTEIIIO0 OECCPOYHOE PETUCTPALIMIOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO IIpernapara.

13. OcHoBanueM is OTKa3a B MOATBEPKACHUU TOCYJAPCTBEHHON PEruCTpalfy JEKapCTBEHHOTO
mpenapara  SIBISETCS 3aKII0YEHHE COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (helepasbHOTO OpraHa
WCIIOJIHUTENIbHOW BJIACTH O TOM, YTO PHUCK IPUYMHEHMS Bpela 3J0POBbIO UEJIOBEKA WJIM >KUBOTHOIO
BCJICJICTBUE TTPHEMa JICKaPCTBEHHOTO MIpenapara npeBbinaeT 3pHEKTUBHOCT €r0 TPUMEHEHHUS.

(B pen. ®enepanbHoro 3akona ot 04.06.2018 N 140-D3)

14. B nepuox mnpoBeneHHs MPOLEAYpPHl IOATBEPKICHHUS TOCYJApCTBEHHOM pEruCTpauu
JIeKapCTBEHHOT O Mpemnapara ero oopaienue B Poccuiickoit @enepaninu He IPUOCTAaHABINBACTCS.

15. Jomyckaercsi oOpallileHue JIEKapCTBEHHBIX IMPEenapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHUS 0
UCTEUYEHHUsI CPOKAa TOAHOCTH, IIPOU3BENECHHBIX B TEUEHUE CTAa BOCBMUJECATH KaJCHAAPHBIX JHEH MOCie
AaTbl TNPUHATUA YIIOJIHOMOYCHHBIM q)ellepaJ'II)HBIM opraHomM WCTIIOTHUTENBHON BJIACTH pemicHusd O
MOJTBEPKIEHUH TOCYAAPCTBEHHOW PErucTpalyy, B COOTBETCTBMM ¢ MH(pOpMaIMel, coaepxaiieiics B
AOKYMCHTAX PpPEruCTpaiuoOHHOroO AOChE Ha JICK&pCTBGHHI:IfI npenapar A0 JAaTbl IPUHATHUSA TaKOro
peleHus.

Cratba 30. BHeceHue U3MeHeHUn B  AOKYMEHTbI, cogepXxawumecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JEeKapCTBEHHbIA npenapar Ans
MeAULMUHCKOro NnpMMeHeHus

1. B 1enax BHeCEeHUS M3MEHEHHH B JIOKYMEHTBI, COJEPIKAIMecs B PETUCTPAlMOHHOM JOChE Ha
3apETHCTPUPOBAHHBINA JICKAPCTBEHHBIH MpermapaT i MEIUIIMHCKOTO TPUMEHEHUs, JepKarelb WIH
BJIQJIeJICI] PETUCTPAIMOHHOTO YJIOCTOBEPEHHS JICKAPCTBEHHOrO IMperapara HWiId YIOJHOMOUYEHHOE WM
Jpyroe IpUANYecKoe JHIO (Jajiee B HACTOSIICH CTaThe - 3asBUTENh) MPEICTABISICT B YIIOTHOMOYCHHBIH
denepaabHBId OpraH HMCIOJIHUTEILHOW BJIACTH 3asABJICHHE O BHECEHHWH TAaKMX HM3MEHEHHUH 1Mo Qopme,
YCTaHOBJICHHOW YIIOJTHOMOYEHHBIM (pe/lepalibHbIM OpTraHOM WCIIOJHUTEIILHOMN BIIACTH, U MIPHJIAraeMbIe K
HEMY W3MCHCHHS B yKa3aHHbBIC JIOKYMEHTBI, a TAaK)Ke€ JOKYMEHTBI, TOATBEPXKIAIOIINE HEOOXOIUMOCTh
BHECEHUS TaKUX U3MEHEHUN.

(B pen. ®enepanbHbix 3aK0HOB 0T 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. TIpn HEOOXOIUMOCTH BHECCHHS B JIOKYMEHTBI, COJIEPKAIINECS] B PETUCTPAIIMOHHOM JIOChE Ha
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3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIN TMpenapaT s MEAUIIMHCKOTO TPUMEHEHUs, W3MEHECHHI,
yKa3aHHBIX B MyHKTE 3 YacTu 2 HACTOAILICH CTaThu M TPEOYIOMIMX MPOBEACHUS AKCIEPTU3BI KayecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asIBUTEIb JONOJHUTEIBHO MPEICTABISAET B YIIOJIHOMOUYEHHBIH (eaepanbHbIil
OpraH UCITOJIHUTEJIbHON BJIACTU KOIMIO JIUIIEH3UH HAa MPOU3BOJICTBO JEKAPCTBEHHBIX CPEACTB WM KOIHUIO
3aKJIIOYEHUSI O COOTBETCTBMM IPOU3BOJAUTENSI JIEKAPCTBEHHBIX CPEJCTB TpPEeOOBAHUSM IPABUI
HaJJIeXKalleld MPOU3BOACTBEHHON MPAKTUKH, BBIAAHHBIX YIOJTHOMOYEHHBIM (eAepaibHbIM OpraHOM
WCIIOJIHUTENIbHOM BJIACTH B OTHOIIEHWHM W3MEHEHHOW M (WIM) JOMOJHEHHON IPOU3BOJICTBEHHOM
IJIOIIAKK JIEKAPCTBEHHOIO MperapaTra, B CiIy4yae, €CJIM IMPOU3BOJCTBO JIEKAPCTBEHHOTO Ipemnapara
ocymectBisiercss B Poccmiickoit ®eneparuu, au00 KOMHUIO BBIIAHHOW YIOJIHOMOYEHHBIM OPraHoOM
CTpaHbl MPOU3BOJAUTENS JIMLEH3UM HA MIPOU3BOJACTBO JICKAPCTBEHHOI'O IperapaTta U €€ IepeBOj Ha
PYCCKHIl 53bIK, 3aBEPEHHbIE B YCTAHOBJICHHOM IOPSAJIKE, a TaKXKe KOMUIO 3aKJIIOYEHHS] O COOTBETCTBUU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHHMSAM TNPaBHI HaJJIeXKAlleld MPOU3BOJICTBEHHOM
MPaKTUKH, BBIJAHHOTO YTOJHOMOYEHHBIM (eepaIbHBIM OpPraHOM HCIOJHUTEIBHOM BIIACTH B
OTHOIICHWU W3MEHEHHOW U (WUJM) JOMOJHEHHOH MPOU3BOJICTBEHHOW IUIOMIAAKH JIEKapCTBEHHOTO
npernapaTa, Wi KOIUIO PellieHus] YIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa UCHOJHUTEIbHOM BJIAcTU O
MIPOBEACHUN UHCIEKTUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB B CIIyyae, €CJIM MPOU3BOJICTBO
JIEKapCTBEHHOTO Iperapara OCyuecTBIIAeTCs 3a npeaenamu Poccuiickoit denepannm.

(dacts 1.1 BBenena ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. Ilpn HeoOXOIMMOCTH BHECEHHUS B JIOKYMEHTBI, COJIEPKAIINECS] B PETUCTPALIMOHHOM JIOChE Ha
3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar aisi MEIULUHCKOTO IPUMEHEHMs, HW3MEHEHUH,
yYKa3aHHbIX B IIYHKT€ 4 4yacTH 2 HACTOSILEH CTaTbU U TPEOYIOUIMX IPOBEIACHUS SKCIEPTH3bl KayecTBa
JICKapCTBEHHBIX CPE/ICTB, 3asBUTEIb JIOMOJIHUTENIBHO MPEACTABISIET B YIIOJIHOMOUYEHHBIN (hesepaibHbIi
OpraH UCIIOJIHUTEIbHON BIACTH KOIHUIO JIMIEH3UN Ha IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB WIIN KOIHUIO
3aKJIIOYCHHUST O COOTBETCTBUHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAaHUSAM IpaBHII
HaJJieXxalled MpPOU3BOJACTBEHHON MPAKTHKH, BBLIAHHBIX YIOJIHOMOYEHHBIM (eaepalibHbIM OpraHOM
WCIIOJIHUTENIBHOM BJIACTH B OTHOILLIEHWH MPOU3BOJICTBEHHOW IUIOMIAJIKU JIEKAapCTBEHHOI'O IMperapara, B
Cly4dae, €ClM IPOU3BOJCTBO JIEKAPCTBEHHOIO Iperapara ocyuectnisiercs B Pocculickont denepanuu,
MO0 KOMUIO BBIIAHHOW YIOTHOMOYEHHBIM OPTaHOM CTPaHbl TPOU3BOIUTENS JUIIEH3UHN HA TPOU3BOJICTBO
JIEKapCTBEHHOI'O IIperapaTa U €€ NepeBoj Ha PYCCKUM f3bIK, 3aBEPEHHBIE B YCTAHOBJIECHHOM IOPSJIKE, a
TaK)K€ KOIHIO 3aKIIOUYEHUS O COOTBETCTBUU IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHHIM
IIpaBWJI HaJUIeXkKalled IPOU3BOJICTBEHHOW IPAKTUKH, BBIJIAHHOTO YIIOJHOMOYEHHBIM (heepanbHbIM
OpraHOM HCIIOJIHUTEJIbHOM BJIACTM B OTHOIIEHMH MPOU3BOACTBEHHOM IIIOIIAJIKH JIEKAPCTBEHHOIO
npenapaTa, Wi KOIUIO PEIIeHUs] YIOJIHOMOYEHHOTO (he/iepabHOr0 OpraHa UCIOJHUTEIbHOM BJIACTH O
MIPOBEACHUN MHCIIEKTUPOBAHUS IIPOU3BOIUTENS JIEKAPCTBEHHOT'O CPEJICTBA B CIIy4ae, €CIIM MPOU3BOICTBO
JIEKApCTBEHHOI0 IperapaTa OCyILIECTBIAETCs 3a npeaenamu Poccuiickon @enepanum.

(dgactp 1.2 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.3. [lpunstHe peuieHUss O BHECEHHWHM H3MEHEHUU WM 00 OTKa3e BO BHECEHHUU W3MEHEHUU B
JOKYMEHTBI, COJIepKallfecsi B PETUCTPALlMOHHOM JOCh€ Ha 3aperucTPUPOBAHHBIN JIEKapCTBEHHBIH
npenapar Jjisi MeIMIUHCKOTO MPUMEHEHUS, B CITydyae HEOOXOIMMOCTH IIPOBEICHUSI SKCIIEPTU3bI KauecTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) IKCHEPTU3bI OTHOIIEHHUS OKHUAEMOU MOJB3bl K BO3MOXKHOMY PHUCKY
MIPUMEHEHHUS JICKapCTBEHHOTO Tpenapara JJjisi MEAUIIMHCKOTO MPUMEHEHHS! OCYIIECTBIISETCS B CPOK, HE
MIPEBBILIAIOIINMA JIEBSIHOCTA pabOUnX JHEH, a B OCTAIBHBIX CIy4yasX B CPOK, HE MPEBBIIAIONINN TPUAATH
pabounx AHEW CO JHS TPHUHITHS YIOJHOMOYCHHBIM (efepaibHbIM OPTaHOM HCIOJHUTEIBHON BIIACTH
3asIBJICHUS O BHECEHUU TaKUX U3MEHEHHI.

(dactp 1.3 BBenena ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2. DKcnepTr3a JeKapCTBEHHBIX CPEJCTB B YACTH SKCIEPTU3bI KaUeCTBA JIEKAPCTBEHHOT'O CPEICTBA U
(W1K) PKCTIEPTU3bI OTHOIICHUS 0’KMIAa€MOU TI0JIb3bI K BO3MOXXHOMY PHCKY NMPUMEHEHHUS JIEKAPCTBEHHOTO
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npemnapara ajd MCIUIHUHCKOIr0 MpUMCHCHUA IIPOBOAUTCA B CIy4a€C BHCCCHUA W3MCHCHHI B AOKYMCHTEI,
coAcpiKamurecd B PETUCTPAMOHHOM JOCBE Ha 3apeFI/ICTpI/Ip0BaHHBII>’I HeKapCTBCHHbIP’I npenapar, B
OTHOIICHHHU:

1) cBeneHuil, yka3aHHBIX B HWHCTPYKIMH TO MEIUIMHCKOMY HPUMEHEHHIO JIEKapCTBEHHOTO
npernapara:

a) JICKApCTBCHHAA (I)OpMa C YKa3aHUuEeM HAaMMEHOBAaHUM M KOJIMYECTBEHHOTO COCTaBa Z[eﬁCTBYIOIHHX
BC€IICCTB M KAYCCTBCHHOI'O COCTaBa BCIIOMOTI'aTCIBHBIX BEIICCTB (HpI/I HGO6XO}II/IMOCTI/I KOJIMYECCTBCHHOI'O
coCTaBa BCIIOMOI'aTCIIbHBIX BCH_[CCTB);

0) dapmakomuHamMuka W (apMakOKMHETHKA (32  HCKIIOYEHHWEeM  (papMaKOKWHETHUKH
rOMEONAaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTENbHBIX JIEKAPCTBEHHBIX MPENapaToB);

B) TIOKa3aHUs JJIsl IPUMEHEHUS;
I') IPOTUBONOKA3aHUs JJIsl IPUMEHEHUS;
1) MEpPBI [IPETOCTOPOKHOCTU IPU IPUMEHEHUH;

C) YKa3aHUuC€ BO3MOKHOCTH U oco0eHHOCTEH MNPUMCHCHUA JICKAPCTBCHHOI'O IIpcliapara JId
MCIUIUHCKOI'0  IMPUMCHCHUA 6€p€M€HHI)IMI/I KCHIIMHAMHM, JKCHIIMHAMH B II€pUOA T'PyAHOTO
BCKapMJIMBaHUsA, 1€TbMU, B3POCIIBIMU, UMCIOIINUMU XPOHUYCCKUC 3216OJ'ICBaHI/I${;

) PEeXHUM J03UPOBaHMsI, CIIOCOOBI BBEACHUS U MPUMEHEHUs, IPpU HEOOXOIUMOCTH BpeMs IpremMa
JIEKApCTBEHHOI'0 IIpernapara, MpOJOKUTEIIBHOCTD JICUEHHs], B TOM YUCIIE Y ACTEH 10 U IIOCIE OJHOrO
roja;

3) BO3MOJXKHBIC OOOYHBIC JICHCTBHS M HEXKEJIATSIbHBIC PEAKIIMU MPH MPUMEHEHUH JICKApCTBEHHOTO
nperapara;

1) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO IIOMOILY TIPU NEPETO3UPOBKE;
K) B3aMMOJIEMCTBHE C APYTUMH JIEKAPCTBEHHBIMHU NpenapaTaMu U (W) MUIIEBbIMU IPOIYKTAMH;
1) (OpMBI BBIITyCKa JIEKAPCTBEHHOT'O Tpenapara;

M) ykazaHue (IIpu HEOOXOAMMOCTH) OCOOEHHOCTEH IeMCTBHS JIEKapCTBEHHOrO IpernapaTta Ipu
MepBOM TIPHEME HJIH [IPU €TO OTMEHE;

H) CBCACHUA O BO3MOKHOM BJIMAHUHA JICKAPCTBCHHOT'O ITpf€riapara AJd MCIUIMHCKOI0O NpUMCHCHUSA
Ha CIIOCOOHOCTh YIIPABJIATb TPAHCIIOPTHBIMU CPEACTBAMU, MECXAHU3MAMU;

0) CpPOK TOJHOCTH M YKa3aHHE Ha 3ampeT NMPUMEHEHHMs JICKapCTBEHHOTO IpernapaTra Mo UCTCYCHUH
CpOKa TOJHOCTH;

1) YCIIOBUS XpaHEHUS;
P) YCIIOBHS OTITyCKa,
2) cocTaBa JEKapCTBEHHOTO Mpenapara Jijisi MeIUIIMHCKOTO IPUMEHEHHS;

3) HU3MCHCHUA MCCTa MPOU3BOACTBA JICKAPCTBCHHOI'O IIpC€Tiapara st MEAULIUHCKOTO IIPUMCHCHUS



4) nu3MeHeHus Mokas3aTesiell KauecTBa JIEKApCTBEHHOTO IpernapaTa il MEAULUHCKOIO PUMEHEHUS
U (WJIM) METO/I0B KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO MIpenapara sl MEJUIIMHCKOrO IPUMEHEHMS;

5) HN3MCHCHUS CPOKA I'OJHOCTH JICKAPCTBCHHOT'O Iperapara JJIs1 MCAUIHUHCKOI0 IPUMCHCHUS

6) cBeleHUl 0 HEOOXOAMMOCTH BHECEHUS WHBIX U3MEHEHHH B WHCTPYKIHUIO 1O METUIITHCKOMY
MPUMEHEHUIO JIGKQpCTBEHHOTO TIpermapara, a TakKe B HHBIE JOKYMEHTBI, COJEpIKalluecs B
PEruCTPallMOHHOM JI0Ch€ Ha 3aperuCTpUPOBAHHBIA JIEKapCTBEHHBIN mnpemnapaT. [Ipu 3TOM peuieHue o
MPOBEACHUHM DKCIEPTU3bl KayecTBa JICKAPCTBEHHBIX CPEACTB W (WIM) OKCHEPTU3Bl OTHOIICHUS
0’KMJIa€MOM MOJIb3bl K BO3MOXKHOMY PUCKY IMPUMEHEHHUS JICKAPCTBEHHOTO MpernapaTa sl MEAULIMHCKOTO
MIPUMEHEHUS TPUHUMAETCSI B COOTBETCTBUU C YTBEP)KICHHON yIOJIHOMOYECHHBIM (hefiepaibHBIM OPTaHOM
UCIIOJTHUTENILHON BJacTH KiaccuuKaimeil M3MEHEHUH, BHOCHMBIX B JOKYMEHTBI, COJAEpIKallluecs B
PErUCTPAIIMOHHOM J0Ch€ Ha 3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpemapar.

(uacts 2 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

3. C 3asiBJIeHMEM O BHECEHHH M3MEHECHHI B JOKYMEHTHI, COJEPIKAIINECS B PETUCTPAIIMOHHOM J0ChE
Ha 3aperucCTPUpPOBAHHBIN JIEKAPCTBEHHBIM mpenapar Juisi MEIUIMHCKOTO NPUMEHEHUs, Hapsay C
JIOKyMEHTaMH, YKa3aHHBIMHU B 4acTH | HACTOSIIIIEH CTaThH, 3asIBUTEIb MPEACTABIISET KOIMUHA JOKYMEHTOB,
MOATBEPKJAIOIINUX YIUIATY TOCYAapCTBEHHOM MOILUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJEpXKAIIUecs B
PErUCTPAllMOHHOM JIOCh€ Ha 3apeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIM MperapaTr JUisi METUIIMHCKOTO
MPUMEHEHUS, W3MEHEHUH, TpeOYIIIUX MPOBEACHHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B YacTH
AKCTIEPTU3BI KAYECTBA JIKAPCTBEHHOTO CPEACTBA U (WJIM) SKCTIEPTU3BI OTHOIICHUS OKUIAEMOM TOJIB3BI K
BO3MOKHOMY PHCKY IPUMEHEHHUs JIEKapCTBEHHOrO Ipenapara A MEAUIMHCKOTO MPUMEHEHUs,
TrOCYJapCTBEHHOM TOILIMHBEI 32 BHECEHUE B JIOKYMEHTBI, COJICPIKAIIUECS B PETUCTPAIMOHHOM JI0ChE Ha
3apETrUCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpenapar uisi MEIULHUHCKOTO INPUMEHEHMs, W3MEHEHUM, He
TPEOYIOIMX TIPOBEICHUS OKCIEPTU3BI JICKAPCTBEHHOTO CpENCTBA, JIMOO BIpaBE MPEACTABUTH TIO
COOCTBEHHOW WHUIIMATHUBE yKa3aHHBIE TOKYMEHTHI. B cilydae WX HempeacTaBIEHUS YIMOTHOMOUYEHHBIH
(dbenepaybHBIA OpPraH HWCIIOJHUTEIBHONW BJIACTH TPOBepseT (aKT yIUIaThl TOCYIAPCTBEHHBIX MOILIUH
3asiBUTENIEM IIOCPEJCTBOM HCMOJIb30BaHUs HWHGOpMaluu 00 yIjiare TrocyJapCTBEHHBIX MOILIUH,
conepkanieiicst B ['ocymapcTBeHHOM HHPOPMAITMOHHON CUCTEME O TOCYJapCTBEHHBIX U MYHHUIIUTIATBHBIX
IJIaTexax, Ha OCHOBAaHUM MPEJICTABICHHBIX 3asBUTENEM KOMUW JOKYMEHTOB, MOJATBEPKAAIOLIIUX YILIATy
rOCYJapCTBEHHOW MOUIUHBI.
(dactpb 3 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

4. B TeueHue necsaTd pabounx AHEW cO AHS MOCTYIUIEHUS YKAa3aHHOTO B 4yacTH | HacTosIIel cTaTbu
3a8BJICHUS U HEOOXOIMMBIX JTOKYMEHTOB YIOJHOMOYEHHBIH (efepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH:

1) IMpOBOAUT ITPOBCPKY IOJIHOTBI U JOCTOBECPHOCTHU CBG,Z[GHI/Iﬁ, COACPIKAIMHUXCA B IIPCACTABICHHBIX
3asABUTCIICEM MaTCpUaJIax;

2) MpUHHUMAET pellieHue O MPOBEICHNU YKa3aHHBIX B YaCTU 2 HACTOSIIEH CTaThU COOTBETCTBYIOIINX
AKCIIEPTU3 JIEKAPCTBEHHOT'O CPEICTBA WM 00 OTKA3€ B UX MPOBEACHUN;

3) yBeZOMIISIeT B 2JIEKTPOHHOW WMJIM MUCHMEHHOH (opMe 3asBUTENS O MPUHITOM PEIICHHH WU B
cJIydyac IIPUHATHA PCUICHUA 00 OTKasze B MMPOBEACHNU COOTBGTCTBYIOIIIeﬁ OKCIICPTU3BI C YKa3aHHUEM
NPUYXH TaKOTO OTKa3a.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciny4ae BBIABICHUS HEIOCTOBEPHOCTU CBEACHHMM, COIEP)KAIUXCA B IPEACTABICHHBIX
3asiBUTENIEM MaTepuajax, yIOJIHOMOUYEHHBIN (eepanbHblil OpraH UCIOJHUTENBHON BIACTH HAIPaBIISIET
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3asBUTENIIO 3aMpoc 00 YTOYHEHMM YyKa3aHHBIX CBeAcHUU. [laHHBIN 3ampoc MOXKeT OBITh TepeaaH
YIOJHOMOYEHHOMY MPEACTABUTENIO 3asiBUTENS JIMYHO MOJ PACIHUCKY, HAIlpaBJEH MO MOYTE 3aKa3HBIM
MMCbMOM WJIA TIEPENIaH B AJIEKTPOHHOM (popMe Mo TeTeKOMMYHHUKAIMOHHBIM KaHajaM CBsi3u. B ciydae
HaIlpaBJIEHUs JAHHOTO 3arpoca Mo MOYTe 3aKa3HbIM MHUCbMOM OH CUMTAETCS MOJYUYEHHBIM MO UCTEUEHHUH
IIECTH JHEH C IaThl HAPABJICHHS 3aKa3HOTO MUCHMA.

(dactb 4.1 BBengena ®enepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asButens 00s3aH MPEACTaBUTh OTBET Ha 3allpoC YMOJIHOMOYEHHOTO (efepaibHOro opraHa
UCTIOJIHUTEJIBHOW BJIACTU B CPOK, HE IPEBBILAIOUIMNA JEeBIHOCTa pabouux THEH cO JHS MOIy4eHUs
nanHoro 3ampoca. Cpok, yka3aHHbII B uyacTu 4 HACTOALIEH CTaThbW, MPUOCTAHABIMBAETCS CO JHS
HaNpaBJICHUs 3asBUTEIIIO 3aIIpOCa YIOJIHOMOYEHHOTO (hesiepanbHOro opraHa UCIOJHUTEIbHON BIACTH 10
JHS. TIOJyY€HUs UM OTBETa Ha JAHHBIN 3aIpOC U HE YUYUTHIBAETCS IPU HUCUYHUCIEHUU CPOKa MPUHSITHS
pElICHNs O BHECEHUWM W3MEHEHUHl B JOKYMEHTBI, COJEp)KalUeCs B PETUCTPALIMOHHOM JOChE Ha
3aperucTpUpOBaHHBIN JEKAPCTBEHHBIH Npenapar A MEAUIIMHCKOTO IPUMEHEHHMSL.

(dactb 4.2 BBegeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM JUIsl OTKa3a B NPOBEIECHUU YKa3aHHBIX B 4acTU 2 HACTOSIIEH CTaThbU JKCIEPTHU3
ABJISICTCS MPEACTaBICHNE JOKYMEHTOB, NEPEUUCICHHBIX B YacTAX |1 ¥ 3 HAcTOsIIEH CTaTbu, B HETIOJIHOM
o0beMe, HETNpeACTaBlIeHUE 3asBUTEIEM B YCTAHOBIICHHBIM CPOK OTBETa Ha yKa3aHHbI B yactu 4.1
HACTOSIIEH CTaThH 3alpOoC YIOJTHOMOUYEHHOTO (e/iepajabHOro OpraHa UCIOJHUTENILHONW BIIACTH, a TAKKe
OTCYTCTBHE€ B  NPEACTABICHHBIX  JOKYMEHTaX JOCTATOYHBIX  CBEIACHUM, IOATBEPKIAIOIINX
HE00XO/IMMOCTh BHECEHUSI U3MEHEHUH, WM OTCYTCTBHE MH(OPMALIUH, MOATBEpkKAAoLIe (HakT ymiaTsl
rOCyJJapCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSLIEH CTaThU.

(B pen. denepanbhbix 3akoHOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3zaHHbBIC B 4aCTH 2 HACTOSIIEW CTATbU SKCIEPTU3BI IPOBOIATCA B MOPAJKE, YCTAHOBIEHHOM
cTarbell 23 HacTosuero denepalbHOTO 3aKOHA.

7. B Cpok, HE MPEBBIAIONUN AECITH paboYuX JHEH CO JHS MONYYEHHUS 3aKIIIOUCHUN KOMHCCHUI
AKCIIEPTOB MO pPe3yJbTaTaM yKa3aHHBIX B YAaCTH 2 HACTOSIIENW CTaTbU AIKCIEPTU3, YMOTHOMOUYEHHBIH
denepaabHBIA OPraH UCIIOTHUTEIBHON BIIACTH:

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) npyHUMaeT peleHre O BHECEHUU U3MEHEHUH B IOKyMEHTBHI, COAEpKAILUECs B PETUCTPALIOHHOM
JI0ChE Ha 3aperuCTPUPOBAaHHBIN JICKApCTBEHHBIN Mpenapar sl MEAMLUHCKOTO NPUMEHEHHUs, WM 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHHUI;

2) BHOCHUT B TOCYIApCTBEHHBII peecTp JEKapCTBEHHBIX CPEICTB HAa OCHOBAHHUU pPEIICHUS O
BHECEHUM  WM3MEHEHHUM B  JOKYMEHTBI, COJEpXaIlhecs B  PETUCTPAIMOHHOM  JIOChE  Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM TMpemapaT s MEIUIUHCKOTO TNPUMEHEHUs, He0oOXO0IUMBbIe
W3MEHEHUS U BO3BPAIAET UX 3aIBUTEIIO;

3) BBIZACT 3afABUTENI0 HOBOE PETUCTPAIIMOHHOE YIOCTOBEPEHME JIEKApCTBEHHOTO IMperapaTa B
cllyyae U3BMEHEHHS CBEJICHUM, COJIEPKAINXCS B HEM.
(. 3 BBennen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHmeM i OTKa3a BO BHECEHMH W3MEHEHUW B JIOKYMEHTBHI, COJEp)Kalluecs B
PErUCTPAllMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar uisi MEIULUHCKOTO
MIPUMEHEHUS, SIBJICTCS 3aKIIOYEHUE YIIOJTHOMOYEHHOTO (heJepaibHOr0 OpraHa UCIOJHUTEIBLHOMN BIIaCTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, A(PGEKTUBHOCTH IJIEKAPCTBEHHOTO CPEACTBA B
CJIy4ae BHECEHUS TAKUX U3MEHEHUI.
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9. Jomyckaercs oOpallieHHe JIEKapCTBEHHBIX IpEnapaTroB JUIsi MEAMLMHCKOIO NPUMEHEHHUS 0
HCTEUCHHS CPOKaA FOJJHOCTH, MPOM3BEAECHHBIX B TEUEHHE CTa BOCBMUIECITHU JIHEH Mocie JaThl MPUHATUS
YIOOJIHOMOYCHHBIM q)eﬂepaHBHI)IM OpraHom HCITIOJTHUTETLHOM BIACTH peuiCHusd O BHCCCHUU W3MCHCHHH B
JOKYMEHTBI, COJEpKalllhecsi B PETUCTPALlMOHHOM JOChe, B COOTBETCTBMM ¢ HH(pOpMaIMEH,
coJiepkalleiicss B JOKyMEHTaX pPETUCTPALMOHHOIO J0Ch€ Ha JIEKapCTBEHHBIN IHpenapar [0 JaThl
IIPUHSTHS TAKOTO PELLEHUS.

(uactp 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 31. BHeceHMe W3MEeHEeHMW B [OOKYMEHTbl, cogepXxawmeca B
permcTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JeKapCTBEeHHbIA npenapar Ans
BeTEPUHAPHOro NpMMeHeHuns

1. B mensx BHECEHMS M3MEHEHUN B JOKYMEHTBI, COACPIKALIUECS B PETHCTPALMOHHOM J0ChE Ha
3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpemnapar Uil BETEPUHAPHOIO NPUMEHEHMS, AEpXKATEelNb WIH
BJIaJICJICl] PETUCTPALMOHHOIO yAOCTOBEPEHHS JIEKAPCTBEHHOIO IIpenapara WU YIOJIHOMOYEHHOE WM
Apyroe IpUANYEcKoe JULO (Jajlee B HACTOSALIEH CTaThe - 3asBUTENb) IPEACTABISAET B YIIOJTHOMOYEHHBIN
¢benepanbHbIl OpraH HMCIOJIHUTEIBHOW BIIACTU 3asBJICHME O BHECEHHWU TaKMX H3MEHEHuil no gopme,
YCTQHOBJICHHOH YIOJIHOMOYEHHBIM (heZiepalibHbIM OPraHOM HCIIOJIHUTENILHON BJIACTH, U MpHJIaraeMble K
HEMY HM3MEHEHHsS B yKa3aHHbIE JIOKyMEHTBI, a TAaK)X€ JOKYMEHTHI, MOATBEPXKAAIOIINE HEOOXOIUMOCTb
BHECEHMS TaKuX U3MeHeHUi. [Ipyn HeoOXOAMMOCTH BHECEHUSI U3MEHEHUH B IOKYMEHTHI, COIepIKallecs B
PErMCTPAllMOHHOM JI0OCh€ HA 3apEeTHCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOTO
OPUMEHEHHs, B CiIy4asx M3MEHEHHs W (WIM) JIOTOJIHEHHWsSI IPOU3BOACTBEHHOW  IUIOIIAIKU
JIEKapCTBEHHOI'O CPENICTBA, a TAKXKE M3MEHEHMS II0KAa3aTeJIel KadecTBa JICKapCTBEHHOIO Ipenapara Juist
BETEPUHAPHOTO MPUMEHEHHs U (MJIM) METOJOB KOHTPOJS KauyecTBa JIEKAPCTBEHHOrO Iperapara ajs
BETEPUHAPHOTO IIPUMEHEHHUs 3asBUTENIb  JIONOJHUTEIBHO IPEACTABISIET B YIIOJHOMOYEHHBIN
(benepanbHbIi OpraH UCIOJHUTENBHOM BIACTH CIIEAYIOLINE JOKYMEHTHI:

1) KOIIMg JIMOCH3UWKW Ha MIPOU3BOJACTBO JICKAPCTBCHHBIX CPEACTB, BLII[aHHOﬁ MMPOU3BOAUTCITIO
JICKApPCTBCHHOTI'O IIpIiapaTa AJid BETCPUHAPHOTI'O MPUMCHCHUA, OJIA pOCCHﬁCKHX HpOH3BOHHTCJ’I€ﬁ;

2) Kxomusl JHUIEH3UU Ha NPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BBIJIAHHOW IPOU3BOJUTEIIO
(bapManeBTHUECKONH CyOCTaHIMM, BXOJAIIEH B COCTaB JIEKAPCTBEHHOIO IpernapaTa AJisi BETEPUHAPHOTO
IIPUMEHEHUS, JUIsl POCCUNCKHUX ITPOU3BOAUTEIICH;

3) KoM JOKYMEHTA, BBIJAHHOTO YIIOJHOMOYEHHBIM OPTaHOM CTPAHBI MMPOU3BOIUTENS TSI KaXKI0M
MPOU3BOACTBEHHOM TIUIOIIAJKK JIEKAPCTBEHHOrO Mpemnapara Uil BETEPUHAPHOTO MPUMEHEHUS U
MTOATBEPIKIAIOIIETO COOTBETCTBUE IPOM3BOIUTENS JIEKAPCTBEHHOI'O Tperapara TPeOOBaHUSAM TIPABHUI
HaJUIeKAIEed ITPOU3BOACTBEHHON IIPAKTUKHM, W €ro IIepeBOJ] Ha PYCCKUM S3bIK, 3AaBEPECHHBIC B
YCTAHOBJICHHOM TOPSKE, a TaKKe KOIMUS 3aKIIOUYECHHUS] O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX
CpenCcTB  TpeOOBaHUSIM  TpaBWUJ  HaJIeXkKallell  MPOW3BOJICTBEHHOW  MPAKTUKH,  BBIJIAHHOTO
YIIOJTHOMOYCHHBIM (he/IepaibHbIM OPTaHOM HCIIOJHUTEIHHOW BIACTH IS KaXIOW IPOU3BOACTBEHHOM
TJIOMIAKK JIEKAPCTBEHHOTO TMperapaTta i BETEPUHAPHOTO NPUMEHEHUs, JIMOO KOMHUs PEIICHHS O
MPOBEJICHUU MHCIIEKTUPOBAHUS TTPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEJCTB, MPUHITOTO YIOJHOMOUYECHHBIM
denepaabHBIM  OPTaHOM HCIIOJIHUTEIBHOW BJIACTH JIJIST  KaXKJIOM TPOM3BOJICTBEHHOW TUIOMIAJIKH
JIEKapCTBEHHOTO Tpernapara JJisi BETEpUHAPHOTO MPUMEHEHUS. Y Ka3aHHbIE JOKYMEHTHI MPECTABISIOTCS
B Clly4ae, €CJIM MNPOU3BOJACTBO JIEKAPCTBEHHOrO Mpemnapara il BETEPUHAPHOIO MPUMEHEHHUS
OCyILECTBIAETC 3a npenenamMu Poccuiickon @enepauny;

4) xomus JOKYMEHTa, BBIJAHHOIO YIOJIHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAUTENS
bapmareBTHUECKON cyOcTaHIuM U MOJTBEPKIAIOIIETO COOTBETCTBHE IIPOU3BOUTENS
(bapManeBTHYECKOW CyOCTaHIIMH, BXOISIICH B COCTaB JIEKAPCTBEHHOIO Tpernapara Jjisi BETEPUHAPHOTO
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MPUMEHEHHUs, TpeOOBaHUSAM TPaBWJ HAJUICKAIIEH MPOWU3BOJCTBEHHOM NPAKTUKH, M €ro TEpeBOJ Ha
PYCCKHMIl  sI3BIK, 3aBEpPEHHbIE B YCTAHOBJIEHHOM TIOpSAAKE, B Cly4ae, €CId MPOU3BOJCTBO
(dapmareBTHIECKON CyOCTaHIINM OCYIIECTBIISIETCS 3a npeaenamu Poccuiickoit @eneparum.

(uacts 1 B pen. ®enepansHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cinyuae u3meHeHus u (WIM) TOTOJHEHUS TPOU3BOJACTBEHHOW IUIOMIAIKH JICKAPCTBEHHOTO
CpPEICTBAa JOKYMEHTBI, yKa3aHHblE B 4acTH | HacTosled CTaTbu, IPEACTaBISAIOTCSA 3asBUTEIIEM B
OTHOIIEHWU M3MEHSeMOM W (WUJM) JOIMOJIHSIEMOM IMPOU3BOACTBEHHON IUIOIAAKU JIEKAPCTBEHHOTO
cpencrsa. Pemenue o BHECEHUN U3MEHEHUH B IOKYMEHTBI, COAEPKALNECS B PETUCTPALIMOHHOM J10ChE Ha
3aperucTpUpPOBAaHHBIN JEKAPCTBEHHBIN Mpenapar Uis BETEPUHAPHOTO MPUMEHEHUs, Wi 00 OoTKa3e B UX
BHECEHMUHU MIPUHUMAETCA B ClIyyae HEOOXOJMMOCTH NMPOBEJCHUS SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA B
CPOK, HE IPEBBILIAIOIINM JeBSIHOCTAa pabOYuX JHEH, a B OCTAJIbHBIX CIy4yasX B CPOK, HE MPEBBILIAOIINN
TPUALIATH padOYMX JHEU CO JHS MPUHATHUS YIIOJIHOMOYEHHBIM (efepaibHbIM OPraHOM HCIOIHUTEIBHOM
BJIACTH 3asIBJICHUSI O BHECEHUU TaKUX U3MECHEHUM.

(dactp 1.1 BBenena ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

2. B cnydae BHEeCEHUSI U3MEHEHUN B JIOKYMEHTBI, COJIEPKAIIMECS B PETHMCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIM IpenapaTr i BETEPUHAPHOTO NPUMEHEHHUS, B OTHOIICHUH
CBEJICHUH, yKa3zaHHbIX B noamynkrax "e", "x", "k", "n", "", "c", "X" nynkra 7 wactu 3 crareu 17
Hactosmero denepanbHOro 3aKoHa, U3MEHEHUS W (WJIM) JOTOJIHEHHs MPOWU3BOJCTBEHHOW IUIOMIAIKH
JICKaPCTBEHHOT'O CpEJNICTBA, a TAKXKE B CIlydya€ HM3MEHEHUs IOKa3aTeJeld KayecTBa JIEKapCTBEHHOTO
mpemapaTta Ajsi BETEPUHAPHOTO MPUMEHEHHS M (UJIM) METOJOB KOHTPOJS KadecTBa JIEKapCTBEHHOTO
npernapara il BETEPUHAPHOTO MPUMEHEHHUS IMPOBOJUTCS 3KCIEPTHU3a JIEKAPCTBEHHOIO CPENCTBA IS
BETEPUHAPHOTO MpUMEHEeHHs. B ciayuae HEOOXOAMMOCTH BHECEHHS WHBIX H3MEHEHHI B JOKYMEHTHI,
COZEpIKAIMECS B PETUCTPALIMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIA Mpenapar s
BETEPUHAPHOTO MPUMEHEHHUSI, SKCIIEPTHU3a JIEKAPCTBEHHOI'O CPEACTBA U1l BETEPUHAPHOTO IPUMEHEHHUS HE
MPOBOJUTCA.

(B pen. deaepanbubix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. C 3asBI€HUEM O BHECEHUU N3MEHEHUH B IOKYMEHTHI, COJEPIKAIIMECS B PETUCTPALIMOHHOM JI0ChE
Ha 3aperUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Npenapar Uil BETEPUHAPHOTO TNPUMEHEHHs, Hapsay C
AOKYMCHTaMH, YKa3aHHbIMW B 4YacCTH 1 HaCTOSIHIE':ﬁ CTaTbHu, NPCACTABIAIOTCA JOKYMCHTHI,
MOATBEPIKAAIOIINE YIUIATy TOCYJAapCTBEHHOH IOIUIMHBI 32 BHECEHHWE B JIOKYMEHTHI, COJEpPIKAIIHecs B
PErUCTPAallMOHHOM JI0OCh€ HA 3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
NPUMEHEHHs, HW3MEHEHHH, TPeOYIOIMX NPOBEACHUS OSKCIEPTH3Bl JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO MMPUMEHEHHS, WM U3MEHEHUH, He TPEOYIOUINX MPOBEICHHSI SKCIIEPTU3bI JIEKAPCTBEHHOTO
CpenCcTBa AJIsl BETEPUHAPHOTO MPUMEHEHHS.
(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

4. B cpok, HE TPEBBIIAOIINN JeCATH paboYnX THEH cO JHS MOCTYIUIEHUS YKa3aHHOTO B 4acTu |
HACTOSIIEH CTaTbU 3asiBICHUS M HEOOXOIUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIH (enepaibHbIii opraH
WCIIOJIHUTENIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJIEHUH, COAEpPKAIIUXCS B MPEICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET PELIEHUE O MPOBEIECHUH IKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEJCTBA ISl BETEPUHAPHOTO
IPUMEHEHMs WK 00 OTKa3e B €€ MPOBEACHUHY;

3) yBemomiisieT B MUCHBMEHHOH (hopMme 3asBHUTENS O NMPUHATOM PEUICHUW WM B CIIy4ae MPUHATHS
pemieHust 00 OTKa3e B MPOBEACHMM SKCIEPTU3bl JIEKAPCTBEHHOI'O CpEJICTBA JJs BETEPUHAPHOIO
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IIPUMEHEHHUS C yKa3aHUEM IIPUYHMH TaKOro OTKa3a.

4.1. B ciryyae BBISIBICHUS! HEJJOCTOBEPHOCTH U (WJIM) HEAOCTATOYHOCTH CBEACHUM, COACPIKAIIUXCS B
MIPEJICTaBIICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOUYCHHBIN (helepanbHblii OpraH HCIOIHUTEIHHON
BJIACTU HANpaBJsIeT 3asBUTENIO 3alpoc 00 YTOYHEHUHM YKa3aHHbIX CBEJCHMH. 3ampoc MOKET ObITh
nepesan yIoJIHOMOYEHHOMY TMPEICTABUTENIO 3asBUTENS MO/ PACITUCKY, HAIPABJICH TI0 TIOYTE 3aKa3HBIM
IUCbMOM WM NEpefaH B JIEKTPOHHOM (Gopme Mo TeIeKOMMYHHMKAIIMOHHBIM KaHajlaM CBsi3u. B ciydae
HaIpaBJICHUs 3amMpoca 00 YTOYHEHUH YKa3aHHBIX CBEJICHH IO IOYTEe 3aKa3HBIM MMHUCHMOM OH CUHUTACTCS
MOJIYYEHHBIM I10 UCTEUEHHUH IIECTH JTHEH ¢ AaThl HAPABJICHUS 3aKa3HOTO MUChMA.

(uactsp 4.1 BBeneHa @enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. 3agBuTens 00s53aH NMPEACTaBUTh OTBET HA 3alpOC YHOJIHOMOYEHHOTO (elepajibHOro opraHa
WCTIOJTHUTEIIEHOW BJIACTH B CPOK, HE MPEBBIAIONINNA JEBIHOCTa paboumx THEH CO IHS TIOIy4eHUS
naHHoro 3amnpoca. CpokH, ykazaHHble B yacTu 1.1 HacTosimed cTaTbd, MPUOCTAHABIMBAIOTCS CO JIHSA
HAIPaBJICHUS 3aSBUTEINIO 3a1IpOCa YIIOJIHOMOYEHHOTO (heIepabHOTO OpraHa MCHOJTHUTEIBHOM BIACTH /10
JHS TIOJIyY€HHUs] OTBETa Ha JaHHbBIM 3alpoc M HE YUYUTHIBAIOTCS INPH HCUUCICHUM CPOKa IMPHUHATHUS
pemieHrsi 0 BHECCHWHM HM3MEHEHHH B JIOKYMEHTHI, COJEpKaIllMecss B PETUCTPAIIMOHHOM J0Che Ha
3aperuCTPUPOBAHHBIN JEKapCTBEHHBIH Mpenapar A BETEPUHAPHOTO IPUMEHEHUS.

(uactsp 4.2 BBesieHa ®enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMeM /i1 OTKa3a B TMPOBEACHUU HKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA IS
BCTCPUHAPHOI'O IMPUMCHCHUA MABJISCTCA IMPEACTABICHHUC JOKYMCHTOB, YKa3aHHBIX B YacCTAX 1l u 3
HACTOAIIEH CTaThU, B HEMOJIHOM O00BEME WIIM OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTAX JIOCTATOYHBIX
CBEJICHWU, TOATBEP)KIAIOMIMX HEOOXOJAUMOCTh BHECEHHS W3MEHEHHH, JM0O HempeacTaBlIeHNe
3asBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETAa Ha yKa3aHHBIM B yacTu 4.1 HacTosIel cTaTbu 3arpoc
YIOJHOMOYEHHOTO (heiepabHOro opraHa UCIOJHUTEIbHON BIACTH.

(B pen. ®enepanpHoro 3akona ot 04.06.2018 N 140-D3)

6. DKcriepTH3a JIEKApCTBEHHOTO CPEACTBA Ui BETEPUHAPHOTO MPUMEHEHHs] B LIETSX BHECEHUs
U3MEHEHUH B JIOKYMEHTBI, COJEp)Kallhecs B PETUCTPALMOHHOM J0Ch€ Ha 3aperucTpPUpPOBAaHHBIN
JIEKapCTBEHHBIM NpernapaT s BETEPUHAPHOIO IPUMEHEHHS, OCYIIECTBISETCS B  IOPSIKE,
YCTaHOBJIEHHOM cTaTheill 24 HacTosmero deaepaibHOro 3aKOHa.

6.1. B cpok, He mpeBBILIAIOIMNUNA TATH PaboYUX JHEH CO JHS MOJYYCHHS 3aKJIIOUEHUS] KOMHUCCUHU
9KCIEPTOB IO PE3yJbTaTaM YKa3aHHOW B YAaCTH 2 HACTOAILIEH CTAaTbU SKCHEPTHU3bI, YIIOJTHOMOYEHHBIN
denepaabHBIA OPraH UCTIOTHUTEIBHON BIIACTH:

1) npuHUMaeT perieHne 0 BHECEHUU U3MEHEHUH B JOKYMEHTBI, COJIepKaIUecs] B pErUCTPALMIOHHOM
JI0OCbE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN INpenapar Jjisi BETEPUHAPHOIO MPUMEHEHHS, WU 00
OTKa3€ BO BHECEHNU TaKUX U3MEHEHU;

2) BHOCHT B TOCYAAapCTBEHHBIH pEECTp JIEKaPCTBEHHBIX CPEACTB HAa OCHOBAaHMM pPEIICHHUS O
BHECEHMM W3MEHEHHMH B  JOKYMEHTHI, COJEp)Kalluecs B  PErHCTPAllMOHHOM  JOChe  Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBI Mpenapar Uil BETEPUHAPHOTO TPUMEHEHUS, HEOOXOIUMbIe
M3MEHEHHS U BO3BPAIIAET 3TH JOKYMEHTHI 3aIBUTEIIIO.

(uacts 6.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 22.10.2014 N 313-D3)

6.2. B ciiyyae BHeCEHUsI U3BMEHEHUN B JJOKYMEHTBI, CONEP KALLUECS B PETUCTPALIMOHHOM JOChE Ha
3apETrUCTPUPOBAHHBIN  JICKAPCTBEHHBIM IpenapaTr JUii BETEPUHAPHOIO IIPUMEHEHHs, B YaCTH,
Kacarolencss HM3MeHeHus M (WIM) JONOJHEHHS MPOM3BOJACTBEHHOM IUIOIIAIKU JICKAPCTBEHHOI'O
npenapara, IpH MPEICTAaBICHNN 3asBUTEIIEM B COOTBETCTBUM C IIYHKTOM 3 4acTH | HACTOAILIEH CTAaTbH
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KOIIMKU PCHICHUSA YIOJHOMOYCHHOTO @enepanLHoro opraHa HCHOJIHUTEILHOU BJIACTH O IMPOBCACHNU
WHCIICKTUPOBAHUS MPOU3BOUTEIIS JICKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHBIA B yacTh 6.1 HacTosmien
CTaTbu, NPHUOCTAHABIIMBACTCA CO AHA NOJYYCHUS 3aKIIIOUYCHUA KOMHCCHHU OKCICPTOB O AHA MPHUHATHA
YIIOJIHOMOYEHHBIM (heiepalibHbIM OPTaHOM MCTIOJTHUTEIBHOM BJIACTH PEUICHHUS O BbIJaue WM 00 OTKa3e B
BbIJAYC 3aKIIOYCHUA O COOTBCTCTBHU IMPOHU3BOAUTCIIA JICKAPCTBCHHLIX CPCIACTB Tpe6OBaHI/I$IM ImpaBujI
HaJJIexallel MPOU3BOJCTBEHHON PAKTHKH, HO HEe 00Jiee YeM Ha CTO BOCEMbB/AECAT PaboUunX THEH.

(dactp 6.2 BBeneHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsl OTKa3a BO BHECEHUM H3MEHEHHH B JOKYMEHTBI, COJEp)Kalluecs B
PErMCTPAllMOHHOM JI0Cb€ HA 3apETHCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar JUisi BETEPUHAPHOTO
NPUMEHEHHUS, B CIy4asX, He TPeOYIOIIUX MMPOBEJCHUS IKCIEPTHU3bI JIEKAPCTBEHHOT'O CPEICTBA, SIBJISIETCS
MPEJICTaBIICHHE JOKYMEHTOB, YKa3aHHBIX B 4acTsAx | W 3 HACTOSIIEH CTaThH, B HEIOJHOM OOBEME WU
OTCYTCTBHUE B IPEJCTABICHHBIX JOKYMEHTaX CBEIEHHH, KOTOpbIE JOKHBI ObITh B HUX OTPAXKEHbI, 00
HEIPECTaBICHUE 3asBUTEJIEM B YCTAaHOBJICHHBIN CPOK OTBETAa Ha yKa3aHHbIA B 4dactu 4.1 Hacrosmein
CTaThU 3apPOC YIOJIHOMOYEHHOTO (heZiepaibHOTO OPraHa UCIIOJHUTEIbHOMN BIACTH.

(uactp 7 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM MJi1 OTKa3a BO BHECEHMM HM3MEHEHHH B JIOKYMEHTBI, COJEp)Kalluecs B
PErMCTPAallMOHHOM JI0Cb€ HA 3apEeTHCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOTO
MPUMEHEHUS, B CIydasx, TPeOYIOMMX MPOBEACHHUS SKCIEPTHU3BI JICKAPCTBEHHOTO CPEJCTBA, SIBISICTCS
3aKJIIOYEHUE YIOJHOMOYEHHOTO (henepaJbHOro OpraHa MHCIOJHUTEIbHONW BJIACTH O BO3MOYKHOCTH
CHIDKEHHUS 0€30MacHOCTH, KauecTBa, dPPEKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa BCIEACTBHE BHECEHUS
W3MEHEHUH B YKa3aHHBIE JOKYMEHTHI, OTKa3 YIOJIHOMOUYEHHOTO (eJIepaIbHOT0 OpraHa MUCIIOIHUTEIHHOM
BIIACTH B BBIJA4€ 3aKIIOYCHHSI O COOTBETCTBUH MPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
ImpaBuJI Hannexcamel‘/i HpOHSBOI[CTBCHHOfI IIPpaKTUKH B ClIy4a€c HU3MCHCHUA U (I/IJ'II/I) JOIIOJTHECHUA
MPOU3BOJCTBEHHON IUIOLIAJKA JIEKAPCTBEHHOrO IIpenapara, €clid MPOU3BOJCTBO JEKAPCTBEHHOIO
npemnapara Jjisi BETepUHApHOTO MPUMEHEHUsI OCYIIECTBIsAETCS 3a npenenamu Poccuiickoit denepanmuy,
WM OTCYTCTBHUE 3TOTO 3aKIIOYCHHUSI.

(dactp 7.1 BBenena ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcsi oOpallleHHe JIEKApCTBEHHBIX MpPErnapaToB JJsi BETEPUHAPHOTO TMPUMEHEHUsS 0
HCTEUYEHUsI CPOKa TOJAHOCTHU, TPOU3BEJCHHBIX B TEUCHHE CTa BOCBMHJIECITH JHEW TOCIe JaThl MPUHSATHUS
YIOJHOMOYEHHBIM (he/iepaTbHBIM OPTaHOM HCIIOTHUTENBHON BIACTH PEUICHUs O BHECEHUU M3MEHEHUH B
JIOKYMEHTBI, COJIEp KAIHUECs] B PETUCTPAIIMOHHOM J0ChE Ha JIEKAPCTBEHHBIN Mpenapar, B COOTBETCTBUU C
uH(popMaliel, coaepkanieiicss B JOKyMEHTaX PerucTPallMOHHOTO JOChe Ha JIEKapCTBEHHBIN Mpemnapar 110
JIAThI IPUHATUS TAKOTO PEIICHUS.

(dactp 8 B pea. DenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

Cratbsa 32. OTMeHa rocyaapCcTBEHHOW perncTpauuvm fieKkapcTBEeHHOro npenapara

Pemenne 06 oTrMeHe FOCY,I[&pCTBCHHOfI perucTpanun JCKapCTBCHHOI'O IIpCliapaTa U HCKIIOYCHUUN
JICKApCTBCHHOT'O IIpriapaTta HU3 TOCYAAPCTBCHHOI'O pPEECTpa JICKAPCTBCHHBIX CPCACTB INPHHUMACTCS
YIIOJTHOMOYCHHBIM (i)e,[[epaJ'ILHBIM OpraHomM HCITOJIHUTENLHOM BIIACTH B ciIydac:

1) mpencraBiaeHNs] COOTBETCTBYIOLIUM YIIOJTHOMOUYEHHBIM (pe/iepalIbHbIM OPraHOM HCIIOIHUTEIbHON
BJIACTU 3aKJIOYEHHS O pPUCKE WIM 00 Yrpo3e 370pOBbIO, XH3HM YEIOBEKa WIM >KUBOTHOTO IIpU
NPUMEHEHUH JIEKapCTBEHHOTO TMIperapara, MPeBBIIIAMMX ero 3(pQeKTHBHOCTh, IO pe3ybTaTaM
OCYILECTBIIIEMOI0 UM MOHMTOPUHTa 0€30IaCHOCTH JIEKAPCTBEHHOTO MIPEnapara;

2) nmogadyu ACpKaTejacM WM BJIAACIbBLUCM PErUCTPAIMOHHOTO YAOCTOBCPCHHA JICKAPCTBCHHOI'O
npenapara #WJINW YHOOJIHOMOYCHHBIM UM JIPpYIr'UM HOPpHAWYCCKUM JIMOOM 3asBJICHUS 00 oTMeHe


http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100010&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=299421&dst=100060&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=299421&dst=100062&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100010&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=299421&dst=100064&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100504&fld=134

rOCyIapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Tpernapara;
(B pen. @enepanbpHOro 3akona ot 22.12.2014 N 429-03)

3) HEMmOATBEPKIEHUS TOCYJIAPCTBEHHON PETHUCTpAIlMU JICKAPCTBEHHOTO Tpernapara Mo UCTCYCHUH
CpPOKa JEHUCTBUS PErUCTPALIMOHHOIO YIOCTOBEPEHUS, BBIJAHHOI'O HA IISATH JIET;

4) HenpeAcTaBieHUS 3asiBUTENEM HH(OPMALIUK, KOTOpasi MOXKET MOBJIEYb 3a CO00M HEOOXOAUMOCTh
BHECEHUS U3MEHEHUH B JOKYMEHTBI, COJEPKALINECS B PETUCTPALIMOHHOM JI0ChE HA 3apEerMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapar, B TCUCHUE TPUALIATH padounX JHEH CO JHS HACTYTUICHHS TUX U3MECHCHUI;

5) ocyulecTBIIEHUSI TOCYAAPCTBEHHOW PErHCTpally JIEKAPCTBEHHOTO Mpernapara IMojJ TOPTrOBBIM
HAaUMCHOBAHUCM 3apCruCTpUpPOBAHHOIO0 pPaHEC IIOA O3TUM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npenapara, OTJIMYAIOIIeT0Cs] KAYeCTBEHHBIM COCTaBOM JEHCTBYIOIINX BEIIECTB;

(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6) OCYILIECTBICHUS FOCYJapCTBEHHOMN PErUCTpallKi OJHOTO U TOTO )K€ JIEKAPCTBEHHOTO Ipernapara B
OTHOIIEHWU OJHOTO W TOIO K€ JepyKaTeias WM BIJIAJeNIblla PETUCTPALMOHHOIO YJIOCTOBEPEHHUS
JICKapCTBEHHOI'0 Ipernapara B BUAE JBYX M 0ojee JIEKapCTBEHHBIX NpenapaToB IMOJ Pa3IUYHBIMU
TOProBbIMH HAMMEHOBAHUSMU;

(m. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHSI CyIOM pPEIICHUsI O HapYyIICHUH TIPaB MpaBooOIagaTesisi 00bEKTOB HHTEIUIEKTYaIbHOM
COOCTBEHHOCTHU IIPU OOpAIICHUH JIEKApPCTBEHHBIX CPEJICTB;

8) OTCYTCTBHS JIEKApCTBEHHOTO Tpermapara B oOpamieHuu B Poccuiickoit denepanu B TeueHUE
Tpex u OoJee JeT;
(. 8 BBeneH DenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

9) HEBBINOJHEHUS JEp)KaTeleM WIM  BIAAENbIEM  PErUCTPALlMOHHOTO  YJIOCTOBEPEHMS
JIEKapCTBEHHOTO TIpernapara JMO0 yIMOJIHOMOYEHHBIM UMHU JIPYTUM FOPUIMYECKUM JIUIIOM MEPOTPHSITHI
no obecrnedeHn0 Oe30MacHOCTH JIEKAPCTBEHHBIX IMPEMapaToB, YCTAHOBJICHHBIX YIOJTHOMOYEHHBIM
(dbenepasbHBIM OpPraHOM HKCIIOJHUTEIHLHOM BIIACTH B COOTBETCTBHM C dYacTsmMu 3 u 4 crateu 64
HacTosmero denepalbHOr0 3aK0Ha, B paMKax OCYIIECTBICHHs (papMaKkoHaA30pa;

(n. 9 BBennen denepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) otkaza [nepkarenst WIM BiaJeiblla PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara JMOO YHMOJIHOMOYEHHOTO HMH JIPYTroro IOPUIMYECKOrO JIMIA OT BHECEHUsS H3MEHEHHH B
MHCTPYKIIMIO IO TPUMEHEHHUIO JIEKapCTBEHHOIO IMperapaTa, KacaroIIUXCs HOBBIX IOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK NMPUYUHEHHUS Bpelia 3JI0POBBIO0 UETOBEKA WIIM KUBOTHOTO BCIIEJICTBUE MpUEMa
JIEKapCTBEHHOT'O MIpernapaTa MpeBbIaeT 3pPeKTUBHOCTD €ro MPUMEHEHUS.

(n. 10 BBenen PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Cratba 33. locyaapCcTBeHHbIN peecTp NieKapCTBEeHHbIX CpeacTB

1. T'ocymapcTBeHHBIH peecTp JIEKAPCTBEHHBIX CPEJICTB COJEPKHUT IEepedYeHb JIEKaApPCTBEHHBIX
MpernapaToB, MPOILIEANINX IOCYJapCTBEHHYIO PETUCTPAlIMIO, MepeueHb (papManeBTHUYECKUX CyOCTaHIu,
BXOJISIIIIMX B COCTAaB JICKAPCTBEHHBIX MPEMAPaTOB, U CICAYIOUTYI0 HH()OPMAIIUIO:

1) B OTHOHICHUH JICKAPCTBCHHBIX IPCIIAPATOB:

a) HaUMEHOBAaHHWE JIEKAPCTBEHHOrO IpemapaTa (MEXAyHapoJHOE HENaTEeHTOBAaHHOE, WM
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TPYyNIHPOBOYHOE, MITH XUMUYECKOE U TOPTOBOC HANMEHOBAHMS ),
(B pen. @enepanbpHOro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHas opMa ¢ yKa3aHHEM JO3WPOBKH JICKAPCTBEHHOTO IpErapara U ero KOJIN4ecTBa B
MOTPEOUTENHCKOM YIIaKOBKE;

B) HAMMEHOBaHHUE JIEPXKATEJsl MM BIIa/IbIIa PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapaTa U CBEACHHUS O PETUCTPALUU JAep KaTelsl WU BIIAJENblia PETUCTPAMOHHOTO YJIOCTOBEPEHUS
JICKapCTBCHHOT'O TIperapara JUisi MeIUITMHCKOTO MPUMEHEHHS B Ka4eCTBE HAIOTOIUIATEIIbIINKA B CTPaHEe
peructpanuu (i1 POCCUUCKUX IOPUAMYECKUX JIUI - UACHTU(UKAIMOHHBIA HOMEP HAIOTrOIIaTeNbIINKa
(MHH), mist ”HOCTpaHHBIX IOPHINYCCKUX JIUIL - CTPaHa PErUCTPAIlUU, HANMCHOBAHUE PETHCTPUPYIOIIETO
OpraHa, PerucTpalMOHHBIA HOMEp, KOJ HAJOTOIUIaTeNbIINKa B CTPaHE PErucTpaluyl (MHKOPIOPAIUH)
WJTU €TO aHaJIor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHUE U aJpec MPOU3BOAUTENS JIEKAPCTBEHHOIO Iperapara U CBEJIEHUSI O perucTpanun
IPOU3BOIUTENS  JIGKAPCTBEHHOTO  Ipemapata s MEIUIUHCKOrO IpPUMEHEHHss B  KadyecTBe
HAJIOTOIUIATENbIIMKA B CTPaHE  perucTpamud (U1 POCCHHCKUX  IOPUAWYECKHX — JIMI[ -
UACHTUDUKAIIMOHHBIH HOoMep Hasoromiarenbiiuka (MHH), 11 MHOCTpaHHBIX HOPUIMYECKUX JIUL -
CTpaHa pETHCTpalli¥, HANMEHOBAaHHME PETUCTPUPYIOUIETO OpraHa, pPErHCTPAMOHHBIA HOMEp, KOJ
HAJIOTOIJIATENbIIMKA B CTPAHE perucTpaluy (MHKOPIIOPAIMK) WK €r0 aHaJIor);

(nm. "r" B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) bapmakoTepaneBTHUeCKast rpyImna, KOJ JIEKApCTBEHHOT'O npenapara o
aHaTOMO-TEpaNeBTHUYECKO-XUMHUYECKON KilaccupuKaluu, peKoMeH10BaHHOW BcemupHoi opranusarueit
31paBOOXpPAHEHNUS,

(nm. "n" B pen. ®eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)
€) MMoKa3aHMs U MPOTHUBONOKA3aHUs K IPUMEHEHUIO JIEKAPCTBEHHOTO Mperapara;
’K) TOOOYHBIE JEHCTBUSA JIEKAPCTBEHHOTO Mpernapara;
3) CPOK 'OJTHOCTH JIEKAPCTBEHHOTO Mpemnapara;
1) YCJIOBHUS XpaHEHUSs JIEKapCTBEHHOTO Npenapara;
K) YCIIOBHSI OTITyCKa JIEKapCTBEHHOTO Mperapara;

J) HOMep (QapMakomedHOW CTaTh WJIM B CiIy4ae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOM
JOKyMEHTAIMH JT100 HOPMATUBHOTO JOKYMEHTA;

M) JaTa TOCYJIapCTBEHHON PETHUCTpAIMU JIEKAPCTBEHHOTO Tperapara M €ro PerucTparioOHHBIA
HOMEp, JlaTa 3aMEHbl PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKApCTBEHHOTO Mperapara Ha OeccpoyHOe
pEeTUCTpAIlMOHHOE  YJOCTOBEpPEHHE JIEKapCTBEHHOI'O IIpenaparta, Jara TOoAadd  3asBICHUS O
MOJTBEPXKICHUM  TOCYJapCTBEHHOW PETHCTpalyy  JIGKAPCTBEHHOTO  Iperapara, Jara  OTMEHBI
rOCy/apCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Tpernapara;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

H) Ka4eCTBEHHBI COCTaB U KOJUYECTBEHHBIM COCTaB JEHCTBYIOIIMX BEIICCTB M KAaYCCTBEHHBIN
COCTaB BCIIOMOTATEJIbHBIX BEIIECTB JIEKAPCTBEHHOT'O MpEnapara;
(nm. "H" BBeneH DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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0) uHpopManrs 000 BCeX pa3pelIeHHBIX BUIaX BTOPUIHOH (MOTPEOUTEIHCKOMN) YIIAaKOBKH;
(nm. "o" BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1) Jara MHPHUHITHUS PELIeHHs O BO3MOXXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Ipemnapar Ipu
rOCyJJapCTBEHHOH perucTpaniy B KayecTBe ophaHHOTO JIEKapCTBEHHOI' O Ipenapara;
(nm. "n" BBeneH denepanpHpIM 3aK0HOM 0T 22.12.2014 N 429-03)

p) HamuuMe JEKApCTBEHHOIO IMpemapaTa B MEpeyHe >KU3HEHHO HEOOXOMUMBIX W BaKHEHIINX
JIEKapCTBEHHBIX MPETApaTOB;
(nm. "p" BBeaen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

C) HaJIU4He B JIGKAPCTBEHHOM IIpenapare HapKOTHYECKUX CPEICTB, ICUXOTPOMHBIX BEIIECTB U UX
MIPEKypCOpOB,  MOJIeKalUMX  KOHTpoio B  Poccuiickoit  ®epepauuu, B  COOTBETCTBUM €
3aKoHoarenbcTBOM Poccuiickon denepanuu, MexIyHapoJHbIMU JoroBopamu Poccuniickoit @enepanyu,
B ToM uucine EnuHOil KOHBEHLMEH o HapkoTuueckux cpencrtBax 1961 roma u KonBeHuueir o
IICUXOTPONHBIX BemecTsax 1971 roxa;

(mm. "c" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

T) uHOpMalMsi O TOM, SBISETCA JM JaHHBIA JIEKAPCTBEHHBIM ImpernapaT pedepeHTHbIM
JIEKapCTBEHHBIM IIPENIapaToOM;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

y) CBelIeHUs O TMojaue 3asBICHUS O BHECEHWHM HU3MEHEHUN B JOKYMEHTBI, COJEpKalluecs B
PErUCTPalIMOHHOM J0Ch€ Ha JIEKAPCTBEHHBIN IIpemnapar;
(nm. "y" BBenen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

[Ipumeuanmue:

WNudopmanus 0 B3aMMO3aMEHIEMOCTH JICKApPCTBEHHBIX MPENapaToB U MEIUIIMHCKOTO MPUMEHEHHS
MIOJJIEXKUT BKIIFOUEHHIO B I'OCYJIapCTBEHHBIN peecTp JIEKapCTBEHHBIX cpencts ¢ 1 sHBaps 2018 roma
(denepanbhblii 3akoH oT 22.12.2014 N 429-03).

¢) cBeneHHs 0 B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHOTO TIPETapara;
(mm. "¢" BBenen depepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

X) CPOK BBEJCHHUS JIEKAPCTBEHHOI'O IIperapara B rpaKIaHCKUil 000poT;
(mm. "x" BBeneH DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2) B OTHOLIEHHUHU (hapMalleBTHUECKHUX CYOCTaHIIMIA:

a) HauMEHOBaHHE (apMalleBTUYECKON CyOCTaHIMM (MEXIyHApOAHOE HEMAaTeHTOBAaHHOE, WM
IPyNIUPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMUS);
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HauMEeHOBaHKE U aJApec MPOU3BOAUTENS hapMalleBTUUECKON CyOCTaHIINN;
B) CPOK FOJTHOCTH (hapMalieBTUUECKOi cyOcTaHIny;
T') YCTIOBHS XpaHEeHHsI (hapMarleBTUIECKON CyOCTaHIINH,

o) HoMep apMakomeWHOW CTaThMl WJIM B CiIy4ae €€ OTCYTCTBHSI HOMEp HOPMAaTHBHOM
JOKyMEHTAlK J100 HOPMATUBHOTO JOKYMEHTA;
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€) Hammuyue (papMareBTUYECKON CyOCTaHIIMU B MEpEeYHE HAPKOTUYECKHX CPEJNICTB, TICUXOTPOITHBIX
BEIIECTB U UX MPEKYpPCOPOB, MOJISKANIMX KOHTpodto B Poccuiickoii denepaiivv, B COOTBETCTBHH C
3aKoHOaTenbcTBOM Poccuiickon denepanuu, MexyHapoaHbIMU JoroBopamu Poccniickoit @enepannu,
B TOM uucine EnuHONl KOHBEHLIMEW o HapkoTHueckux cpenctBax 1961 roma u KonBeHuuen o
MICUXOTPONHBIX BemecTax 1971 roxa.
(nm. "e" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

2. ®apmarieBTHYECKas CyOCTaHIIUS, MPOU3BEACHHAS ISl peaiM3allii, MOXKET OBITh BKIIOUCHA B
rOCy/apCTBEHHBI pPEeCTp JIEKAPCTBEHHBIX CPEICTB HAa OCHOBAaHUM 3asBICHHUS pPa3padOTYMKa WIH
MIPOU3BOUTENS JIGKAPCTBEHHOTO CPEJCTBAa JUOO YMOJHOMOYECHHOTO WMH IOPHIMYECKOrO JUIA TPH
YCIIOBUU TIPOBEACHHUS B OTHOIIEHUM Takoi (apManeBTHUEeCKONW CyOCTaHIIMHM SKCIEPTHU3bl KadyecTBa
(dhapmanieBTHUECKOM CyOCTaHIIMM B TOPSIAKE, YCTAaHOBIEHHOM cTartheil 34 HacTosmero deaepanbHOTrO
3akoHa. B oTHomieHMM ¢apManeBTUYECKUX CYOCTaHIIMM, MPOU3BEACHHBIX [UIS peanu3aliu, B
roCy/1apCTBEHHOM PEECTpE JIEKAPCTBEHHBIX CPEACTB COACPKUTCA ciaeaytonias HHpopmarus:

1) HauMeHoBaHUE (apMaleBTUYECKONH CyOCTaHIMM (MEXIYyHAapOAHOE HENaTeHTOBAHHOE, WU
IPyNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

2) HaMMEHOBAaHUE, aJpec MPOU3BOJAUTENS (PapMalleBTUUECKON CyOCTaHIIMU, a TaKXKe B OTHOILECHUH
JIEKAPCTBEHHBIX CPEJICTB I MEIMLMHCKOIrO NPUMEHEHUS CBEICHHS O PETHCTPAlUU IMPOU3BOIUTEIS
¢dapmaneBTHUECKOW CyOCTaHLIMM B KayecTBE HAJIOTOIUIATENbIIMKAa B CTpaHe perucrpauuu (amis
POCCUHCKHMX IOPUIMYECKUX JIML - WACHTU(UKAIMOHHBIM Homep Hanoromnatenbiiuka (MHH), mis
MHOCTPAHHBIX IOPUIUYECKHUX JIMIl - CTpaHa PETUCTPALMM, HAMMEHOBAaHUE PErMCTPUPYIOLIETO OpraHa,
pPErucTpallMOHHBI HOMEp, KOJ HAaJOroIUlaTesblIuKa B CTpaHe perucrpanuu (MHKOPIOpPALKU) WU €ro
aHaJor);

(m. 2 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUUECKOM CyOCTaHIINM;
4) ycnoBust XpaHeHusl papMarieBTHIECKON CyOCTaHIINM;

5) Homep (dapmakomeiiHON cTaTbu JHMOO B Cilydyae €€ OTCYTCTBHS HOMEP HOPMATHBHOM
JIOKYMEHTAIIUU WM HOPMATUBHOTO JOKYMEHTA;

6) HayMuue apmareBTUYECKONW CyOCTaHIIMM B MEpEeYHE HAPKOTUYECKHX CPEJICTB, MCHUXOTPOITHBIX
BEIIECTB M HMX NPEKYpPCOPOB, MOJIekKAIMX KOHTpoJtO B Poccuiickoit ®denepanniv, B COOTBETCTBUU C
3aKoHOJiaTeNbcTBOM Poccuiickoit denepanuu, MexayHapoIHbIMHU JoroBopamu Poccutickoit denepaiumy,
B ToM uuciae EnnHoil koHBeHIMeW o HapkoThueckux cpeactBax 1961 roma um KonBeHuumein o
MCUXOTPONHBIX BenecTBax 1971 roxa;

7) nata BKIIOYCHHS (apMaIeBTHUECKON CyOCTaHIIMH B TOCYNAapCTBEHHBIH pPeecTp JEKapCTBEHHBIX
CPEICTB, AaTa BHECEHUS M3MEHEHHH B JOKYMEHTHI (papMalleBTUYECKON CyOCTaHIIMM, JaTa UCKIIOYEHUS
(bapManeBTHUECKON CyOCTaHIINH U3 TOCYJAPCTBEHHOTO peecTpa JeKapCTBEHHBIX CPECTB.

(dactpb 2 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Topsnok BemeHHs] TOCYAapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB JUIS MEIHIIMHCKOTO
INPUMEHEHUS W TOpS/I0K BEACHUS TOCYJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJICTB IS
BETEPUHAPHOTO TPUMEHEHMSI YTBEP)KIAIOTCS COOTBETCTBYIOIIMM YIOJIHOMOUYEHHBIM (peliepabHbIM
OpPraHOM HCIOJHUTEIIBHON BIAaCTH.

Cratba 34. BknroyeHne B rocyfapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeAcTB U
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MCKITIOYeHune u3 rocynapcTBeHHOro peecTpa JNleKapCTBEHHbIX cpeacTtB
cphapmaLeBTUYECKOUN CyOCTaHLMK, NPOU3BEAEHHON ANA peann3auum
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jns BxmroueHus ¢apMaleBTUYECKOW CyOCTaHIIMK, TPOUW3BEICHHON [UIs pealu3allid, B
rOCy/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTHU3A €€ KAUECTBa.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DKcnepTH3a KauecTBa yKa3aHHOM B yacTu | HacTosel craTtb papMalieBTUIecKoi CyOCTaHIu,
COCTaBJICHHE KOMHCCHEN SKCIIEPTOB 3aKI0YEHUN 110 pe3yIbTaTaM 3TOM 3KCIEPTU3bl U UX HAIIPABIICHUE B
YIIOJIHOMOYEHHBIH (efepabHblii  OpraH MCIOJHUTEIbHON BJIACTH OCYIIECTBISIOTCS B CPOK, HE
MPEBBILIAIONIMM IIECTUACCATH paboYMX JHEH COo JHA TMOJy4YeHHs] OSKCHEPTHBIM YUYpPEKICHUEM
COOTBETCTBYIOLIETO 33JaHUSl YIOJIHOMOYEHHOrO (heepanbHOro opraHa MCIOJHUTEIBHOM BIACTH M
CJICAYIOUIMX TOKYMEHTOB:

1) Komusi JHUIEH3UM HAa MPOMU3BOJACTBO JICKAPCTBEHHBIX CPEACTB MM KOMHUS 3aKIIOYEHUS O
COOTBETCTBUM IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM NpPaBWJ  HaJUIeXKallen
IIPOM3BOJICTBEHHOI NMPAKTUKHU, BBIJAHHBIX YHIOJIHOMOYEHHBIM (ellepajbHbIM OPraHOM HCIIOJHHUTEIbHOM
BJIACTH, B CJIy4yae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOI'O CpPEACTBAa oOcCyllecTBisieTcs B Poccuiickoit
®enepauuy;

(B pen. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) Komus JOKyMEHTAa, BBIJAHHOIO YIOJIHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOAMTEIS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKAAIOIIETO pa3pelieHue MPOU3BOACTBA JEKaPCTBEHHOI'O CPEJCTBA,
U €ro NEepPEBOJ Ha PYCCKUH SA3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IIOPSIJIKE, a TAK)KE KOMMS 3aKIIOUYEHUS O
COOTBETCTBUM  MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM MpPaBHJI  HaJUIeXKallen
MIPOM3BOJICTBEHHOM MPAaKTHKH, BBIIAHHOTO YIIOJTHOMOUYEHHBIM (pellepaibHbIM OpPraHOM HMCIIOJHUTEIbHON
BJIACTH, JIMOO KOMHUS PEUICHHUs] YHNOJHOMOYEHHOIo (elepalbHOro OpraHa HCHOJIHUTEIBbHOM BIAcTH O
MPOBEJICHUN WHCTIIEKTUPOBAHUS TPOU3BOJIUTENS JIEKaPCTBEHHOIO CPEACTBA. YKa3aHHBbIE JOKYMEHTBI
MIPEJICTABIISIIOTCS B CIy4yae, €ClId IPOU3BOJACTBO JIEKAPCTBEHHOI'O CPEACTBAa OCYILIECTBISIETCS 3a
npenenamu Poccutickoit denepanuu;

(n. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) AIOKyMEHT, cofiepKallluil ClIeyIoIIre CBEACHHS O (papMalleBTUYECKON cyOCTaHIINu:
a) HAaMMEHOBaHUE (PapMaleBTUICCKON CyOCTaHIINH, €€ CTPYKTYpa, OOIIe CBOHCTRA;
0) HauMEHOBAaHHE U a/IpeC MPOU3BOAUTEIIS;

B) TCXHOJIOTHA IMPOMU3BOACTBA C OMMUCAHUCM CTaI[I/If/'I MMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCCX
CTaluAgX IIPOU3BOJCTBA,

T') ONKUCaHKUE pa3pabOTKH Mpollecca MPOU3BO/JICTBA;

J1) OINHCAHWE KOHTPOJS KPUTHYECKUX CTaJuil Tpollecca IPOM3BOJACTBA W IMPOMEKYTOUHON
MPOAYKIINH;

€) TOKyMEHTaJbHOE MOITBEPKICHUE (BaMAAIINS) TPOLIECCOB U (MJIM) UX OIICHKA;
’K) CBOMCTBA U CTPYKTypa ACHCTBYIOIINX BEIIECTB;

3) XapakTepUCTHUKa IpUMeceii;
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1) cnerdukanys Ha (papManeBTHIECKYI0 CyOCTaHIINIO U ee 000CHOBaHHE;

K) aHaJUTHYECKUe METOAMKH, HCIOIb3yeMble TMPH OCYIIECTBICHUH KOHTPOJS KadecTBa
(dhapmaneBTHIECKON CyOCTaHIINN;

J) JOKyMEHTAJbHOE MOJATBEPXACHUE (BalMJalMs) aHATUTUYECKHMX METOJUK, HCIIOJIb3YEMbIX IMpH
OCYILIECTBJICHMH KOHTPOJIS KauecTBa (papMalieBTUUECKOM cyOcTaHIuy;

M) pe3yJIbTaThl aHAJIN3a cepuil papmaneBTHUECKOl cyOcTaHIINN;

H) MEPCUCHb CTAaHAAPTHBIX o6pa311013 HJIN BCIICCTB, UCIIOJB3YCMbBIX IPHU OCYIIECCTBICHUN KOHTPOJIA
Ka4dycCTBa,

0) ONMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIaKOBOYHBIX MAaTEPHAJIOB U YKYIOPOUHBIX CPECTB;
) JaHHbIE O CTAOUIIBHOCTH (hapMaleBTHUECKOM cyOcTaHIInY;
P) CPOK TOAHOCTH;

4) TOKYMEHT, CO/IepKaIllUi CBEJICHUS O PETUCTPALMU IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB IS
MEUIIMHCKOTO MPUMEHEHUS! B KaUeCTBE HAJOTOIUIATENbIIMKA B CTPAHE pErucTpanuu (s pOCCUHCKUX
IOPUIMYECKUX JIML - HJIeHTU(UKaUMOHHBIH HOMmep Hajoromuatensimka (MHH), ans umHOCTpaHHBIX
IOPUAMYECKUX JIULL - CTPaHa PETUCTPallii, HANMEHOBAHUE PETUCTPUPYIOILIETO OpraHa, perucTpaliOHHbIN
HOMEp, KOJ1 HAJIOTOIJIaTeNbIMKA B CTPaHe PErUCTpaluy (MHKOPIIOPAIMH) I €0 aHAJIOT).

(1. 4 BBeneH ®enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(uactb 2 B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. 13.07.2015))

3. Jns mpoBeNeHHs DSKCIEPTH3bl KauyecTBAa YKA3aHHOW B YacTM | HACTOSIIEH CTaThbu
(dapmaneBTHUECKON CyOCTaHIMM 3asBUTENb MPECTABISICT B YIOJIHOMOYEHHBIH (enepalbHblii opraH
WCTIOJIHUTEJIbHOM BJIACTHU:

1) 3asBieHME O BKIIOUYEHHH B TOCYJApCTBEHHBIH pEECTp JEKAPCTBEHHBIX CPEACTB JAaHHOMN
(dhapmareBTHUeCKOi CyOCTaHITNH;

2) Konus JOKYMEHTa, MOATBEP)KJIAIOLIEr0 yIUIATy TOCYJAapCTBEHHOM NOLUIMHBI 3a BKJIIOYEHHE B
roCy/apCTBEHHBI pPEeCTp JIEKapCTBEHHBIX CPEACTB (hapMaleBTUUECKONH CyOCTaHIMM, MPOU3BENEHHOU
U1 peanu3aunuy, MO0 1O COOCTBEHHOW WHMIIMATHBE YyKa3aHHbIH JOKyMeHT. B cmyuae ero
HETIPE/ICTABJICHUS 3asBUTEJIEM YIIOJTHOMOUYEHHBIH (efepanbHblii OpraH HCHOJIHHUTEIBHOW BJIACTH
npoBepseT (akT ymiaaTbl TOCYAapCTBEHHON MOIUIMHBI 3asBUTEIEM C UCHOJIb30BaHHEM HMHPOpMaLuu o0
yIUlaTe roCyJIapCTBEHHOM MOILIMHEI, coneprkaieiicss B ['ocynapcTBeHHON HH(DOPMAITMOHHON CHCTEME O
rOCy/JapCTBEHHBIX M MYHHIMIIAJIBHBIX IIJIATEKaX, HA OCHOBAHUU IPEICTABICHHON 3asBUTEJIEM KOIHH
JOKYMEHTA, MOATBEPKAAIOLIETO YIUIATy TOCYAAPCTBEHHOM MTOIUINHBI;

(. 2 B pen. @enepanbHOTO 3aK0Ha OT 22.12.2014 N 429-D3)

3) IOKYMEHTBI, yKa3aHHBIC B UaCTU 2 HACTOSILEH CTAThU;
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBJIeHWE O BbIJauye paspelieHus Ha BBo3 B Poccuiickyro denepannio KOHKPETHOH MapTHH
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEICTBA, NPEJHA3HAYEHHOI'O JUIsl IPOBEINCHMS YKa3aHHOU
JKCIEPTU3BL.

(. 4 BBenen DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)


http://login.consultant.ru/link/?req=doc&base=RZR&n=286458&dst=100020&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100549&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=299963&dst=11571&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100571&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100573&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=154620&dst=100209&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100574&fld=134

4. B Tedenue aecsaTu paboyux AHEH CO AHS MPUHATHSA 3aSBJICHUS O BKIIOUCHUH YKAa3aHHOW B YaCTH
1 nacrosmieit craTeu (apManeBTUUYECKOW CYOCTaHIIMM B TOCYNAapPCTBEHHBINH PEECTp JIEKapCTBEHHBIX
CPEACTB M JOKYMEHTOB, MEPEYUCIEHHBIX B 4YacTM | W MyHKTE 2 4YacTh 3 HACTOSIIEH CTaThH,
YIOJHOMOYEHHBIN (peiepalibHbIi OpraH UCIOTHUTEIbHONU BIACTH:
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) mpoBOAMUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH JAHHBIX, COJACPIKAIIMXCS B MPEICTaBICHHBIX
3asBUTEJIEM JOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pELIEHUE O HAMNpaBICHUM B SKCIEPTHOE YUPEXKACHHUE 33/JaHHA Ha NPOBEICHHE
HKCHEPTHU3bl KAUeCTBa yKa3aHHOH B yacTH | HacToseil ctaTbu papMalieBTUYECKON cyOCTaHIMU UiIH 00
OTKa3e B TAKOM HaIlpaBJICHUU;

3) yBeIOMIISET B AJICKTPOHHOW WJIM MHCbMEHHOW (hopMe 3asBUTEIIS O MPUHSATOM PEIICHUM WU B
CJly4ae OTKa3a ¢ yKazaHHEM IMPUYHH TaKOTO OTKa3a.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciyvae BBIABICHHS HEIOCTOBEPHOCTH CBEICHHH, COICPKALIMXCS B IPEICTABICHHBIX
3asBUTENIEM MaTepHualiax, YIOJIHOMOUYEHHBIN (eepalbHblii OpraH MCIOJHUTEIbHON BIACTH HAINpaBlisieT
3asBUTENIIO 3aMpoc 00 YTOYHEHMM YyKa3aHHBIX CBeAcHWH. [laHHBIN 3ampoc MOXXET OBITh mepeaaH
YIOJIHOMOYEHHOMY TPEICTABUTENIO 3asBUTENS JIMYHO I0J PACIUCKY, HANpaBlIeH IO MOYTE 3aKa3HBIM
MUCHMOM WIIM TIEpEJlaH B JJICKTPOHHON (OpMe MO TeIeKOMMYHHKAIIMOHHBIM KaHajlaM CBsi3u. B cirydae
HanpaBJIeHUs JAaHHOTO 3ampoca M0 MOYTe 3aKa3HbIM MMCbMOM OH CUMTAETCS MOJTY4YEHHBIM 10 UCTEUEHUU
IIECTH JTHEH ¢ AaThl HAIIPABJICHUS 3aKa3HOTO MMHUChMA.

(uactsp 4.1 BBeneHa PenepanbHbIM 3ak0HOM 0T 25.11.2013 N 317-D3)

4.2. 3asBuTENnb 00s3aH MPEACTaBUTH OTBET HA 3alpoC yMOJHOMOYECHHOTO (eAepalbHOTO OpraHa
WCTIOTHUTENILHON BJIAacTU B CPOK, HE MPEBBIMAIONIUN JAEeBIHOCTA paboduMx JHEW CO JHSA TONTYYCHHS
naHHoro 3ampoca. Cpok, yka3aHHbIM B 4acTh 4 HACTOSIIEH CTaThbW, MPUOCTAHABIMBAETCS CO JHS
HAIpPaBIICHUS 3asIBUTEIIO 3aIPOCca YIOTHOMOUYEHHOTO (efiepaibHOr0 OpraHa UCIOJHUTENBHOM BIacTH 10
JIHA TIOJIyYEHHS] UM OTBETA HA JAHHBIM 3alpOC U HE YUUTBHIBACTCS MPU UCUUCIEHUU CPOKA 3KCIIEPTU3BI
KauecTBa (hapMalleBTUUECKONH CyOCTaHIIMU, HEUCHOJIb3yeMOW TMpHU MPOU3BOJCTBE JIEKAPCTBEHHBIX
Ipenaparos.

(dactp 4.2 BBeneHa DenepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHOBaHMEM AJI OTKa3a B HAIIPaBICHUU B 3KCIEPTHOE yUpEKJECHUE 3aJaHMs HA MPOBEACHUE
HKCHEpPTH3bl KauecTBa YyKa3aHHOM B wacTu 1 HacTosmed craTbu (QapMaleBTHUYecKOH CcyOCTaHLIUU
SBJIIETCS HENPEJCTaBICHUE JOKYMEHTOB, YKa3aHHbIX B 4YacTH 2 HAaCTOSILEH CTaTbH, OTCYTCTBHUE
uHpOpMalMY, MOATBEpXKAAOLWEeH (akT yIulaTel TOCYJAapCTBEHHON MONIUIMHBI 33  BKIIIOYEHHE
(bapManeBTHUECKOW CyOCTaHIIMHM, TPOU3BEICHHON [UIS pealu3alii, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB, HEMPEACTABJICHNE 3asBUTEIIEM B YCTAHOBJIICHHBIN CPOK OTBETA HA YKAa3aHHBIN B
yactu 4.1 HacTOSIIEH CTaThH 3aIPOC YIIOJTHOMOUYEHHOTO (heZepalbHOTO OpraHa UCIOTHUTEIBHOM BIaCTH
WM TPECTaBICHNE TOKYMEHTOB, HE COJIEprKaIllUX NCUEPIBIBAIOIIETO MIepeuHsl HEOOXOUMBIX CBEICHU.
(uactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeucHme IITHaIOaTHn pa60qnx JHeW co mgHs MOJIYUCHUA PCEHICHUSA YIIOJIHOMOYCHHOI'O
(bez[epaﬂbHoro opraHa HCIIOJIHUTEILHOHN BJIACTH O HaIlTpaBJICHUKU B 3KCIICPTHOC YUPCIKACHHUC 3aJaHHA Ha
MMPOBCACHUC SKCICPTU3bI KaudcCTBa y1(a3aHHOfI B yactu 1 HacTosIIEeH cTaThu q)apMaL[eBTI/I‘IGCKOﬁ
CY6CTaHHI/II/I 3asBUTCIIb NMPCACTABIICT B OKCIICPTHOC YUPCIKACHUC IJId MPOBCACHUA JTaHHOU OKCIICPTU3LI
06pa3uL1 Q)apMaHCBTHHCCKOP’I CY6CTaHI_[I/II/I B KOJIHNYECCTBC, H606XOI[I/IMOM JIs1 BOCIIPOU3BEACHUA MCTONOB


http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100577&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=197264&dst=101108&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100578&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=197264&dst=101109&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=197264&dst=101111&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=299963&dst=11571&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=201163&dst=100579&fld=134

KOHTPOJIA KadecTBa. OKCIIEPTHOE YUPEKICHHE TMPHU TOJyYCHHH OO0pas3loB yKa3aHHOW B uactu |
HacToOAIIEeH cTaTbu (hapMalleBTUYECKON CyOCTaHIIMU BBIJAET 3asSBUTENIO JOKYMEHT, MOJATBEP>KIAIOIIHIA
MOJIy4eHUE HTHUX OOpas3loB, U B CPOK, HE TMPEBBHIMIAIOMIUNA TpeX pabdouux HAHEH, YBEIOMISET B
ANEKTPOHHOW WJIM THUChMEHHOW (¢dopMe 00 ITOM YIOJNHOMOYEHHBIH (enepanbHBIi  Opran
WCTIOTHUTEJIbHON BJIACTU. DTU CPOKHU HE BKIIFOUAIOTCSI B CPOK MPOBEICHUSI TAHHOW IKCIIEPTHU3HI.

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

7. JJOKyMEHTBI, IOCTYNUBIINE B 3KCIEPTHOE YUPEKACHHUE JUIsI MIPOBEICHUS HKCIEPTU3bl KauecTBa
yKa3aHHOM B yacTu | Hacrosmed crtarbu QapMaleBTUYECKONH CyOCTaHIMM, MOAJIEKAT BO3BpaTy B
YIOJHOMOYEHHbIN (eiepalibHblil OpraH HCIOJIHUTEIbLHOW BJIACTH OJHOBPEMEHHO C 3aKIHOYEHUSMHU I10
pe3ysbTaTaM IpOBEACHHON SKCIIEPTU3HI.

8. B cpok, He NPEBBIIAIIMNUNA TATH PadOUUX THEH CO JIHA TOJYYCHHS 3aKIIOYEHUS KOMHUCCUU
JKCIEPTOB MO pe3yibTaTaM »3KCHOEPTH3bl KadyecTBa YKa3aHHOM B yacThd | Hacrosiuledl cratbu
(hapMareBTHUECKOM CyOCTaHINH, YIIOJTHOMOYEHHBIN (efepalibHbIi OpraH UCTIOJHUTEILHOMN BIACTH:

1) ocymiecTBIseT OLIEHKY TaKOTO 3aKIIOYEHUS MAJIsl OMPEAENICHUS] €ro COOTBETCTBHSI 33/JaHUI0 HA
MPOBEJICHUE JAaHHON SKCIEPTU3BIL;

2) IpUHUMAET PellIeHUE O BKIIOUEHUHU YKAa3aHHOU B yacTu | HacTosIel cTaTh papMalieBTUIeCKOM
cyOCTaHIIMM B TOCYJApCTBEHHBIM PEECTpP JICKAPCTBEHHBIX CPEJICTB WJIM pelIeHHe 00 OTKa3e B TaKOM
BKJIFOUCHUU;

3) BHOCUT MNpU NPUHITHH PEIICHUS O BKIIOUYCHMHM YyKa3aHHOM B 4YacTH | HAcToAlmEH CTaThbu
dapmaneBTHUeCKOl  cyOCTaHIIMM B TOCYIApCTBEHHBIM  peecTp  JIGKAPCTBEHHBIX  CPENICTB
MPEAYCMOTPEHHYIO MyHKTOM 2 4yactu | cratbu 33 Hacrosiiero denepanbHOro 3akoHa MHGOPMAIUIO H
YBEAOMIISIET 00 9TOM B AJIEKTPOHHOW WIJIM MMUCEMEHHOU (hopMe 3asiBUTEIIS.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. OcHoBaHueM Juisi OTKa3a BO BKJIIOYEHUM YKa3aHHOM B dacTh | HacTosled cTaTbu
(dhapManeBTHUEeCKOW CyOCTaHIIMM B TOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB SIBIISETCS
3aKJIIOYEHHUE COOTBETCTBYIOIIETO YITOJIHOMOYEHHOTO (peepaabHOr0 OpraHa HMCIOTHUTEIBHOW BJIACTH O
TOM, YTO KaueCTBO (papMarieBTU4IEeCKON CyOCTaHITH HE TTOITBEPKICHO IMOJTYICHHBIMU TaHHBIMH.

(gactp 9 BBeneHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-03; B pen. denepaabHOro 3akoHa OT
04.06.2018 N 140-®3)

10. He nomyckaeTrcsi BKJIIOUEHHE B TOCYIAapCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEICTB OJIHOM
(dapmareBTHUECKON CyOCTaHIIMH, MTPOU3BEICHHON IS pealu3allid U BBITYCKAEMON OJHUM U TEM Ke
MIPOU3BOIUTENIEM, B BUE IBYX U OOJI€e PEeCTPOBBIX 3aIUCEH.

(gactb 10 BBenena depepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

11. BHeceHnue u3MeHeHu# B TOKYMEHTHI Ha (apMalleBTHUECKYIO CyOCTaHIUIO, TPOU3BEACHHYIO IS
peanu3alui U BKJIIOYEHHYIO B TOCYJApPCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISETCSA B
nopsiake, ycraHoBieHHOM cTaTthsimMu 30 u 31 Hacrosmero ®enepanbHOro 3aKOoHa, € YIUIATOM
roCyIapCTBEHHOM MOUUIMHBI, TPEAYCMOTPEHHOMN 3aKOHOAATENBCTBOM Poccuiickoi denepanniv 0 HaJIorax
u cOopax.

(dactp 11 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. Jlonyckaercst oOpaiieHue papMaleBTHUECKUX CyOCTaHIMN, MPOU3BEIEHHBIX I peau3aliy, B
TEYEHHE CTa BOCBMHJECSATH ITHEW J0 M TOCJIE MPUHATHS YIOJTHOMOYECHHBIM (efepalbHBIM OpPraHOM
UCTIOJIHUTEJIBHOW BJACTH PELIEHHWs O BHECEHMHM HU3MEHEHHMH B JIOKYMEHThl Ha (papMaleBTHYECKYIO
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CyOCTaHIMIO, MPOU3BEACHHYIO JUIsl pealn3allud M BKIIOYEHHYI0 B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPE/ICTB.
(dactp 12 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Pemenue 00 WCKIIOYEHUHM W3 TOCYAApCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB
(dhapmaneBTHUeCKOM CyOCTaHIIMU, MPOM3BEACHHOW Uil pealu3alud, MPUHUMACTCS YMOJTHOMOYECHHBIM
benepaibHBIM OPraHOM UCTIOJHUTEIHHOM BIACTH B Clyyae:

1) mpencraBiaeHus] COOTBETCTBYIOLIUM YIIOJTHOMOUYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOTHUTEIbHOM
BJIACTU 3aKIIOYEHUS O PUCKE WIM 00 yrpo3e >KM3HU WM 3JI0pPOBBIO YeJIOBEKa JMOO >KMBOTHOTO MpHU
MCIIOJIb30BaHUU JIEKAPCTBEHHOI'O CPEACTBA,

2) nogadyu pa3pa60T‘lI/IKOM JICKApCTBCHHOT'O CpCACTBA WM HNPOU3BOAUTCIIEM JICKAPCTBECHHOI'O
cpeacrtBa h11%(e10) YIOOJIHOMOYCHHBIM HMH APYI'UM HOPUAWNYCCKUM JIMIOM 3asaBJICHUA 00 HCKIIIOYECHUU H3
rocyJapCTBEHHOI'O peeCTpa JICKAPCTBCHHBIX CPEACTB (l)apMaHeBTquCKOﬁ CY6CT3.HI_[I/II/I, HpOI/I3Be,[[CHHOI71
A peain3aluu;

3) orcyTcTBUA (hapMalleBTHUECKON CyOCTaHIIMU, MPOU3BEACHHOMN [IJISl pealli3alyy, B OOpallleHIH B
Poccuiickoit deneparnuu B TeUCHUE TPEX U OOJIEe JIeT.
(uacts 13 BBegena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

CraTtbsa 35. YTpatuna cuny ¢ 1 nons 2015 roaa. - PeaepanbHbiv 3aKoH oT 22.12.2014
N 429-P3.

Cratba 36. OOxanoBaHue peweHUMA 00 oOTKase B Bbigade paspelleHuss Ha
npoBeAeHWEe KIIMHMYECKOro MccrnenoBaHUs JNIeKapCTBEHHOro npenapara, peweHuss o6
OTKase B rocygapCTBEHHOM perucTpauuum neKkapcTBEHHOro mnpenapara, 3aKni4veHusi
KOMMUCCUM IKCMEPTOB IKCNEPTHOIO yUYpeXAeHUs U 3aKNoYeHUA coBeTa No 3TUKe

(B pen. ®exnepanbHOro 3akona ot 22.12.2014 N 429-03)

Pemienne cOOTBETCTBYIOIIETO YHOTHOMOYEHHOTO (heAepaibHOTO OpraHa MCIIOJHUTENFHON BIIACTH
00 oOTKa3e B Bblaye pa3pelleHUs] Ha NPOBEAEHUE KIMHUYECKOIO HCCIIEOBAaHUS JIEKApPCTBEHHOTO
mpernapara, pelieHHe yKa3aHHOTO (eepanbHOr0 OpraHa MCIOJHUTENBHOW BIIACTH 00 OTKase B
rOCy/JapCTBEHHOM PETUCTPALMKA JIEKAPCTBEHHOI'O IIpernapara, 3aKJIIOYEHHME KOMHMCCHHM DJKCIIEPTOB
AKCIIEPTHOTO YUPEXKACHUS WIM 3aKJIIOUEHUE COBETa 0 ITUKE MOXET OBITh 00XKajl0BaHO B IMOPSJIKE,
YCTaHOBJIEHHOM 3aKoHoJaTenbcTBOM Poccuiickoit denepanuu. 3akitoueHue skcnepra, opopMiIeHHoe 1o
UTOTaM 3KCIEPTU3bI B LEISAX ONPEACIICHNs B3aUMO3aMEHAEMOCTH 3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOT O
npernapara, MOXeT ObITh 00)KaJIOBaHO JAEp)KaTesIeM WM BIAJENIbLEM PETUCTPALIMOHHOTO yI0CTOBEPEHUS
JIEKapCTBEHHOI'O IIpernapaTa B KOMUCCHIO SKCIIEPTOB AKCIIEPTHOIO YUPEKJACHUS. 3aKII0UEeHNE KOMUCCUU
HKCHEPTOB 3KCIEPTHOIO YUpexKJIeHHs, O(OpPMIIEHHOE II0 MTOraM IepecMoTpa 00KaloBaHHOIO
3aKJIIOUYEHHUs] JKCIEPTa, MOXKET OBITh OCIOPEHO Jep’KaTeleM WIM BJIAJEIbLEM PErHCTPallMOHHOTO
Y/IOCTOBEPEHUs] JIEKapCTBEHHOrO IpenapaTa MO0 YHOJHOMOYEHHBIM HMH JIMIIOM B TOpSJKE,
YCTaHOBJIEHHOM  3aKOHOJAaTelabCcTBOM  Poccuiickoit  @enepanuu. Ilpu  o0kanoBaHMM — peLICHUS
YHOJIHOMOYEHHOI0 (e/iepaibHOr0 OpraHa MCIOJHUTEIbHON BIIACTH, 3aKJIIOUEHMs SKCIepra WIN
KOMMCCHH 3KCIIEPTOB SKCIEPTHOT'O YUPEIKICHHUS], 3aKIIOUCHUs COBETA 110 ITUKE JIEPKATEIb WU BIIAJEIel]
PETrUCTPAIIMOHHOIO yJIOCTOBEPEHMsI JIEKAPCTBEHHOI'O Ipernapara MO0 YHOJIHOMOYEHHOE MMM JIUIIO
BIIPAaBE MPEJICTABUTh PE3YyJbTAThl JKCIEPTU3bl JEKAPCTBEHHOI'O IIpernapara, IPOTOKOJBI IOJYYEHHBIX
aKKpPEeIMTOBAaHHBIMU HCIHBITATENbHBIMU JTAOOpaTOpHsIMU  (LEHTpaMM) pe3yibTaTOB MCCIEIOBAHUH,
WCTIBITAHU.

Cratba 37. WHdopmaumsa, cBA3aHHaAA C OCYLECTBIIEHWEM T[OCyAapCTBEHHOW
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perucTpauun rneKkapcTBeHHbIX MpenapaTtoB, WH(OPMaUUA O 3aperMcTpUMpoBaHHbIX
NeKapCcTBEHHbIX Mpenapatax W JieKapCTBEHHbIX npenapaTtax, WCKMYEHHbIX U3
rocyfaapcTBEHHOro peecTpa JieKapCTBEHHbIX CPeacTB

1. CooTBeTCTBYIOLIMI YIIOJIHOMOUYEHHBIN (he/iepaibHblii OpraH UCIIOJIHUTEIBHON BIACTH pa3MellaeT
Ha cBOeM o¢uuanbHOM caiite B cetu "HMHTepHeT" uH(pOpMAaIMIO, CBS3aHHYIO C OCYLIECTBICHHUEM
rOCyJapCTBEHHOM PETUCTpAlMU JIEKAPCTBEHHBIX IIPENApaToB, B TOM YKCIIE MPOBEICHUEM 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEJCTB (BKIIOYAs Pe3yJIbTaThl €€ MPOBeICHHs ), HHPOPMALIUIO O 3aperUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX IIpenaparax M JEKApCTBEHHBIX Ipernaparax, HCKIOYEHHBIX H3 TOCYAApCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPEJACTB, HE IO3/HEE 4YeM 4yepe3 MATh pabouux JAHEH co THS HOJIydeHHUs
COOTBETCTBYIOILIMM YIIOJIHOMOYEHHBIM (Pe/iepalibHbIM OpPraHOM MCIIOJIHUTEIbHON BIIACTH 3asIBICHUS O
roCyJapCTBEHHOM PErucTpaLyy JIEKapCTBEHHOIO Ipernapara.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. Cpokd ¥ TOpSAOK pa3MeIlleHUs YKa3aHHOW B dYacTh | HacTosied craTbu WHGOpMauu
YCTaHABJIMBAIOTCSl YIIOJTHOMOUYEHHBIM (eepaIbHBIM OPraHOM HCIOJHUTEIbHON BiactH. MHpopMmanms,
yKa3aHHas B 4acTH | HACTOSIIEH CTaThH, SIBISIETCS OTKPBITOM M OOLIEAOCTYNMHON M MPEAOCTaBISICTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHUH C 3aKOHOAATENHCTBOM Poccuiickoi denepannm.

(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

Maea 7. KNMMHWYECKUE UCCIIEOOBAHUA NIEKAPCTBEHHbIX
NPEMNAPATOB ANnA MEANLUUHCKOIO NPUMEHEHUA, 0OTOBOP
Ob UX NMPOBEAOEHUN, NPABA NALUMEHTOB, YHACTBYIOLLKUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHuyeckune wuccnegoBaHMA JeKapCTBEeHHbIX MpenapaTtoB Ans
MeAULIMHCKOro NpuMeHeHus

1. Knunanyeckue uccienoBaHMs JEKapCTBEHHBIX MpenapaToB A MEIUIMHCKOTO NMPHUMEHEHUs, B
TOM YHCJIC MCKIYHAPOAHBIC MHOT'OLICHTPOBLIC, MHOTOLICHTPOBLIC, TOCTPCTUCTPALIMOHHLIC, ITIPOBOASATCS B
OJHOM WJIM HECKOJIbKMX MEIUIIMHCKUX OpPraHM3alMsX B COOTBETCTBUM C NpaBWIAMU HaJylexarei
KIIMHMYECKOW MPAKTUKH, YTBEPKJACHHBIMU YIIOTHOMOUYEHHBIM (peliepaIbHbBIM OpPraHOM HCIIOJIHUTEIBHON
BJIACTH, COOTBETCTBEHHO B CJIEIYIOLINX LEIAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycranoBneHre 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB sl 370POBBIX JO0OPOBOJIBIEB U (WIIH)
MEPEHOCUMOCTH MX 3I0POBBIMH JIOOPOBOJIBIIAMH, 32 UCKITIOUYEHUEM TAaKUX UCCIIEIOBAHUMN JIEKaPCTBEHHBIX
MpernapaToB, MPOU3BEAICHHBIX 3a Mpeneiaamu Poccuiickoit denepanuu;

2) moa0op ONTUMANIBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Iperapara U Kypca JISUeHHUs TSl TallueHTOB
C OIpeJleIeHHbIM 3a00JIeBaHMEM, ONTHUMAJIBHBIX 103 U CXEM BaKIUHALUKU HMMYHOOHOJOTHYECKUMHU
JIEKapCTBEHHBIMU IperiapaTaMy 3/10pOBbIX JOOPOBOJIBLIEB;

3) ycTaHOBIICHHE OE30IaCHOCTH JISKAPCTBEHHOT'O Tpernapara U ero 3(h()eKTHBHOCTH /ISl TTAlUEHTOB
C OmpeeNeHHBIM 3a0ojieBaHHEM, NPOPHIAKTHUIECKON A(P(HEKTUBHOCTH HMMMYHOOHOIOTHYECKHX
JIEKapCTBEHHBIX MPETapaTOB ISl 3I0POBBIX JOOPOBOJIBIIEB;

4) u3yueHue BO3MOKHOCTH PACIIUPEHUS MOKA3aHUM 171 MEJUIIMHCKOTO PUMEHEHUS U BbISBICHUS
paHee HEM3BECTHBIX MOOOYHBIX AEHCTBHI 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

2. B oTHOIIEHUN BOCITPOMU3BCACHHBIX JICKAPCTBCHHLIX NPCIIapaToB I MECAUIIMHCKOI0 NPUMCHCHUA
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IMPOBOAATCA HCCICAOBAHUA OMOSKBUBAJICHTHOCTH M (I/IJ'II/I) TepaneBTqucxoﬁ OKBHBAJICHTHOCTH B
MnopAaaKe, YCTaHOBJICHHOM YIIOJTHOMOYCHHBIM @CHGP&HBHHM OpraHomMm HWCITOJTHUTEILHOM BIIACTH.

3. OpFaHI/I3aHI/IIO MMPOBCACHUA KIIMHHUYCCKUX I/ICCJ'IGILOBaHI/Iﬁ JICKApCTBCHHOT'O IMpfrapara Ajid
MCIUITUHCKOI'O IPUMCHCHUS BIIPABC OCYLICCTBIIATD!:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara Wik yIOoJIHOMOYEHHOE UM JIUIO;

2) oOpa3oBaTelbHbIE OpraHW3allid BBHICIIETO0 O00pa30BaHUs, OPTaHU3AIMU JOMOJTHHUTEIHLHOTO
poeCCHOHAIIBHOTO 00pa30BaHU;
(m. 2 B pea. @exnepanbaoro 3akoHa ot 02.07.2013 N 185-D3)

3) HayYHO-UCCIIEI0BATENbCKUE OpraHU3aluu.

4. KnuHMueckue HCCIEeIOBaHUs JIEKapCTBEHHOIO Ipernapara s MEAMIMHCKOrO IPUMEHEHUS
IIPOBOJATCS HA OCHOBAaHUM Pa3pelIeHUs] HAa MPOBEJICHUE KIMHUYECKOTO MCCIEAOBAHMS JEKAPCTBEHHOIO
npernapara, BbLIAHHOTO  YIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM  HCHOJHHUTEIbHOM  BIIACTH.
YnonHoMO4YeHHbIN (pesiepalibHbIM OpraH UCHOJHUTENBbHOM BIACTH BEJET PEECTP BbLAAHHBIX pa3pelIeHUI
Ha IIPOBEICHUE KIIMHUYECKUX UCCIEAOBAHUM JIEKAPCTBEHHOIO IIpernapara, COACpKallui YKa3aHue Ha UX
LEJIb WIH LIEJIN, B YCTAHOBJIEHHOM 3TUM OPTraHOM IOPSJIKE.

(B pen. denepanbHbix 3aKk0HOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxa. - @eaepanbublii 3akon oT 22.12.2014 N 429-D3.

6. K opranmzanuu npoBeNeHMs KIMHUYECKUX HCCIIEIOBaHUM JIEKapCTBEHHOI'O Ipemnapara ajs
MEJUIIMHCKOTO MPUMEHEHUs pa3pabOTUYMKOM JIEKApCTBEHHOrO IIpenapara MOTrYT IPHUBIIEKATHCA
IOpUIMYECKHUEe JiMIa Jr000i  OpraHM3allMOHHO-TIPABOBOM  (OpMBI  TpU  YCIOBUU  OOecreueHus
COOTBETCTBHS 3THUX HCCIIEA0BaHUN TpeOoBaHUSIM HacTosiero denepantbHOroO 3aK0Ha.

7. KiuMHHYecKHe HCClIeIOBaHUs JIEKAaPCTBEHHBIX MPENapaToB sl MEIUIMHCKOTO TNPUMEHEHHS
MMPOBOAATCA B MCIUINHUHCKUX OpraHu3anudax, aKKpCAUTOBAHHBLIX YIIOJJHOMOYCHHBIM @enepam,HHM
OpraHoOM HCIIOJHUTENBHOM BIACTU B TOpsAJKe, ycTaHoBIeHHOM IlpaBurensctBoM Poccuiickoit
denepanuu.

8. [IlepeueHb MEOUIIMHCKUX OpraHU3aldid, HWMEIOIUX TMPaBO MPOBOAWTH KIMHUYECKHE
HCCIIE0OBaHUS JICKAPCTBEHHBIX TMpENnapaToB i MEIUIMHCKOTO TPUMEHEHUs, U PEECTP BBIJAHHBIX
paspelieHnii  Ha  TpOBEJCHHE  KIMHUYECKHX  HCCIEJAOBAaHMW  JIEKAPCTBEHHBIX  IpEnapaToB
OITyOJIMKOBBIBAIOTCS W Pa3MEINAIOTCS yIOJTHOMOYEHHBIM (peIepaIbHBIM OPTaHOM  HCTIOJTHHUTEIHLHOM
BJIACTH B YCTAaHOBJICHHOM MM IIOPSIKE HAa CBOeM oHIlMaIbHOM caiiTe B ceTH "MHTepHet".

Cratbsa 39. PeweHue o npoBeAeHUU KNMHUYECKOro nccrenoBaHuUs riekapCTBEHHOro
npenapara Ans MegUUUHCKOro NpuMeHeHus
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Knmanueckoe HUCCIICAOBAHUEC JICKAPCTBCHHOI'O IIpfCliapaTa IJI1 MCAUIHUHCKOI'O IIPUMCHCHHA
MMPOBOAUTCSA Ha OCHOBAHHWU PA3PCIICHHA HA MPOBCACHUEC KIIMHUYCCKOIO HCCICAOBAHHA JICKAPCTBEHHOTO
npemnapara, BbIAAHHOI'O YIIOJITHOMOYCHHBIM (I)C,HepaJIBHBIM OpraHoM HUCIIOJTHUTEILHOM BIIACTH MO
pe3yjibTaTaM SKCIICPTHU3bI ATOKYMCHTOB, HGO6XOI[I/IMI)IX AJId TOJIYUCHHSA PAaspClICHHA Ha IIPOBCIACHUC
KIIMHUYCCKOT'0 UCCIICAOBAHUA JICKAPCTBCHHOT'O IIpCliapaTa u 3TUYECKOMN 9KCIICPTU3DI.

2. Jlng mojyuyeHusl pa3pelieHHs] Ha NpPOBEICHHE KIMHUYECKOTO HCCIIEOBaHUS JIEKapCTBEHHOIO
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npemnapara ajd MCAUIIUHCKOI0 NpUMCHCHHA 3aABUTCIIb MPCACTABIISCT B YHOJ'IHOMO'-IGHHLII\/JI Q)CﬂepaJ'II)HBH\/JI
Oopran HWCIOJIHUTEILHOM BIACTHU:

1) 3asiBIeHKE O BbIJAU€ pa3pellieHusl Ha IPOBEACHUE KIMHUYECKOTO UCCIIEJOBAHUS JIEKAPCTBEHHOTO
npernapara JUisi MeMLUHCKOTO TPUMEHEHHMS;

2) KOMHMH JOKYMEHTOB, TMOJATBEPKAAIONINX YIUIATy TOCYJapCTBEHHOM IOIUIMHBI 3a MPOBEIACHUE
JTUYECKOM OSKCIEPTU3bI, SKCHEPTU3bl JOKYMEHTOB HA JIEKapCTBEHHBIM IMpernapar Juisl MOJy4YEHUs
paspelmieHuss Ha MPOBEJICHHE KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOI'O IIpenapara Uit
MEIMIMHCKOTO MNPUMEHEHMS, 3a BblAA4y pa3pellCHHs] HA IPOBEICHHE KIMHUYECKOTO MCCIEAOBAHUS
JIEKapCTBEHHOTO Mpenapara JJjisi MEAUIMHCKOIO IPUMEHEHUS, 3a MPOBEACHUE SKCIEPTU3bI JOKYMEHTOB
Ha JIEKapCTBEHHBIM Ipenapar Uil I[IOJy4YEeHUs paspelicHus Ha IPOBEACHUE MEXIYHAPOIHOIO
MHOTOLEHTPOBOIO0 KJIMHUYECKOTO HMCCIEAOBaHUS JIEKApCTBEHHOrO Ipernapara [Jsi MEIULMHCKOrO
NPUMEHEHHUs, 3a BbLJAYy pa3pelieHds Ha IMPOBEICHUE MEXIAYHAPOJHOIO MHOTOLEHTPOBOIO
KJIMHUYECKOTO HCCIICIOBAHUSI JIEKAPCTBEHHOrO IIpernapara il MEOUUUHCKOrO NPUMEHEHMS, 3a
MPOBEJICHUE HTUYECKOM DKCIIEPTHU3bI, IKCHEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM mpemnapar it
MOJYYECHUSI PaA3pClICHUs] HAa MPOBEACHUE MOCTPErUCTPALMOHHOTO KIMHUYECKOrO HCCIEHOBAHUS
JICKapCTBEHHOT'O IIpernapara sl MEIUIMHCKOrO IIPUMEHEHUs, 3a BblAady pas3pelleHus Ha MPOBEICHUE
MOCTPETUCTPALUOHHOTO KIIMHUYECKOTO MCCIEIOBAHMS JIEKAPCTBEHHOTO Ipernapara s MEIUIHUHCKOIO
MPUMEHEHHUS, WIN MO0 COOCTBEHHOW HMHUIIMATUBE yKa3aHHBIE TOKYMEHTHI. B cilydyae HempencTaBiIcHHS
3asBUTEJIEM YKA3aHHBIX JIOKYMEHTOB YTIOJHOMOYCHHBIN (efepalibHbIii OpraH MCIOJHUTEIHHOW BIIACTH
npoBepsieT (pakT ymiuaTel TOCYIApPCTBEHHON TMOIUIMHBI C HKCIOJIBb30BaHHEM HHQpOpMAIMK 00 yraTe
TOCYJapCTBEHHOM TONLIMHBI, cojepkamelics B [ocymapcTBeHHOM WHGOPMAIIMOHHOW CHCTEME O
FOCYJJAPCTBEHHBIX U MYHULHNAIBHBIX IUIATEkKAX, HA OCHOBAaHHWU IPEACTABICHHBIX 3asBUTEIEM KOIHI
JIOKYMEHTOB;

3) MOPOTOKOJ KIMHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOTO Ipf€napara Ijd MCIUIHUHCKOI'O
MMPUMCHCHUAA,

4) OpoIIropy UCCaea0BaTeNs;
5) uH(OpPMAITMOHHBIN JTUCTOK NAIUEHTA,

6) CBCACHMUA 00 omEbITE pa6OTBI I/ICCJ'Ie,I[OBaTCJ'IeI‘/'I MO0 COOTBCTCTBYIOIINMM CIICHUAJIBHOCTAM H HX
OIIBITC pa6OTLI IO MPOBCACHUTIO KIIMHUYCCKUX HCCHCHOBaHHﬁ;

7) cBemeHHS O MEAWIMHCKUX OpraHU3alMsX, B KOTOPBIX TMPEAINOJaraeTcsi IMPOBEICHHE
KIIMHUYECKOTO WCCIICIOBAHMSI JIEKAPCTBEHHOTO Tperapara i MEAWIIMHCKOTO TMPUMEHEHUs (TIOTHOE |
COKpallleCHHOE HAaWMCHOBAHMS, OpPTraHH3AIlMOHHO-TIPaBOBas (OpMa, MECTO HAXOXKICHHS M MECTO
OCYIIECTBIICHUS JEATEIBHOCTH, TeIeOH, TelaedaKc, aapec IEKTPOHHON MOYTHI KaXIOH METUITTHCKON
OpraHU3aIINH ),

8) cBemeHUs O TMPEINOJIATaéMbIX CpPOKax MPOBEJICHUS  KIMHUYECKOTO  HCCIIEIOBAHUS
JIEKapCTBEHHOT'O IpernapaTa Jisi MEIUIIUHCKOTO MPUMEHEHUS;

9) xomuio AOroBopa OO0S3aTENBHOIO CTPaXOBAaHMSI, 3aKIIOYEHHOTO B COOTBETCTBUU C THUIIOBBIMHU
npaBUjIaMHu O00s3aTENBHOTO CTPaXOBaHWs, C YKa3aHUEM TIPEACIbHONH YHCICHHOCTH TAlUEHTOB,
YH4aCTBYIOIIMX B KIMHHUYCCKOM HMCCICIOBAHUHN JICKAPCTBCHHOI'0 IIp€mapara Iajd MCIUIHUHCKOIO
MIPUMCHCHHS;

10) mrdopmarnmo o0 cocTaBe JCKapCTBEHHOTO Tperapara Jyisi MeIUITUHCKOTO IPUMEHEHHUS;
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11) AOKyMeHT, cOCTaBICHHBIH MPOU3BOJIUTENEM JIEKAPCTBEHHOTO Mpernapara s METUIMHCKOro
IPUMEHEHHUS M COJEp’KalllMi IOKa3zaTesln (XapaKTepUCTHKH), a TaKXKe CBEIEHHUS O JICKapCTBEHHOM
npernapaTe s MEAMLMHCKOIO IPUMEHEHHS, NPOU3BEIEHHOM JUIsl MPOBEACHUS KIMHUYECKUX
HCCIICIOBAHMI;

12) Komuro JMIEH3WH Ha TPOM3BOJICTBO JIEKAPCTBEHHBIX CPENICTB B CIydyae, €CIIM MPOU3BOJICTBO
JIEKapCTBEHHOT'0 Ipenapara ocyuiectsisercss B Poccuiickoit denepanuy, Ui KOMHMIO 3aKIIOYEHUS O
COOTBETCTBUHM IPOU3BOJIUTEINSI JIEKAPCTBEHHOTO TIpenapara TpeOOBAaHMSAM TPaBWII  HaJUIekKaIei
IPOM3BOJICTBEHHON TNPAKTUKH, BBLAAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOM3BOJUTENS
JIEKapCTBEHHOTO IIpenapara.

(B pen. denepanbroro 3akoHa oT 04.06.2018 N 140-D3)

3. B cpok, He npeBblLaoIuUil IATH padouux JHEH co IHS MPUHATHS YKa3aHHOTO B IyHKTE | yactu
2 HacTOsLIEH CTaThbU 3asBJICHUS M HEOOXOAMMBIX JOKYMEHTOB, YIIOJHOMOUYEHHBIN (enepanabHblil opran
VICIIOJIHUTEJIBHON BIIACTH:

1) IMPOBOAUT IMPOBCPKY HOJHOTBI U JOCTOBCPHOCTU CBGI[GHI/II\/'I, COACPpKaIUXCA B MPEACTABICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) NPUHUMACT PCHICHUC O MPOBCIACHUU SKCIICPTU3BI JOKYMCHTOB JIS IMOJIYUYCHHUS PA3PCHICHUA HaA
IMPOBCACHUEC KIIMHUYCCKOr'0 UCCIICAOBAHUA JICKAPCTBCHHOTO IMpEriapaTta A MEAULIUHCKOIO IMPUMCHCHUA
U 3TUYECKOH OKCIICPTU3BI NI 00 OTKase B IMPOBCACHNH YKa3aHHBIX 3KCIICPTU3;

3) yBepomysieT B SJEKTPOHHOW (opme min Ha OyMa)XHOM HOCHUTENE 3asBUTEIS O TPHHITOM
pelieHny 100 B cyvyae MPUHATHUS pelIeHHs 00 0TKa3e TakKe C yKazaHHeM MPUYHMH TaKOTO OTKAa3a;

4) moaroTtaBiIMBaeT M HampaBiseT B SKCIEPTHOE YUpEXKIECHHWE WU COBET IO 3THUKE 3aJaHHe Ha
IPOBEICHUE COOTBETCTBYIOLIUX DKCIEPTHU3.

4. B cinyvae BbISBIEHUS HENOJHOTHI M (WMJIM) HEOCTOBEPHOCTH MH(GOpPMAIUU, COAeprKallencs B
NIPEJICTaBJICHHBIX 3asBUTENIEM JOKyMEHTaX, YIOJHOMOUYEHHBIN (eepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH HAIPABIISET 3asSBUTENIO 3aMpoc 00 YTOUHEHUU yKa3zaHHOW mHpopMaiuu. [laHHbBIN 3apoCc MOXKET
ObITH IepeaH YHNOJHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO IO/ PACIUCKy, HAIpaBJieH I10
MOYTE 3aKa3HBIM MMMCHMOM WM TMEpeJaH B DJIEKTPOHHOH (opMe MO TeIeKOMMYHHKAIIMOHHBIM KaHallaM
CBA3U. B cilydyae HampaBiieHHMs [AQHHOIO 3ampoca IO I0YT€ 3aKa3HbIM IMCbMOM OH CYMTAeTCs
MIOJIyYEHHBIM 10 MCTEUEHHUM ILIECTH JHEH C JaThl HANpaBiICHMs 3aKa3HOTO MHUCbMa. 3asBUTENb 00s3aH
IPEJCTaBUTh OTBET Ha 3alpoC YHOJIHOMOYEHHOTo (heJepalbHOr0 OpraHa MCIIOJHHUTEIbHON BIacTH B
CPOK, HE IPEBBIIIAIOIINN AEBSIHOCTA pabo4MX JHEH co IHA ero noiaydeHus. Cpok, yka3aHHbIM B yacTH 3
HACTOAILEH CTaThbU, MPUOCTAHABIMBACTCS CO JHS HANPABICHUS 3asSBUTENIO 3alpOCa YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa UCTIOTHUTENBHOM BIACTH 10 AHS MOJIYYECHUS UM COOTBETCTBYIOIETO OTBETA M HE
YUUTBIBAE€TCSI MpPHU HMCUUCIEHHUM CpOKa MPHHATUS YHOJHOMOYEHHBIM (hefepalibHbIM OpPraHoM
VICIIOJTHUTEJIBHON BJIACTH PELICHUs O IIPOBEICHUH IKCIIEPTU3BI JOKYMEHTOB IS MTOJYYEHUs pa3pelleHUs
Ha [POBEJIEHUE KIMHUYECKOTO MCCIEAOBAHNSA JIEKAPCTBEHHOIO TIpenapara s MEJUIMHCKOIO
IIPUMEHEHUS.

5. OcHOBaHHUEM U OTKa3a B IIPOBCACHHUHN JKCIICPTHU3bI JOKYMCHTOB JIA IIOJIYUYCHHA PAa3pPCHICHHA
Ha TPOBCACHUC KIIMHHUYCCKOro0 MCCJICAOBAHUA JICKAPCTBCHHOIO Impfrnapara M MCIUIUHCKOIO
INPUMCHCHUA U ITUYECKOMN OKCIICPTU3BI ABJIICTCA MPEACTABIICHUEC JOKYMCHTOB, IPEAYCMOTPCHHBIX
JacThio 2 HaCTOﬂHICfI CTaTbM, B HCIIOJITHOM 06”I)GMC, HCMIPCACTABJICHUEC 3adBUTCICM B yCTaHOBHeHHBIﬁ
CpOK OTBCTa Ha YKaSaHHBIﬁ B 4acTtu 4 HaCTOHH_[eﬁ CTaTbU 3allpoOC YIOJIHOMOUYCHHOTO cbez[epanLHoro
opraHa HCIIOJHUTEILHOM BJIACTH JIHOO OTCYTCTBHUC B MPCACTABJICHHBIX JOKYMCHTAX HMCUCPIBIBAIOIICTO
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nepevyHs HeoOxonumon uHpopManuu Win WHPOpPMAIMK, KOTOpas AODKHA OBITh OTpakeHa B HHX, a
TaKXe OTCYTCTBHE HH(OpPMALUH, MOATBEpXKAAOLIEH (akT ymiuaTel rocyAapCTBEHHOW MOLUIMHBI 3a
MIPOBEACHUE 3THUYECKOW DKCIEPTHU3Bl, JKCIEPTHU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM MHpenapar i
IIOJIy4EHHUs] pa3pellieHus] Ha MPOBEIECHUE KIMHUYECKOTO MCCIEA0BaHUs JIEKAPCTBEHHOIO Ipenapara Juis
MEJMLMHCKOTO IIPUMEHEHHUs, 3a BbIJAady pPa3pelieHUs Ha MPOBEICHHUE KIMHUYECKOIO MCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpernapara il MEIULUHCKOTO IIPUMEHEHHUs, 3a IPOBEACHUE 3KCIEPTU3bI JOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpenapaTr JUId TOJYyYEHHs pa3pelieHHss Ha IPOBENCHHE MEXITYHapOIHOIO
MHOTOLICHTPOBOI'O KJIMHMYECKOTO HCCIIEOBaHMUs JIEKapCTBEHHOIO IIpernapara i MEIULMHCKOrOo
IIPUMEHEHHUs, 34 BbIJAYy pAa3pelleHHsT Ha M[POBEACHUE MEXIYHApOJHOTO MHOTOLIEHTPOBOIO
KIIMHUYECKOIO0 HCCIIEIOBaHUs JIEKAPCTBEHHOIO IIpernapara [Uisli MEIULUHCKOrO IPUMEHEHMsS, 3a
MIPOBEACHUE JTHUYECKOM OSKCIEPTHU3bl, JKCHEPTHU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar uist
IIOJIyYE€HUsl Ppa3pelleHs] Ha MPOBEACHHUE IIOCTPETUCTPALMOHHOIO KIMHUYECKOIO HCCIIEJOBAHUS
JIEKApPCTBEHHOT'O Iperapara il MEIULIUHCKOrO NPUMEHEHMS, 3a BblJAady pa3pelIeHHs Ha IIPOBEACHUE
IIOCTPETUCTPALIMOHHOIO KIMHUYECKOTO HCCIIEJOBAHMsI JIEKAPCTBEHHOIO Ipenapara il MEIULMHCKOrO
MIPUMEHEHHUS.

6. IlpoBeageHue SKCHIEPTU3bl JOKYMEHTOB JUIsl TOJYYEHHs] pa3pelieHUss Ha MPOBEICHUE
KJIMHUYECKOT0 MCCIIEIOBAHUSA JIEKAPCTBEHHOIO IIpernapara JJisi MEIUIIMHCKOTrO MPUMEHEHHS U STUYECKOMN
JKCIEPTU3bL, COCTABICHUE KOMUCCHUEHW IKCIIEPTOB U COBETOM I10 3TUKE 3aKJIKOYEHHUM O BO3MOXXHOCTU WU
HEBO3MOKHOCTH MPOBEACHUS TAKOTO KIMHUYECKOTO MCCIEIOBAHUS WM HAMPABJICHUE dTUX 3aKIIOUCHUHN B
YIOJHOMOYEHHBIN (eiepanbHblii OpraH HCIOJHUTEIBHOW BIACTH OCYIIECTBISIOTCS B CpPOK, HE
MIPEBBIIAIONINN TPUALATA PAOOUYMX JHEW CO JHS TOJYYEHHUS SKCICPTHBIM YUPEKIACHHUEM 3aJaHus
YIOJHOMOYEHHOTO (pelepalIbHOTO OpraHa HCIONMHUTEIBHOW BJIACTU C MPUIOKEHHEM JOKYMEHTOB,
yKa3aHHBIX B TyHKTax 3, 4, 10 m 11 gwactu 2 HACTOSAIICH CTaThW, W COBETOM II0 3THKE 3aJaHUS
YIOJHOMOYEHHOTO (eiepalIbHOTO OpraHa HCIONMHUTEIBHOW BJIACTU C MPUIOKEHHEM JOKYMEHTOB,
yKa3aHHBIX B MMyHKTax 3 - 6, 8 1 9 yactu 2 HacTOAIIEH CTAThU.

7. B cpok, He MpeBBIIIAIOMUI MATH pabOUYMX JHEH cO THS MOJIyYeHUs 3aKIIOYeHHUH, YKa3aHHBIX B
yacTu 6 HACTOSIIIEH CTaThH, YIIOJTHOMOUEHHBIH (pe/iepantbHbIi OpraH UCTIOMHUTELHON BIACTH:

1) OCYHICCTBIIACT OLUCHKY IMOCTYIIMBIINX 3aKJIFOYCHUHN JJIA OIIPCACTICHUA UX COOTBETCTBUA 3aJaHUAM
Ha NPOBCACHUC COOTBCTCTBYIOIIUX SKCIICPTU3;

2) mpuUHUMAET pelleHHe O BblJaue pa3pellieHds Ha MPOBEACHHE KIMHUYECKOTO HCCIIEOBAHUS
JIEKapCTBEHHOTO TIperapaTa JJjisi MEIWIIMHCKOTO MPUMEHEHHS WU 00 OTKa3e B BbIaue YKa3aHHOTO
paspeleHus;

3) BBIOACT paspelleHHUe Ha MPOBEICHHE KIMHUYECKOr0 MCCIIEJOBAHUS JIEKAPCTBEHHOrO Ipernapara
IUIe MEAMLMHCKOrO TNPHUMEHEHUs WM pelleHne o0 OTKa3e B BbIJau€ YKA3aHHOIO pa3pelleHus ¢
yKa3aHHUEM IIPUYMH OTKa3a.

8. OcHOBaHMEM JIA OTKa3a B BbIJAUC PA3pPCHICHHA HA IPOBCACHHUC KIMHHUYCCKOI'O HCCIICIOBAHUS
JICKApCTBCHHOTO IMpfriapata AJI1 MCIUIHUHCKOI0O NPpUMCHCHHUA ABJIACTCA HAJIMYUC 3aKIOYCHUSA KOMHUCCUU
OKCIICPTOB HJIM 3aKJIKOYCHHUA COBC€Ta II0 OIOTHKEC O HCBO3MOXHOCTHU IIPOBCACHUA KIMHHUYCCKOI'O
HCCIICAOBAHMA JICKAPCTBCHHOI'O IIpe€riaparta AJd MCAULOWUHCKOrO TIMPUMCHCHUA 110 pe3yJibTaTaM
IMPOBCACHHBIX OKCIICPTU3, IPEAYCMOTPCHHBIX YaCTbIO 6 HaCTOﬂH_[eﬁ CTaTbu.

9. Pemienne 00 oTKa3ze B IPOBEIEHUM SKCIEPTH3bl JOKYMEHTOB JJIsl MOJYUYEHUS pa3pelieHHs] Ha
IIPOBEACHUE KIMHUYECKOTO MCCIIEIOBAaHUs JIEKAPCTBEHHOIO Ipernapara I MEIULUHCKOrO IPUMEHEHUs
U OTUYECKOM DKCIEPTU3bl M B BbIJAYE PA3PELICHHs HA IMPOBEICHUE KIMHUYECKOTO MCCIIEIOBAHUS
JIEKapCTBEHHOT'0 TpenapaTa Uil MEIUIMHCKOTO NMPHUMEHEHHUs MOXXET ObITh 00KaloBaHO B HOPSJKE,
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YCTaHOBJIEHHOM 3aKoHoAaTesbcTBOM Poccniickoit denepanun.

Cratbsa 39.1. 3TMyeckasa akcnepTu3a
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. OtHueckas 9KCIICPTHU3a MPOBOAUTCA COBETOM IO 3THKE, CO3JaHHBIM B IMOPAAKE, YCTAHOBJICHHOM
YIOOJIHOMOYCHHBIM @enepaﬂmeM OopraHomMm HCIIOJIHATEILHOMN BJIaCTH, B LCJIIX BbIAA4YHW 3aKJIIOYCHUS 00
STUYECKON 00OCHOBAHHOCTU BO3MOXKHOCTH MPOBCACHUA KIIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara Jjid MEAUIUHCKOIO IIPUMCHCHH.

2. DKcnepTaMu COBETa MO STUKE MOTYT OBITh MPEICTABUTEIN MEUIIMHCKUX OpraHU3aIuil, HayYHbBIX
opraHuzanuii, 00pa30BaTENbHBIX OpPraHU3AIMI BBICIIETO O0pa30BaHUsA, a TaKXKe MPEICTABUTEIU
OOIIECTBEHHBIX OPTaHU3AlMNA, PEIUTHO3HBIX OPTaHMU3AIMA M CPEACTB MaccoBoil nH(opmaruu. JlaHHbIe
OKCTEPTHl HE JOHKHBI HAXOJUTHCA B KAKOW-THMOO 3aBHCHUMOCTH OT Pa3paOOTYMKOB JICKAPCTBEHHBIX
MpenapaTroB U JPYTUX JIULl, 3aMHTEPECOBAHHBIX B PE3YJIbTATAX ITUUYECKON 3KCIIEPTU3BI.

3. Ommata ycIyr SKCIIEPTOB COBETa IO OSTHUKE OCYIISCTBISICTCS HAa OCHOBAaHWUHU JIOTOBOPA,
3aKJIFOUEHHOTO MEXy YMOJIHOMOYEHHBIM (hefepaabHbIM OPraHOM HCIOJIHUTENBHON BJIACTH, KOTOPBIM
CO37aH COBET II0 OTHUKE, M OJKCIIEPTOM COBETa IO JTHUKE, 3a CYET OIOUKETHBIX AaCCUTHOBAHUM,
MPEeyCMOTPEHHBIX YIOTHOMOYEHHOMY (heepanbHOMY OpraHy HCIOJTHUTEIbHOW BIACTH, KOTOPBIM
CO371aH COBET MO J3THKE, B (pemeparbHOM OIOKETE HAa COOTBETCTBYIONIMN TOJ Ha OOECIeYeHUEe ero
NEeATENIbHOCTH, B pa3Mepax, ycraHoBieHHbIX [IpaBurensctBom Poccuniickonn denepanuu.

4. SKCHepTI)I COBCTAa IO 3THUKE HECYT OTBCTCTBCHHOCTH B COOTBCTCTBUH C 3aKOHOAATCIHCTBOM
Poccuiickoit denepanuu.

5. CocTaB coBeTa 10 3TUKE, [T0JIOKEHHE 00 3TOM COBETE, MOPSIIOK €ro JesITeIbHOCTH, TPeOOBaHUS K
KBAJIM(HUKAIMU U OTBITY PAOOTHI IO SKCIIEPTHOM OIEHKE HAYYHBIX, MEIUIIMHCKUX U 3THYECKUX acleKTOB
KIIMHUYECKHUX I/ICCJ'Ie)IOBaHI/II\/'I JICKAPCTBCHHBIX npemnapaToB JJIsA MEOAUITMHCKOI'O IMPUMCHCHUA,
IpeabsBIseMble K 3KCIIEpTaM COBeTa IO ITHKE, MOPSJI0K OpraHu3alMd U IPOBEIECHUS 3TUYECKOH
AKCHEePTHU3bI, (hopMa 3aKITFOUEHHs] COBETA M0 3TUKE yCTAHABIMBAIOTCS YIOJTHOMOUYEHHBIM (eiepaabHbIM
OpPraHOM HCIIOJIHUTENBHONW BiacTH. YWCIO mMpeacTaBUTENed MEIUIUHCKMX OpraHu3aluid He MOXKeT
MIPEBBILIATH ITOJIOBUHY OT OOIIETO YUCIIa SKCIIEPTOB COBETA 110 3TUKE.

6. Undopmanmst o coctaBe coBeTa MO 3THKE, MJIaHAX €ro paboThl U TEKyLIeH AesITeNbHOCTU
pa3mermaeTcs Ha OQUIMAIBFHOM CalTe YIMOJTHOMOYEHHOTO (hefepasbHOTO OpraHa HCIIOJHUTEIbHON
BJIacTH B ceTu "MHTEpHET" B yCTAaHOBJIEHHOM UM TOPSIIKE.

Cratbsa 40. NpoBeaeHne KNMHUYECKOro uccrieaoBaHUA NeKapCTBEHHOro npenapara
Ana MeAULMHCKOro nNpuMeHeHus

1. PykoBoauTenr MEIUIIMHCKON OpTraHH3aIMH, KOTOpas MPOBOJUT KIMHHYECKOE HCCIICIOBAHHE
JIEKApCTBEHHOTO  TIpemapara JJisd  MEJAWIMHCKOTO  TNPUMEHEHHs, Ha3HadaeT  HCCIIeI0BaTEIs,
OTBETCTBEHHOTO 32 TMPOBEJCHWE TAaKOr0 HCCICHOBAHUS W HMEIOMIETO JICYeOHYI0 CIEIHabHOCTD,
COOTBETCTBYIOIIYIO TPOBOJAMMOMY KIMHUYECKOMY HCCIEIOBAaHUIO JICKAPCTBEHHOTO TIperapara, co
CTaxkeM paboThl MO MporpaMMaM KIHHHYECKUX HCCIEAOBAHUN JICKApPCTBEHHBIX IPENapaToB HE MEHEe
4yeM TpU ToJla W MO €ro MpeajoKEHUI0 Ha3HAauyaeT COMCCIeloBaTeNeld M3 4YHclia Bpadeld dSTou
MEIMIIMHCKON OpraHu3alnH.

(B pen. @enepanbpHOro 3akona ot 22.12.2014 N 429-03)

2. HCCJ’ICZ[OB&TCJ'II) OCYHICCTBJIACT BBI60p MalMCHTOB, KOTOPBLIC 110 MCAMUMWHCKHUM ITIOKAa3aHUAM
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MOTYT OBITH IMPUBJICYCHBI K YYAaCTUIO B KIIMHHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O Ipfcriapara i
MCIUITUHCKOI'O IPUMCHCHUS.

3. MHccrenoBatenb W COMCCIECIOBATENM JOJKHBI OBITh O3HAKOMJIGHBI C  pe3yJibTaTaMu
JOKITMHMYECKOTO  HMCCIICJIOBAHUSl  JICKAPCTBEHHOTO  CPEJCTBA,  COJACPXKAIIMMHUCS B  Oporrope
HCCIIEI0BATENsA, MPOSKTOM IPOTOKOJA KIMHHUYECKOTO HCCIICAOBAHUS JICKApCTBEHHOIO Iperapara s
MEIHUIUHCKOTO MPUMEHEHHsI, pa3padOTaHHBIM pa3pabOTYMKOM JICKAPCTBEHHOT'O Mperaparta HiId HWHBIM
IOpI/I)II/ILIeCKI/IM JINIIOM, HpI/IBHeKaCMBIM K OpFaHI/ISaIII/II/I HpOBeI[CHI/IH KIIMHUYCCKOI'0O HCCJICOIOBAHUSA
JICKQpPCTBEHHOT'O Iperapara Ui MEIUIMHCKOrO IPUMEHEHHs, W JAPYTUMH MaTephajaMHh TaKOro
HCCIeNOBaAHUS.

3.1. PyxoBoauTeNnb MEAUIIMHCKONH OpPraHU3allii B CPOK, HE MPEBBIMIAIONINN TpeX padouux JAHEH co
JTHSI Haydaja MPOBEACHUS KIMHUYECKOTO MCCIEOBaHUS JIEKAPCTBEHHOTO Mpemnapara i MEAUIIMHCKOTO
MPUMEHEHHs, co00IaeT 00 3TOM B YIOJIHOMOYEHHBIH (hefepaabHblii OpraH HCIOJMHUTEIHHOW BIACTH,
BBIZIABIIUI pa3pelIeHe Ha MPOBEJCHUE TAKOTO NCCIEA0BaHMS, TI0 YCTAHOBJICHHOM UM (popme.
(dactb 3.1 BBengena ®enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYLIECTBISIOIIME OPraHM3ALUI0 IPOBEJCHHUS KIMHUYECKOTO HCCIEI0BaHUs
JIEKapCTBEHHOI'O IIpernapaTa s MEAMLIMHCKOIO IPUMEHEHHMs M yKa3aHHble B 4dactu 3 cratbu 38
Hacrosiero denepanabHOr0 3aKOHA, B Cllydae HEOOXOJUMOCTH BHECEHHUS M3MEHEHUH B IPOTOKOJ
KJIMHUYECKOT'0 MCCIIEIOBAHUS JIEKAPCTBEHHOI'O IMpernapara Jjsi MEAMLUHCKOTO MPUMEHEHHUsI COOOILA0T
00 3TOM B YIIOJIHOMOUYEHHBIN (eiepanbHbIil OpraH UCIOJHUTEIBHON BJIACTH, BbIIABIIUIN pa3pellieHue Ha
IPOBE/ICHUE TAKOTO UCCIIEJOBAHUS, 110 YCTAHOBJIEHHON UM (hopMme.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. qDopMa COO6IJ.I€HI/I$I O BHECEHMH H3MCHCHHUN B IMPOTOKOJ KIIMHUYCCKOI'O HMCCIICAOBAHUA
JICKApCTBECHHOTO IMperapaTta JJid MEAUIMHCKOI0 IPpUMCHCHHA JOJIPKHA COACPIKATE CIICAYIOIUEC CBCACHUA:

1) HauMeHoBaHuUe, UACHTU(UKAITMOHHBIA HOMEP U J1aTa MPOTOKOJIAa KIMHUYECKOTO CCIIeI0BAHNUS;
2) nata BHECEHUSI U3MEHEHUH B MPOTOKOJ KIMHUYECKOTO HCCIIEI0BAHNUS;
3) HaMMEHOBaHUE U MECTO HAaXOXKJICHHs 3asiBUTEIIS;

4) HauMEHOBaHUE OpraHU3alM, NPUBJICYEHHON pPa3pabOTUMKOM JIEKaPCTBEHHOI'O Ipernapara K
OpraHU3alMM IPOBEACHUS KIMHUYECKOTO UCCIIEI0BaHuUS (TIPU HATUYHH);

5) HaAaMMCHOBAHUA M MECTa HaAXOXIACHHA MCIHUIIMHCKHX opraHmauHﬁ, B KOTOPBIX ITPOBOJUTCA
KIIMHUYCCKOC UCCICAOBAHUC,

6) mara BbIgAYM pa3pelIeHUs Ha TMPOBEJICHHE KIWHHYECKOTO HCCIICOBAHUS M HOMEpP 3TOrO
paspelieHus;

7) ©3MEHEHUs, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIICI0BAHMUS.
(dactp 4.1 BBeneHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAOMNN TPUAUATH pad0YNX AHEH CO JIHS MOJy4YeHUs YKa3aHHOro B yacTu 4
HaCTOsIILEeH CTaThM COOOIIEHMSI, YTOJHOMOYEHHBIH (QenepaiabHblii OpraH HUCIOJHUTENBHOW BIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAHOBJICHHOM MM TMOpPSAKE M MPUHUMAET PEIICHHE O BHECCHHHU
U3MEHEHUH B MPOTOKOJ KJIMHUYECKOTO HCCIIENO0BAaHUS JIEKAPCTBEHHOrO IpenapaTa Uisi MEIULMHCKOTO
NpUMEHEHHS Wi 00 OTKa3e BO BHECEHHHM TakWx u3MeHeHuil. [Ipm paccMoTpeHHH COOOIIEHHsS O
HEOOXO/MMOCTH BHECEHMsS HM3MEHEHUH B TNPOTOKOJ KIMHUYECKOTO MCCIEIOBAHUS JIEKaPCTBEHHOIO
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npemnapara aAjdd MCAUIHUHCKOIO IMPUMCHCHHA B NOCIAX OLCHKU 000CHOBAaHHOCTH npeajaracMbix
WU3MEHEHHUH U ONpE/EICHHs CTETEHH PHCKA IS MalMeHTOB, NMPHUHUMAIONINX YYacTHE B KIMHHYECKHX
HUCCJIICAOBAHUAX, YIOOJIHOMOYCHHBIM (beﬂepaﬂbHI)IM OopraHom HMCTIOTHUTEITbHOM BJIaCTHU MOTYT
NPUBJIEKATHCS IKCIIEPTHI COBETA 10 ITHUKE.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. KimHunyeckoe wuccinenoBaHue JIEKapCTBEHHOIO IIpernapaTta A MEIUIUHCKOTO IPUMEHEHUs
MOXKET OBITh MPHOCTAHOBJIEHO WJIM NPEKpALIeHO, €CJIM B IPOLECcCEe €ro IMpoBeAeHUs OOHapyX eHa
OIIACHOCTH U1l )KU3HM, 310pPOBbs IALIUEHTOB. B cilydyae BO3HUKHOBEHUS ONACHOCTH U1 )KU3HH, 310POBbS
MalUeHTa, YYacTBYIOIIErO B KIMHUYECKOM HCCIIEOBAaHMM JIEKAPCTBEHHOTO Ipernapara Juisd
MEJULMHCKOIO TPUMEHEHHUs, MCCIEoBaTeNn 00s3aHbl MPOUH(OPMHUPOBATH 00 3TOM PYKOBOJIUTEIS
MEJUIMHCKOW OpraHu3alMd M  OpraHU3alyio, IOJYUYMBIIYIO pa3pelieHHe YIOJIHOMOUYEHHOTO
¢denepanbHOrO OpraHa MCIOJHUTEIbHOM BJIACTH HA OPraHMU3alMI0 IPOBEACHHUS KIMHUYECKOTO
HCCIIEIOBaHMs JIEKapCTBEHHOI'O npenapara. Pemenue o npuocTaHOBIEHUH KIMHUYECKOTO MCCIIEI0BAHUS
JIEKapCTBEHHOI'O IIpernapaTa A MEAULUHCKOrO MPUMEHEHHS IPUHUMAIOT PyKOBOAUTENb MEIULIUHCKON
OpraHu3alyy 1 (M) OpraHu3anus, MoTydHBIlas pa3pelieHne yIOJHOMOYEHHOI o (heiepaabHOro oprana
UCIIOJIHUTEJILHON BJIACTH HAa OPraHM3ALMIO MIPOBEIEHUS KIMHMYECKOIO MCCIEN0BAaHUS JIEKAPCTBEHHOTO
mpernapata Juis MEAMIMHCKOIO TIPUMEHEHUS, pEeIIeHHe O TMPEeKpalleHUd TaKoro MCCIeIOBAHUS
NPUHUMAET YIOJHOMOYEHHBIN (eiepaabHbIil OpraH UCIOJHUTEIbHOM BIACTH HA OCHOBAaHUU COOOILEHUS
B IUCBMEHHOW (opMe pyKOBOIUTENS MEIUIMHCKOW OpraHU3aldd WM OpraHu3allys, [OJy4HBILas
paspelieHre yHOJIHOMOYEHHOro (heAepaibHOTO0 OpraHa HCIOJHUTENIBHOW BJIACTH Ha OPTraHU3ALUI0
MIPOBEICHUS KIIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOI O IIpernapaTa Jisi MEIUIIUHCKOTO PUMEHEHUSI.

7. B cpok, He MpeBBIIAONIMA MATH padounx AHEW CO JHS 3aBEpLICHMS, MPUOCTAHOBICHUS WU
MNpeKpalmCHusd  KIMHUYCCKOI'o HCCIICOOBAaHUA  JICKAPCTBCHHOI'O npenapara ajad MCAUIHUHCKOI'O
IPUMEHEHHs, COOOIIeHne 00 3TOM HampaBiseTCsl OpraHU3alMsIMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
HacTosuero denepaibHOr0O 3aKOHa, B YIIOJHOMOYEHHBIN (eepalibHbIil OpraH HCIOIHUTEIBHON BIacTH
10 YCTAHOBJICHHOH UM (opMme.

8. ®opMa cooOIIeHUsT O 3aBEpIICHUHU, MPUOCTAHOBJICHUU WIH TMPEKPANICHUU KIMHUYECKOTO
UCCIIeIOBaHMS JIEKApCTBEHHOTO MpernapaTa Jijisl MeIULIUHCKOTO IPUMEHEHUS JOKHA COJIePIKaTh:

1) uapOpMaIHIO 0 MEIUIIMHCKOW OPTaHMU3AIMHA WA MEIUIIUHCKAX OpPTaHHW3aIUsIX, MPOBOIUBIINX
JJaHHOE UCCJIeJOBaHUE;

2) onucaHue JaHHOTO UCCIIeI0BAHMS;

3) nanHble WcchemoBareis ((pamMHIHs, UMs, OTYECTBO, MECTO pabOThI, 3aHUMaeMas JIOJKHOCTD,
CHEIMAILHOCTh, CTaX paboOThl IO TporpaMMaM KIMHHYECKHX WCCIEAOBAHUN JICKApCTBEHHBIX
npernaparoB, TEPeYeHb KIMHUYECKUX HWCCIICOBAHUIN JICKApCTBEHHBIX MpPENapaTtoB, B KOTOPHIX OH
MPUHUMAJ y4acTre (IEPUOBI YUaCTHs) B KAUeCTBE UCCIIEIOBATENS HIIM COUCCIICIOBATENS);

(B pen. deaepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3yabTaT JAaHHOTO MCCIIEeI0OBaHUs (3aBepllleHHe, MPUOCTAHOBICHUE WK MPEKpallleHHe JaHHOTO
UCCIICZIOBAHMS C YKa3aHUEM UX MPUYUH ¥ BIUSHUS Ha OIEHKY €r0 pe3yJbTaToB, OOIIYI0 OLIEHKY PUCKA U
OXKUJIaeMOW TIOJNB3Bl OT TIPUMEHEHHS HCCIeIyeMOro JIKapCTBEHHOTO TpemapaTa, a Takke
npe/roiaracMple JalbHEHINE IEHCTBHS).

8.1. Ilpu BeIsABICHMH (QenepaIbHBIM OpPraHOM WCIIOJHUTENBHON BIACTH, OCYIIECTBISIFOIIAM
(GYHKIMH 1O KOHTPOJII0O M HaA30py B cdepe 3apaBOOXpaHEHMs, HAPYLIEHUH NpaBuil HaJulexKaluei
KJIMHUYECKOW NPAKTHKU NPU NPOBEACHUM KIMHUYECKOTO HCCIIEOBaHMS JIEKAPCTBEHHOIO IIpernapara,
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BIUSIOUIMX Ha MOJHOTY U (WJIM) JOCTOBEPHOCTH JAHHOTO KJIMHMYECKOI'O HCCIEIOBAHUS, yKa3aHHBIN
(benepanbHbIl OpraH UCHOJHUTEIBHON BIACTH MPUOCTAHABIMBAET MPOBEACHUE JAHHOTO KIMHUYECKOIO
WCCIEN0BaHUS U BBIHOCUT MEIUIMHCKOW OPraHM3allid, B KOTOPOM NPOBOJAUTCS JAHHOE KIMHHYECKOE
UCClIeIOBaHME, IMpeanucaHue o0 YCTpaHEHUM BBIABICHHbIX HapyueHuil. [lpu HeycTpaHeHuu
MEJIULUHCKOW OpraHW3alell BBIABICHHBIX HAPYIIEHMHM B YCTAHOBJICHHBIM B IPEIIMCAHUU CPOK
yKa3aHHbII (enepanbHblii OpraH MCIOJHUTEIbHON BIACTH NPUHUMAET pEIIeHHEe O MpeKpalleHuu
MIPOBEJICHUS KIMHUYECKOIO HCCIIEJOBaHMSI JIEKAPCTBEHHOI'O IpernapaTa W HalpaBiisieT B (penepanbHbIi
OpraH MCIIOJHUTEIbHOM BIJIACTH, OCYILECTBIAIOUIMA (YHKIMM 10 BBIpaOOTKE U pealu3aluu
roCy/1apCTBEHHOW MOJUTHUKA U HOPMATHBHO-IIPABOBOMY PEryJIMpPOBaHUIO B cdepe 3/paBOOXpaHEHUS,
3aKJII0YEHUE O BBIABICHUU IIPU NPOBEIACHUU JaHHOIO KIMHUYECKOIO UCCIEAOBAHUS HAPYLICHUHN IPaBUII
HaJuIexKalled KIMHUYECKON MPAaKTUKYU JUIsl IPUHATUS pelieHus] 00 OTMEHE pa3pelleHusl Ha OPraHu3aluio
IIPOBEACHUS JaHHOI'O KIMHUYECKOIO MCCIIENOBAaHUA C JaThl MPUHATUSA PELICHHUS O MPUOCTAHOBIICHUU
IIPOBEACHUS KIMHUYECKOIO NCCIEN0BaHUs JIEKAPCTBEHHOTO IIpenapara.

(uacts 8.1 B pen. @exnepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. VmnonHomoueHHBIH (enepalibHbIi OpraH MCIOJIHUTEIBHOW BIJIACTU OMYOJIMKOBBIBAET U
pasmemiaeT Ha cBoeM oduuuaibHoM caiite B cetn "HHTepHeTr" cooOlleHHMEe O 3aBepIIEHHH,
MIPUOCTAHOBJIEHUU WM HPEKPALICHUH KIMHUYECKOTO MCCIEN0BaHUs JIEKApCTBEHHOTO IMpernapara Jis
MEJULMHCKOTO MPUMEHEHHs B CPOK, HE IPEBBIMIAIOIINN NATH pabouux THEH co JHS ero MojydeHus, B
YCTaHOBJIEHHOM UM TOPSJKE.

10. YnoiaHoMo4eHHbIH (enepalbHbli OpraH HCHOJHHUTENIbHOM BIACTH OCYILECTBISET BEICHHE
peecTpa HCCJ'IGI[OB&TCJ'ICI\/’I, MMPOBOAAIIUX WX HNPOBOAUBIINX KIIMHUYCCKUC MCCICIOBAHUS JICKAPCTBCHHBIX
IIPEenapaToB Uil MEAULMHCKOIO IPUMEHEHHUS, B COOTBETCTBUU C YTBEPKACHHBIMH UM IIpaBWIaMU M
pa3Meniaer ero Ha cBoeM oduuuaibHOM caiite B cetu "MHTepHET" B YCTAaHOBJIEHHOM UM MOPSJIKE.
VYKkazaHHBIN peecTp COAECPKUT HH(OPMAITHUIO, TPEyCMOTPEHHYIO ITYHKTOM 3 4acTh 8 HACTOSIIEH CTaThH.

I1. Ortuer o pe3ynapTarax KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO TMpernapara s
MEJIMLIHUHCKOrO MPUMEHEHHS COCTABIISIETCS] OPraHU3aluel, yKa3aHHOM B 4acTU 3 cTaThbM 38 HACTOSILETO
®denepa’dbHOrO0 3aKOHA, HAa OCHOBAaHHWM 3aKIIOYECHUN MEAUUMHCKUX OPraHU3alui, MPOBOJMBIIUX 3TO
UCCIIeIOBaHNe, U MPEICTABIAETCS B YIOJIHOMOUYEHHBIH (efepaibHbIi OpraH UCHOTHUTENbHON BIACTH,
BI)IZ[aBHII/If/'I PaspCICHUEC Ha MPOBCACHUC 3TOIO0 UCCICAOBAHHA, B CPOK, HE HpeBbIHIaIOHH/Iﬁ TPEX MECALICB
CO JHS €ro 3aBEepIlICHHs, NPUOCTAHOBJICHUS WM NPEKpalleHHs, B IMOPSJAKE, YCTAHOBIECHHOM
YIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJIHUTEIBbHOU BIIACTH.

12. Hapymenune mnpaBwil Haajexalled KIMHUYECKONW MpaKTUKH, (aabCuUKaAIUs pe3yIbTaTOB
KIIMHUYECKOI0 HCCIIEI0BAaHUS JIEKAPCTBEHHOrO Ipenapara JJii MEJUIIMHCKOTO NPUMEHEHHs BIIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHUH € 3aKOHOAATeNsCTBOM Poccuiickoit denepanuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

13. IIpu npoBeIeHNH KIMHUYECKOTO UCCIIE0BAHMS JICKAPCTBEHHOTO TIpernapara Jijisi MeIUITMHCKOTO
MIPUMEHEHHUS JIOMyCKaeTCsl 3a00p y MAlMEHTOB OMOJIOTMYECKUX MaTepuaioB (00pasibl OMOJIOTUYECKHUX
KUJKOCTEH, TKaHEH, CEKPETOB M TPOAYKTOB J>KH3HEIACATEIHLHOCTH 4YEIOBEKa, (U3HOJOTHUYECKUX U
MaTOJIOTUYECKUX BBIJCIICHUM, MA3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOTICUIHBIN MaTepua)
1t ux n3ydenus B Poccuiickoit deneparuu u () 3a npenaenamu Poccuiickoit denepanun.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. Tlopsimox BBO3a B Poccuiickyio @enepanuio 1 BbIBO3a 3a npeaensl Poccuiickoit denepanuu
OMOJIOTMYECKNX  MaTepUaloB, TOJYYECHHBIX TIPH MPOBEICHUU  KIMHHYECKOTO  HCCIICIOBAHHS
JIEKApCTBEHHOr'0 TIpernapaTta s MEIUUMHCKOrO IPUMEHEHMs, ycTaHaBiuBaercs IIpaBuTenbcTBOM
Poccuiickoit denepanumu.
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(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 41. [loroBop 0 nNnpoBeAeHUN KIIMHUYECKOro uccriefqoBaHUs NieKapCTBEHHOro
npenapara Ans MeagUUUHCKOro NpUMeHeHUsA

1. Knunuyeckoe wuccineqoBaHUE JIEKAPCTBEHHOIO IMpernapara Jjsi MEAMIMHCKOTO TNPUMEHEHMS
MIPOBOJIUTCSA B COOTBETCTBUH C JOTOBOPOM O MTPOBEICHUH KIMHUYECKOTO MUCCIICIOBAHMSI JIEKaPCTBEHHOTO
npenapara Juisi MEIULMUHCKOTO TPUMEHEHMs, 3aKI0YaeMbIM MEX]y OpraHu3anuei, I[OoJydrBIICH
paspelleHre YIoJIHOMOYEHHOro (efepaibHOr0 OpraHa HUCHOJHUTENbHOM BIACTH Ha OPraHU3alUIo
MPOBEACHUS TAKOTO MCCIEIOBAHUA, M MEIMUIMHCKON OpraHu3anuei, OCYIIECTBIISIIOLIEH MNpPOBEICHUE
TaKOI'0 UCCJIETOBAHMUSL.

2. I[OFOBOp O HPOBCACHUU KIMHUYCCKOI'O HUCCICAOBAHUA JICKAPCTBCHHOTO IMpfCIllapaTa IJid
MCIUIUHCKOI'0 IPUMCHCHUS JOJKCH COACPKATD:

1) YCJIOBUS U CPOKHU MPOBCACHUS JaHHOI'O UCCIICAOBAHUA,

2) ompezaeleHne OOIIEH CTOMMOCTH MPOTPaMMBI JAHHOTO HCCJICIOBAHUS C YKa3aHUEM CYMMBI,
MpeAHa3Havyaroencs s BbIIIAT UCCIEA0BATENIM, COUCCIIEI0BATEISM;

3) onpenenenue GOpMbl PEICTABICHUS PE3YIbTATOB TAHHOTO MCCIIEAOBAHUS B YIIOTHOMOYEHHBIN
benepanbHBIA OPraH UCIIOTHUTENBHOMN BIIACTH.

CtaTtbs 42, ®duHaHcoBOe obecnevyeHue KINWHU4YeCKOoro nccnepoBaHus
NeKapCTBEHHOro npenapara ans MeguUUHCKOro npuMeHeHus

dunaHcoBOe oOecneyeHUe KIMHHYECKOTO HUCCIICA0OBaHUA JICKAPCTBCHHOI'O0 IMperiapara OJid
MCIUITUHCKOI'O IPUMCHCHUS OCYIICCTBIISICTCS 3a CUCT:

1) cpencTB denepanbHOro OrOIKETa;

2) cpeACTB OpraHu3alyii, MOJYYUBIIMX pa3pelleHne Ha OpTraHU3alMI0 MPOBEICHHUS TaHHOTO
HCCIIe0BaHMs, B COOTBETCTBUH C YCIOBHUSIMU JJOTOBOPA O €r0 MPOBEACHUH;

3) MHBIX HE 3aNpEIICHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit demepalini HCTOYHUKOB.

Cratba 43. ﬂpaBa nauynMeHToB, y4YaCcTBywOLWMUX B KIIMHU4YeCKOM wUcCcCriegoBaHUun
JIeKapCTBeHHOro npenaparta agnd meauumnHCKOro npuMmeHeHuns

. VYuactue mnamueHTOB B KIMHUYECKOM HCCIEAOBAHUM JIEKAPCTBEHHOIO TMperaparta Jyis
MEIUIIMHCKOTO MPUMEHEHHUS SBIISETCS JOOPOBOIBHBIM.

2. TlammeHT WM €ro 3aKOHHBIA IMPEJACTaBUTEh JODKEH OBITh MH(DOPMHpPOBAH B MHUCHMEHHOM
dhopwme:

1) 0 JICKapCTBCHHOM IIpfriapaTte ajd MCAUIHUHCKOro MPUMCHCHHUA W CYHIHOCTHU KIMHHUYCCKOI'O
HCCIICAOBAaHUA 3TOT'O JICKAPCTBCHHOI'O IIpCIIapara,

2) 0 6e30MacHOCTH JICKAPCTBEHHOTO Tpemnapara s MEIUIMHCKOTO MTPUMEHEHHs, €ro OXHUIAEMOM
3P GEKTUBHOCTH U CTETICHH PHCKA JUIS AIIMCHTA,

3) 00 YCIIOBUAX YHACTUSA MAUCHTA B KIIMHUYCCKOM HCCICOOBAHHUHU JICKAPCTBCHHOTI'O IIpCriapara Ajid
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MCIUIIUHCKOI'O IPUMCHCHUA

4) 0 HIeIM WM [eIdX W TPOAOJDKUTCIIBHOCTU KIIMHUYCCKOTO MCCICHOBAHUS JICKAPCTBECHHOI'O
npenapara ajisd MEAUIUHCKOTIO IPUMCHCHNA

5) 0 ,Z[CI\/'ICTBI/IHX MManuceHTa B CJIyda€ HCIIPCABUIACHHBIX B(I)(I)GKTOB BJIMAHUA JICKAPCTBECHHOI'O
npenapara Jjid MEAUIUHCKOI0 IPpUMCHCHHA Ha COCTOAHUC €T'0 3JO0POBbA;

6) 00 YCIIOBUSAX 00513aTEIBLHOTO CTPAaxOBaHUA KU3HU, 3A0POBBA MAIIUCHTA,

7) 0 TapaHTHAX KOH(l)I/IIleHIII/IaJ'IBHOCTI/I ydyactusd MNagu€HTa B KIMHHUYCCKOM HMCCICIOBAaHUU
JICKApCTBCHHOT'O IIperiapaTa AJid MCAUIUHCKOTI'O IPpUMCHCHH.

3. ﬂO6p0BOJ'IBHOC corjraCue nmaveHTa Ha y4aCTUC B KIMHHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O
npenapara i1 MCAUIUHCKOIO IMPUMCHCHUA TIMOATBCPIKAACTCA €TI0 IMOAINHUCHIO WM IOAIUCBIO €TO0
3aKOHHOI'O MPCACTAaBUTCIIA Ha I/IH(bOpMaHI/IOHHOM JIMCTKEC IMallKUCHTA.

4, HaL[I/ICHT WIM €ro 3aKOHHBIMI OpeaACTaBUTCIIb HWMECT IIPaBO OTKA3aTbCAd OT Yy4YaCTHAd B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O IIpfcriapara AJd MCAUIUHCKOIO IMPUMCHCHHUSA Ha JIFO0OH
CTauu IPOBCACHHUA TAKOI'O UCCICAOBAaHM.

5. IlpoBeneHune KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOrO Ipenapara s MEAUIHUHCKOIO
IIPUMEHEHHS C yYaCTUEM B KAa4e€CTBE IALlUEHTOB JIETEH JOIyCKAaeTCs TOJIBKO C COIVIACHS B NHMCBMEHHOU
dbopMe ux poauTenei, ychlHOBUTENEW. JleTh MOryT paccMaTpuBaThCsi B KauyecTBE IMOTEHIUAIbHBIX
NAIMEeHTOB TAKOI'0 MCCIIEeI0BaHMs, TOJIBKO €CIH €ro MPOBEACHNE HE00X0AUMO JUIsl YKPEIJICHUS 3/10pPOBbs
neTe Wik npo@uiIakTUKU WH(EKIIMOHHBIX 3a00J€BaHUI B JIETCKOM BO3pacTe JIMOO €CiIM LEIbI0 TaKOro
UCCIIEIOBAHMS SBJISETCS MOJYUYEHUE JAHHBIX O HAWIy4dlled JO3MPOBKE JIEKAPCTBEHHOIO IMpemnapara Jyis
JedyeHus nered. B aTuX ciayyasx TakoMy HCCIEIO0BAaHUIO JIOJDKHO MPEIIIECTBOBATh KIMHUYECKOE
HCCIIEIOBAaHUE JIEKApCTBEHHOIO IpernapaTa Uil MEAMIMHCKOIO NPUMEHEHHUS Ha COBEPILIEHHOJIETHUX
rpaxJaHax, 3a UCKIIOYEHHEM CJIy4aeB, €cClId HCCIeAyeMBblil JIeKapCTBEHHBIM mpemapaTr Juis
MEIUIIMHCKOTO IIPUMEHEHHUS IIpeIHa3HAuYEeH HCKJIIOUUTEIIBHO TUISL HCII0JIb30BAHHUS
HECOBEPUICHHOJIETHUMHU I'paxJIaHaMU.

(B pen. deaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpen1aeTcsI MPOBCACHUEC KIIMHHUYCCKOr0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIperiapata IJId
MCAUIHUHCKOI'O IPUMCHCHUS C YUACTUEM B KAaUCCTBC IMAIIUCHTOB!

1) nereli-cupoT u feTeil, ocTaBIIKUXCs 0€3 MONeUYeHUs POIUTENEH;

2) KEHIIMH B TepuoJ OEepeMEeHHOCTH, >KEHIIMH B TMEPHUOJ TPYJHOrO0 BCKapMJIMBAHUS, 3a
UCKJIIOUYEHUEM CIIy4aeB, €CJIM IPOBOAUTCS KIMHUYECKOE HCCIIEI0OBAaHUE JIEKApCTBEHHOTO IIpernapara,
MpeIHa3HAYEHHOT0 JUIsl YKa3aHHBIX KEHIIWH, IPU yCIOBUU HEOOXOAMMOCTH TMOMy4YeHHs] MH(OpMaIuu
TOJIbKO BO BpEMs MpPOBENEHUS COOTBETCTBYIOUIMX KIMHUYECKUX HCCIECJOBAHUM M TNPUHATUS BCEX
HEOOXOUMBIX MEp IO HCKIIOYEHHIO pPUCKAa HAHECEHHs Bpela >KEHIIMHE B IMepuoJl OepeMEeHHOCTH,
KEHILMHE B IEPHUOJ IPYAHOI0 BCKAPMIIMBAHMSL, IOy WU PEOCHKY;

3) BOEHHOCHY’XalllUX, 3a MCKIIOYEHHEM CIIy4aeB IPOBEICHUS KIMHUUYECKOrO0 MCCIEeI0BAHUS
JIEKapCTBEHHOTO TIpenapaTa, CHelHaIbHO pPa3pabOoTaHHOTO [UIS TNPHUMEHEHHs B YCJIOBUSX BOCHHBIX
NCUCTBUM, 4Ype3BBIYANHBIX CHUTyallMii, NpoQUIAKTUKM U JiedyeHus 3a00NeBaHUN H MOpaKEHUH,
MOJYYCHHBIX B  pe3yJIbTaTe BO3ACUCTBUS  HEONATONPUATHBIX  XMUMHUYECKHX, OHOJOTHMYECKHX,
panuanuoHHbIX (akTopoB. KiMHHMYeckoe HccleoBaHUE TAaKOro JIEKapCTBEHHOIO Ipernapara MOXKeT
IIPOBOJIUTHCS C YYACTUEM B Ka4ECTBE NALIMEHTOB BOCHHOCITYKAIIUX, 3 UCKIIOYEHUEM BOCHHOCTYKaIlUX,
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MIPOXOSIINX BOCHHYIO CITY>KOy 10 MPU3BIBY, C COOJIIOACHIUEM TPEOOBAaHUM, YCTAHOBICHHBIX HACTOSIIAM
®denepanabHbIM 3aKOHOM B OTHOLLIEHUH TPAKIAHCKUX JIULI;

4) cOTpyAHUKOB MTPaBOOXPAHUTEIIbHBIX OPraHOB;

5) JIMII, OT6BIB3.IOH_[I/IX HakKa3aHUC B MCCTax JIMIICHUSA CB060,Z[BI, a TaKXKEC JIHML, HAXOOAIIUXCA I10M
CTpa)KCI\/’I B CJICACTBCHHBLIX U30JIATOpAaX.

7. Jlomyckaercs NpOBEIECHHE KIMHUYECKOIO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Ipernapara it
MCOAUITUHCKOI'O HpI/IMeHeHI/ISI, npez[HasHaquHoro IJIA JICHCHUA IICUXUYCCKUX 3360J’IGB3HPII>1, C yLIaCTI/IeM B
KauecTBE MAIMEHTOB JIUI] C MICUXUYECKUMHU 3a00JIeBaHUSIMU, PU3HAHHBIX HEJIEECIIOCOOHBIMU B TOPSIKE,
YCTAaHOBJIEHHOM  3aKOHoJarenbcTBOM  Poccuiickoit  @enepanuu. KinuHuueckoe — McclieloBaHUE
JIEKapCTBEHHOT'O TMpemnapara B 3TOM CiIy4ae MPOBOJIUTCS MPH HAIWYUH COTJIACHs B MUCBMEHHOU (opme
3aKOHHBIX npencraBnTeneﬁ YKa3aHHBIX JINI.

Cratba 44. OOszatenbHOe CTpaxoOBaHMEe XU3HW, 300POBbA  MNALMEHTA,
yyacTBylLWero B KNMHMYECKOM WUCCnefoBaHMM JleKapCTBEHHOro npenapaTta AnA
MegULUHCKOro NpUMeHeHus

(B pen. @exnepanbHoro 3akona ot 29.11.2010 N 313-03)

1. Opl"aHI/I3aI_[I/I5{, noJiyuuBlIas pa3pCliCcHUEC Ha OpraHu3aluio MPOBCACHUSA KIMHUYCCKOIO
HCCIICA0OBAHNA JICKAPCTBCHHOI'O IIp€rapara IajJd MCECIAUIUHCKOIO IPUMCHCHUA, 00s3aHa B KayecCTBE
CTpaxoBaTCJIsl CTPaxoBaTb PUCK IMNPUYUHCHUSA BpEAa XKU3HU, 3O0POBBIO IMAMCHTA B PC3YJIbTATC
MPOBCACHUSA KIIMHUYCCKOTIO MCCICAOBAHUA JICKAPCTBCHHOI'O IMpCriapaTta A MEAULIUHCKOIO IMPUMCHCHUA
3a CBOM CUEeT IIyTCM 3aKJIIIOYCHHUA JOTOBOpaA 00513aTEeNIBLHOTO CTpaxOBaHUH.

2. OOBeKkTOM 0053aTeIbHOTO CTPAaXOBaHUS SBISETCS WMYIIECTBEHHbI HWHTEpec MalueHTa,
CBA3aHHBIM C IPUYMHEHUEM Bpea €ro KU3HU WIH 3J0POBBIO B PE3YJIbTATE IPOBEACHUS KIMHUYECKOIO
HCCIIE0BaHMS JIEKAPCTBEHHOTO IIpenapara Jisi MEAULMHCKOTO IPUMEHEHHS.

3. CTpaxoBbIM CIIy4aeM IO JI0TOBOPY 00s3aTeNbHOTO CTPAXOBAHUS SIBISIETCS CMEPTh MallieHTa WIH
YXYJIIIEHUE €ro 37J0pOBbs, B TOM YHCIIE BJICKYIIEE 32 COOOM YCTaHOBIEHNE UHBAIMIHOCTH, TPU HATUYHUH
MPUYMHHO-CJIEICTBEHHON CBSI3M MEXAY HACTYIJICHMEM 3TOTO COOBITHS U ydYacTHEM TMalleHTa B
KIIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOI'O IIperapara.

4. Tpe6OBaHI/I${ O BO3MCHICHHM BpC€aa, NIPUYMHCHHOI'O JXWU3HH WX 3I0POBbBIO IIAIUMCHTA,
MPCABABIAIOTCA B TCUYCHHUC CPOKOB HCKOBOM JaBHOCTH, YCTaHOBJICHHBIX TpaXXJaHCKHUM
3aKOHOJaTCJIbCTBOM.

5. Pa3zmep cTpaxoBO# BBIIUIATHI MO JIOTOBOPY 00S3aTEIBHOTO CTPAXOBAHUS COCTABIISET:

1) B CJIyda€ CMCpPTHU ITalMCHTA [1Ba MHJIJIMOHA py6nel71 Ha KaXXAO0ro InamuceHTa, y4aCTBOBABLICTO B
KIIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOT'O ITPEIiapara,

2) mpu yXyALIEHUH 30POBbs MAIUEHTA!

a) TOBJIEKILIEM 32 cO0OI yCTaHOBJIEHME MHBAIWIHOCTU | rpymIibl, OJUH MUJUIMOH ISTHCOT ThHICSY
pyOsieli Ha KaXAOro MalMeHTa, y4YacTBOBABLIETO B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOI'O
npenapara;

0) moBiekieM 3a co0oil ycTaHoBIeHME HHBaJUAHOCTU Il rpymnmbl, OAMH MWUIMOH pyOsiedl Ha
Ka)KJI0ro MalueHTa, y4acTBOBABLIETO B KIIMHUYECKOM HCCIIE0BAaHNH JIEKAPCTBEHHOTO Mpenapara;
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B) MOBJEKIIEM 3a co0oil ycraHoBieHue uHBanuaHocTU III rpymnmel, msATbCOT ThicsSY pyOsiel Ha
Ka)KJOr0 MalMEHTA, y4acTBOBABLIETO B KIIMHUYECKOM MCCIIEA0BAaHNN JIEKAPCTBEHHOTO Npenapara;

T') HE MOBJIEKIIeM 3a cCO00H yCTaHOBICHHS WHBAUIHOCTH, HE 00Jiee YeM TpUCTa THICSY pyOJiel Ha
KOKJOr0 TMaIlMeHTa, y4YacTBOBABIIET0 B KIMHUYECKOM HCCIEIOBAHUHU JIEKAPCTBEHHOrO IIpemaparta,
WUCXONI W3 HOPMAaTHBOB, OTPAXAIONIUX XapakTep U CTENEHb NOBPEKICHUS 3/I0POBBS, a TaKXKe
(aKkTUYeCKH TOHECEHHBIX TMAIlMeHTOM pPAacXOJOB, BBI3BAHHBIX TOBPEXKICHHUEM 3JI0pPOBbs, Ha
MEIMIIMHCKYIO TTIOMOIIb, TPHOOPETEHHUE JICKAPCTBEHHBIX MTPENapaToB.

(nm. "r" B pea. @eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. Yrpatwi cuny ¢ 1 utons 2015 roxa. - @eaepanbublii 3akon oT 22.12.2014 N 429-D3.

7. CpOK A0TroBoOpa 00513aTEIIHLHOTO CTpaxOBaHUs HC MOXKET OBITh MCHCC, UCM CpPOK IMPOBCACHUA
KIIMHUYCCKOI'0 UCCJICAOBAHUA JICKAPCTBCHHOT'O ITpEIiapara.

8. YcinoBusi moroBopa 00s3aTENBLHOTO CTPAaXOBaHUSA, B TOM YHCIE CTPaxoBble Tapu(bl IO
00s13aTeTLbHOMY CTPaXOBaHUIO, MEPEUYCHb HEOOXOJMMBIX JOKYMEHTOB JUIS OCYIIECTBICHHS CTPAXOBOM
BBITUIATHI, TOPSAOK YCTAHOBIIGHUS CTpaxoBaTeJeM HHAWBUIYATbHOTO HWACHTU(DUKAIIMOHHOTO KOAa
ManucHTa, MOpsAa0K I/IH(bOpMI/IpOBaHI/ISI CTPaxoBaTCJIEM CTPAXOBIIMKA O IMPUBJICYCHHBIX K KIIMHUYCCKOMY
WCCIIEIOBAaHUIO JICKAPCTBEHHOTO TMpernapara A MEIUIMHCKOTO MPUMEHEHHUS NalMeHTax, MOPSIoK
YILIaTbI CTanOBOI\/’I IpEMHUH, MMOPAAOK pCain3allvi ONPCACICHHBIX HACTOAIINM CDC)ICpaHI)HBIM 3aKOHOM U
apyrumu - (enepanbHBIME 3aKOHAMH TpaB U OOS3aHHOCTEH CTOPOH MO JOrOBOpPY 00s3aTeIbHOTO
CTpaxOBaHHsA, a TaKXKXC HOPMATHBBI, OTpAXAIOMIUC XapaKTEp W CTCICHb IMOBPCKACHUA 300POBbA,
yCTaHABIMBAIOTCS TUTIOBBIMU IIPABHIIAMU 0053aT€ILHOTO CTPaXOBaHUS.

(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. B ciiyyae npu4ynHEHHs Bpeia )KU3HU MAIUEHTa, YYaCTBOBABIIETO B KIMHUYECKOM HCCIIEOBAHUN
JIEKapCTBEHHOI'O Tpernapara, BBIFOJONPUOOPETATENSIMU 10 JIOTOBOPY 0O0S3aTENBHOTO CTPaxXxOBaHUS
SBJISIIOTCA TpakJaHe, HMMEIOLIMEe MpaBO Ha BO3MEIICHHE BpeAa B ClIydyae CMEpPTH KOPMHUJIbLIA B
COOTBETCTBHH C TPAKIAHCKUM 3aKOHOJIATEIHLCTBOM, MPH OTCYTCTBHHM TAaKWUX TPaXJaH - POIUTEINH,
CYNpyT, AETH yMEPILIEro MalueHTa, Y4acTBOBABILETO B KIMHUYECKOM HCCIEIOBAHHH JIEKAPCTBEHHOTO
mpenapara, B cllyda€ CMEpPTH TMAlMEeHTa, YYacTBOBABIIETO B KIWHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO Mpenapara W He MMEBILIEro CaMOCTOSATENIBHOTO JI0XO0Ja, - TpakJaHe, Ha MKIUBEHUU
KOTOPBIX OH HaXOJWJICS, B OTHOIICHHMM BO3MEIICHHS pPAcXOJOB Ha IMOrpedeHue TMalHeHTa,
Y4acTBOBABIIETO B KJIMHHUYECKOM HCCJIEIOBAaHUM JIEKAPCTBEHHOTO Iperapara, - JIMIO, OHECIIee TaKue
pacxosbl.

10. CrpaxoBass BbIIIaATA B CYET BO3MELICHHWsS Bpena, NPUUYMHEHHOTO JKU3HU TALUEHTA,
y4acTBOBABIIETO B KIMHUYECKOM HCCIEIOBAaHMM JICKAPCTBEHHOI'O IpenapaTta, paclpeueiseTcss MEexXIy
BBIFOJIONIPHOOpETATEIIMA TPOIOPLUOHATIBHO UX KOJMYECTBY B PABHBIX JI0JISAX.

11. Tlpu HacTymjaeHUHM CTPAXOBOrO Ciy4yash TMalMEeHT, YYacTBOBAaBIIMM B KIMHHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOTO  Tperapara,  BbIFOJONpUOOpeTaTeNs  BIOpaBe  NPEAbSIBHUTH
HETMOCPEJCTBEHHO CTPAXOBIIHMKY TPeOOBaHKME O BO3MEIICHUH MPUIMHEHHOTO Bpeaa. CTpaxoBas BhIILIATA
OCYIIECTBIISIETCSI CTPaxXOBIIMKOM B TEUEHUE TPHUALIATH JHEH CO IHS MPEeACTaBICHUS HEOOXOJMMBIX
JOKYMEHTOB. [laliieHT, y4acTBOBABIIMI B KIIMHUYECKOM MCCJIEJOBAaHUH JIEKAPCTBEHHOTO Mpenapara, Uin
BBITOIONIPHOOpETaTENh 0053aH COOOIIUTH CTPAXOBIIMUKY [JISI OCYIIECTBICHHS CTPaXOBOH BBIMIIATHI
WHIVNBUIYTBHBIN MICHTH(UKAIMOHHBIA KO/ IMallMeHTa, YCTAHOBICHHBIN CTPAaxOBaTeJIeM B COOTBETCTBHH
C TUMOBBIMH MPaBUIIAMH 00S13aTEILHOTO CTPAXOBaHUS.

12. Jlo TONHOrO OmpelelieHus pa3Mepa IMOJUICKAIIEro BO3MEIICHHIO Bpela CTPAXOBIIMK 10
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3asBJICHUIO MAI[UEHTA, y9aCTBOBABLIETO B KIIMHUYECKOM MCCIIEIOBAHNH JIEKAPCTBEHHOTO IIpenapara, Win
3asBJICHUIO BBITOAONPUOOpETATENs BIIPABE OCYLIECTBUThH YAaCTh CTPAXOBOM BBIIJIATHI, COOTBETCTBYIOIIYIO
(bakTHUECKU ONpeesIeHHON YacTH MPUYMHEHHOTO Bpea.

13. CTanOBaH BbIIIaTa B  COOTBCTCTBHUU C  JOTOBOPOM 00513aTEJILHOIO CTPpaxOBaHUA
OCYHICCTBIACTCA HE3aBUCUMO OT BBIIUIAT, IPUIXUTAOIINXCS IO APYTUM BHUAaM CTPaxXOBaHUs.

14. He pomyckaercsi ydwacThe TAaIlMeHTa B TPOBEJICHUM KIMHHUYECKOTO HCCIICIOBAHUS
JICKapCTBEHHOTO Ipenapara Mpu OTCYTCTBHHU JIOTOBOPA 00S3aTEIIbHOTO CTPAXOBAHUSI.

15. KoHTponb 3a HCIOJIHEHUEM OpraHU3alMell, MOJIY4YMBIIEH pa3pelieHue Ha OpraHU3aluio
MPOBEICHUS KJIMHUYECKOTO MCCIIEA0BAHMUS JIEKAPCTBEHHOIO Mpernapara JJjisi MEIUIIMHCKOrO MPUMEHEHHS,
YCTaHOBJICHHON HACTOSIICH CTaThell 00S3aHHOCTU MO 00S3aTEIILHOMY CTPaXOBaHUIO >KU3HH, 310POBbS
MalKUeHTa, Y4YacTBYHOMmIEro (ydJacTBOBABIIETO) B KIMHUYECKOM HCCIICIOBAHMHM JIEKAPCTBEHHOTO
mpemapaTra, OCYIIECTBISICTCS YIMOIHOMOYEHHBIM (heiepadbHbIM OPraHOM HCIIOTHUTEIBHONW BIIACTH,
BBIJIaBIIIMM pa3pelIeHUE Ha MPOBEACHUE KIMHUYECKUX HCCIICIOBAHUM JIEKAPCTBEHHBIX MPENapaToB IJIst
MEIMUIMHCKOTO IPUMEHEHUS.

Nnaea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 45. [pon3BoACTBO fleKapCTBEHHbIX CPeACTB

1. TIpou3BOACTBO IEKAPCTBEHHBIX CPEICTB JOJDKHO COOTBETCTBOBATH TPEOOBAHMSIM IPABUII
HaJIeKaIIed MPOU3BOACTBEHHOMN MPAKTUKU, YTBEPKIECHHBIM YIIOJTHOMOYEHHBIM (PeiepaabHbIM OPTaHOM
UCIIONHUTENBbHOHN BracTH. Oco0EHHOCTH TMepexo/ia MPOU3BOICTBA OTACIBHBIX JIEKAPCTBEHHBIX CPEJICTB K
WX TIPOU3BOJICTBY B COOTBETCTBUH C TPeOOBAHUSIMHM MPABHII HAJICKAIIEH TTPOU3BOACTBEHHON MPAKTHUKH
ycraHaBinuBaroTcsa lIpaBurensctBom Poccuiickont @enepaunu. Belnaya 3akiIFOYEHUNA O COOTBETCTBHUM
MIPOM3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHMSIM TIpaBUJ HAJJISKAIIed MPOU3BOICTBEHHOM
MPAaKTUKU OCYIIECTBIIAETCS MO pe3yJbTaTaM WHCIEKTUPOBAHMS IPOU3BOIUTENECH JIEKAPCTBEHHBIX
CpPEACTB B MoOpsnKe, ycraHoBiaeHHOM IIpaButensctBom Poccuiickont ®enepauuu. Pasmep miatel 3a
BbIIauy 3aKJIOYEHUS O COOTBETCTBUHM IMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHUSM IMPaBUI
HaJUIeKalled  IPOM3BOACTBEHHOM  IpakTUKU  ycraHasiuBaercs  [IpaBurensctBoM — Poccuiickon
®enepaunu. [lopsaok opraHuzalnuy U NPOBEACHUS MHCIEKTUPOBAHUS MPOU3BOJUTENEH JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpEOOBaHUSM TpaBWUJI HAJJIEXKAIIeW MPOU3BOACTBEHHON MPAKTUKU
ycranaBnuBaetcs [IpaButenscTBoM Poccuiickoit denepaiuu.

(B pen. ®enepanpHbix 3akoHOB OT 25.06.2012 N 93-®3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. Ilpou3BojACTBO JieKapCTBEHHBIX cpeAcTB B Poccuiickoii denepanum  oCylIeCcTBISETCS
MIPOU3BOUTENISIMU JIEKAPCTBEHHBIX CPEICTB, UMEIOUIUMH JUIICH3UIO Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepikaeHHE COOTBETCTBUS JUIIEH3MATa TMpaBWIaM HaJJIeXKalle MpOU3BOJCTBEHHON
MPAKTUKU OCYIIECTBIIIETCS B paMKax JIMIEH3MOHHOTO KOHTPOJS B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM
Poccwuiickoit @eneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B 9aCTH | HACTOSIIEH CTAaThU.

(B pen. denepanbubix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYILIECTBIAETCS ¢ COONIOJEHHEM TpeOoBaHHM
MPOMBIIIJICHHOTO PETJIaMeHTa, KOTOPBIA yTBEPKAAeTCsl PyKOBOJUTEIEM MPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB UM BKIIOYaeT B ce0s TNepedeHb MCHOJIb3yEMbIX (apMalleBTUUECKUX CYOCTaHUMH U
BCIIOMOTATENIbHBIX BEIECTB C yKa3aHUEM KOJMYECTBA KaXKAOr0 M3 HHX, JaHHbIE 00 MCIIOJIB3yeMOM
000py/IOBaHUY, OIHMCAHUE TEXHOJOTHYECKOrO IIpoIlecca W METOJOB KOHTPOJS Ha BCEX J3Tamax
IIPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.
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4. Ilpu npou3BOACTBE JIEKAPCTBEHHBIX CPEJICTB HCIIOJIB3YIOTCS (papMalleBTUUYECKUE CyOCTaHIUHU,
BKJIIOYEHHBIE B TOCYJJApPCTBEHHBIN PEeCTp JIEKapCTBEHHBIX CPE/ICTB, 3a UCKIIOYEHHEM (papMalleBTHYECKUX
cyOcCTaHIMH, MPOU3BOIUMBIX Ul POBEIECHUS KIMHUYECKUX HCCiIeI0BaHui 1 17 3kcnopTa. K mponeccy
IIPOM3BOJICTBA (hapMalleBTHUECKOW CyOCTaHIIMM OTHOCATCS JII0OBI€ CTAAMU TEXHOJIOTHYECKOTo Mpolecca,
MO3BOJISIOIINE TIOTYYHTh TOTOBBINA MPOAYKT, COOTBETCTBYIOUIHIA TPEOOBaHUSAM (papMaKOIeHHON CTaThH, B
TOM 4YHcie (epMeHTalMs, SKCTPaKIUs, OYUCTKA, BBIJCIEHUE, NEPEeKPUCTAIUIM3AIMs, BbICYIIMBAHUE,
U3MENIbYCHHE.

(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

4.1. IlepeueHb JEKApCTBEHHBIX IPENapaToB JIsi MEIULIUHCKOTO IMPUMEHEHMs, B OTHOLICHUH
KOTOPBIX YCTAHABJIMBAIOTCA TpeOOBaHUS K OOBEMY Taphl, YNAaKOBKE M KOMIUIEKTHOCTH, I€peueHb
JIEKapCTBEHHBIX MPENapaToB JIjIsl BETEPUHAPHOI'O IPUMEHEHHS, B OTHOILIEHUU KOTOPBIX YCTaHABIMBAIOTCS
TpeOoBaHUs K 00BEeMy Tapbl, a TakXke TpeOOBaHUS K OOBEMY Taphl, YHAaKOBKE W KOMILJIEKTHOCTU
JIEKapCTBEHHBIX IpenapaTroB s MEIUIMHCKOrO TPUMEHEHHs, TpeOoBaHHsS K O0bEMy Tapbl
JIEKapCTBEHHBIX IPENapaToB [UIsl BETEPUHAPHOIO IPUMEHEHMS OIPEIEISIIOTCS COOTBETCTBYIOIUMMU
YIOJHOMOYEHHBIMU (eiepabHbIMU OpraHaMU HCIOJHUTENIbHON BJIACTU B IOPSJKE, YCTaHOBJICHHOM
IIpaBurensctBoM Pocculickoit denepanuu.

(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHuzaiuy, OCYLIECTBJISIOIIME MPOM3BOJACTBO (hapMaleBTHUECKOW CyOCTaHLMU CHHpTa
STWIOBOTO (3TaHONA) AJSI NMPOM3BOJCTBA CIMPTOCOJCPIKAMIMX JICKAPCTBEHHBIX MNPENapaToB, OOS3aHbI
OCYILECTBIIATh YUET U JIEKJIapupOBaHHE B MOPSJAKE, YCTAaHOBICHHOM cTaThsiMu 8 U 14 ®DenepaibHOro
3akoHa oT 22 HosiOpsa 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryjiMpOBaHUM IPOU3BOJCTBA U
0o0opoTa 3TUJIOBOTO CHHMPTA, AJKOTOJBHONW W CHUPTOCOJAEpKAaIled MPOAYKUMH U 00 OrpaHHYEeHUHU
noTpebieHus (pacuTHs) aJIKOTOJIbHOM NpoayKuuu".

(uacts 4.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 03.07.2016 N 261-D3)

4.3. nauBruayanbHble TPEANPUHAMATENN U IOPUIAYECKHE JUIA, OCYIIECTBISIIONIUE 3aKYIKy WU
UCMOJIb30BaHUE (papMalleBTUYECKON CyOCTaHLMM CUPTa STHIOBOIO (3TaHOJA), a TaKKe MPOU3BOJCTBO,
U3rOoTOBJIEHHE M (WiIM) 000poT (32 HCKIIOYEHHUEM PO3HUYHOW MPOJAXH) CIHUPTOCOAEPIKALIUX
JIEKapCTBEHHBIX NpenapaToB, OO0A3aHbl OCYILECTBIATh MX YYeT U JeKJIapupoBaHHE B IOpSJIKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 ®enepanbHoro 3akoHa or 22 Hos6ps 1995 roma N 171-®3 "O
rOCYJJapCTBEHHOM PpEryJMpOBaHUM IPOU3BOACTBA M 000pOTa 3TUIIOBOTO CIUPTA, AJIKOTOJBHOH U
CHUPTOCOJEpIKAIIEH MPOAYKIMU U 00 OrpaHUYEHUH OTPEOIeHUS (PacUTHs) AJIKOTOJIbHOW MPOyKIUH'".
(dactp 4.3 BBeneHa denepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3)

5. 3anpemiaercs MPOU3BOICTBO:

1) JICKAPCTBCHHLIX CPCIACTB, HC BKIIIOYCHHLIX B FOCY,HapCTBeHHBIﬁ peeCTp JICKAPCTBCHHLIX CPCACTB,
3a HUCKIIIOYCHHUCM JICKAPCTBCHHBLIX CPCACTB, IMPOU3BOAMMBIX JJII TPOBCACHUA  KIIMHHUYCCKUX
I/ICCJ'Ie,Z[OBaHI/Iﬁ H UL 3KCIIopTa,

2) danbcudUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB;
3) nexapcTBEHHBIX CPEJICTB 0€3 JIMLEH3UHN Ha IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) neKapCTBEHHBIX CPEACTB C HAPYIICHUEM TNPaBUJI OPTaHHW3allMKd TMPOU3BOACTBA W KOHTPOJIS
Ka4yeCTBA JICKAPCTBEHHBIX CPEJICTB;

5) dapmaneBTUUeCKOW CyYOCTaHIIMM CHOUPTA OJTHWIOBOTO (9TaHOJA) HA TEXHOJOTHYECKOM
000pYyI0BaHUH, KOTOPOE HE 3aPETUCTPHUPOBAHO WIIM 3aKOHCEPBUPOBAHO B COOTBETCTBUU ¢ DenepaibHbIM
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3aKkoHOM 0T 22 Hosi0pst 1995 roga N 171-@3 "O rocynapcTBEHHOM peryJupoBaHUU MPOM3BOACTBA U
0o0opoTa 3TUJIOBOTO CHMPTA, AJKOTOJBHONM W CHUPTOCOAEp’Kalled MPOAYKUUMH U 00 OrpaHU4YEeHUH
noTpebieHus (pacuTHs) aJKOTOJIbHON NpoayKuun".

(m. 5 BBeneH DenepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

6. Ilpu BBOIE JIEKAPCTBEHHBIX CPEJICTB B TPAXKIAHCKUA OOOPOT YIOJTHOMOYEHHOE JIUIO
MIPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEJCTB OCYILECTBIAET MOATBEPKACHUE COOTBETCTBUS JIEKAPCTBEHHbBIX
cpenctB TpeOOBaHUSIM, YCTAHOBICHHBIM IPH WX TOCYJApPCTBEHHOW pPETUCTpAIlMH, W TapaHTHPYET, 4YTO
JIEKapCTBEHHBIE CPEACTBA MPOU3BEIEHBI B COOTBETCTBMM C TPeOOBAaHUSMHU TMPaBWI HaJAJIeKalen
MIPOU3BOICTBEHHOMN MPAKTUKH.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

7. YTNOIHOMOYEHHBIM JIULIOM IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB SIBISETCS €ro pabOTHUK,
aTTECTOBAHHBIN B YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIIOJHUTEIBHON BIACTH
TIOPSIIKE ¥ UMEIOIIHMI CTaX pabOThl HE MEHEE YeM IISITh JIET B 00JIaCTH MPOU3BOACTBA U (WJIM) KOHTPOJIS
KayecTBa JIEKapCTBEHHBIX CPEJICTB, BhICIIEE 00Opa30BaHUE COOTBETCTBEHHO IO OAHOM U3 CrielualbHOCTEH
U (WIM) OTHOMY W3 HaNpaBiICHUH MOATOTOBKH: OMOIOTHs, OMOTEXHOJIOTUs, BETEPUHAPUS, KIMHUUECKAs
MEIUIMHA, DPaJuallMOHHAsA, XUMHUYECKas M Ouoiormyeckas 3ammra, ¢apmanus, ¢(yHIaMeHTalbHAs
MEIUIMHA, XUMHYECKAasi TEXHOJIOT s, XUMUSL.

(uacts 7 B pen. @enepanpHoro 3akoHa oT 22.10.2014 N 313-D3)

8. IlpomsBoauTenu JIEKApCTBEHHBIX CPEICTB (3a HCKIOUEHHWEM (apMaleBTUUECKOW CyOCTaHIIMHN
CIHUPTa STUIOBOTO (3TaHOJA) MOTYT OCYLIECTBIATH MPOJAXy JICKAPCTBEHHBIX CPEJICTB WIIU IEpelaBaTh
HX B YCTAaHOBJICHHOM 3aKOHOAATEIbCTBOM Poccuiickoit denepaunu NopsiaKe:

(B pen. ®enepanbHoro 3akona ot 29.07.2017 N 278-D3)

1) ipyrum mpoOU3BOAMTEISAM JIEKAPCTBEHHBIX CPEJICTB JIJISl IPOU3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB;
2) opranu3anusiM ONTOBOM TOPTrOBJIM JIEKAPCTBEHHBIMU CPE/ICTBAMU;

3) anTeyHbIM OpraHMU3aIUsSM, BETEPUHAPHBIM aNTEYHBIM OpTraHU3AlMIM, WHIUBUIYaTbHBIM
MpEANPUHUMATENSIM, UMEIOIIUM JIMIICH3UI0 Ha (apMaleBTUYECKYIO JEATeIbHOCTh WM JIMIICH3UIO Ha
MEIHUIMHCKYIO IEATEIbHOCTD;

4) Hay4YHO-MCCIIEeI0BATENbCKUM OPraHU3alUAM JUIsl HAyYHO-UCCIIe10BaTeIbCKON paboThI;
5) MEAMLIMHCKUM OpraHU3alusM U BETEPUHAPHBIM OpTaHU3aLMsIM;
6) opranu3anusM, OCyIECTBISIONIMM Pa3Be/leHHe, BEIpAllliBaHUE U COACP KaHUE )KUBOTHBIX.

9. TlpomsBoamrenu (apMarneBTHUECKOW CYOCTaHIIMM CIUpPTa O3TUJIOBOTO (dTaHONA) OOs3aHbBI
OCYIIECTBIISITh peau3aluio (Iepeaady B YCTaHOBJICHHOM 3aKOHOJAATelbcTBOM Poccuiickoit deneparyu
nopsimke)  (apMareBTHYECKOW  CYOCTaHIIMM  CIIHPTa  OTHIOBOTO  (3TAaHOJIA)  MPOU3BOIUTEIISIM
JIEKapCTBEHHBIX CPEICTB JJIsi MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB B €MKOCTSIX 00beMoM He Ooinee 1
mutpa u (unu) He MeHee 1000 nmuTpoB, a opraHu3anusaM, yKa3aHHbIM B IIYHKTax 2 - 6 yacTu 8 HacTosILen
CTaThu, B Tape 00beMoM He Oosee 1 nuTpa.

(uactp 9 BBenena denepaibHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CpeacTB

1. .HeKapCTBeHHBIC npenaparbl, 3a HCKIIOYCHHUEM JICKAPCTBCHHLIX MNPCIapaToOB, M3rOTOBJICHHBIX
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AIITCYHBIMU OpFaHI/I?,aHI/IfIMI/I, BeTepI/IHapHLIMI/I AIITCYHBIMU OpraHI/I3aIII/IHMI/I, I/IHI[I/IBI/II[yaJ'II)HI)IMI/I
OpEANPUHUMATEIIAME, HMEIOIIMMHU  JIMIICH3UIO Ha  (PapMaleBTHYECKYIO JCSTEIbHOCTh, JOJDKHBI
MOCTyIaTh B OOpaIICHHE, SCITH:

1) Ha WX TEPBUYHON YIAKOBKE (32 HCKIIOYECHHUEM IMEPBUYHON YIAKOBKH JICKAPCTBEHHBIX
PaCTHTEIBHBIX IPEIapaToB) XOPOIIO YHTAEMBIM MIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAUMCHOBAHHE
JEKapCTBEHHOTO mpemapara (MeXAyHapoOHOE HEMaTeHTOBAHHOE, WJIM TPYNIHUPOBOYHOE, WIIH
XUMHYECKOE, WM TOPrOBOC HAUMEHOBAHKE), HOMEP CEPHH, JaTa BBITyCcKa (UIsI IMMYHOOHOJIOTHICCKUX
JIEKapCTBEHHBIX MPErapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIIEHTpalus, o0beM, aKTUBHOCThH B
eIMHULAX NeNCTBUA WIH KOJINYECTBO 03,

(B pen. denepanphbix 3akoHOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHON (IOTPEOUTENHCKOM) YMAKOBKE XOPOIIO YUTAEMbIM IIPUPTOM HA PYCCKOM
A3bIKE yKa3aHbl HAMMEHOBAaHHUE JIEKAPCTBEHHOTO Mperapara (MEeXIyHapOJHOE HENaTeHTOBaHHOE, WU
IpyNIUPOBOYHOE, WJIM XHMHUYECKOE W TOProBO€ HAMMEHOBAHHWS), HAUMEHOBAaHHE IPOU3BOJUTEIS
JIEKapCTBEHHOT'O Ipenapara, HOMep CepuH, JaTa BbITycKa (A7 UMMYHOOHOJIOTHYECKUX JIEKapCTBEHHBIX
[IpernapaToB), HOMEpP PErUCTPALMOHHOTO YAOCTOBEPEHHUS, CPOK TOJHOCTH, CHOCOO NpUMEHEHUS,
JI03UPOBKA WJIM KOHLIEHTpalus, o0beM, aKTUBHOCTh B €IMHULAX ACUCTBUS JUOO KOJMYECTBO /103 B
YIaKOBKeE, JIeKapCcTBEeHHas (opMa, YCIOBHSI OTIYCKa, YCIOBUS XpaHEHHUs], IPeTyIPEIUTENIbHbIE HAaJITUCH.
(B pen. denepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2. @apmalneBTHYECKHE CyOCTaHIMM TOJDKHBI MOCTYNaTh B OOpalleHHe, €clid Ha MX HEepBUYHON
YIaKOBKE XOPOLIO YUTAeMbIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHUE (apMalleBTHYECKOM
Cy6CTaHIII/II/I (MG)K)IYHapOI[HOC HCIMMAaTCHTOBAHHOC, WJIM T'PYHNIIMPOBOYHOEC, WK XHUMHUYCCKOC U TOProBOC
HaMMEHOBAaHM), HAMMEHOBAaHUE MPOU3BOAUTENS (papMaleBTUUECKO cyOcTaHIIMM, HOMEp CEepUu U JaTta
HU3TOTOBJICHUA, KOJIMYCCTBO B YIMAKOBKE W CAMHUIBI USMEPCHHUA KOJIUYCCTBA, CPOK T'OJHOCTH U YCIOBHA
XpaHEHUsl.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. HeKapCTBeHHLIC CpeacCTBa B KAUECTBC CbIBOPOTOK AOJIZKHBI ITOCTYIIATh B o6pa1ueHHe C YKa3aHUECM
JKUBOTHOT'O, U3 KPOBH, IJIa3MbI KPOBU, OPTraHOB U TKaHEeH KOTOPOI'0 OHU ITOJIYYCHBI.

4. Ha BTopuuHy0 (MOTpeOUTENIHCKYI0) YITAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOTYUYEHHBIX U3 KPOBH,
IJIa3Mbl KPOBHM, OPTaHOB M TKAaHEW 4eNOBeKa, JOHKHA HAHOCUThCS Haamuch: "Anturena k BUY-1,
BHMY-2, k Bupycy renatuta C 1 MOBEpXHOCTHBIM aHTUTEH BUpYyca renaruta B orcyTcTByroT".

3. Ha  mnepBuuHyr0  ymakoBKy ¥ BTOPHUYHYIO (OTpEOUTENBCKYIO)  YNAKOBKY
panuodapmaneBTHYECKUX JIEKapCTBEHHBIX CPEJCTB JOKEH HAHOCUTHCS 3HAK PaJMallMOHHON OMAaCHOCTH.

6. Ha BTOpHuHYyIO (IOTPEOUTENIBCKYI0) YIIAKOBKY NOMEONATHUYECKHUX JIEKAPCTBEHHBIX IPENapaTroB
OJKHA HAHOCUTBCI Haamuch: ""I'oMeonaTnyeckuii".

7. Ha BropuuHyro (NMOTpEOMTENBCKYI0) YHNAKOBKY JIEKApPCTBEHHBIX PACTUTEIbHBIX IPErapaToB
JIOJKHA HAHOCUTBCS Haanuch: "[Ipoaykius nponuia painaimOHHbIA KOHTPOJIb'.

8. Ha mnepBuuHy0 ymakoBKy (€ciM JJisi 3TOTO CYIIECTBYET TEXHHUYECKas BO3MOXKHOCTb) H
BTOPUYHYIO (MTOTPEOUTENHCKYIO) YIMAKOBKY JIGKAPCTBEHHBIX TIPENaparoB, MpeJHA3HAYCHHBIX IS
KIIMHUYECKUX MCCIICAOBAHUM, TOJKHA HAHOCUTHCS HAIMUCK: " JIJIsI KITHHUYECKUX UCCIIeIOBaHui" .

(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

9. VYmakoBka JICKAPCTBCHHBIX CPCACTB, MNPCAHASHAYCHHBLIX HWCKIIOYHUTCIBHO [JIA JSKCIIOpTa,
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MapKUpPYeTCsl B COOTBETCTBHHU € TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha tpaHcnopTHylo Tapy, KOTopas HE IpeJHa3HaueHa s NOoTpeduTened W B KOTOPYIO
MIOMEILEHO JIEKapCTBEHHOE CPEJICTBO, AOKHA HAHOCUTHCS HH(pOpMalus O HAUMEHOBAaHUH, CEPUU
JIEKapCTBEHHOT'O CPEJCTBA, JlaTe€ BBINYCKA, KOJUYECTBE BTOPUYHBIX (TMOTPEOMTENBCKHUX) YHAKOBOK
JIEKapCTBEHHOI'O CPEJCTBA, NPOU3BOAUTEINIE JIEKAPCTBEHHOTO CPEJCTBA C YKa3aHUEM HAMMEHOBAHUS U
MECTOHAaXO0KJACHUS IPOU3BOIUTENS JIEKAPCTBEHHOI'O CPECTBA (apec, B TOM UUCIIe CTpaHa U (M) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPE/ICTBA), a TAKXKE O CPOKE I'OJAHOCTU JICKApPCTBEHHOI'O CPEICTBA M 00
YCIIOBUSX €r0 XPaHEHUs U MEPEeBO3KU, HEOOXOAUMBIE MPeTyNpPeIUTENIbHbIE HAAMUCH U MAaHUITYJIATOPHBIE
3HAKH.

11. Ha nepBHYHYIO YNakoBKY M BTOPHYHYIO (IIOTPEOUTENIBCKYIO) YIMAKOBKY JEKapCTBEHHBIX
CPEICTB JJii BETEPUHAPHOTO MPUMEHEHHs JIOJDKHA HAHOCUThCS Haanuch: "Il BeTepHUHAPHOTO
IIpUMEHEHHUA".

12. Ha BropuuyHyio (HOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOI'O Ipenapara HaHOCHUTCA
LITPUXOBOH KOJ.

nasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUNCKYIO ®EOEPALMIO N BbIBO3 NNEKAPCTBEHHbIX CPE[ICTB
U3 POCCMUCKOW ®EOEPALIK
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. Nopsanok BBO3a neKapcTBeHHbIX cpeacTtB B Poccunckyro ®epepauuio u
BblBO3a JieKapCcTBEeHHbIX cpeacTB 3 Poccunckon Penepauum
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpenactB B Poccuiickyro ®enepanuio OCYHIECTBISIETCS B IMOPSIKE,
ycraHoBiaeHHOM [IpaButensctBoM Poccmiickoit ®eneparii, B COOTBETCTBHM C TaMOXEHHBIM
3aKOHOJATEIbCTBOM TaMOKEHHOro coro3a B pamkax EBpA3DC (manee - TaMOXEHHBIM CO103) U (MJIN)
3aKoHOJaTeNbcTBOM Poccuiickoit denepaniu 0 TaMOKEHHOM JIEJI€.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Beosumbie B Poccuiickyto denepanuro JeKapCTBEHHBIE CPEICTBA JIOJDKHBI OBITh BKIIOYCHBI B
rOCyapCTBEHHBIN peecTp JIEKaPCTBEHHBIX CPEJICTB.
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

3. Jomyckaercs BB03 B Poccuiickyro denepaiinio KOHKPETHOM MapTHM 3aperUCTPUPOBAHHBIX U
(M)  HE3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MPEIHA3HAUYEHHBIX JJIs IPOBEIEHUS
KIIMHHUYCCKHUX I/ICCJICZIOBaHI/Iﬁ JICKApCTBCHHBIX IIpE€HapaTroB, MPOBCACHUA OISKCICPTHU3BI JICKAPCTBCHHBIX
CPeACTB JUIsl OCYLIECTBIEHHS TOCYAAapCTBEHHOM PErucTpalyy JIEKAPCTBEHHBIX NpEnapaToB WU IS
OKa3aHus MCI[PIIII/IHCKOﬁ MMoOMOIIM IO XU3HCHHBIM IMOKA3aHUAM KOHKPCTHOI'O MAalMCHTAa HAa OCHOBAHWU
paspelleHns, BBIAAHHOTO YIOJIHOMOYEHHBIM (pefepaibHbIM OpPraHOM HCIOJHUTENIBHOW BJIACTH IO
3asBJICHUSIM JIUI, YKa3aHHBIX B cTarthe 48 Hacrosmiero deaepanbHOro 3akoHa. PaccMoTpeHue Takoro
3adBJICHUS W TPUHATHE pEHIeHUWs O BblJaue pas3pelleHdss Ha BBO3 KOHKPETHOM mapTuu
3apCTUCTPUPOBAHHLIX U (I/IJII/I) HE3apCTUCTPUPOBAHHLBIX JICKAPCTBCHHBIX CPCACTB, MPECAHAZHAYCHHBIX IJIA
NPOBEACHUS KIMHUYECKHX MCCIEeOBAaHUN JIEKApPCTBEHHBIX IPEnapaToB, HPOBEAEHUS 3KCIEPTHU3BI
JIEKapCTBEHHBIX CPEACTB JJIsi OCYLIECTBJIEHUS TOCYAApPCTBEHHOW pErucTpanyu JIEKapCTBEHHBIX
IpenapaToB WM A OKa3aHUS MEIMLMHCKOM MOMOIIM IO >XH3HEHHBIM MOKa3aHUAM KOHKPETHOI'O
narueHTa Ju0o 00 OTKa3e B BbIZaue yKa3aHHOTO pa3pelieHHs MPOU3BOIATCS B CPOK, HE MPEBBIIIAIOIINI
naTH pabouux aHel. [lnaTa 3a Bbllauy yKa3aHHOTO pa3pelieHusl He B3UMaeTCsl.
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(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyro @enepaiiio MO>KHO BBO3HUTH JIEKAPCTBEHHBIE CPEACTBA, KAue€CTBO KOTOPBIX
MOATBEPKICHO  CEpTU(PUKATOM  TPOM3BOAMUTEIS  JICKAPCTBEHHBIX  CPEICTB,  YIOCTOBEPSIOIIHM
COOTBETCTBHE BBO3MMBIX JICKAPCTBEHHBIX CPEACTB TpeOOBaHUAM (apMaKOMEeWHBIX cTaTel 100 B ciiydae
WX OTCYTCTBUS HOPMATUBHOM JOKYMEHTAIIMH MJIM HOPMATUBHOTO JOKYMEHTA.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-D3)

5. 3anpemaercst BBo3 B Poccuiickyto ®enepannio GpanbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HE100pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB.
(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danbcuduuupoBaHHbIE JIEKAPCTBEHHbIE CPEJICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIE
CpPEACTBA MOMJIEKAT UIBATHIO U MOCIEAYIOIIEMY YHUUTOKEHUIO WIM BbIBO3Y U3 Pocculickoit @enepannu,
KOHTpagaKTHbIE JIEKAPCTBEHHBIE CPEICTBA - U3BATHIO M MOCIEAYIOIIEMY YHHUUTOXCHUIO. Y HUYTOXKEHUE
wii  BbiB03 U3 Poccuiickoit ®enepanyu  (anbCUPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
HEI00POKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpa(aKTHBIX  JICKApPCTBEHHBIX  CPENCTB
OCYILECTBISIETCA 3a CYET JIMLNA, OCYLIECTBHUBIIEr0O HX BBO3. [lOpSAOK YHHUYTOXKEHMS W3BATHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, HEA0OPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX cpeACTB ycTaHaBiuBaercs [IpasurensctBoM Poccuiickoit denepanuu.
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-D3)

7. Jluna, ocymectBisione BBo3 B Poccuiickyro @enepanuio  (ambcupuIMpoOBaHHBIX
JICKapCTBEHHBIX  CPEACTB, HEJOOPOKAUYEeCTBEHHBIX  JIEKAPCTBEHHBIX  CPEJCTB, KOHTpadakTHBIX
JICKApCTBCHHBIX CPEACTB, HCCYT OTBCTCTBCHHOCTH B COOTBCTCTBUU C TaAMOXXCHHBIM 3aKOHOJAATCIBCTBOM
TamorxeHHOTO COr03a U (MiK) 3aKoHOAATeNbCTBOM Poccuiickoit denepannu 0 TaAMOXKEHHOM JIeTIe.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

8. BbIBO3 JIeKapCTBEHHBIX cpeacTB u3 Poccuiickoit deneparu ocymecTBiseTcs: 63 MpuMeHeHUs
OTPaHWYEHUH, YCTAHOBJICHHBIX TaMOXXCHHBIM 3aKOHOJATEIbCTBOM TaMOXEHHOTO Ccoro3a | (WJIH)
3aKoOHOJATeIhCcTBOM Poccuiickoit Depepanmu 0 TOCYJAapCTBEHHOM PETYJIHPOBAHWUU BHEIIHETOPTOBOM
JeSITeTbHOCTH.

(B pen. ®enepanpHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-03)

IIpumeyanue:
C 29.11.2019 cr. 47 nononusercs 4. 9 (O3 ot 28.11.2018 N 449-D3).

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 JSIeKapCTBEHHbIX CPeaAcTB
B Poccumnckyro ®enepauuio
(B pen. denepanbhoro 3akoHa ot 06.12.2011 N 409-D3)

JlexapcTBeHHbIe cpeacTBa B Poccuiickyro deaepannio MOTyT BBO3UTh:
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) npousBoAWTENW JIEKAPCTBEHHBIX CPEACTB JUIS Ieleid COOCTBEHHOTO IPOM3BOJCTBA
JIEKaPCTBEHHBIX CPEJICTB;

2) UWHOCTpaHHBIE pa3pabOTUMKH JIEKAPCTBEHHBIX CPEACTB M HMHOCTPAHHbBIC IPOU3BOIUTEIH
JIEKapCTBEHHBIX CPECTB WIN JIPYyrHe IOPUINYECKUE JIUIIA 110 TOPYUEHHUIO pa3paboTyHKa JIEKapCTBEHHOTO
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CpeICTBa JUIsl MPOBEACHUS KIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHOI'O IMpernapara, OCYLIECTBICHUS
rOCYJapCTBEHHOM  perucTpalvy  JISKapCTBEHHOIO  Ipernapara, BKIOYEHHs  (apMaleBTHYEeCKOH
CyOCTaHIIMM B rOCYyAAapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJICTB, KOHTPOJSI KayecTBa JIEKapCTBEHHBIX
CPEACTB P HAIMYUM pa3pellieHHs YIOJIHOMOYEHHOro (peepanbHOro opraHa MCIOJHUTEIbHON BIIACTH
Ha BBO3 KOHKPETHON NapTUH JIEKAPCTBEHHBIX CPE/CTB;

3) OopraHu3anun OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

4) Hay4YHO-HCCIICJIOBATEIbCKUE OpraHu3aluu, o0pa30oBaTeIbHbIC OPTraHHW3alMd  BBICIIETO
00pa3oBaHMsl, MPOU3BOAUTENIN JIEKAPCTBEHHBIX CPEACTB s pa3pabOTKH, HCCIIEAOBAHUM, KOHTPOJISA
0€30MacHOCTH, KayecTBa, 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX CPEACTB IMPU HAIWYUM pa3pelieHus
YIOJIHOMOYEHHOTO (heZiepalibHOrO OpraHa UCIOJIHUTEIbHON BIACTH;

(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

5) MeAMLIMHCKUE OpraHU3allM, UHbIE YKa3aHHbIE B IyHKTax | - 4 HAcCTOsIIEN CTaTbU OpraHu3aluu
JJIs1 OKa3aHUus MCI[PIHI/IHCKOfI IIOMOIIH IO )KNU3HCHHBIM ITOKAa3aHHUAM KOHKPETHOT'O IMAalMCHTA IIPU HAJIUYIHUHN
paspelieHns: YIOoJIHOMOYEHHOIo (hefiepalbHOTO OpraHa MCIIOJIHUTEIbHON BJIACTH HAa BBO3 KOHKPETHOH
MapTUU JIEKAPCTBEHHOT'O IperapaTa, BbIJIAHHOTO B YCTAHOBJIEHHOM IOpsJIKE B (OpMe 3JIEKTPOHHOTO
JOKYMEHTa, TOAMMCAHHOTO YCHJICHHOHN KBaJIM(UIIMPOBAHHOM JIEKTPOHHON MOAMUCHIO.
(B pen. ®enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

Cratba 49. [1oKyMeHTbl, NpeacTtaBnsfieMblie B TaMOXEHHble opraHbl Poccumnckom
depepaumm npu BBO3e NleKapcTBeHHbIX cpeacTB B Poccuinckyro ®epepauuio
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Ilpu BBO3e 5eKkapcTBEHHBIX cpeACTB B Poccuiickyro dDenepannio B TAMOKEHHBIE OpPraHbI
Poccuiickoit @enepanyu  Hapsxy C JOKyMEHTaMH, MPEACTABIEHUE KOTOPBIX MPEAYCMOTPEHO
TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXEHHOTO coro3a M (WIM) 3aKOHOJATEIhCTBOM Poccuiickoit
Denepanyy 0 TAMOXKEHHOM J€JIe, IPEACTABIIAIOTCA CIEAYONIME JOKYMEHTHI:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) ceprudukaT NPOU3BOAUTENS JICKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIONIMN COOTBETCTBHE
BBO3UMOTO JICKAPCTBEHHOTO CpEACTBAa TpeOOBaHUAM (apMakoneidHOW cTaTbu JHOO B ciydae ee
OTCYTCTBHSI HOpDMATHBHOM JOKYMEHTAIIUHU WJIK HOPMATUBHOT'O JOKYMEHTA;

2) paspemieHue YMOJHOMOYEHHOTO (hefepalbHOrO OpraHa HCIIOJHHUTENBHONW BJIAcTH Ha BBO3
KOHKPETHOW MNapTUHM JIEKAPCTBEHHOI'O CPEJCTBA B CIydYasX, YCTaHOBJIEHHBIX 4acThio 3 ctarbu 47
Hacrosero denepanbHOro 3aKoHa.

2. JIoKkyMeHTBI, yKa3aHHble B NMyHKTax | W 2 yactu | HacTosImIed CTaTbM, MPEACTABISAIOTCA B
TaMOXeHHbIe opraHbl Poccuiickoit denepanuy npu NpUOBITUN JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyto
denepanuio.

(B pen. denepanbhoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 50. BB0o3 nekapcTBeHHbIX npenapatoB B Poccumckyro ®Pepepauuio ans
JINYHOIrO UCMOJSIb30BaHUSA U UHbIX HEKOMMEPYECKUX Liefier, a Takke Ans UCNoNb30BaHUA
Ha TEPPUTOPUN MEXAYHAPOAHOro MeAULIMHCKOro Krnacrtepa
(B pen. DenepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE mMpemapatbl MOTYT ObITh BBe3eHBbl B Poccuiickyro denepanuio 06e3 ydera
TpeOOBaHUH, PEyCMOTPEHHBIX YacTsiMu | - 4 crateu 47, ctathsimu 48 u 49 nactosmiero denepaibHOTO
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3aKOHA, €CJIM OHH MPEIHA3HAYCHBI JJIS:
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

1) JMMIHOTO WMCTIONB30BaHUS (PUIMUCCKUMHU JHUIaMH, TpuOBBIIMMU B Poccuiickyro denepanuro.
I[Ipu »stom BBO3 B Poccuiickyro @Dexnepaunio JEKAPCTBEHHBIX IPENapaToB, COAEPMHKAIINX
CWIBHONCUCTBYIOIIME W (WJM) SIOBUTHIE BEIIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B CITHCOK
CUJIBHOJCHCTBYIOIUX BELIECTB IS LEJIEH YroJIOBHOrO 3akoHoaarenbcrBa Poccuiickoit denepaunu U B
CIIMCOK SIIOBUTBIX BEIIECTB JUIA LEJIed YrOJIOBHOIO 3akoHozaaTenbcTBa Poccuiickoin denepannu,
yTBep)kaeHHbIe [IpaBurenscTtBoM Poccuiickoii denepanuu, OCynIeCTBIAETCSA NIPYU HAIUYUU JOKYMEHTOB
(3aBepeHHBIX KOMHUH JOKYMEHTOB HJIM 3aBEPEHHBIX BBIMMCOK M3 HUX), TOJITBEPKAAIONIUX HA3HAYCHUE
¢buznueckoMy JUIly YKa3aHHBIX JIEKAPCTBEHHBIX MIpemapaToB (3a MCKIIOUYEHHUEM JIEKapCTBEHHBIX
MpEenaparoB, 3aperucTpupoBaHHblx B Poccuiickoit @epepauuu ©  OTIyckaeMblx B Poccuiickoii
Oeneparnuu 6e3 pelenTa Ha JeKapcTBeHHBIN npenapar). [loaTBepxkaaronine JOKYMEHThI (UX 3aBepEHHBIC
KOIUH WJIA 3aBEPEHHBIE BBHITUCKH M3 HHUX) JOJDKHBI COJIEPKAaTh CBEJICHUS O HANMEHOBAHUY U KOJIMYECTBE
HA3HAYEHHOTO JIEKApCTBEHHOTO TMpemapara. B ciydae, eciu MOATBEP)KIAIOMINE JOKYMEHTHI (UX
3aBEpPEHHBIC KONMWW WM 3aBEPEHHBIC BBIMUCKUA M3 HUX) COCTABJICHBI HA MHOCTPAHHOM S3bIKE, K HUM
MPUJIAraeTCs HOTAPUAIBHO 3aBEPEHHBIN NIEPEBO/I HA PYCCKUH A3BIK;
(n. 1 B pea. @exnepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) UCHONb30BaHUS Ppa0OTHUKAMM  AWIUIOMATHYECKOTO KOpIyca WIH  MPEICTaBUTEISIMH
MEXIYHApOIHBIX OpraHu3alrid, akkpeauToBaHHbIX B Poccuiickoit denepanuu;

3) 5edeHHs NACCaAKUPOB M WIEHOB SKUIAXKEW TPAHCHOPTHBIX CPEACTB, MOE3IHBIX Opuraa u
BOJAMTENICH TPAHCHIOPTHBIX CPEACTB, MPpHUOBIBIINX B Poccuiickyto denepanuio;
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-D3)

4) nedeHns y4aCTHUKOB MEXIYHAPOJIHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN U YYACTHUKOB
MEKyHApOIHBIX DKCIICIULINN;

5) JICYHCHHUS KOHKPCTHBIX JKMBOTHBIX B 300ITIapKax, a TAKXKC JXWBOTHBIX, BBO3UMBIX B POCCI/If/iCK}HO
denepanuio U y4acTus B CIIOPTHUBHBIX M 3PEIIHUIHBIX MEPOIPHUATHSAX;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6) HCIIOJIb30BaHMS HA TEPPUTOPHH MEXKTYHAPOIHOTO MEIUIIMHCKOTO KIIacTepa.
(n. 6 BBennen denepasibHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B ciyyasix, mpeayCMOTPEHHBIX 4acThlo | HacTOAIIEH CTaThU, OMyCKaeTCs BBO3 B Poccuiickyro
denepanyio JIEKapCTBEHHBIX MIPENapaToB, HE 3aperuCcTpUpOBaHHbIX B Pocculickon denepanumn.
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

3. JlekapcTBEeHHBIE TpenapaThl, MpeAHa3HAYEHHBIE 1JI1 TYMaHUTApHOW MOMOIIU (COACHCTBUS) WU
MOMOIIM TIPU Ype3BbIUaWHBIX CUTyallMsX, BBoO3iATca B Poccuiickyro @enepanuio B MOPSIKE,
ycranoBieHHOM [IpaButensctBom Poccuiickoit ®enepanuu. 3ampemiaercss BBo3 B Poccuiickytro
QDenepalliio  HE3apETHCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  MpENaparoB,  MpeJHa3HAYEHHBIX Ui
TYMaHUTapHON MOMOIIHU (COACUCTBUS) HIIU MOMOIIH MPU YPE3BBIYANHBIX CUTYAIUSX.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 51. CotpyaHuyecTtBO cpeaepanbHOro opraHa WCMONIHUTENIbLHOW BRacTy,
YNOSIHOMOYEHHOro B 0OO0M1acTM TaMOXEHHOro perna, M ApYrux YnorHOMOYEHHbIX
¢epepanbHbIX OpraHOB UCNONTHUTENBLHOW BNacTun


http://login.consultant.ru/link/?req=doc&base=RZR&n=286532&dst=100843&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314209&dst=100011&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314209&dst=100113&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=198848&dst=100008&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=286532&dst=100845&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=286532&dst=100846&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=285751&dst=100194&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=286532&dst=100847&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=135230&dst=100008&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=286532&dst=100848&fld=134

1. VYmnomHnomoueHHble (denepanbHble OpraHbl HCIOJHUTEIBHOM BIACTH TPEIOCTABISIOT B
pacriopsbkeHue (efepaJbHOrO OpraHa HCHOJHHUTENbHOM BIAcTH, YHNOJHOMOYEHHOTO B 00jacTu
TaMO>KEHHOTO JieJla, TOCYJapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB, a Takke HHPOPMAILUIO O
BBIJIAaHHBIX pa3pelIeHUsX Ha BBO3 KOHKPETHOW NapTHUM JICKApCTBEHHBIX CPEACTB B ClydyasXx,
YCTaHOBJICHHBIX 4acThIO 3 cTaThu 47 HacTosmero denepanbHOro 3aKoHa.

2. @enepanbHbIl OpraH HMCIOJHUTEIBHOM BIIACTH, YHOJIHOMOYEHHBIH B 00JacCTH TaMOXEHHOTO
nena, ”HGOpMUpPYET yYKazaHHbIE B YacTH | HACTOALIEH CTaTbU yNOJIHOMOYEHHBIE (pesiepalibHble OpraHbl
UCIIOJIHUTEIIBHOM BJIACTU O BBO3€ JIEKApPCTBEHHBIX CcpeAcTB B Poccuiickyro denepanuio U BBIBO3E
JeKapCTBeHHbIX cpeacTB u3 Poccuiickoit denepannu no ¢Gopme U B MOPSAIKE, KOTOPbIE yCTaHOBJIEHbI
IIpaBurensctBoM Pocculickoit denepanuu.

(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

MaBa 10. PAPMALEBTUYECKAA OEATENbHOCTDb
Cratbsa 52. OcywecTBneHue ¢papmMmaLeBTUHECKON AEeATENIbHOCTH

1. ®apmaneBTUyecKasi JESTENBHOCTb OCYLIECTBIISIETCS OpraHu3alusMU ONTOBOM TOProBiH
JEKapCTBEHHBIMU  CPEACTBAMH,  aNTEUHBIMH  OpPraHU3alUsIMH, BETCPUHAPHBIMH  ANTEYHBIMU
OpraHu3alMIMH, UHAMBUAYAIbHBIMU  MPEANPUHUMATEISIMH, UMEIOLUMHU  JINLEH3HUIO Ha
(bapmaleBTHUECKYI0 JESITeNbHOCTh, MEIUIIMHCKUMH OpTaHU3alUsIMHU, HUMEIOUIMMH JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO JESTeNbHOCTb, W HUX 000COOJEHHBIMU MOJpa3JesieHusIMU (amMOyIaToOpUsIMH,
denpamepckuMu U PENbIIIePCKO-aKyIIEPCKUMH  MYHKTaMU, LEHTpaMu (OTIENIeHUsMHU) OOIIeH
BpaueOHOM (CEeMEHOM) MPAaKTUKH), PACIIONIOKEHHBIMU B CEIBCKUX HACEJICHHBIX MyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUHbIE OpraHU3allMi, U BETEPUHAPHBIMU OPraHU3ALUAMH, UMEIOIMMHU JULIEH3UIO Ha
(hapMareBTHUECKYIO IS TEIbHOCTb.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2. Owu3MyYecKue JMIAa MOTYT OCYHIECTBIATH (PapMaleBTUUECKYIO AEATENbHOCTb IMPH HATUYHH
BBICIIIETO WJIM CPEIHETO (hapMalleBTHUECKOrO 00pa30BaHMs M cepTH(HKATa CHENUAINCTa, BBICIIETO HIIH
CPEeIHET0 BETEPUHAPHOIO0 0Opa30BaHMS U CepTU(UKATAa CHENUAINCTA, a TAaKXKe BBICIIETO WIH CPEIHETO
MEIUIIMHCKOTO O00pa30BaHUs, CepTU(HKATA CIEHHATNCTa W IOMOJHUTEIBHOTO IMPOPEeCCHOHATBFHOTO
00pa3oBaHMsI B YaCTH PO3HUYHONW TOPTOBIIM JEKAPCTBEHHBIMH IpErapaTaMy MPH YCIOBHH WX pabOTHI B
000COOJICHHBIX MMOIPA3ICICHNAX METUIIMHCKUX OpPraHn3aliii, yKa3aHHbBIX B YacTH | HACTOSIIECH CTaThH.
(uactsp 2 B pen. @enepanpHoro 3akoHa ot 27.07.2010 N 192-D3)

[Tpumeuanue:

Crates 52.1 Bcrymaer B cuiny ¢ 29.11.2019. JlexkapcTBeHHblE mNpenapartbl JUisi MEIULIUHCKOTO
MPUMEHEHHUs, BBEJCHHBIC B rpakaanckuii obopor mo 29.11.2019, momnexar XpaHEHHUIO, MEPEBO3KE,
OTITyCKY, pealln3aluy, nepeaade, MpUMEHEHHIO 10 UCTEUSHHS CPOKa X TOJHOCTH.

Cratba 52.1. BBoa B rpaxpaaHcKkmm oOOOpPOT neKapCTBEHHbIX MpenapaTtoB AnA
MeAULIMHCKOro NnpuMeHeHus
(BBenena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. [lepen BBOJOM B rpaskJaHCKUN OOOPOT KaXKIOM CEpuU WM KaKJIOW MapTHH MPOU3BEACHHOTO B
Poccuiickoilt @enepannn J€KapCTBEHHOTO Ipenapara il MEIULMHCKOTO MPUMEHEHHUS, 32 UCKIIFOUYEHUEM
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IPEMapaToB, MPOU3BOAUTENh TaKOrO JIEKAPCTBEHHOTO
mperapara MpeAcTaBiseT B GeepabHbI OpraH UCTIOTHUTEIHLHOM BIACTH, OCYIICCTBISIOMUN (yHKITUN
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[0 KOHTPOJIIO M HAan30py B cdepe 3ApaBOOXpPAaHEHHUs, AOKYMEHT IPOU3BOAUTEINS JIEKApPCTBEHHOI'O
CpeACTBa,  MOJTBEPXJAIOUIMM  KauecTBO  JIEKAPCTBEHHOIO  Ipermapara, U MOJTBEPXKAECHUE
YIOJHOMOYEHHOI'O JIMLA HPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS JIEKAPCTBEHHOTO
npemnapara TpeOOBaHHUAM, YCTAHOBJIEHHBIM IPU €0 rOCy1apCTBEHHON perucTparm.

2. Ilepen BBOAOM B TpakAaHCKUWA OOOPOT KaXKIOM CEpUM WM KaXKJIOW IMapTUU BBO3WMOIO B
Poccuiickyto ®enepainuio JIEKapCTBEHHOTO Ipenapata il MEIUIMHCKOTO IPUMEHEHMs, 3a
HCKIIFOYCHHEM HMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPEnapaToB, OpraHU3aIusi, OCYIIECTBIISIOMIAS
BBO3 JIEKapCTBEHHOro mpemapaTta B Poccuiickyio ®enepanuro, npeactaBiseT B ¢efepaibHbIi Opran
WCIIOJIHUTENIbHOM  BJAacTH, OCYILIECTBISIIOIIMKA (QYHKIMM 10 KOHTPOJIO M Haa3opy B cdepe
3[paBOOXpAaHEHUsS, CEepTUPUKAT MPOUZBOIUTENS JIEKAPCTBEHHOTO CPENCTBA, YIOCTOBEPSIOIIMIA
COOTBETCTBHE BBO3UMOTO JIEKAPCTBEHHOTO Tpemnapara TpeOboBaHusIM (papMakomneitHOM CTaThH, a B CIydae
OTCyTCTBHS (hapMaKOMEWHON CTaThbu TPEOOBAHUAM HOPMATUBHON JOKYMEHTAIlMH, W TOJTBEPKICHHE
MPEICTABUTENSL OPraHU3alMU, OCYIIECTBISIONIEH BBO3 JIEKAPCTBEHHOrO IIpenapara B Poccuiickyro
Qenepaliio M yHNOJHOMOYEHHOW HMHOCTPAHHBIM  INPOU3BOJUTEIEM  JIEKAPCTBEHHBIX  CPEJICTB,
COOTBETCTBUSI BBO3WMOIO JIEKAPCTBEHHOTO TIpemapara TpeOOBaHUSAM, YCTAHOBJICHHBIM TIPH €ro
roCyJJapCTBEHHOM perucTpauu.

3. Tlopsiok TpeaCTaBICHUS B COOTBETCTBUU C YacTsIMH | M 2 HACTOSMIEH CTAaThU JOKYMEHTOB U
CBEICHHMI O JICKapCTBEHHBIX IIperapaTrax, BBOJUMBIX B TPaKIAHCKUH OOOpOT, YCTaHABIHBACTCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.

4. B OTHOUIEHMM MEPBBIX TPEX CEPUH WIM MAPTHH JIEKAPCTBEHHOIO IIperapara, BIIEPBbIE
npousBeJieHHOro B Poccuiickoii @enepaunu wiv BOEPBbIE BBO3UMOro B Poccuiickyro ®Denepauuio, B
(benepanbHbIil OpraH UCHOJHUTENBHOM BIACTH, OCYLIECTBISIOMNN (YHKIMU 110 KOHTPOJIIO U HAJI30py B
cdepe 3ApaBOOXpaHEHUS, TOTOIHUTEIBHO MPECTABISAETCS IPOTOKOJ UCIIBITAHUNA O COOTBETCTBUU CEPHUU
WIM TapTUU JIEKapCTBEHHOIO IIpernapaTta A MEIUIMHCKOTO IPHUMEHEHHUs I10Ka3aTesiM KauecTBa,
MIPEelyCMOTPEHHBIM HOPMATHUBHOW JOKYMEHTalueil (Janee - MNPOTOKOJ HCHBITaHWM), MPOBOAMMBIX
aKKpeJIUTOBaHHBIMH B COOTBETCTBUU C 3aKOHOAATENHCTBOM Poccuiickoit deaeparnuu 00 akKpeIUTaIuu B
HAallMOHAJBHOW  CHUCTEME  akKpeAuTauuu  (eaepaabHbIMU  TOCYJApCTBEHHBIMU  OHOJXKETHBIMU
YUpEXKICHUSMHU,  TOJBEJOMCTBEHHBIMU  (efepajJbHOMy  OpraHy  HUCIHOJHHUTENBHOM  BIACTH,
OCYIIECTBIISIFOIIEMY (YHKIMM TIO BBIPAOOTKE M peanu3alii TOCYJAapCTBEHHOM TIOJIMTUKUA U
HOPMAaTUBHO-TIPAaBOBOMY PETYJIMpPOBaHHIO B cdepe 3apaBooXpaHeHHs, U (eaepaabHOMy OpraHy
WCTIOJTHUTENIGHOW  BJIACTH, OCYLIECTBISIOMEMY (YHKIMM 10 KOHTPOII U HAaA30py B cdepe
3npaBooxpaHeHus. [lopsnok Beigauu ykazaHHBIMH (efepaibHbIMU TOCYJapPCTBEHHBIMH OIOKETHBIMU
YUpEeXIECHUIMHU JaHHOTO NMPOTOKOJIA U pa3Mep IUIaThl 3a €ro Bbauy ycTaHaBiuBaroTcs [IpaBurenscTBoM
Poccuiickoit deneparumu.

5. Exxerogno He mosnHee 1 (deBpaisi MPOU3BOIUTENHN JIEKAPCTBEHHBIX CPEJCTB MM OpPTaHU3aAINH,
OCYILIECTBISIOIME BBO3 JIEKAPCTBEHHBIX IpemnapaToB B Poccuiickyro ®enepanuio, NpeicTaBISAIOT B
(benepanbHBI OpraH UCMOJHUTEIBHON BIACTH, OCYIIECTBISIOMMNNA (YHKIIMU IO KOHTPOJIO U HA/I30py B
cdepe 31paBOOXpaHEHUs], IPOTOKOJ MCIBITAHUM MOCTYNUBIIETO B TEYEHUE roJja B TPAKAAHCKUNA 000pOT
JEKapCTBEHHOIO IIpernapara KOHKPETHOIO MPOM3BOAUTENS (HA OJHY CEpPHI0O Ka)XJO0ro TOProBOIrO
HalMEHOBAHUS C y4ETOM JIEKapCTBEHHON (OpMBI U JO3MPOBKM), MPOBOJUMBIX AKKPEIUTOBAaHHBIMH B
COOTBETCTBUM C 3aKOHOJAATelIbCTBOM Poccuiickoit @enepanuu 00 akKpeIuTalMM B HAIMOHAJIbHOU
CHCTEME aKKPEJUTALUU UCIIBITaTeIbHBIMU JJAOOPATOPUSAMHU (LIEHTPAMH).

6. IlpousBogurenu JEKAPCTBEHHBIX CPEACTB MM OpPraHU3ALUH, OCYILECTBIIAIOLINE BBO3
JeKapCTBEHHbIX IpemnaparoB B Poccuiickyto deneparuio, He MEHee 4eM 3a OJIMH ToJl A0 IUIAHUPYEMBbIX
IIPUOCTAHOBJICHUSI WJIM MpPEKpallleHusi MPOU3BOJCTBA JIEKAPCTBEHHBIX NpENapaToB WM HMX BBO3a B
Poccuiickyto ®enepaiuio yBenoMisitoT 00 3ToM (eaepanbHblii OpraH HCIOJHUTENBHONW BIACTH,



OCYIIECTBIISIONINIA (PYHKIIUHM TI0 KOHTPOJIIO U HAA30pY B cepe 3apaBooXpaHeHus U (peaepanbHbIid oprad
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYILECTBIAIOUMA  (QYHKIMM 1O  JIMIEH3UPOBAHHUIO  IMPOM3BOJCTBA
JIEKapCTBEHHBIX CPE/ICTB.

7. BBoa B TpakIaHCKUN OOOpPOT KaXXIAOW CEpUU WU KaXKI0M MapTHH UMMYHOOHOJIOTHYECKOTO
JIEKApCTBEHHOT0 IIpenapara, nponsBeeHHoro B Poccuiickoin denepannn wim BBO3UMOro B Poccuiickyro
denepayio, OCYLIECTBISAETCS Ha OCHOBAHUU DPAa3peIICHHUs, BBIJAHHOTO (hefepaibHbIM OpraHoM
UCTIOJIHUTEJIBHOW  BJIACTH, OCYHIECTBISIOIIMM (YHKIMHM 10 KOHTPOJIK M HaaA3opy B cdepe
3pPaBOOXPAHEHMs, HA OCHOBAHUHM BBIJAHHOIO (enepalibHbBIMU TOCYIApPCTBEHHBIMH OODKETHBIMHU
YUPEKICHUSAMH, YKAa3aHHBIMU B YacTH 4 HACTOSIIEW CTAaTbH, 3aKIFOYEHUS O COOTBETCTBHHM CEpUU WU
NapTUM UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOI'O Ipernapara TpeOOBaHUSAM, YCTAHOBJIIEHHBIM IIPU €ro
rocyaapcTBeHHOU peructpauuu. [lopsnok Beliauu pa3perieHus Ha BBOJ B I'Pa)JIaHCKHM 000poT cepuu
WIN NApTUM UMMYHOOMOJIOTHYECKOT0 JIEKAPCTBEHHOIO Ipernapara, a Takke MOpsA0K BblJIaul yKa3aHHOTO
3aKJIIOYEHUsT W pa3sMep IUIaTel 3a €ro Bblgady ycra”aBnuBaroTcs [IpaBurensctBoM Poccuiickoin
Oenepanuu.

8. 3a HempeICTaBleHHME WIM HECBOEBPEMEHHOE IIPEJCTABICHHE JOKYMEHTOB M CBEJCHHI,
IPeSyCMOTPEHHBIX YacTsmu 1, 2, 4, 5 u 6 HacTosIel cTaThy, IPOU3BOAUTEIN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3alyy, OCYLIECTBIISIOIINE BBO3 JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyro denepanuio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUHU C 3aKOHOJATENbCTBOM Poccuiickoit denepanui.

9. IlpencraBieHne JOKyMEHTOB M CBEICHWH, MPEAYCMOTPEHHBIX YacTsMu 1, 2 m 4 HacTosmen
CTaThbU, W TIOJlyuYe€HHE NPEAYCMOTPEHHOIO YAaCThblO 7 HACTOAIIEH CTAaThM pAa3pelIeHus Ha BBOJ
MMMYHOOHOJIOTMUECKOr0 JIEKapCTBEHHOI'O IIpenapata B TPaKIAaHCKUH 000OpoT He TpeOylTcs B
OTHOLICHUM JIEKAPCTBEHHBIX IMpPENapaToB, MPEIHA3HAUYEHHBIX U1 IPOBEACHHUS KIMHUYECKHUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpPEenapaToB, MPOBEIEHUS SKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBIICHHUS] TOCYAApCTBEHHOM pPErucTpaliyl JIEKAPCTBEHHBIX MpPENaparoB, a TaKKe B OTHOIICHUHU
HEe3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpENapaToB, MpPeJHa3HAYEHHBIX ISl OKa3aHUS METUIMHCKOU
MIOMOIILM 110 ’KU3HEHHBIM NOKa3aHUSM KOHKPETHOrO MalMeHTa, BBO3UMBbIX B Poccuiickyro ®Penepannio B
COOTBETCTBHHM C 4acThlo 3 cTaThk 47 HacTosmero denepanbHOrO 3aKOHa.

10. Ilpu BBIABIEHHMH B TIpaXJaHCKOM O0OpOTE CEpUM WM HapTHM JIEKAPCTBEHHOro Ipernaparta,
JOKYMEHTBI M CBEICHHS O KOTOPBIX, NMPEIyCMOTpeHHbIE YacTsMu 1, 2 W 4 HacTosAleH cTaThbH, HE
IpeJCTaBlIeHbl B (hefepasibHblii OpraH MCIOJHUTEIbHON BIIACTH, OCYLIECTBISIOIIMNA (YHKUHUU 110
KOHTPOJIIO U HaJI30py B cepe 3ApaBOOXpaHEHHUs, JIMOO CEpUM WIM MapTHH HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO IpenapaTa, HE MMEIOLIIMX pa3pelleHuss Ha BBOJ B TPaXTaHCKHH 000poT,
MPEyCMOTPEHHOTO0 YacThl0 7 HACTOSIIEH CTaTbu, (efepalbHBIi OpraH HCIOJHUTEIBLHONH BIACTH,
OCYILECTBIAIONIMA (PYHKIIMM IO KOHTPOJIK M HaI30py B cdepe 3IpaBOOXpaHEHHs, B IOPSJIKE,
ycraHoBiaeHHOM IlIpaBurensctBoM Poccuiickoit denepanuy, NPUHUMAET pPEIICHHE O IIPEKpallcHUU
rpaXJaHCKOro 000pOTa TaKUX CEPUM WM MApTHM [0 MPEACTaBIECHUS YKa3aHHbIX JOKYMEHTOB U
CBEJICHUH JT0O0 MOTy4eHHs YKa3aHHOTO pa3peIleHHs.

Cratba 53. MNpopaxa, nepenayvya nekapcTBeHHbIX CPeACTB OpraHM3aumMaMn ONnTOBOWM
TOProBfM NeKapCTBEeHHbIMU CpeacTBaMun

1. Opranuszanuu onToBOM TOPrOBJIM JEKAPCTBEHHBIMU CPEACTBAMU MOT'YT OCYIIECTBIISTH MPOJAXKY
JIEKAPCTBEHHBIX CPEJICTB WM I€pelaBaTh MX B YCTAHOBJICHHOM 3aKOHOAATENIBCTBOM Poccuiickoit
Denepanyy NopsIKe:

1) apyrumM opraHusanusM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;
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2) NpOU3BOIUTEISIM JIEKAPCTBEHHBIX CPEJICTB JJIs LeJIeH MTPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeuHbIM OpraHU3aLUsIM U BETEPUHAPHBIM allTEUHBIM OpPTraHU3aIUsIM;
4) HayYHO-HCCIIEIOBATEIHCKUM OPTaHU3AIMAM JIJIs1 HAyYHO-UCCIIEI0BATEILCKONU PabOTHI;

5) HHAWBUAYAJIbHBIM  HNPCAIIPUHUMATCIIAM, HWMCHOIIUM JIMICH3UIO Ha (l)apMaI_[CBTI/ILIeCKy}O
ACATCIIBHOCTD UJIW JIMOCH3HUIO HA MEAUIUHCKYIO JCATCIBbHOCTD,

6) MEAMIIMHCKUM OpTraHU3allUsIM, BETEPUHAPHBIM OpraHU3AIHIM;
7) opraHu3aIysaM, OCYIIECTBISIONIUM Pa3BeACHNUE, BBIPAIIIMBAHUE U COICPKAHNE KUBOTHBIX.

2. OpraHu3anuy ONTOBOM TOPTOBJIH JIEKAPCTBEHHBIMU CPEACTBAMHU O0SI3aHBI XPAHUTH 3aKYIIICHHYIO
(hapMaleBTHUECKYI0 CyOCTAHIIMIO CIIMPTa STUJIIOBOTO (3TAaHOJA), OCYHIECTBIATh €€ pPeaTu3aluio WU
nepenadyy B YCTaHOBJICHHOM 3aKOHOJATeNbcTBOM Poccuiickoit denepanuu MOpsIKEe OpPraHHU3AIUAM,
yKa3aHHbBIM B IyHKTax | - 7 yactu | HacTosimelt ctatby, B Tape 00beMoM He Oosee 1 iutpa.

(uacts 2 BBeneHa denepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

Cratbs 54. NpaBuna onToBOM TOProBSU JIEKAPCTBEHHbLIMU cpeacTBamMu

OnToBasi  TOProBisl  JIEKAPCTBEHHBIMH ~ CPEACTBAMHU  OCYILUECTBIISIETCA  NPOU3BOIUTENSIMU
JICKApCTBCHHBIX CPCACTB W OpraHu3alyusaMu ONTOBOM TOProBJIW JICKAPCTBCHHBIMU CPEACTBAMU 110
IpaBUjIaM HaJyuIexaleil AMCTpUObIOTOPCKON MPAKTUKK U MIPpaBUIaM HaJylexalleil MPakKTUKU XpaHEeHUs U
MNEPCBO3KHU JICKAPCTBCHHBIX IIpEHapaTroB, YTBCPKIACHHLIM COOTBETCTBYIOIIUMH YIIOJHOMOUYCHHBIMU
(benepanbHBIMU OpraHaMy UCIIOJIHUTENBHON BIIACTH.

(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

CraTtba 55. [lopAAOK pO3HMYHON TOProBMnx NeKapCcTBeHHbIMU NpenapaTamMmu

1. Po3HW4YHast TOPToOBisl JIEKAPCTBEHHBIMH TIpemapaTaMd B KOJWYECTBAX, HEOOXOIUMBIX IS
BBITIOJTHEHHS] BpadeOHBbIX ((eNbaIIepckux) Ha3HAYEHUM WM Ha3HAUYCHUH CIENHaTuCcTOB B 00JacTu
BETEPUHAPUU,  OCYIIECTBISCTCS  ANTE€YHbIMU  OPraHU3alUsIMHU, BETEPUHAPHBIMU  ANTEUYHBIMHU
OpraHu3alMIMH, WHJUBUTy AIbHBIMU MpEeANPUHUMATEISIMH, MMEIOIINMHU JULEH3UIO Ha
(bapMareBTHYECKYI0 JCSITeNbHOCTh, MEAUIIMHCKUMH OPTaHU3alUsIMH, WMEIONIMMH JIUICH3UI0 Ha
dbapmalleBTUUECKYIO0 JesITeNbHOCTh, W WX O000COOJEHHBIMU MOJpa3esieHusMUu (amMOyIaTopusMu,
denpamepckuMu U (PENbIIIePCKO-aKyIIEPCKUMHI  TIYHKTaMH, IeHTpaMu (OTIEJICHUsMHU) OOIIei
BpaueOHOM (ceMelHOI) MpPaKTUKH), PACHOJIOKEHHBIMU B CEJIbCKMX HACEJICHHBIX MYHKTAaX, B KOTOPBIX
OTCYTCTBYIOT alT€YHbIE OPraHU3allM{, U BETEPUHAPHBIMH OpPTraHU3aLMSIMU, UMEIOIMMU JIMLECH3UIO HA
(bapmalleBTUUECKYIO0 JAEATeIbHOCTh. PaspemieHa po3HWYHash TOProBIS TOJBKO JIEKAPCTBEHHBIMU
Mpernaparamu, 3aperucTpupoBaHHbIMU B Poccuiickoil @enepanvu WIM W3TOTOBJICHHBIMHU aANTEUYHBIMU
OpraHu3alMIMH, BETEpUHAPHBIMHU anTeYHbIMU OpraHu3aALMIMH, WHVBUTy AIbHBIMU
MpeANPUHUMATENSIMU, WMEIOIMIMMH JIUIEH3UI0 Ha (apMaleBTUUECKYI0 JesATeIbHOCTh. Po3HHMYHas
TOProBJsl JIEKAPCTBEHHBIMM INpenapaTaMHl OCYILIECTBISECTCS MO MpPaBWIAM HAJUIEKAIEHd anTeyHOn
MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (peepalibHbIM OPraHOM HCTIOJHUTEIHHOM BIACTH.

(B pen. denepanbubix 3akoHOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

2. Bumgel anTedHBIX OpraHM3alMii W TpaBWJIa OTIyCKa JIEKAPCTBEHHBIX IIPEMapaTtoB JUis
MEIULUHCKOIO INPHUMEHEHHUS AaNTCUYHBIMU OpPraHU3aLUsAMU, WHAUBUIAYAJIBHBIMU IIPEANPUHUMATEIISMH,
MMEIOIIMMHU JIUICH3HUIO Ha (hapMaIleBTHYECKYIO JIeSITeIbHOCTb, a TAK)KE TPaBUIIa OTITYCKA JIEKapCTBEHHBIX
[IpenaparoB Uil MEAMLMHCKOIO IMPUMEHEHUS MEJULUUHCKUMHU OpPraHU3alUsIMH, UMEIOIMMU JIMLEH3UIO
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Ha (apMareBTUYECKYIO0 AEATEIbHOCTh, M HMX O0OCOOJEHHBIMH TOApa3JeseHIsIMA (amMOyIaTOpHIMH,
denpamepckuMu U PeNpIIIepCKO-aKyIIEPCKUMH  MMYHKTaMU, UEHTpaMu (OTIENeHUsMHU) OOIIeH
BpayeOHOM (CEeMEHOM) MPAaKTUKM), PACIIONOKEHHBIMU B CEJIbCKUX HACEJICHHBIX IMyHKTaX, B KOTOPBIX
OTCYTCTBYIOT AamnTeuUHble OpraHU3alud, YTBEPKIAIOTCS YIOJHOMOYEHHBIM (peiepallbHbIM OpraHOM
WCTIOJHUTEIIBHOM BIACTH.

(B pen. ®enepanpHoro 3akona ot 25.11.2013 N 317-03)

3. IlpaBuiia OoTIycKa HAPKOTUYECKUX CPEACTB W IICHXOTPOMHBIX BEUIECTB, 3aPETUCTPHPOBAHHBIX B
Ka4yecTBE JIEKAPCTBEHHBIX IPEMNapaToB, JEKAPCTBEHHBIX IPENapaToB, COJEpXKAIIUX HAPKOTHUYECKUE
CpeACTBa W TICHXOTPOIHBIC BEIIECTBA, YTBEPXKIAIOTCS YIOJHOMOYEHHBIM (eepaibHbBIM OpraHOM
UCTIOJIHUTEJIBHOW BJIACTH IO COTJIACOBAaHHIO C (pellepaibHbIM OPraHoOM HCIOJHUTENIBHOW BJIACTH,
YIIOJTHOMOYEHHBIM B cepe BHYTPCHHUX JCIl.

(B pen. denepanbroro 3akoHa ot 03.07.2016 N 305-D3)

4. JlexapcTBeHHble TpenapaTbl JJi BETEPUHAPHOTO IMPUMEHEHUS IOJUIeKaT  OTIIYCKY
BETCPUHAPHBIMU aNTCYHBIMU OPraHU3alUsIMU, BETCPUHAPHBIMU OpPraHU3ALMAMU, WUHIUBUILYAIBHBIMU
MpeaPUHUMATESIMU, UMEIOIIUMHU JIMIEH3UI0 Ha (hapMalleBTUUECKYIO AesTenbHocTh. [IpaBuna oTmycka
JIEKAPCTBEHHBIX IIPENApaToB Il BETCPUHAPHOIO IPUMEHEHHs YTBEP)KAAIOTCS YIIOTHOMOYEHHBIM
(benepaibHbIM OPraHOM UCIIOJIHUTENBHOM BJIACTH.

5. IlepeyeHb MEIUIIMHCKUX OpraHU3allMil, MMEIOLUIMX JMIEH3UI0 Ha (QapMaleBTUYECKYIO
NesTeNIbHOCTb, M MX  O00O0COOJIEHHBIX  MojapasjeneHuid  (amOynaTopuil, ¢enbpAlepcKuX U
(benpamepeKo-aKyepcKux MyHKTOB, IEHTPOB (OTAeNeHH) o0mmel BpadyeOHOI (CeMeHO) MPaKTUKH),
PACIIOJIOKEHHBIX B CEIBCKUX HACEICHHBIX ITyHKTAX, B KOTOPBIX OTCYTCTBYIOT aTE€UHbIC OpraHU3alHH, a
TaKXe TIepeueHb JIEKAPCTBEHHBIX NpPEnapaToB (32 MCKIOYEHHUEM HApKOTHMYECKHX JIEeKapCTBEHHBIX
MperapaToB M MCUXOTPOITHBIX JIEKAPCTBEHHBIX MPETapaToB), MPoJaka KOTOPBIX MOYKET OCYIIECTBISTHCS
yKa3aHHBIMH OpTaHU3alMsIMH U UX 000COOJEHHBIMU MOJApa3AeICHUSIMH, YCTAaHABIMBAIOTCS OpraHaMu
UCIIOJHUTENIbHOM BiiacTu cyObekToB Poccuiickoit denepannu.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

6. AnreuyHble OpraHu3allid, WHIAUBUAYaJbHbIC MPEANPUHUMATENN, HMEIOLIUE JMIEH3UI0 Ha
(dbapmalleBTUUECKYIO0  JIEATENbHOCTh, O0053aHbl o0OecrmeunBaTh yTBepXKIeHHBIH [IpaBUTENHCTBOM
Poccwuiickoit enepanuu U GOpMHUPYEMBIH B YCTAHOBICHHOM UM IOPSJIKE MHHUMAJIBHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX JJIs OKa3aHUs MEAUIIMHCKONW TTOMOIIIH.

(uactsp 6 B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-®3)

7. AnTedHble OpraHM3allM, WHIUBHIYyaJlbHbIE NPEANPUHUMATEIN, WMEIOIINE JHIECH3UI0 Ha
(bapMaeBTHYECKYI0 JIEATENHOCTh, HAapsAQy C JIGKAPCTBEHHBIMH IIperapataMd HUMEIOT IpaBo
npruoOpeTaTh M MPOJaBaTh METUIIMHCKIE U3ENU, Ne3NH(DUIMPYIONINEe CPEACTBA, MPEIMETHI U CPEACTBA
JUYHOW TWUTHEHBI, TIOCYIy Ui MEIUIIMHCKHUX LeJel, MpeAMEeThl M CpelCTBa, NpeAHa3HAYCHHbIC IS
yXo/1a 3a OOJbHBIMH, HOBOPOYK/IEHHBIMHU U JIETBMH, HE IOCTUTIINMH BO3PACTa TPEX JIET, OYKOBYIO ONTHKY
U CpeICTBa yXoJa 3a HeH, MUHEpaJbHBIE BOIBI, MPOAYKTHI JI4eOHOTrO, AETCKOTO U IHETUYECKOTO
NUTaHKUs, OMOJIOTHYECKN aKTHUBHBIE J00aBKHU, MaphroOMepHbIe 1 KOCMETHYECKHE CPECTBA, MEIUIIMHCKUE
¥ CaHHWTapHO-TIPOCBETUTEIbHBIC TIEYaTHBIC H3/JaHUs, NpEeAHA3HAYCHHBIC UIS TPOIAraHibl 30POBOTO
o0Opa3a KU3HH.

(B pen. ®enepanbHbix 3akoHOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-D3)

8. JlesarenpHOCTh anTe4HbIX opraHu3zauui Boopyxkenusix Cun Poccuiickoit @enepauyu, Ipyrux
BOMCK, BOMHCKUX (DOPMUPOBAHUN M OPraHOB, B KOTOPBIX 3aKoHoJaTesnbcTBOM Poccuiickoit denepannu
IPESYyCMOTPEHO TPOXOXAECHUE BOEHHOM CIyKObl MM (enepaabHONM TOCYAApCTBEHHOM CITyXkOBl,
CBA3AHHOM C INPAaBOOXPAHUTEIBHOM JEATEIBHOCTBIO, pErlaMEHTUpyeTcs HacTosmmMm DenepanbHbIM
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3aKOHOM M YTBCPKACHHBIMU COOTBCTCTBYIOIIMMU (1)6I[CpaJ'II)HBIMI/I opraHamMu WCIIOJTHUTEILHONU BJIACTH
noJoXeHussMU. KOHTposibp 3a cOONIOJICHMEM YyKa3aHHBIMH AaNTeUYHBIMH OpPTaHU3AlMAMHU  TIOJIOKEHHUN
Hacrosmiero denepasbHOrO 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMHU (heAepaTbHBIMU OpraHaMu
UCTIOJTHUTENBHON BIIACTH.

(B pen. denepanbroro 3akoHa ot 13.07.2015 N 262-D3)

CraTtbsa 56. U3aroTtoBneHue n OoTNycK fieKapCTBEHHbIX NpenapaToB

1. H3roroBineHne JEKApCTBEHHBIX NPENApAaTOB alTEYHBIMU OpPraHU3ALUSAMHU, BETEPUHAPHBIMHU
anTEeYHbIMM OPraHMU3alUsAMM, HMHIMBUAYaJIbHBIMU IMPEANPUHUMATEIAMU, UMEIOIIMMU JIMLEH3UIO Ha
(bapMaleBTUUECKYIO JESTENbHOCTb, OCYLIECTBIISAETCSA MO pelenTaM Ha JIEKapCTBEHHbIE Ipernaparhl, IO
TpeOOBAHUAM MEIMLMHCKUX OpPraHU3allii, BETEPUHAPHBIX OpraHU3aluil B COOTBETCTBUM C IPABUIAMU
W3TOTOBJIEHMSI W OTIIyCKa JIGKAPCTBEHHBIX IIPENapaToB, YTBEPKICHHBIMH  YIIOJIHOMOYEHHBIM
¢benepanbHBIM OPraHOM HCIIOJIHUTEIBHOMN BIIACTH.

2. HpI/I H3TOTOBJICHUHN JICKAPCTBCHHLIX MPCIApPAaTOB allTCYHBIMU OpPraHU3alusIMH, BETCPUHAPHBIMUA
anTEeYHbIMM OPTraHU3aLUsSMM, WHJIMBUAYAJIbHBIMU MPEINPUHUMATEISAMUA, HMEIOIIMMH JIMLEH3UI0 Ha
(hapManeBTHUECKYIO JESATEIHHOCTh, HCIOJIB3YIOTCS (DapMaleBTHUYECKHUE CyOCTaHIIMH, BKIIIOYCHHBIC
COOTBETCTBEHHO B I'OCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEJCTB ISl MEAULMHCKOTO IPUMEHEHUS U
FOCYHapCTBGHHBIﬁ peeCTp JICKAPCTBCHHBIX CPECACTB JIsI BETCPUHAPHOIO MPUMEHCHUA B YCTAHOBJICHHOM
nopsiaike. He nmomyckaercs M3roToBiIEHHWE aNTEUYHBIMU OPraHU3alUsMM, BETEPUHAPHBIMU aNTEYHBIMU
opranm3anusiMu, HHIAWBHUYaJIbHBIMU NpCaAIpruHUMATCIIAMU, NMCHOIIINMHAU JIMICH3HUIO Ha
(bapMaleBTHUECKYIO JEeSTENbHOCTD, JIEKAPCTBEHHBIX MpENapaToB, 3aperucTpUpOBaHHBIX B Poccuiickoii
denepanuu.

3. MapKI/IPOBKa JICKAPCTBCHHBIX TMPCIIapaToB, HU3NOTOBJICHHLIX alTCYHBIMH OpraHU3allusaAMu,
BCTCPUHAPHBIMU allTCYHBIMHU OpraHu3aluiaMu, HUHIAUBHUAYAJIbHBIMHU MNPEANTPUHHUMATCIIAMU, WMCIOIIHUMU
JJUIICH3HUIO Ha (bapMaueBTquCKon ACATCIIBHOCTh, H O(i)OpMJ'ICHI/Ie TaKuX [MpCIapaToB AOOJIKHBI
COOTBCTCTBOBATH IIpaBUJIaM, YKa3aHHBIM B 4aCTU 1 HaCTOHHIefI CTaTbu.

4. AnrteuyHble OpraHu3allud, BEeTEpUHAPHBbIC alTEUHble OpraHU3allld, WHAUBHUIYaJbHbIE
npeaApuHUMATEIIN, UMCIOINEC JIMICH3UIO Ha q)apMaIleBTI/I‘IeCKYIO ACATCIIBHOCTD, HECYT OTBETCTBCHHOCTD
3a HECcOOJIOZeHHE NMpaBWJI M3TOTOBJIEHHS M OTIYCKa JICKAPCTBEHHBIX NpPENapaToB B COOTBETCTBUM C
3aKoHO1aTenbCcTBOM Pocculickon Penepanum.

Cratba 57. 3anpeweHue npogaxu danbCcuPUUMpPOBaHHbIX JEeKapCTBEHHbIX
cpencTs, HeAoOpOKaYeCTBEHHbLIX  JIeKAPCTBEHHbIX  CPeAacTs, KOHTpadaKTHbIX
neKkapcTBeHHbIX CPeaAcTB

[Mponaxa danbcuuIMpOBaHHBIX JEKAPCTBEHHBIX CPEJICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB 3aMperiaeTcs.

CraTtbsa 58. XpaHeHuMe nekapCTBEHHbIX CpeacTB

1. XpaHeHue JE€KapCTBEHHBIX CPEJCTB OCYILUECTBISAETCA IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
CPEACTB, OpraHu3alUsMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMU  CPEACTBAMH,  ANTECYHBIMHU
OpraHu3alUsIMU, BETEPUHAPHBIMU arTeYHbIMU OpraHu3alUsaIMU, VHIUBUYaIbHBIMU
MpEANPUHUMATEIISIMU, UMEIOIIMMHU JIMIICH3UI0 Ha (hapMaleBTUUYECKYIO JACSITEIBHOCTD WM JIUIEH3UIO Ha
MEIMIMHCKYIO JEATEIBHOCTh, MEIAULUHCKUMHU OPraHU3alUsMH, BETEPUHAPHBIMU OPTraHU3ALUAMU U
WHBIMH  OpPTraHMU3aIlUsIMHU, OCYIICCTBILIIONIMMU OOpallleHHe JICKApCTBEHHBIX CPEICTB. XPpaHEHUE
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JICKAPCTBCHHBIX CPCACTB MJId BCTCPUHAPHOI'O IMPHUMCHCHUA OpraHu3allisIMUu W HWHAWBUAYAJIbHBIMH
NpEANPUHUMATENIIME B CIIydasiX, €CJIIM OHM HCHOJB3YIOTCS HCKIIOUUTEIBHO TpU pa3BEICHHUH,
BbIpallluBaHWH, COACPKAHUN W JICUCHUHN JXKUBOTHBIX, MOXCET OCYIICCTBIIATHCS oe3 MOJIYUCHUA JIMIOCH3UU
Ha (hapMaIeBTUYECKYIO ACATEIBHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBwia  XpaHEHMs]  JICKAPCTBEHHBIX  CPEACTB  YTBEPXKAAIOTCSA  COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (eiepaibHbIM OPIraHOM UCIOJIHUTEIbHOU BIIACTH.

3. XpaHeHUE HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEICTB, NICUXOTPOIMHBIX JICKAPCTBEHHBIX CPEACTB,
paguodapMareBTUIECKUX  JICKAPCTBEHHBIX  CPEICTB  OCYIICCTBIISIETCSI B COOTBETCTBHUH  C
3akoHoJarenbcTBOM Pocceuniickon denepanuu.

Cratba 58.1. lpeAMeTHO-KONMUYECTBEHHbIA Y4eT JieKapCTBEeHHbIX CpeacTB Ans
MeAULMHCKOro NpMMeHeHus
(BBenena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. Hepeqeﬂb JICKApCTBCHHBIX CPCACTB JIA MCIAUIHUHCKOIO IIPUMCHCHUA, MTOMJICKAIINUX
NpEeAMETHO-KOJIMYECCTBEHHOMY  YUYCTY, YTBCPXKAACTCA YIIOJIHOMOYCHHBIM q)ez[epaanLIM OopraHomM
HCIIOJIHUTEILHOHN BIACTH.

2. HOprILOK BKJIIOUCHUSA JICKAPCTBCHHBIX CPCACTB AJid MCIHMIOMWHCKOI'O IMPUMCHCHHUA B IICPCUCHD
JIEKapCTBEHHBIX CPEJCTB JUISI MEJUIIMHCKOTO NMPUMEHEHUs, MOIJIeKAIINUX PEIMETHO-KOIUUYECTBEHHOMY
y4eTy, YCTAaHaBJIMBACTCS YIOJIHOMOUYEHHBIM (elepalbHbIM OpPraHOM MCIIOJIHUTEIBHONW BIJIACTH IIO
COIJIACOBAHUIO ¢ (eepalbHbIM OpPraHOM HCIOJHHUTEIbHOM BIAacTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX J€EIL.

(B pen. denepanbhoro 3akona ot 03.07.2016 N 305-D3)

3. IIpeaMeTHO-KONMMYECTBEHHBIM YUYET JEKapCTBEHHBIX CPEJICTB I MEAMIIMHCKOIO NPUMEHEHMS
BEIYT NPOU3BOAMUTEIN JIEKAPCTBEHHBIX CPEICTB, OpPraHU3alliyd ONTOBOM TOPrOBIIH JIEKAPCTBEHHBIMU
CpeICcTBaMy, alTeYHble OPraHMU3aliy, WHIMBHUAyaJbHbIE NPEANPUHUMATENIH, UMEIOIIUE JIMICH3UI0 Ha
(bapMaleBTUUECKYIO AEATENbHOCTh WM JIMLEH3UI0 Ha MEIUIMHCKYIO JIeSTeNbHOCTh, U MEAULMHCKHUE
OpTaHu3aIiH, OCYIIECTBISIONMNE 00palleHe JIEKapPCTBEHHBIX CPECTB IS MEAUIIMHCKOTO PUMEHEHNS,
MyTEM PETHCTpallMU JIOOBIX CBA3aHHBIX C UX OOpallleHHeM OIepalyil, NP KOTOPBIX HU3MEHSEeTCA HX
KOJINYECTBO U (MJIM) COCTOSIHUE, B CIICIMANIBHBIX J)KypHAIAX ydeTa Onepaluii, CBI3aHHBIX C 00palieHneM
JIEKapCTBEHHBIX CPEJCTB /Ul MEULMHCKOIO IPUMEHEHNUS (Jlanee - CrelaibHbIe )KypHAIbI).

4. TlpaBuna perucTpanuy OIepanuii, CBSI3aHHBIX C OOpAalICHHEM JIEKapCTBEHHBIX CPEICTB JUIS
MEIULHUHCKOrO NMPUMEHEHHS, BKIIOUEHHBIX B IEPEUYEHb JICKAPCTBEHHBIX CPEIACTB Ul MEAULIMHCKOIO
IIPUMEHEHHUs, TTOJIeKAIIUX IPEAMETHO-KOJINYECTBEHHOMY YYETY, B CIELUAIbHBIX )KypHajIaxX U IpaBuia
BEJCHHUS M XpaHEHUs CIELUAIbHBIX >KYpHAJIOB YTBEPXKIAIOTCS YIOJIHOMOYEHHBIM (erepaabHbIM
OpPraHOM MCIOJHUTEIBHOU BIACTH.

5. KoHTponp 3a coOmofeHHEM IpaBUI PETHCTpAallUU ONepaluid, CBA3aHHBIX C OOpaleHHeM
JICKAPCTBCHHBIX CPCACTB A MCAUIUHCKOTO IMPUMCHCHHUA, BKIIIOUCHHBIX B IEPCUHCHL JICKAPCTBCHHBIX
CPeACTB s MEIULIMHCKOTO NPUMEHEHMs, MOAJEKAIIUX MPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy, B
CIICHUMAJIBHBIX JKypHajlaxX, a TaKXE 3a CO6J'IIOI[€HI/IGM mpaBuJl BCACHUA M XPaHCHHA CIICHUAJIBbHBIX
’KYPHAJIOB BO3JIaraeTcsi Ha yNOJHOMOUYEHHbIE (e/lepajbHbIe OpraHbl UCIIOJHUTEIbHOM BIACTH U OpraHbl
WCIIOJIHUTENIbHON BiacTH cyObekToB Poccuiickoit ®enepanuu, OCYLIECTBISIOMINE JIMLEH3UPOBAHUE
IIPOM3BOJICTBA  JICKAPCTBEHHBIX CPEACTB, (apMaleBTUYECKONH JIEATEIbHOCTH W MEIULMHCKOMN
ACATCIIBHOCTH, U OCYHICCTBIIACTCA B paMKaX JIMICH3UOHHOTI'O KOHTPOJIA.
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Masa 11. YHUHTOXEHUE NNEKAPCTBEHHbLIX CPEACTB
CraTtba 59. OcHOBaHUA 1 NOPAAOK YHUUTOXEHMUA NeKapCTBEHHbIX CpeacTB

1. HenoOpokauecTBEHHbIE JICKAPCTBEHHBIE CPEJCTBA, (anbCU(UIMPOBAHHBIE JIEKAPCTBEHHBIE
cpeactBa IMmoJie)KaTrT H3BATUIO U3 O6paH1€HI/I$I U  YHHUYTOXCHHIO B TIOPAAKE, YCTAHOBJICHHOM
[TpaButensctBoM Poccuiickoit deneparuu. OCHOBaHUEM [UI YHUUYTOXKEHHsI JIEKAPCTBEHHBIX CPEJICTB
ABISIETCSl ~ PEIIeHHMEe  BaJeNblla  JIGKAPCTBEHHBIX  CPEACTB,  PEIICHHE  COOTBETCTBYIOLIETO
YIOJIHOMOYEHHOTO (heiepalibHOrO OpraHa UCIIOJHUTEIbHON BIACTH WIM PELICHHUE Cya.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. KoHTpadakTHble JIEKapCTBEHHBIE CPEACTBA MOAJIESKAT U3BATUIO U3 O0paLIeHUs] U YHUUTOXKCHHIO
0 peueHuro cyaa. [opsaaok yHU4YTOXKEeHHUs] KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTaHABIMBACTCA
IIpaBurensctBoM Pocculickoit denepanuu.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, CBs3aHHBIE C YHHUYTOXKEHHEM KOHTpA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HEJ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (QalbCcU(UIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
BO3MEILIAKOTCS UX BIIAJEIBLEM.

4. Bnanenern J1eKapCTBEHHBIX CPEACTB JODKEH MPEJCTaBUTh B YIIOJHOMOYEHHBIN (perepasibHbIi
OpraH WCIIOJHUTEIbHOM BJIACTU JOKYMEHT WM 3aBEPEHHYI0 B YCTAHOBIECHHOM IIOPSJKE €ro KOIIHUIO,
MOJATBEPKIA0IIUE (PaKT YHUUTOXKEHHS JIEKAPCTBEHHBIX CPECTB.

5. CoOTBeTCTBYIONIMIA YIOJIHOMOYEHHBIH (hefepabHblii  OpraH HCHOJHHUTENBbHOM  BIIACTH,
NPUHSBIIMKA pelleHne 00 YHUYTOXKEHHWU JIeKapCTBEHHBIX CPEJACTB, OCYILIECTBIISAET KOHTPOJIb 3a HX
YHUUYTOKEHUEM.

6. VYHUYTOXKEHHE JIEKAPCTBEHHBIX CPEJICTB TMPOM3BOIAUTCS OPTaHHW3ALUSIMH, HWMEIOIIMMHI
COOTBETCTBYONIYIO JIMIICH3HUIO, HA CIIEIUAILHO 000PYI0BAaHHBIX IIJIOMIAIKAaX, MMOJIMTOHAX U B CTICITHATIBHO
000py/TIOBaHHBIX MOMEIIEHUSAX C COONIOICHHEM TPeOOBaHUN B 0OJIACTH OXPAHBI OKPYXKAIOIICH CPE/Ibl B
COOTBETCTBUH C 3aKOHOJaTeNbCTBOM Poccuiickoit denepanui.

7. Hapxorudeckue JI€KapCTBEHHbIE CpEICTBAa, ICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEACTBA,
panuodapmaneBTHYECKUE  JIGKAPCTBEHHBIE  CPEACTBA  YHHUYTOXKAIOTCS B COOTBETCTBMM  C
3aKoHo1aTenbcTBOM Pocculickon Penepanum.

Mnasa 12. TOCYOAPCTBEHHOE PEIyJIMnPOBAHUE LIEH
HA NEKAPCTBEHHBbIE NMPEMNAPATbLI ANA MEAULIMHCKOIo NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha NeKapCTBEeHHble npenaparbl
ANA MegULMHCKOro NpMMeHeHus

locynapcTBeHHOE peryiauMpoBaHHE II€H Ha JIEKapCTBEHHBIE TMpenaparbl Il MEIUIIMHCKOTO
MIPUMEHEHHUS OCYLIECTBIISETCS TOCPEACTBOM:

1) yrBepxknenus IlpaBurensctBoM Poccuiickoit denepanny nepeyHs: )KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIMX JIEKAPCTBEHHBIX MpPENapaToB, KOTOPBIA C(HOPMHUPOBAH B YCTAHOBJIEHHOM MM IOpSJKE Ha
OCHOBE KOMIUIEKCHOH OLICHKH JIEKAPCTBEHHBIX MPENApaTOB, BKIIOYAsl AHAIN3 CBEICHUN O CPAaBHUTEIBHON
KIMHUYECKONH 3(()EeKTUBHOCTH U O€30MaCHOCTH JIEKApCTBEHHOTO CPEICTBA, OLEHKY 3KOHOMHYECKHX
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HOCJ'IG)ICTBI/II\/JI IMPUMCHCHUA JICKAPCTBECHHOTO CpEACTBA W H3YUCHHUC HOOIIOJHHUTCIBHBIX HOCHGI{CTBI/Iﬁ
NPUMEHEHHS JIEKapCTBEHHOTO CPE/ICTBA;
(n. 1 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEpXKACHHUS METOAMKH YCTAHOBIICHUS TPOU3BOJUTENSIMU JIEKApPCTBEHHBIX MPEMapaToB
MIPEACIIbHBIX OTITYCKHBIX IIEH Ha JICKAPCTBEHHBIE NPEMapaTrhl, BKIIOYEHHBIE B TEPEUYCHb KU3HEHHO
HEOOXOMUMBIX W BaXXHEHIIMX JIEKApPCTBEHHBIX IMpENapaToB, a TaKXKe BHEAPEHUS MEXaHU3MOB
(bopMHpOBaHUS CUCTEMBI PEPEPEHTHBIX 1IEH;

(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

3) rocy1apCcTBEHHON perucTpanyy yCTaHOBJIEHHBIX IPOU3BOJUTENISIMU JIEKAPCTBEHHBIX MPENapaToB
MIPEACIIBHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHBIC IIPENApAThl, BKIIOYEHHBIC B IIEPEYEHb >XU3HEHHO
HEO0OXOUMBIX M BaKHEUIINX JIEKapCTBEHHBIX MIPENapaTos;

4) BCACHUA TOCYAAapCTBCHHOIO pceeCTpa MNPCACIbHBIX OTIYCKHBIX M[ICH HpOPI3BO,Z[PITCJ'I€I>i Ha
JICKApCTBCHHBIC IIp€rapaTbl, BKIIOYCHHBIC B IICPCUCHb KHU3HCHHO H€O6XOI[I/IMBIX M BaXKHCHUIIIHX
JICKApCTBCHHBIX IPCIIAPATOB;

5) yTBepKIOEHUS METOJMKH YCTAHOBJICHHS OpraHaMH HCIOJIHUTEIbHOW BIIACTH CYOBEKTOB
Poccuiickoit ®enepanyu mnpenenabHbIX pa3MEpOB ONTOBBIX HAA0ABOK M TMpEAETbHBIX pa3MepoB
PO3HMYHBIX HaA0aBOK K (PAKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IIPENaparoB, Ha JICKAPCTBEHHBIC IIpenaparsl, BKIIOYEHHBIE B IIEPEYEHb >KU3HECHHO
HEO0OXOUMBIX M BaKHEHUIINX JIEKapCTBEHHBIX MIPENapaTos;

6) ycraHOBIIEHHS TPEIEIBHBIX Pa3MEPOB ONTOBBIX HAJ0aBOK M MPENEIBHBIX Pa3MEPOB PO3HHYHBIX
Ha70aBOK K (PAaKTUYECKUM OTIYyCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJAUTENSIMU JIE€KApPCTBEHHBIX
IpernapaToB, Ha JIEKApCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B NEpeUYeHb XU3HEHHO HEOOXOAUMBIX U
BaYKHEHNIIINX JIEKAPCTBEHHBIX MPENapaToB;

7) YTBEepXKACHHUS TOPSAIKA BBIAYU TPEINUCAHHMIA OpraHaM HCIOJTHUTEIBHONW BIACTH CYOBEKTOB
Poccuiickoit denepanyu 0 NpUBEAECHUNA B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickoin denepannu
pelieHnit 00 YCTaHOBJIGHHWH TMPEAETBHBIX Pa3MEpPOB OINTOBBIX HAA0ABOK M MpEIENIbHBIX pa3MepoB
PO3HUYHBIX HaA0aBOK K (DAaKTHUECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOW3BOJIUTEISIMHU
JIEKapCTBEHHBIX TpENapaTroB, Ha JIEKapCTBEHHbIE Mpenaparbl, BKIIOYCHHbIE B IEpPEUYCHb >KU3HEHHO
HEOOXOJUMBIX W BAXKHEWINUX JICKAPCTBEHHBIX MPENaparoB, €CIH OHH TPUHATHI C HapyIICHHEM
3akoHojJaTenbeTBa Poccuiickoit denepanuu, B nopsijke, ycraHoBiaeHHOM [IpaBurenbctBoM Poccuiickoit
denepauny;

8) HampaBlIeHHs YIIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIIOJHUTEIBHON BJIACTH OpraHam
UCIIOJIHUTENIbHON Biactu cyOwbekToB Poccuiickoii @enepanuu NpeAnvcaHUd O TPUBEIACHUM B
COOTBETCTBHE C 3aKOHoZarenbCcTBOM  Poccuiickonn ®enepauymu NOPUHATBIX € HapyLICHHEM
3akoHOJaTenbcTBa Poccuiickoit denepannu pereHnii 00 yCTaHOBJICHUH MPEAETbHBIX Pa3MEPOB ONTOBBIX
Ha/0aBOK M MpPEJENIbHBIX pa3MepoB PO3HUUYHBIX HAaJ0AaBOK K II€HAM Ha JIEKapCTBEHHBIE IpenapaThl,
BKJIFOUEHHBIE B [I€PEUEHb )KM3HEHHO HEOOXOJUMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX MIPENapaToB;

9) ocymiectBneHus ¢eaepaibHOro rocy1apcTBEHHOT0 Ha30pa B cpepe oOpalieHus JeKapCTBEHHBIX
CPEICTB M PETrMOHAJIBHOIO TIOCYJAapCTBEHHOIO KOHTPOJIS 3a IPUMEHEHUEM IIEH Ha JIEKAPCTBEHHBIC
mpemnapaThl COOTBETCTBEHHO YMOJIHOMOUYEHHBIMH (efepalbHbIMU OpraHaMH HCIOTHUTENBHON BIAcTH U
opraHaMiy HUCIIOJIHUTENIbHOM BJacTH cyObekToB Poccuiickoit denepaii coriiacHO UX KOMIIETEHIIMU B
nopsiake, ycranoineHHoM [IpaBurensctBom Poccuiickon Penepannu;

(. 9 B pen. @enepanbHOro 3akoHa ot 25.06.2012 N 93-D3)
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10) mnpumeHeHHs TPENYCMOTPEHHBIX 3akoHojaTesnbcTBOM — Poccuiickoit  @enpepanuu  Mmep
OTBETCTBEHHOCTH 3a HapyllleHHEe MOps/IKa [IEeHO00pa30BaHMs Ha KM3HEHHO HEOOXOIUMbIE U Ba)kKHEHIINe
JIEKapCTBEHHbIE TpEeraparhl.

Cratba 61. NocyaapcTBeHHas peructpaumsi yctaHaBrMBaeMbIiX NPouM3BOAUTENSAMU
neKapcTBeHHbIX npenapaTtoB npeAenibHbIX OTNYCKHbIX LEeH Ha neKapcTBeHHble
npenapaTbl, BK/IOYEeHHble B MNepeyYeHb >XWU3HEHHO HeobXoAUMbIX W BaXHeuWwux
nekKapcTBeHHbIX NpenapaToB
(B pen. ®exnepanbHoro 3akoHa ot 08.03.2015 N 34-D3)

1. YcranaBnuBaeMble MPOU3BOJIUTENSIMU JIEKAPCTBEHHBIX IPENAapaToOB IpeAeibHbIE OTITYCKHBIE
LIEHBI Ha JICKapCTBEHHbIE MPENapaThl, BKIIOUYCHHbIE B IePeUeHb KU3HEHHO HEOOXOAUMBIX U BaYKHEHIITMX
JIEKapCTBEHHBIX IMPENaparoB, MOJJIEKAT IOCYAapCTBEHHOW PErucTpalud B MOPSAIKE, YCTaHOBICHHOM
IIpaBurensctBoM Pocculickoit denepanuu.

(uactp 1 B pen. @enepanbroro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHuMM NOJAaHHOTO 10 1 OKTAOpS KaXAOro roja 3asBICHUS IPOU3BOAMTEINS
JIEKapCTBEHHBIX IPENapaToB, BKIIOUEHHBIX B IEPEUYECHb JKU3HEHHO HEOOXOJUMBIX W BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, 3aperUCTPUPOBAaHHAs IpEeAeibHAs OTIyCKHas Li€Ha Ha JIEKapCTBEHHBIN
IpernapaT MOKeT ObITh EPEPETUCTPUPOBAHA OJIMH pa3 B KaJIEHAAPHOM IOy B MOPAJKE, YCTAHOBIEHHOM
IIpaBurensctBoM Pocculickoit denepanuu.

(gactb 2 B pen. @epepanpHoro 3akoHa ot 08.03.2015 N 34-D3)

2.1-2.2. Yrpartunu cuity ¢ 1 utonst 2015 roaa. - @enepanbubiii 3akon ot 08.03.2015 N 34-P3.

3. Pacuer mpefenbHbIX OTIYCKHBIX II€H, YKa3aHHBIX B yacTsaX | W 2 HacToslIed CTaTbH, IpU HX
rOCyJapCTBEHHOM PETUCTpALUU WIN MEPEPErucTpallii OCYLIECTBISAETCS B COOTBETCTBUU C METOIMKOM,
yTBepxkaeHHoM [IpaBurenbctBoM Poccuiickoit denepaiiuy u yYuTHIBAIONICH, B YACTHOCTH:

1) cobmronenne GanaHca MHTEPECOB MOTPEOUTENEH JEKApPCTBEHHBIX IMPENapaToB, BKIIOUYEHHBIX B
MepevyeHb *KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IMpenapaToB, M MPOU3BOAUTENEH
JIEKapCTBEHHBIX TPENapaTtoB, BKIIOUEHHBIX B IEPEUYCHb >KU3HEHHO HEOOXOMUMBIX W Ba)KHEHIINX
JIEKApCTBEHHBIX MPEMapaToB;

2) axTHUeckyro OTIYCKHYIO IIEHY Ha JIeKapCcTBEeHHbIe npenapathl B Poccuiickoii denepanuu, neHy
BBO3a JIEKAPCTBEHHBIX MpenapaTtoB B Pocculickyto @Penepannio, a TakKXKe LEHbl HAa aHAJTOTUYHbBIC
JIeKapCTBEHHbIE Mpernaparhl, Haxo suecs B oopamieHnu B Poccuiickoit denepanuu;

3) 3arpaThl NPOU3BOJUTENS JIEKAPCTBEHHOI'O IIpernapaTa Ha MPOM3BOJACTBO U  pPEaIU3aLUI0
JIEKapCTBEHHOT'O IIperapara;

4) 1eHy Ha JIEKQpCTBEHHBIM IMpenapaT HMHOCTPAHHOTO TPOU3BOJICTBA, €ro IIEHy B CTpaHe
MIPOM3BOJUTENS U B CTpaHaX, B KOTOPBIX Mperapar 3aperucTpUpoBaH U (WJIHM) B KOTOPBIE MOCTaBIISIETCS
WHOCTPAHHBIM MMPOU3BOIUTEIIEM.

(dactpb 3 B pen. DenepanbHoro 3akoHa ot 08.03.2015 N 34-D3)

4. He nomyckaroTcs peanu3anys U OTIYCK JIEKapCTBEHHBIX MPENapaToB, BKIIOUYEHHBIX B NEPEUCHb
KM3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX MPENaparoB, HA KOTOpPbIE MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IIPENapaToOB HE 3apETHCTPUPOBAaHA IPEebHAs OTITyCKHAs IE€Ha, peaau3anus U OTIIyCK
MIPOU3BOAUTENISAMU JICKAPCTBEHHBIX IIPENaparoB II0 LE€HAaM, IIPEBBIIIAIOININM 3apETUCTPUPOBAHHBIC
IIpEACIIbHBIC OTITYCKHBIE LIEHBI Ha JICKAPCTBEHHBIE MPENapaThI.
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(gactp 4 BBeneHa denepanbubiM 3akoHOM OT 08.03.2015 N 34-@03; B pen. deaepalibHOro 3aKOHA OT
03.07.2016 N 350-D3)

5. OcoOOEHHOCTH TOCYJapCTBEHHOTO pPETyJIMPOBAaHHS TPEACTbHBIX OTIIYCKHBIX IIGH Ha
JICKapCTBEHHbIE IMpEnaparhbl, BKIIOUYEHHBbIE B IMEPEYeHb >KU3HEHHO HEOOXOIMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IPENapaToB, B 3aBUCUMOCTU OT IKOHOMUYECKHMX U (WJIM) COLHUAIbHBIX KpPUTEPUEB
(U3MEHEHME YCIOBUM, IOPSAKA U CTOMMOCTH IIPOM3BOACTBA JIEKAPCTBEHHBIX NIPENApaTOB, UCIIOJIb30BAHUE
HOBBIX ()OpPM, METOJOB U CIOCOOOB TOCYJIApPCTBEHHOI'O PEryJIHpOBaHUs LE€H Ha JIEKapCTBEHHBIE
npernaparsl, B TOM YHUCJIE Ha OCHOBE MeXaHu3Ma peepeHTHOro 11IeHO00pa30BaHus, U3MEHEHUH MopsaKa
OKa3aHusl MEJIMIMHCKOIN MMOMOIIY, U UHbIE U3MEHEHUs1) ycTaHaBiuBawoTcs [IpaBurenscTBoM Poccuiickoit
Oenepanuu.

(uactp 5 BBeneHa denepanbHbiM 3aKk0HOM 0T 08.03.2015 N 34-D3)

Cratba 62. [ocymnapcCTBeHHbI peecTp npeAenbHbIX  OTNYCKHbIX  LeEH
npousBoauTesien Ha fneKkapcTBeHHble npenapartbl, BKIIOYEHHblIe B NepevyeHb XU3HEHHO
Heo6GXoAUMbBIX U BaXXHEULLMX NleKapCTBEHHbIX NpenapaToB

1. 3apCFHCTpHpOBaHHLIe NpEaAC/IbHBIC OTIIYCKHBIC ILCHBI Ha JICKAPCTBCHHBLIC IIpCIIapaThl,
BKIIIOUCHHBIC B IICPCUYCHL JKHU3HCHHO HCO6XOI[I/IMBIX U BaXKHEUIIMX JICKApCTBCHHBIX MPCIapaToB,
noAJCXKaT BKIIIOYCHHIO B FOCynapCTBeHHI)II\/’I peeCTp MPECACIIbHBIX OTIIYCKHBIX ILICH HpOI/ISBO):[I/ITeJIeﬁ Ha
JICKApCTBCHHBIC IIPpCIIapaThbl, BKIIOYCHHBLIC B IICPCUCHL KU3HCHHO HCO6XO,Z[I/IMLIX U BaKHEHIIIHX
JICKApCTBCHHBLIX MPCIIapaToOB.

2. TocynmapcTBEHHBIN PEecTp MPElNeNIbHBIX OTIYCKHBIX IICH MPOWU3BOAMTENCH Ha JICKApCTBCHHBIC
npemnaparbl, BKIIOYCHHBIC B ICPCUYCHb KXU3HCHHO H€O6XOI[I/IMI)IX A BaXHEHUIINX JICKApCTBCHHBIX
MpernapaToB, COAEPKUT B cede CIeAYIONTYI0 HH(POPMAIIHIO:

1) HauMeHOBaHUE JIepKaTeNsl WM BIa/IEblla PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara, HaMMEHOBaHWE MPOM3BOAMTENS JIEKAPCTBEHHOTO TIIperapara, CBEJCHUS O PErucTpanuu
AeprkaTessl WIN BIIaJieNIblia PErHCTPA[MOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO IIpenapaTa, CBEJCHUS O
pETHCTpaly MPOU3BOJHUTEINS JIEKAPCTBEHHOTO TIperapaTa sl MEJUIIMHCKOTO PUMEHEHHS B KauyecTBE
HAJIOTOIIATENbIIMKA B  CTPaHe  perucTpamu (Ui POCCHUHCKUX  IOPUAWYECKHX — JIMI[ -
UIeHTH(UKAIMOHHBI HOMep Hanoromiarensimuka (MHH), mms wHOCTpaHHBIX IOpHIMYECKHX JHI| -
CTpaHa pETHCTpallii, HANMEHOBAaHME PETUCTPUPYIOLIETO OpraHa, pPeruCTPAlMOHHBIA HOMEp, KOJ
HaJIOTOIUIATENbIIMKA B CTPaHE PETUCTpAaluK (MHKOPHOPALMH) HIM €ro aHajor), MEeCTO HaXOXKICHUS
IPOU3BOICTBEHHBIX IUIONIAI0K, YYAaCTBYIOIIUX B IpOLECcCce MPOU3BOJCTBA JEKAPCTBEHHOTO Ipernapara, ¢
yKa3aHHEM CTaJIUH MpOIecca IPOU3BO/ICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaWMEHOBaHUE JICKAPCTBCHHOTO Tpenapara (MEXIYHapOJHOE HEMAaTeHTOBAaHHOE, WIIH
TPyNIHPOBOYHOE, UITH XUMUYECKOE U TOPTOBOE HANMEHOBAHMUS ),
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMep PErHCTPALMOHHOTO YA0CTOBEPEHNUS JIEKapCTBEHHOTO TIpernapara;

4) nexapcTBeHHas GopMa C yKa3aHHEM JO3WPOBKHU JIEKAPCTBEHHOTO Tperapara M €ro KoJW4YecTBa
BO BTOPUYHOH (ITOTPEOUTEILCKOM ) YITAKOBKE, a TAK)KE KOMITJICKTHOCTB;
(B pen. @enepanbpHOro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasl MpeeabHask OTITYCKHAs 1ieHa B PyOJIsX;
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6) maTta ¥ HOMEp TpHUKa3a YIMOJHOMOYEHHOTO (eJepabHOTO OpraHa HMCIOJHUTEIHLHONW BIACTH O
TOCYJIapCTBEHHON PETUCTpalliy, MEPEepPerucTpaliy MPeAeIbHON OTIYCKHON IIeHbl Ha JICKAPCTBEHHBIN
npemnapar, BKIIIOYECHHEIN B NepCUYCHb KMU3HCHHO HGO6XOI[I/IMBIX A BaKHEUIIHNX JICKApPCTBCHHBIX
Mpernaparos.;

(. 6 B pen. @enepanbHOro 3aKk0Ha OT 22.12.2014 N 429-03)

7) WTPUXOBOM KOJ, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTENHCKYI0) YIAKOBKY JIEKaPCTBEHHOTO
npenapara;
(m. 7 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) Koja JIeKapCTBEHHOIrO Ipemnapara MO0 aHAaTOMO-TEPaleBTUYECKO-XMMHUYECKON Kilaccu(UKaluu,
PEKOMEHI0BaHHOM BceMupHON opraHu3anuen 34paBoOXpaHeHMUs.
(. 8 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

3. FOCYI[apCTBeHHaSI peructpanud IMpEACIbHBIX OTIIYCKHBIX HCH Ha JICKAPCTBCHHBIC IIPCIIApAThI,
BKJIFOYCHHBIC B IMEPCUCHD )KU3HCHHO H€O6XOI[I/IMI)IX M Ba)KHCUIITHX JICKApCTBCHHLIX IMPE€IIapaToB, BCACHUC
rocyJapCTBCHHOI0 peeCTpa MNPCACIbHBIX OTIYCKHBIX ICH HpOI/I3BOI[I/ITeJ'ICI71 Ha JICKAPCTBCHHLIC
npemnaparbl, BKIIOYCHHBIC B ICPCUYCHb XKXU3HCHHO H€O6XOI[I/IMI>IX H BaXKHEHUIIMX JICKApCTBCHHBIX
npenapaTroB, OCYHICCTBIAIOTCA B ITIOPAAKE, YCTAHOBJIICHHOM HpaBI/ITeJ'IBCTBOM Poccuiickoii qDe,Z[epaI.[I/II/I.

Cratba 63. YcraHoBneHue opraHamMmum WCNOSIHUTENILHOM BNacTM Cyb6bLeKkToB
Poccunckon ®depepaumm npegenbHbIX pa3sMepoB ONTOBbIX HagbaBOK U npeaenbHbIX
pa3mMepoB PO3HMUYHbIX Hafb6aBOK K (haKTUYECKUM OTNYCKHbIM LieHaM, YyCTaHOBJI€HHbIM
npou3BOAUTENSMM NEeKapCTBEHHbIX MpenapaTtoB, Ha NeKapCTBeHHble npenapatbl AnA
MeAULIMHCKOro NpuMeHeHus

1. Opranbl HCHNOTHUTENIBHON BiacTu cyOwbekToB Poccuiickoit @Penepannu ycTaHaBIWBAIOT
npeieJbHbIE Pa3MEPhI ONTOBBIX HAJI0aBOK M MpeesibHbIE pa3Mephbl PO3HUUHBIX HaJ10aBOK K (PAKTHUECKUM
OTITyCKHBIM II€HAM, YCTaHOBJIEHHBIM IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX NIPENApaToB, HA JIEKAPCTBEHHBIE
IpernapaTsl, BKIIOYEHHbIE B II€PEUYEHb HKU3HEHHO HEOOXOAUMBIX M BaXXHEMIINX JIEKAPCTBEHHBIX
IIPENapaToB, B COOTBETCTBUM C YTBEPKACHHOM B IIOpsJKE, YCTaHOBJIEHHOM lIpaBurenscTBOM
Poccuiickoit ®enepanyivi, METOJUKON YCTAaHOBJIEHMsI OpraHAMM HCIIOJHHUTEIBHOM BJIAacTH CyOBEKTOB
Poccuiickoit denepanuu mnpenenbHbIX pa3MEpOB ONTOBBIX HAJ0ABOK M IPEAETbHBIX pa3MepoB
PO3HUYHBIX Han0aBOK K (PaKTHUECKUM OTIIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOAUTEISIMHU
JIEKapCTBEHHBIX IIPENapaTroB, Ha JIEKapCTBEHHBIE IIPENaparbl, BKIIOYCHHBIE B IIEPEUYEHb JKU3HEHHO
HEOOXOJMMBIX M  BaXHEWIIMX JIGKAPCTBEHHBIX  IpemapatoB. [IpoeKThl  pemieHuid  OpraHoB
UCTIOJIHUTENIBHOW BiacTH cyObekToB Poccuiickoit denepanun o0 yCTaHOBIEHMM M (MJIM) U3MEHEHUU
NpeJeNbHBIX pa3MEpOB ONTOBBIX HAJ0ABOK W MPEIENbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K
(aKkTHUECKUM OTITyCKHBIM LI€HAM, YCTAHOBJIEHHBIM MPOU3BOAUTENISIMU JIEKAPCTBEHHBIX INIPENapaToB, Ha
JIEKapCTBEHHbIE IpEenaparbl, BKJIIOYEHHbIE B IMEPEUEHb >KU3HEHHO HEOOXOAUMBIX M BaXHEHIINX
JIEKapCTBEHHBIX IPEnapaToB, MOAJIEKAT COIJACOBAHUIO C (elepallbHbIM OPraHOM HCIIOJHUTENIbHON
BJIACTH, YTOJHOMOYEHHBIM OCYIIECTBIISATH IPABOBOE pETYIUPOBaHHE B cdepe ToCyIapCTBEHHOTO
perynupoBaHus LieH (Tapu@oB) Ha TOBapbl (yClIyru), B MOpSJKE, YCTaHOBIEHHOM IlpaBUTENHCTBOM
Poccuiickoit denepanumu.

(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. OpraHuzanuyd ONTOBOM TOProBiM M (WJIM) AamTEYHblE OpraHu3alud, WHJIUBUIYaJIbHBIE
NpeINpUHUMATENIN, HMEIOIIME JMIEH3UI0 Ha (apMaleBTUYECKYl0 JeATeNIbHOCTh, OCYILECTBISIOT
peanu3anyio JISKapCTBEHHBIX IPENapaTroB, BKIIOYCHHBIX B TIEPEUYEHb JKU3HEHHO HEOOXOIUMBIX U
BOXHEUIIMX JIEKApCTBEHHBIX IIPENaparoB, MO LE€HaM, YPOBEHb KOTOPHIX HE IMPEBBINIAET CYMMY
(aKTHUECKOW OTITyCKHOH II€HBI, YCTAHOBJICHHOW MPOM3BOJUTEIEM JICKAPCTBEHHBIX INpENapaToB M HE
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MIPEBBINIAIONICH 3apEeTUCTPUPOBAHHON MPEETHLHON OTIYCKHOM IIEHBI, U pa3Mep ONTOBON HaI0aBKU U
(unu) pazMep po3HUYHON HaaOaBKH, HE MPEBBIIIAIONINE COOTBETCTBEHHO pa3Mepa MpeaebHON ONTOBOU
HaA0aBKHU U (WIKM) pa3Mepa MpeAeabHON pO3ZHUYHON Ha/l0aBKU, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoit
denepanuu.

3. Opranbl HMCNONHUTEIBHON BiacTu cyObekToB Poccuiickoir denepauuu pa3memiaroT B CETU
"NuTepHeT" WM onyOIMKOBBIBAIOT HH(GOPMALIMIO O 3apETUCTPUPOBAHHOM MPEAeIbHON OTIYCKHOH LieHe
Ha JIEKapCTBEHHBIEC IMpEenaparbl, BKIIOUEHHBIE B IMEpPEUYEHb KXU3HEHHO HEOOXOIUMBIX W Ba)KHEMIIUX
JICKapCTBEHHBIX IpernapaToB, 00 YCTaHOBJEHHBIX B cyObekre Poccuiickoit ®enepauuu pasmepe
MIpeACIbHONM ONTOBOM HaI0aBKH M (WJIM) pa3Mepe MpeaeibHON PO3HUYHONW HAI0aBKH K yCTAaHOBJICHHBIM
IIPOM3BOIUTENSIMU JICKAPCTBEHHBIX IpenapaToB (aKTUUECKUM OTIIyCKHBIM II€HaM Ha JIeKapCTBEHHbIE
npernapaTsl, BKIIOYEHHbIE B IE€PEUYEHb >KU3HEHHO HEOOXOAMMBIX U BaKHEMIIUX JEKapCTBEHHBIX
IpenaparoB, U 00 yka3aHHOW B 4YacTH 2 HacToAuled ctarbu cymme. MHpopmanus, npeaycMOTpeHHas
HACTOAIIEH 4acThlO, JOJKHA pa3MELaThCs TAaKXKe B allTEUHBIX OpraHU3alUsaX B JIOCTYITHOM JIJIsl CBEACHUS
BCEX 3aMHTEPECOBAHHBIX JIHII (hopMe 1 OOHOBIIATHCS 10 MEpE €€ Oy OIMKOBaHMS.

4. Ilpunatele ¢ HapylLleHMEM 3aKoHoJaTenbcTBa Poccuiickoit ®epepanuu pelieHUsT OpraHoB
UCTIOJIHUTENIbHOW BiacTu cyObekTa Poccuiickoit denepanun 00 yCTaHOBIEHUU IPENENbHBIX pa3MepoB
OITOBBIX Ha/J0aBOK U MPEEIIbHBIX Pa3MEPOB POSHUYHBIX Ha10aBOK K 3apErHCTPUPOBAHHBIM IIPEIEIbHBIM
OTITYCKHBIM II€HaM Ha JIEKapCTBEHHBIE MPENapaTthl, BKIIOUYCHHbIE B IEPEUCHb KU3HEHHO HEOOXOIUMBIX U
Ba)KHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, MOUIEKAT OTMEHE B CyJJeOHOM MOPSAKE.

Masa 13. MOHUTOPUHI 3OPEKTUBHOCTU N BE3OINMACHOCTHU
JIEKAPCTBEHHbIX MPEMAPATOB, HAXOOALWUXCA B OBPALLEHUA
B POCCUNCKOWN ®EOEPALIUU
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaa3op
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JlexapcTBeHHbIE MpenapaThl, HaxoadIurecs B oopamieHun B Poccuiickoit denepanuu, noaiexar
MOHHUTOPUHTY 3(PGEKTUBHOCTH U 0€30MacHOCTH B IIENIAX BBISBICHUS BO3MOXHBIX HETaTHBHBIX
MOCJEACTBUN UX NPUMEHEHUS, WHAMBUIYAJIbHONW HENEPEHOCUMOCTH, MPEAYNPEKACHUS MEAUIUHCKUX
pabOTHUKOB, BETEPUHAPHBIX CIEHUATNCTOB, MAIIMEHTOB WJIH BIAAENbIEB KUBOTHBIX W UX 3alUTHI OT
MPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX MTPENAPATOB.

2. dapmakoHaI30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (heaepanbHbIM
OpraHOM HCIIOJHUTEIHHOM BJIACTH B YCTAHOBJICHHOM WM TMOPSIKE MyTEM aHalu3a IpeIoCTaBIsieMOMn
cyObeKkTaMu  OOpalieHHus JIeKapCTBEHHBIX CpeACTB HH(GOpMAlMU O TMOOOYHBIX  JEHCTBUSX,
HEXEJIaTeIbHBIX PEaKIMIX, CEPbE3HBIX HEXKEJIAaTeIbHBIX PEAKIUAX, HEMPEIBUICHHBIX HEXKEIaTeIbHbBIX
peakuusx OpU NPUMEHEHUH JIEKApCTBEHHBIX IpenapaToB, 00 WHAMBUAYAIbHONW HENEPEHOCHUMOCTH,
OTCYTCTBHUH 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MIPEMAPATOB, a TAKKe 00 MHBIX (aKTaX U 0OCTOSTEITHCTBAX,
MPEJICTABJISIONINX YIPO3y JKU3HM WM 3J0POBbIO 4YeloBeKa JHOO KUBOTHOTO TMPU MNPUMEHEHHH
JIEKapCTBEHHBIX MPENapaToOB M BBISABICHHBIX Ha BCEX dTamax oOpalleHus JeKapCTBEHHBIX MPermapaToB B
Poccuiickoit denepanuu u Apyrux rocy1apcrpax.

3. CyObeKThl oOpalieHus JICKApCTBEHHBIX CPEJCTB B MOPSIKE, YCTAHOBICHHOM YITOJTHOMOYCHHBIM
denepabHBIM  OPTaHOM  HCIOJHHUTENBHOM BIIACTH, O00s3aHBI COOOINATh B  YIMOJHOMOYCHHBIN
denepanbHBIA OpraH WCIOJHUTEIBHONH BIACTH O TOOOYHBIX IEHCTBHUSAX, HEKEITATCIBHBIX PEAKITUSIX,
CEpPhE3HBIX HEXKEIATEIbHBIX PEaKIUsIX, HEMPEIBUIACHHBIX HEXKEIATCeIbHBIX PEaKIUsAX NMpPU MPUMCHEHUU
JICKapCTBCHHBIX TIPErapaTroB, 00 WHAMBHIYyAIbHOH HENEPEHOCHMOCTH, OTCYTCTBUH 3(P(HEKTHBHOCTH
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JIEKapCTBEHHBIX TPENapaToB, a Takke 00 MHBIX (PaKTax W 0OCTOATENHCTBAX, MPEACTABISIONIUX YIPO3Y
KM3HU WM 37I0POBBIO YeJOoBEKa JMOO XMBOTHOTO NPH NPUMEHEHUM JIEKapCTBEHHBIX MpenapaToB U
BBISIBJIEHHBIX Ha BCEX 3Tamax oOpallleHMs JIEKapCTBEHHBIX mpemnapartoB B Poccuiickoit ®denepauuu u
IPYTHUX TOCYJapCTBaX.

4. JlepKaTenu WM BIaJAETbLbl PErUCTPALMOHHBIX YJOCTOBEPEHMH JIEKAPCTBEHHBIX IPENapaToB,
IOpUINYECKHE JINLA, HA UM KOTOPBIX BBIIAHBI pa3peLICHUs HAa IPOBEACHUE KIMHUYECKUX UCCIIEIOBAHUM
B Poccuiickoii @enepanuu, au00 YHNOJIHOMOYEHHbIE MMM JpyrHe IOpUAMYECKHE JIHMIAa B paMKax
obecrieyeHus: 6€30MaCHOCTH JIEKapCTBEHHBIX IPENApaToB B MOPSIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (he/iepabHbIM OPraHOM HCIOJHUTEIBHON BIACTH, 00S3aHbl OCYLIECTBIIATH MPUEM,
yueT, oOpaboTKy, aHalu3 M XpaHEHHE IOCTYMAIOIIMX B HUX aApec OT CYOBEKTOB OOpalleHus
JIEKAPCTBEHHBIX CPEICTB M OPraHOB TOCYJAApCTBEHHOM BJIACTH COOOIICHHH O MOOOYHBIX IEUCTBUSX,
HEXEJIATCIIbHBIX PEAKLUAX, CEPbE3HBIX HEXEIATCIIbHbIX U HENPEABUICHHBIX HEXKEJIATEIbHbIX PEaKIUAX
IpU NPUMEHEHUM JIEKaPCTBEHHBIX IIpenapaToB, 00 OCOOEHHOCTAX MX B3aUMOAECHCTBUS C JPYrMMH
JICKapCTBEHHBIMH TpenapaTaMM, WHIAMBHIYaJbHOH HENEPEHOCUMOCTH, a Takke 00 HMHbIX (akTax Hu
0OCTOSITENILCTBAX, IMPEACTABISIONIMX YIPO3y JKU3HHM WM 30POBBIO0 YEJIOBEKAa JIMOO YXUBOTHOIO WM
BIMAIOIIMX HAa WM3MEHEHHME OTHOLICHUSA OXHAACMOW IOJb3bI K BO3MOXXHOMY PHUCKY IIPUMEHEHUS
JIEKAPCTBEHHBIX IIPENApaTOB.

5. Ilpu BbISBIEHUH HMH(OPMAIMM O CEPbE3HBIX HEXENATEeNbHBIX PEAKIMAX U HENpeIBUICHHBIX
HEeXKeJIaTeJIbHbIX peaklUUsX MpU MPUMEHEHUHU JIEKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTAX UX
B3aUMOJCICTBUS C APYI'MMHM JIEKaPCTBEHHBIMH IIpenaparaMy, WHIWBHUIYAJIbHOM HENEPEHOCUMOCTH, a
Takke 00 UHBIX aKTax U 00CTOSTENBCTBAX, BAUSIOUIMX HA U3MEHEHUE OTHOLLEHUS OKUAAEMOM TOJIb3bI K
BO3MOXXHOMY PpHUCKY IIPUMEHEHHUS JIEKQpCTBEHHBIX IIPENapaToB, JEpXKaTeld WIM  BIaAEIbLb
PErUCTPALlMOHHBIX yJAOCTOBEPEHUH JIEKapCTBEHHBIX MPENapaToB, IOPUAUYECKUE LA, HA UM KOTOPBIX
BBIJIaHBl pa3pellieHus Ha MpOBEJeHHE KIMHUYECKUX HuccienoBaHuii B Poccuiickoit deneparun, 1u60
YHOOJHOMOYEHHbIE MMM JIpyTH€ IOpUIMYECKHE JMla oOs3aHbl NPHUHATH MeEphl, HalpaBlieHHbIE Ha
YCTpaHEHHWE  HETaTUBHBIX  IOCIEACTBUH  NPUMEHEHHMs  TaKUX  JIEKAPCTBEHHBIX  IPEnapaTos,
NpeaypexXaeHNne TPUUINHEHHUS Bpeia )KU3HU WM 3/J0POBBIO YelloBeKa MO0 KUBOTHOTO, 3aIIUTY UX OT
IIPUMEHEHMS TaKUX JIEKAPCTBEHHBIX MPENapaToB, Ha JOMOJHUTENbHBIN cOOp JaHHBIX 00 3(h(deKTHuBHOCTH
1 0€30MaCHOCTH TAaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecoOOIIeHNE WM COKPBITHE UH(DOPMAIINH, TPEIYCMOTPEHHON YacThi0 3 HACTOALIECH CTaThH,
JepKaTed WM  BJIAQJENbLbl  PETHCTPALIMOHHBIX  YJIOCTOBEPEHHM JIEKapCTBEHHBIX IPENaparTos,
OPUINYECKHE JINLIA, HA UM KOTOPBIX BBIIAHBI PAa3pEUICHUs HAa MPOBEJCHNE KIMHUYECKUX UCCIIEI0BaHUN
B Poccuiickoit ®enepanuu, JUOO YMOJTHOMOUYEHHbIE WMH JPyTHE HOPUAMYECKHE JHIa, a TaKke
JOJKHOCTHBIE JIMIIA, KOTOPBIM 3Ta WHGOpMalus cTajla H3BECTHA MO POoAy HX MpodeccHoHaNbHOM
JEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoint denepanuu.

7. Ilpu nostydeHUM yMOJIHOMOYEHHBIM (efiepabHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH B paMKax
OCyLIECTBIIEHUS] UM (hapMaKkoHa/a30pa J0Ka3aTeIbCTB O HECOOTBETCTBHM JIEKAPCTBEHHOIO Ipernapara
YCTAHOBJIEHHBIM TpPeOOBaHUSAM WM MpPU MOJYyYeHHUH HH(POpPMalMM O HECOOTBETCTBUH JAAHHBIX 00
3G GEKTUBHOCTH M 0 0€30MaCHOCTH JIEKapCTBEHHOTO Ipernapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
CoJiep KalMMCs B MHCTPYKIUH MO €ro NPUMEHEHUIO (B TOM UYHUCIIE BBIABICHHBIX B XOJI€ OCYIIECTBICHUS
(apMakoHa30pa KOHTPOJIHHO-HAJ30PHBIMU OpPraHaMH HMHOCTPAHHBIX TOCYAAPCTB), YIOJTHOMOUYEHHBIH
(benepanbHbIl OpraH MCIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM MM IOps/IKE pacCMaTpUBAeT BOIPOC O
MIPUOCTAHOBJIEHUU MPUMEHEHUS TAKOTO JIEKAPCTBEHHOI'O IIpernapara.

Cratbsa 65. NMpunocrtaHoBNeHMe NpMMEHEeHUA NeKapCTBEHHOro npenapara
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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1. [Tpu momyueHnn uHGOPMAIMH O HEKEIATEIBHBIX PEAKIHUIX NMPH MPUMEHEHUH JIEKaPCTBEHHOTO
IpernapaTta, HE yKa3aHHBIX B MHCTPYKLHUH IO NPUMEHEHUIO JIEKapCTBEHHOIO IIpernapaTa, CEpbe3HBIX
HEXKEJIATeNbHBIX PEeaKIusiX, 00 OCOOCHHOCTAX €ro B3aWMOJCHCTBHSA C JPYI'HMMH JIEKapCTBEHHBIMHU
npernapaTamu, KOTOpble MOTYT MPEACTAaBIATh YTPO3y KU3HU UIIU 370POBBIO YeJI0BEKa MO0 KUBOTHOTO, a
TaKXXe O HECOOTBETCTBHU MAHHBIX 00 3(dekTnBHOCTH M O 0E30MacCHOCTH JIEKAPCTBEHHOTO Iperapara
JAaHHBIM O JIEKAPCTBEHHOM IIperapare, CoAep KallluMcsl B MHCTPYKIMH 110 €ro IPUMEHEHHIO, B TOM YHCIIE
OT YNOJIHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TIOCYJAapCTB, OOMEH KOTOpPOH OCYIIECTBISETCA B
COOTBETCTBUM C COIJIAIICHUSMH MEXIY YIOJHOMOYEHHBIM (elepaabHbIM OpPraHOM MCIOJHUTEIbHOMN
BJIACTH U YIOJHOMOYEHHBIMH OpPraHaMU HHOCTPAHHBIX IOCYAAapCTB, YIOJHOMOYEHHBIN (enepanbHblii
OpraH UCIOJIHUTENIbHOW BJIACTH paccMaTpUBAeT BOIPOC O BO3MOXKHOCTU IMPUOCTAHOBIICHHS OOpalleHus
TAaKOro JIEKApCTBEHHOIO Ipenapara B IOPSAKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (eepabHbIM
OpPraHOM MCIOJIHUTEIbHON BIACTH.

2. Ilpm HEHWCHOJHEHWM WIA HEHAJUIeKAIEM MCIOJHEHUH JAEpKAaTeIsIMUA WIH BJIAACIIbIIAMU
PETUCTPALIMOHHBIX YIOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENApPATOB, IOPUAMYECKMMHU JIMLAMH, Ha HUMS
KOTOPBIX BBIIAHBI PA3pPEIICHUS HA TPOBEACHUE KIMHUYECKUX HccienoBanuii B Poccuiickoit denepanmm,
WX YTIOJIHOMOYEHHBIMU UMY APYTUMH IOPUINYECKUMU JIMLAMH 00S3aHHOCTEH, YCTAHOBJICHHBIX YacTAMU
3 u 4 crateu 64 HacTosmero degepabHOTO 3aKOHA, JIMOO B CIIyYasx MPEJACTABICHUS! COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIOJHUTENIBHONW BJIACTH 3aKIIOUEHHUS O HEJIOCTOBEPHOCTH
PEe3yabTaTOB KIIMHAYECKOIO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpernapara Juisi MEAULMHCKOIO IPUMEHEHHS,
KOTOpOE€ OCHOBAaHO Ha pe3yJibTaTaX MPOBEPKU MEIUIIMHCKOW OpraHM3allMM, MPOBOJMBLIEH yKa3aHHOE
KJIINHUYECKOE MCCIIEIOBAHNUE C HAPYIICHUEM IIPAaBUJI HAUISXKAIIEH KIIMHUYECKONW IPAKTUKH, U IIPUBEIIO K
MOJIyYEHHUIO HEIOCTOBEPHBIX PE3yJbTaTOB, JMOO B Clyyae HEBBIOJHEHHS MNPEIANHUCAHUS, BbIIAHHOTO
YIOJHOMOYEHHBIM (e/iepalibHbIM OpraHOM HCIOJHUTENbHOM BIACTH IO HTOraM OCYILECTBICHUS
BBIOOPOYHOI'O KOHTPOJISI KayecTBa JIEKApCTBEHHOTO IpenapaTa, YHOJIHOMOYEHHBIN (enepanabHblil opran
VCIIOJTHUTENIBHON BJIACTH B YCTAHOBJIIEHHOM MM HOPSAJIKE PAcCMAaTPHUBAET BONPOC O MPUOCTAHOBIICHHUH
MIPUMEHEHHUS TaKOTo JIEKapCTBEHHOT'O Mpernapara.

3. YnoiaHOMOYEHHBIH (enepaabHbIii OpraH HCIOJHUTENFHOW BIACTH TPH TPEACTABICHUU €My
CBEICHUII O HECOOTBETCTBMM IPOU3BOAMUTENSA JIEKAPCTBEHHBIX CPEICTB TpeOOBaHMAM IPAaBUI
HaJJIeXkallel Mporu3BOJICTBEHHON MPaKTUKU U (WIN) O HAPYIIEHUH JINLIEH3UOHHBIX TPeOOBaHUM, KOTOpBIE
ObUIN BBIABJIEHBI B XO/€ MPOBEIECHUS WHCIEKTHUPOBAHUS MPOU3BOAMTENS JEKAPCTBEHHBIX CPEACTB WMIIU
OCYIECTBIICHHSI JTUIICH3HOHHOTO KOHTPOJIS B cpepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB M MPHUBEIU
WIM MOTYT IPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENApPaTOB IS MEIULMHCKOTO NPUMEHEHUS,
MIPUYMHUBLINX WM CIIOCOOHBIX TPUUMHUTB BPE]l KU3HU WIN 3I0pPOBBIO IPAXKIaH, pacCMaTpUBaeT BOIPOC
O TIPUOCTAHOBJIICHWH IPHUMEHEHMs JIEKAPCTBEHHBIX IPENaparoB Uil MEIULUHCKOTO IPUMEHEHUS B
YCTAHOBJICHHOM MM MOPSAJKE B CIEAYIOIIUX CIydasx:

1) coctaB W (WIM) TEXHOJIOTHS TMPOM3BOACTBA JIEKAPCTBEHHOTO TNpemapara Jjis MEIUIMHCKOTO
MpUMEHEHHUs (C OMHMCAHWEM CTaJuil MPOU3BOJACTBA) OTIUYAIOTCS OT 3aSBJIICHHBIX B PErHUCTPALIMOHHOM
JIOChE;

2) neKapCTBEHHBIN Mpenapar s MEIUIIMHCKOTO MPUMEHEHHUS! TPOU3BEIEH Ha MPOU3BOJACTBEHHOM
IJIOIIAJKE, HE YKAa3aHHOM B PETUCTPALMIOHHOM JIOChE;

3) y HOpou3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPXKAAIOIINE
COOTBETCTBUE KauecTBa JICKAPCTBEHHOIO IIpernapara Uil MEIULMUHCKOIO IPUMEHEHUs, BBOAMMOIO B
rpakIaHCKHii 000pOT, TPEOOBAHMSIM, YCTAaHOBJICHHBIM IIPH €0 TOCYIaPCTBEHHON PEruCTpallny;

4) MMPOU3BOAUTCIIEM  JICKAPCTBCHHBIX CPEACTB B COTJIACOBAHHBIM  C COOTBCTCTBYHOLIUM
YIOOJIHOMOYCHHBIM (benepam)HHM OopraHomM HCIIOJIHUTEILHON BJIACTH CpPOK HE YCTpPAaHCHBI HAPYLICHUA
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TpeOOBaHUH TPaBUI HAJICKAIICH MPOU3BOJICTBEHHOW MPAKTHKU W (WJIH) JIMIIEH3MOHHBIX TPEOOBaHUH,
KOTOpBbI€ OBbLTM BBHISBICHBI B XOJI€¢ MPOBEICHHUS HWHCIEKTHUPOBAHUS MPOU3BOJUTENS JEKAPCTBEHHBIX
CPEJICTB WIJIH OCYIIECTBIICHHUS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOM3BOJICTBA JICKAPCTBEHHBIX CPEIICTB
U TpUBEIM WM MOTYT MHPUBECTH K MPOU3BOJACTBY JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOIO
MPUMCHCHHUS, TPUYUHUBIIHNX WIA CIOCOOHBIX MPUYHHUATE BPEJT )KU3HU WIIN 3IOPOBBIO TPaXKIaH.

(uacts 3 BBenena ®enepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YnonHoMoueHHbIH (heepaabHblii OpraH UCIOJIHUTEIbHON BIACTU IIPU HAJIMYUU Yy HETO CBEJICHUI
O HECOOTBETCTBHM IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUAM MpaBUJl HaJyIexKallei
MIPOM3BOJCTBEHHOW MPAKTUKKW M (WIM) O HApPYIIEHUHU JIMLEH3UOHHBIX TpPeOOBAaHUN, KOTOpbIE ObUIM
BBISIBJIEHBl B XOJE IIPOBEAECHUS WHCIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WM
OCYIIECTBJICHUS JIMLIEH3UOHHOTO KOHTPOJIS B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPHUBEIH
WIM MOTYT IIPUBECTU K IPOU3BOJICTBY JIEKAPCTBEHHBIX MPENapaTroB AJii BETEPUHAPHOTO MPUMEHEHMS,
MPUYMHUBLINX WIH CIIOCOOHBIX NPUYMHHUTH BPEJ] >KU3HU WM 30POBBIO >KMBOTHBIX, paccMaTpHUBacT
BOIIPOC O TIPUOCTAHOBJICHMM pEalU3allud M INPUMEHEHMsI JIEKapCTBEHHBIX IIPENapaToB JUId
BETEPUHAPHOTO IPUMEHEHMSI B YCTAHOBJICHHOM UM HOPSIKE B CIECAYIOIINX CIyyasx:

1) coctaB ¥ (MJIM) TEXHOJOTHs MPOU3BOJCTBA JICKAPCTBEHHOI'O Mpernaparta Ui BETCPUHAPHOTO
HpI/IMCHCHI/IH (C OIIMCAaHUECM CTa)II/II\/II HpOI/I3BOI[CTBa) OTJINYAKTCA OT 3ad4ABJICHHBIX B pCFI/ICTpaHI/IOHHOM
JIOChE;

2) JIeKapCTBEHHBIN Mpenapat /il BETCPUHAPHOTO NPUMEHEHHUS MPOU3BE/ICH Ha MPOHM3BOJACTBCHHOM
IJIOIIAJKE, HE YKa3aHHOW B PETUCTPALMOHHOM JI0CHE;

3) y nOpou3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IMOATBEPXKAAIOIINE
COOTBETCTBUE KauecTBA JIEKAPCTBEHHOI'O IIperapara JUisl BETEPUHAPHOIO IPUMEHEHMs, BBOAMMOIO B
rpa)xaaHCKU 000pOT, TPeOOBAHUSAM, YCTAaHOBJICHHBIM IPU €r0 OCYJapCTBEHHOM perucTpalmy;

4) TpoOM3BOAWTENEM JIEKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOLIUM
YIOJHOMOYCHHBIM (heJIepaTbHbIM OPraHOM HCIIOJHUTEIFHOW BJIACTH CPOK HE yCTpPaHEHBI HAPYIICHUS
TpeOOBAaHUI MPaBHJI HAUICKAIIEH MPOU3BOJICTBEHHON MPAKTHKH W (WJIM) JUIICH3HOHHBIX TPEOOBAHMUIA,
KOTOpBbIC OBUTH BBHISBICHBI B XOJI€ MPOBEICHHUS HWHCICKTUPOBAHUS MPOU3BOJIUTEIS JIEKAPCTBEHHBIX
CPE/CTB WM OCYIIECTBIICHUS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOCTBA JICKAPCTBEHHBIX CPEIICTB
U TPHUBEIM WIH MOTYT TPUBECTH K IMPOU3BOJICTBY JIEKAPCTBEHHBIX IMPENapaToB JIsi BETEPHHAPHOTO
MPUMEHEHHS, IPUIUHUBIIINX WM CITIOCOOHBIX MPUYUHUTD BPEJT KHU3HH WIH 3JI0POBBIO KHBOTHBIX.

(uactpb 4 BBennena denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

CraTtbsa 66. UHcpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

YronmHOMOYeHHBIH  (enepanbHBIA  OpraH  WCIOJHHUTEIBHON  BJIACTH,  OCYIIECTBIISFOIIMI
dbapmakoHaa30p, HaxomAmuUXcs B oOpameHun B Poccuiickoit ®exepanuu, 10 pe3yiabTaraMm
(dapMakoHaI30pa pa3MeniaeT Ha cBoeM odwuimaabHoM caiite B cetd "HaTepHer" wmHpopMmanuo o
MPUHATBIX PEHICHUSX O BHECEHUHM HU3MEHEHUS B HHCTPYKIHUIO 1O TMPUMEHEHHIO JIEKapCTBEHHOTO
npernapaTta, 0 MPUOCTAHOBICHUH MPUMEHEHHsI JEKapCTBEHHOTO Ipernapara, 00 U3BATUU U3 0OpalieHus
JIEKApCTBEHHOTO MperapaTa Wik O BO30OHOBJICHUH MPUMEHEHHS JICKAPCTBEHHOTO MIpernapara.

(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

nasa 14. U(H®OPMALUA O NNIEKAPCTBEHHbIX MPENAPATAX. CACTEMA
MOHUTOPUHIA ABUWXXEHWUA NIEKAPCTBEHHbBIX NMPEMAPATOB
anAa MEQUUUHCKOIo NPUMEHEHUA
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(B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapCTBeHHbIX npenapartax. Cucrema MOHMTOpPUHra
ABWXEHUS NeKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NPpUMeHeHus
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Mudopmanusi o0 JeKapCTBEHHBIX IpernapaTax, OTIYCKAae€MbIX MO PELENTy Ha JIeKapCTBEHHBIH
rpenapar, JOJDKHA COIEPKAaTbCs TOJIBKO B CIIELIMAIIM3UPOBAHHBIX W3JAaHUAX, NPEJHA3HAYEHHBIX I
MEIUIMHCKUX, (apMalleBTUYECKUX, BETEPUHAPHBIX paboTHUKOB. HMHpopMmainus o JeKapCTBEHHBIX
npernaparax Juis CIeHUaIUCcTOB B 00JacTH OOpaleHus JeKapCTBEHHBIX CPEJICTB MOXKET COAEP)KaThCs B
MOHOrpadusx, CHPABOYHMKAX, HAy4YHBIX CTaThsX, B JIOKJIaJaxX Ha KOHIrpeccax, KOH(EepeHUusX,
CUMIIO3UYyMax, HAYYHBIX COBETAX, a TAKXKE B MHCTPYKLUAX 10 IPUMEHEHUIO JIEKAPCTBEHHBIX IIPENAapaToB.

2. Nudopmarus o JeKapCTBEHHBIX Ipemaparax, OTIyCKaeMbIXx 0e3 perenTta Ha JEKapCTBEHHBIN
mpemapaTr, MOXKET COAEPKATbCS B IMyONUKALUAX U OOBSBICHUAX CPEICTB MaccOBON HHQpOpMAINH,
CHEIUATU3UPOBAHHBIX M OOIIMX IMEYATHBIX WU3AAHUSAX, MHCTPYKIUSIX MO MPUMEHEHHUIO JIEKAPCTBEHHBIX
MIPemapaToB, MHBIX U3AAHUIX CyOBEKTOB 0OpaIeHHs JIEKApCTBEHHBIX CPeICTB. PekiiaMHble MaTepuabl O
JIEKApCTBEHHOM TIperapare, OTIycKaeMoM 0e3 pelenta Ha JIEKapCTBEHHBIM TNpemapar, JOJIKHBI
COOTBETCTBOBATh MHCTPYKIIMH MO IPUMEHEHHUIO JIEKAPCTBEHHOT'O Mpernapara.

3. Jlomyckaercs wHCIONb30BaHHE JIOOBIX MaTepUalbHBIX HOCHUTENEH, MO3BOJSIOIIUX XPaHUTh,
nepeaaBaTh U UCIOIb30BaTh HHPOPMALIKIO O JEKapCTBEHHBIX IpenapaTax 0e3 ee HCKaKeHHSL.

[Ipumeuanue:
Y. 4 cr. 67 BcTynaet B cuity ¢ | stHBapsa 2020 ropa.

4. Jlna uenedl WACHTHU(QHUKAIUU YHIAKOBOK JIEKAPCTBEHHBIX IpenapaTroB JJs METUIMHCKOTO
IIPUMEHEHHS IPOU3BOJIUTENIN JIEKAPCTBEHHBIX CPENCTB B MOPSAJKE, YCTaHOBJIEHHOM lIpaBuTenscTBOM
Poccuiickoit denepanyy, HAHOCAT Ha MEPBUYHYIO YIIaKOBKY (B OTHOIIECHUH JIEKAPCTBEHHBIX MPEMapaToB
IUI. METUIIMHCKOTO MTPUMEHEHHUsI, A1l KOTOPBIX HE MpelyCMOTpeHa BTOPUYHAS YIAKOBKa) M BTOPUYHYIO
(MOTpeOUTENbCKYI0) YITaKOBKY JIEKAPCTBEHHBIX MpEnapaTroB A MEIUIUHCKOTO NMPUMEHEHUS CpeAcTBa
UACHTUUKAIMY, 32 HCKIIOUYEHHEM JIEKAapCTBEHHBIX IMPENaparoB I MEJUIIMHCKOTO HpPHUMEHEHMS,
MIPOU3BOJUMBIX JUIsSl MPOBEJACHUS KIMHUYECKUX HCCIIEAO0BAHMM, SKCIOPTA, JICKAPCTBEHHBIX IPENapaToB
JUIE MEIULMHCKOTO IPUMEHEHHUS, YKa3aHHbIX B 4acTax 5 M 8 crareu 13 Hacrosmero denepanpHOro
3aKOHa.

(uacts 4 BBenena denepanbHbiM 3aKk0oHOM OT 28.12.2017 N 425-D3)

5. XapaKkTepucTUKU CpeJICTBA UACHTU(DUKAIINH, TOPSIOK €r0 HaHECEHUs U TpeOOBaHUS K CTPYKType
u ¢opmary uHOpMAIMM, KOTOPYIO COJEPXKHUT CpPEACTBO HJIEHTH(UKAIMK, ONpPEesIoTCs
[TpaBuTenscTBOM Poccuiickon denepanun.
(dactp 5 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. Ilopsimox co3maHus, pa3BUTHs, BBOJA B OJKCIUIyaTallMio, OSKCIUTyaTalli ¥ BBIBOJA U3
JKCIUTyaTallMd CUCTEMbl MOHUTOPUHIA JBUKEHHUS JIEKAPCTBEHHBIX IMPENAPATOB I MEIULMHCKOIO
MPUMEHEHHUS, TOPSIOK TPEAOCTaBlIeHUsT HWHGOPMAIMH, COJEpKAIIecsi B CHCTEME MOHHTOPHHTA
JBH)KEHUS JIEKAPCTBEHHBIX IPENApaToB JJIsl MEIMIMHCKOTO NPUMEHEHUS, U IMOPSAJ0K B3aHMMOJCHCTBHS
yKa3aHHOM  CHCT€Mbl C  HMHBIMH  TOCYJapCTBEHHBIMH  HWH(OpPMALMOHHBIMH  CHCTEMaMU U
MH(GOPMALIMOHHBIMU CUCTEMAaMH IOPUINYECKHX JIUIl U UHAUBHUIYAIbHBIX MIPEeANPUHUMATENCH, YKa3aHHbBIX
B yacTsax 7 m 10 mHacrosmie# crareu, ycraHaBinuBaioTcsi I[IpaButenscTtBoM Poccuiickoit Demeparium.
OnepaTopaMyd CHUCTEMBl MOHHUTOPHHIA JBUKEHHUS JIEKAPCTBEHHBIX MpEnapaToB Il MEAUIIMHCKOIO
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NPUMEHEHHS SIBISIOTCS  (pefiepaibHBlii OpraH WCIOJHUATENFHOW BJIacTW M (WIM) OpraHW3aimmus,
ynoinHomoueHHsie [IpaBurensctBoM Pocculickoit denepanuu.
(dactb 6 BBennena denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

[Tpumeuanue:
Y. 7 ct. 67 BcTtynaer B cuity ¢ 1 suBaps 2020 rona.

7. FOpuanueckue nuna U MHAMBUAYAIbHBIE IPEIIPUHUMATENN, OCYLIECTBIIIOINE IPOU3BOICTBO,
XxpaHeHue, BBO3 B Poccuiickyro ®enepanuro, OTIIYCK, pealu3alyio, Iepenady, IPUMEHEHUE H
YHUYTOKEHHUE JIEKAPCTBEHHBIX MIPENapaToB Il MEAULMHCKOTO IPUMEHEHHUsI, 00ECIIeYUBAIOT B TIOPSIIKE U
B cOCTaBe, KOTopble YycTaHOBJEeHbl IIpaBurenbctBoM Poccuiickoii @Penepauuu ¢ yY4eTOM BHAA
OCYILECTBIIIEMOH HMMHU JEATEIbHOCTH, BHECEHHME HH(POPMALMU O JIEKAPCTBEHHBIX Mperaparax st
MEJUIIMHCKOTO TMPUMEHEHHUs]I B CHCTEMY MOHUTOPMHIA JBUKEHHS JIEKAPCTBEHHBIX MpenaparoB Jis
MEIUIIMHCKOTO IPUMEHEHMSL.

(uactp 7 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

[Tpumeuanue:
C 29.11.2019 ct. 67 nononusercs 4. 7.1 (O3 ot 28.11.2018 N 449-D3).

8. Opranuzanus HHOOPMAIMOHHOIO B3aUMOJEHCTBHS CHUCTEMbl MOHHUTOPHUHIA  JIBH)KEHUS
JIEKapCTBEHHBIX IMpPErnapaToB JJii MEAMLIMHCKOIO IMPUMEHEHUS C MHBIMH TOCYJIapCTBEHHBIMU
MHPOPMALIMOHHBIMU CHUCTEMaMU OOECIEYUBAETCI B TOM YHUCIIE IOCPEICTBOM HHQPPACTPYKTYPHI,
oOecnieunBaromeld MHGOPMALMOHHO-TEXHOJIOTUYECKOE B3aUMOJICHCTBUE HH(POPMALMOHHBIX CHCTEM,
UCIIOJIb3YEMBIX ISl TNPEAOCTABICHMSI T'OCYAApCTBEHHBIX W MYHMIMINAIBHBIX YCIYI W HCIIOJIHEHMS
roCy/apCTBEHHBIX U MyHHUIUIAIBHBIX QYHKIUHN B 3JIEKTPOHHOU popme.

(uactp 8 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

9. O6menocrtynHasi uHGMOpMalMsi, CoOJIep)Kalasicsi B CHCTEME MOHHUTOPHHIA JIBHJKEHUS
JIEKapCTBEHHBIX IpenapaToB JUISL MEUIIMHCKOTO IPUMEHEHHS, pasMeniaercs B
MH(}OPMaLIMOHHO-TEIEKOMMYHHUKAIMOHHOM ceTH "MHTepHeT" (B TOM uncie B popMe OTKPHITHIX TaHHBIX)
B IIOPsZIKe, yCTaHOBIIEHHOM [IpaBurensctBoM Pocculickon denepanum.

(uactp 9 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

10. IIpon3BoauTENN JIEKAPCTBEHHBIX CPEACTB MOIYYarOT COAECPXKAILYIOCS B CUCTEME MOHUTOPHHIA
JBUKEHMSI JIEKAPCTBEHHBIX MpernapaTroB JUIsi MEIULMHCKOTO MPUMEHEHHUS HH(OpMAalMI0O O Cepusix U
NapTUSAX JEKapCTBEHHBIX MpPenapaToB, MIPOU3BOJUMBIX UMHU M HAaXOISIIUXCSA B TPaKJaHCKOM 00OpOTE B
Poccutiickoit ®deneparuu, 6€3B03MeE3THO.

(uactp 10 BBeneHa denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

[Ipumeuanmue:
Y. 11 ct. 67 Bctynaer B cuiny ¢ 1 ssuBaps 2020 roaa.

11. 3a mpou3BOACTBO MM MPOAAXKY JICKAPCTBEHHBIX MpenapaToB Uil MEIUIIMHCKOTO TPUMEHEHUS
0e3 HaHEeCeHUs CPEACTB HICHTU(UKALNU, C HAPYIICHHEM YCTAHOBJICHHOIO IMOPSJKA MX HAHECCHHS, a
TaK)K€ 3a HECBOCBPEMEHHOE BHECEHHE [IaHHBIX B CHUCTEMY MOHUTOPHHIA JABMKCHHS JIEKApPCTBEHHBIX
MpENnaparoB JUisi MEAMIMHCKOTO TPUMEHEHHS WM BHECEHHME B HEE HEJOCTOBEPHBIX JaHHBIX
IOpUIMYECKHAE JIUIa U WHIUBUIyaTbHBIC TPEANPUHUMATENN, YKa3aHHbIE B 4YacTsIX 4 W 7 HaCTOSIICH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHU C 3aKOHOAATENBLCTBOM Pocculickoit @enepauuu.
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(gactp 11 BBenena depepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

12. TlpaButenbctBo Poccuiickoii @Denepaliyi BOpaBe YCTaHOBUTh OCOOCHHOCTH BHEIPECHHUS
CUCTEMbl MOHMTOpPMHIA JBWKEHUS JICKAPCTBEHHBIX IIPENApaToB il MEIWIMHCKOTO IPUMEHEHNs,
BKJIIOYAsl CPOKM €€ BHEAPEHUS, B OTHOLICHWM JIEKAPCTBEHHBIX IIPENaparoB UIsl MEIUIIMHCKOTO
MPUMEHEHHUS, BKIIOYEHHBIX B IE€PEUEHb >KU3HEHHO HEOOXOAMMBIX U BaXKHEMIIUX JEKapCTBEHHBIX
IpenaparoB, JIEKAPCTBEHHBIX IpernapaTtoB, MpeJHa3HAUCHHBIX M OOecledyeHus Jull, OOJNbHBIX
reMounueii, MyKOBHUCLUA030M, TUIO(PHU3APHBIM HAHU3MOM, OoJie3HbIO [olle, 370KaueCTBEHHBIMU
HOBOOOPA30BaHUAMHM JIUM(POUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKaHEH, pacCesHHBIM CKIEPO30M,
JUI] TOCJie TpaHCIUIAaHTAllMM OpPraHoOB M (MJM) TKaHEH, HWHBIX JIEKAPCTBEHHBIX IIpernapaTroB Ul
MEIULUHCKOTO IPUMEHECHMUS.

(uactp 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

MaBsa 14.1. OTPAHUYEHUA, HANNTATAEMBbIE
HA OPTAHU3ALUUU, OCYLUECTBNAKLWWMUE OEATEJNIBHOCTDb
MO OBPALLUEHUIO IEKAPCTBEHHbLIX CPEAICTB
(BBenena denepanbHbIM 3akOHOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuyeHusi, HanaraeMbie NpPU OCYLIECTBIIEHUM OeATerbLHOCTU B
cthepe obpallueHns neKapcTBEeHHbIX CPeaCTB

1. Opranamzanum, 3aHUMAIONIMECS pa3pa0OTKOW, TMPOW3BOACTBOM U (MJIM) peamu3arueit
JIEKapCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHHsI, OpraHu3alliy, 00Iaalolue npaBaMu Ha
MCTIOJIF30BaHUE TOPTOBOT'O HAMMEHOBAHHMSI JIEKAPCTBEHHOTO TIpeTapara JUisi MeIUIIMHCKOTO IPUMEHEHNS,
OpraHM3alliil  ONTOBOW TOPTOBIU JIGKAPCTBEHHBIMH CPEACTBAMHM, AaNTEYHble OpraHuzanuud (ux
MPEJICTABUTENN, UHBIE (U3NYECKHE W IOPUINYECKHE JIMIA, OCYIICCTBIISIONINE CBOIO JESATEIBHOCTH OT
MMEHU 3TUX OpraHu3aluil) B OTHOUICHHMH MEIUIIMHCKUX PAaOOTHUKOB U PYKOBOAMUTEIEH METUIIMHCKUX
OpraHu3alyii He BIPABE:

1) BpyuaTh MOJApKH, BBHIIIAUMBATH JCHEKHbIE CPEACTBA (32 HUCKIIOYEHHUEM BO3HATPaKIEHUH IO
JIOTOBOpaM TpU TMPOBEJACHUU KIMHUYECKUX HCCIEJOBAaHUN JICKAPCTBEHHBIX MpErapaToB Jis
MEJUIIMHCKOTO TPUMEHEHUS, BO3HATPAXKJIEHUH, CBA3aHHBIX C OCYIIECTBICHHEM MEIULHUHCKUM
PabOTHUKOM TEIaroruueckoi u (WiM) Hay4YHOU JEATEIbHOCTH), B TOM YHCIIe OTUIAYMBaTh Pa3BJICUCHUS,
OTIBIX, TIPOE3JT K MECTY OT/bIXa, a TAaK)Ke MPHUBJIEKaTh K YYaCTHIO B Pa3BJIEKATENbHBIX MEPONPHUSATHSIX,
MIPOBOJIUMBIX 32 CYET CBOUX CPEJICTB;

2) 3aKJII0YaTh COTJIAlOCHUA O Ha3HAYCHUMW MM PCKOMCHIAIWH IMalIHCHTAM JICKAPCTBCHHBIX
npenapaTroB A1 MCAUIUHCKOIO MPUMCHCHUS (33. HUCKIIFOYCHUEM OOT'OBOPOB O MPOBCACHUHN KIIMHUYCCKUX
I/ICCJ'IeI[OBaHI/Iﬁ JICKAPCTBCHHLIX IMPCIIaApaTOB AJIA MCOAUITUHCKOI'O HpI/IMeHCHI/IH);

3) mpenocTaBisATh 00pasilbl JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO MIPUMEHEHHUS B LEJAX
BpPYYCHHUsI TMAalMeHTaM (32 WCKIIOYCHUEM CIIydaeB, CBS3aHHBIX C TPOBEACHUEM KIMHUYECKHX
MCCJICIOBAaHUM JIEKAPCTBEHHBIX MPENapaToB JIJIsi MEJUIIMHCKOTO IPUMEHEHU );

4) npeAoCTaBIATh HETOCTOBEPHYIO U (MIJIM) HEMOIHYIO HH(POPMAIUIO O JIEKAPCTBEHHBIX Mpernaparax
JUTSI MEIUITMHCKOTO TPUMEHEHUS,

5) nocemaTrb Ux B pa60qee BpEMsA Ha pa60‘II/IX MECTax, 3a UCKIKOUYCHUCM CJIy4acB, CBA3AHHLBIX C
MPOBCACHUEM  KIIMHHUYCCKUX I/ICCHGILOBaHI/IfI JICKApCTBCHHBLIX  IIp€apatoB AJdd MCAULMHCKOI'O
MNPUMCHCHUA, C YH4AaCTUEM B NOPAAKE, YCTAHOBJICHHOM PYKOBOIHUTCICM MCHHHHHCKOﬁ OopraHu3anuu, B
C06paHI/I$IX MCIUIIMHCKHUX pa60THI/IKOB U HWHBIX MCPOIPUATHAX, HAIPABJICHHBIX Ha IIOBBIIICHHUEC HX
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npoeCCHOHATFHOTO YPOBHS WJIM Ha TPEAOCTaBICHHE WH(GOPMAINHU, CBSI3aHHOH C OCYIIECTBICHHUEM
MOHHUTOpPHHTA 0€30MaCHOCTH JIEKaPCTBEHHBIX MPEMapaToB;

6) moOy>X/1aTh K BBHIMMCHIBAHHUIO JIEKAPCTBEHHBIX MPENApaToB ISl MEIUIIMHCKOTO MPUMEHEHHS Ha
OnaHKax, CoAep)KalMX MH(OPMAIMIO PEKIAMHOTO XapaKTepa, a TakKe Ha peleNnTypHbIX OJlaHKaxX, Ha
KOTOpBIX 3apaHee HaleyaTaHO HAaUMEHOBAaHUE JIEKApCTBEHHOTO Ipernapara s MEIUIIMHCKOTO
IIPUMEHEHHUS.

2. Opranuzanuu, yKa3aHHble B a03alie MepBOM 4acTu | HACTOSIIEH CTaThH, U UX MPEJACTABUTEIH B
OTHOIIICHUH (hapMalleBTHUECKUX PaOOTHUKOB U PyKOBOJIUTENEH allTEUHBIX OpraHU3aIiil He BIIpaBe:

1) Bpy4daThb MMOJApKH, BbIILIAYMBATHL ACHCKHBIC CPCACTBA, B TOM YMCJIC OIINIAaYMBATL PA3BJICYCHMA,
OTAbIX, IPOE3A K MCECTY OTAbIXd, W IPHUBJICKATH K YYAaCTUIO B PAaA3BJICKATCIbHBIX MCPOIIPUATHAX,
IMPOBOAMMBIX 3a CHCT CBOUX CPCACTB,

2) mpenocTaBiATh O0pa3lbl JIGKAPCTBEHHBIX MpEnapaToB Il MEAULMHCKOIO MPUMEHEHHS Ui
BpYYEHMS HACEJICHUIO;

3) 3aKJII049aTh COTIAICHUA O IMPCAJIOKCHUN HACCIICHHUIO OIPCACICHHBIX JICKAPCTBCHHBIX
mnpenapaTtoB AJIsI MCAUITUHCKOTI'O IIPUMCHCHU A,

4) mpenocTaBIIsATh HEJOCTOBEPHYIO H (MJIH) HETIOJIHYI0 HH(OPMALIUIO O JIEKAPCTBEHHBIX Mpenaparax
JUIS  MEOUIMHCKOTO IMPUMEHEHHUs, B TOM 4HCI€ HMMEIOUIMX OJMHAKOBOE MEXKIYyHApPOJHOE
HENaTEHTOBAaHHOE HaMEHOBAaHHUE.

Cratba 67.2. TpeboBaHMA K opraHu3aumMm U NPOBeAEHUID Hay4YHbIX MEepOonpUATUMN,
MHbIX MEpPONPUATUNA, HanpaBfeHHbIX Ha NOBbIWEHUe NpPo¢eCCUOHANBbHOIO YpPOBHS
MeAULIMHCKMX pPaboOTHUKOB WM Ha npeaocTtaBfieHUe WHgpopmauum, CBs3aHHOUM C
oCyLeCTBIEHUEM MOHUTOPUHra 6e30nacHOCTM NeKapCTBEHHbIX NpenapaTos

1. Ilpn mpoBeneHNM HAYYHBIX MEPONPUATHI, UHBIX MEPONPUATHI, HAIIPABICHHBIX HA MOBBIIICHUE
poeCCUOHATBHOTO YPOBHA MEAMIMUHCKUX pPAaOOTHUKOB MM Ha TNPEAOCTAaBIEHHE CBA3AHHOW C
OCYIIECTBIICHHEM  MOHHUTOpPHHra  O€30MacHOCTHM  JIGKAPCTBEHHBIX  IpenapaToB  WHQOpMaIUH,
OpPraHU3yeMbIX OpraHM3alMsMHU, yKa3aHHbIMM B a03aue nepBoM uacTu | crateum 67.1 Hacrosiero
denepanbHOTO 3aKOHA, HMX NPEACTaBUTENSIMH W (WIM) (UHAHCUPYEMBIX 32 CYET CPEICTB ITHUX
OpraHM3alMii ¥ UX [pPEICTaBUTENICH, 3alpeniacTcs NPEermsATCTBOBaTh y4YacTUI0 B yYKa3aHHBIX
MEpONPHUATUAX HMHBIX OPraHHU3alUi, KOTOPBIE MPOU3BOIAT WIH PEAIM3YIOT JICKAPCTBEHHBIE IpErapaTsl
IUIE MEIUIMHCKOTO TPUMEHEHUS CO CXOKUM MEXaHU3MOM (apMaKoJOTHYECKOro AEHUCTBHS, OO0
CO37aBaTh JWCKPUMHUHALMOHHBIE YCIOBHS I OJHHUX YYaCTHUKOB II0 CpPAaBHEHUIO C JPYTUMHU
Y4aCTHUKAMHM, & UMEHHO:

1) npenocTaBiATh Pa3IMYHOE KOJUYECTBO BPEMEHHU VIS BHICTYIUICHUH YYaCTHHKOB, Pa3IHYHbBIC TI0
pasMmepy 3aHUMaeMoll IUIOIIAgX MecTa A JEMOHCTpalMM o0pa3lioB JICKApCTBEHHBIX NpenapaToB AJs
MEJIMLHHCKOIO TPUMEHEHUS WIM pEKJIaMHBIX MaTepUAIOB O JIEKAPCTBEHHBIX IIpernaparax s
MEIULMHCKOrO NMPUMEHEHHS Ha DKCIIO3ULUAX, CTEHIAX, 38 UCKIIOUEHUEM CIIy4aeB, €CIU TaKUE YCIIOBUs
3aKpeIUieHbl B COTJIALICHUSAX JTUX OpPraHM3alWi, WX TNpeicTaBuTeneil o (MHAHCHUPOBAHUM YKa3aHHBIX
MEpPONPUATHI U 00YCIIOBIEHBI PA3INYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OPraHU3alHUIo;

2) yCTaHaBIIMBATh pa3Mep B3HOCA ISl YYaCTHUKOB MEPONPHSTHH, yKa3aHHBIX B a03ale MepBOM
HACTOAILEH YaCTH, IPEBBIIAIONMN CYMMY 3aTpaT HAa OPraHU3ALMI0 YKa3aHHBIX MEPONPUATUN U BEAYLIUH
K HEOOOCHOBAHHOMY OTPaHMYEHHUIO YUCJIA UX YUACTHUKOB.



2. Opranuzanuy, yka3aHHble B a0zaie nepBoM uyactu 1 cratbu 67.1 Hactosmero denepanbHOro
3aKOHa, MX IMPEJICTaBUTENN, OCYLIECTBISIONIME OpraHu3aluio U (Win) (UHAHCHUPOBAHUE MEPONPHUITHH,
YKa3aHHBIX B YaCTH | HACTOSAIIEH cTaThH, 00s3aHBI 00CCIIEYNBATE JOCTYIT K HH(OPMAIIHH O 1aTe, MECTE U
BPEMEHU MPOBEACHUS YKa3aHHbIX MEPOINpPUATHI, IUJIaHaX, NpOrpaMMax IPOBEACHHUS YKa3aHHBIX
MepOHpI/ISITI/II\/JI " TeMaXx, INIAaHUPYCMbIX OJId paCCMOTPCHUA, COCTABC MX YYACTHUKOB ITYyTEM PASMCIICHHA
COOTBETCTBYIOLIEH MH(pOpMAIMM HA CBOUX OQHUIMATIBHBIX caiiTax B cetu "HMHTepHeT" He mo3aHee ABYX
MecsLEB J0 Havajia MPOBEACHUS YKa3aHHBIX MEPOIPHUSITHH.

3. Undopmanus o npoBeIeHUN MEpOINPHUITUI, YKa3aHHbIX B 4acTH | HAcTOsIIEH CTaTbd, B CPOK,
YCTaHOBJICHHBIH 4YacTbi0 2 HACTOAILIEH CTAaThM, JODKHA OBITh HampaBiieHa B (eaepajbHbId OpraH
UCTIOJHUTENIBHOW ~ BJIACTH, OCYIIECTBISIOMMNA (YHKIMM 1O KOHTPOJIIO U Haa3opy B cdepe
3[IpaBOOXPAHEHMs, IS MOCIEAYIOIIEro pa3MeIIeHUsl ee Ha O(pULUAIBHOM CaliTe 3TOro OpraHa B CETH
"NHTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EOEPALIUN NPU OBPALLEHUU NEKAPCTBEHHbIX CPE[ICTB
M BO3MELLEHUE BPEOA, MTPUHMUHEHHOIO 300OPOBbLIO NPAXKOAH
BCINEACTBUE NPUMEHEHUA NEKAPCTBEHHbDBIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHopaTenbcTtBa Poccunckown
denepaumm npm obpaLleHnn NneKapcTBeHHbIX CPeacTB

1. Hapymenue 3akoHomatenbcTBa Poccuiickoit denepanuu mnpu oOpalieHUH JIEKapCTBEHHBIX
CPEeICTB BJEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEIBCTBOM Poccuiickoi
Oenepanuu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. 3a HempeaCTaBJICHUE WM HECBOEBPEMEHHOE MpeCTaBlieHne HHPOopMAI U (WIK) TOKyMEHTOB
mub0 TpeACTaBIEHHWE HEIOCTOBEPHBIX WH(popManuu u (WIKM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacTosamuM  DenepanbHbIM  3aKOHOM, CYOBEKTHl OOpallleHUs JIEKAPCTBEHHBIX CPEACTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATENBCTBOM Poccuiickoi denepannm.

(gactp 2 BBeneHa DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepaabHOro 3akoHa OT
04.06.2018 N 140-®3)

Cratba 69. Bo3meweHue Bpeaa, NPUYUHEHHOro 340pPOBbLIO rpaxaaH BcneacTteue
NnpPUMeHeHNs feKapCcTBEHHbIX npenapaTros

1. HpOI/ISBOI[I/ITeJ'IL JICKAPCTBCHHOTI'O ITpCIlapaTa 00s13aH BO3MECTUTH BpCI, HpI/I‘II/IHeHHHﬁ 3A0POBbBIO
rpaxJiiad BCJICACTBUC ITPUMCHCHUA JICKAPCTBCHHOT'O MpeIiapara, €CJIN J0Ka3aHO, YTO:

1) nexapcTBEHHBIN HpenapaT MPUMEHSUICA 10 Ha3HAUYEHHUIO B COOTBETCTBMM C MHCTPYKLHUEH IO
IIPUMEHEHHIO JIEKAPCTBEHHOI'O IIpernapaTa M NPUYMHON Bpelna SIBUJICS BBOJ B TIpaKIAaHCKUN 000pOT
HEe100pOKaYECTBEHHOTO JIEKApCTBEHHOTO Mpernapara;

2) Bped 3I0pOBbI0 MNPUUMHEH BCJIEACTBUE HEIOCTOBEpPHOW WHGOpMAIUU, COAEpKalehcs B
MHCTPYKIIUU TI0 TPUMEHEHUIO JIEKApCTBEHHOTO IpernapaTa, U3/IaHHOW MPOU3BOUTENIEM JIEKAPCTBEHHOTO
npemnapara.

2.B cjIydae, €CJIi Bpea 340POBbIO I'paXJdaH IMPUYIUHCH BCJICACTBHUC IIPUMCHCHUSA JICKAPCTBECHHOI'O
npemnapara, NpumeaAmero B HErooHoCTb B PE3YJIbTATC HAPYUWICHUA IIPAaBHUII XPAaHCHUA JICKAPCTBCHHBIX
CpCACTB, IpaBUJI ONTOBOM TOProBJIM JICKAPCTBCHHBIMU IIpCIIapaTaMu, IMPAaBUJI OTIIYCKa JICKAPCTBCHHBIX
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MpernaparoB, IPaBWJ M3TOTOBJICHUS W OTIyCKAa JIEKAPCTBEHHBIX IIPEIapaToB, BO3MEUICHHWE Bpena
OCYILIECTBIISICTCSI COOTBETCTBEHHO OpraHM3allded OINTOBOH TOProBIM JIEKAPCTBEHHBIMU CpPEICTBAMU,
anTeYHOH OpraHu3alyel, WHANBHAYAJIbHBIM TNpPEANPUHUMATENIEM, HMCIONUMH JIMICH3UIO Ha
(bapMaleBTUYECKYIO JESATEIbHOCTh WM JIMIEH3MIO Ha MEAMLUHCKYIO JIeSTebHOCTh, MEIUIIMHCKOM
OpraHu3aIyel, WMEIOIeH JHIEH3UI0 Ha (GapMaleBTHYECKYIO JEATEIBHOCTh (€€ 000COOICHHBIM
noapasnenenueM (amOynaropuel, GenpIepckuM u (GenpAmepcKo-aKylIepCKuM MYyHKTaMH, LEHTPOM
(oTtnenenuem) oOuielt BpayeOHOM (CeMeNHOM) MpPaKTHKH), PACIOIIOXEHHBIM B CEIbCKOM HACEJICHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET anTeyHasi OpraHu3alusl), JOMyCTUBIIUMH MPOAAXKY WIN OTIIYyCK TaKOTro
JIEKapCTBEHHOTO TIperapara.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. BosMmeuienwe Bpeaa, MNPUUYMHEHHOTO 3J0POBBIO Tpa)<IaH BCJIEACTBUE NPUMEHEHUS
JIEKapCTBEHHBIX MPENapaToB WM COBEPIICHUS MPOTUBONPABHBIX ACUCTBUN CyObEeKTaMH OOpalieHHs
JICKapCTBEHHBIX CPEJICTB, OCYIIECTBIAECTCS B COOTBETCTBMM C 3aKOHOJATEIBCTBOM Poccuiickoi
Oenepanuu.

Mnasa 16. 3AKITIOYUTEJIbHbLIE NMOJIOXEHUA

Cratba 70. O npu3HaHMKM YTPaTUBLUMMM CUNY OTAENbHbIX 3aKOHOAATEeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNnbHbIX akToB) Poccumnckon ®epgepaumm

IIpu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanpublii 3akoH oT 22 utoHs 1998 roga N 86-®@3 "O nekapcTBEHHBIX CcpencTBax'
(Cobpanue 3akonomarenscTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3ak0H OT 2 stHBaps 2000 roga N 5-®3 "O BHeceHUH U3MEHEHHUS U JOTOJHEHUN B
®enepanbubiii 3akoH "O JjexapcTBeHHBIX cpeacTBax" (CoOpaHue 3akoHOMATENbCTBA Poccuiickoi
®denepannn, 2000, N 2, cT. 126);

3) cratpio 40 denepanbroro 3akoHa ot 10 suBaps 2003 roga N 15-D3 "O BHeceHHM U3MEHEHUH U
JIOTIOJIHEHUH B HEKOTOpbIE 3aKOHOJaTelbHbIe akThl Poccuiickoii denepannu B CBS3U C MPUHATHEM
@enepasibHOro  3akoHa "O  JUIEH3UPOBAHMU OTHEJIBHBIX BUAOB JAestenbHocTH"  (CoOpanue
3akoHoarenscTBa Poccniickoit deneparuu, 2003, N 2, cr. 167);

4) crateio 31 ®enepanpHoro 3akona ot 30 utons 2003 roga N 86-D3 "O BHeceHHH U3MEHEHUN U
JIOTIOJITHEHUW B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoit denepaniuu, NpUu3HaHUM yTPATUBIIUMH
CUJIy OTJACJIBbHBIX 3aKOHOJATENbHBIX akTOB Poccuiickon ®enepanuu, MPEIOCTABICHUH OTACIbHBIX
TapaHTHH COTPYJIHUKAM OPTaHOB BHYTPEHHHUX ]I, OPTaHOB IO KOHTPOJIO 32 000POTOM HAPKOTHYECKHX
CPEJICTB U TICHXOTPOITHBIX BEIICCTB W YIPA3JIHIEMBIX (eJepaTbHBIX OPraHOB HAJIOTOBOW MOJUIIUU B
CBSI3U C OCYIIECTBJICHHEM MEp IO COBEPIICHCTBOBAHWIO TrocyaapcTBeHHOTo ympasieHus" (CobOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crareio 101 depepansHoro 3akona ot 22 aBrycra 2004 roga N 122-®3 "O BHeCeHUH H3MEHEHHI
B 3aKoHozarelbHble akThl Poccuiickoi denepanuu M NPU3HAHMM YTPATUBIIMMHU CHIIy HEKOTOPBIX
3aKOHOJIaTeNIbHBIX aKTOB Poccuiickoit denepanuu B CBA3M ¢ IpuHATHEM DenepanbHbiX 3akoHOB "O
BHECEHUU H3MEHEHUIl u nomnonHeHudl B dDenepanbHblii 3akoH "OO 00LlIMX MNPUHIMIIAX OPraHU3ALMU
3aKOHOAATENbHBIX (TIPEICTABUTENBHBIX) W HCIOJHUTEIBHBIX OpPraHOB TOCYJapCTBEHHOH BJIAcTH
cyobekTtoB Poccuiickoit  ®enepaumn” u  "OO oOmMX HPUHLMIAX OPraHU3allUd  MECTHOIO
camoynpasnenusi B Poccuiickoit @enepanun" (Cobpanue 3akoHomarenscTBa Poccuiickoit @eneparnui,
2004, N 35, ct. 3607);
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6) crareio 28 denepanbHoro 3akona ot 18 gexadbps 2006 roga N 231-D3 "O BBeacHUH B ICHCTBHE
gactu ueTBeprod ['paxknmanckoro koaekca Poccuiickoit ®enepammu" (CoOpaHue 3aKOHOAATEIbCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny Hactosuwero PegepanbHOro 3akoHa

1. Hactosmuit denepanbHeblii 3aKoH BeTynaet B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapCTBEHHBIE CpEACTBA, 3aPErMCTPUPOBAHHBIE 1O [HS BCTYIUIEHMS B CHJIy HACTOSILErO
DenepallbHOTO 3aKOHA, MMOAJIEKAT BKIFOYECHHIO B I'OCYJApPCTBEHHBIE PEECTPHI JIEKAPCTBECHHBIX CPEACTB C
BHECEHHMEM yKa3zaHHBIX B 4acTu | ctarbu 33 Hacrosmero denepanbHOro 3akOHa CBEIEHHH 00 3THX
JIEKapCTBEHHBIX CpEACTBaX 0€3 MPOXO0XJECHHS BHOBb HPOLEAYpPbl TOCYAAPCTBEHHOW perucTpanuu
JIEKapCTBEHHBIX IIPENApaTOB.

3. 'ocynapcTBeHHast perucTpalus JIEKapCTBEHHBIX IIPENapaToB, 32 UCKIIIOUEHUEM JIEKapCTBEHHBIX
IIPENapaToB A MEIUIMHCKOIO IPHUMEHEHUs, IPEICTaBICHHBIX HA YKAa3aHHYIO PErHMCTpalyio 10 JHA
BCTYIUIEHUS B CHIy Hactosiiero denepanbHOro 3aKkoHa, OCYIIECTBISETCS B COOTBETCTBUU C HACTOSIIMM
@DenepalIbHBIM 3aKOHOM Ha OCHOBAaHUU JIOKYMEHTOB U JAHHBIX, IIPEICTABICHHBIX 10 JHS BCTYIUICHUS B
cuity Hactosero denepanbHOro 3aKOHa.

(B pen. denepanbhoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. 'ocygapcTBeHHast peruCTpalus JIEKapCTBEHHBIX MPENAPATOB Il MEAULIUHCKOTO TPUMEHEHNS,
IIPE/ICTABICHHBIX Ha TOCYIAAPCTBEHHYI0 PETUCTPALMIO 1O JAHS BCTYIUIEHHUS B CHJIY HAcTOSLIETO
@denepalibHOTO  3aKOHa, M TOCYAapCTBEHHAs perucTpanus JIEeKapCTBEHHBIX IpernapaToB JUis
MEIUIMHCKOTO IIPUMEHEHHUs, NPEICTABICHHBIX Ha JKCIEPTH3y JIEKAPCTBEHHBIX CPEACTB A0 JHA
BCTYIUIEHUSI B CHIly HacTosmero denepanbHOro 3akoHa B LENAX MX MOCIEAYHOUIEH TOCyAapCTBEHHOU
pETUCTpalMM, OCYILECTBIISIIOTCS HAa OCHOBAaHMM JOKYMEHTOB M JaHHBIX, NPEJCTABIECHHBIX 10 IHS
BCTYIUIEHUSI B CWIy Hactosmero @enepanbHOro 3aKOHa, a TaKXe 3asiBICHUS O TOCyAapCTBEHHOU
perucTpalvy JIEKapCTBEHHOIO Mpernapara, MpEeACTaBICHHOTO MPOU3BOJUTENIEM JIEKAPCTBEHHBIX
IIpenapaToB WIK YIOJIHOMOYEHHBIM UM JIULIOM B COOTBETCTBUU C HacTosmuM denepanbHbIM 3aKOHOM B
YIIOJTHOMOYCHHBIH (heiepabHbIi OpraH UCIIOJIHUTENbHOH BiacTu 10 1 maprta 2011 roga, 6e3 TpeboBanms
yIUIaThl TOCYIAPCTBEHHOM MMOLUIMHBI, IIPEYyCMOTPEHHOMN 3aKoHOAaTenbcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(dactb 3.1 B pen. denepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.2. TlonrBepkleHuWe TOCYJapCTBEHHOM pETHUCTpallMd JIEKApCTBEHHBIX TpernapaTroB s
MEUIMHCKOTO NMPUMEHEHMS, MPEACTABIECHHBIX JJIs MOATBEP)KIECHUS IOCYAaPCTBEHHOW PEruCTpanyu J10
IHS BCTYIUIGHHMS B Cuily Hacrtosimero denepanbHOro 3aKOHA, M MOJATBEPXKIEHUE TOCYJapCTBEHHOM
perucTpalMy JIEKApCTBEHHBIX NPENapaToB JUIsi MEAMIMHCKOIO TPUMEHEHMs, NPEACTABICHHBIX Ha
AKCIIEPTHU3Y JIEKAaPCTBEHHBIX CPEJCTB A0 THS BCTYIUIEHHUS B CUIy HacTosulero denepalbHOTO 3aKOHA B
LEesIX TOCHENYIOUIEr0 IMOATBEPXKAECHUS HMX TOCYJAapCTBEHHOM pErucTpalnyy, OCYIIECTBISIOTCA Ha
OCHOBAaHUU JOKYMEHTOB M JAaHHBIX, MPEACTAaBICHHBIX JO JHS BCTYIUICHUS B CHJIY HAaCTOSIIEro
@DenepalIbHOTO 3aKOHA, a TaKK€ 3asBJICHHS O IMOATBEPXKJIECHUU TOCYIAapCTBEHHOW perucrpanuu
JIEKapCTBEHHOTO Tpernapara, NPEICTaBICHHOTO MPOU3BOJUTENIEM JIEKaPCTBEHHBIX TMpPEnapaToB WU
YIOOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM C HactosmuM DenepaibHbIM  3aKOHOM B
YITOJTHOMOYCHHBINH (heiepabHbIi OpraH UCIIOJHUTENIbHON BiacTu 10 1 mapra 2011 roga, 6e3 TpeboBaHus
yIUIaThl TOCYIAPCTBEHHOM MMOLUIMHBI, IPEAYCMOTPEHHOM 3aKOHOIaTenbCTBOM Poccuniickoit @enepanyu o
Hajorax u coopax.

(gactp 3.2 B pen. @enepanbroro 3akona ot 29.11.2010 N 313-03)

3.3. HpI/IHHTI/Ie pemieHuss O BHCCCHHUU U3MCHCHUN B AOKYMCHTBI, COACPIKAIIHUECSA B
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PErUCTPAllMOHHOM JIOCh€ Ha 3apeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpernapar Uisli METUIIMHCKOTO
MIPUMEHEHUS W TPEACTABICHHbIE A0 AHS BCTYIUIEHHUS B CHIIy Hactosmero denepasbHOro 3aKOHa, U
MIPUHSATHE PEIICHUSI O BHECEHUH U3MEHEHHUM B JJOKYMEHTBI, COJIEpIKaIlleecss B PETUCTPAIIMOHHOM JI0ChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT Jjisl MEAULUHUHCKOTO IPUMEHEHHUS U TIPE/ICTaBIICHHbIE Ha
AKCTEPTU3Y JIEKAPCTBEHHBIX CPEJICTB 10 JHS BCTYIUICHUS B CHIIy HacTosiero denepaibHOTO 3aKOHA,
OCYILIECTBIISIFOTCSI HA OCHOBAHUU JIOKYMEHTOB M JAHHBIX, NPEJICTABICHHBIX /10 JHS BCTYIUICHHUS B CHILY
Hacrosimero denepanbHOTO 3aKOHA, a TaKXKE 3asBICHUS O BHECCHHMM HM3MEHEHMH B JIOKYMEHTHI,
coJiepXkalirecss B PErucTpallMOHHOM JOChE€ Ha 3apeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIM mIpenapar s
MEJIMIIMHCKOTO TPUMEHEHHS, MPEICTABICHHOTO MPOU3BOAMTENIEM JICKAPCTBEHHBIX MpENapaToB WIN
YHOJHOMOYEHHBIM MM JIMIOM B COOTBETCTBUM C HacrosumuMm DenepanbHbiM 3aKOHOM B
YIIOJTHOMOYECHHBIN (peiepalbHbIi OpraH UCIIOJIHUTENIbHON BiacTu 10 1 maprta 2011 rona, 6e3 TpeboBaHus
yIUIaThl TOCYIAPCTBEHHOM MOIUIMHBI, TPEAYCMOTPEHHOM 3aKOoHOAaTeNnbCTBOM Poccuiickoit denepauuu o
Hajorax u coopax.

(uacts 3.3 B pea. @exnepanbHoro 3akona ot 29.11.2010 N 313-03)

3.4. Bblmaua paspemieHMii Ha NpPOBEACHHE KIMHUYECKUX HMCCIEIOBAHUN JIEKApCTBEHHBIX
IIPENnapaToB JUIsl MEJULMHCKOrO NPUMEHEHMSI 110 3asBJICHMSM, IOJAHHBIM 0 JHS BCTYIUICHHS B CHILY
Hacrosuiero denepasbHOro 3aKOHA, a TAKXKE 110 3asABJICHUSAM, ITOJAHHBIM IIOCIIE JHS BCTYIUICHHS B CHILY
HacTosauero denepanbHOro 3aKOHAa HA OCHOBAHUM DKCIEPTU3, IIPOBEACHHBIX 10 JHS BCTYIUICHUS B CHUILY
Hacrosiniero denepanbHOro0 3aKOHA, OCYILECTBISETCS B COOTBETCTBHHM C HacrosuuMm dDenepalbHbIM
3aKOHOM Ha OCHOBaHHUM JOKYMEHTOB U JIaHHBIX, IIPEACTABICHHBIX WM MOJIyYEHHBIX 10 JHS BCTYIUICHUS
B CWIy Hacrosero denepajbHOroO 3aKOHA, a TAK)KE Ha OCHOBAaHUH KOIMU NPEABAPUTEIBHOIO AOrOBOPA
0053aTENIbHOTO  CTPAXOBAaHUS  KHU3HHM, 3/J0pOBbS MAIlMEHTOB, YYaCTBYIOLIUMX B  KJIMHUYECKOM
WCCIE0BaHUM JIEKAPCTBEHHOI'O Mperapara il MEIULIHUHCKOTO NPUMEHEHUS, WIA KOIHH JOroBOpa
0053aTENIbHOTO  CTPAXOBAaHUS  KHM3HHM, 3/J0pOBbS MAIlMEHTOB, YYaCTBYIOIIUMX B  KJIMHUYECKOM
HCCIIEIOBAaHUM JIEKAPCTBEHHOTO Tpernapara Uil MEAMIMHCKOrO NPUMEHEHHs, JIMOO MpeAcTaBlIeHHOU
KOIIMM J0roBOpa 00s3aTeIbHOIO CTPAXOBAHUS, 3aKJIIFOUCHHOTO B COOTBETCTBUU C TUIOBBIMU IPAaBUIIAMU
00513aTENFHOTO CTPAaxXxOBaHUs, C YKa3aHUEM NPEICTbHONW YUCIECHHOCTH MAlMeHTOB, yYacCTBYIOUIMX B
KJIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara s MEAMLMHCKOro IpUMEHEeHHs, 0e3
TpeOOBaHMUS YIUIAThl TOCYAAPCTBEHHOW TMOILIMHBI, MPEAYCMOTPEHHONM 3aKOHOAATeIbcTBOM Poccuiickoit
deneparun 0 HaIoOrax u coopax.

(uactp 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3aperucTpupoBaHHbIE B HMHOCTPAHHOH BallloT€ 1O IHS BCTYIUICHHS B CHJy HACTOSILErO
®denepanbHOTO 3aKOHA MPEIETbHBIE OTITYCKHBIC IIEHBl MHOCTPAHHBIX TPOU3BOAUTEIICH HA JIEKAPCTBEHHbBIE
npemnapaThl, BKIIOYCHHbIE B IE€PEUYCHb KU3HEHHO HEOOXOAMMBIX M BaXXHEHIINX JIEKapCTBEHHBIX
MpenaparoB, MOJIekKaT nepecuery B pyosu no kypey Llentpansnoro 6anka Poccuiickoit @enepanuu Ha
naty, ycraHoBieHHyto [IpaBurensctBoMm Poccuiickoit @eneparnuu, 6e3 HpeacTaBiIeHUs 3asBICHUS O
repecyeTe IIeHbl C BHECEHHEM COOTBETCTBYIOIIMX M3MEHEHUN B TOCYJAPCTBEHHBIH PEECTp MpeleTbHbIX
OTITyCKHBIX II€H NMPOU3BOIUTENEH Ha JIEKapCTBEHHBIEC Mpernaparhbl, BKIIOUEHHBIE B MEPEUYCHb KU3HEHHO
HEOOXOIUMBIX ¥ BAXKHEUIITNX JICKAPCTBEHHBIX MTPEIapaToB.

(dactp 3.5 BBeneHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE JO0 JHS BCTYIUICHUSI B cuiy Hactosimero ®denepaibHOro 3akoHa
npeleibHble OTIYCKHBIE II€HBl POCCHICKUX TPOM3BOAUTENECH Ha JIEKapCTBEHHBIE Ipenaparsl,
BKJIFOUEHHBIC B TME€PEUCHb JKU3HEHHO HEOOXOIMMBIX W BaXHEHIIMX JICKApPCTBEHHBIX IPENaparos,
noanexxar uHaekcauu c¢ 1 HosOps 2010 roma wmcxods M3 MPOTHO3HPYEMOTO YpPOBHS WHGMISAINH,
ycTaHoBJIeHHOTO DeepanbHbIM 3akoHOM OT 2 nekadbps 2009 romxa N 308-D3 "O ¢enepanbsHoM Or0KETE
Ha 2010 rox u Ha nmnanoBeIi nepuoa 2011 u 2012 ronos" Ha 2011 rox.

(uactp 3.6 BBeneHa PenepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)
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3.7. Iocne 1 mapra 2011 rona He momyckaroTcst MPOU3BOACTBO U BBO3 B Poccuiickyro deneparuto
JICKapCTBEHHBIX MPENApaTOB B YIIAKOBKAX ¢ MAPKHUPOBKOMW, KOTOpas Obllla HAHECCHA JI0 JHS BCTYIUICHUS B
cwry Hactosmero dexepanpbHOro 3akoHa. [lo WCTeYeHWM YKa3aHHOTO CPOKa JIaHHBIC JIGKAPCTBEHHBIC
npernaparbl MOTYT OTITYCKAThCS, PCAIM30BBIBATHLCS, TMEPEIaBaThCs M MPUMEHSATHCS 10 HUCTCUCHHS HX
CpOKa T'OJTHOCTH.

(B pen. denepanbHbix 3aKoHOB OT 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co mua BcTymieHus B cwity Hacrtosimero ®denepanbHoro 3akona u nmo 30 ampens 2011 roma
BKJIFOYUTENIBHO  JIOMYCKAeTCsA IMPOBEACHUE JKCIEPTU3bl JIEKAPCTBEHHBIX CPEIACTB  AKCIEPTaMU
OKCIICPTHOI'0  YUYPCKIACHUA OO0 IMPOXOXKIACHUA HMHU aTTeCTaluu B IOPAAKE, YCTAaHOBJICHHOM
YIOJHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM MCIIOJIHUTEIHHON BIACTH.

5. Co gus BeTyruieHHs B cuily Hacrosimero denepanbHoro 3akoHa u mo 31 mexabps 2013 roma
BKJIIOUUTENBHO OCYILECTBIISETCS MEPEXO] K IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C
IIpaBWJIaMU OpraHU3alMU MPOU3BOACTBA U KOHTPOJISI KAUE€CTBA JIEKAPCTBEHHBIX CPEJICTB, YKA3aHHBIMU B
gactu | crateum 45 Hacrosmero ®exepanpHOro 3akoHa, B MoiHOM oObeme. Cpoku mnepexona
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJCTBY B COOTBETCTBUU C KOHKPETHBIMU
TpeOOBAHUSAMHU JAHHBIX NPABUJ, BKIIOYAs CPOKM ATTECTALMM YIOJHOMOYEHHBIX JIMIl, YKa3aHHBIX B
gacTax 6 m 7 crateu 45 Hacrosuiero @enepanbHOro 3aKOHa, ycTaHaBimBaroTcs [IpaBHTEnbCTBOM
Poccuiickoit denepanuu.

6. JIuueH3un Ha TNPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, BblAaHHbIE 10 1 siHBaps 2014 ropa,
neiictByrot nociae 1 suBaps 2014 roga 10 WcTedeHMs] CPOKA MX JEUCTBUSA NPU YCIOBUU COOTBETCTBHS
JUIEH3MaTa IpaBUjaM OPraHM3alliy MPOM3BOJCTBA M KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CPEJCTB,
yKa3aHHBIM B yacTu 1 ctarbu 45 HacTosAwmero denepalbHOro 3aK0Ha.

7. ®dopmupoBaHHE TOCYAApPCTBEHHOTO 3a/laHUs Ha TPOBEJACHHE OJKCIEPTU3BI JIEKAPCTBEHHBIX
cpenctB (demeparbHOMY TOCYAapCTBEHHOMY OIOKETHOMY YUPEKICHHIO MO MPOBEICHHUIO SKCIIEPTH3BI
JIEKApCTBEHHBIX CPEJICTB M (PMHAHCOBOE OOCCIICUYCHHE BBIMTOJIHEHHS 3TOTO 3aJ[aHUS OCYIIECTBIISIOTCS B
nopsiaike, ycraHoBjaeHHOM DenepaibHbIM 3akOHOM OT 12 suBaps 1996 roga N 7-®03 "O HeKOMMEpUYECKUX
opraHuzanusx".

(gactp 7 BBenena denepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

[Ipe3unent
Poccniickoit denepanuun
AME/IBEJIEB
Mocxksa, Kpemib

12 anpens 2010 roga

N 61-®3
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