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CnucoK U3MEHSIIOIINX TOKYMEHTOB
(B pen. @enepanbubix 3aKk0HOB 0T 27.07.2010 N 192-D3,

ot 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03,
o1 25.06.2012 N 93-®@3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
o1 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-®3,

o1 22.12.2014 N 429-@3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-®3,
o1 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,

o1 28.12.2017 N 425-®3 (pexn. 27.12.2019), ot 04.06.2018 N 140-D3,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, oT 27.12.2019 N 481-D3,

oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N 170-®3)

Masa 1. OBLLWUE NOJIOXKEHUA
Cratbsa 1. [lpeameT perynupoBaHusi HacTtosilero PepgeparnbHOro 3akoHa

1. Hacrosmmii ®enepanbHbli 3aKOH pEryJIHpyeT OTHOIICHHS, BO3HUKAIOIINE B CBI3U C
oOpamieHueM - pa3paboTKOM, MOKIMHHUYECKUMHU WCCICAOBAHHUSIMH, KIMHUYCCKUMH HCCIEIOBAHUSIMU,
OKCIIEPTH30M, TOCYIapCTBEHHOW perucTpauuel, co CTaHAapTH3aluell M ¢ KOHTPOJEeM KadecTBa,
MPOU3BOACTBOM, M3rOTOBJIEHUEM, XpAHEHUWEM, IIE€PEBO3KOW, BBO30M B Poccuiickyro Penepaumio,
BbIBO30M U3 Poccuiickoit @enepanuu, pexiaamMon, OTIYCKOM, peaiu3aiuel, nepenadeil, mpuMeHEHHEM,
YHHUYTOXKCHHUEM JICKAPCTBCHHBIX CPCICTB.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
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HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

2. Hacrosmuii @enepaibHbli 3aKOH yCTaHABIUBAET IPUOPUTET TOCYIAPCTBEHHOIO PEryIUPOBAaHUS
0e301acHOCTH, KauecTBa U 3 (HEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB IIPU UX OOPALICHUN.
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-D3)

Cratbsa 2. Chepa npumeHeHnsa HacTosiwero PegepanbLHOro 3akoHa

Hacrosiuit ®enepaiibHblil 3aKOH NMPUMEHSETCSI K OTHOIIEHUSM, BO3HUKAIOIIUM IpU OOpallieHun
JIEKapCTBEHHBIX CPEACTB Ha TeppuTopun Poccuiickoit denepanun.

CraTtbsa 3. 3akoHOoAaTeNnbLCTBO 00 OOpaLleHnn NeKapCTBeHHbIX CPpeacTB

1. 3akoHOIATEILCTBO 00 OOpalICeHUH JICKAPCTBEHHBIX CPEJICTB COCTOMT M3 HACTOSIIETO
@denepanbHOr0 3aKOHA, JPYrux (QenepanbHbIX 3aKOHOB M HWHBIX HOPMATHUBHBIX IIPABOBBIX aKTOB
Poccuiickoit deneparumu.

1.1. 3akoHOmaTENBCTBO 00 OOpAICHUH JEKAPCTBEHHBIX CPEJCTB B OTHOLICHUN IOPHINYCCKUX JIUI] 1
UHIUBUAYAIbHBIX  NpEANpUHUMATENEH,  OCYIIECTBISIOUIMX  JCSITeNbHOCTh  HAa  TEPPUTOPUU
MEXIYHAPOJAHOTO MEIUIIMHCKOTO KJIAacTepa, NMPUMEHSETCS C Y4eTOM OCOOEHHOCTEH, yCTaHOBIICHHBIX
@enepanbHbIM 3aKOHOM "O MEXIyHAapOJAHOM MEIUIMHCKOM KiacTepe W BHECEHHH HW3MEHEHUU B
OTJIeTIbHBIC 3aKOHOAATeNIbHbIC akThl Poccuiickoii Denepamuu’.

(uacts 1.1 BBenena @enepasibHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. JletictBue Hactosmero MeaepaabHOro 3aKOHA PACIPOCTPAHICTCS HA 0OpalleHne HAPKOTHISCKHX
JIEKapCTBEHHBIX CPEACTB U TCUXOTPOMHBIX JIEKAPCTBEHHBIX CPEACTB C YUYETOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKoHoAaTenbCcTBOM  Poccuiickoit ®enepaurii O  HApPKOTUYECKUX  CPEICTBaAX,
MICUXOTPOITHBIX BEIIECTBAX M 00 UX MpPEeKypcopax.

3. J[eiictBue Hactosmiero @DenepanbHOTO 3aKOHA  PACHpPOCTpPaHSETCS Ha  OOpalicHHE
pagrodapManeBTHYECKUX JIEKAPCTBEHHBIX CPEIACTB C y4eTOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKOHOJaTeIbCTBOM Poccuiickoit deaepanyu B 001acTi odecrieueHus paiuaioHHONW 0€30acHOCTH.

4. Ecnn mexayHapoaHbIM aoroBopoM Poccuiickoit denepanny ycTaHOBICHBI WHBIE MPaBUia, YeM
T€, KOTOpbIE TMpeAycCMOTpeHbl HacTosmmMm DenepanbHbIM  3aKOHOM, TPUMEHSIOTCS — IpaBUiia
MEXIyHapOAHOTO JJOTOBOPA.

4.1. PemeHus MeXrocyJapCTBEHHbIX OpraHOB, IPHUHATHIE HAa OCHOBAaHUU IIOJIOKEHUU
MEXIyHapoAHbIX JoroBopoB Poccuiickoii ®exepauum B HX MCTOJKOBAHHMH, NPOTHBOPEYAILLEM
Koncrurynun Pocculickorn ®@enepannu, He IOAJIekKaT UCHOJHEHHIO B Poccuiickoit @enepannn. Takoe
IPOTHUBOPEYHE MOXKET ObITh YCTAHOBJIEHO B IOPS/IKE, ONpeeleHHOM (hefepaibHbIM KOHCTUTYLIMOHHBIM
3aKOHOM.

(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoii ®enepanuu B COOTBETCTBUM C MEXKAYHApOJHBIMU JOroBopamu Poccuiickon
Oenepani U (WIM) HAa OCHOBE NPUHLMIA B3aUMHOCTH TMPU3HAIOTCS PE3yNbTaThl KIMHUYECKHUX
UCCIIEIOBAaHUI JIEKapCTBEHHBIX IpPENapaToB JUIsi MEIULMHCKOIO IPUMEHEHUs, IPOBEIEHHBIX 3a
npenenamu tepputopun Poccuiickoit deneparumu.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
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"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Hara coxpanenus: 15.07.2021

Crtatbs 4. OCHOBHbIE NOHATUSA, ncnosib3yemMmblie B HactosiLem CDep.epaanOM 3aKOHe

Hns ueneit Hactosiniero denepanbHOrO 3aK0OHA UCTIOIB3YIOTCS CIIEIYIOIIME OCHOBHBIC TOHATHS:

1) nekapcTBEHHBIE CpEICTBAa - BEIIECTBA WM HMX KOMOWHALIMM, BCTYMAIOUIME B KOHTaKT C
OpraHM3MOM 4YEJOBEKA WA JKMBOTHOI'O, NPOHMKAIOIIHME B OpraHbl, TKAHW OpraHW3Ma 4YeJIOBEeKa WU
KUBOTHOTO, MpPUMEHSAEMbIe A MPO(UIAKTUKH, TUATHOCTHKHU (32 HCKIIOYCHHEM BEIEeCTB WU UX
KOMOWHAIW, HE KOHTAKTUPYIOIIMX C OPTaHU3MOM 4YeJIOBEKAa WJIM >KMBOTHOTO), JICUeHHUs! 3a00JIeBaHMUS,
peabunuTanuu, A COXpaHEeHHs], MPEJOTBPAIICHUS WA MpEepbIBaHUs OEPEeMEHHOCTH U IOJYYECHHBIE U3
KpPOBH, IUIa3Mbl KPOBHU, U3 OPraHOB, TKAHEHW OPraHU3Ma 4eJIOBEKa WJIM )KUBOTHOI'O, PACTEHUN, MUHEPAIIOB
METOJIaMU CHHTE3a WJIH C MPUMEHEHHEeM OHMOJOTMYecKHX TexHojorui. K jekapcTBeHHBIM cpencTBaM
OTHOCSTCS (papMalleBTUYECKUE CYOCTAHILIUU U JIEKAPCTBEHHBIE IIPENapaThl;

2) dapmaneBTuueckas CyOCTaHIUs - JICKAPCTBEHHOE CPEACTBO B BHJE OJHOTO MM HECKOJIBKHX
obnamaromux GapMaKoJIOTHICCKOW aKTUBHOCTBIO JICHCTBYIONIMX BEIIESCTB BHE 3aBUCUMOCTH OT MPUPOJIBI
MPOUCXOXKACHHUS, KOTOPOE TPEAHA3HAYCHO JUIsl [POU3BOJCTBA, W3TOTOBICHHS JICKAPCTBEHHBIX
MIperapaToB U onpenesieT ux 3hHEeKTUBHOCTS;

(n. 2 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) BcioMoraTeNbHbIE BEIIECTBA - BENIECTBA HEOPTAHUYECKOTO WIIH OPTaHUYECKOTO MTPOUCXOKICHUS,
UCIIOJIb3yEeMBbIE B ITPOIIECCE MPOU3BOJICTBA, U3TOTOBICHHS JICKAPCTBEHHBIX MPENApaToOB ISl NPUAAHUS UM
HEOOXOIUMBIX (PH3UKO-XMMUYECKHX CBOICTB;

4) nexkapcTBEHHbIE IpemapaThl - JICKAPCTBEHHBIE CPEACTBA B BHUJE JIEKAPCTBEHHBIX (HOpM,
OpUMEHSIEMbIE Ui  TPOQWIAKTUKH, JTHATHOCTHKH, JIEYeHHs 3a00JIeBaHus, peaOWIMTaluM, JUIs
COXpPaHEHHUs, TPEIOTBPAIICHHS UITU TIPEPbIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHass GopMa - COCTOSIHUE JIEKAPCTBEHHOT'O IIperapara, COOTBETCTBYIOIIEE CIIOCOOaM
€ro BBEJICHHS U IPUMEHEHHUS M 00eCIIeunBaroliee JO0CTHKEHIE He00X0AUMOro jeueOHoro a3 dekra;

5.1) no3upoBKa - coJepKaHue OJHOTO WJIM HECKOJBKHUX JEHCTBYIOIIMX BEUIECTB B KOJUYECTBEHHOM
BBIDQ)KEHUU HA E€AMHHUIYY J03bl, WIM EIUWHUIly o0beMa, WIM EIUHUIy MacChl B COOTBETCTBUU C
JeKapCTBEHHOH (¢opmoli 7uOO0 i HEKOTOPHIX BHJOB JIEKAPCTBEHHBIX (OPM  KOJIUYECTBO
BBICBOO0XK/1a€MOI'0 U3 JIEKAPCTBEHHON (hOPMBI IEHCTBYIOLIETO BELIECTBA 32 €IMHUILY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) nepeueHb )KU3HEHHO HEOOXOAUMBIX M BaKHEHILINX JEKapCTBEHHBIX PENapaToB - yTBEPKIaeMbIi
[IpaBurensctBoM Poccuiickoit denepanuu nepeyeHb JIEKAPCTBEHHBIX MPENApPaTOB Ui MEIUIIMHCKOIO
IPUMEHEHHs, 00eCIIeUNBAIOIIUX IPUOPUTETHBIE MOTPEOHOCTH 3APAaBOOXPAHEHUS B LIETSAX NPO(UIAKTUKH
U JIeYeHUs1 3a00JIeBaHUI, B TOM YHCIIE MPEoOIafaomuX B CTPYKType 3aboneBaemMocTn B Poccuiickoit
Oenepannu;

(B pen. @enepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opcdanHbie JekapcTBEHHbIE MpemapaThl - JEKapCTBEHHBIE IpemapaThl, MpedHa3HAUYCHHBIC
WCKJTIOUUTENIFHO IS JTUATHOCTUKM WIIM TIATOTEHETHYECKOTrO JIeUeHUs (JICUCHHs, HAIpaBICHHOTO Ha
MEXaHHU3M pa3BUTHsA 3a00J1eBaHus) peaKux (opdaHHbIX) 3a00ICBaHUI;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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[ara coxpanenus: 15.07.2021

6.2) OuoJIOrMYECKHEe JIEKApCTBEHHBIE IIpenaparhl - JIEKAPCTBEHHBIE Ipenaparsl, ACHCTBYOLIEE
BEIIECTBO KOTOPBIX IPOU3BEICHO WIIM BBIIEICHO M3 OMOJIOTHYECKOTO MCTOYHHUKA M JUISL ONpPEACTICHHS
CBOHCTB M KauecTBa KOTOpBIX HEOOXOJMMa KOMOMHAIMs OHOJOIMYECKUX U (U3UKO-XMMHUYECKHX
MeTooB. K OuonornueckuM J€KapCTBEHHBIM IpenaparaM OTHOCSTCS HMMMYHOOHOJIOTMYECKHe
JIeKapCTBEHHbIE Ipernaparbl, JIEKapCTBEHHbIE IIperaparhbl, IMOJY4YEHHbIE M3 KPOBHU, IUIA3Mbl KPOBHU
YeJloBeKa M JKUBOTHBIX (32 HCKJIIOYEHHEM LEJNbHOM KpOBH), OMOTEXHOJIOIMUECKHUE JIEKAPCTBEHHBIE
Ipernaparsl, TEHOTEPANIeBTUYECKUE JIEKaPCTBEHHbBIE MpenapaThl;

(m. 6.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7) HWMMyHOOHMOJIOTMYECKHE JICKAPCTBCHHBIC TMperapatbl - JICKApPCTBEHHBIC  IpEraparsl,
MpeIHa3HaYeHHBIC I (POPMHUPOBAHHS AKTUBHOTO WJIM TTACCHBHOTO WMMYHHTETa JIHOO HArHOCTUKU
HAIMYMS ~ UMMYHUTETa  WIM  JUArHOCTHKH  CHEIU(PHUYECKOr0  MPHOOPETEHHOTO0  W3MEHEHHS
MMMYHOJIOTHYECKOTO ~ OTBETa HAa  aJUICPTH3UpYyIONIMEe  BemecTBa. K HMMyHOOHMOJIIOTHYECKUM
JICKApCTBEHHBIM  IIperaparaM  OTHOCSTCS ~ BakKIWHBI,  aHATOKCHUHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUICPTCHBI;

(m. 7 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) OMOTEXHOJIOTUYECKUE JIEKAPCTBEHHBIE IIPENaparhl - JIEKapCTBEHHBIE Mpenaparthl, IPOU3BOACTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIOJIb30BAaHUEM OMOTEXHOJOIMUECKUX MPOLIECCOB U METOJIOB (B TOM YHCIIe
JTHK-pekoMOMHAHTHOW TEXHOJIOTUH, TEXHOJOTHH KOHTPOJIMPYEMOW SKCIPECCHU T'E€HOB, KOJUPYIOIIUX
OMOJIOTMYECKH AaKTUBHbIE O€JIKM B MPOKApUOTaX M HYKapHOTax, BKJIIOYas M3MEHEHHbIC KIETKU
MJIEKOMUTAONINX ), THOPUIOMHOI'O METO/Ia U METOa MOHOKJIOHAJIbHBIX aHTUTEI;

(m. 7.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

7.2) reHoTepaleBTHMYECKHE JIEKAPCTBEHHbIE IIpernaparbl - JIEKAPCTBEHHbIE  IIperaparshl,
(dapMmarieBTHUYECKasi CyOCTaHIMSI KOTOPBIX SIBJISIETCS PEKOMOMHAHTHOM HYKJIEMHOBOW KHMCIOTOW WM
BKJIIIOYaeT B ce0d pPEeKOMOMHAHTHYIO HYKJICHHOBYIO KHCIIOTY, IIO3BOJISIOINYIO — OCYIIECTBIIAThH
peryiaupoBaHue, penaparuio, 3aMeHy, 100aBIeHne WK yAaJleHHe TeHeTHUECKOM MoCe10BaTeNbHOCTH;
(m. 7.2 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIEKAPCTBEHHBIC CPEACTBA - JICKAPCTBEHHBIC Ipemnaparbl U (hapManeBTHYECKUE
cyOCTaHIIMM, COJAEpIKAIIUe HAPKOTHYECKUE CpPEICTBA M BKIIOYEHHBIE B llepeueHb HapKOTHYECKUX
CPEICTB, INCUXOTPOIHBIX BEHIECTB MU HX MPEKypcOpOB, NOAJEKAalMX KOHTpoio B Poccuiickoit
@enepanyuy, B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit ®Penepanuu, MeXIyHApOIHBIMU
noropopamu Poccuiickoit denepanyu, B ToM yuciae EnuHON KOHBEHIMEH O HAPKOTHYECKHX CPEACTBAaX
1961 roxa;

9) nCUXOTpOIHBIE JEKApCTBEHHbIE CPEJCTBA - JIEKAPCTBEHHBIE Ipenaparhl U (hapMaleBTHUECKUe
CyOCTaHIIMM, COJEprKallle ICUXOTPOIHBbIE BEIIECTBA M BKIIOUYEHHblE B llepedeHb HapKOTHUYECKUX
CPEICTB, IICUXOTPONHBIX BEIIECTB U MX IPEKYpCOpOB, MOJIEKAIIUX KOHTpoiaro B Poccuiickoit
@enepanyuy, B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit ®Penepanuu, MeEXIyHApOIHBIMU
norosopamu Poccuiickoit @enepauuu, B ToM uucie KoHBeHIMENW O ICUXOTpONHBIX BemiectBax 1971
roja;

10) pammodapmaiieBTHYECKHE JICKAPCTBCHHBIC CPEICTBA - JICKAPCTBEHHBIC CPEICTBA, KOTOPBIE
COJIEp’KaT B TOTOBOH /ISl MCIOJIB30BAaHUSI (OpME OJUH PAJHMOHYKIH WIH HECKOJBKO PaJHOHYKIIHIOB
(pamnMoaKTUBHBIX U30TOTIOB);
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

10.1) opuruHaNbHBIA JICKAPCTBEHHBIM TIIpemapar - JICKapCTBEHHBIM Ipenapar ¢ HOBBIM
JEUCTBYIOIMM BEIIECTBOM, KOTOPBIM IEpBBIM 3aperucrtpupoBad B Poccuiickon ®Penepanuu wim B
MHOCTPAaHHBIX FOCYJapCTBAaX Ha OCHOBAHUU PE3YyJbTAaTOB JTOKJIMHUYECKUX HCCIIEJOBAHUMN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKUX HCCIIEJOBAHUM JIEKApPCTBEHHBIX IpPENapaToB, MOJATBEPKIAIOLUINX €ro KayecTBO,
3¢ PEeKTUBHOCTD U OE30IIACHOCT;

(m. 10.1 BBenen denepanbHbiM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIH JeKapcTBEHHBIN Ipenapar - JeKapCTBEHHBIN IpenapaT, KOTOPbI HCHOIb3YeTCs
IUISL OIICHKH OMOSKBHBAJICHTHOCTH WM TEPANIeBTHYECKON YKBUBAJICHTHOCTH, Ka4ecTBa, 3()(HeKTuBHOCTH U
0€30I1aCHOCTH BOCIPOM3BEIEHHOIO JIEKAPCTBEHHOr'0 Ipernapara Wik OMoaHaJoroBoro (0nomnomo6HOro)
JIEKapCTBEHHOI0 Ipernapara (OuoaHanora). B xauecTBe peepeHTHOro JeKapCTBEHHOIO Ipernapara JJis
MEIULUHCKOrO IMPUMEHEHHUsI MCIIOJb3yeTCs OpPUIMHANIBbHBIA JIEKapCTBEHHbIM mpemapar nubo, eciu
OpPUTMHAIIGHBIA JIEKAPCTBEHHBIN Ipermapar He 3aperUCTPUPOBAH WM HE HAXOTUTCA B 000pOTE B
Poccuiickoit @enepanuu U He HAXOAUTCA B 000pOTE B HHOCTPAHHBIX IOCYJapCTBaX, BOCIPOU3BEACHHBIN
JIEKapCTBEHHBIN IpenapaT Win OMoaHaIoroBblid (0MOMmoI00HBIN) JIEeKapCTBEHHBIN NpenapaT (Onoananor),
KOTOPBIM TEpBBIM 3aperMCTPUPOBAH M3 4Mcia Haxoasmmuxcs B obopore B Poccuiickoit deneparuu,
OMODKBUBAJICHTHOCTh WJIM  TEPAleBTHYECKAas OSKBUBAJICHTHOCTh, KadeCTBO, J(PPEKTUBHOCTh H
0€30I1aCHOCTh KOTOPOT'0 OLIEHUBAJIUCH 10 OTHOLIEHHUIO K OPUTHMHAIBHOMY JIEKAPCTBEHHOMY IIpernapary, a
TaKKe KadecTBO, dS((EKTUBHOCTH M 0E30MaCHOCTh KOTOPOTO MOITBEPIKIAIOTCS  pe3yibTaTaMu
(dapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOIAIMXCA B IPa)XJIaHCKOM
000poTe, yCTAaHOBJICHHBIM TPEOOBaHUSAM K MX KadyecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
mpenapara JUlsi  BeTEpUHApHOIO NPUMEHEHHs MCIIOJIb3YeTCs JIEKAPCTBEHHBIM mpemapaTr  Julsd
BETEPUHAPHOTO IPUMEHEHUA, 3aperucTpupoBaHHbli B Poccuiickoii @enepauru Ha OCHOBAHUU
pe3yJIbTaTOB JOKJIMHUYECKUX HCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKMX MCCIEOBaHUMN
JIEKapCTBEHHBIX MPENapaToB, NOATBEPIKIAIOIINX €r0 Ka4eCTBO, 3PPEKTUBHOCT U O€30MaCHOCTb;
(n. 11 B pen. denepanproro 3akona ot 27.12.2019 N 475-D3)

12) Bocpou3BeIEHHBIN J€KapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN MpenapaT sl MEIULUHCKOTO
IOPUMEHEHMs, KOTOpPBI HMeEeT SKBUBAJIEHTHBIM pedepeHTHOMY JIEKApCTBEHHOMY  Ipenapary
Kau4eCTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTAaB JEHUCTBYIOIIMX BEUIECTB B 3KBUBAJIECHTHOMU
JIeKapCTBEHHON (opme, MO0 JEeKapCTBEHHbIM Ipemapar Juis BETEpUHApHOTO IMPUMEHEHHsI, KOTOPBIH
UMEeT TaKue K€, YTO W pedepeHTHBIH JIeKapCTBEHHBIH TIpenapaT, KadeCTBEHHBIH COCTaB W
KOJIMYECTBEHHBI  COCTaB  JICHCTBYIOLIMX BEIIECTB B  TakoW e JieKapcTBEHHOH  (opme,
OMODKBUBAJICHTHOCTh ~ WJIM  TEpAleBTUYECKass OKBUBAJICHTHOCTh KOTOPHIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY Ipernapary MOoATBEPKIeHa COOTBETCTBYIOIMMHU UCCIIE0BAaHUSIMY;

(m. 12 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYecKas SKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX IPENapaToB - JOCTHKEHHE KIMHHUUYECKU
COIMOCTAaBUMBIX TepamneBTudeckoro sddekra m mokaszareneid 3()(HEKTUBHOCTH W OE€30MACHOCTH TPH
IPUMEHEHUH JIEKapCTBEHHBIX NpEenapaToB JUIsl MEIUIMHCKOTO INPUMEHEHUS, MMEIOUIMX OJHO
MEXIYHApOJAHOE HEMATeHTOBAaHHOE (MJIM XWMHYECKOE, WM TPYNIHPOBOYHOE) HAUMECHOBAHHE, B
SKBUBAJICHTHBIX JJO3MPOBKAaX MO OJHUM M TE€M K€ IOKa3aHWAM K IPUMEHEHHIO U NPU OAMHAKOBOM
crioco0e BBEJICHHs Y OAHOM U TOH K€ TPYNIIBI OOJIBHBIX;

(m. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) O6uoananoroBeiii (OMOMOMO0HBIN) JEKAPCTBEHHBIN Tperapar (0MoaHaior) - OMOJOTHYECKUI
JICKApCTBEHHBIN Ipernapar, CXOXHW MO mapameTpam KavecTBa, 3(dekTuBHOCTH W 0€30macHOCTH C
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

pedepeHTHBIM OHOJIOTUYECKUM JIEKaPCTBEHHBIM IpPENnaparoM B TaKOH >K€ JIEKapCTBEHHOU ¢opMme u
AMEIOIINHA UASHTUYHEIN CII0CO0 BBEAECHMUS,
(m. 12.2 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3aumo3aMeHSEMBbIN JIEKAPCTBEHHBIM Ipenapar - JEKapCTBEHHBIN IpenapaT ¢ J0Ka3aHHON
TEpareBTUUYECKOM SKBUBAJEHTHOCTBIO WM OHOIKBHUBAJIEHTHOCTBIO B OTHOIIEHUM pePEepeHTHOIro
JIEKapCTBEHHOI'O Ipernapara, UMEIOLUI YKBUBAJICHTHbIE €My KaueCTBEHHBIH COCTaB M KOJIMYECTBEHHBIH
COCTaB JIEMCTBYIOIMX BEILECTB, COCTAB BCIIOMOTATENIbHBIX BEIIECTB, JEKApPCTBEHHYIO (GOpMy U cIocod
BBEJICHUS;

(m. 12.3 BBenen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.4) OMOPKBUBAICHTHOCTh JICKAPCTBEHHBIX TpENapaToB - JOCTIXKEHHE COMOCTABUMBIX
1okaszareseil CKOpPOCTH BCAachIBaHUS, CTEIIEHU MOCTYIJIEHHUS K MECTy JIEHCTBHUS M CKOPOCTH BbIBEICHUS
OJTHOTO WJIM HECKOJBKUX 007amaromux (papMaKoJIOrHUECKOW aKTUBHOCTBIO JACWCTBYIOIINX BEIIECTB NPU
IPUMEHEHUH JIEKapCTBEHHBIX NpenapaToB JUIsl MEIUIMHCKOTO INPUMEHEHUs, MMEIOUIMX OJHO
MEXIyHapOJAHOE HEMAaTEHTOBAHHOE (WJIM XUMHUYECKOE, WM TpYyNIUPOBOYHOE) HAWMEHOBAHHUE, B
SKBUBAJIEHTHBIX JJO3UPOBKaX U IPH OJIMHAKOBOM CIIOCOOE BBEJICHMS,

(n. 12.4 BBenen denepanbHbiM 3aK0HOM OT 27.12.2019 N 475-D3)

13) JICKApCTBCHHOC PACTUTCIBHOC CBIPHC - CBCKUC HJIM BBICYLICHHBIC PACTCHUA 100 uX qacCTHu,
HCIIOJIB3YCMBIC I IPOU3BOACTBA JICKAPCTBCHHBLIX CPCIACTB OpraHu3allusaIMU - MPOU3BOIHUTCIAMU
JICKAPCTBCHHLIX CPCACTB HMJIM H3IOTOBJICHHA JICKAPCTBCHHLIX IIPCIIApPATOB AlITCUHBIMU OpraHU3alluAMU,
BCTCPUHAPHBIMU AIITCUHBIMU OpPraHu3aluiaMu, WHAWBUAYAJIbHBIMU HOPCANPUHHUMATCIAMA, UMCHOIIUMHA
JIJMIICH3HIO Ha (bapMaueBTquCKon JACATCIIbHOCTD,

14) nexkapCTBEHHBIM pAacTUTENbHBIN IpenapaT - JEKapCTBEHHbIN IpenapaT, NpOU3BEICHHBIA WU
U3TOTOBJICHHBINA M3 OJHOTO BHJIA JIEKAPCTBEHHOI'O PACTUTEIBHOIO CBHIPBhS WJIM HECKOJIBKMX BUIOB TAKOT'O
CBIPBSI U pean3yeMblii B pacacOBAHHOM BHJI€ BO BTOPHYHOM (TIOTPEOUTENBCKOM) YITAKOBKE;

15) romeonaTu4ecKuii IeKapCTBEHHBIHN Tpernapar - JIeKapCTBEeHHBIN Mpenapar, Mpou3BeICHHbBIA WIN
M3TOTOBJICHHBI W3  (apMaleBTHYeCKOW cyOcTaHmmu WM  (apManeBTHYECKUX CyOCTaHUIUU B
COOTBETCTBUH C TpeOOBaHUSAMH OOIMUX (hapMaKONEHHBIX cTaTeil K TOMEONaTHYECKUM JIEKapCTBEHHBIM
mpernapataM Wi B COOTBETCTBHH C TpeOoBaHMSIMH (hapMakoled CTPaHbl MPOU3BOAMTENS TaKOTO
JIEKapCTBEHHOTO ITpernapara;

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

16) MexayHapoJHOE HEMATEHTOBAHHOE HAMMEHOBAHME JICKAPCTBEHHOTO CPEACTBA - HAMMEHOBAHUE
NEUCTBYIOIETO0  BemiecTBa  (hapMaleBTUUECKOM  CyOCTaHIMH, pEKOMEHJoBaHHOe  BcemupHO#
OpraHu3alueu 31paBoOXpaHeHUs;

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

17) ToproBoe HauMEHOBaHUE JICKAPCTBEHHOI'O CPEJICTBA - HANMEHOBAHNUE JIEKAPCTBEHHOT'O CPEJICTBA,
IPUCBOEHHOE €ro pPa3pabOTUMKOM, JIEpXKATeIeM WIM BIAAENbLEM PETHCTPALMOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOT'O Mpenapara;

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

17.1) rpynnupoBOYHOE HAMMEHOBAHHME JICKAPCTBEHHOIO TMpernapara - HauMEHOBaHHUE
JIEKApCTBEHHOT'0 TIpernapara, He MMEIOMIEro MEXIYHApPOJHOTO HEMAaTEeHTOBAHHOTO HAMMEHOBAHUS, HIIU
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

KOMOMHAIIMK JIEKAPCTBEHHBIX IPENapaToB, HCIOJIb3yeMOE B LENSX OOBEAWHEHUS WX B TPYHIY O[T
€IMHBIM HAMMEHOBAaHUEM UCXO/IS U3 OJJMHAKOBOI'O COCTaBa JICHCTBYIOIIUX BEIIECTB;
(m. 17.1 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18) obmas ¢apmakorneiiHas cTaThsl - TOKYMEHT, YTBEP)KICHHBIN YIOJTHOMOUYCHHBIM (enepaTbHbIM
OpPraHOM HCIOJIHUTEIBHOW BIACTH W COJAEpKAlWil NepedeHb MOoKaszaTeNed KadecTBa M (MJIM) METOIOB
KOHTPOJISI KauyecTBa KOHKPETHOW JIEKapCTBEHHOW (HOPMBI, JIEKAPCTBEHHOTO PACTUTEILHOTO CHIPHS,
OIUCAHUSI OMOJIOTUUECKHUX, OMOXUMHYECKUX, MUKPOOHOIOTHYECKUX, (PU3UKO-XUMUYECKUX, (PU3UIECKUX,
XMMAYECKHX U JPYrUX METOJOB aHaju3a JIEKAPCTBEHHOTO CpEICTBA, a TaKkke TpeOOBaHUS K
UCIIOJIB3YEMBIM B LENAX IPOBEACHUS JaHHOTO aHalIM3a pEeaKkTUBaM, TUTPOBAaHHBIM PpacTBOpaM,
WH/INKATOpaM;

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

19) ¢apmakoneiiHass craTthsi - JOKYMEHT, YTBEPXACHHBIA YIOJHOMOUYEHHBIM (enepatbHbIM
OpPraHOM HCIOJHMTENIBHOM BIACTH U COJEpIKaIMi epedyeHb MoKa3aTee KauecTBa U METOJI0B KOHTPOJIS
KauyecTBa JIEKAPCTBEHHOT'O CPEJICTBA;

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

19.1) crangaptHble 00pa3lbl - BEHIECTBA, MOCPEACTBOM CPABHEHHUSI C KOTOPBHIMU OCYIIECTBIISETCS
KOHTPOJIb KauecTBa MCCIEAYEMBbIX JIEKaPCTBEHHBIX CPEJICTB C IOMOIIBI0 (U3UKO-XUMHUYECKUX U
OMOJIOTMYECKUX METOOB B IICNIAX IMOATBEPKIACHUS COOTBETCTBUS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMAaTUBHOM JOKYMEHTAIIMH, YCTAHOBICHHBIM MPU OCYIIECTBICHUH T'OCYIapCTBEHHONW PErUCTpalluu, U
KOTOpBbIC TMPUMCHSIIOTCS JJIsi KaaHMOpPOBKM CTAHIAPTHBIX OOpa3loB MPOU3BOAMTENS JICKAPCTBEHHBIX
CPEICTB, MCIOJNB3YyEeMbIX Jii KOHTPOJIS KauecTBa M HWHBIX Ilelied Mpu OOpalleHUuu JIeKapCTBEHHBIX
CpPEICTB;

(m. 19.1 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneiiHplii CTaHIAPTHBIA o0Opasell - CTaHIAPTHBIA 00pasell, MPOW3BEIACHHBIA B
COOTBETCTBHH C (hapMaKONEHHON CTaThei;
(m. 19.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMAaTUBHAA MOOKYMCHTalUd - JOKYMCHT, coz[epxcamnﬁ INEPCUCHb OIIPCACIIACMbBIX 110
pe3yiabTaTaM COOTBCTCTBYIOIIHMX OSKCICPTHU3 IMoKa3aTelieil KadecTBa JICKAPpCTBCHHOT'O CpCACTBA [JIA
MCAUIHUHCKOI'O IPUMCHCHUS, MECTOJOB KOHTPOJIA €TI0 KaUu€CTBa U yCTaHOBHeHHHﬁ €TI0 IIPOU3BOAUTCIICM

21) HOpMaTUBHBIN TOKYMEHT - JOKYMEHT, COJEPKALUI MepeuYeHb ONPEENIIEMbIX 10 pe3yJbTaTaM
COOTBETCTBYIOLIMX JKCHEPTU3 IOKa3zaTelell KadyecTBa M (MIM) METOJOB KOHTPOJIA KauecTBa
JEKapCTBEHHOH  (QOpMBI, OmMHCaHUS  OWOJOTHYECKUX, OMOXMMHYECKHX, MHUKPOOHOIOTUIECKHUX,
(GU3NKO-XMMHUYECKUX, (PU3NUYECKUX, XUMUYECKUX M JPYTUX METOJOB aHAJINM3a JIEKAPCTBEHHBIX CPE/ICTB
JUIsL BETEPUHAPHOTO NPUMEHEHUs], TPEOOBAaHUS K MCIOJB3YEMBIM B LIESX MIPOBEACHUS TaHHOTO aHAIM3a
peaKkTUBaM, TUTPOBAHHBIM PAaCTBOPaM, MHIUKATOPAM U YCTAaHOBJIEHHBIN €ro IPOU3BOAUTEIIEM;

21.1) oOmuii TeXHUYECKHH MOKYMEHT - KOMIUIEKT JOKYMEHTOB W MaTE€pHalioB, COCTOSIIUN W3
HECKOJIbKMX  pa3fenoB -  JOKYMEHTAallud  aJMHUHHCTPAaTUBHOIO  XapakTepa,  XUMHUYECKOH,
(dapmareBTHYECKOH © OHOJOTHYECKOW JOKYMEHTAIluH, (apMaKoIOrHUecKOi, TOKCHKOJIOTHYSCKON
JOKYMEHTAlMU, KJIMHUYECKOM JOKYMEHTAllMd M MPEACTABISIEMbId OJHOBPEMEHHO C 3asBICHUEM O
rOCYJapCTBEHHOH PErucTpaluy JIGKApCTBEHHOTO Mperapara sl MeIUIIUHCKOTo TpUMeHeHns B (opmare,
YCTaHOBJICHHOM YIIOJIHOMOUYEHHBIM (he/iepaabHbIM OpraHOM MCIOIHUTEIBHOMN BIACTH;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

(m. 21.1 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JICKApPCTBCHHOI'O CPEJCTBA - COOTBETCTBHE JICKAPCTBEHHOI'O CPEJICTBA TPEOOBAHUAM
(dbapMakonelHoi cTaThy JIMOO B Cllyyae €€ OTCYTCTBUS HOPMATUBHOM JIOKYMEHTAIIMU UM HOPMATUBHOTO
JTOKYMEHTA,;

23) 0€e30I1aCHOCTD JICKaApCTBCHHOI'O CpPCACTBA - XApPAKTCPUCTHKA JICKAPCTBCHHOI'O CpCACTBA,
OCHOBAaHHAasA Ha CPAaBHUTCIIbBHOM aHAJIN3EC €ro 3(1)(1)€KTI/IBHOCTI/I " pUCKa NPpUYHUHCHUA BpE€aa 310POBbIO;

24) >Q¢eKTUBHOCTh JEKAPCTBEHHOI'O IpernapaTa - XapaKTePUCTHKA CTENEHU MOJOKUTEIbHOTO
BIMSAHMS JIGKAPCTBEHHOTO TIpermapara Ha TEYEHUE, NPOJOJDKUTEILHOCTh 3a00JIEBaHUS WM €ro
MpeIoTBpalleHIe, peaOuINTallI0, Ha COXPaHEeHUE, MPEJOTBpAllleHNEe WIH ITpephIBaHie OEPEMEHHOCTH;

25) cepus JISKapPCTBEHHOI'O CPEICTBA - KOJMYECTBO JICKAPCTBEHHOI'O CPEJCTBA, MPOU3BEICHHOE B
pe3ysbTaTe OJJHOTO TEXHOJIOTHYECKOTO IIMKIIA €r0 MPOU3BOAUTEIICM;

26) perucTpalmoHHOE yIO0CTOBEPEHUE JICKAPCTBEHHOTO Mpernapara - JOKYMEHT, MTOATBEPKIAI0IINNA
(bakT rocy1apcTBEHHOW PErHCTPAIlUH JIEKAPCTBEHHOTO MIperapara;

26.1) nepxarenb WM Biajesel] PErUCTPALMOHHOIO YOCTOBEPEHUS JIEKApCTBEHHOIO Ipemnapara -
pa3paboT4YUK JIEKAPCTBEHHOTO CPEACTBA, IPOU3BOJUTENh JIEKAPCTBEHHBIX CPEACTB WM HHOE
IOPUINYECKOe JIMIO, O0JIaJaloiee MPaBOM BIIAJCHUS PETUCTPAMOHHBIM YIOCTOBEPEHHUEM, KOTOPHIC
HECYT OTBETCTBEHHOCTbH 32 Ka4eCcTBO, 3(EKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpenapara;

(m. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpanMoHHbII HOMEp - KOJ0BOE 00O3HaueHUE, IPUCBOECHHOE JIEKAPCTBEHHOMY Mperapary
IIPHU €ro roCy1apCTBEHHOW PETUCTPaLIUN;

28) oOpaiieHue JEKapCTBEHHBIX CPEICTB - pa3padoTKa, MOKIMHHYECKHE HCCIeI0BaHUS,
KIIMHUYCCKHUEC HUCCICAOBAHMA, SKCIICPTHU3a, TOCYAAPCTBCHHAA PETHUCTpALUA, CTaHAAPTHU3AIUA U KOHTPOJIb
KauecTBa, MPOU3BOJICTBO, U3TOTOBJICHHE, XPaHEHHE, TIepeBO3Ka, BBO3 B Poccuiickyto denepainio, BEIBO3
n3 Poccuiickoii ®@enepaunu, pekinama, OTIYCK, peajnu3auus, Iepelrada, MPUMEHEHUE, YHUUYTOXKEHUE
JIEKapCTBEHHBIX CPEJICTB;

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cyObekTbl OOpaleHus JEKapCTBEHHBIX CPEeACTB - (u3uyeckwe i@, B TOM YHCIE
WHJMBHUIyaJIbHBIC TPEINPUHUMATEIN, W IOPUIAUYECKHE JIHIA, OCYIIECTBISIONMIUE NEATeIbHOCTh MpU
oOpallleHUH JIEKApCTBEHHBIX CPEJICTB;

30) pa3paboTUMK JIEKAPCTBEHHOTO CPEJICTBA - OpraHu3alus, 00Jiafaronias npaBaMu Ha Pe3yJibTaThl
JNOKIIMHUYECKMX  HWCCICJAOBAHWHA  JICKAPCTBEHHOTO  CPEACTBA,  KIMHMYECKMX  HCCIICIOBAHHIMA
JIEKapCTBEHHOTO Mpenapara u (W) Ha TEXHOJIOTHIO IPOU3BOCTBA JIGKAPCTBEHHOTO CPE/ICTBA;

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

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEJICTB - JACSATEIBHOCTH MO MPOU3BOJCTBY JIEKAPCTBEHHBIX
CPE/CTB OpPraHU3alUsMK - MPOU3BOJAMTEISIMU JICKAPCTBEHHBIX CPEJICTB HA OJHOW CTaIUH, HECKOJIBKUX
WJIM BCEX CTAAMSIX TEXHOJOTHYECKOTO IMPOIecca, a TAKXKE M0 XPAaHSHUIO U PeaTu3allii MPOU3BEICHHBIX
JICKApCTBEHHBIX CPEJICTB;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

31.1) mpou3BOJCTBEHHAs IJIOLIAAKA - TEPPUTOPUAIBHO 00OCOOICHHBINH KOMILJIEKC MPOU3BOIUTEIS
JIEKApPCTBEHHBIX CPEJCTB, TMpPEAHA3HAYCHHBIM 11 BBINOJHEHHUS BCETrO IIpoliecca IMPOHU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB UJIM €T0 OMPE/ICIICHHON CTaIu;

(m. 31.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

32) npou3BOAMTENb JIEKAPCTBEHHBIX CPEACTB - OpraHU3alMs, OCYIIECTBIISIOIAS ITPOU3BOICTBO
JICKApCTBEHHBIX CPEACTB B COOTBETCTBUH C TPeOOBaHUAMHU HacTosIIero denepasbHOTO 3aKOHA;

33) dapmareBTHUYECKas JCSITEIBHOCTh - JCSITEIBHOCTh, BKJIFOYAIONIAs B CE0S ONTOBYH) TOPTOBIIO
JICKapCTBCHHBIMU  CPEJCTBAMH, MX XPaHEGHHWE, TEPeBO3KYy © (WIM) PO3HUYHYIO TOPTOBIIO
JICKApCTBCHHBIMH TIperapaTaMd, B TOM 4YHCIE JAMCTAHIIMOHHBIM CIIOCOOOM, WX OTIYCK, XpaHEHHUE,
MIEPEBO3KY, U3TOTOBJICHHUE JICKAPCTBCHHBIX MPETIAPATOB;

(B pen. ®enepanbHoro 3akona ot 03.04.2020 N 105-D3)

34) opraHuzanus ONTOBOM  TOPIrOBIM  JIEKAPCTBEHHBIMU  CPEIACTBAMHU OpraHu3anus,
OCYILLIECTBIIAIOLIAs] ONTOBYK) TOPIOBJIIO JIEKAPCTBEHHBIMU CPEICTBAMM, MX XpaHEHHE, IEPEBO3KY B
COOTBETCTBHUH C TpeOOBaHMSIMHU HACTOsIEro PerepaibHOrO 3aKOHa,

35) amre4yHas opraHuzalys - OpTraHU3alMs, CTPYKTypHOE TMOJpa3AeieHHEe MEIUIIUHCKOM
OpraHu3allfM, OCYIIECTBIISIIONIME POSHUYHYIO TOPIOBIIIO JICKAPCTBEHHBIMHU IIpernaparaMu, B TOM YHCIIE
JUCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, ePEBO3KY, U3TOTOBIEHUE U OTIMYCK JIEKApPCTBEHHBIX MpEnapaToB
TUTSE MEITUITUHCKOTO MPUMEHEHHSI B COOTBETCTBUHU C TPEOOBaHHUSIMH HAcTosIero denepaibHOTO 3aKOHa;

(B pen. denepanbHbiX 3akoHOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTeyHas OpraHMU3alMsl - OpraHu3alus, CTPYKTypHOE MOJpa3/eicHue
BETEpUHAPHOW OpraHU3aluK, OCYILECTBIIAIONINE POSHUYHYIO TOPTOBIIIO JIEKApPCTBEHHBIMU IIpenapaTtami,
B TOM YHCJE JUCTAaHIUOHHBIM CHOCOOOM, XpaHEHHE, W3rOTOBJIEHHUE M OTIYCK JIEKApCTBEHHBIX
IpernapaToB JJjsi BETEPUHAPHOIO IPUMEHEHHsT B COOTBETCTBUM C TpPEOOBaHUSIMHU HACTOSAIIETO
@denepanbHOro 3aK0Ha;

(B pen. ®enepanbHoro 3akona ot 03.04.2020 N 105-D3)

37) danbcuduIpoBaHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, COMPOBOXKIAEMOE
TI0KHOM nH(OpMalmeid o ero coctase U (WJIK) TPOU3BOIAUTETIE;

38) HemoOpoKadecTBEHHOE JICKAPCTBEHHOE CPEACTBO -  JIGKAPCTBEHHOE  CPEACTBO, HE
COOTBETCTBYIOIIIEE TPEOOBAHUSAM (papMaKONEHHOW CTaThU JUOO B CiIlydae €€ OTCYTCTBUSI TPEOOBaHHSIM
HOpMaTI/IBHOI\/JI AOKYMCHTAIlMKU UJIX HOPMATHUBHOT'O JOKYMCHTA,

39) koHTpadakTHOE JIEKAPCTBEHHOE CPEJCTBO - JEKAPCTBEHHOE CPEACTBO, HaXoasIIeecss B 000poTe
C HapyILIEHUEM I'PakJJaHCKOT0 3aKOHO/1aTEeNIbCTBA;

40) JOKINHHUYCCKOC HCCIICAOBAHUC JICKAPpCTBCHHOI'O cpeacTBa - 6I/IOJ'IOFI/ILI€CKI/I6,
MI/IKpO6I/IOJIOI‘I/I‘~I€CKI/IC, HUMMYHOJIOTHYCCKHUEC, TOKCHKOJIOTHYCCKUC, d)apMaKOJIOFI/I‘-IGCKI/Ie, (1)I/I3I/I‘-I€CKI/I€,
XUMHUYCCKUC U APYTUEC UCCICAOBAHUA JICKAPCTBECHHOI'O CPCACTBA MYTEM IPUMCHCHHUA HAYYHBIX MCETOJOB
OLCHOK B LCJIAX IMOJIYYCHUA TOKA3aTCILCTB 6€3OHaCHOCTI/I, KadyeCTBa U 3(1)(1)€KTI/IBHOCTI/I JICKApCTBCHHOT'O
CpeacTBa,

41) KJIMHHUYECKOE MCCIEA0BaHUE JIEKAPCTBEHHOI'O Ipenapara - H3Y4YeHHE JAMarHOCTUYECKUX,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

JeueOHbIX, NMPOo(UIAKTUYECKHX, (PapMaKOIOrMUECKUX CBOWCTB JIEKAPCTBEHHOI'O IpenapaTa B Ipolecce
€ro IpPHUMEHEHHUS Yy YeJlOBEKa, JKMBOTHOI'O, B TOM 4YHUCIJIE IPOLIECCOB BCACBIBAHUSA, paclpeieseHus,
U3MEHEHHS M BBIBEICHHUA, IIyTEM IPUMEHEHHsS HAy4YHbIX METOJOB OLICHOK B LEIAX IOJYyYEHUS
J0Ka3aTeIbCTB 0€301MacHOCTH, KauecTBa M 3((GEKTHBHOCTH JIEKAPCTBEHHOTO IpenapaTa, JAaHHBIX O
HEXCEJIATEJIbHBIX pEaklUMsAX OpraHu3Ma 4eJOBEKa, >KMBOTHOIO Ha NPUMEHEHHE JIEKapCTBEHHOI'O
npenaparta u 00 3QdexTe ero B3aUMOICHCTBUS C JPYTUMH JICKaPCTBEHHBIMH IperaparaMu u (WIIN)
MULIEBBIMU IPOAYKTaMHU, KOPMaMU;

42) MHOTOLICHTPOBOE KJIMHUYECKOE MCCIEAOBAHHUE JICKAPCTBEHHOTO Tpenapara JIjisi MEIUIIUHCKOTO
MPUMEHEHHUS - KIMHUYECKOE MCCIIeIOBaHKEe JIEKAPCTBEHHOT0 Ipernapara Jijisi MEAUIIMHCKOTO PUMEHEHUS,
MIPOBOAMMOE Pa3pabOoTUYNKOM JICKAPCTBEHHOTO Ipernaparta B IBYX W 00Jiee METUITMHCKUX OPTaHU3aIHsIX
M0 €IUHOMY MPOTOKOJIY KIMHUYECKOT'O UCCIIEIOBAHMS JIEKAPCTBEHHOIO MIpernapaTta;

43) MeXIyHapOJHOE MHOTOIEHTPOBOE KIMHUYECKOE HCCIIEAOBAHHE JICKAPCTBEHHOTO Ipernapara
JUIS MEIULHUHCKOTO TMPUMEHEHHUS - KIMHUYECKOE HCCIeIOBaHUE JIEKAPCTBEHHOTO TIpernapara ais
MCIUIHUHCKOI0 IMPHUMCHCHUS, IMPOBOAMMOC pa3pa6OT‘~II/IKOM JICKApCTBCHHOT'O IIpfriapara B Pa3JIMYHbIX
CTpaHax I0 eIMHOMY IIPOTOKOY KIIMHUYECKOTO HCCIIEI0BaHNUs JIEKApCTBEHHOTO Mpernapara;

44) NOCTPErUCTPAllMOHHOE KJIMHMYECKOE HCCJIEOBAaHUE JIEKAPCTBEHHOI'O Ipernapara s
MEIULMHCKOTO TPUMEHEHHUs - KIMHMYECKOE HCCIEeOBaHME JIEKAPCTBEHHOro Iperapara Juis
MCIUIHUHCKOI0 NpUMCHCHHA, IPOBOJUMOC ITPOU3BOJUTECIICM JICKAPCTBCHHOI'O IIpCIiapara, Fpa)KI[aHCKI/If/'I
000pOT KOTOPOTO OCYLIECTBISIETCA IOCIE TOCYIapCTBEHHOM PErucTpalyy, B LENAX JOMOJIHUTEIBHOTO
cOopa JaHHBIX 0 ero 6e30nmacHOCTH U 3()(HEKTUBHOCTH, PACHIMPEHUS TOKA3aHUI K IPUMEHEHHIO TaHHOTO
JIEKapCTBEHHOTI'0 Mpernapara, a TAaK)Ke BbISIBICHUS HE)KeJIaTeNIbHBIX peaki1ii MallMeHTOB Ha ero JeicTBue;

45) wuccienoBaHue OMOIKBHUBAJICHTHOCTH JIGKAPCTBEHHOTO TIperiapara - BUJ KIWHUYECKOTO
WCCIICIOBAHMS JICKAPCTBEHHOIO Iperapara, MPOBEICHUE KOTOPOTo OCYHISCTBISCTCS U ONpPEICIICHHSI
CKOPOCTH BCAChIBaHUSI W BBIBSJCHHUS OJIHOTO WM HECKOJIBKUX 00Jamarmux (papMakoIornueckoin
AKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJHYECTBA JICKAPCTBEHHOTO TIpenapara, JOCTHTaIOIIero
CHUCTEMHOTO KPOBOTOKA, M PE3yJbTaThl KOTOPOTO TO3BOJISIOT CHIENaTh BHIBOJ O OMO3KBHUBAJICHTHOCTH
BOCIIPOM3BEIICHHOTO JIEKAPCTBEHHOTO TperapaTa B ONPECICHHBIX JIEKAPCTBEHHOW (opMe M T03MPOBKE,
COOTBETCTBYIONIMX (hOpME U JO3UPOBKE pehepeHTHOTO JIEKAPCTBEHHOTO MPEernapara;

(1. 45 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccrenoBaHUE TEPANIEBTUYECKOM HKBHUBAJCHTHOCTU JIEKAPCTBEHHBIX IpPENaparoB - BUJ
KJIMHUYECKOTO MCCIIE0OBAaHHS JIEKAPCTBEHHBIX IPENapaToB, MPOBEACHUE KOTOPOTO OCYIIECTBISIETCS IS
BBISIBIICHUS OJIMHAKOBBIX CBOMCTB JICKAPCTBEHHBIX MPENapaToB OMpPEAeICHHON JIeKapCTBEHHON (pOpMEIL, a
TaK)Ke HAJIMYUS OJMHAKOBBIX TIOKa3aTelNei 0e30MmacHOCTH 1 3 PEKTUBHOCTH JICKAPCTBEHHBIX MPENIAapaToB,
OJIMHAKOBBIX KIMHUYECKHUX 3()()EKTOB MpU X MPHUMEHEHUH;

47) IpOTOKOJ KJIMHUYECKOTO MCCIEIOBAHUS JICKAPCTBEHHOTO IMpemnapara - JOKYMEHT, B KOTOPOM
OTPENEIAI0OTCS 11eTH, POPMBI OpPraHU3alMd U METOJOJIOTHS MPOBEICHUS KIMHUYECKOTO HCCIEAOBaHUS,
CTaTHUCTUYECKUE METO/Abl OO0pabOTKH pe3ydbTaTOB TAaKOrO HCCIEAOBAHHUS U MEphl MO O00ECIEYCHHIO
0e30macHOCTH (PU3UYECKUX JIMI[, YYaCTBYIONIMX B KIMHUYECKOM WCCIEIOBAaHUU JICKAPCTBEHHOTO
npernapara;

48) OporIropa UCCIIeIOBATENS - CBOJIHOC M3JI0KEHHUE PE3YJIbTATOB JOKIMHUYCCKOTO MCCIICIOBAHUS
JICKQpCTBEHHOTO  CpPEACTBA W  KIMHUYECKOTO HCCIEAOBAaHMS JICKAPCTBEHHOrO mpernapara s
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
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"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

MCAUIUHCKOI'O IIPUMCHCHUS

49) uH@OpMaLMOHHBIN JIUCTOK MALIUEHTA - IOKYMEHT, B KOTOPOM COZIepKaTcs B IOCTYIHOU (hopme
CBEJICHUS], Kacarollluecsi IPOBOJUMOIO KIMHHYECKOrO MCCIeIOBaHMs JIEKapCTBEHHOIO Ipernapara, U B
NUCbMEHHOH (hopMe TOOpPOBOJIBHOE COTJIACHE MAIMEeHTa HA Y4acTHE B KIMHUYECKOM HCCIECJOBAaHUU
JICKapCTBEHHOI'0 IpenapaTa I0cjieé O3HAKOMIJIEHUS C OCOOEHHOCTSIMM KJIMHHUYECKOTo MCCIIEeJOBaHuU,
HMMEIOLIUMU 3HAYEHUE I BBIPAKEHUS TAKOTO COTJIacHs;

50) moOoYHOE JeUcTBUE - p€aKuug OpraHu3Ma, BO3HHKIOAd B CBA3M C IIPHUMCHCHUCM
JICKApCTBCHHOI'O Ipfriapara B 103aX, PCKOMCHAYEMbLIX B HWHCTPYKIHU 110 C€ro IHNpUMCHCHHIO, [JIA
HpO(bI/IJ'IaKTI/IKI/I, AUAardoCTHUKH, JICUCHHA 3a00/1€BaHUs WU 1A p€a6I/IHI/ITaI_II/II/I;

50.1) HexenaTenbHAsh peakUHs - HENPEIHAMEPEHHAs HeOJIarompusiTHas peakluus OpraHu3Ma,
KOTOpasi MOKET OBbITh CBsI3aHa C MPUMEHEHUEM JIEKapCTBEHHOTO MIperapaTta;
(m. 50.1 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTeldbHas peakUusl - HeKeJlaTelbHAs pPEeaklus OpraHu3Ma, CBsi3aHHas C
IIPUMEHEHUEM JIEKapCTBEHHOI'O Ipenapara, MNpUBEIIIas K CMEpPTH, BPOXKICHHBIM aHOMAJIUSAM WIH
[IOpOKaM DPAa3BUTHA JIMOO NpEeACTaBIsIOmAas cOO00H yrposy >KHM3HH, TpeOyrolias TrOCIUTAIN3alud WU
MpUBEALLIAs K CTOUKON yTpaTe TPYA0CIOCOOHOCTH U (UJIM) UHBAJIUAHOCTH;

52) HenpeaBHJICHHAs HEXelaTelIbHAs pPEaKus - HeXelaTeldbHas Peakius OpraHu3Ma, KoTopas
CBsi3aHA C MPHUMEHEHHEM JIEKAPCTBEHHOTO IIperapara B J103aX, PEKOMEHIYEMBIX B TIPOTOKOJE €ro
KIIMHHYECKOTO HCCIICJOBaHUs, OpOIIIOpe HCCIIeN0BaTelsd, WIM C TNPUMEHEHHUEM JIEKAPCTBEHHOTO
mpermapata B J103aX, PEKOMEHIYeMbIX B HWHCTPYKIHMH [0 €r0 NPHUMEHCHHUIO0 [UIS TPO(UIAKTHKH,
JMAarHOCTHKH, JICYCHUs 3a00JICBaHMS WIM MEIUIIMHCKON PeaOMIUTAIMY MTAIUCHTa, U CYIHOCTh, TSKECTh
WIH HUCXOJ KOTOPOM HE COOTBETCTBYET MH(OPMAIMK O JIEKAPCTBEHHOM Ipenapare, COAEpKallencs: B
MPOTOKOJIE €ro KIMHHYECKOTO HCCIICOBaHus, OpOIIIOpe HCCIEAOBaTeNlsl WIM B HWHCTPYKLIUHU IO
MIPUMEHCHHIO JICKAPCTBEHHOTO TIperapaTra;

(. 52 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) cdapmakoHam30p - BUA ACATEIHHOCTH MO MOHUTOPHHTY 3(P(GEKTUBHOCTH U OE30MACHOCTH
JIEKapCTBEHHbIX  IpenapaToB, HANpPaBICHHbI Ha  BbIABIEHUE, OLEHKY U  IpeJoTBpalleHHe
HE)KeJIaTEeJIbHBIX MTOCIIECTBUI IPUMEHEHUS JIEKAPCTBEHHBIX IIPENapaToB;

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

52.2) miaH ynpaBJICHHS PUCKAMH - TMOAPOOHOE ONMHMCAaHWE MEPOIPHUATHH 10 (apMakoHAIA30py,
HAMpPAaBIICHHBIX Ha BBISBJICHUE, OLICHKY W MPEIOTBPALICHHE WM MUHUMH3ALUIO PUCKOB, CBSI3aHHBIX C
JICKapCTBCHHBIMU TIpeTiapaTaMu, BKIIF0UYasi OMCHKY 3(()EKTUBHOCTHU TaHHBIX MEPOTIPUSTHH;

(. 52.2 BBenen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

53) peuent Ha JEKapCTBEHHBIM IpemnapaT - MEIUUUHCKUN JTOKYMEHT YCTAHOBJIEHHOH (hopMmbl,
CoJepKallvii Ha3HAYEHHUE JIEKapCTBEHHOIO IIpernapaTta [Ulsi MEJULUHCKOTO IPUMEHEHUS, BbIIAHHBIN
MEIUIUHCKUM pabOTHUKOM B IIENSAX OTIyCKAa JIEKAPCTBEHHOT'O Mperapara MM €ro HW3TOTOBICHUS H
OTIIyCKa Ha OyMa)XHOM HOCHUTEJIE WIH C COTJacus MalUMeHTa UM ero 3aKOHHOTO MpeACcTaBUTeNs B popme
AJIEKTPOHHOTO JIOKYMEHTa, MOJINHCAHHOTO C WCIOJb30BAHUEM YCWJICHHOW KBaJM(UIIMPOBAHHOM
JIEKTPOHHOW  IMOJANUCH MEIUIMHCKOro pabOTHHMKA, JHOO JOKYMEHT YCTAHOBJIEHHOH (DOpMBI,
coJepKalllMil Ha3HA4YeHHME JIEKAPCTBEHHOIO IIpenapara JUuisi BETEpUHAPHOTO NPHUMEHEHMS, BBIJAHHBIN
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

ClicomuaJInucToM B obnactu BCTCPUHApPUU B MHCIX OTIYCKa JICKAPCTBCHHOI'O IIpCIllapaTa HWJIHW Cro

W3TOTOBJICHUS M OTITyCKa Ha OyMa)>KHOM HOCHTEJIC,
(B pen. denepanbHbIX 3ak0oHOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeOoBaHME MEIUIMHCKOM OpraHu3aly, BETEPUHAPHOM OpraHu3alUuu - JIOKYMEHT
YCTAHOBJICHHOH ()OpMBI, KOTOPBIH BBINHUCAH MEIUIUHCKUM PAaOOTHUKOM MJIM CIIELUAIUCTOM B OOJIACTH
BETEPUHAPUH, HMMEIOLIMMHU Ha 3TO IMPaBO, U COAECPKUT B INUCBMEHHOW (opMe YyKa3zaHUE alTEeYHOU
OpraHu3aly WIK BETEPUHAPHOIN anTeyHON OpraHu3aluu 00 OTITyCKe JIEKApCTBEHHOro IpernapaTta Wil O
€ro M3rOTOBJIIEHHH U 00 OTIyCKe JuId oOecreueHus JIe4eOHOTo Mpolecca B MEIUIIMHCKON OpraHn3alIyy,
BETEpUHAPHOW OpraHU3aIuiy;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) KoMIIIEKCHash OLIEHKAa JIEKApCTBEHHOTO IIperapara - OLEHKa 3aperucTpUpOBaHHOTO
JICKapCTBCHHOT'O TIperapara, BKIIoUaronas B ce0s aHaM3 HHOOPMAIIMKA O CPABHUTEIHLHON KIIMHUYICCKOM
3¢ (deKTUBHOCTH 1 0€30MaCHOCTH JIEKAPCTBEHHOTO Mperapara, OLEeHKY SKOHOMHUYECKUX MOCIEICTBUI ero
MPUMEHEHHUS, HU3y4YEHUE JOTOJHUTEIBHBIX IOCICACTBUN NPUMEHEHUsI JIEKapCTBEHHOIO IperapaTra B
LeIsIX TPHUHIATUS PEIIeHUH O BO3MOXHOCTH BKIIFOUEHUS JIGKAPCTBEHHOrO IMpernapara B MepeueHb
KU3HEHHO HEOOXOJIMMBIX M BOKHEWINMX JIEKAPCTBEHHBIX IMPENapaToB, HOPMATUBHBIC MPABOBBIC AKThI U
UHBIE JJOKYMEHTBI, OMpEeIAIoNIne MOPSA0K OKa3aHUs MEIUIIMHCKOM MOMOIIH, UM UCKJIIOUYEHHUS ero u3
YKa3aHHBIX [IEPEYHSs, AKTOB U JIOKYMEHTOB;

(. 55 BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

56) cucrema MOHUTOPHHTA JBMIXKEHHUS JICKAPCTBEHHBIX IMpENapaToB Il MEIUIIMHCKOTO
MpUMEHEeHHUs - (QeaepalibHasg TocynapcTBEHHas HHQPOpPMAIMOHHAsS CHUCTEMa MOHHUTOPHHIA JBHKEHUS
JIEKAPCTBEHHBIX MPENApaToOB IJsi MEAUIIMHCKOTO TPUMEHEHHUsS OT MPOU3BOIUTENSI 10 KOHEUHOTO
MOTPEOUTENST C HCIOJB30BAHMEM B OTHOUICHHM JIGKAPCTBEHHBIX MPENapaToB Ui MEAUIHUHCKOTO
MPUMEHECHHUS CPEJICTB UACHTU(DHUKAIIHH.

(. 56 BBeneH denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

Maga 2. MNOTHOMO4UA ®PEAEPAJIbHLIX OPTAHOB I/ICI'IOJ'IHI/ITEJ'IbI-JOI?I 5
BJIACTU, OPTAHOB UCIOJIHUTEJIbBHOWU BJIACTU CYBBEKTOB POCCUNCKOU
OEAEPALNU NPU OBPALLEHUU NEKAPCTBEHHbLIX CPELACTB

Cratba 5. MNMonHomouusa ceapepanbHbIX OPraHOB WCMONMHUTENbLHOW BRNacTu npu
obpalleHnM fneKapCcTBEHHbIX CpeacTB

K nmomaOMOUMSIM (bez[epaﬂbHHx OpraHoB HCIIOJIHUTCILHOHN BIIaCTH Ipn O6paIII€HI/II/I JICKApCTBCHHBIX
CpE€aACTB OTHOCATCA:

1) npoBenenue B Poccuiickoii ®enepanuu €IMHON TOCYAapCTBEHHON MOJIMTUKM B 00JIACTH
obecreyeHus JIeKapCTBEHHBIMU IIpenapaTaMu rpaxaad B Poccuiickoit @enepanuy;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepXkAeHHUE OOmMX (apMaKONEWHBIX CcTaTed, QapMaKoNEHHBIX CTaTed, W3IaHUC
rOCyJapCTBEHHOH (papMaKorien, CO31aHne U BEACHNE peecTpa papMaKoneHHbIX CTaHIAPTHRIX 00pa3IioB;
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocymiecTBieHue (GeaepajbHOTO TOCYJIapCTBEHHOrO KOHTpoJia (Haa3zopa) B cdepe oOpareHus
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

JIEKapCTBEHHBIX CPEJICTB;
(B pen. @exnepanbHbIX 3aKOHOB OT 25.06.2012 N 93-d3, ot 11.06.2021 N 170-D3)

4) JUUEH3UPOBAHHME IPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4YHCie (eaepaabHbIit
roCyJAapCTBEHHBIN JTUIIEH3UOHHBIN KOHTPOJIb ACSITEIIBHOCTU IO MPOU3BOJCTBY JICKAPCTBEHHBIX CPEJCTB,
MEePUOINYECKOE TOATBEPKACHUE COOTBETCTBHUS JIMIICH3MATa, MMEIOUIETO JIMIICH3UI0 Ha MPOU3BOJICTBO
JICKaPCTBCHHBIX CPEICTB, U (papMaIeBTUYECKOW NIEATEIHPHOCTH B COOTBETCTBHH C 3aKOHOAATEIHCTBOM
Poccuiickoit denepaiuu;

(B pen. @enepanbHoro 3akona ot 11.06.2021 N 170-03)

5) opraHuzanusi SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ITHUYECKOW SKCIEPTU3bI BO3MOXHOCTH
MPOBCACHUA KIIMHUYCCKOI0 UCCICAOBAHUA JICKAPCTBCHHOI'O IIpcrapara ajad MECAUIUHCKOTO NPUMCHCHUA,
9KCHEPTU3bl  JIOKyMEHTOB, IPEJACTaBICHHBIX JJI ONpPEAENCHUs BO3MOXHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIA Mpernapar Uil MEIULIHUHCKOIO IIPUMEHEHHs INPHU TOCYIapCTBEHHOW PErucTpaluu B
KayecTBe OphaHHOI0 JIEKAPCTBEHHOI'O IpenapaTa;

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

5.1) opraHu3anus IpOBEICHHUS KOMIUIEKCHON OLIEHKH JIEKapCTBEHHOI'O IIpernapara B IEJsaX
INPUHATHUSL PEIIEHUH O BO3MOXKHOCTH BKJIIOYEHMs JIEKAPCTBEHHOI'O Ipernapara B IE€pPeueHb >KMU3HEHHO
HEOOXOJMMBIX W Ba)KHEMIIUX JIEKAPCTBEHHBIX IPENapaTroB, HOPMATUBHBIE MPABOBbIE AKThl U HHBIE
JOKYMEHTBI, ONpPEIEISIIOIINE MOPSA0K OKa3aHWs MEAMLIMHCKONW IMOMOILIM WJIM MCKJIIOUEHHUS €ro us3
yKa3aHHbIX E€PEYHs, aKTOB U JIOKYMEHTOB;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) BpIJa4a pa3pellieHuil Ha MPOBeIeHNE KIMHUYECKUX HCCIEI0BAaHUN JIEKAPCTBEHHBIX MPENaparos,
BEJICHUE peecTpa BBIJAHHBIX pa3pelieHUu Ha MPOBEACHUE KIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX
MpernapaTos;

7) rocymapCTBEHHAs PETUCTpalisi JEKAPCTBEHHBIX IPEMapaToB, BEIECHHUE TOCYJapPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEICTB;

8) opranm3anus U (WIK) MPOBEICHHE HHCIIEKTUPOBAHUS CyOBEKTOB 00OpAaIeHHS JIEKApCTBEHHBIX CPE/ICTB
Ha COOTBETCTBME IPaBUIIaM HaJylexkalleil 1abopaTopHON MPaKTUKK, ITpaBUIaM HaJJlexalien
KJIIMHUYECKOW MIPAKTUKH, PaBUjIaM HaJIeKalled MPaKTUKKA XpPaHEHUS U IEPEBO3KU JIEKapCTBEHHbIX
IpernaparToB, IpaBuUiIaM Haajexallel AuCTpUObIOTOPCKOM NPaKTHKY, IPABUIIAM HAAJISKAIIEH anTeqHoN
MPAKTHUKH;

(n. 8 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranuzanus U (WIM) NPOBEACHUE WHCIEKTUPOBAHUS CYyOBEKTOB OOpallleHUs! JIEKaPCTBEHHbIX
CPEACTB Ha COOTBETCTBUE TPEOOBAaHUSAM IIPABUJI HAAJEXalled MPOU3BOJCTBEHHOM NPAKTUKH, Bbllaya
3aKJIIOYEHUH O COOTBETCTBUM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM IPaBUII
Ha/IIeKallel Mpou3BOJCTBEHHON IPAKTUKH;

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

8.2) ycTaHOBJEHHE MOpsAAKA BEIEHUS M BEIEHUE TOCYAAapCTBEHHOIO peecTpa 3akKIIYeHUil o
COOTBETCTBHHM  TPOM3BOJMUTENSI  JIGKAPCTBEHHBIX CPEACTB TPEOOBaHMSAM MPaBWJI  HaJJIEKaIIen
IIPOU3BOJICTBEHHOM NPaKTHKH;

(. 8.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

9) TOCymapCTBEHHAasi pErHCTpalus TNpPEACTbHBIX OTIYCKHBIX II€H IPOU3BOAMTENCH Ha
JICKApCTBCHHBIC MpCrapaTrbl, BKIIOYCHHBLIC B IICPCUCHL KHU3HCHHO H€O6XOZ[I/IMI)IX A BaXHEUIIHUX
JICKApCTBEHHBIX MPEIapaToB, M BEACHUE TOCYAAPCTBEHHOTO peecTpa NpEACTbHBIX OTIHYCKHBIX IICH
HpOI/I?;BOZ[I/ITeJ'Ieﬁ Ha JICKApCTBCHHBLIC IIPCIiapaThbl, BKIIIOYCHHBIC B NCPCUYCHDL KU3HCHHO HGO6XOI[I/IMBIX n
BaXHEUIIIHNX JICKAPCTBEHHBIX MIPETIAPATOB;

(B pen. @enepansHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cornacoBaHue MPOEKTOB PELICHUI OPraHOB MCIIOJHUTEIBLHOM BiacTu cyObekToB Poccuiickoit
@eneparun 00 yCTAaHOBICHMM W (WJIM) W3MEHEHHH TIPENEIbHBIX Pa3MEpOB OINTOBBIX HAJ0ABOK W
NpEeAeIbHBIX Pa3MEPOB PO3HUYHBIX HAA0aBOK K (PAKTUUECKHM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
MIPOU3BOJIUTENSIMU  JIEKAPCTBEHHBIX TIPENapaToB, Ha JIEKapCTBEHHBIC NIpenapaThl, BKIIOYCHHBIC B
NepeueHb KU3HEHHO HEOOXOIMMBIX M BRXKHEHIIHNX JICKApCTBEHHBIX IPETapaToB;

(m. 9.1 BBenen denepanbHbiM 3aK0HOM OT 13.07.2015 N 241-D3)

10) BbIaua, yCTaHOBJCHHE TOPSAKA BbBIJAYM pa3pelieHuss Ha BBO3 KOHKPETHOW MapTUHU
JIEKapCTBEHHOT0 cpeacTBa B Poccuiickyro denepanuio;
(m. 10 B pen. denepansuoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BpIgaua, ycTaHOBIJIEHUE MOPsAKA BblAAUU U (OPMBI TOKYMEHTA, KOTOPBIN MOATBEPKAAET, YTO
IIPOM3BOJICTBO JIEKAPCTBEHHOIO Ipenapara Ui MEIUIMHCKOIO IPUMEHEHUs OCYILECTBIEHO B
COOTBETCTBHHM C TpEOOBAaHMSIMH TMPAaBHJ HAJISKAIICH MPOU3BOJACTBEHHONW NPAKTUKA WM  YTO
JIEKapCTBEHHbII Ipenapar Jyis BETEpUHAPHOI'O NPHUMEHEHMs JONylleH K oOpameHuto B Poccuiickoit
@denepanyy, M MOMJISKUT NPEACTABICHUIO IO TPeOOBaHMIO YIOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKApCTBEHHBIH MTpenapar;

(n. 10.1 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

10.2) Bblmaya, yCTaHOBJIEHUE MOPsSAKA BbIIAYM U (POPMBI JOKYMEHTA, COIEPIKAIIErO0 CBEJIEHUS O
CTaJAMAX TEXHOJIOTMYECKOTO IIpoliecca IMPOM3BOJCTBA JICKAPCTBEHHOI'O CPEJACTBA I MEIUIIMHCKOTO
MIPUMEHEHHUS, OCYIIECTBIIIEMbIX Ha TeppUTOpUN EBpazuiickoro sKOHOMHUYECKOTO COI03a;

(n. 10.2 BBenmen denepanbHbiM 3aKk0oHOM OT 22.12.2014 N 429-@3, B pen. denepanbHOro 3aKoHa OT
13.07.2015 N 241-®3)

11) cozmanue coBETOB MO BOMPOCAM, CBA3aHHBIM C OOpaIlleHHEeM JIEKAPCTBEHHBIX CPE/ICTB;
12) arrecTamus u cepTH(UKAIUS CIICIIHATUCTOB;
13) yrpatun cuny ¢ 1 centsiops 2013 roga. - @enepanphsiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymiecTBieHue hapmMakoHaa30pa;
(m. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MeX1yHapOJAHOM COTPYJHUYECTBE;

16) nosyuenue 1o 3ampocam ynoJIHOMOYEHHOTO (eiepabHOIO OpraHa UCIOIHUTENbHOM BIACTH OT
OpPTraHOB HCIIOJHUTENILHOW BIAacTH CcyOBbekToB Poccuiickoii ®exepanuu, a Takke OT CyOBEKTOB
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB JUIsI MEIUIMHCKOIO NPUMEHEHUs HHGPOpMalUu O BOIpPOCAM
YCTaHOBIICHHS ¥ IPUMEHEHHUS [ICH Ha JIEKapCTBEHHBIE TpenapaTsl 1 HaA0aBOK K HAM;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

17) npumeHeHe Mep OTBETCTBEHHOCTH 3a HapYyIICHHE 3aKOHOAaTenbcTBa Poccuiickoit denepanuu;

18) yTBepkaeHHME TpaBWI HAAJESKAIIEH J1TAOOpPaTOPHOW TPAKTUKH, TMPAaBHI HaJJICKAIICH
KIIMHUYECKOW MPaKTUKW, MPaBUI HaJJIeKallell MpOU3BOACTBEHHON NPAKTUKH, MPaBUJI HaJJIexalen
NPAaKTUKH ~ XpaHEHHWsT W TEPEeBO3KH  JICKAPCTBEHHBIX  NPENapaToB, TNpPaBWI  HaJIeKamien
TUCTPUOBIOTOPCKON TMPAKTHKH, TPaBWI HAJJIeKalled anTeyHoW TMpaKTUKU, MNpaBHII HaJJexalen
MPAaKTUKH (hapMaKOHa30pa JIEKAPCTBEHHBIX MPETMApPaToOB IJIsl MEIUIIMHCKOTO TPHUMEHEHHUS,

(m. 18 BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

19) ycranosnenue nopsjaka GOpMHUPOBAHUS PETUCTPAIMOHHOTO JOChE HA JICKAPCTBEHHBIN Ipenapar
U TpeOOBaHUI K TOKYyMEHTaM B €r0 COCTaBE;
(. 19 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20) yTBepKAeHHE MTPaBUJI PAlMOHATILHOTO BHIOOpAa HAMMEHOBAHU JIEKAPCTBEHHBIX MPEMapaToB IS
MEJIUIIMHCKOTO MPUMEHECHHS;
(m. 20 BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

21) yTBepkIeHHE NIepeYHs HANMEHOBAHMI JIGKAPCTBEHHBIX OPM;
(m. 21 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - ®@enepanbubiii 3akoH oT 27.12.2019 N 475-D3;

23) yrBepxkAeHHEe TPeOOBaHHM K WHCTPYKIUHU MO METUIIUMHCKOMY MPUMEHEHUIO JIEKapCTBEHHBIX
MpenapaToB U K HHCTPYKIIMH 110 BETEPUHAPHOMY IIPUMEHEHHUIO JIEKAPCTBEHHBIX MTPENapaToB;
(m. 23 BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

24) npuHATHE PELICHUM, SIBJIAIOIIMXCS OCHOBAHUSAMHU ISl BKJIIOUEHHUS JIOMEHHBIX MMEH U (WIN)
yKa3arene CTpaHull caliToB B MH(GOPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTn "MHTepHeT", a Takxke
CETEeBBIX aJapecOoB B EIUHYI0 AaBTOMATH3MPOBAHHYIO HWH(POpPMALMOHHYIO cucteMy "EnuwHbIi peectp
JOMEHHBIX MMEH, YyKa3zaTejeil CTpaHUIl CaWTOB B HH(POPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOW CETH
"Unrepuer" u CETEBEIX aJpeECoB, IIO3BOJISIIOIINX UICHTH()UIIIPOBATH CalThI B
nH(OPMaLMOHHO-TEIEKOMMYHHUKAITMOHHOMN ceTu "UnaTepHer", coJieprKaliue nH(popMaIuio,
pacripocTpaHeHne Kotopoil B Poccuiickoit @Penepanuu 3ampemieHo”, B OTHOIICHHHM HWH(OpMaIuy,
coJiepKalle MpeasioKeHHe O PO3HUYHOW TOProBII€ JIEKAPCTBEHHBIMH IIperaparaMu, B TOM YHCIIE
IMCTAaHIIMOHHBIM ~ CIIOCOOOM, pO3HMYHAs TOPTOBJISA KOTOPHIMH OrpaHWuYeHa WM 3ampelieHa B
COOTBETCTBHUH ¢ HacTosMM DeepalibHBIM 3aKOHOM, U (UJK) WH(GOPMALIMHU, COIepKalllel MPEeaAIoKEeHNe
O PO3HUYHOM TOProBii€ JIEKAPCTBEHHBIMM IpenapaTaMd, B TOM 4YHUCJIE JUCTAHLMOHHBIM CIOCOOOM,
JTUIAMHM, HE HUMEIONIMMH JIUIEH3UM U pa3pelieHHs] Ha OCYIIECTBICHHWE TaKOW NEeSTEIbHOCTH, €CIH
MONYyYCHHE JIMLIEH3UM W Pa3pelieHus] TMPEIyCMOTPEHO 3aKOHOJATEIhCTBOM 00  oOpamieHuH
JIEKapCTBEHHBIX CPEJICTB;

(. 24 B pen. denepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) Bblaua pa3pelieHuii Ha BBOJ B TPaKJAHCKUNA 000POT UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX

[IpenapaToB.
(m. 25 BBeneH denepanbHbiM 3aKk0HOM 0T 28.11.2018 N 449-03)

KoncynbrantlIntoc: npumeyanue.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

Cr. 5.1 pacmpocTpaHsieTcss Ha IOJHOMOYHS, KOTOPBIE HE TEpeIaHbl I OCYIICCTBICHUS OpraHaM
rOCyJapCTBEHHOHN BJIACTH CyOBeKkTOB PD m opraHam MeCTHOrO CaMOYIpPaBJICHUS COOTBETCTBYIOUIMMHU
denepanbubiMu 3akoHamMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. lepepaya ocywecTBneHUs MNONIHOMOYUN cpeaepanbHbIX OpPraHoB
MUCMNOJIHUTENNbHOW BrNacTu nNpu oOpalweHun JeKapCTBeHHbIX CpPeAcTB oOpraHam
UCNONHUTENbLHOWN BNacTn cyobektoB Poccunckon deagepauumn

(BBeneHa ®PenepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[MomHOMOUMST (penepanbHBIX OPraHOB HMCHOJHHUTEIBHON BIACTH MpPH OOpAIICHUH JIEKapCTBEHHBIX
CPEICTB, NPENYyCMOTpEHHble HacTrosmuM DenepanbHbIM  3aKOHOM, MOTYT II€pelaBaTbes UL
OCYIIECTBIICHHUSI ~ OpraHaM  HCIIOJHUTEIBHOM  BiacTH  cyObekToB  Poccuiickoit ~ ®enepanuun
nocraHoBieHusiMu [IpaBurenscrBa Poccniickoin @enepanuu B Nnopsiike, ycTaHoBiIeHHOM (DenepaibHbIM
3akOHOM OT 6 OKTsI0pst 1999 roga N 184-®3 "OO6 00mMX MPUHIMIIAX OPTaHU3AINH 3aKOHOAATEIBHBIX
(mpencTaBUTENbHBIX) M MCIIOJHUTEIBHBIX OPraHOB TOCYAAapCTBEHHOM BiacTu cyObekToB Poccuiickoii
Oenepanun.

Cratbsa 6. [NlonHOMO4YMA opraHoB MCNOSIHUTENbLHOM BriacTu cybbekta Poccumnckom
®depepaumu npu odpaLLeHUn NneKapcTBeHHbIX cpeacTB

K mnomHOMOYMSIM OpraHoB HCHOJNHUTENBbHON BiacTu cyOwbekta Poccuiickoii @Penepanuu mnpu
oOpareHuy JICKAPCTBEHHBIX CPEACTB OTHOCSITCS:

1) pa3paboTka U peanu3anusi perioHaJbHBIX MPOrpaMM 00eCIIeYeHHs] HaCeIeHUsI JIEKapCTBEHHBIMU
npenaparamu;

2) yCTaHOBJIEHUE MpPEIEIbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK M MPEJCIIBHBIX pa3MEpOB PO3HUUHBIX
Ha70aBOK K (PAKTUUECKUM OTIIYCKHBIM II€HAM, YCTaHOBJIEHHBIM MPOM3BOAMTEISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JIEKAPCTBEHHbIE Ipernaparbl, BKIOYEHHbIE B IEPEUYEeHb JKU3HEHHO HEOOXOIMMBIX U
BAKHEUIIINX JICKAPCTBEHHBIX IIPENapaToB;

3) oOCylIeCTBIEHHWE PETMOHAIBHOTO TI'OCYJAapCTBEHHOIO KOHTpOJIA 3a IPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B IE€PEYEHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHUIINX
JICKapCTBEHHbIX IpEeNapaToB, OpPraHU3aLUsAMHU ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU CpEACTBaMH,
anTeYHbIMM OpraHU3alUAMU, WHIAUBUAYAIbHBIMU MPEINPUHUMATEISIMU, HMEIOIIMMU JIMLEH3UI0 Ha
(bapMaleBTUYECKYIO JIeSTeNbHOCTh, MEIUIMHCKUMHU OpraHu3alisIMM, HUMEIOIIMMHU JIMLIEH3UI0 Ha
(bapMaIeBTHYECKYI0 JIeSTENbHOCT, M WX O0OCOOJEHHBIMH TOJpa3JeNeHUsIMH  (aMOyJIaTOPHSIMH,
¢denpamiepckuMu U (eNbIIIEPCKO-aKyIIEPCKUMU  IIYHKTaMH, LEHTpaMHu  (OTIEeNEHUsIMH) oOwiei
BpaueOHOH (ceMeiHO) MPaKTUKH), PACIOJIOKECHHBIMA B CEJIbCKUX HACEJICHHBIX IyHKTAaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIC OpPraHU3aluy;

(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-d3, ot 27.12.2019 N 475-D3)

4) mpuHATHE pelIeHHs 00 WCIONBb30BaHMU Ha TeppuTOopHH cyObekta Poccuiickoir ®enepanmn
HapsAIy C peUenTaMu Ha JIeKapCTBEHHBIE TpenapaTsl, 0)OpMIEHHBIMU Ha OyMa)KHOM HOCHTEJIE, PEIETITOB
Ha JIEKapCTBEHHbIE Npernaparsl, cHOPMHUPOBAHHBIX B (POPME IMEKTPOHHBIX TOKYMEHTOB.

(1. 4 BBeneH PenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

nasa 3. TOCYOAPCTBEHHASA ®APMAKOIEA

Cratba 7. PaspaboTka M usgaHume rocypnapcTBeHHoOM cpapmakonen, pasmelleHue
AaHHbIX O HEW

1. Tlox rocymapcTBeHHOW (hapmakoreeld MOHUMAETCS CBOJ OOmUX (HapMaKONCHHBIX CTaTed |
(hapMaKOIICHHBIX CTATCH.

2. Pa3zpaborka oOmmx (apmakoneiHpIX craTeid W (apMaKONEWHBIX CTaTeld, B TOM YHCIE
(dapmakoneiiHpix cTaTeli Ha (apMakoneilHble CTaHIapTHBIE O00paslpl, M BKIIOYCHHE UX B
TOCY/IapCTBEHHYIO (hapMaKOIICI0 OCYIICCTBISIOTCS B TIOPSJIKE, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM
(benepaabHBIM OPraHOM UCIIOJHUTEIBHO BIIACTH.

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

3. Pa3pabotka (apmakornieitHON cTaThu Ha pedepeHTHBIN JIEKAPCTBEHHBIN NpenapaT U BKIFOYCHUE
ee B TOCYAapCTBEHHYIO (DapMakKomer B TEUEHHE CPOKa JEHCTBHSA 3alIMThl MCKIIOYUTEIHHOTO IpaBa,
yIIOCTOBEPEHHOT'O MATCHTOM Ha Pe)epEHTHBIN JIEKAPCTBEHHBIN MpenapaT, OCYIISCTBISIOTCS C COTJIACHSI
ero pa3pabdoT4HKa.

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

4. TocynapctBeHHas (apMakomess H3JA€TCS  YIOJIHOMOYEHHBIM  (eIepalbHBIM  OPraHOM
WCTIOJTHUTEJIBHOM BJIACTH 32 CUET CPEICTB (peepaibHOTrO OOKETa U MOMJICKUT MEPEeU3IaHusSIM HE Pexe
4YeM OAWH pa3 B IISTh JIET, B MEPUOJ MEXIY KOTOPHIMU M3JAIOTCS NPUIOKEHHUS K TOCYAapCTBEHHOM
dapmakoriee, cozaepkame oOmmue QapmakoneldHble cTaThbu W (Wiau) ¢dapMakoIlelHbIE CTaThH,
YTBEpKJICHHBIE TTOCIIE M3IaHUS WU ITEPEU3IaHus TOCyIapCTBEHHON (hapMaKOIIeH.

5. YmnonHoOMOuYeHHBI (QenepalbHblii OpraH HUCHOJHUTENBHOM BIACTH pa3MellaeT JaHHBIE O
rocyIapcTBEHHOU (hapmakoriee ¥ MPUIIOKEHUSIX K HEl Ha cBoeM odunmaibHOM caiite B cetu "MaTepHEeT"
B YCTAaHOBJICHHOM UM TOPSIKE.

naea 4. IMLULEH3UPOBAHUE NMPOU3BOOCTBA JIEKAPCTBEHHbLIX CPEOCTB
U ®APMALIEBTUYECKOW OEATENBHOCTU, FOCYOAPCTBEHHbIA KOHTPOJb
(HAO3O0P) B CPEPE OBPALLEHUA NEKAPCTBEHHbIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-03)

Ctatbss 8. JlMueH3npoBaHMe nNPOU3BOACTBA JIeKAapPCTBEHHbLIX CpPeaAcTB MU
dapmaueBTUYECKON AeATENbLHOCTHU

1. JIuneHsupoBaHue NMpPOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB U (papMalleBTUUECKON JeSTeTbHOCTH
OCYILECTBIIIETCS B COOTBETCTBUU € 3aKOHOaTenbCTBOM Poccuiickoit denepanun.

2. O6s13aTeNbHBIM YCIOBUEM IPEAOCTABICHUS JIULEH3UH Ha IPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB
SABIISICTCS TPUJIOKECHUE K 3asBJICHUIO COMCKATENs JUICH3MHM TMEPEYHs JICKAPCTBEHHBIX (OpM W (WIIH)
BUJIOB (papMalleBTUYECKUX CYOCTaHIMH, KOTOpbIE MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEICTB HaMepeH
IIPOU3BOJUTH.

Koncynprantllntoc: mpumeuanue.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

C 01.03.2022 B u. 3 ct. 8 BHOCsTCS m3Menenus (D3 ot 11.06.2021 N 170-D3).

3. B ciny4yae HEOOXOAMMOCTH pacUIMPEHUs] TPOU3BOJICTBA JEKAPCTBEHHBIX CPEJICTB 3@ CYET HOBBIX
JIEKapCTBCHHBIX (OpM ¥ BHIOB (DapMAICBTUYCCKUX CYOCTAaHIUN TPOU3BOAMTEIHL JICKAPCTBEHHBIX
CPEICTB JOJKEH Nepeo(OPMHUTH JIMIIEH3UIO HA TPOU3BOICTBO JIEKAPCTBEHHBIX CPE/ICTB.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

4. JluueH3us Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((papMaleBTUUECKON CyOCTaHIIMU CIIUPTa
STUJIOBOTO (9TaHOJA) BBIJACTCA MPU YCJIOBUM HAJIWYMs y OpTraHW3alldd HAa TMpaBe COOCTBEHHOCTH,
XO35IICTBEHHOTO BEACHUS WM OTMIEPATUBHOTO YIPABIECHUS OCHOBHOTO TEXHOJIOTHYECKOTO 000pYyI0BaHUS
JUIsl TIPOM3BOJICTBA ASTUJIOBOTO CIMPTA, 3apErUCTPUPOBAHHOTO B COOTBETCTBHU CO cratbeir 14.1
@enepanbHoro 3akoHa ot 22 HosOps 1995 roma N 171-03 "O rocynapCTBEHHOM pEryJIHpOBaHUHU
MPOU3BOJICTBA U 00OpPOTa 3TUIIOBOTO CHHUPTA, AIKOTOJIBHONH M CHHPTOCOIEpIKAmlell MpOayKIUd H 00
OrpaHUYEHUU MOTPeOIeHUs (PACIUTHUS) AIKOTOJILHONU MPOIYKIIMH'".

(dactpb 4 BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Ctatbaa 8.1. OCOGEHHOCTU nUUEH3UPOBaHUA MNPOU3BOACTBA JIEKAPCTBEHHbIX
cpeacTB (hapmaueBTUYECKOM CyOCTaHLMM cnupTa 3TUNIOBOro (3TaHona)
(BBeneHa PenepanbHbIM 3aKk0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JUIEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CpPeICTB ((apMaleBTUYECKOM
CyOCTaHIIMM CIMPTa 3TUWIOBOrO (3TaHOIA) MPUOCTAHABIMBAETCS B YacTU IpaBa Ha IPOM3BOJICTBO
(dapMarieBTHUECKOW CyOCTaHIIMK CIUpPTA STHIOBOTO (3TaHOJA) JIMIEH3UPYIOIIUM OpPraHOM B CIIydasx,
onpeaeneHHbIX cratbeil 20 DeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3upoBaHUU
OTJENbHBIX BHJIOB JEATEIBHOCTH', a TakXKe Ha CpPOK IPHUOCTAHOBJIEHUS JAEWCTBUSA JIMUEH3UU Ha
IIPOU3BOJICTBO 3TUJIOBOTO CIIUPTA JUIs MPOU3BOCTBA (papMalleBTUYECKON CyOCTaHLIMU CIMPTA 3TUIOBOTO
(3TaHoINa), BBIAAHHOM B COOTBETCTBUU ¢ PDepepanbHbIM 3aKOHOM OT 22 HoA0ps 1995 roga N 171-03 "O
rOCYJJapCTBEHHOM pEryJIMPOBaHUU IPOM3BOJACTBA M 000pPOTa STWJIOBOIO CHHUPTA, AaJKOTOJBHOW U
CHUPTOCOJEpIKAIIEH MPOIYKIIMHU U 00 OrpaHUYEHUHU NOTPeOIeHHs (PAaCIUTH) AJIKOTOJIbHOM MPOTyKIUH'".

2. [leiicTBHe JUIEH3UM HA TPOU3BOACTBO JIEKAPCTBEHHBIX CpeAcCTB  ((hapmalieBTHUECKOH
CyOCTaHIIMM CIIUPTa STHJIOBOTO (dTaHONA) B YacTH IpaBa Ha TPOM3BOJICTBO (hapMaIeBTHUECKOU
CyOCTaHIIMM CHOHpPTa STWIOBOTO (PTaHONA) MpEeKpamlaeTcs JIUICH3UPYIOUIMM OpraHOM B CIIy4asXx,
onpeneneHHbIX crarbeil 20 denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuueH3upOBaHUHT
OTJENbHBIX BHJOB MACATENBHOCTH", a TaKKe C JaThl NPEKpalleHUs WA aHHYJIUPOBaHUS JEHCTBUS
JUICH3WU Ha TPOW3BOJCTBO ATHJIOBOTO CIUPTA IS MPOHM3BOJACTBA (PapMaleBTUICCKOW CYOCTaHIIMH
CHUpTa THIOBOTO (3TaHO’A), BBIIAHHON B COOTBETCTBUM ¢ DeepaibHbIM 3aKOHOM OT 22 HoA0ps 1995
roga N 171-®3 "O rocymapCTBEHHOM pETyJIWPOBAHUU TPOU3BOACTBA W 00OpPOTa ITHIOBOTO CIHPTA,
QJIKOTONIBHOM W CHHpTOCOAEpKalled MPOAYKUMH M 00 OrpaHHYeHUH MOTpeOreHus (pacruTus)
QJIKOTOJILHOM MPOAYKIUU".

Cratba 9. [locypnapcTBeHHbIM KOHTponb (Hag3op) B cdepe obpaweHus
neKkapcTBEHHbIX CPeaAcTB
(B pea. @enepanbHoro 3akona ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBI KOHTpPONb (Ham30p) B cdepe oOpaimieHus JICKApCTBEHHBIX CPEICTB
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

OCYILLIECTBIISICTCSI MOCPEJICTBOM  (heIepajIbHOIO TOCYAApCTBEHHOIO KOHTpoJs (Hax3opa) B cdepe
oOpaleHns JEeKapCTBEHHBIX CPEACTB M (heaepaabHOTO ToCyIapCTBEHHOIO JIMIICH3MOHHOTO KOHTPOJIS
NeSTeNbHOCTH 110 IMPOM3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBIAEMBIX (eepaabHbIMU OpraHaMU
HCIIOJIHUTEJIBHON BIIACTH, YIIOITHOMOYeHHbIMU [IpaBuTensctBoM Pocculickonn @enepanum.

2. Ilpenmerom (enepaabHOr0 TOCYAapCTBEHHOTO KOHTpouns (Haa3opa) B cdepe oOpaiieHus
JICKaPCTBCHHBIX CPEJICTB SIBIISIOTCS:

1) cobmonenue o0s3aTeNbHBIX TpeOOBaHUM B cdepe oOpalleHUs JEKapCTBEHHBIX CPEACTB, B TOM
qucie:

a) Tpe6OBaHI/II>'I K AJOKIIMHHUYCCKHM MCCICAOBAHUAM JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKHUM
HCCICAOBAHUAM JICKAPCTBCHHLIX IIPCIIapaTroB, HW3IrOTOBJICHUIO, XPAaHCHUIO, IICPCBO3KC, BBO3Y B
POCCHﬁCKym d)eﬂepaumo, OTIIYCKY, pfCaliu3aluu, nepeaadc, MNpoJAaxKe JICKAPCTBCHHbLIX CPCIACTB,
MNPUMCHCHUIO JICKAPCTBCHHBIX IIPCHapaToB, YHHUYTOXCHUIO JICKAPCTBCHHBIX CPCACTB, YCTAHOBJICHHIO
MNPOU3BOJUTCIIEIMU JICKAPCTBCHHBIX IIPCIIApAaTOB ILCH Ha JICKAPCTBCHHBIC IIPCIIapaThbl, BKIKOYCHHLIC B
MEPCUYCHDb JKU3HCHHO H€O6XOZ[I/IMI)IX M BaXKHCHIITHNX JICKAPCTBCHHBIX IIPCIIapaTOB;

0) TpeOoBaHUN K COOTBETCTBHUIO JIGKAPCTBEHHBIX CpPEJCTB, HAXOASIIMXCS B 0OpalleHuHu,
MOKa3aTesiM KadecTBa, 3QPEeKTUBHOCTH U OE30MTACHOCTH, YCTAaHOBICHHBIM B COOTBETCTBHH C HACTOSIIIHM
denepallbHBIM 3aKOHOM;

B) TpeOOBaHMI K COOJIIOJCHHIO CyOBEKTaMH OOpaIleHUs JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIX B
yactu | crateu 67.1 Hactosimero ®denepanbHOr0 3aKOHA, OrPAaHUYEHUM, HajJaraeMbIX cTaThbiamu 67.1 u
67.2 nacrosiero deaepabHOrO 3aKOHA;

2) cobnrofieHre JTUIICH3NOHHBIX TPEOOBaHMI K OCYIIECTBICHHUIO (papMalieBTUYECKOM NesTeIbHOCTH,

3) coOuroieHre TpeOOBaHMA K MPEIOCTABICHUIO CyOBEKTaMU OOpAICHUS JICKAPCTBEHHBIX CPEICTB
nH(pOpMallMd O JIEKAPCTBEHHBIX CpeJICTBaX M (WJIM) JIEKAPCTBEHHBIX IpernapaTrax, MPeayCMOTPEHHON
cratbsimMu 9.1, 52.1 u 64 nHactosimero denepanbHOro 3aKOHA.

3. Ilpu ocymecTBieHun QenepalbHOr0 TOCYJAapCTBEHHOrO KOHTpons (Ham3opa) B cdepe
oOpaleHusi JICKAPCTBEHHBIX CPEJCTB TPOBOMATCS CICAYIOIIHE BUIbI KOHTPOJIBHBIX (HAA30PHBIX)
MEPOIPUITUH:

1) nokymeHTapHas IpOBEpKa;

2) BbI€3HAsI IPOBEPKa;

3) BBIOOPOUYHBII KOHTPOJIb KaYEeCTBa;
4) KOHTpOJIbHAS 3aKYIIKa;

5) MHCTIEKITMOHHBINA BU3UT;

6) HaOmrofeHUE 3a COOJIIOJCHHEM O00s3aTeNIbHBIX TpeOOBaHUNM (MOHUTOPUHT O€30MacHOCTH)
(bapmakonaazop).

www.consultant.ru Crpannna 20 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=389067&date=15.07.2021&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=210936&date=15.07.2021&dst=100010&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

4. Opranuzanus ¥ ocyliecTBlieHHe (elepalbHOTO roCyAapCTBEHHOTO KOHTPOJIs (Haa3opa) B cdepe
oOpalieHus: JeKapCTBEHHBIX CPEACTB perynupytorcs PenepanbabiM 3akoHoM oT 31 utons 2020 roma N
248-®3 "O rocynapCTBEHHOM KOHTpoje (Haa30pe) UM MYHHUIMIAIBLHOM KOHTpojie B Poccuiickoit
Oenepanun.

5. BuennaHoBBI BBIOOPOYHBIM KOHTPOJb KauyecTBa NPOBOJUTCA B TOM 4YHCIE HAa OCHOBAaHHUU
IIPOTrpaMMBbI IIPOBEPOK.

6. [1maHoBBI BHIOOPOYHBINM KOHTPOJIb Ka4eCTBA HE MPOBOIUTCS.

7. Ilo pe3ynbrataM BBIOOPOYHOTO KOHTPOJISA Ka4ecTBa HApALY C PEHICHUSMH, MPETyCMOTPECHHBIMH
@enepanbHbiM 3akoHOM OT 31 mrong 2020 roga N 248-03 "O rocyaapcTBEeHHOM KOHTpoJie (Haa30pe) u
MYHHMLIMIIAJBHOM KOHTpoJie B Poccuiickoit @enepanuu', denepaibHbIMU OpraHaMH HCIIOJIHUTEIbHOU
BJIACTH, YIMOJTHOMOYEHHBIMH Ha OCYILIECTBICHHE BBIOOPOYHOTO KOHTPOJSI KauecTBa, MPUHUMAIOTCS
CJIEIYIOIUE PEIICHHUS:

1) 0 JanbHenIeM I'paXaaHCKOM o60p0Te CCpUuH, MnapTHUU COOTBCTCTBYIOLICI'O JICKAPCTBCHHOI'O
CpeACTBa B CiIydac€ MNOATBCPKACHUA IO pE3yJjibTaTaM IMPOBCACHHBIX HCIIBITAaHUI COOTBETCTBHUS KadecTBa
JICKApCTBCHHOT'O CpeACTBA YCTAHOBJICHHBIM Tp€6OBaHI/IHM;

2) 00 W3BATUHM U3 TPAKIAHCKOTO 000pOTa CEpUH, MAPTUU COOTBETCTBYIOMIETO JIEKAPCTBEHHOTO
CpeACTBa B Cllyyae BBISBICHHUS IO pe3yJbTaTaM IPOBEJCHHBIX HCHBITAHUA HECOOTBETCTBUS KauecTBa
JIEKApCTBEHHOTO CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

3) o mepeBojlie JIGKAPCTBEHHOTO CPEJCTBA Ha IOCEPUHHBIA BHIOOPOYHBIH KOHTPOJIb KayecTBa
JICKaPCTBCHHBIX CPEJICTB B CIIy4ae MOBTOPHOTO BBISBICHUS HECOOTBETCTBHS KAaueCTBA JICKAPCTBEHHOTO
CpeICTBa YCTaHOBIIEHHBIM TpeOoBaHUSM M (IIpH HEOOXOIUMOCTH) O MPOBEPKE CyOBEKTa OOpalieHHs
JICKapCTBCHHBIX CPENICTB. Pacxonpl, CBA3aHHBIE ¢ MPOBEICHUEM MMOCEPUHHOTO BBEIOOPOYHOTO KOHTPOJIA,
OILJIAYUBAIOTCSI TPOU3BOJMTENEM JICKAPCTBEHHOTO CPEJACTBA JIMOO JiepXKaTeieM WM BIaJeibleM
PETUCTPAIIIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MTperapara.

8. denepalbHbI TOCYAApCTBEHHBIM JMUEH3UOHHBI KOHTPOJIb JESATEIBHOCTH I10 IPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEIACTB OCYLIECTBISAETCA B COOTBETCTBUM C 3aKOHOJATENbCTBOM Pocculiickon
®Oenepanuu.

Cratbsa 9.1. Mporpamma npoBepok
(BBeneHa ®PenepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. B nensix opranu3aniy BBIOOPOYHOTO KOHTPOJISI Ka4ecTBa JIEKAPCTBEHHBIX CPEACTB (POPMHUPYETCS
IIpOrpaMMa IIpOBEPOK.

2. Jlna uened peanus3aliy MPOrpaMMbl MPOBEPOK IPOU3BOAUTENN JIEKAPCTBEHHBIX CPEICTB U
OpraHM3alliK, OCYILECTBISIONIME BBO3 JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyto @Denepartuio,
IPEOCTABIIAIOT B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB I MEIUIMHCKOTO NpPUMEHEHUS B
YIIOJTHOMOYEHHBIN (henepaiabHblii OpraH HMCHOJHUTENBHOM BJIACTHU, OCYLIECTBISIONINN (QYHKIUU IO
KOHTPOJIIO U Haa30py B cdepe 3ApaBOOXpaHEHUS, B OTHOLIEHUM JIEKAPCTBEHHBIX CPEICTB JUIS
BETEPUHAPHOTO NPHUMEHEHHUS B YIOJIHOMOUYEHHBIM (enepanbHbli OpraH HUCHOJHUTENBHOM BJIAacTH,
OCYIIECTBIISIONINIA (YHKIUHU 1O KOHTPOJIIO U HAA30pY B cdepe oOpalieHust JIEeKapCTBEHHBIX CPEACTB IS
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BETEPUHAPHOTO NPUMEHEHUS, CBEACHUS O CEpUsX, MAPTUAX JICKAPCTBEHHBIX CPEACTB, MOCTYHAIOLIUX B
rpaxmaanckuii 06opotr B Poccuiickoii ®denepanuu, B TOPSAKE, COCTaBe W 00BEME, YCTAHOBICHHBIX
yKa3aHHBIMH (hefiepaibHbIMA OPraHaMU MCIIOJHUTEIHHON BIIACTU B OTHOIICHUHU JIEKAPCTBEHHBIX CPENICTB
JUI. MEOUUMHCKOrO TMPHUMEHEHHS M B OTHOILICHUM JIEKAPCTBEHHBIX CPEIACTB I BETEPUHAPHOTO
MIPUMEHEHHUS COOTBETCTBEHHO.

3. IIporpamma mpoBepok (GOpMHUpPYETCS Ha KaJleHTapHbBIM rox B cpok no 30 mekaOps roxa,
MPE/IIIECTBYIOMIETO Oy POBEICHHS BHIOOPOYHOTO KOHTPOJIS.

4. B ciydae HacTymiieHHs COOBITHH, YKa3aHHBIX B TOAmyHKTax "0" m "B" myHkTa 2 dYactu 6
HacTosIleH cTaTbhM, (eliepaibHbIM OPraHOM HCIOJHUTENIBHONW BJIACTH, OCYLIECTBISIOIIMM (YHKLHHU IO
KOHTPOJIIO M Haa30py B cdepe 31paBooxXpaHeHMs, (eAepalbHbIM OPraHOM HCIIOJIHUTEIBHOW BIIACTH,
OCYLIECTBIIAIOUIMM (QYHKLMHU IO KOHTPOJIIO M HAaJ30py B chepe oOpalieHus JeKapCTBEHHbIX CPEICTB IS
BETEPUHAPHOIO NPUMEHEHUS, IpPU HEOOXOIUMOCTH BHOCATCA COOTBETCTBYIOLME HW3MEHEHUS B
IIporpamMmy IpOBEPOK.

5. B nporpaMmmMy npoBepOK MOTYT BKJIFOUATHCS MEPOIPHUATUS C YU€TOM HAPYILICHUH, BBIIBICHHBIX B
pamMKax KOHTPOJBHBIX (HA30PHBIX) MEPONPUITHIA 32 MPEAbIAYIINIA KaleHAapHBIHA TO/I.

6. [IporpaMma npoBEpOK COJCPIKUT:

1) mepedeHb JTEKAPCTBEHHBIX CPEACTB, OTOOP 00pPa3LOB KOTOPBIX OyIET OCYIIECTBISATHCS B paMKax
BBIOOPOYHOTO KOHTPOJISI, (POPMUPYEMBI C YIETOM pe3yJbTaTOB TOCYAaPCTBEHHOTO KOHTPOJIS (Haa3opa)
B cpepe 0OpaleHus JIEKapCTBEHHBIX CPECTB 33 KaJICHAAapPHBIN T'O/1, IPEANISCTBYIOMINI TOly TPOBEICHHUS
BBIOOPOYHOT'O KOHTPOJIS,

2) ykazaHue Ha COOBITHE, HACTYIUICHHE KOTOPOTO SBIISCTCS OCHOBAHUEM JUIS OCYIIECTBICHUS
BBIOOPOYHOTO KOHTPOJIS:

a) TIONyYeHUE CBEACHHM, MPEACTaBISEMBbIX B COCTaBE U 0ObEMe, YCTAaHOBJICHHBIX (efepatbHbIM
OpPTraHOM HCHOJHHUTEIBHON BIIACTH, OCYIIECCTBISIOIIMM (YHKIHWH TO KOHTPOJIO W HAA30py B chepe
3/IpaBOOXpaHeHus, (efepaibHbIM OPraHOM HCIOJHUTEIBbHOW BIIACTH, OCYIIECTBISIOMUM (PYHKIHMH TO
KOHTPOJIIO M Ha/30py B cdepe oOpalieHus JeKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO NMPUMEHEHHS, O
Cepusx, MapTUAX JEKApPCTBEHHBIX CPEACTB, IMOCTYMAIOUUX B TpaxkaaHckuii obopoT B Poccuiickoit
dDeILepaulxm, YKa3aHHBIX B ITYHKTC 1 HaCTOHHIGfI JaCTh, oOpraHu3anuiaMi, OCYIICCTBIAIOIMUMUA
MIPOM3BOJICTBO JIEKAPCTBEHHBIX CpeAcTB B Poccuiickoit denepanuu U BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepanuio;

0) mody4yeHue MOCTYMaoIIeH B MOPSAKE, YCTAHOBIEHHOM cTaThell 64 Hactosuiero denepalbHOTO
3aKoHa, HH(pOpMAHKH O TTOOOYHBIX NEHCTBHUSIX, HEKEIATCIBHBIX PEAKIUAX, CEPhE3HBIX HEXKEIaTeIbHBIX
peaKusx, HeMpeABUACHHBIX HEXeNaTeNbHbIX PEaKIUIX MPH MPUMEHEHUH JIEKAPCTBEHHBIX MpPErapaToB,
00 WHIAMBHUIYabHON HEMEPEHOCUMOCTH, OTCYTCTBHH 3()DPEKTUBHOCTH JICKAPCTBEHHBIX IpErapaToB, a
Takke 00 MHBIX (pakTax U OOCTOSITENHCTBAX, MPEACTABISIONINX YTPO3Y JKU3HHU WU 30POBBIO YEIIOBEKa
00 JKUBOTHOTO MPU NPUMCHCHHH JIGKAPCTBEHHBIX IPETMApaTOB W BBIIBICHHBIX Ha BCEX JTamax
oOparlieHus JIeKapCTBEHHBIX IpernapaTtoB B Poccuiickoit depepaiiui 1 Jpyrux rocy1apcTBax;

B) MOJy4YeHHe B cooTBeTCTBUM ¢ DenepaynbHbIM 3akoHOM OT 31 mrona 2020 roma N 248-03 "O
rOCY/IapCTBEHHOM KOHTpoJie (Haa30pe) W MyHHUIHUNanbHOM KoHTpoie B Poccuiickoii ®Penepannn"
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CBe,I[eHI/Iﬁ O IIPUYMHCHHU BpCaa HIIHA 00 yrpo3¢ NnpuYuHCHHA BpClda XU3HU, 3JOPOBLIO I'paAKAaH HIIN
JKHNBOTHBIX.

Cratba 9.2. [ocypapcCTBEeHHbIW KOHTponb (Hap3op) 3a peanusauvend opraHamm
UCNONHUTENbLHOW Bnactu cyobekToB Poccunckom Pepepaumm nonHomoumm B ccepe
obpalleHMA NneKkapCTBEHHbIX CPeACcTB ANA MeAULIMHCKOro NpMMeHeHus

(BBenena denepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. TocynapcTBeHHBI KOHTPOJb (HAaA30p) 3a peanu3aluell OpraHaMu HCHOJHHUTENbHOM BIAaCcTH
cyobekToB Poccmiickoii @enepannu mosHOMOYni B cepe oOpalieHusi JIEKapCTBEHHBIX CPEICTB IS
MEIULMHCKOTO TPUMEHEHUS OCYILECTBIIAETCS yNoJHOMOYeHHbIM [IpaBurensctBom Poccuiickoii
denepanuy OPraHOM UCIOJIHUTEIBHOM BIIACTH.

2. [IpenmeToM rocy1apcTBEHHOI0 KOHTpPOJIA (Ha/i30pa) 3a peanu3anueil opranaMu UCIOJIHUTEIbHON
BJacTu cyOobekToB Poccuiickoit denepanuil momHOMOYNN B cepe oOpalieHns JeKapCTBEHHBIX CPEACTB
U1 MEAMLIMHCKOTO TIPUMEHEHHUs ABISIETCA COOJIOIeHUE YIIOJTHOMOYEHHBIMU OpraHaMy UCIOJHUTEIbHOMN
Biactu cyowrekToB Poccuiickoit denepanuyi METOAMKH yCTAHOBICHHS NPEACIBHBIX Pa3MEPOB ONTOBBIX
Ha/J10aBOK U TMpeleNbHbIX pa3MepoB pPO3HUYHBIX HAI0aBOK K (aKTHUECKUM OTIYCKHBIM LI€HaM,
YCTAaHOBJICHHBIM IPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IIpPENapaToB, Ha JIEKAPCTBEHHbIE Ipenaparsl,
BKJIFOYEHHBIE B IIEpEYEHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX JICKAPCTBEHHBIX MIPENIAapaToB.

3. Ilpu ocymiecTBIeHHH TOCYIapCTBEHHOIO KOHTPOJS (HAA30pa) 3a peanu3alueil opraHaMu
UCTIOJIHUTENIBHOW BiacTH CcyOBbekToB Poccuiickoit dexeparu mosHOMOUMH B cdepe oOpamieHus
JICKApCTBCHHBIX CPCACTB 11 MCAUITUHCKOI'O IMIPUMCHCHUS IPOBOAATCA CIACAYIOIIME BUABI MepOHpI/IﬂTI/If/'IZ

1) HOKyMeHTapHbIE POBEPKH;
2) BbI€3/IHBIE TTPOBEPKHU.

4. Opranuzanus W OCYIIECTBICHHE TOCYIapCTBEHHOIO0 KOHTpousis (Haa3opa) 3a peanusanueit
OpraHaMH HWCIIOJIHUTEIBHOW BIACTH CyOBeKkTOB Poccmiickoit ®enepanuu mosHOMOYHH B chepe
oOpallleHusi JeKapCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO NMPUMEHEHUS peryiaupyrorcs DenepalibHbIM
3akOHOM OT 6 OKTsIOpst 1999 roga N 184-®3 "OO6 00mMX MPUHIMIIAX OPTaHU3AINH 3aKOHOAATEIBHBIX
(MpeAcTaBUTENbHBIX) M HCIOJIHUTEIBHBIX OPraHOB TOCYNapCTBEHHOW BIAcTH CcyOBekToB Poccuiickoit
Oenepanun.

5. IlonoxeHue O TOCYZapCTBEHHOM KOHTpojie (HaA30pe) 3a pealusanueil opraHamu
WCTIOJHUTENBHOW BiacTu cyOBbekToB Poccuiickoit dexepanum momHoMounit B cdepe oOpameHus
JIEKapCTBEHHBIX CPEACTB JJI MEIUIIMHCKOro NMpuMeHeHus yreepxknaercs [IpaButensctBom Poccuiickoit
denepauuu.

Cratbsa 9.3. PermoHanbHbIW rocyfapCcTBEeHHbIA KOHTPONb (Haa30p) 3a NpUMeHeHneMm
LeH Ha NneKkapcTBeHHble Npenapartbl, BKIOYEHHbIe B NepevyeHb XXU3HEHHO HeoOGXoAUMbIX
M BaXXHEULLIUX JSleKapCTBEHHbIX NpenapaToB

(BBenena deaepanbHbM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. PernonanbHblll TOCy1apCTBEHHBIA KOHTPOJIb (HAA30p) 32 MPUMEHEHHEM IIeH Ha JICKapCTBEHHbIE
mpermapaTel, BKIIOYCHHBIE B TIEPEYCHb JKU3HCHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

IIPENapaToB, OCYILECTBIIAETCS OPraHOM HCIOJHUTENBbHONW BiacTu cyOobekra Poccuiickoit denepanum,
YIOJTHOMOYEHHBIM BBICIIUM HCIIOJHUTEIBHBIM OPraHOM T'OCYJapCTBEHHOM BiacTH cyObekTa Poccuiickoii
®Oenepanuu.

2. TlpemMeToM peruoHaIbHOTO TOCYAApPCTBEHHOTO KOHTPOJs (Haa3opa) 3a MPUMEHEHHWEM IIEH Ha
JIEKapCTBEHHbIE TIperaparbl, BKJIIOYCHHBbIE B TMEPEYEHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEUIINX
JICKapCTBCHHBIX  IPENapaToB,  SBJISETCA  COOJIOJCHWE  OpraHW3alUsMd  ONTOBOW  TOPTOBIIU
JIEKapCTBEHHBIMU CPEICTBAMH, allTE€YHBIMU OpPraHMU3AIMSIMHU, UHIUBUIYATbHBIMUA MPEINPUHUMATEIIMH,
UMEIONUMH JIMIICH3UI0 Ha ()apMaleBTHUECKYIO JIEATSIBHOCTh, MEIWIMHCKAMH OpTaHU3alHSIMH,
MMEIOIIUMH JIMIEH3UI0 Ha (apMalleBTUUECKYIO ACSITENbHOCTh, U UX 000COOJIEHHBIMH MOAPA3ICICHUIMU
(amOymaropusimu, GenpAMEpPCKUMU U (ENbAMEPCKO-aKyIIEPCKUMH ITyHKTaMHU, IIEHTPAMH (OTACICHUSMU )
oOmieil BpaueOHOM (ceMelHOI) MPaKTHKH), PACIOJIOKEHHBIMH B CEIIbCKMX HACENEHHBIX IMyHKTaX, B
KOTOPBIX OTCYTCTBYIOT alT€YHbIE€ OpraHU3alMH, MpPH pealn3aliy JIEKApCTBEHHBIX MPENapaToB
TpeOOBaHUN K MPUMEHEHUIO II€H, YPOBEHb KOTOPHIX HE JOJDKEH MPEBBIIATh CYMMY (aKkTH4YeCKOU
OTITYCKHOM II€HBbI, YCTAHOBJICHHOW IPOU3BOJUTEIEM JIEKAPCTBEHHBIX IpenapaToB, U KOTOPbIE HE
MIPEBBILIAIOT 3aPETUCTPUPOBAHHBIX MPEACTbHBIX OTITYCKHBIX LI€H, M pa3MEepOB ONTOBBIX Ha10aBOK U (WJIK)
pa3MepoB PO3HUYHBIX HAJA0ABOK, HE MPEBBIMIAIONINX COOTBETCTBEHHO Pa3MEpPOB MPEAEIbHBIX OMTOBBIX
Haf0aBOK H (WJIM) pa3MepoB NPENCNbHBIX PO3HUYHBIX HAJ0aBOK, YCTAHOBJIEHHBIX B CYOBEKTE
Poccuiickoit denepanumn.

3. OpraHuzanusi U OCYUIECTBJICHHE PErMOHAIBHOIO TOCYAapCTBEHHOTO KOHTpOJS (Haa3opa) 3a
IIPUMEHEHHUEM 1IEH Ha JIEKapCTBEHHBIE IIpenapaThl, BKJIOYEHHbIE B IEPEUCHb KU3HEHHO HEOOXOJUMBIX U
BAKHEWILINX JIEKApCTBEHHBIX IIPeNapaToB, peryaupyrorcs PenepanbabiM 3akoHoM OoT 31 urons 2020 roga
N 248-®3 "O rocynapcTBEHHOM KOHTpoJje (HaaA30pe) M MYyHMLIMIAILHOM KOHTposie B Poccuiickoii
denepanun".

4. IlonoxeHre O pervoHaIbHOM TOCYAapCTBEHHOM KOHTpOJE (Haa30pe) 3a MPUMEHEHUEM LIEH Ha
JIEKapCTBEHHbIE IIpenaparhbl, BKIIOYEHHbIE B IIEpEYEHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX IIPENapaTroB, YTBEP)KAAETCS BBICIIUM HCIOJHUTEIBHBIM OpPraHOM TOCYAapCTBEHHOM
Biactu cyobekra Poccuiickoit @eneparuu.

Cratba 9.4. ®depgepanbHblA roCcyAapCTBEHHbIN  JNIMLEH3UOHHbIA  KOHTPONb
AeATeNnbHOCTUN NO NPOU3BOACTBY NleKapCTBEHHbIX CPeaAcTB
(BBenena denepanbHbM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. ®enepanbHblii TOCYJAPCTBEHHBIN JTULEH3UMOHHBIA KOHTPOJIb JEATEIBbHOCTH IO MNPOU3BOJCTBY
JIEKApCTBEHHBIX CPEJICTB OCYIIECTBISIETCA (efepaabHBIMU  OpraHaMy  HCIIOJHUTEIHHOM  BJIACTH,
ynosHoMmoueHHbIMU [IpaBurensctBoM Poccuiickoit denepanun.

2. ®enepanbHbli TOCYJAPCTBEHHBIN JIMIIEH3UOHHBIM KOHTPOJb AESITEIBHOCTH IO NPOU3BOJICTBY
JIEKApPCTBEHHBIX CPEACTB OCYILIECTBIIAECTCS B COOTBETCTBUM ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011 roxa
N 99-@3 "O nuueH3upoBaHUU OTAEIBHBIX BUAOB AeSITeabHOCTU" U DenepalibHbIM 3aKOHOM OT 31 uross
2020 roma N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (HaA30pe) U MYHHIMIAIBHOM KOHTPOJIE B
Poccwuiickoit @enepanmu". B pamkax demepanbHOr0 TroCyIapCTBEHHOTO JMIICH3MOHHOTO KOHTPOJIS
NESTeIbHOCTH 10 TMPOM3BOJACTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIE KOHTPOJIBHBIE (HAJA30pPHBIC)
MEPOIPUATHSI HE HPOBOAATCSA, IPU ITOM IPOBOAUTCA NEPUOAMYECKOE IMOATBEPHKACHHUE COOTBETCTBUS
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOoBaHUSIM B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 4 mas 2011
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"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

roaa N 99-®3 "O nuueH3upoBaHUM OTJICTbHBIX BUJIOB JI€SITEILHOCTH" .

Mnasa 5. PASPABOTKA, JOKITMHWYECKUE UCCNEOQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB A/ BETEPUHAPHOIO MNPUMEHEHUA

CraTtba 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JeKapCTBEHHBIX CpPEICTB BKJIIOYAaEeT B ce0s MOMCK HOBBIX (HapMaKOJIOTUYECKU
aKTUBHBIX BEILECTB, MOCIEAYIOLIEE H3YYEHHE MX JIEKapCTBEHHBIX CBOWCTB, JOKJIMHUYECKUE
UCCIIeIOBaHMs, Pa3pabOTKy TEXHOJOTHUN MPOM3BOJICTBA (hapMalleBTHUECKUX CyOcTaHIui, pa3paboTKy
COCTaBOB U TEXHOJIOTUI IPOU3BOCTBA JIEKAPCTBEHHBIX NPENapaToB.

2. dunaHCcOBOE OOecIIeueHHEe pa3padOTKH JIEKaPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS 3a CUET:
1) cpencTs penepanbHOro OOIKETA;
2) cpencTB pa3pabOTYNKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEeIICTB MIPOU3BOUTENICH JIEKapCTBEHHBIX CpEeIICTB npu BBITIOJTHCHUHT
HAYYHO-KMCCIICIOBATEIBCKUX PAa0OT MO JOTOBOPY MEXIy pPa3pabOTUMKOM JIEKAPCTBEHHBIX CPEACTB H
MIPOU3BOIUTEINIEM JICKAPCTBEHHBIX CPEJICTB;

4) WHBIX HE 3alPEIICHHBIX 3aKOHOIATEIBCTBOM Poccuiickoit denepaniuu HCTOYHUKOB.

3. IlpaBa pa3zpaboTyrKa JIEKapCTBEHHOTO CPEICTBA OXPAHSIOTCS TPAXKIAHCKUM 3aKOHOIATEIbCTBOM.

Cratba 11. [JOKNMHU4YECKOe wuccneaoBaHUe JleKapCTBEHHOro cpeacrtBa Ans
MeAULIMHCKOro NpUMMeHeHuns

1. HOKHHHH“IGCKO@ HCCIICAOBAHUEC JICKAPCTBCHHOI'O CpPCACTBa A MCAULOHMHCKOI'O ITPHUMCHCHHA
MNpOBOAUTCA NIYTEM IMPUMCHCHUA HAYYHBIX MCETOJOB OLCHOK B HCIAX MHOJYUYCHHA J0OKaA3aTCIILCTB
6630HaCHOCTI/I, Kady€CTBa U 3(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHOT'O CPCIACTBA.

2. JIOKIMHUYECKOE HCCIICIOBAHUE JICKAPCTBEHHOTO CPEICTBA JJISI MEIUIMHCKOTO TPUMEHEHUS
MPOBOJIUTCS B COOTBETCTBUHU C IpaBHJIAMH HaJJIe)Kallel 1a00paTOpPHOM MPAKTHKH, yTBEP)KICHHBIMH
YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCTIOTHUTEIHLHOUW BIIACTH.

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

3. s opraHu3aluy U MPOBEACHUS JOKIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOTO CPEACTBA IS
MEJUIMHCKOTO  TPUMEHEHHsS  Pa3pabdOTYMKUA  JIGKAPCTBEHHBIX  CPEJACTB  MOTYT  IPUBJICKATh
HAYYHO-HMCCIIEIOBATEIbCKIE OpraHu3aluy, o0pa30BaTEeNIbHbIE OpraHW3alMd BBICIIETO 00pa30BaHUS,
UMEIOIME HEOOXOMUMYI0 MaTepHAIbHO-TEXHUYECKYI0 0a3y M KBaJIM(UIIMPOBAHHBIX CIICHUAINCTOB B
COOTBETCTBYIOIIEH 00J1aCTH MCCIIEIOBAHMS.

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

4, HOKHI/IHI/I‘-ICCKOG HUCCICA0OBAHUC JICKAPCTBCHHOI'0 CpPEACTBA A MCIULMWHCKOIO IPUMCHCHUA
MMpOBOAUTCA 110 YTBCPKACHHOMY p33pa6OT‘lI/IKOM JICKAPCTBCHHOTO CpEACTBa IJIaHY C BCIACHUCM
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MMPOTOKOJIa 3TOTO HCCICAOBAHUA U COCTABJICHUEM OTUCTA, B KOTOPOM COACPKATCA PE3YJIbTAaTbl 3TOI'O
HUCCICIOBAaHUA u 3aKJIFOYCHHEC 0 BO3MOXXHOCTH IMPOBCACHU A KIIMHUYCCKOI'O HCCICA0OBaHUsA
JICKaApCTBCHHOI'O IIplIiaparta AJid MCIUIUHCKOI'O IIPUMCHCHUA.

5. IIpoBeeHne MPOBEPOK COOIOEHUS TPABMIT HAUICKAIIEH JIaOOPaTOPHOU MPAKTHKH M TPABOBBIX
HOPM HCIIOJIb30BaHMs JKUBOTHBIX IPU MPOBEIEHUM JOKJIMHUYECKUX HCCIIEAOBAaHUI JIEKapCTBEHHbBIX
CpCACTB i1 MCAUIUHCKOI'O0 INMPUMCHCHUA OCYUICCTBIIACTCA YINOJIHOMOYCHHBIM @eﬂepaﬂbelM opranomMm
MCIIOJHUTENIbHOM BIacTH.

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

6. Pe3ynbraThl JOKIMHHYECKOTO MCCIENOBAaHUS JIEKAPCTBEHHOIO CPEACTBA JUIsl MEIUIMHCKOIO
NPUMEHEHHUS MOTYT OBITh TPEACTABJICHBI B YIOJHOMOYECHHBIH (heaepabHbIii OpraH HCHOIHHUTEIBHOM
BJIACTU B YCTAHOBJICHHOM IIOPSAKE B LEJAX TOCY1apCTBEHHON PETUCTPALUU JIEKapCTBEHHOIO IIpenapara.

Cratba 12. [JoKnuUHM4YECKOe uUccnefoBaHME JleKapCTBEHHOro cpeactBa M
KIIMHMYEeCKOe UccneaoBaHWe JleKapCTBEHHOro npenaparta Ana  BeTepuHapHoro
NpUMeHeHuA

1. HOKHI/IHI/I‘IGCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA i1 BECTCPHHAPHOI'O IIPHUMCHCHUS
MMPpOBOAUTCA IYTEM IMPUMCHCHUA HAYYHBIX MCETOJOB OLCHOK B MHCIAX MHOJYUYCHHA J0OKA3aTCIILCTB
6630HaCHOCTI/I, KadycCTBa U 3(1)(1)6KTI/IBHOCTI/I JICKApCTBCHHOI'O CPCACTBA, B TOM YHUCIJIC OIIPCIACICHHA CPOKa
€ro BbIBCJACHUSA U3 OpraHHu3Ma XUBOTHOI'O, B LCIAX obecrieueHuss 0€30IIaCHOCTH MMpOAYKIMU KUBOTHOI'O
MPOUCXOKACHUA MTOCJIC NTPUMEHCHUA COOTBECTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCIIapara.

2. JIOKIMHMYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOIO CpPEJACTBA W KIMHUYECKOE MCCIIEI0BaHUE
JIEKapCTBEHHOI'O Tpernapara A BETepUHAPHOTO MPUMEHEHUS, HCCIEeNOBaHHEe OMOIKBHUBAIEHTHOCTH
YKa3aHHOTO JIEKQpCTBEHHOTO IpernapaTra MPOBOASTCS B COOTBETCTBUHU C IpaBUJIAMU, YTBEPKICHHBIMU
YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTEIbHON BIACTH.

3. JlokiMHHMYECKOE MCCIEAOBAHNE JIEKAPCTBEHHOI'O CpEACTBAa M KIMHUYECKOE HCCIIEeI0BaHUE
JIEKapCTBEHHOI'O IIpermapara /s BETEPUHAPHOTO MPUMEHEHHUS TPOBOAATCA 10 YTBEPKICHHOMY
pa3padOTYMKOM JIEKAPCTBEHHOTO CPEJCTBA IUIAHY C BEIEHHEM IPOTOKOJOB ATHX HCCICIOBAHUN U
COCTaBJICHHMEM OTYETOB, B KOTOPBIX CO/AEPKATCS PE3yIbTAThl ITUX UCCIIECTOBAHUIA.

4, I[JI?[ oprann3allvii U NPOBCACHUA JOKIMHHUYCCKOrO HMCCICAOBAHUA JICKAPCTBECHHOI'O CPEACTBA U
KIIMHUYCCKOI'o UCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCliapara 1JIA BETCPUHAPHOI'O IIPUMCHCHUA p33pa6OT‘lI/IK
JICKApCTBECHHOT'O cpeacTBa MOXET IIPHUBJICKATh opraHnusaluu, UMCIOIUEC H€O6XOZ[I/IMYIO
MaTCpruaAJIbHO-TCXHUYICCKYIO 683y n KBaJ'II/I(bI/II_II/IpOBaHHBIX CIICHUAJINCTOB B COOTBGTCTByI-OH.IGfI obnactu
HUCCICIOBAaHUA.

5. Knuanueckue HUCCIICOAOBAHUA JICKAPCTBCHHBIX IIPCIIapaTOB IJIA BCTCPHUHAPHOI'O IIPHUMCHCHUS
MNpOBOAATCA B BCETCPUHAPHBIX OpraHu3alviax W B OpraHu3aluiax, OCYHICCTBIAIONIUX Pa3BCACHUC,
BbIpallluBaAHHUEC U COACPKAHNC )KHUBOTHBIX, B ICIIAX!

1) ycraHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPETIAPaTOB 3/10POBbIMH KUBOTHBIMU;

2) mombopa ONTHUMAIbHBIX JO3UPOBOK JICKAPCTBEHHBIX MpENnaparoB M Kypca JIEYeHUS Ha
KOHKPETHOMU TPYIIIE )KUBOTHBIX C OMPEICICHHBIM 3a00JIEBAHUEM;
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3) ycranoBieHus 6€30MacHOCTH U 3P (HEKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa, npeaHa3HaueHHOT O
JUTSL JICUCHUS OTPEICIICHHBIX 3a00ICBaHMI KUBOTHBIX, WM 3()(PEKTUBHOCTH JICKAPCTBEHHOTO IMpernapara
U1 TpO(PUITAKTUKY 3a00JIeBaHUN 3IOPOBBIX )KUBOTHBIX;

4) wu3yyeHUs BO3MOKHOCTEM pacIIMpeHUs] IOKa3aHUM K IPUMEHEHHIO 3aperucTpUpPOBAHHOIO
JICKapCTBEHHOTI'0 Mpernapara U BbIBICHUS PaHee HEU3BECTHBIX MOOOUHBIX EHCTBUH.

6. KnuHudeckoe wuccienoBaHUE JIEKApCTBEHHOTO IIpernapara JUisi BETEpPUHAPHOIO INPUMEHEHHS
OCYILECTBIISICTCS 32 CUET CPEACTB Pa3pabOTUNKa JIEKAPCTBEHHOT'O CPECTBA.

7. OtueTsl O pe3ynabTaTax JOKIMHUYECKOTO MCCIEJOBAHUS JIEKAPCTBEHHOIO CpEICTBA MU
KJIMHUYECKOIO  UCCIIEZIOBAaHMUsS  JIEKAPCTBEHHOIO  Ipernapara s  BETEPUHAPHOIO  MPUMEHEHHs
COCTaBJISIIOTCS  Pa3pabOTYMKOM JICKAPCTBEHHOT'O CPEICTBA C YYETOM 3aKIIOUCHHMH OpraHM3alui,
IPUHUMABILIUX YYaCTHE B OPraHU3alMK U POBEICHUH 3TUX UCCIIEJOBAHUI.

8. KouTponb 3a mnpoBeneHHEM JOKIMHUYECKHX HCCIEIOBAaHUN JIEKAPCTBEHHBIX CPEACTB H
KJIMHUYECKUX  HUCCIIEJOBAaHUM  JICKapCTBEHHBIX IPENaparoB s  BETEPUHAPHOIO  MPUMEHEHMS
OCYIIECTBIISICTCS YIIOJHOMOYEHHBIM (heiepabHbIM OPTaHOM HCTIOTHUTEIILHON BIIACTH.

Maga 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOW PErMCTPALIMA
NNEKAPCTBEHHbIX NMPEMNAPATOB

CraTtba 13. FlocygapcTBeHHas peructpauuvs nekapcTBeHHbIX npenapaToB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynprantllntoc: mpumeuanue.

JlomyckaeTcsi mpuMEHEHUE B MEIUIIMHCKUX LEIsIX HE 3aperUCTPUPOBAHHBIX B P®D nexkapCTBEHHBIX
MpenaparoB, COACPKAIMX HAPKOTHUECKUE CPEICTBA MIIM TICUXOTPOITHBIC BEIIECTBA, BBE3CHHBIX B PO B
cooTBeTCTBUH C 4. 3.1 cT. 47 nanHoro nokymeHnra (1. 8 c¢r. 3 @3 ot 27.12.2019 N 475-D3).

1. B Poccuiickoit @enepanuu JOMycKaOTCs NMPOU3BOACTBO, U3TOTOBJICHUE, XPaHEHUE, IIEPEeBO3Ka,
BBO3 B Poccuiickyro @enepannro, BeiB03 U3 Poccuiickon ®enepanuu, pekinama, OTIYCK, pealn3anus,
nepefaya, NPUMEHEHHE, YHMUYTOXKEHHE JIEKapCTBEHHBIX IPENapaToB, €CIM OHM 3aperucTPUPOBAHBI
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (heZiepallbHbIM OPTaHOM HUCIIOJTHUTEIBHOM BIACTH.
(uacts 1 B pen. ®enepanpHoro 3akoHa oT 13.07.2015 N 241-D3)

2. 'ocynapcTBEHHON pErucTpaluy MOJIexkKaT:

1) Bce IekapcTBEHHBbIC Nperaparhl, BIEpPBbIC MOJIeXallue BBOAY B oOpaieHue B Poccuiickoit
Oenepanuu;

2) InekapCTBEHHBbIC Ipenaparbl, 3aperuCTPUPOBAHHBIC paHee, HO MPOU3BEACHHBIE B JAPYTUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHH C TEPEUYHEM HAaWMEHOBAaHHWI JIEKapCTBEHHBIX ()OpM, B HOBOM
J03UPOBKE MPH OKA3aTEIbCTBE €€ KIMHNYECKON 3HAYMMOCTH U () (PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPHPOBAHHBIX paHee JEKapCTBEHHBIX MpenapaToB.
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3. FOCYI[apCTBeHHaH perucTtpanus JCKAPpCTBCHHBIX IMPCIapaTOB OCYMICCTBIIACTCA IIO PE3yJibTaTaM
OKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB, a4 TOCYHApPCTBCHHAA PErUCTpalvid op(baHme JICKApPCTBCHHBIX
npenaparoB OCYIICCTBIIACTCA II0 PE3yJibTaTaM SKCIICPTU3bl HOKYMCHTOB, IMPCACTABJICHHBIX JJIA
OIpCaACICHUA BO3MOXHOCTH paCcCMAaTpUBaATh HeKapCTBeHHBIfI npemnapar sl MECAUIHUHCKOI0 IMPUMCHCHUA
IIpHU OCYHICCTBJIICHUHN rocyz(apCTBeHHoﬁ PETUCTPALIUH B KAYCCTBC Op(l)aHHOl"O JICKApCTBCHHOI'O IIpCIiaparta,
" 110 pE3yJibTaTaM SKCIICPTU3BI JICKAPCTBCHHLIX CPCACTB.

4. I'ocynapcTBeHHasl perucTpalys JIeKapCTBEHHOT0 IpernapaTa OCyIeCTBISETCS] COOTBETCTBYIOIUM
VIIOJTHOMOYCHHBIM (pe/IepaATbHBIM OPTraHOM HCIIOJIHUTEIBHONW BJIACTH B CPOK, HE IPEBBIMAIONUN CTa
IeCTUECATH pabouyux JHEW CO JAHS TPHUHITHS COOTBETCTBYIOIIETO 3asBICHHS O TOCYIapCTBEHHOU
pEerucTpanuy JEKapCTBEHHOTO mpernapata. B yka3aHHBIM CPOK BKJIIOYACTCS BpeMsi, HEOOXOAMMOE Jis
MMOBTOPHOT'O TPOBEJCHUS SKCIEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHUM CO CTaThel 25
Hacrosiero denepanbHoro 3akoHa. Cpok TOCyIapCTBEHHOM pPErvuCcTpallvy JIEKApCTBEHHOTO Iperapara
UCYHCIISICTCS CO JHS TPUHATUS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (peiepalibHbIM  OpPraHOM
WCIIOJTHUTEIBHOW  BJIACTM  COOTBETCTBYIOIIETO  3asBJICHUS O TOCYJapCTBEHHOM  perucTpanuu
JIEKapCTBEHHOTO Tperapara ¢ NPUIOKEHHEM HEOOXOAMMBIX JOKYMEHTOB 1O JIeHb BbIIaYu
PETHCTPAIIMOHHOTO YOCTOBEPECHHUS JICKAPCTBEHHOTO Tperapara. BpeMs, HeoOXxouMoe JJisi HallpaBJICHUS
YIIOJTHOMOYEHHBIM  (hefiepadbHbIM OPraHOM HCIIOJIHUTENBHON BIACTH 3ampoca O TNPeICTaBICHUU
HEOOXOIUMBIX MAaTEPHAJIOB ¥ MPEIICTABICHHS 3asIBUTEIIEM OTBETa HA JaHHBIN 3alPOC B COOTBETCTBUU CO
cratbsiMu 16, 19 u 23 Hacrosimero denepanbHOro 3aKOHA, HE YYUTBHIBAETCS MPHU MCUYHUCICHHHM CPOKa
rocyJapCTBEHHOM PErucTpaliy JICKapCTBEHHOTO IIpenapara.

5. T'ocynapcTBEHHOM perucTpanuu He IOJIeKAT:

1) nexapcTBeHHbIE IpenapaThl, M3rOTOBJICHHBIE AaNTEYHbIMU OPTraHU3ALMSIMH, BETEPUHAPHBIMU
anTEeYHbIMH OpPraHU3ALUAMH, UHIUBUAYAJIbHBIMU MPEIIPUHUMATEISIMU, KOTOPbIE UMEIOT JIMIIEH3UI0 Ha
(apMaIeBTHYECKYIO0 JesITeIbHOCTh, IO pEleNnTaM Ha JIEKAapCTBEHHBIE NpenapaTsl U TpeOOBaHHUAM
MEIULIMHCKUX OpraHU3al1ii, BeTepUHAPHBIX OpraHU3aLui;

2) nexkapcTBEHHBIE IpenapaThl, IPUOOpPETEHHbIE (PU3NYECKUMU JIMLAMU 3a npezaenamu Poccuiickoit
denepanuy U NpeAHa3HaYCHHbIE JIs1 JINYHOTO UCIIOJIb30BaHUS;

3) nekapcTBeHHBIEC TIpenaparsbl, BBoO3uMbie B Poccuiickyro denepaiiuio st OKa3aHus MEAUITUHCKON
MOMOIIM IO KU3HEHHBIM IMOKAa3aHUSAM KOHKPETHOI'O NMAlMEHTa Ha OCHOBAHWUU PA3PEIICHHS, BBIIJAHHOTO
YIOJIHOMOYEHHBIM (peiepaabHbIM OPraHOM MCTIOJHUTEIHHOM BIIACTH,

4) JICKapCTBCHHLIC CpCACTBA, BBO3UMBLIC B Poccnﬁcxy}o d)eﬂepaumo Ha OCHOBAaHHMH BBIJJAHHOI'O
YIIOJHOMOYCHHBIM qoez[epaanHM OopraHom HCIIOJIHUTEIILHON BIACTH paspCiCcHud U MpCAHA3HAYCHHBIC
A1 IPOBCACHUA KIIMHUYCCKHX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHLIX IIPCIIApaTOB H (I/IJ'II/I) IMPOBCACHUS
OKCIICPTU3BI JICKApPCTBCHHBIX CpCaACTB JUIA OCYIICCTBJIICHUA FOCyI[apCTBeHHOfI perucTpann
JICKaAPCTBCHHLIX IIPCIIaApaTOB,

5) dbapmarieBTHUECKHE CYOCTaHIIHH,

6) pa,I[I/IO(bapMaHCBTI/IquKI/Ie JICKaApCTBCHHLIC IIPCIIapaTbl, H3rOTOBJICHHBLIC HCIIOCPCACTBCHHO B
MCIUIHUHCKUX OpraHu3alnuAax B HOPAAKC, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM q)eﬂepaanmM OopranomMm
HWCHOJHUTEIBbHOMN BJIaCTH,
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7) nekapCTBEHHBIE MpenapaThl, IPOU3BOIUMBIE AJIs HKCIIOPTA.
6. He nomyckaercs rocy1apcTBEHHasi perucTparusi:

1) JICKApCTBCHHBIX IIPCIIApATOB, OTIWYAKOINUXCA Apyr OT JApyra Ka4€CTBECHHBIM COCTABOM
[[GflCTByIOIIIHX BCIICCTB, ITOA OAVMHAKOBBIM TOPTOBBIM HAMMCHOBAHHUEM

2) OIHOTrO JIEKapCTBEHHOI'O Iperapara, MPeACTaBICHHOTO Ha TOCYAapCTBEHHYIO PErHCTPALUI0 B
OTHONIICHWH OJHOTO M TOTO K€ JIepKaTesl WU BIIAJENbIa PETUCTPANUOHHOTO YIOCTOBEPEHUS
JICKQpCTBEHHOTO TIpernapara B BHJE JBYX M 0o0jee JICKaApCTBEHHBIX IMPENapaToB IO pa3IMYHBIMU
TOPrOBHIMH HAMMEHOBAHUSIMH.

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

7. Tlo 3ampocy (B 2JIEKTpOHHOW (opMe WM Ha OyMaKHOM HOCHTEJNE) CyOBeKTa OOpameHHs
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (peepaqbHbIM  OpraHoM
WCIIOJTHUTEIBHOW  BJIACTH, OCYIIECTBIISIIONIUM TOCYJApCTBEHHYIO PETHCTPALUI0  JIEKAPCTBEHHBIX
MpernapaToB, B YCTAHOBJICHHOM MM TOPSIKE OCYLIECTBISIETCS HAYYHOE KOHCYJIBTUPOBAHHE IO BOIIPOCAM,
CBA3aHHBIM C  TIPOBEACHUEM  JOKIMHUYECKUX  HUCCJICIOBAHMM, KIMHUYECKUX  HCCICIOBAHMMI
JIEKapCTBEHHBIX IPENapaTroB, OSKCHEPTU3bl KayecTBa JIGKAPCTBEHHBIX CPEIACTB, 3(PGEKTUBHOCTH H
0€30MacHOCTH, C OCYIICCTBICHHEM TOCYIapCTBEHHON pPETUCTPAIMH JICKAPCTBEHHBIX IPENapaToB.
KoHcynpTupOoBaHuE OCYIIECTBISETCS C TMPUBICUYCHUEM (pelepalbHbIX TOCYAapCTBEHHBIX OIOKETHBIX
VUpEXKICHNUH, TOJIBEJOMCTBCHHBIX JaHHOMY (elepalbHOMy OpraHy HWCIOJHUTEIBHON BIACTH W HE
YYaCTBYIOIIMX B OPraHU3allUM IPOBENIEHUS HKCIEPTH3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB B LEJSIX
OCYIIECTBIICHUS HX TOCYHapCTBEHHON pETHMCTpallid B COOTBETCTBMHM CO CTaThel 16 HacTosmiero
denepallbHOTO 3aKOHA, B BHJIE OTBETa B MUCHMEHHOW (OpME YIMOITHOMOUEHHOTO (efepalibHOro opraHa
WCIIOTHUTENIBHOW BJIACTM Ha 3ampoc. Pa3smep B3uMaemoil ¢ 3asBUTENS IUIAThl OMNpEAeNsieTcs B
COOTBETCTBUHM C 3aKOHOAAaTenbCcTBOM Poccuiickoit ®enepauuu 00 opraHU3aluu MPEJOCTABICHUS
TOCYy/IapCTBEHHBIX M  MYHUIUNAIBHBIX  yciuyr. MHpopmamus 00  OCYIIECTBICHHH HAyYHOTO
KOHCYJIBTUPOBaHUS, B TOM YHCJE CTaTbH, 0030pbI, CIpPaBOYHbIE MaTepuanbl U WHas HUHpopmanus o0
OCYIIIECTBIICHUU HAYYHOTO KOHCYJIBTHPOBAHMSI, pa3MenacTcsi Ha O(pHUIIMaTLHOM CaliTe YIIOJTHOMOYEHHOTO
denepanbHOro OpraHa HCHOJHUTENBbHON Biactu B cetd "HMHTepHer" c coOMIOACHHEM OrpaHUYCHHIA,
YCTAHOBJICHHBIX  3aKOHOJATEIHCTBOM O  TEPCOHAIBHBIX  JIAHHBIX, KOMMEpUYecKoh U  (WiIH)
rOCyJ1apCTBEHHOU TalHe.

8. T'ocymapcTBeHHas perucrpanusi JIEKApCTBEHHBIX IPENaparoB, KOTOPbIE IMpEeAHA3HAUYEHBI IS
IIPUMEHEHHUsT B  YCIOBUAX BOCHHBIX JCUCTBMM, YpPE3BbIYANMHBIX CUTyallUH, MNPEAYNPEKICHUS
Ype3BbIUYANHBIX CUTYAIMi, MPOMWIAKTUKA U JIEYeHUsI 3a00JIeBaHUH, MPEICTABISIONINX OMACHOCTH JUIS
OKpY>KaloIIMX, 3a00JIeBaHUM U MMOpPaKEHUH, MOJyYEHHBIX B pe3yJbTaTe BO3JEHCTBUS HEOJaronpusTHHIX
XUMHAYECKHX, OMOJIOTMYECKHX, paJualMOHHBIX (DaKTOpOB, W KOTOpBIE pa3pabOTaHbl B TOM YHCIE IO
3aJaHuI0 (heZiepalibHBIX OPraHOB HCIOJHMUTENBHOM BIAcTH, YHNOJHOMOYEHHBIX B 00JAacCTH OOOPOHBI
CTpaHbl M 0€30IaCHOCTH TOCYAapCTBa, OCYIIECTBISIETCS B IMOpPsAKE, ycTaHOBIEHHOM [IpaBuTenscTBOM
Poccuiickoit deneparumu.

(uactp 8 B pen. @enepanbHoro 3akoHa oT 01.04.2020 N 98-03)

Cratba 14. MpUHUMNDbI 3KCNEepTU3bl NNeKapCTBEHHbIX CpeacTB
(B pen. @enepanbHoro 3akoHa otT 22.12.2014 N 429-D3)

1. 9KCHepTI/IBa JICKAPCTBCHHLIX CPCACTB OCHOBLIBACTCA Ha IPHUHIHUIIAX 3dKOHHOCTH, CO6J'II-OI[€HI/IH
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npaB H CBO6OI[ YCJIOBCKAa MW TIpaXKAaHWHA, IIPpaB KOPUIAHYCCKOIO JIMIad, HC3aBUCHMOCTHU JKCIICPTA,
O6”I)€KTI/IBHOCTI/I, BCECTOPOHHOCTH U IIOJIHOTBL I/ICCJIG[[OBaHI/If/'I, MMPOBOAMMEBIX C HCIIOJIB30BAHUCM
COBPCMCHHBIX ,Z[OCTI/I)KCHI/Iﬁ HAayKH W TCEXHHUKH, OTBCTCTBCHHOCTU (bez[epanLHoro rocyaapCTBE€HHOI'O
6IO[[)K6THOI‘O YUPCKACHUA 110 IMPOBCACHHIO OKCIICPTU3BI JICKAPCTBCHHBLIX CPCACTB M OKCICPTOB 34
MMPOBEACHUC U KAYCCTBO OKCIICPTU3LI.

2. DKcnepTu3a JeKapCTBEHHbIX MIPENapaToB ISl MEIULIMHCKOTO IPUMEHEHUS BKIIIOYAET B ce0sl:

1) OKCIICPTU3Y HAOKYMCHTOB, IMPCACTABIICHHBIX IJIsI OHIPCACICHUA BO3MOKHOCTU pacCCMATpHUBATDH
JIeKapCTBeHHI)If/'I npemnapar A MEAULMUHCKOTO IMPUMCHCHUA IIPU OCYIICCTBICHUHN FOCYI[apCTBeHHOI;'I
perucTpanuru B Ka4C€CTBEC Op(l)aHHOFO JICKApCTBCHHOI'O IIpCIiapara,

2) 9KCIepTU3y MPeIOKEHHBIX METOJJOB KOHTPOJIS KauyecTBa JIKAPCTBEHHOTO CPEACTBA M KayecTBa
IPEJCTAaBICHHBIX O0OpPa3lOB JIEKAPCTBEHHOIO CPEJICTBA C MCIOJIb30BAaHMEM HTHUX METOJIOB (Janee -
IKCIIEPTU3a KaueCcTBA JICKAPCTBEHHOT'O CPEJICTBA);

3) oKcmepTH3y OTHOIICHHUS OXHJIAeMOHW TOJb3bl K BO3MOXXHOMY PHCKY IPHUMCHCHHS
JICKapCTBEHHOTO Iperapara;

4) SKCHepTHU3y PErucTPaAIlOHHOTO J0Che Ha JIGKAPCTBEHHBIM Mpernapar B LENSAX ONpeiesieHus
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MTPENapaToB ISl MEAUIIMHCKOTO IPUMEHEHUSI.
(. 4 BBenen DenepanbHbIM 3aKkOHOM OT 27.12.2019 N 475-D3)

3. DkcrnepTr3a JIEKapCTBEHHBIX IMPENaparoB JUIsi BETEPHUHAPHOTO TMPUMEHEHUS BKIIIOYACT B CeOs
IKCHEPTU3y KauyecTBa JICKAPCTBCHHOTO CPEJICTBA M OSKCIEPTU3Y OTHOIICHUS OXKUIAAEMOW IOJB3bI K
BO3MOXHOMY PUCKY IPUMEHEHUS JICKAPCTBEHHOTO Mpernapara.

Ctatba 15. ®depepanbHoe rocyfapcTBeHHoe OGloaXeTHoe YyupexaeHue no
npoBeAeHUI0 IKCNepTU3bl NleKapCTBEHHbIX CPeACcTB

DKcrepTusa JeKapCTBEHHBIX CPEICTB MPOBOAUTCS (eAepalbHbIM TOCYJapPCTBEHHBIM OOJKETHBIM
YUPEKACHUEM COOTBETCTBYIOMIETO YIIOJHOMOYEHHOTO (helepaJbHOr0 OpraHa MCIOJHHUTEIBHON BIACTH,
CO3/IaHHBIM JJi1 OOecreyeHHs] UCIOJHEHHS MOJHOMOYMM 3TOro (eaepaabHOr0 OpraHa IO BblIade
paspellieHuii Ha NpPOBEJCHHE KIMHUYECKUX MCCIEAOBaHUN JIEKAPCTBEHHBIX IpenapaToB U (MiIu) IO
roCy/1IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHBIX IIPENapaToB (Jajee - IKCIEPTHOE YUPEKACHUE).

Cratbs 16. OpraHusaumsa npoBeAeHUA 3KCNEePTU3bI NIeKapCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkxcnepTusa JEKapCTBEHHBIX CpPEJICTB IPOBOAUTCS KOMHUCCHUEH JKCHEPTOB IKCHEPTHOIO
YUPEXKIEHUS, HA3HAYCHHOM €ro pyKOBOJUTENIEM, Ha OCHOBAaHMM 3aJaHMsl Ha IIPOBEICHHUE DKCIEPTU3BI
JIEKQpCTBEHHOTO CPEJICTBA, BBIIAHHOTO YIMOJHOMOUYEHHBIM (eepalbHbBIM OpPraHOM HCIOJHUTEIHHON
BJacTU. PYKOBOIUTENb 3KCHEPTHOIO YUPEXKACHUs 00eCIeunBaeT HaJylexkallee MpoBeIeHHE SKCIEPTU3bI
JICKQpCTBEHHBIX CPEJCTB B COOTBETCTBMHU C 3aJaHHWEM, BBIJAHHBIM YIIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJIHUTEIBHON BJIACTH, U OPTaHU3YET MOATOTOBKY CBOJHOIO 3aKIIOYECHMs ITONW KOMHCCHH. B
COCTaB 3TON KOMHUCCHUU [0 PELICHUIO PYKOBOJIUTEINS AKCIIEPTHOTO YUPEXKIEHUS MOTYT OBbITh BKJIIOUEHBI B
KayecTBE 3KCIIEPTOB JiMla, HE padoTarole B JAHHOM HKCIEPTHOM YUPEKJICHHUH, €CIM UX CHelHalbHbIe
3HaHWA HEOOXOJMMBI JJIs IPOBEIEHUS SKCIEPTH3bl M TAaKUE OJKCHEPThl OTCYTCTBYIOT B JIAHHOM
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9KCIICPTHOM YUPCIKACHUU.

2. DKCHEepToM MO IPOBEJACHUIO 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJCTB SIBJSETCS aTTECTOBAaHHBIN
pabOTHUK 53KCIIEPTHOTO YUYPEXKAEHUs, KOTOPbI HMeeT BbICIIEE MEAMLMHCKOE, (papMaleBTHYECKOoe,
OMOJIOTHYECKOe, BETEPUHAPHOE WM XMMUYECKOe 00pa30BaHKME W MPOBOAMT HKCHEPTHU3Y JEKAPCTBEHHBIX
CPEZACTB B IOPSI/IKE UCIIOJIHEHUS CBOUX JIOJDKHOCTHBIX 00s13aHHOCTEH (J1asiee - HKCIepT).

3. HpI/I MMPOBCACHUUN OKCICPTHU3bI JICKAPCTBCHHBLIX CPCACTB IKCICPT HEC MOKCT HAXOIHUTLHCA B
KaKoHi-1100 3aBUCHUMOCTH OT JiMla, HAa3HA4YUBLICTO 3Ty OSKCIICPTU3Y, pa3pa60TqI/H<a JICKAPCTBCHHOI'O
CpCACTBA UJIM APYTUX 3AaMHTCPECCOBAHHBIX B PE3YyJIbTaTaX SKCIICPTU3bI JIUII.

4. Tlpm mnpoBenEeHHHM ODKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB HE JIOIyCKaeTcsi UCTpeOOBaTh y
3agBUTENST JTUO0 WHBIX JIiL MaTtepualbl, H€O6XOZ[I/IMBI€ AJi1 MPOBCACHUA OKCIICPTUSEI. B cjydac
HEJIOCTAaTOYHOCTH IPECTABICHHBIX AKCIEPTy MaTepHajoB Ui Aa4d 3aKJIIOYEHHUsS SKCIEPT CTaBHUT
BOIIPOC O MPEACTaBICHUHM €My HEOOXOJUMBIX MAaTEpPHAIOB IEpel] PYKOBOAUTENIEM JKCIIEPTHOTIO
YUIpEXICHHUs, KOTOPBI 00paniaeTcs ¢ COOTBETCTBYIOIIMM 3allPOCOM B YIIOJTHOMOYCHHBIH (heepanbHbIN
opran HWCIIOJHUTEIBHOMN BJIaCTH, BI)IZ[aBIHI/If/'I 3aaHueC Ha MHNPOBCACHUC ODKCIICPTU3LI JICKAPCTBCHHOIO
cpencTBa. YKa3aHHBIN (perepaibHbIi OpraH MCHOJTHUTEIBHOW BIACTH B TCYCHHUE IATH PabOYMX THEU CO
THS TOCTYIUJICHUS 3alIpOoca PYKOBOJHUTENS KCIEPTHOTO YUPEKICHUS HAIPABIISET 3asBUTENIO 3alPOC O
NPEeICTaBICHUN HEOOXOAMMBIX MaTepHasoB. J[aHHBII 3ampoc MOXKET OBITh MepeiaH YHOTHOMOYEHHOMY
MPEACTABUTCIIIO 3aABUTCIIA JIMYHO IO paClIMCKYy, HAIIPABJICH IO MMOYTEC 3aKa3HbIM IMUCbMOM WJIH MEPCAaH
B 2JIGKTPOHHOH (pOpMe MO TEICKOMMYHHKAIIMOHHBIM KaHallaM CBsI3M. B ciyuae HampaBlieHHs JaHHOTO
3arpoca 1Mo Mmo4Te 3aKa3sHbIM INMCbMOM OH CUHHUTACTCA MOJYYCHHBIM IO MCTCUYHCHHU HICCTU I[Heﬁ C AaThl
HAalpaBJICHUs 3aKa3HOTO MTUCHMa.

(uactp 4 B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTens 00s3aH MPEICTAaBUTh OTBET Ha 3aMpoC YMOJIHOMOYEHHOTO (helepaibHOro opraHa
WCIIOJIHUTEIIGHON BJIACTH B CPOK, HE MPEBBIMIAIONINKI JEBIHOCTA PabOYMX JHEH CO JHS €ro MOJyYCHUS.
YnonHoMOYeHHBIN (enepalbHbIil OpraH HCIOJHUTENBHON BIIACTH, BBIAABIIWN 3aJjaHHE HA MPOBEACHUE
AKCIIEPTHU3bI JICKAPCTBEHHOT'O CPEJICTBA, B TEUCHHE IATH pPaboYMx JHEH CO JHS MOCTYIUICHHS OT
3asBUTENISI OTBETA HA JAHHBIM 3allpOC HAIPABISIET TAKOM OTBET B DKCIEPTHOE yUpexIcHHe. B cimydae
HENPEJICTABICHHUS TI0 WCTCYCHUH JCBIHOCTA pabO4YMX JHEW 3asiBUTEIEM OTBETAa HA JIAaHHBIM 3aIpoc
YIIOJIHOMOYCHHBIN (eiepabHbIii OpraH MCIOJHUTEIBHON BIIACTH, BBIJABIIWHN 3a/JlaHUEC HA TPOBEICHHC
AKCIIEPTHU3bI JICKAPCTBEHHOTO CPEJICTBA, B TCUYCHHE IMATH pabdOYMX JHEH HAIpPAaBISECT B JKCIEPTHOE
YUPEKJICHUE YBEIOMJICHHE O HEMPE/ICTABICHUU 3asBUTEIIEM OTBETAa HAa 3allpOC YKAa3aHHOTO OpraHa.
Bpemsi co mHS HampaBieHHs 3ampoca IKCHEPTHOTO YYPESKICHHS B YIIOJTHOMOYCHHBIN (eaepaTbHbBIN
OpraH HCIIOJHHUTEIBHON BJIACTH 10 JHS TOJYYEHHUsS SKCIEPTHBIM YYPESKICHHEM OTBETa Ha 3alpoc WIIH
YBEJAOMJICHUS O HENPEJCTABICHUA OTBETAa Ha 3alpoC HE YYHUTHIBACTCS TPH HCYHCICHHH CpPOKa
MIPOBEJICHUS SKCIIEPTU3HI JICKAPCTBEHHOTO CPE/ICTBA.

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

4.2. Ecnu B cocTaBe perucTpallMOHHOrO JO0ChE Ha JIEKAPCTBEHHBIN Npemnapar i MEIULMHCKOIo
IIPUMEHEHUS COJAEPXKMUTCA IpeaycMoTpeHHass crarbei 18, wactbto 1.1 crarbu 30 wu crateeil 34
Hacrosimero @enepanbHOrO 3aKkOHAa KOMMS PELICHHMsS YIOJIHOMOYEHHOro (enepasbHOro opraHa
WCIIOJIHUTEJIBHOM BJIACTU O IPOBEIECHUU WHCIEKTUPOBAHUS IPOU3BOJAUTENS JEKAPCTBEHHBIX CPENCTB,
JKCHEepPTy A0 OGOpMIIEHUS Pe3yIbTaTOB 3KCHEPTU3bl JIEKAPCTBEHHOIO CPEJACTBA HPENOCTABIISETCS B
MOpSAJIKE U Ha YCJIOBHSX, KOTOpbIE INpeaycMoTpeHbl dacTsmMu 4 u 4.3 Hacrosuled crartbu, KOIUS
3aKJIIOYEHHUST O COOTBETCTBUM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBAaHUAM IPaBUII
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HaJJIeXxalled MPOU3BOJICTBEHHON NPAKTUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM
WCIOJIHUTEIbHOM BIACTH.
(uacts 4.2 BBeneHa @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

4.3. 3asgBuTens 0053aH NMPEACTABUTh B YIMOJHOMOUYCHHBIN (penepaabHbIii OpraH HCIOJHUTEITbHON
BJIACTU KOMNMIO 3aKJIIOUEHHUs] O COOTBETCTBUM IMPOMU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBaHUIM
MpaBUJl HAJISKAIICH TNPOU3BOACTBEHHOW TPAKTHKH B CPOK, HE MPEBBHIMIAIOIIANA CTa BOCBMHIECITH
pabouux AHEH cO JHS IOJIydYeHHUs 3arnpoca O €€ MPEeAOCTABICHUM. YTIOJIHOMOYEHHBIN (eaepanbHblii
OpraH WCIIOJIHUTENIFHOW BJIACTH, BBIAABIINI 3a/JlaHUE HAa MPOBEACHUE DKCIEPTHU3BI JIEKAPCTBEHHOTO
CpeAcTBa, B TEUEHME MATH pabouyux JHEH CO JIHA MOCTYIUICHHs OT 3asBUTES KOMHMU 3aKIIOUEHUs O
COOTBETCTBHHM  TPOM3BOJMUTENS.  JIGKAPCTBEHHBIX CPEACTB TPEOOBaHMSM MPaBWJI  HaJIEKaIIeH
IIPOU3BOJICTBEHHON MPAKTUKM, HAIPABISET €€ B KCIEPTHOE yupexJeHue. B ciydae HempencTaBieHUs
3asBHUTEJIEM B YKa3aHHBIM CPOK KOIMHUH 3aKJIIOYEHHS O COOTBETCTBUU IPOU3BOAMTEINS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHUSAM IMpPaBUI HaJJIeKalled NPOU3BOJCTBEHHON MPAKTUKH  YIOJHOMOYEHHBIN
(denepanbHBIi OpraH HWCHOJHHUTEIBHON BIIACTH, BBIAABIIMI 3aJaHWE HA MPOBEACHUE JKCIEPTH3BI
JIEKapCTBEHHOI'O CPEICTBA, B TEYEHHE IATU PabOUYMX JHEHW HaIpaBisieT B HKCIEPTHOE YUpEkKAECHUE
YBEIOMJICHHE O HEMPEACTABICHUU 3asBUTEIIEM KOMHH 3aKJIIOUEHHS O COOTBETCTBUU IPOH3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPeOOBAHUAM MPABUJI HAAJIEKAIIEeH MPOU3BOJICTBEHHOHN NpakTHKH. Bpems co
IHSI HampaBJICHUS 3arpoca SKCHEPTHOTO YUPESKICHHS B YIIOJIHOMOYCHHBIH (QenepaiabHbIii OpraH
UCIIOJHUTEJIBHOM BJIACTH 10 JAHS TOJYYEHHUS OHKCHEPTHBIM YUPEKACHUEM KOMHMM 3aKIIOUeHHUs O
COOTBETCTBHHM  TPOM3BOJMUTENSI  JIGKAPCTBEHHBIX CPEACTB TPEOOBaHMSM TMPaBWJI  HAJIEKaIIeH
IPOU3BOJICTBEHHON MpPAaKTUKM WM YBEJOMJIEHHS O €€ HENpPEJCTaBICHUM HE YUYUTBIBACTCS IpU
WCYMCIICHUH CPOKA MIPOBEICHUS IKCIIEPTU3HI JICKAPCTBEHHOTO CPE/ICTBA.

(uacts 4.3 BBeena @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

5. DOkcnepT Opu NPOBEACHUM IOPYYEHHOM €My pPYKOBOAMUTEIEM SKCIEPTHOIO YUPEKACHUS
HKCIEPTHU3bI JIEKAPCTBEHHOT'O CPECTBA 00s3aH:

1) mpoBecTH TIOJIHOE WCCIEIOBAHUE TIPEACTABICHHBIX €My OOBEKTOB, MaTepHAlIOB, [aTh
00OCHOBaHHOE ¥ OOBEKTMBHOE 3aKIIOYEHHE 110 IIOCTaBJICHHBIM TIEpe] HUM BOIpOCaM WU
MOTUBHPOBAHHOC 3aKJIIOYCHUC O HCBO3MOKHOCTH IMPOBCACHNA UM SKCIICPTU3BI JICKAPCTBCHHOT'O CPCACTBA,
€CIM TIOCTaBJICHHBIE BOIMPOCHI BBIXOJAT 3a NpEAeNbl CIEUUATbHBIX 3HAHUH OJKCIepTa, OOBEKTHI
I/ICCJIGZ[OBaHI/If/'I U MaTcpualibl HCHIPUIOAHbI HJIM HCAOCTATOYHBI AJIA IMPOBCACHUA I/ICCJIGZ[OBaHI/If/'I n gadu
3aKJIFOUCHHS JIMOO COBPEMEHHBIH ypOBEHb PAa3BUTHS HAYKH HE TO3BOJISICT OTBETUTH HA ITOCTABIICHHBIC
BOTIPOCHI;

2) HC pasrjamarb CBECACHUSA, KOTOPbIC CTAJIM €MY HM3BCCTHBI B CBA3U C MPOBCACHUCM ISKCIICPTHU3BI
JICKAPCTBCHHOI'O CPEACTBA, a TAKKC CBCACHHA, COCTABIIAIOIINEC IOCYAAapCTBCHHYIO, KOMMCPUYCCKYIO WA
HHYI0 OXpaHsACMYI0 3aKOHOM TaﬁHy;

3) obecreunTh COXPaHHOCTh MPEICTABICHHBIX OOBEKTOB UCCIIECIOBAaHUN U MAaTEPHUAIIOB.
6. DKcrepT He BIIpaBe:

1) mpoBOAUTH SKCHEPTHU3Y JIEKAPCTBEHHOI'O CPEACTBA IO OOpAIICHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3aiuii win GU3NIecKux JIui;

2) caMOCTOSITENIbHO COOMpPaTh MaTepUabl AJis IPOBEICHUS KCIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA;
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3) IMPOBOAUTD IKCICPTUIY JICKAPCTBCHHOI'O CPEACTBA B KAUCCTBC HETOCYAAPCTBECHHOI'O 3KCIICPTA.

7. B ciyuae HEOOXOAMMOCTM OJKCIEPT BIPABE XOJATAWCTBOBATH IEpel PYKOBOJUTEIEM
HKCHEPTHOIO YUPEXKIEHUS O IPUBJICUECHUH K MPOBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA JPYTUX
9KCIIEPTOB.

8. Ka)I(,I[LIﬁ OKCIICPT, BXOJSIIMHA B COCTaB KOMHCCHUH OKCIICPTOB, KOTOpOI71 IMNOpY4YCHO IMPOBCACHUC
OKCHCPTHU3BI JICKAPCTBCHHOI'0 CpCACTBA, HE3aBUCHMO H CaMOCTOATCIBHO IIPOBOAMT HCCICOOBAaHMA,
OLCHUBACT PE3YyJIbTAThl, IMOJNYYCHHBIC UM JIMYHO U JAPYIrUMH ISKCICpTaMH, U (bOpMyHpreT BBIBOJbI
OTHOCHUTCIIbHO TOCTABJICHHBIX BOIIPOCOB B IMPEACTIaX CBOUX CIICHHUAJIbHBIX 3HAHHH.

9. PeBy.TILTaTLI OKCIICPTHU3bI JICKAPCTBCHHOI'O CpCACTBA O(bOpMHHIOTCH 3aKJIFOYCHHUECM KOMHUCCHHU
OKCIICPTOB. B 3akmroueHMM KOMHCCHH 9KCIICPTOB YKA3bIBAIOTCA IICPCUCHDb HCCHGI{OBaHHﬁ, 00BeM
MMPOBCACHHBIX Ka’XXIbIM 3KCIICPTOM HCCHGI[OB&HHFI, YCTAHOBJICHHBIC KAXKIbIM U3 HUX (baKTLI Hu COCIaHHBIC
B pC3yJIbTaTe I/ICCJIGI[OBaHI/If/'I BBIBO/JbI. 3KCH€pT, MHCHUEC KOTOPOr'o HC COBINAAACT C pCIICHUEM KOMUCCUU
OKCIICPTOB, BIIPABC BbIPAa3UTh CBOC MHCHHC B MMMChbMEHHOM (bopMe, KOTOpOC an/I06maeTc51 K 3aK/JIIOYCHHUIO
KOMHCCHUH OKCIICPTOB.

10. DkcmepThl, BXOASIIME B COCTaB KOMHCCHUH, MPEAYNPEKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon denepauuu 3a Jady 3aKIIOYCHHS, COAECPKAIIETO
He00OCHOBaHHbIE WU (aIbCU(PUIIMPOBAHHBIE BBIBOBI, O YEM OHU JIAIOT MOAIHUCKY.

11. Onpenenenue ypoBHS MPOPECCHOHATHHON MOATOTOBKH IKCIEPTOB M ATTECTAIMS MX HA MPABO
MPOBEJICHUST AKCIEPTU3bI JICKAPCTBEHHBIX CPEICTB OCYIIECTBIISIOTCS JKCIEPTHO-KBATU(DUKAITIOHHBIMHU
KOMHUCCHUSIMHU B TTOPSIJIKE, YCTAHOBIIEHHOM COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (DeiepaTbHbIM OPraHOM
WCIIOJIHUTENBHON BIACTH. YPOBEHb MPO(ecCHOHANBbHON MOJATOTOBKU SKCIEPTOB MOJJICKUT MEPECMOTPY
YKa3aHHBIMU KOMHCCHSIMH HE PEXKe YeM OJIUH Pa3 B IISITh JIET.

12. IlpaBwia MpOBEACHUS SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB U OCOOEHHOCTHU SKCIEPTU3bI
OTIENbHBIX BHJIOB JIEKAPCTBEHHBIX IpenaparoB (pedepeHTHBIX JIEKapCTBEHHBIX IPENaparos,
BOCIIPOU3BEJICHHBIX JIEKAPCTBEHHBIX IpErnapaTtoB, OMOJIOIMYECKMX JIEKAPCTBEHHBIX IPENaparos,
O0noaHaIoroBhIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MpernapaTtoB (OMOAHAIOTOB), TOMEONATHYECKHX
JIEKapCTBEHHBIX MPENapaToB, JEKApCTBEHHBIX PACTUTENBHBIX MPENapaToB, KOMOMHALMHN JIEKAPCTBEHHBIX
IpernapaToB), (QOpPMbI 3aKIIOUYEHUH KOMHCCHM JKCIIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOILUM
YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCIIOJIHUTENbHON BIIACTH.

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

Cratba 17. Nopaya n paccmoTpeHue 3asiBNeHUs 0 rocyAapCTBEHHOU perncrpauuvm
neKapcTBeHHOro npenaparta AnA BeTepMHapHoOro npumMeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jng rocynapCTBEHHOW pPETUCTpallMy JIEKQpCTBEHHOrO Ipenapara i BETEPUHAPHOTO
IPUMEHEHHs pPa3pabdOTYMK TaKOro JIEKapCTBEHHOIO Ipenapata WM YIOJIHOMOYEHHOE WM JApYyroe
IOpUAMYECKOE JIMLO (Jlajiee B HACTOSIIEW CTaThbe - 3asBUTENb) IPEACTABISET B YIOJIHOMOUYEHHBIN
GbenepanbHbIl OpraH MCIOJHUTEIbHON BJIACTH, OCYLIECTBISIOUIMM TOCYIapCTBEHHYIO PErHCTPaLUIo
JIEKapCTBEHHBIX MPETapaToB JJsl BETEPHHAPHOTO IPUMEHEHHUs, B JIEKTPOHHOH (hopMe M Ha OyMa)KHOM
HOCUTEJIE 3asBJICHUE O I'OCYJapCTBEHHOM PErMCTPALMU JIEKAPCTBEHHOI'O IIpernapara Il BETEPUHAPHOIO
IIPUMEHEHHUS, a TAK)KE B MOPSAKE, YyCTAHOBIEHHOM COOTBETCTBYIOLIMM YIIOJIHOMOUYEHHBIM (heZiepaibHbIM
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OpPraHOM HCIIOJHHUTEIbHOM BJIACTH, B JIEKTPOHHOU (hopMe miM Ha OyMa)XHOM HOCUTENle HE0O0XOAUMBbIe
JOKYMEHTBI, U3 KOTOpPbIX (OPMUPYETCS PETUCTPALIMOHHOE JOChE Ha JIEKAPCTBEHHBIM Mpenapar s
BETEPUHAPHOTO IIPUMECHEHUS.

2. B 3asBiieHHNH O TOCYJIapCTBEHHON PErvMCTpalluy JIEKAPCTBEHHOTO IIpernapaTa Jijisl BETEpUHAPHOIO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HauMeHOBaHUE U aJipec 3asiBUTENS, pa3paboTunKa U MPOU3BOAUTENS JIEKAPCTBEHHOIO Mpenapara
IUIl BETEPUHAPHOIO INPUMEHEHUS M aJpec MeCTa OCYILECTBJIEHUS IPOU3BOJACTBA JIEKAPCTBEHHOTO
npenapaTta Jjsi BETEpUHApPHOIO IMPUMEHEHMs (B ClIy4yae HaJW4Msl HECKOJbKHUX YYaCTHHMKOB Ipoliecca
IIPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaXXJ0T0 U3 HUX);

2) HauMEHOBaHHUE JIEKAPCTBEHHOTO Tpenapara JJig BETEPUHAPHOTO MPUMEHEHUsT (MEXIyHapOIHOE
HEMaTeHTOBAHHOE, WK IPYIIUPOBOYHOE, U XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

3) MEpCUYCHb Z[GflCTByIOIlIHX N BCIIOMOTraTCJIbHBIX BCIICCTB, BXOAANIUMX B COCTAaB JICKAPCTBCHHOTI'O
npenapara JJjisd BETCPUHAPHOTI'O IPUMCEHCHUS, C YKa3aHUEM KOJIMYCCTBA KAXKJA0I'0 U3 HUX;

4) nekapcTBeHHas (opma, TO03UPOBKA, CIIOCOOBI BBEICHUS W MPHUMECHECHHS, CPOK TOJHOCTH
JICKApCTBEHHOTO Mpernapara Jjisi BETePUHAPHOTO IIPUMCHEHUS;

5) papmakoTepaneBTHUECKAsl FPyIIa;

6) HEOOXOIUMOCTh MPUMEHEHHSI YCKOPEHHOM MPOIEAYphl SKCIEPTU3bI JEKAPCTBEHHBIX CPEJCTB B
LETISIX TOCYIapCTBEHHON PErUCTpaIliU JIEKapCTBEHHOTO MIpenapara;

7) KOIIMKU JOKYMCHTOB, HOATBCPIKAAOIHNX YILIATY FOCYHapCTBeHHOﬁ INONIJIMHBI:

a) 3a IPOBEJCHHUE 3KCIEPTU3bl KayecTBa JIEKAPCTBEHHOTO CPEACTBA M 3KCHEPTU3bl OTHOIIEHUS
OKUJAEMOH IOJIb3bl K BO3MOXXHOMY PUCKY IIPUMEHEHHS JIEKAPCTBEHHOTO Ipenapara Jjisi BETEpUHAPHOTO
IIPUMEHEHHUS IIPU €r0 roCYAapCTBEHHON PEruCTpaluy;

6) 3a BbIAady PEruCTpalluOHHOIO YAOCTOBCPCHUA JICKAPCTBCHHOT'O IIPCIIapara,

8) HamMumWe coryiacusi, MPEeIyCMOTPEHHOIO YacThi0 7 HACTOALICW CTAaThU, €CIM C MOMEHTa
peructpanyu pedepeHTHOro JEKapCTBEHHOTO Iperapara Ui BETEPHHAPHOTO MPUMEHEHUS IPOILIO
MEHEe YeM IIECTh JIET.

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

3. PeructpanimoHHOE J0ChE B LENAX 3KCIEPTH3bI JEKAPCTBEHHOTO IIpenapaTa JUlsl BETEpPUHAPHOTO
NpUMeHEHHs (GOPMUPYETCS U3 CIEAYIOIUX JOKYMEHTOB U CBEJICHUI:
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBemeHus 0 naTe MPENOCTABICHUS M PETMCTPAlMOHHOM HOMEpE JIMLEH3MH Ha IPOU3BOJICTBO
JICKApCTBEHHBIX CPEJACTB, TMPEIOCTABICHHON MMPOU3BOAUTENI0 PETHCTPHUPYEMOTO JIEKAPCTBEHHOTO
npenapara Juisi BETEpHHAPHOTO IPUMEHEHHS, VI POCCUICKHUX MTPOU3BOAMUTEICH;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) CBCACHHUA O JAaTC MPCAOCTABJICHUSA H PCTUCTPALIMOHHOM HOMCPE JIMLCH3WH Ha IMPOU3BOJACTBO
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JICKapCTBEHHBIX CPEJACTB, MPEJOCTABICHHOW MPOM3BOAMTENIO (hapMaleBTHUECKONH CyOCTaHIUH,
BXO/ISIIIIEH B COCTaB PErUCTPUPYEMOTO JIEKAPCTBEHHOTO TpernapaTa Uil BETEpUHAPHOTO MPUMEHEHUS, JIIS
POCCHHCKHUX MPOU3BOIUTENICH;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1) komusl JTOKYMEHTA, BBIJIAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOIAMTENS IS
KOKIOW  TMPOW3BOJCTBEHHOW  IUIOMIAIKK  PETHCTPUPYEMOro  JIGKAPCTBEHHOTO  Tperapara s
BETCPUHAPHOTO MPHUMEHEHHS W TOATBEPXKIAIOIIEIO COOTBETCTBHE IPOU3BOJIUTENS JIEKAPCTBEHHOTO
npernapaTa TpeOOBaHMIM TIPABHII HAJICXKAIIEH MPOU3BOICTBEHHON MPAKTUKH, M €T0 TIEPEBO Ha PYCCKUN
SI3bIK, 3aBEPCHHBIC B YCTAHOBICHHOM TIOPSJIKE, a TAaKKe KOMHUS 3aKJIFYEHUS] O COOTBETCTBUHU
MIPOM3BOJUTEIIS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHHUSIM TPABWII HAUICKANICH IPOU3BOICTBCHHOU
MPAKTUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (ellepaibHbIM OPraHOM HCIOJHHUTEIBHOMN BIACTH LIS KaXIOH
MIPOM3BOJICTBEHHOW TUIOMIAJKA PETUCTPUPYEMOTO JICKAPCTBEHHOTO TMpernapara Jjisi BETEPUHAPHOTO
NPUMEHEHHS, JIMOO KOIUS PEIICHUS O MPOBEACHUU HHCIIEKTUPOBAHHS TPOU3BOIUTENS JICKAPCTBEHHBIX
CPEICTB, MPUHATOTO YIOJHOMOYCHHBIM (eAepaTbHBIM OPraHOM HMCIIOJHUTEIHLHOW BIACTH JUIS Ka)IOH
MIPOU3BOJICTBEHHON IUIOIIAJAKH PETHCTPUPYEMOro JIEKAPCTBEHHOrO Tpernapara Jjis BETCPUHAPHOTO
MPUMCHCHHS. YKa3aHHBIC JJOKYMEHTHI MPEACTABISIOTCS B CIydae, €ClId IMPOU3BOJCTBO JIEKAPCTBEHHOTO
npernapara ocyliecTBiseTcs 3a npeaenamu Poccuiickoit @enepanuu;

(m. 2.1 BBegen ®enepanbubiM 3akoHOM 0T 04.06.2018 N 140-D3)

2.2) xomusi JOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl [POU3BOIUTEIS
(dapmareBTHIECKON cyOcTaHuuu " MOATBEPIKIAOIIETO COOTBETCTBHE MIPOU3BOIUTEIIS
(bapmaiieBTHUECKOI CyOCTaHIIMH, BXOAIICH B COCTaB PETUCTPUPYEMOTo JIEKAPCTBEHHOTO Mpernapara Jjis
BETEPUHAPHOTO MPUMCHECHHS, TPSOOBAHUSIM TPABIII HAJICKAIIEH MPOU3BOJICTBEHHOUN MPAKTUKU, H €0
MEepPeBOJ] Ha PYCCKHUIl SI3bIK, 3aBEPEHHbIC B YCTAHOBIEHHOM IMOpSIKE, B Cilydae, €CIH MPOU3BOJICTBO
(dhapmareBTHUECKON CyOCTaHIIMM OCYIIECTBIISICTCS 3a ipeaenamMu Poccuiickoit @enepanumy;

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

3) DOpoeKT HOPMAaTUBHOIO JOKyMEHTa Ha JIEKapCTBEHHBIM IpermapaTr s BETEPUHAPHOTO
[IPUMEHEHHS,

4) MOKYMEHT, COJICpXaIlWid CIEeIyIIIyl0 HH(DOpPMANUI0 O (apManeBTUICCKOW CyOCTaHIIUU WU
(bapMarieBTHYECKUX CyOCTaHIIUAX, BXOSIINX B COCTAB JIEKAPCTBEHHOIO IMperapara JJisi BETCPUHAPHOTO
MMPUMCHCHUA:

a) HauMeHoBaHUE (papmarieBTHUECKOW cyOCTaHLMU, €€ CTPyKTypa, oOmue cBoiicTBa (mpu
rOCy/IapCTBEHHOW  PETUCTpPAlM  MMMYHOOHOJIOTMYECKUX  JIGKAPCTBEHHBIX  MPEMapaTroB IS
BETCPUHAPHOTO IMPUMEHEHUs TPEJACTABISIOTCS CBEACHHUS O INTaMME, BKIIIOYash €ro HaWuMEHOBaHUE,
WH(OPMAIIHIO O TIPOUCXOXKICHUH, €T0 CBOMCTBAX, XapaKTEPUCTHKAX U MECTE JCTIOHUPOBAHHS);

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHs MPOM3BOACTBA C ONMMUCAHUEM CTAIUi MPOW3BOJICTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MPOU3BOJACTBA;

r) uHpopmanus o TpuUMecix (HE TMPEACTaBIseTCs TMpPU TOCYJAPCTBEHHOW pPETUCTpalluu
MMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaToB JIsl BETEPUHAPHOIO IIPUMEHEHUS );
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

1) cnerudukanys Ha (apMaeBTHUSCKYIO CYOCTaHIHIO (HE MPEICTABISETCS MPU TOCYAapCTBEHHOM
perucTpar UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB JJisi BETCPHHAPHOTO IIPUMCHCHUS);
(B pen. @enepansuoro 3akoHa ot 02.08.2019 N 297-D3)

e) OIMHUCAHUC MCTOAUK KOHTPOJIIA Ka4CCTBA,

) pe3yiabTaThl aHaIM3a cepuil (apmarieBTUYeCKOW CyOCTaHmmu (HE TMPEACTaBISIOTCS TIPH
TOCYJapCTBEHHOH  PETUCTpallMi ~ MMMYHOOMOJIOTHYECKUX  JICKAPCTBEHHBIX  NpenapaToB  JUis
BETEPHUHAPHOTO MMPUMCHCHHS );

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

3) NEpCUYCHb CTAaHAAPTHBIX 06pa3u013 HJIM BCUICCTB, UCIOJIB3YCEMbIX IIPU OCYHICCTBJICHUHU KOHTPOJIA
Ka4dyCCTBa,

1) OIIMCaHHE XapaKTEPUCTHK U CBOWCTB yIIAKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOUHBIX CPEJCTB;

K) JaHHble O CTaOWIBHOCTH (HE TPEACTaBISIOTCS MPH TOCYJApCTBEHHONW PErucTpaluu
UMMYHOOHMOJIOTHIECKUX JICKAPCTBEHHBIX MTPETapaToB ISl BETCPUHAPHOTO IIPUMEHEHU );
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

J) CPOK F'OJIHOCTH, YCIIOBHS XpaHEHMUS,

5) oryer o pe3yabTaTax OKJIMHUYECKOTO WCCIEIOBAHHS JIEKAPCTBEHHOTO CPEICTBA IS
BCTCPUHAPHOI'O IMPUMCHCHMU, BKJ'IIO‘-IaIOIIII/II;'I OMmUCaHuc MCETOAOB OIPCACICHHA OCTATOYHBIX KOJMYCCTB
JCUCTBYIOIIETO BeIIeCTBAa (ACHCTBYIOIIMX BELIECTB), JOCTUTAIOIIETO (JIOCTHTalOIINX) CHCTEMHOTO
KpOBOTOKA, B IMPOAYKIHHU XHUBOTHOI'O HNPOUCXOXKIACHHUA IIOCIC NPHUMCHCHUSA TaAKOro JICKAPCTBECHHOI'O
CPEICTBa, a TAK)Ke JIOKYMEHTAJILHOE ITOATBEP)KICHNE (BAINAAINS) YKa3aHHBIX METO/IOB;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OTUCT O peE3ylibTaTaXx KIMHUYCCKOTO HMCCICAOBAHUS JICKAPCTBCHHOI'O IIpfliapara JIAd
BCTCPUHAPHOI'O ITPUMCHCHHUA y KAXKIOI0 BUAA JKUBOTHBIX, YKA3aHHBIX B HHCTPYKIIMHU IO BETCPUHAPHOMY
INPpUMCHCHUIO,

7) MpOEKT MHCTPYKLHMH MO0 BETEPUHAPHOMY MTPUMEHEHHUIO JICKAPCTBEHHOTO Tpernapara, coJepkaiien
CIIEYIOIINE CBEACHHUS:

a) HaMMEHOBAaHHE JICKAPCTBEHHOI'O Mperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS (MEXIyHapOIHOE
HENMaTeHTOBAaHHOE, WM IPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

0) nexkapcTBeHHast popMma ¢ yKazaHMEM HAaMMEHOBAHMM M KOJIMYECTBEHHOTO COCTaBa JACHCTBYIOIIUX
BEIIECTB M KAUECTBEHHOT'0 COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB;

B) OIMMCAHUC BHCIIHET'O B A JICKAPCTBCHHOI'O IIpcIiapara AJid BETCPUHAPHOTO IPUMCHCHUA

r) hapmMakoTepaneBTHUECKasl rpymna JEKapCTBEHHOIO Mpernapara AJis BeTepUHAPHOIO IPUMEHEHUs
WJIU YKa3aHHe "TOMEOINaTUYECKUM JIEKapCTBEHHBIN TIpenapar”;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

n)  ¢apmakoguHaMMKa W (apMakokMHeTHKa (32  HMCKIOYCHHEM  (DapMaKOKHWHETHUKH
TOMEOTIATHYECKUX JICKAPCTBEHHBIX IPENapaToB W PACTHTEIBHBIX JICKAPCTBEHHBIX IPENaparoB) WIH
OIKMCaHHE UMMYHOOHOJIOTHYECKIX CBOMCTB JIEKAPCTBEHHOTO TIpernapara;

€) MOoKa3aHus JUIsl IPUMEHEHMUS,
) IPOTUBOIOKA3aHUs 1JIsl IPUMEHEHHUS;
3) MepbI IPEIOCTOPOKHOCTHU MPU IPUMEHEHUU;

I/I) YKa3aHne BO3MOXKHOCTH U 0COOEHHOCTEN IIPUMCHCHUA Y 6€p€MeHHI>IX JKUBOTHBIX, Y )KUBOTHBIX B
Inepruona JJakTaluu, y IOTOMCTBA )KUBOTHBIX;

K) PEKHUM OO3UPOBAHUS, croco0 BBCACHUA W INPUMCHCHH:A, IIPU H606XOI[I/IMOCTI/I BpCMs IIpUcMa
JICKApCTBCHHOT'O IIperiapaTa AJId BETCPUHAPHOI0 MPUMCHCHUS, MPOAOJDKUTCIIBHOCTD JICUCHUS,

J) BO3MOXKHBIE MMOOOYHBIE NEHCTBUS, HEXeTIaTelbHbIe PEeaKIUK MPU MPUMEHEHUU JIEKapCTBEHHOTO
npenapara Jijisi BETepuHApHOTO MPUMEHEHHUS;

M) CUMIITOMBI IIEPEI03UPOBKU, MEPHI 10 OKA3aHUIO TOMOILH IPH MEPEI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IperapaTaMy U (W) KopMaMu;
0) GopMBI BBIITyCKa JIEKApPCTBEHHOT'O Npenapara Ajisi BETEpUHAPHOI0 IPUMEHEHUS;

1) yKasaHue (Ipu HeoOXOIUMOCTH) OCOOEHHOCTEHW JEeHCTBHUS JIEKApCTBEHHOrO Ipenapara s
BETEpUHAPHOT0 IPUMEHEHUs IPU IIEPBOM IIPHEME WJIU IIPU €0 OTMEHE;

p) onucanue (Ipu HEOOXOTUMOCTH) JEHUCTBUN CICIMAIUCTa B OOJIACTH BETCPUHAPUU, BIIAJICIbIIA
KUBOTHOTO TMPH IMPOIyCKE MpHUEMa OJIHON WM HECKOJIbKHX [03 JIEKapCTBEHHOIO Mpenapara s
BETEPUHAPHOTO MPUMECHEHUS;

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

C) CPOK TOAHOCTM MW YKA3aHUC HaA 3aper IMIPpHUMCHCHUSA JICKAPCTBCHHOI'O IIpfrapara IaJid
BCTCPUHAPHOI'O IPUMCHCHUA 110 UICTCUCHHUH CPOKA 'OAHOCTHU,

T) YCJIOBUS XpaHEHUS;

y') YKa3aHue Ha H€O6XOI[I/IMOCTI> XpaHCHUA JICKAPCTBCHHOI'O IIpCIiapaTra JId BCTCPHUHAPHOI'O
IMPUMCHCHUA B MECTaX, HCAOCTYIIHBIX IJIA I[GTefl;

¢) ykazanue (mpu HEOOXOAMMOCTH) CIIEHHMATIBHBIX MEpP MPEAOCTOPOKHOCTH IMPU YHUUYTONKEHUHU
HEHUCIIO0JIb30BAHHBIX JIGKAPCTBEHHBIX MTPENApaTOB JJIsl BETEPUHAPHOTO MPUMEHECHHUS;

X) CPOKH BO3MO>KHOTO HCHOJIB30BAHUS MPOAYKIHMH KMBOTHOI'O MPOMCXOXIEHUS I10CIIE BBEICHUS
YKUBOTHOMY JIEKAPCTBEHHOI'O IIperapara Jiisl BETepUHAPHOT0 IPUMEHEHUS;

1) YCIIOBUS OTITyCKa,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

Y) HAaUMEHOBAaHUS M aJpeca MPOU3BOACTBEHHBIX IUIOUIAJIOK MPOU3BOJIUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHaApHOTO MPUMEHECHHUS;

II) HAWMMEHOBAaHWE, aJpeC OpraHHW3allid, YIIOJHOMOYCHHOM JepareieM WIH BIAJCIbIeM
PETUCTPAIIMOHHOTO  YIOCTOBEPEHHUS JICKQPCTBEHHOTO TMpernapara Ha TMPUHATHE TPETEH3UH OT
moTpeOuTes;

8) IPOEKThl MAKETOB IIEPBUYHOMN YIIAaKOBKU M BTOPUYHOM YIIaKOBKH JIEKAPCTBEHHOTO Mpenapara Jyis
BETEPUHAPHOI'0 IIPUMECHEHUS;

9) cienyronre CBEACHUS O JISKAPCTBEHHOM IpernapaTe JJisi BETSPUHAPHOTO IPUMEHEHUSL:
a) OMMCAHUE U COCTaB JICKAPCTBEHHOT'O MpernapaTa il BEeTepUHAPHOTO MPUMEHEHUS;
0) onricanue (hapMareBTHUECKON pa3padoTKH;

B) OIHCaHME MpoIecca MPOU3BOJCTBA U €r0 KOHTPOJIA, MOANMCAHHOE B TIOPSAIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YacThiO 1 HACTOSAIIEH CTAaThU,
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONHMCAHWE KOHTPOJII KPUTHUECKUX CTaaui IPOU3BOJACTBA U IPOMENKYTOUHOH MPOAYKLIHH,
MIOJINMCAaHHOE B MOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCThIO | HACTOSIIEH CTAThH;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HaUMEHOBaHWS M ajpeca pa3padOTUMKa, JepXKaressi WIM BIlaJeliblia PEerucTPanuoOHHOTO
YIIOCTOBEPEHHUS]  JICKApCTBEHHOTO  Iperapara, MPOU3BOJACTBEHHBIX  IUIOMAJ0K  MPOU3BOIAMTEIS
JIEKapCTBEHHOTO Ipenapara Julsi BETEPHHAPHOTO NMPHUMEHEHUS C yKa3aHUEeM CTaIHi TEXHOJIOTHYECKOTO
mporecca, OCYIIECTBISIEMBIX Ha MPOW3BOJCTBEHHBIX IUIOMIAIKAX IPOU3BOAUTEINS JIEKAPCTBEHHOTO
npenapara Juisi BETEpHHAPHOTO IIPUMEHEHNS;

(B pen. @enepanbHbix 3aKk0HOB 0T 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

¢) apmarieBTHYECKas] COBMECTUMOCTD;

) MUKPOOHOJIOTHYECKHUE XapaKTePUCTHKHY;

3) MaTepHaIbHbBIN OaaHC JUTS TPOU3BOJICTBA CEPHH TOTOBOT'O MPOYKTA;

1) ONUCAHKE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MATEPUAIOB U YKYIIOPOUHBIX CPEJICTB;
K) JOKYMEHTAJIbHOE MOATBEPkKACHHE (BaTHIaIKs1) IPOIIECCOB U (MJIN) UX OILEHKA;

1) TpeOOBaHUS K KA4eCTBY BCIIOMOTATEIbHBIX BEIISCTB (cepTUdUKAT, crenudukanus Ha
BCIIOMOTaTeNbHbIE BEIIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIpU OCYHICCTBJICHUHW KOHTPOJIA KadCCTBa
BCIIOMOI'aTCIbHBIX BCIICCTB,

H) JIOKYMEHTAJIbHOE MOATBEPXKACHHUE (BaluAalus) aHAIUTUYECKUX METOAMK, HCIOJIb3YyEMbIX MpHU
OCYLIECTBIEHUN KOHTPOJIA Ka4eCTBAa BCIIOMOraTEIbHbIX BELLECTB;

www.consultant.ru Crpannna 38 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&date=15.07.2021&dst=100039&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&date=15.07.2021&dst=100040&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=182628&date=15.07.2021&dst=100020&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&date=15.07.2021&dst=100041&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

O) I/IH(1)OpMaI_II/I$I 00 HCIIOJIB30BAaHMH BCIIOMOI'aTEIbHBIX BCIICCTB 4YCIOBCYCCKOIO H KHBOTHOI'O
IMPOUCXOKIACHUA,

n) yTpatui cuny. - ®enepanbHsiii 3akon ot 02.08.2019 N 297-03;

p) TpeOoBaHWS K KadecTBY JIEKAPCTBCHHOI'O TMpernapara il BETEPHHAPHOTO TPHUMEHCHUS
(ceprudukar, cnenudukanys Ha JSKapCTBEHHBIN IIpenapar U uxX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJIB3YCMbIC TIpW OCYHICCTBJIICHMM KOHTPOJI KadCCTBa
JICKaApCTBCHHOI'O IIpCIiapaTta JJIsd BETCPUHAPHOI'O IIPUMCHCHUA

T) JOKYMEHTQJIbHOE MOJATBEPXKJEHUE (BaluIalusl) aHAIUTUYECKUX METOAMK, UCHOJIb3YEMBIX IPU
OCYLIECTBICHUN KOHTPOJIA Ka4eCTBa JICKApCTBEHHOIO IIpenapara Uit BETCPUHAPHOIO IPUMEHEHHS,

y) IOKYMEHT, NOJTBEP)KIAIOLINIl KaueCcTBO JIEKAPCTBEHHOI'O Ipernapara TpeX MPOMBIIUIEHHBIX
cepuil (ITPOTOKOJ aHAJIM3a WK cepTU(UKAT aHaln3a), OJHA CEPUSI KOTOPOTO JOJIKHA COBIAIaTh C cepueit
o0pasia JIeKapCTBEHHOTO IpernapaTa, MoJaHHOTO Ha PETHUCTPAIIHIO;

¢) XapakTepuCcTUKa IPUMECEH;

X) MEpeYeHb CTaHIAPTHBIX 00pa3lOB, MCIOJB3YEMBIX IPU OCYHIECTBICHHHM KOHTPOJS KadecTBa
JIEKapCTBEHHOTIO IIperapara JJis BETEpUHAPHOTO IIPUMECHEHUS;

IT) JaHHBIE O CTAOMJIBPHOCTH JIEKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO IIPUMEHEHUS;

10) xomusi MOKYyMEHTa, COJEpKallero MHQMOPMAIMI0 O HAIMYUU WK 00 OTCYTCTBUHU (HaKTOB
perucTpanuu JIEKapCTBEHHOTO Mpernapara il BETEPUHAPHOIO MPUMEHEHU 3a mnpenaenamMu Poccuiickoit
Oenepannu;

11) cormacue B mMHCbMEHHOW (opMe, MPEIYCMOTPEHHOE YacThbi0 7 HACTOALICH CTAaTbU, B Cllydyae
perucTpaiuy BOCIPOU3BEICHHOIO JIEKAPCTBEHHOIO IIpenapara;
(B pen. @enepansuoro 3akoHa ot 13.07.2015 N 241-D3)

12) xomus JOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOIO0 B YCTAHOBJICHHOM TNOpSIKE U
MOATBEPKIAIOIIETO MPABOMOYHOCTh 3asBIIEHUS O TOCYJAapCTBEHHOM PErHCTpPallUM JICKAPCTBEHHOTO
npernaparta Jijisi BETepUHAPHOTO IPUMEHEHUS (JIOBEPEHHOCTH);

13) cBemeHHMsT O TOCYAapCTBEHHOW pETHCTPAlMM  Te€HHO-MHXEHEPHO-MOAM(PHIINPOBAHHBIX
OpPraHU3MOB, NPEAHA3HAYEHHBIX ISl BBIIYCKAa B OKPYXKAWOIIyl0 cpeny (Mpu rocynapcTBEHHON
perucTpaliy  JIEKAPCTBEHHBIX ~MPENapaToB /Il BETEPUHAPHOTO TPUMEHEHHUS, MOJIYYCHHBIX C
IPUMEHEHHEM  TE€HHO-UH)KEHEPHO-MOJU(HUIMPOBAHHBIX  OPraHU3MOB WM  COAEpXKALIUX  TaKHe
OpraHHU3MBbl).

(m. 13 BBenen denepanbubiM 3aKkoHOM 0T 02.08.2019 N 297-03)

4. Ilpu npoBeneHHWH YCKOPEHHOH NpoLEAypbl SKCIEPTH3bl JIEKAPCTBEHHOTO Ipernapara st
BETEPUHAPHOTO IPUMEHEHUS B LIEJIAX €ro roCcy1apCTBEHHONM PEerucTpaluyd BMECTO OTYeTa pa3padoTdyuKa
0 pe3ynbTaTax JOKJIMHMYECKOIO HCCIEAOBAaHUS JIEKAPCTBEHHOIO CPEACTBA Uil BETEPUHAPHOTO
IPUMEHEHHUS MOKeT OBbITh MpPEACTaBICH 0030p HAayuyHBIX paboOT O pe3ynbTaTax JOKJIMHHUYECKOIO
UCCIIeIOBaHMS peepEeHTHOTO JIEKApCTBEHHOTO Tpernapara Ui BETepUHAPHOTO MPUMEHEHHS, a BMECTO
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

oT4yeTra O pe3yibTaraX KIMHMYECKOTO HMCCIICOBAHUS JICKAPCTBEHHOTO Iperapara Juisi BETCPUHAPHOTO
MMPUMCHCHUA OTUECT (0] pe3yiibTaTax I/ICCJIGI[OBaHI/Iﬁ OMOPKBUBAJIEHTHOCTH BOCITPOMU3BCACHHOI'O
JICKApCTBEHHOT'O Mpernapara Jjisi BETePUHAPHOTO IIPUMEHCHUSI.

(dactb 4 B pen. @enepanbuoro 3akoHa ot 02.08.2019 N 297-03)

5. Ha skcniepTu3y pa3in4yHbIX JCKApCTBECHHBIX (POPM OJHOTO M TOTO K€ JICKApCTBECHHOTO Tpernapara
JUISE BETEPUHAPHOTO MPUMCHCHHUS 3asBUTEIb MPEACTABISET OTACIBHBIC 3asBJIICHUS U PETHCTPAIIOHHBIC
J0ChE Ha KaXIyI0 JIeKapcTBeHHYI0 Gopmy. [Ipu ycrioBru 0JJHOBPEMEHHOM MO/Ia4H HA SKCIIEPTU3Y OJTHOU
JIEKapCTBCHHON (DOPMBI ¢ pa3TUIHBIMU JJO3UPOBKOM, KOHIIEHTpAIIUEH, 00BEMOM 3asBUTENb IPEICTABIISICT
OJTHO 3asIBJICHHE U PErHCTPALMOHHOE JTOChE C MPUIIOKEHUEM MAKETOB IMEPBUYHON YITAKOBKUA U BTOPHUYHOU
yrmakoBKHA. Ha MakeTax mepBUYHON YITAaKOBKU M BTOPUYHOW YITAKOBKHU YKa3BIBAIOTCSI BCE MPOU3BOIUMBIC
JO3UPOBKH, KOHIIEHTpAIIMH, OOBEMBI U KOJHYECTBO JI03 B YIAKOBKE JICKAPCTBECHHOI'O Mperapara Jyis
BETEPHUHAPHOTO MPUMCHCHHS.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B ciywyae HempezacTaBieHUs C 3asABJICHUEM O T'OCYJAapCTBEHHOM PETHCTpPALlMU JIEKAPCTBEHHOTO
npernapara JAjsi BETEpUHAPHOTO MPUMEHEHHS JOKYMEHTOB, MOATBEPKAAIONINX YIUIATy TOCYIapCTBEHHON
MOIUIMHBI U YKa3aHHBIX B MyHKTE 7 YacTH 2 HACTOSIICH CTaThbH, CBEJCHUN O JUIEH3UIX, YKa3aHHBIX B
nyHktax 1 ® 2 wyacTu 3 HACTOAILEH CTaTbM, a TaKXKe BbIJaBaeMbIX (IIPEIOCTABIISIEMBIX)
YIOJHOMOYEHHBIMU (pe/lepalibHBIMM  OpraHaMHM HCIOJIHUTEJIBHON BJIACTH JOKYMEHTOB (CBEIEHUM),
yKa3aHHbIX B MyHKTe 2.1 yacTu 3 HacTofAledl CTaThbH, YIOJTHOMOYEHHBIH (eaepanbHbIi OpraH
WCIOJIHUTEJIBHOM  BJIACTM  3alpallMBacT  yKa3aHHbIE  JOKYMEHTbl  (CBEIE€HMs])) B  IOpSAKE
MEXBEJIOMCTBEHHOT0 HH(POPMAIIHOHHOTO B3aUMO/ICHCTBUS.

(uactsp 6 B pen. @enepanpHoro 3akoHa oT 27.12.2019 N 478-D3)

7. He nomyckaercs HCHOJb30BaHHE B KOMMEPUECKHX IeNIX HHQOpPMAMK O pe3ylbTaTax
JTOKJIMHUYECKUX MCCIICIOBAHUN JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIIECIOBAHUMN JICKAPCTBEHHBIX
MpernapaToB s BETEPUHAPHOTO MPUMEHEHUS, MPEJCTABICHHON 3asBUTENEM MJs TOCYIapCTBEHHOU
perucTpanuu JEKapCTBEHHBIX TIpernapartoB, 0Oe3 ero corjacus B TEUYEHUE IIECTH JIET C JaThl
roCy/1apCTBEHHOW perucTpauuu pedepeHTHOro JeKapcTBeHHOro npenapara B Poccuiickoit denepanuu.

8. [eprxaTenp miM BiaJeNnel] perucTPallMOHHOIO YAOCTOBEPEHHUS JIEKApCTBEHHOrO IpernapaTa JJis
BETEPUHAPHOTO MPUMEHEHUS MPEACTaBISET B YIOJIHOMOYEHHBINH (perepalbHbIil OpraH HCIOTHUTEIbHON
BJIACTH OTYET IO pe3ysibTaTaM (papmMakoHaa30pa OJWH pa3 B MIECTh MECALEB B TCUCHHE ABYX JIET MOCIE
roCy/1IapCTBEHHOW perucTpaluy JeKapCTBEHHOTO mpemnapaTta B Poccuiickoit @exepaiuu, 3aTeM €KerogHo
B T€UEHHUE MOCIICIYIONIUX TPEX JIET U B JAIBHEHIIIEM OJIMH pa3 B TPH roja.

(uacts 8 BBeneHna denepanbubiM 3aKkoHOM 0T 02.08.2019 N 297-D3)

Cratba 18. lNogaya n paccMmoTpeHue 3asiBIEHMA O rocyfapCTBEHHOW perncrpauum
NleKapCcTBEHHOro npenapara ans MeAULUHCKOro npuMeHeHus
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jns rocynapCTBEHHOM pPETHUCTpallid JICKapCTBEHHOIO Ipemapata i MEIUIUHCKOTO
MPUMCHCHHS OPUIMYECKOE JUI0, JCUCTBYIONIEE B COOCTBEHHBIX HWHTEpECax WM YIOJTHOMOYCHHOE
MPEJICTaBIATh MHTEPECHl JAPYroro HOPUIUYECKOro JIHIAa W 3asBIAIONICE JIEKAPCTBEHHBIM MpemapaTr Ha
rOCy/lapCTBEHHYIO pErucTpanuio (Jajee B HaCTOSILEH CTaTbe - 3asiBUTENb), MPEACTABISAET B
YIIOJTHOMOYEHHBIN (eiepalibHbIil OpraH MCHOJHUTENBHOM BJIACTH, OCYIIECTBISIOUINI rOCYIapCTBEHHYIO
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Hara coxpanenus: 15.07.2021

PETUCTPALIMIO JIEKAPCTBEHHBIX MPENapaToB AJi MEIUIIMHCKOTO MIPUMEHEHHUS, B 3JIEKTPOHHOI dopMe U Ha
OyMa)XHOM HOCHTEJIE 3asBJICHHE O TOCYNapCTBEHHOW PETHUCTpPAllMH JIEKAPCTBEHHOTO Mperapara Jyis
MEIHUIIMHCKOTO MPUMEHEHHs, a TaKKe B IOPsIKEe, YCTAHOBICHHOM YIOJHOMOYEHHBIM (eaepatbHbIM
OpPraHOM HCIIOJTHUTEIHHOW BJIACTH, B DJIGKTPOHHOW (opmMe W HA OyMa)KHOM HOCHUTENEC HEOOXOIMMBIC
JOKYMEHTBI, M3 KOTOPBIX (OPMUPYETCS PETUCTPALMOHHOE J0ChE Ha JIEKAPCTBEHHBIM Mpenapar s
MEJIUIIUHCKOTO MPUMEHECHHUS.

(uacth 1 B pen. ®enepansHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBieHun o rocylapCTBEHHON PErMCTPAllUU JIEKAPCTBEHHOTO MperapaTa isi MEAUIITHCKOTO
IIPUMEHEHHUS YKa3bIBAIOTCS:

1) HauMeHOBaHME, apec 3asBUTENI M TMPOU3BOIMUTENS JIGKAPCTBEHHOTO TMpemapara Juls
MEIUIIMHCKOTO NPUMEHEHUS, CBEJCHUS 00 MX PErHCTpaliH B Ka4eCTBE HAJOTOIUIATENbIINKA B CTpaHEe
peructpanuu (sl POCCHHUCKUX FOPHINICCKUX JIUI] - UACHTU(DUKAIIMOHHBIM HOMEP HAJIOTOILIATEIIbIIUKA
(MHH), nnst M”HOCTpaHHBIX IOPUANYECKUX JIUIL - CTPaHa PErUCTPallii, HAMMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, perucTpalloOHHbI HOMEp, KOJ HaJIOrOIUIaTesbIIMKa B CTpaHE PETrUCTpauuu (MHKOPIIOPALUH)
WIN €ro aHajor) M aJpec MecTa OCYLIECTBICHUS MPOM3BOJACTBA JIGKAPCTBEHHOTO Iperapara (B cirydae
HIMYAS HECKOJBKAX YYaCTHHUKOB TIIPOLIECCa €ro IMPOM3BOJACTBA HEOOXOIMMO yKa3aTh KaKJOTO
y4acTHHKA B COOTBETCTBUH C OCYIIECTBIISIEMOM CTauel IPOU3BOJICTBA);

(m. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HAaUMMCHOBAHHUC JICKAPCTBCHHOI'O IIpCIiapara I MCIUIHWHCKOI'O IPHUMCHCHUA (MG)KI[YHapOI[HOG
HCIMAaTCHTOBAHHOC, WX I'PYHIIMPOBOYHOC, NI XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) IICPCUCHb ﬂeﬁCTByIOHlHX H BCIIOMOTI'aTCJIbHBIX BCIICCTB, BXOIAIIUX B COCTAaB JICKAPCTBCHHOI'O
npemnapara ajid MCAUIUHCKOTO IPUMCHCHMA, C YKa3aHUEM KOJIMYCCTBA KAXKIOTO U3 HUX;

4) nekapctBeHHas (opma, T03UPOBKA, CIOCOOBI BBEACHUS U MPUMEHEHHS, CPOK T'OJHOCTHU
JIEKapCTBEHHOTO MperapaTa i MEIUIUHCKOTO MPUMEHEHUS;

5) papmakoTeparneBTUyYecKas rpyIra, KoJ aHaTOMO-TepaneBTHYECKO-XUMHUECKOM KilacCu(pUKaIIUY,
PEKOMEHJIOBAaHHON BcemMupHON oOpraHu3anuved 3JpaBOOXPAHCHMS, 3asBISEMbIC TMOKa3aHUS  JJIA
MIPUMEHEHHUS JIEKAPCTBEHHOIO IpernapaTa il MEAUIUHCKOTO IPUMEHEHUS;

6) OTCyTCTBHE HEOOXOJUMOCTH TPEIOCTABICHUS OTYETa O pe3ysibTaraX KJIMHUISCKOTO
WCCIIC0OBaHUs, HCCIEAOBaHUS OMOAKBHUBAJICHTHOCTH JICKAPCTBEHHOI'O Tperapara, pa3peuieHHOTO s
MEIUIIMHCKOTO TpuMeHeHus B Poccuiickoit @eneparuu 6osiee 1BaaTH JIET, C YKa3aHUEM HOPMATHBHBIX
MPABOBBIX aKTOB, MOATBEPKIAIONINX JAHHBIN CPOK TPUMEHEHUS;

7) HEOOXOAMMOCTh OGOpPMIICHHS pa3pemieHus: Ha BBO3 B Poccuiickyro Degepalinio KOHKPETHOMN
NapTUM  3apeTUCTPUPOBAHHBIX U (MJIM)  HE3aPETHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
NpeaAHa3HAYCHHBIX I MPOBCACHUA SKCICPTU3BI JICKAPCTBCHHBIX CPCACTB B HCIIAX FOCyI[apCTBeHHOﬁ
perucTpanumy;

8) H€O6XOZ[I/IMOCTI) MMPOBCACHUA OSKCICPTU3bI AOKYMCHTOB, MPCACTABJIICHHBIX JIA OIPCACICHUA
BO3MOYKHOCTH pacCMaTpUBaTh JIGKAPCTBEHHBIM Tpenapar Juisli MEIMIIMHCKOTO IMPUMEHEHHs IPH
OCYIIECTBIICHHH TOCYIAPCTBECHHOW PErUCTPALIMHU B Ka4eCTBE OPPAHHOTO JICKAPCTBEHHOTO Mperapara;
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9) HEOOXOAMMOCTh NMPUMEHEHHSI YCKOPEHHOW MPOLEAYphl SKCIEPTU3HI JEKAPCTBEHHBIX CPEJCTB B
LETISIX TOCYIapCTBEHHON PErUCTpaIliU JIEKapCTBEHHOTO MIpenapara;

10) KOIIMHU JOKYMCHTOB, HOATBCPIKAAOIIHNX YILIATY FOCYHapCTBeHHOﬁ INONIJIMHBI:

a) 3a MPOBEJCHUE HKCIEPTU3Bl JOKYMEHTOB, MPEICTABICHHBIX I OMPEACIICHUS BO3MOXXHOCTU
paccMaTtpuBaTh JIEKAPCTBEHHBIM TMpenapar Ajii MEIULIHUHCKOTO TPUMEHEHUS MpU OCYIIECTBICHUU
roCyJapCTBEHHOM PEruCTpaIii B KaueCcTBE OpPaHHOTO JICKAPCTBEHHOTO IIpernapara;

0) 3a MPOBEACHUE AKCIEPTU3bl KAauecTBa JICKAPCTBEHHOTO CPEICTBA M DKCIEPTHU3bl OTHOIICHHUS
0’KMJIa€MOM TOJIB3bl K BO3MOXHOMY PUCKY TTPUMEHEHUs JICKAPCTBEHHOTO IpernapaTa, pa3perieHHoro s
MeAUIMHCKOro mpumeHenus B Poccuiickoit @enepanum Oonee aBaAlaTH JIET, NMPU OCYIIECTBICHUU
roCyJapCTBEHHOM pPErucTpaliu JICKapCTBEHHOTO Mperapara;

B) 3a IPOBCACHHUC OJOKCIICPTHU3bI KA4YCCTBaA JICKAPCTBCHHOI'O CPCACTBA M OSKCIICPTHU3bI OTHOLICHMUA
O)KHI[aeMOﬁ IMOJIB3bI K BO3BMOXXHOMY PHUCKY IIPUMCHCHHSA JICKAPCTBCHHOI'O Npcrapara ajd MECAUIHUHCKOTO
IIPpUMCHCHUA IIPpU €T0 FOC}’I[&pCTBGHHOfI perucrpanuu;

I) 32 IPOBEJCHHE 3KCIEPTU3bl KadecTBa JIEKAPCTBEHHOTO CPEACTBA M 3KCIEPTU3bl OTHOIIECHUS
O’KM/1aeMOH TOJIb3bl K BO3MOKHOMY PHCKY NPUMEHEHUS JIEKapCTBEHHOI'O Ipenapara JUlsi MeULUHCKOTO
IIPUMEHEHUS, B OTHOLIEHHMH KOTOPOTO IPOBEIEHBI MEKIYHApPOJIHBIE MHOTOLIEHTPOBBIE KIMHUYECKUE
UCCIIeIOBaHMs, YacTb M3 KOTOpbIX mHpoBefneHa B Poccuiickoit denepanuu, Npu OCyLIECTBICHUU
rocy/1apCTBEHHOW PETUCTPALIUHU JIEKAPCTBEHHOTO Mpernapara;

11) Hamuuue coriacusi IMPOU3BOAUTEINS JIEKAPCTBEHHOI'O IIpernapara, IMPOU3BOJACTBO KOTOPOTO
ocymiecTsisiercs 3a npenenamu  Poccmiickonn  ®enepaunuy, Ha NPOBEICHHUE HWHCIEKTUPOBAHMS
IIPOU3BOJIUTENS HA COOTBETCTBUE TPEOOBaHUAM IIPAaBUJI HaJIeKalIeH TPON3BOICTBEHHON NIPaKTHKHY;

12) Hanuuue coriacusi, Ipe1yCMOTPEHHOIO YacThio 18 HacTosIel cTaThy;

13) yka3zaHnue BHa JIEKApCTBEHHOTO Mpernapara, NpeACcTaBIeHHOr0 Ha perucTpauuio (pedepeHTHbII
JIEKapCTBCHHBIA  TIperapar, BOCIPOW3BEICHHBIM  JICKAPCTBEHHBIM  mpenapar, OHOJIOTHYCCKHA
JIEKApCTBEHHBIM TIpernapar, OMOaHaJoroBbIH (OMOMOMOOHBIN) JICKAPCTBEHHBIM MpenapaT (OmoaHaor),
roMeonaTuYeCcKuil JIEKapCTBEHHBIN Mpenapar, JIEKapCTBEHHbIN PACTUTENbHbIN Mpenapar).

(dacth 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PerucrtpannoHHOe J0Che Ha JEKAapCTBEHHBIM Ipemnapar M MEIULUHCKOIO MPUMEHEHMS
IpeaoCTaBiIsAeTCs B GopMe 0OIIEro TEXHUIECKOTo JOKYMEHTA.
(uactp 3 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4, Paznen AOKYMCHTAIIUU AAMUHUCTPATUBHOI'O XapPAKTEPa BKIIKOYACT B ce0s:

1) 3asBieHME O TrOCYJApCTBEHHON PETrHCTpallMM JIEKAPCTBEHHOrO Ipenapara A MEIULIUHCKOIO
IPUMEHEHMS B 3JIEKTPOHHOM (opMe U Ha OyMa>KHOM HOCHUTEIIE;

2) KOIHIO JOKYMEHTa Ha pPYCCKOM S3bIKE, 3aBEPEHHOT0 B YCTAHOBJIIEHHOM MOpSAKE U
IIOATBEPKIAOLEr0 IIPABOMOYHOCTD 3asBUTENS M0JaBaTh 3asBICHUE O IOCYNapCTBEHHOW PETUCTPALMU
JIEKapCTBEHHOI'0 IIpernapaTta Jisi MEAULMHCKOTO IPUMEHEHUS (I0BEPEHHOCTb);
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3) cBeleHUsT O JaTre MPEAOCTABICHUS M PETUCTPALIMOHHOM HOMEpE JIMICH3MU Ha MPOU3BOJCTBO
JICKApCTBCHHBIX CPCACTB MM CBCACHUA O JaTc¢ MNpPCAOCTABJICHUA W PCrUCTPAllMOHHOM HOMEPC
3aKJIIOYEHHS O COOTBETCTBUHM IIPOM3BOJMTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM  IPaBUII
Haanemameﬁ HpOH3BOI[CTB€HHOI>'I IMPAaKTUKH, BbIJAaHHBIX (HpeI[OCTaBJIeHHBIX) YIIOJHOMOYCHHBIM
(denepasbHBIM OPraHOM HCIOJHUTEIBHOW BIIACTM B OTHOIIGHHM IPOU3BOJCTBEHHOH IUIOLIAIKU
PETHCTPUPYEMOr0 JIEKapCTBEHHOI'O TIIperapara, B ClIydae, €CIH IPOM3BOJICTBO JIEKAPCTBEHHOTO
npenapara ocymecTsisiercss B Poccuiickoit deneparnum;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

4) KOMUIO TPENOCTAaBICHHOW YIOJIHOMOUYEHHBIM OpPraHOM CTpPaHbI MPOU3BOJIUTEINS JIMIICH3UH Ha
MPOU3BOJICTBO JICKAPCTBEHHOI'O TMpernapaTa MU €€ TMEepeBOJ Ha PYCCKUH A3BIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM IOPSIJIKE, a TAK)KE KOIMUIO 3aKIOUYEHHUsI O COOTBETCTBUU MPOU3BOJUTENS JIEKAPCTBEHHBIX
CpencTB  TpeOOBaHWSAM  MPABHJI  HAJJICKAIIEW  MPOU3BOJCTBEHHOW  MPAKTHKW,  BBIJIAHHOTO
YIIOJTHOMOYEHHBIM (pellepalibHbIM OPraHOM HCHOJHUTENBbHON BIACTH B OTHOUICHHH MPOU3BOJCTBEHHOM
IJIOMIAIKK PErUCTPUPYEMOTrO JICKApCTBEHHOTO Ipernapara, WM KOMHUIO PEIICHUs YIOJTHOMOYEHHOTO
(dbenepaIbHOr0O OpraHa MCIOJHUTEIBLHON BJIACTH O IIPOBEJACHUM HWHCIEKTHPOBAHUS IPOU3BOIUTENSA
JIEKapCTBEHHBIX CPEJICTB, B CIyyae, €ClId MPOU3BOJCTBO JIEKAPCTBEHHOTO MperapaTa OCYIIECTBISETCS 3a
npenenamu Poccuiickoit denepanuu;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

5) MMPOCKT MHCTPYKIUU 11O MCAUIUHCKOMY INPUMCHCHHUIO JICKAPCTBCHHOI'O IIpCIiapara, CO,Z[Gp)KEIH.IGﬁ
CJICOAYIOIUC CBCACHMA:

a) HaMMEHOBaHHE JIEKApCTBEHHOIO Ipernapara (MeXAyHapoJHOE HEMaTeHTOBAaHHOE, WIIU
IPyNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

6) JICKAapCTBCHHAsA Q)opMa C YKAa3aHUCM HAaMMEHOBAaHUU U KOJUYECTBEHHOI'O COCTaBa HeﬁCTByIOHIHX
BC€IICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOT'aTCIBHBIX BCIICCTB (HpI/I H€O6XOZ[I/IMOCTI/I KOJIMYCCTBCHHOTI'O
CcocCTaBa BCIIOMOTI'aTCIIbHBIX BGH_IGCTB);

B) OMKMCAHUE BHEUTHETO BUJIA JIEKAPCTBEHHOTO Mpenapara Jijisi MEIUIIMHCKOT0 PUMEHEHHSI;
r) pU3MKO-XUMHUYECKHE CBOMCTBA (1 paarodapMalieBTHIeCKIX JIEKapCTBEHHBIX IIPENapaToB);

n) dapmakoTepaneBTHUECKas TpyIa, KOJA JIEKapCTBEHHOTO Ipernapara Uisi MEIUIIMHCKOTO
MIPUMEHEHHS 110 aHATOMO-TEPANIEBTUUYECKO-XUMHUECKOHN KIlacCU(pUKalluu, peKOMEeHJ0BaHHON BcemupHoii
OpraHu3aIKei 3JpaBOOXPAHCHUS, HIIM YKa3aHUE "TOMEONaTHIYeCKUH JIeKapCTBEHHBIN penapar';

e) (dapmakoguHamMuKa WU (papMaKOKMHETHKa (32  HUCKIIOYCHHEM  (apMaKOKHHETUKH
TOMEOTIATHYECKUX JIEKAPCTBEHHBIX MPENApaTOB U PACTUTEIBHBIX JICKAPCTBEHHBIX MIPEIIapaToB);

) TMOKa3aHUsl ISl IPUMEHEHUS;
3) MPOTUBOTIOKA3AHUS IJIs1 IPUMEHEHUS;
1) MEpBI IPEIOCTOPOKHOCTH TP IPUMEHEHHH;

K) yKa3aHHWE BO3MOXHOCTH M OCOOCHHOCTEW MPUMEHEHHUs JIEKApCTBEHHOTO TMperapaTta s
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MCAULHUHCKOI'O IMPHUMCHCHHA 6epeM€HHBIMI/I JKCHIIMHAMHU, IKCHIIMHAMUW B IICpUOJ TI'PYAHOI'O
BCKapMJIuBaHusd, 1€TbMH, B3PpOCIIBIMU, UMCIOIINUMU XPOHHUYCCKUC 3a6OJI€BaHI/I$I;

J) PEKUM JIO3UPOBAHUS, CIIOCOOBI BBEICHHUS W MPUMEHEHUS, NMPU HEOOXOIUMOCTH BpeMs MpHUeMa
JIEKApCTBEHHOT'0 Tpernapara Jyisi MEIUIMHCKOTO MPUMEHEHHS, MPOJODKUTEIBHOCTh JICUEHUS, B TOM
quclie Y JeTel 10 U Tocie OJHOTO To/a;

M) BO3MOJXHBIC HCXKCIIATCIIBHBIC PCAaKUIWU IIPU IMPUMCHCHUHN JICKAPCTBCHHOI'O IIpCliapara AJId
MCAUIHUHCKOI'O IIPUMCHCHUS

H) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO TIOMOILLY PU IEPEJO3UPOBKE;
0) B3aUMO/JICHCTBUE C JPYTUMHU JIEKaPCTBEHHBIMU NpernapaTaMu U (WIN) MUIIEBBIMU IPOAYKTaMH;
1) GOopMBI BBIITYCKA JIEKAPCTBEHHOI'O IIPEapara;

p) ykazanue (mpu HEO0OXOJUMOCTH) OCOOCHHOCTEH IEHCTBHUS JIEKApCTBEHHOrO Ipemapara s
MEJIUIIMHCKOTO MPUMEHEHUS TIPH IIEPBOM MPUEME UJIU MPU €r0 OTMEHE;

¢) onucanue (mpu HeoOXOTUMOCTH) AeCcTBUI Bpaya ((enpamiepa) u (UIn) MalUeHTa IPU MPOITYCKe
MprieMa OTHOM MIIM HECKOJIBKHX JI03 JISKAPCTBCHHOTO TIperapara Jyisi MeTUITUHCKOTO IPUMEHEHHUS;

T) BO3MOXHOC BJIIMAHHUC JICKAPCTBCHHOI'O IIpCriapara i1 MCIUIHMHCKOIO IIPUMCHCHHUA Ha
CIIOCOOHOCTH YIpaBJIATb TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHHU3MaAMU

y') CPOK TOAHOCTH H YKa3aHUC Ha 3alpeT IMNPUMCHCHHUA JICKAPCTBCHHOI'O IIpCliapaTa JIfd
MCIUIUHCKOI'O MPUMCHCHUS 110 UCTCUCHUHN CPOKA 'OAHOCTH,

&) ycioBus XpaHeHUs;

X) YKa3aHuec Ha H€O6XOZ[I/IMOCTI) XpaHCHUA JICKAPCTBCHHOT'O IIpfliapata IJId MCEAUIHUHCKOI'O
IMPUMCHCHUSA B MECTAaX, HCAOCTYIIHBIX IJIA z[eTeﬁ;

) yKazaHue (MpH HEOOXOIMMOCTH) CHEHHATbHBIX MEp IMPEIOCTOPOKHOCTH TPU YHUUTOXKECHUHU
HEHUCII0Ib30BaHHBIX JIEKAPCTBEHHBIX IIPENAPATOB Ul MEAULIMHCKOIO IPUMEHEHNS;

Y) yCJIOBUS OTIIYCKa;

II) HaUMCHOBAHHs W aJpeca IMPOM3BOJCTBEHHBIX IUIOMIAJIOK MPOU3BOIUTENS JIEKAPCTBECHHOTO
npernapara;

II) HAaUMEHOBAaHME, aJpec OpraHu3allH, YIOJTHOMOYEHHON JAep:KaTeleM WIH BIaJeTbleM
PEruCTPAallMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOr'O0 TMpemnapara Uisi MEIUIMHCKOTO MPUMEHEHHs Ha
MIPUHSITHE MIPETEH3UI OT MOTPEeOUTENS;

6) MHCTPYKLHIO IO MEIUIUHCKOMY NMPUMEHEHUIO UM KPaTKyH0 XapaKTEPUCTHKY JIEKApCTBEHHOT'O
npenapara, yrBepKICHHbIEC B CTpaHe IIPOU3BOAUTEILS,

7) IPOEKTH MAaKETOB NIEPBUYHON YyIIaKOBKU U BTOPUUYHOM YIAaKOBKU JIEKAPCTBEHHOI'O IIpenapaTa Jjis
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MCAUIUHCKOI'O IIPUMCHCHUS

8) MpOeKT HOPMATUBHOW JOKYMEHTAIIMM WJIM HOPMATHBHOTO JIOKYMEHTAa Ha JIEKapCTBEHHBIN
mpemnapar Ijs MeIUIMHCKOTO IPUMEHEHHUs JTU00 yKa3aHHe COOTBETCTBYIONIEH (papMaKkoneitHOW CTaThH;

9) MOKyMEHT, colaepkamuii WHPOPMAIUI0 O HATHYUU WIH 00 OTCYTCTBHH (PAKTOB PETUCTPAIIUU
JICKApCTBEHHOT'O Mperapara Jjisi MeIUIIMHCKOTO IPUMEHEHUs 3a npenenamu Poccuiickoit deneparum;

10) xomuu [IOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIEHHOM IMOPSJAKE M MOATBEP)KIAIOIIMX (DaKkT
perucTpanuy JIeKapCTBEHHOIO IIpernapara B HHOCTPAHHBIX TOCYAapcTBaX B KauecTBe OP(aHHOTO
JIEKapCTBEHHOTO IIpenapara;

11) IUIaH  YIIPaBJICHUA PUCKAMH  IJIA OMOJIOTUYECKUX JICKAPCTBCHHLIX IIpC€IIapaToB  AJIA
MCIUIUHCKOI'O IPUMCHCHMUA

12) nmokyMeHT o cucreMe ¢apMaKoHag30pa JAep>KaTeis WU BIAJeNblla PEerucTPAlHOHHOTO
YIO0CTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

13) HOKyMEHT, MOATBEPXAAIOIIUNA KauecTBO JIGKAPCTBEHHOrO Mpernapara TPeX MPOMBIIIICHHBIX
cepuil (MMPOTOKOJI aHAIM3a WM cepTU(UKAT aHAIIM3a), OHA CEpUsi KOTOPOTO JO0JDKHA COBIA/IATh C CEpHe
oOpa3na JIEKapCTBEHHOIO Tpernapara s MEIULIHUHCKOrO TpPUMEHEHUs, IMPEACTaBICHHOrO0 Ha
roCy/1apCTBEHHYIO PErUCTPaLIHIO.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pa3zgen xuMu4eckoi, (hapmaneBTHUECKON M OMOIOrMYECKON JOKYMEHTAIMH BKIIIOYAeT B ceOs
JOKYMEHTBI, coJiepKaliue HHPOopMaLuio o GpapMaleBTUIeCKON CyOCTaHIIMM U JIEKapCTBEHHOM IpenapaTe
JUI MEJULMHCKOTO MPHUMEHEHUS, MPOLECCEe €ro MPOU3BOJCTBA U METOJAX KOHTPOJS KayecTBa, B TOM
qucie:

1) KOIMIO TOKYMEHTA, COJIEPKAIIETO CICAYIONIYI0 HH(DOPMAIHIO O (hapMarleBTHIECKON CyOCTaHITUN
wiin  (hapManeBTHUECKUX CyOCTaHIMAX, BXOMMIIMX B COCTaB JICKAPCTBEHHOTO TIpenapara, 3a
UCKIIIOYeHHEM HHpopManuu O ¢apMaleBTUYECKUX CyOCTaHIMIX, BKIIFOYEHHBIX B TOCYJIapCTBEHHBIN

peecTp JISKapCTBEHHBIX CPE/ICTB B COOTBETCTBUU CO cTaTheil 34 HacTosmero denepanbHOro 3aKoHa:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHIIUH, €€ CTPYKTypa, 0OLI1e CBOMCTBA;
0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHS IPOM3BOACTBA C OIMMCAHUEM CTaIUui MPOW3BOJICTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MPOU3BOJACTBA;

I') OIMCaHKe Pa3pabOTKH MpoIecca MPOU3BOJICTBA;
1) OITUCAHKNE KOHTPOJISI KPUTUYECKUX CTAIMI MPOU3BOJICTBA U TIPOMEKYTOYHOM PO TYKITHH;
€) IOKyMEHTaJIbHOE MOATBEPKIeHUE (BaTUAALIMs) TPOLIECCOB U (MJIM) UX OIICHKA;

’K) CBOMCTBA U CTPYKTypa JACUCTBYIOIINX BEIIECTB;
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3) XapaKTepHCTUKa ITPUMECEH;
1) cnenudukanys Ha (papMaleBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBaHHE;

K) AaHaTUTHUYECKHE METOIMKH, WCIOJIb3yeMble TPH OCYIIECTBIECHUM KOHTPOJIS KauyecTBa
(dhapmaneBTHIECKON CyOCTaHIINM;

J) JOKYMEHTaJIbHOE MOATBEPXKICHME (BaIMAALNs) aHAIUTUYECKUX METOJAMK, UCIOJIb3YyEeMBIX IpHU
OCYIIECTBIICHINH KOHTPOJISI KauecTBa (papManieBTHIeCKOi CyOCcTaHIIny;

M) pe3yNbTaThl aHaIu3a cepuil hapMaleBTUYECKOI cyOCTaHIINu;

H) NEpCUYCHb CTAaHAAPTHBIX 06pa3u03 HJIM BCUICCTB, UCIIOJIL3YCMBIX IMPHU OCYHICCTBJICHUN KOHTPOJIA
Ka4dyCCTBa,

0) OIMCAHNE XaPAKTEPUCTHUK M CBOMCTB YIIAKOBOYHBIX MAaTEPHATIOB M YKYIIOPOYHBIX CPECTB;
1) JaHHBIE O CTA0MIIBHOCTH (papMaIeBTUUECKOM CyOCTaHINY;
P) CPOK FOJTHOCTH;

1.1) B orHOmeHuH QapManeBTUYECKUX CYyOCTaHIMIA, BXOJSIIMX B COCTaB JICKAPCTBEHHOT'O
npenapara WU BKIIOYCHHBIX B I‘OCYZ[apCTBeHHI)If/'I pPeECTp JCKAPCTBCHHBLIX CPEACTB B COOTBETCTBUHU CO
cratbell 34 Hacrosmiero PeneparbHOrO 3aKOHA, - KOMHUS JIOKYMEHTA, COJAEPIKAIEro CIETYIONIYO
nH(POPMALIHUIO:

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHIIUH, €€ CTPYKTypa, 0OLI1e CBOMCTRA;
0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS;
B) pe3yJIbTaThbl aHAIN3a cepuil papMalleBTUUECKON CyOCTaHIINH;

') CPOK TOJTHOCTH;
(n. 1.1 BBegen denepanbHbiM 3akoHOM OT 27.12.2019 N 462-D3)

2) JOKyMEHT, COAEP KALIUI CIeNyIOIUE CBEICHUS O JEKapCTBEHHOM IpenapaTe JUisl MEJULIMHCKOTO
IPUMEHEHHUS:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O Mpcrapara AJI1 MCAUITUHCKOI0 MPpUMCHCHU S ;

0) omnucanue ¢apmaleBTUUECKOW pa3paboTku (0OOCHOBAaHHWE BBIOOpAa COCTaBa, IEPBUYHON
YIaKOBKU U UHOTO);

B) TEXHOJIOTHs IPOM3BOACTBA C ONMMCAHUEM CTaIUi MPOW3BOJICTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MPOU3BOJACTBA;

I) ONHCaHUEe KOHTPOJS KPUTUYECKUX CTaguil mpollecca MPOM3BOACTBA M TMPOMEKYTOUHOU
NPOAYKIHH;
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,I[) HAaNMMCHOBAHUC N aApCC MECTAa OCYILICCTBJICHHUA IMPOU3BOACTBA JICKAPCTBCHHOI'O IIpCriapara IJIsd
MCIUIUHCKOI'0O IMIPUMCHCHUA (B CJIydac HaJIW4usad HCECKOJIBKUX Y4YaCTHHUKOB IIponecca IMPOHU3BOACTBA
H€O6XOI[I/IMO YKa3aThb KaxaA0ro mu3 HI/IX);

e) apmareBTHIECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHUECKHUE XapaKTePUCTHUKHY;

3) MaTepuaIbHbII OamaHC AJig MPOU3BOJICTBA CEPUU TOTOBOTO MIPOIYKTA;

1) OMUCAHKE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPHAIIOB U YKYIOPOUHBIX CPEJICTB;

K) TOKyMEHTAJILHOE MOATBEPKICHHUE (BaJIMIAIMsI) TTPOLIECCOB MPOU3BOJICTBA U (MJIM) UX OILICHKA;

) TpeOOBaHMS K KadyecTBY BCIOMOTaTelIbHBIX BemlecTB (cepTudukar, crnenuduxanus Ha
BCIIOMOTaTEIILHBIC BEIIECTBA M X OOOCHOBAHUE),

M) AHAIIUTUYCCKUC MCTOAUKH, HCIOJB3YCMBIC TIpU OCYHICCTBJIICHUHU KOHTPOJISI KAa4YeCTBa
BCIIOMOT'aTCIBbHBIX BEIICCTB,

H) JAOKYMCHTAJIbHOC ITOATBCPKACHUC (Bannz[aum[) AHAIIUTUYCCKUX MCETOJUK, HCIIOJB3YCMBIX IIPpHU
OCYIICCTBJIICHNHN KOHTPOJIA KAa4€CTBA BCIIOMOI'aTCIIbHBIX BCIICCTB,

O) I/IH(1)OpMaI_II/I$I 00 HCIIOJIB30BAaHMH BCIIOMOI'aTEIbHBIX BCIICCTB 4YCIOBCYCCKOIO M KHBOTHOI'O
IMPOUCXOKIACHUA,

H) I/IH(I)OpMaI_II/IH 00 HCITOJIb30BAaHWH HOBBIX BCIIOMOTaTEIbLHBIX BCIICCTB,

p) TpeOOBaHUS K KavecTBY JIEKAPCTBEHHOTO TIpermapara Juisi MEAWIIMHCKOTO TMPUMCHCHHUS
(ceprudukar, cnenudukanys Ha JCKapCTBEHHBIN ITpenapar U uxX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJIB3YCMbIC TIIpW OCYHICCTBJIICHHM KOHTPOJI KadCCTBa
JICKApCTBCHHOI'O IIpCIiaparta AJid MCIUIHUHCKOI'O IIPUMCHCHU A

T) JOKYMEHTQJIbHOE MOJATBEPXKJEHUE (BaluIalusl) aHAIUTUYECKUX METOAMK, UCHOJIb3YEMBIX IPU
OCYLIECTBICHUU KOHTPOJIA KaueCTBa JICKAPCTBEHHOIO IIpenapara Juisi MEAULIMHCKOIO IPUMEHEHNS;

y) pe3yJIbTaThl aHATM30B CEPHUl JIEKAPCTBEHHOTO Mpemnapara Jijisi MEIUIMHCKOTO IPUMEHCHUS;
¢) XapakTepucTUKa IPUMECEH;

X) TEpeYeHb CTaHIAPTHBIX 00pa3lOB, MCIHOJB3YEMBIX IPU OCYHIECTBICHHH KOHTPOJS KadyecTBa
JIEKAapCTBEHHOIO IIperapara i MEIULUHCKOIO IPUMEHEHUS;

1) IaHHBIC O CTAOMJIBHOCTH JICKAPCTBEHHOT'O TIperapaTa JyIsl MeIUIIMHCKOTO TIPUMEHEHUSI.
(dacthb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Paznmen dapmakosornueckoil, TOKCHKOJIOTHYECKON JOKYMEHTAIIMH BKJIFOYAET B CeOs OTYETHI O
pe3ynbTaTax JOKIMHHUYECKUX UCCIIEOBAHHUM JIEKAPCTBEHHOTO CPEACTBA JIJIsl MEAUIIMHCKOTO TPUMEHEHMUS,
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B TOM YHUCIIE:
1) oTuer o hapmMakOIUHAMUYECKUX UCCIEAOBAHUSX;
2) otueT 0 hapMaKOKUHETHUECKUX HCCIETOBAHNUSAX;

3) OT4ET O TOKCUKOJIOTUYECKUX UCCIICIOBAHUSIX.
(uacTsb 6 B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3nmen KIMHUYECKOH DOKYMEHTAI[MH BKJIIOYAET B ce0sl OTYETHI O pe3yiabTarax KIMHHYECKHX
HCCIIEIOBAaHUH JIEKapCTBEHHOTO Mpenapara A MEIULMHCKOIO IPUMEHEHUS, B TOM YHCIIE:

1) oruersl 00 wucClIEMIOBaHUSAX OMOJOCTYIMHOCTH U OHMOIKBHUBAJICHTHOCTH, WCCIICIOBAHUSX,
YCTaHABIUBAIOIIUX KOPPETSAIUIO PE3YIbTaTOB, MOJYYEHHBIX B YCIOBHSIX 1n Vitro U in vivo;

2) oT4eTHl 0 PapMAKOKMHETHUECKUX UCCIICIOBAHUSX;
3) oTueTsl 0 hapMaKOAMHAMUYECKUX UCCIICIOBAHUSAX;
4) OTYETHI O KIIMHUYECKUX UCCIEOBAHUSAX Y(P(PEKTUBHOCTH U O€30MaCHOCTH;

5) OTYET 0 MOCTPETUCTPALMOHHOM OIIBITE MPUMEHEHUS (ITPH HATTMYUH).
(uactp 7 BBenneHa denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeboBanust k 00beMy HMH(OPMALIUU, TPEIOCTABISAEMON B COCTAaBE PETUCTPALIMOHHOTO JIOCHE,
JUTSL OTZIETTBHBIX BUOB JICKAPCTBEHHBIX MPENApaTOB JUIsI MEIUIIMHCKOTO MPUMEHEHHUsI YCTAaHABIMBAIOTCS
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOJIHUTEIbHON BIACTH.
(uactp 8 BBeneHa denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9. B oTHOIIEHHH JEKApPCTBEHHBIX MPENapaToB, Pa3pelICHHBIX ISl MEIUIIMHCKOTO MPUMEHEHUS B
Poccwuiickoit denepanmu Ooee aABaaANATH JIET U B OTHONICHHH KOTOPBIX HEBO3MOXKHO IPOBEICHUE
UCCIIeI0BaHUN UX OMOIKBUBAJICHTHOCTH (32 UCKIIOYEHUEM OMOIOTMYECKUX JIEKAPCTBEHHBIX MPENnapaToB),
JOMyCKAeTCsl BKJIIFOUEHHE B COCTaB pasjienia (papMaKoJIOTHIECKOH, TOKCUKOIOTHYECKON JTOKYMEHTAIlMA 1
paszena KIMHUYECKOM JIOKyMEHTallMd BMECTO OT4eTa pa3padoTyhKa O pe3yibTaTax COOCTBEHHBIX
JOKIIMHNYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB U KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/II;'I JICKApPCTBCHHBIX
MpernapaToB A MEAUIIMHCKOTO MpUMEHEHUs 0030pa Hay4dHBIX PadOT O pe3ylbTarax JOKIMHHYECKHX
I/ICCJIGZ[OBaHI/If/'I JICKAPCTBCHHLIX CPEACTB M KIMHUYCCKUX I/ICCJ'IGI[OBaHI/II;'I AAaHHBIX JICKAPCTBCHHBIX
MpernapaToB, B TOM YHUCJIE BKJIIOYAs OTBIT UX OCTPETUCTPALIMOHHOTO TPUMEHEHHUS.

(uactp 9 BBemena denepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-@03; B pen. deaepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

10. Ilpu rocymapcTBEHHOH perucTpanuu BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX IPENapaToB JUIs
MEIMIIMHCKOTO TPUMEHEHUsl JOIYyCKaeTCsl BKIIOUEHHE B COCTaB pazjaena (HapMaKoJIOTHYECKOMH,
TOKCUKOJIOTMYECKOM JIOKyMEHTAallMM M pas3felia KIMHUYECKONM JOKYMEHTallud BMECTO OT4YeTa
pa3zpaboTurka O pe3ylbTarax COOCTBEHHBIX JOKIMHUYECKHX HCCIEIOBAaHUM JIEKAPCTBEHHBIX CPE/ICTB
0030pa Hay4HBIX Pa0dOT O pe3yibTaTax JOKIMHUYECKHX HCCICAOBAaHUI pedepeHTHOro JIeKapCTBEHHOTO
npernapaTa U MpeiCTaBICHHE BMECTO KIMHUYECKUX HCCIEIOBAaHUN B MOJIHOM OOBEME, YCTAHOBICHHOM
pa3zesioM KIMHUYECKOW JTOKYMEHTAlluM, OT4eTa O pe3yjbTaTaX MCCIEI0BaHUN OMOIKBUBAJIEHTHOCTH
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BOCIIPOU3BCACHHOI'O JICKAPCTBCHHOI'O IIpf€liapara A MCAUIOUHCKOI'O IIPUMCHCHUA. He Tp€6yeTCH
MNpeaACTaBJICHHUE OTYCTA O Ppe3yjbTaTax HCCIICTOBaHUM OHMO’KBUBAICHTHOCTHU BOCITPOHU3BCACHHOTO
JICKApCTBCHHOTI'O IIpeIiapara sl MCAUITUHCKOI'O ITPUMCHCHUS, €CIIN PETUCTPUPYIOTCA BOCIIPOU3BEACHHDBIC
JICKApCTBCHHBIC MMpCIiapaThbl JJI1 MCIUIIUHCKOI'O IPUMCEHCHUA, KOTOPLIC!

1) npeaHasHayeHbl A NapeHTEPaIbHOro (IOJKOKHOTO, BHYTPHUMBIIIEYHOTO, BHYTPUBEHHOIO,
BHYTPUIJIA3HOI'O,  BHYTPHUIIOJOCTHOTO, BHYTPUCYCTaBHOI'O, BHYTPUKOPOHApHOIO) BBEJIEHUS U
IIPEJCTABISAIOT cO00I BOAHBIE PaCTBOPHI;

2) mpelCTaBISIIOT COOOW pacTBOPHI I IEPOPATILHOTO IPUMEHEHUS;
3) npou3sBesieHb! B OpME MOPOLIKOB WM JIMO(PUIN3ATOB Il IPUTOTOBIEHHS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) SIBNIAIOTCS YIIHBIMH WJIM TJIa3HBIMHU JIEKAPCTBEHHBIMH IperapaTaMy, IPOU3BEJICHHBIMU B opMe
BOJIHBIX PaCTBOPOB;

6) MpeaHa3Ha4YCHbI AJII MCCTHOI'O IIPHUMCHCHUA U IIPUT'OTOBJICHLI B (1)opMe BOJHBIX paCTBOPOB;,

7) npencTaBisOT OO0 BOJHBIC PACTBOPHI IS UCIIOJIL30BAHUS B (POPME WHTAISIUN C TIOMOIIBIO
HeOyaii3epa Ui B KaueCTBE Ha3aJbHBIX CIIPEEB, MPUMEHSIEMBIX C TTIOMOIIBIO CXOJIHBIX YCTPOUCTB.
(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. Jlna cnyyaeB, yka3aHHbIX B nyHkrax | - 3, 5 - 7 wactu 10 Hacrosmeld craThbu,
BOCITPOM3BE/ICHHBIN JIEKAPCTBEHHBIM Tpenapar Uisi MEIUIMHCKOTO MPUMEHEHHS JIOJDKEH COJepXkKaTh
TaKkHe K€ BCIIOMOTAaTeIbHBIC BEIIECTBA B TaKUX K€ KOJIMYECTBAX, KaK U pedEepeHTHBIN JeKapCTBEHHBIH
npenapar. Eciu cocTaBbl BCIOMOTATENBHBIX BEIIECTB PA3TMYAIOTCS, 3aSBUTENb JOJKEH IMPEICTAaBUTH
JI0Ka3aTeNbCTBA TOTO, YTO HCIOJIb3yeMble B JAHHBIX KOHIEHTpPALMSAX BCIOMOTAaTeIbHbIC BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh W (WiH) 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Ipermapara Uisi MEIHIIHHCKOTO
npuMeHeHus. B ciydae, eciiv 3asBUTENb HE MOXKET MPEACTaBUTh TaKUE J0Ka3aTeIbCTBA U (MJIM) HE UMEeT
JOCTyIa K COOTBETCTBYIOIIUM JaHHBIM, OH JIOJDKEH MPOBECTH COOTBETCTBYIOIIWE HWCCIICIOBAHMS IS
JI0Ka3aTeNIbCTBA OTCYTCTBUSL BIUSHHUS PAa3HBIX BCIOMOTAaTENbHBIX BEUIECTB WJIM BCIIOMOTaTEIbHBIX
yCTpoicTB Ha Oe3omacHOCTh U (M) 3()(PEKTUBHOCTD JIEKAPCTBECHHOTO IperapaTa i MEIUITTHCKOTO
MPUMEHEHHS B COOTBETCTBUU C aKTaMH, COCTABIISIOIIMMU IIPaBo EBpa3uiickoro 5KOHOMHYECKOTO CO03a.
(uactp 11 BBenena deaepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03; B pen. PenepanbHOTO 3aKOHA OT
22.12.2020 N 444-03)

12. ITpu rocyapcTBEHHOM perucTpanuy KOMOMHAIMI paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB Juisi MEIWLMHCKOTO IPUMEHEHMS JIONMYCKAaeTcs BKIIOUYEHHE B COCTaB pasjena
(bapMaKkoIIOTUYECKOH, TOKCHKOJIOTMYECKOW JIOKYMEHTAlMd M pas3jeia KIMHHUYECKOW JOKyMEHTAIUH
BMECTO OTueTa pa3paboTuMka O pe3yibTaTax COOCTBEHHBIX JOKIMHUYECKHX HCCIEI0BaHUN
JIEKapCTBEHHBIX CPENCTB 0030pa HAaydHBIX paboT o pe3yiapTarax AOKIMHMYECKHX HCCIICIOBAaHUI
pedepeHTHBIX JIEKapCTBEHHBIX IMPENapaTroB, BXOMIAIIUMX B COCTaB KOMOWHAIMU JIEKapCTBEHHBIX
MpernapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OJJHOH JIEKapCTBEHHOU (opMme.

(dacth 12 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Ha »skcmepTudy pa3IMYHBIX JIEKAPCTBEHHBIX (OPM OMHOTO M TOTO K€ JIGKAPCTBEHHOTO

www.consultant.ru Crpannna 49 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100349&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100357&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=371692&date=15.07.2021&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100358&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"
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mnpemapata AJii MEIUIMHCKOTO MPUMEHEHMs 3asBUTEIb MPEJCTaBIsIeT OTICNbHbIE 3asBICHUS U
PETHUCTPAIIMOHHBIC JIOChE HA KAXKIYIO JIeKapCTBeHHYIO (hopmy. [Ipu ycioBuM 0THOBPEMEHHOM MOIa4M Ha
SKCIIEPTH3Y OJIHOM JEeKapCTBEHHON (OPMBI C pPA3IUYHBIMU JO3MPOBKOM, KOHIEHTpalued, oobeMoM
3asBUTEIb MPEACTABIISIET OJHO 3asBJICHUE U PETUCTPAIMOHHOE JI0ChE C MPHJIOKEHUEM MAKETOB YITaKOBOK
Ha KaXIyl0 JO3UPOBKY, KOXKIYIO KOHIICHTPAIINIO, KAXK/IbIF 00beM U Kaxk/10€ KOJIUYECTBO 703 B YIIAaKOBKE.
(uactp 13 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

14. Ilpu rocymapcTBEHHOW peructpauuu op¢aHHOTO JIEKAPCTBEHHOTO IIpernapara 3asBUTEIb
NpeACTaBIsieT HHPOPMAIUI0, HEOOXOAUMYIO JUIsi (OPMHUPOBAHUS pa3jiesia KIMHUYECKOU JTIOKYMEHTAIlUH,
B 00BbeMe, YCTAaHOBIIEHHOM YIIOJTHOMOYEHHBIM (eiepabHbIM OPTaHOM HCTIOTHUTEIbHOM BIACTH.

(uactp 14 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

15. Ilpu peructpauuu OHOJOTUYECKOTO JIEKAPCTBEHHOI'O IIperapara, IMOJIYyYeHHOTO U3 KpOBH,
MJa3Mbl KPOBH YEJIOBEKa, B COCTABE PETUCTPAIMOHHOTO JOChE Ha JIEKAPCTBEHHBIM Npemapar s
MEAHUIIMHCKOTO MIPUMEHEHHSI TOJIKHBI OBITH MPECTABICHBI JOTIOIHUTEIBHO:

1) B pa3gene JOKYMEHTAllUM aJIMHUHUCTPATHBHOTO XapakTepa JOKYMEHT, COJep Kaluit
nHpopMalrio o cyObeKTax oOpallieHus JOHOPCKON KpOBU M (MIJIM) €€ KOMIIOHEHTOB, O TOM, TJe Oblia
OCyIIIEeCTBIICHA JOHAIMs (KpOBM W (WMJW) IUIa3MBl KPOBH), a TaKke IaHHbIE 00 WH(EKIIMOHHBIX
3a005IeBaHUAX, MEPEAAIOIIUXCS NapeHTEpaTbHBIM IMyTeM, HHpopMalus o cyObekTax oOpaleHus
JOHOPCKOW KpoBH W (WJIM) €€ KOMIIOHCHTOB, B OTHOIICHHH KOTOPBIX OCYIIECTBISETCS KOHTPOIH
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pa3zene XUMUYECKOH, (hapMalieBTHUECKON 1 OMOJIOrMYECKOMN TOKyMEHTALINN:

a) KpUTEpUU U CIOCOOBI 0TOOpa, TPAHCIIOPTUPOBAHMS U XPAHEHMs JOHOPCKOW KPOBU U (WJIH) ee
KOMITOHEHTOB;

0) pe3ynbTaThl UCCIEIOBAaHUN OTOOPAHHBIX JOHOPCKON KPOBH M (WJIM) IJIa3Mbl KPOBU U MYJIOB Ha
HaM4Yue Bo3OyauTenei wuH(pEKuud, BKI0OYas WHGPOPMANHMIO 00 WCIOJNB30BAaHHBIX METOJUKAX
HCCIEAOBAaHUN M B Clly4ae HCCIEAOBaHUS IYJOB IUIa3Mbl KPOBU PE3yJbTaThl JOKYMEHTaJIbHOTO
MOATBEPK/IeHUS (BaJIMJALIMH) UCIIOJIb30BAHHBIX METOJIUK;

B) TEXHUYECKHE XapaKTEPUCTUKHU YIaKOBKU AJi1 0TOOpa JOHOPCKOM KpOBHU M (WJIM) MJIa3MbI KPOBH,
BKJTFOYast HH(POPMAIHIO 00 MCIOJIb30BAHHBIX PACTBOPAX aHTHKOATYJISTHTOB.
(dacth 15 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

16. KnuHuueckue ucciaenoBaHusl JEKApCTBEHHOIO Iperapara s MEAMIIMHCKOrO NPUMEHEHHS B
LEeJIAX €ro TOCYAapCTBEHHOM perucrtpauuu npoBoisaTcs B Poccuiickoir denepanuu B HOpsKe,
yCTaHOBJIEHHOM cTaThsiMu 38 - 44 Hacrosero ®enepanbHoro 3akoHa. OTUeT O MPOBEAECHHBIX
HCCIIEIOBAaHUAX BKIIIOYAETCA B COCTaB pasjielia KIMHUYECKOW JOKYMEHTAllMM PEerucTPalMOHHOIO J0ChEe
Ha JIEKapCTBEHHBIN mpernapar s MEAMLMHCKOro NMpUMEHEHUs. s JeKapCTBEHHBIX INpenapaToB AJis
MEIULUHCKOTO MPHUMEHEHHs, B OTHOUIEHHH KOTOPbIX B pe3yibTaTe »HKCHEPTH3bl JOKYMEHTOB,
IIPEJICTABICHHBIX JJII ONpPEJEICHUs] BO3MOKHOCTH paccMaTpUBaTh JIEKApCTBEHHBIM mpernapar ais
MEIMLMHCKOTO MPUMEHEHHUs] B KauecTBe Op(aHHOIO JIEKAPCTBEHHOr'O Ipernapara, Takash BO3MOXHOCTb
IpU3HAaHA M B OTHOIIEHMHM KOTOPBIX IPOBEIEHbl KIMHUYECKUE HCCIIEIOBAaHUS, BBINOJIHEHHbIE 3a
npenenamu  Poccuiickoit ®esnepaunun B COOTBETCTBMM C IpaBWJIaMHM HaJulexalledl 1abopaTopHOi
IPaKTUKA U TpaBUJIaMHM HaJUIeKalled KIMHUYECKOW MpPaKTHKHU, JIOMYCKAEeTCs BKIIIOYEHHE B COCTaB
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pasfena KIMHAYECKOM JOKyMEHTAllMM BMECTO OT4ETa O pe3yJbTaTaX KIMHMYECKHUX HCCIIECJOBAHUN
JIEKApCTBEHHOIO Iperapara sl MEIMIUHCKOrO IIPUMEHEHUS, IIPOBEIECHHBIX B Poccuiickon denepanny,
oTyeTa O pe3yiabTaTax KIMHUYECKMX HCCIIEOBaHMUM, BBINOJHEHHBIX 3a Ipenenamu Pocculickon
denepauuu.

(uacTh 16 BBeaena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

17. B ciyyae HenpeacTaBiIeHUS C 3asBICHUEM O FOCYAApCTBEHHOM pErucTpanuy JeKapCTBEHHOI'O
npemnapaTa AJis MEIUIUHCKOTO NMPUMEHEHHs JOKYMEHTOB, MOATBEPKAAIOIINX YILUIATy TOCYIapCTBEHHON
MONUIMHBI M YyKa3aHHbIX B TmyHKTe 10 wactm 2 HacTosmIed CTaTbU, a TaKKe BBIJABAEMbBIX
(mpenocTaBisieMbIX)  YHOJHOMOYEHHBIMH  (hefepajbHbIMU  OpraHamMH  HCIOJHHUTEIBHOW  BIACTH
JIOKYMEHTOB (CBEICHHI), YKa3aHHBIX B MyHKTax 3 ¥ 4 4yacTu 4 HACTOSIIEH CTAaTbH, YMOJIHOMOYCHHBIN
denepanbHBIE OpraH HWCHOJHUTENBHON BJIACTH 3ampallldBacT yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B
MOPSIIKE MEKBEJOMCTBEHHOTO HH(POPMAITMOHHOTO B3aMMOICHCTBHSI.

(uactp 17 B pen. @eaepanbpHoro 3akona ot 27.12.2019 N 478-D3)

18. He momyckaeTcs WCIOJIb30BAaHUE B KOMMEPUYECKHX IeNIIX HWHGOPMAIUU O pe3ysbTaTrax
JOKJIIMHUYECKUX UCCIIEIOBAHMI JIEKaPCTBEHHBIX CPEJICTB M KIIMHUYECKUX MCCIEIOBAHHM JIEKaPCTBEHHBIX
[IpernapaToB i MEIULUHCKOIO IMPUMEHEHMs], NPEICTABICHHON 3asBUTENEM JUIsl TOCYJIapCTBEHHOMN
perucTpalnuy JIEKapCTBEHHOTO Ipemapara, 0e3 ero corjacuss B TEYEeHHWE MIECTH JIET C JIaThl
rocy/1apCTBEHHOW perucTpaunu peepeHTHOro JeKapcTBeHHOro npenapara B Poccuiickoit denepanuu.
(dactp 18 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19. llepxatenp Win BiaJeNell PErUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOrO Iperapara Ha
OMOTEXHOJIOTMUECKUN WM Op(aHHBIN JIEeKapCTBEHHBINA MpenapaT 00s3aH MPeJOCTaBIsATh Ha BO3ME3AHON
OCHOBE 00pa3iibl pe)epeHTHOr0 JIEKAPCTBEHHOIO Mpernapara 3assBUTENISIM JIJIs1 TPOBEACHUS KIMHUYECKUX
uccinenoBanuii. CtouMocTs o00pa3a peQepeHTHOro JEKApCTBEHHOIO Mperapara, BKIOYEHHOTO B
MepeveHb JKU3HEHHO HEOOXOIMMBIX U BOKHEUIIIMX JIEKAPCTBEHHBIX MPENapaToB, HE JOJKHA MPEBHIIIATh
3aperuCTPUPOBAHHYIO MPEAETbHYI0 OTIYCKHYIO LIEHYy Ha pe(epeHTHBIN JIeKapCTBEHHBIN MpenapaTr Hid
LIEHY Ha JICKapCTBEHHBIN MperapaT B CTPaHE MPOU3BOIUTEIIS.

(dacth 19 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20. 3asiBI€HHE O TOCYIapCTBEHHOW PErHCTpalMM BOCIPOU3BEACHHOIO JEKApCTBEHHOI'O Ipernapara
JUIS MEAMIIMHCKOTO TPUMEHEHUS MOXKET OBbITh IMOJAaHO B YIOJHOMOYEHHBIN (QenepalbHblil opraH
WCIIOJTHUTEIBHOW  BJIACTH, OCYIICCTBISIONIMNA TOCYJApPCTBEHHYIO  PETUCTPALMIO  JIEKAPCTBEHHBIX
MpernapaToB, MO MCTEYCHHHM 4YETBIpEX JIeT C JaThl TOCYIJapCTBEHHOH perucrpanuu pedepeHTHOro
JIEKapCTBEHHOT 0 Tpemnapara B Poccuiickont @enepanuu.
(uacts 20 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asgBieHHME O TOCYIJAapCTBEHHOH  peructpamuu  OnoaHasoroBoro  (6momnomo0HOTO)
JIEKapCTBEHHOTO IMpenapata (OnoaHanora) MokeT ObITh MTO/IaHO B YIIOJHOMOYEHHBIH (eepanbHblil Opran
WCIIOJIHUTEIBHON  BIIACTH, OCYIICCTBIIIIOIIMK  TOCYJApPCTBEHHYIO  PETHCTPAIUIO0  JICKAPCTBEHHBIX
IpernapaToB, IO MCTEYCHHHM TpeX JeT C JAaThl TOCYAapCTBEHHOHN peructpanuu pedepeHTHOTOo
JIEKapCTBEHHOT O Tpernapara B Poccuiickont @enepanuu.

(dactpb 21 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22. [lepkaTenb WM BIajeiel] PEruMCTPAllMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOrO Ipernapara
MIPEJICTABIsIeT B YIOJHOMOYEHHBINH (eaepanbHblii OpraH HCIOJMHUTEIBHONW BIIACTH, OCYLIECTBIISIFOIIMIMA
(GYHKIHMU IO KOHTPOJIIO U HAJ30py B cepe 3apaBOOXpaHEHHS, OTUET 10 pe3ysbTaTaM (hapMakoHaI30pa
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OJIMH pa3 B LIECTh MECALIEB B TEUECHUE ABYX JIET MOCJE rOCYAapCTBEHHON PErUCTpally JIEKapCTBEHHOTO
npemnapara B Poccuiickoin denepanuu, €XKEroJHO B TEUCHHUE MOCICIYIOMMNX TPEX JIET U B JAAJIbHEHIIEM
OJIMH pa3 B MATH JET.

(dactp 22 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Cratba 19. [puHATUE pelleHMA O BblAaye 3KCMEePTHOMY YUYpeXxAeHUI0 3aflaHuMA Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeAcTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necatu padbouux JHEH cO JHS MPUHATHS 3asBJIEHUS O FOCYIapCTBEHHOW perucTpaiun
JIEKapCTBEHHOI'0  Ipernapara  COOTBETCTBYIOLIMM  yIOJIHOMOYEHHBIH  ¢enepaibHbli  Oopras
WCTIOJTHUTEBHOW BJIACTH MPOBOAMUT MPOBEPKY IMOJHOTHI, JOCTOBEPHOCTH M MPABMIBHOCTH O(POPMIICHHS
IIPEJICTABICHHBIX JOKYMEHTOB DPETMCTPAallMOHHOIO JOChE Ha JIEKAPCTBEHHBIM IIpernapar U INPUHUMAET
peuieHue o Bblade 3aJaHusl Ha IPOBE/ICHHUE:

1) IKCIICPTU3BI JOKYMCHTOB, HNPCACTABJICHHBIX JISI OHNPCACIICHHUA BO3MOXHOCTH pacCMaTpuBaATb
JIeKapCTBeHHI)If/'I npemnapar A MEAULMUHCKOTO IMPUMCHCHUA IIPU OCYIICCTBICHUHN FOCYI[apCTBeHHOI;'I
perucTpanu B Ka4C€CTBEC Op(l)aHHOFO JICKApCTBCHHOI'O IIpCIiapara,

2) OKCHCPTUIBI JICKAPCTBCHHOI'O CPCACTBA B HaCTH SKCIICPTU3LI KAUCCTBA JICKAPCTBCHHOI'O CPCACTBA
U OKCICPTU3bl OTHOIICHUA 0XXKHJIAeMOM IMOIb3bI K BO3MOXHOMY PHCKY IHNPHUMCHCHUS JICKAPCTBCHHOI'O
npenapara ajisd MECIUIUHCKOTO IPUMCHCHUA

3) sKcHepTH3bl JIEKAPCTBEHHOI'O CPEJCTBA B YACTH HKCHEPTU3bl KAUeCTBa JIEKAPCTBEHHOT'O CPE/ICTBA
U DKCIEPTU3bl OTHOILIEHUS OXHUAAeMOMl IMOJb3bl K BO3MOXKHOMY PHUCKY MPUMEHEHMs JEKApCTBEHHOI'O
mpenapara JUisi MEIMIMHCKOTO TPUMEHEHUs B TMOpPAJKE YCKOPEHHOW HpOLEaypbl 3KCHEPTH3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUM €O cTaThel 26 HacTosmero deaepaabHOro 3aK0Ha;

4) osKcmepTusbl JIEKAPCTBEHHOI'O CpEJICTBA B OTHOLIEHMM JISKAPCTBEHHOIO IIperapara Jajs
BETEPUHAPHOTO IIPUMEHEHUS.

2. Y1osHOMOYEHHBIN (eliepanbHblil OpraH UCIOJHUTEIbHONW BJIACTH YBEJIOMIISIET B 3JIEKTPOHHOM
¢dopme Wi Ha OyMa)KHOM HOCHTENE 3asABUTENS M DKCIEPTHOE YUPEKIECHUE O NMPHUHIATOM PEHICHUH O
BbI/IaY€ 3aJaHUI Ha NPOBEICHUE DKCIIEPTU3, IIPELYCMOTPEHHBIX 4acThi0 | HACTOSIIEN CTaThby, U B ClIydae
HEOOXOIMMOCTH O BbIJIaue pa3penieHus Ha BBO3 B Poccuiickyro denepaniio KOHKPETHOW MapTHH, CEPUU
3apEeTUCTPUPOBAHHBIX U (WJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WIM 00 OTKasze B
IIPOBEACHUH IIPETYCMOTPEHHBIX 3KCIIEPTU3 C YKA3aHUEM IIPUUYMH TaKOr'0 OTKAa3a.

3. B ciydae BbIABIEHUS OTCYTCTBUSI WM HEIOCTOBEPHOCTH HH(OpPMALMH, COAEpIKAICHCS B
[IPE/ICTABICHHBIX 3asBUTEIEM JOKYMEHTaX, YHNOJHOMOYEHHbIN (efepanbHblii OpraH HCIOIHUTEIbHON
BJIACTH HAmpaBiseT 3asBUTENIO 3ampoc 00 YTOYHEHHHM JTOM wuHpopMmanuu (mamee - 3ampoc
YIIOJTHOMOYEHHOTO (hefepaibHOTO OpraHa HCIOJHHUTEIBHON BIAcTH), KOTOPBIH MOMET OBITh IepenaH
YIOJHOMOYEHHOMY MPEACTAaBUTENI0 3asBUTENS JIMYHO O]l PACHUCKY, HAMPABIEH IO MOYTE 3aKa3HbIM
IIMCbMOM WJIM TepefaH B 3JEKTPOHHOU (opMe 0 TeJIeKOMMYHHUKAllMOHHBIM KaHajlaM CBsi3u. B ciyuae
HaIpaBIIEHUsl 3apoca YHNOJHOMOYEHHOTO (pelepaqbHOr0 OpraHa HCIOJHUTEIbHOW BIACTH MO IOYTE
3aKa3HbIM IUCBMOM OH CYMTAETCS MOJIYYEHHBIM [0 MCTEUEHMM IIECTU JHEW C JaThl HallpaBJICHUSA
3aKa3HOro MUchMa.
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4. 3asBuTenb 00s3aH MPEACTaBUTH OTBET HAa 3allpoc YIMOJIHOMOYEHHOTO (eaepaabHOro opraHa
WCIIOJTHUTEIIBHON BJIACTH B CPOK, HE MPEBBIMIAIONINKI JEBSIHOCTA PabOYMX JHEH CO JHS €ro MOJyYCHUS.
Cpok, yka3aHHBIA B 4yacTH | HACTOAIIEH CTaThH, MPHUOCTAHABIMBACTCS CO JHS HAMPABICHUS 3asBUTEIIO
3arnpoca yHOJHOMOYEHHOIO (enepajibHOr0 OopraHa HWCIHOJHUTEIbHOM BJIACTU 1O JHS TMOJIYYEHHUS UM
COOTBETCTBYIOIIIETO OTBETA.

5. OcHOBaHHEM JJIsl OTKa3a B OpraHU3aluy SKCIEPTHU3, MPEAYCMOTPEHHBIX 4acThio | HacTosAei
CTaThH, SBISETCA IPEJICTABICHUE HEOOXOMMMBIX [UIs MPOBEACHUS IPEAyCMOTPEHHBIX HSKCHEPTHU3
JOKYMEHTOB B HEIOJIHOM O0OBbEME WJIM HENPEACTABICHUE 3asBUTEIIEM B YCTAHOBJICHHBIH CPOK OTBETA Ha
3alpoc YHOJHOMOYEHHOIO (e/iepaibHOro OpraHa HCHOJHMUTENbHOM BIACTH, a TaKXKe Ipe/CTaBlICHUE
JIOKYMEHTOB, HE COJIEPKalNX NCUYEPIBIBAIOIIETO MTEPEUHsI HEOOXOJUMBIX CBEICHUH.

6. IIpu oTkase B OpraHu3ally SKCIEPTU3bI, NPEAYCMOTPEHHOM IyHKTOM 4 yactu | Hacrosumieu
CTaThH, JOKYMEHTBI, BXOJSAIIME B COCTAB PETHCTPALMOHHOIO JOChE Ha JICKAPCTBEHHBIM Ipernapar st
BETEPUHAPHOTO MPUMEHEHUS, MOTYT OBITh BO3BpAIllEHbl 3asABUTEII0 HAa OCHOBAaHUHM €r0 HMUCbMEHHOTO
3arpoca, HalpaBJICHHOTO B YIIOJHOMOYEHHBIH (pe/iepabHblid OpraH WCIOJHUTEIBHON BIACTH B TEUCHUE
TpUILATH pabOYMX JTHEH CO JAHS NPUHATHS YIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM HMCIOJHUTEIbHON
BJIACTH pElICHUsI 00 OTKa3e B OPraHM3allMU TAKOH SKCIEPTU3bL. YTIOJIHOMOYECHHBIN (eepaabHblil Opran
WCIIOJHUTEJIBHOM BJIACTH BO3BpAIlaeT 3asBUTEINIO YKa3aHHbIE JOKYMEHTHI B TEUEHHE JIECATH pabouux
JTHEH CO JIHS MOJIy4EHUSI COOTBETCTBYIOLIETO 3aIpOCa 3assBUTEIIS.

(dacth 6 BBeneHa denepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

Ctatbsi 20. 3KcnepTM3a [OOKYMEHTOB, MNpeAcTaBleHHbIX Ansi onpegeneHusi
BO3MOXHOCTU paccMmaTpuBaTtb ﬂeKapCTBeHHblﬁ npenapar ana MeaANLUUHCKOro
NPUMEHEHNA TNpPU OCYLIECTBJIEHUM TrOCyAapCTBEHHOW perucTpauMmM B KayecTBe
opcaHHOro nekapcTBeHHOro npenapara

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

1. DkcnepTu3a JOKYMEHTOB, IMPEACTABICHHBIX IJI ONPEIEICHUS BO3MOXHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIA TMpernapaT s MEAMIIMHCKOrO MPUMEHEHMsI TMPHU OCYIIECTBICHUH TOCYAapCTBEHHOM
pEruCTpallik B KayecTBE OpQaHHOTO JICKAPCTBEHHOTO Ipernapara, COCTaBJICHHE KOMHCCHEH 3KCIEPTOB
3aKJIIOYEHUsT O BO3MOXKHOCTH WJIM HEBO3MOXXHOCTH pPacCMaTpUBATh JICKAPCTBEHHBIM TIpemapar s
MEAUIIMHCKOTO TPUMEHEHUS TIPU OCYIIECTBICHUH TOCYIapCTBEHHOW pErHUCTpallid B KauecTBE
ophaHHOTO JIEKAPCTBEHHOI'O Mperapara W HaNpaBlICHUE JAHHOTO 3aKIIOYCHHSI B YIIOJTHOMOYCHHBIN
benepanbHBIA OpraH MCHOJIHUTENBHOM BIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBIIAIONINN TPUALATH
paboumx JHEH CO JTHS MOyYEHHUS SKCIIEPTHBIM YUPEKICHUEM 33JJaHUs YIIOJTHOMOYEHHOTO (efepaTibHOrO
OpraHa UCHOJHUTENIbHOM BIACTH U B AJIEKTPOHHOU (opMe Hiid Ha OyMa>KHBIX HOCHUTENSIX HEOOXOIUMBIX
JIOKYMEHTOB, yKa3aHHBIX B IyHKTax 1, 2, 5, 6, 10 wactu 4 u B uvactu 7 crarhbu 18 HaACTOSIIETO
denepanbHOTO 3aKOHA.

2. JIoKyMeHTBI, COAEp Kalluecs B PETHCTPALlMOHHOM JIOCh€ Ha JICKapCTBEHHBIN mpemapar u
MOCTYMUBIINE HA OYMaXKHBIX HOCUTEJISX B OKCIIEPTHOE YUPEXKICHUE ISl OCYIIECTBICHUS UX IKCIEPTU3HI
JUISL  ONPENEEHUs BO3MOKHOCTHM PAacCMaTpuUBaTh JICKAPCTBEHHBIM Ipenapar s MEAULIHUHCKOIO
NpUMEHEHHS B KadyecTBe Op(aHHOrO JIEKApCTBEHHOTO Iperapara, MOAJeXaT BO3BparTy B
VIIOJTHOMOYCHHBIN (DeepanbHblii OpraH HCIIOJIHUTEIBPHONW BIIACTH OJHOBPEMEHHO C 3aKIIOYCHHSIMH
COOTBETCTBYIOIIMX IKCIEPTHU3.
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CraTtbsa 21. PewweHne 0 BO3MOXHOCTU paccMaTpuBaThb JIeKapCTBEHHbIN Npenapar npu
oCyLleCTBIEHUN rocyaapcTBeHHOM peructpauum B KayecTBe opdpaHHoOro
nekKapcTBeHHOro npenapara

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

1. B cpok, HE MPEBBIIIAOIININ MATH padO4YMX THEH CO THS MONyYEHUS 3aKITIOUCHHs, YKa3aHHOTO B
gactu 1 crarbu 20 Hacrosmero ®denepalbHOro 3aKoHa, YIOJIHOMOYEHHBIH (enepaibHblii Oprax
WCIIOJIHUTEJIBHOM BJIACTH OCYILECTBISET OLIEHKY IOJYyYEHHOTO 3aKJIIOUEHUsS Ul OIpPEAEICHUS €ro
COOTBETCTBHS 3aJjaHHUI0 Ha IPOBEACHUE COOTBETCTBYIOLICH 3KCHEPTH3bl U YBEIOMIISET 3asBUTENS B
AJIEKTPOHHOW ¢opMe wWIM Ha OyMaXHOM HOCHUTENE O pe3ylbTaTax IpPOBEACHHOW SKCIEPTU3BI C
IPUIIOKEHUEM KOIIUHU SKCIEPTHOrO 3aKIII0YEHUs (C COXpaHEeHHEM KOH(UIACHIMAIBHOCTH UH(OpMaIK O
COCTaBE€ 3KCIEPTHOM KOMHCCHM) U O BO3MOKHOCTH HJIM HEBO3MOXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN
npenapar A MEJUIMHCKOTO NPUMEHEHUS INpPU OCYIIECTBICHUU TOCYAAPCTBEHHOM perucrpanuu B
KadecTBe Op(PaHHOTO JICKAPCTBEHHOTO Tpernapara.

2. Ilpu BbIHECEHUH KOMHCCHEW OKCIEPTOB 3aKIIOYEHHUS O BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIM Ipernapar Uil MEIULHUHCKOIO NPUMEHEHHUs IPU OCYLIECTBICHUM TOCYAapCTBEHHOU
perucrpanuu B kKadyectse ophaHHOrO JIEKAPCTBEHHOTO Mpenapara yrnoIHOMOYEHHBIH ¢eaepanbHblil opran
WCTIOJTHUTEIIBHOW BJIACTH B CPOK, HE MPEBBIMIAIOMINAN MSATH pabounx AHEW cO THS MOMYYCHHS JaHHOTO
3aKJIIOUEHHUs, MPUHUMAET pEIIeHHe O BblJade 3aJaHus Ha TMPOBEIECHUE OSKCIEPTU3bl KadecTBa
JIEKapCTBEHHOI'O CpEACTBA M OSKCIEPTU3bl OTHOUIEHMS OKUJAEMOW MOJb3bl K BO3MOKHOMY PHUCKY
MPUMEHEHHS JIEKapCTBEHHOIO IMperapaTa Ajs MEAMIMHCKOTO MPUMEHEHHs B TMOPSAKE YCKOPEHHON
MPOLEAYPBl SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBHUM CO CTaThell 26 HACTOALIETO
denepallbHOTO 3aKOHA.

3. B ciydae npuHsSTHS penieHuss 0 HEBO3MOXHOCTH pacCMaTpPUBATh JIGKAPCTBEHHBIN Mpernapar s
MEIUIIMHCKOTO MPUMEHEHHs TMpH TOCYJAapCTBEHHOM perucTpauud B  KadecTBe OpdaHHOTO
JICKapCTBCHHOT'O  IIperapaTa YIOJHOMOYCHHBIH (efepanbHBIi OpraH HCIOJHUTEIBHONW BJIACTH
MpeKpaniaeT npoueaypy rocyJapCTBEHHON pEerucTpanuu JEKapCTBEHHOTO Ipenapara. 3asBUTEIb BIIpaBe
O0paTUTbCS B PETUCTPUPYIOIIUN OpPraH C 3asBICHHEM O TOCYAapCTBEHHOH PETHCTpaliil YKa3aHHOTO
JIEKApCTBEHHOT0 MperapaTa B COOTBETCTBUU €O cTrarbel 18 Hactosmero denepanbHOro 3akoHa.

Cratba 22. YTpatuna cuny ¢ 1 nronsa 2015 roga. - PeagepanbHbI 3aKOH oT 22.12.2014
N 429-®3.

Ctatba 23. J3KcnepTu3a Ka4vecTBa JIeKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLIEHMA OXMAAEMOW NOJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUA JeKapCTBEHHOro
npenapara Ans MeAULUHCKOro NpuMeHeHus

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

1. OkcnepTu3a KayecTBa JIEKapCTBEHHOIO CPEJCTBA U DKCIEPTU3a OTHOILICHUS OKUIAEMOMN I0JIb3bI
K BO3MOXHOMY pHUCKY IPUMEHEHUS JIEKapCTBEHHOIO Mpernapara i MEAULMHCKOrO IIPUMEHEHUs,
COCTaBJICHUE KOMHUCCUSIMU DJKCIEPTOB 3aKJIIOUEHUM 110 pe3ysibTaTaM IIPOBEIEHHBIX JKCIEPTU3 U
HaNpaBJICHUE JTHUX 3aKIIOYECHUI B YIMOJHOMOYEHHBIH (eaepabHblii OpraH HCIOJHHUTEIBHON BIIACTH
OCYILLECTBIISIIOTCS B CPOK, HE MPEBBIAIONINNA CTa 1eCATH pabOUYMX JTHEH CO JHA MOIYy4EHHUS SKCIEPTHBIM
YUPEXIEHUEM COOTBETCTBYIOLIETO 3aJaHUsl YIIOJTHOMOYEHHOro (eiepajIbHOr0 OpraHa MCHOJHUTEIbHON
BJIACTH M HEOOXOAUMBIX JIOKyMEHTOB B DJIEKTPOHHON (popMe MiIH Ha OyMaXKHBIX HOCHUTEIISX.
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2. B TeuyeHue AEBSHOCTAa JHEH CO JHA MOJYYEHHUsS PEIIEHUS YIOJIHOMOYEHHOTO (eaepanbHOro
opraHa HCIIOJHUTEIBHOW BJIACTH O INPOBEACHUM OJKCIEPTHU3, IIPEAYCMOTPEHHBIX 4YacTbiO | Hacrosuiein
CTaTbH, 3asABUTENIb INPEIACTABIAET B JKCIEPTHOE YYPEKICHHUE I IIPOBEACHMS SKCIEPTU3bl KayeCTBa
JICKApCTBEHHOTO CpEICTBa 00pa3lpl JIEKAPCTBEHHOIO Tpenaparta Uil MEIUIIMHCKOTO TNPUMEHEHUS,
IPOU3BEACHHOIO0 B COOTBETCTBUU C TPEOOBAHUSAMH ONBITHO-IPOMBIIIJIEHHOTO U (MJIM) MPOMBIIIIEHHOTO
pErIaMEeHTOB, YTBEP)KJICHHBIX PYKOBOAMTENIEM IIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB, a TaKXKE B
COOTBETCTBYIOLIUX CIIy4asx o0pa3libl (papMalieBTUYECKON CyOCTaHIIMM, TECT-IITAMMa MUKPOOPIaHU3MOB,
KYJIBTYpBI KJIETOK, 00pa3Iibl BEIECTB, IPUMEHIEMBIX JIUIsI KOHTPOJISl KauecTBa JIEKAPCTBEHHOTO CPEICTBA
IyTE€M CPaBHEHHUS C HUMH HCCIIEAYEMOI0 JIEKAPCTBEHHOT'O CPEACTBA, B KOJIMUYECTBAX, HEOOXOAUMBIX JUIS
BOCIIPOM3BEICHHSI METOJIOB KOHTPOJIS Ka4eCTBa.

3. Ilpu nomydyeHuu oOpa3LOB JIEKAPCTBEHHOrO Ipernapara M (apMmalneBTUYeCKOH cyOcTaHIMU
JKCIIEPTHOE YUYPEXKIACHUE BBIIACT 3asABUTEII0 JIOKYMEHT, ITOATBEPKAAIOIIMN IOJIYy4EHHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBILIAIONIUI TpeX pabouyux JHEH, yBeIOMIIET B 3JEKTPOHHOM dopme Win Ha
OyMa)KHOM HOCHUTEIIE 00 3TOM YIOJHOMOYEHHBIN (eliepaibHbIil OpraH HCIIOTHUTEIBHON BIACTH.

4. Yka3zaHHbIE B 4acTAX 2 M 3 HACTOSALIEH CTaThbU CPOK Ul MPEICTABICHUS 3asBUTENIEM 00pas3loB
JIEKQpCTBEHHOTO Tpenapata W (apMameBTUYECKOH CyOCTaHIIMM M CPOK YBEAOMIICHHUS HKCHEPTHBIM
yupexaeHueM o0 3TOM Ha OyMaXHOM HOCHUTENIe YIOJIHOMOYEHHOro (¢enepajabHOro opraHa
WCIIOJIHUTEJIBHOM BJIACTU HE BKIIIOYAIOTCA B CPOK IPOBEJEHUS IKCIEPTHU3, MPEIYCMOTPEHHBIX YacTbio |
HACTOAILEH CTATHH.

5. JIOKyMEHTBI, IIOCTYIIMBIIME B OKCIEPTHOE YUYPEXKICHHE I IPOBEICHHUS OKCIEPTH3,
IPEJYCMOTPEHHBIX YacThl0 | HacTOALIEH cTaTbhH, OAJIEKAT BO3BPATY B YIOJIHOMOYEHHBIN (eaepanbHblii
OpraH HWCIIOJHUTEIBHOM BIJIACTH OJHOBPEMEHHO C 3aKIKOYEHUSAMH, IIOJYYCHHBIMH IIO pPE3yJIbTaTam
COOTBETCTBYIOIIMX IKCIIEPTHU3.

Ctatbsl 24. JKkcnepTu3a KavecTBa JeKapCTBEHHOro cpeacTBa M 3KcnepTu3a
OTHOLUEHUSI 0XWAAeMOW MOosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS reKapCTBEHHOro
npenapara onsa BeTepUuHapHOro NpuMeHeHus

1. DkcnepTu3a KayecTBa JIEKapCTBEHHOIO CPEICTBA U DKCIIEPTU3a OTHOILICHUS OKUJAEMOMN I0JIb3bI
K BO3MOXKHOMY PHCKY IIPUMEHEHHs JIEKapCTBEHHOIO Ipenapara il BETEPUHAPHOIO IIPUMEHEHUS,
COCTaBJICHUE KOMHUCCHSMHM OKCIEPTOB 3aKIIOYEHMM 10 pe3ysibTaTaM YKa3aHHbIX OJKCIEPTH3 U
HaIpaBJICHUE TAaKUX 3aKJIIOYEHHUI B YIIOJIHOMOYEHHBIH (efepanbHbIi OpraH HMCIOIHUTEIbHOW BIACTU
OCYILLECTBIISIIOTCS B CPOK, HE MPEBBIAIONINNA CTa 1eCATH pabOUYMX JTHEH CO JHA MOIYy4EHHUS SKCIEPTHBIM
YUPEXKICHUEM 3aJaHus YIOJIHOMOUYEHHOTo (pefepalbHOrO OpraHa HCIOJHHUTEIBHONM BIACTH C
JOKYMEHTaMHU, YKa3aHHbIMU B yacTu 3 craThu 17 Hacrosmero @enepanbHOro 3aK0Ha.
(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Tewenuwe Tpuauaté paboyux JHEH €O J[AHA TOJIYUYCHUS PELICHUS YIOJIHOMOYEHHOTO
(deaepanbHOro OpraHa UCTIOTHUTEILHOW BIACTH O TIPOBEJACHUM yKa3aHHBIX B YacTH | HACTOSIIEH cTaThu
SKCIEPTU3 3asIBUTENb MPEACTABISET B HKCIIEPTHOE YUPEXKACHHUE ISl IPOBENCHUS IKCIEPTU3bl KauyecTBa
JIEKapCTBCHHOTO CpeACTBa 00pa3llbl JICKApCTBEHHOTO IMpemnapara Ui BETEPHUHAPHOTO MPUMCHCHHS,
MIPOM3BEICHHOTO B COOTBETCTBUU C TPEOOBAaHUSMHU TEXHOJIIOTMYECKUX PErJaMEHTOB, YTBEP KIEHHBIX
PYKOBOJIUTEIEM MPOU3BOJMUTENS JIEKAPCTBEHHBIX CPEACTB, & TAaKXKE€ B COOTBETCTBYIOIIMX CIydasx
TECT-IITAMMbl MHKpPOOPTaHU3MOB, KYJIBTYpbl KJIETOK, oOpa3ibl (apManeBTHUECKOH CyOCTaHIINH,
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00pa3ibl BEUIECTB, MPUMEHICMbIC Ui KOHTPOJS KauecTBa JICKAPCTBEHHOT'O CPEJICTBA, B KOJIMYECTBAX,
HEOOXOIUMBIX JIJISl BOCIIPOM3BECHHS METOI0B KOHTPOJISI KAa4eCTBa.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

3. Ilpu momydyeHun oOpa3LOB JIEKAPCTBEHHOTO Mpemnapara ¥ (GapMameBTUYECKOH CyOCTaHINH
DKCIIEPTHOE YUYPEIKICHUE BBIJACT 3aABUTENI0 JOKYMEHT, IMOATBEP)KIAIOIIMN IOJy4YEHUE YKa3aHHBIX
00pa3uoB, 1 B CPOK, HE MPEBHIMIAIOIINN TPEX padOYHNX JHEW, yBEIOMIISIET B MUCbMEHHOU (hopme 00 sTOM
YIIOJIHOMOYEHHBIN (heiepabHbli OpraH UCIOJHUTEIbHON BIACTH.

4. Cpox s T[pencTaBiIeHMs] 3asBUTENEM O00pa3lloB JIGKAPCTBEHHOro IIpernapara U
(bapmaneBTHYECKOIl CyOCTaHIIMM W CPOK YBEIOMIICHHMS OKCIIEPTHBIM YYpEeKAEHHEM 00 53TOM B
MUCBMEHHOU (hOpME YIOITHOMOYECHHOTO (eIepaIbHOTO OpraHa WCIOJHUTEIBHON BJIACTH, YKAa3aHHBIC B
4acTsIX 2 U 3 HACTOALICH CTaThbu, HE BKIIOYAIOTCSA B CPOK MPOBEJCHMS YKA3aHHBIX B YacTU | HacTosIIen
CTaThH IKCIIEPTHU3.

5. JIOKyMEeHTBI, IOCTYNMUBILNE B DKCIEPTHOE YUPEKIACHUE I NPOBEACHUS YKAa3aHHBIX B 4acTu |
HACTOALIEH CTaTbU »JKCIEPTH3, IOJUIeKAaT BO3BpaTy B YIOJIHOMOYEHHBIM (QenepaibHblii Oprax
UCIIOJIHUTEJIBHOM BJIACTU OJHOBPEMEHHO C 3aKJIFOUYEHUSIMU I10 PE3yJIbTaTaM YKa3aHHBIX dKCIIEPTU3.

CraTtba 25. [NloBTOpHOE NpoBeAeHMNe IKCNepTU3bl IeKapCTBEHHbIX CPeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasx HenocTaTouHON 0OOCHOBAHHOCTH WMJIM HETIOJHOTHI 3aKITIOUEHUs KOMUCCUU SKCIIEPTOB,
HaJU4us B HEM IPOTHBOPEYMBBHIX IaHHBIX, (aabCU(UKAIMHA BBIBOJIOB AKCIIEPTU3BI JICKAPCTBEHHOTO
CPEICTBA, COKPBITHS OT YIOJHOMOYEHHOTO (eJepabHOrO OpraHa MCIOJHUTEIBHON BIACTH OCHOBAaHUI
JUIS OTBOJA OKCIepTa BCIEACTBHE €ro 3auHTEPECOBAHHOCTHM B pe3ylbTaTaX COOTBETCTBYIOIIEH
OKCMIEpPTU3bl, HAJIUYHMS JAHHBIX O TMpsAMOM JIMOO KOCBEHHOM BMEIIATEILCTBE B  MPOIECC
COOTBETCTBYIOIIEH SKCIEPTHU3BI JIUI], HE YYAaCTBYIOIIMX B €€ MPOBEICHUH, HO OKA3aBIIUX BIUSHUE HA
MPOIIECC U PE3YJIbTaThl €€ MPOBEICHUsSI, YIOJHOMOYECHHBIM (eliepaibHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH Ha3HAYaeTCs IMOBTOPHAS AKCIIEPTH3A JIEKAPCTBEHHOT'O CPEACTBA U (MIIH) dTUYECKAs SKCIIEPTH3a.

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

2. TloBTOpHAs SKCIIEpTH3a JICKAPCTBEHHOTO CPEICTBA MPOBOJMUTCS C YYETOM PE3YJIbTaTOB paHee
MPOBEJICHHOM JKCIIEPTH3bl B CPOK, YCTAHOBICHHBIA YIIOTHOMOYCHHBIM (eIepaIbHBIM  OPTaHOM
WCTIOJTHUTEJIBHOM BJIACTH M HE MPEBBIAIONIMNA TPUALATH Pa0OYMX THEH CO JTHS MOJYUYCHHS KCIIEPTHBIM
YApeKICHUEM 3aJJaHusl Ha ITPOBEICHUE ITOBTOPHOM 3KCTICPTU3HI JIEKAPCTBEHHOT'O CPEICTBA.

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

3. ®duHaHCOBO€ oOOecreueHue BBIIOJHEHUS 3a/JlaHus Ha MPOBEACHHE IOBTOPHOM SKCIEPTHU3BI
JIEKapCTBEHHOI'O CPE/ICTBA HE OCYILECTBIIACTCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 26. chopeHHaﬂ npoueaypa 3KCnepTusbl JIeKapCTBeHHbIX cpeacTB

1. VYckopeHHas mnporenypa 3KCHEpTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENISIX TOCYJapCTBEHHOMN
perucTpanuy JIeKapcTBEHHBIX IpenapaToB IMPUMEHSETCS B OTHOUIEHHH Op(aHHBIX JIEKAPCTBEHHBIX
IIpenaparoB, IEPBBIX TPEX JIEKAPCTBEHHBIX IPENaparoB, perucTtpupyemsix B Pocculickon denepanun B
KAauecTBE BOCIPOU3BEIECHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEJHOCTb KOTOPBIX OIpeleNsieTcs B
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

COOTBCTCTBMM C HOMCPOM H ﬂaTOﬁ BXOOAIIIMX 3asBJICHUNA O FOCYHapCTBeHHOﬁ perucrpanuu
JICKAPCTBCHHBIX IIPpC€IapaToB B paMKax OAHOIO MCKIYHApPOJAHOIO0 HCIMATCHTOBAHHOI'O HAMMCHOBAHUA
JICKApCTBCHHOI'O IIpf€lapara WX TIPYNIIUPOBOUYHOIO HAWUMCHOBAHHUA JICKAPCTBCHHOTO IIp€rapara, H
JICKApCTBCHHBIX Impenaparos, npeaHasHa4YCHHBIX HUCKIHYUTCIBHO JJIA IMPUMCHCHU

HECOBEPILICHHOJIETHUMHU I'PakJaHAMU.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. yCKOpeHHa}I nponeaypa SKCHEPTU3BI JICKAPCTBCHHBIX CPEACTB B LCIAX FOC}’I[&pCTBGHHOfI
pEerucTpanru JICKaApCTBCHHLIX IMMPCIIapaTOB HE TPUMCHACTCA B OTHOUICHU U

1) 6uoanaioroBsix (OMOIOMOOHBIX ) JICKAPCTBEHHBIX MpenapaToB (OM0aHAIOrOB);

2) pedepeHTHBIX JIEKApCTBEHHBIX NpPEnapaToB (3a HCKIIOYCHHEM OpQaHHBIX JIEKaPCTBEHHBIX
MpenaparoB);

3) BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX IpernaparoB (3a MCKIOYEHMEM [EpPBbIX Tpex
peructpupyemblx B Poccuiickoii @enepan B KadyeCTBE BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX
IIpenapaTtoB M JIEKAPCTBEHHBIX IIPENAaparoB, IPEJHA3HAYECHHBIX HCKIIOUUTEIBHO I NPUMEHEHUS
HECOBEPILICHHOJIETHUMHU I'pakJaHaAMH);

4) HOBBIX KOMOWHAIIMIA 3apETUCTPUPOBAHHBIX paHee JICKApCTBEHHBIX MPENapaToB;

5) nexapCTBEHHBIX IIPENaparoB, 3apETUCTPUPOBAHHBIX paHEe, HO NPOM3BEAECHHBIX B JPYTUX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBHU C MEPEYHEM HAMMEHOBAHHI JICKAPCTBEHHBIX (JOPM M B HOBOM
JI03UPOBKE.

(uactsp 2 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas mpoueaypa SKCIEPTH3bl JICKAPCTBEHHBIX CPEICTB IMPOBOJUTCS IO PEIICHHIO
COOTBETCTBYIOLIETO YIOJTHOMOUYEHHOTO (hefepabHOrO OpraHa HCIOJHHUTEIFHON BIACTH HAa OCHOBAaHUU
3asBJICHUS 3asiBUTEIISI B CPOK, HE MPEBBINIAIONINN BOCBMUECITH padounx nHel. Ilpu sTom skcneprusa
JOKYMEHTOB, COJIEPXKAIIUXCS B PETUCTPAIIMOHHOM JIOChE Ha JICKApPCTBEHHBIN Ipemapar, IpOBOIUTCS B
CPOK, HE NPEBBIMIAIOMINN JlecaTH pabouymMx [HEH, SKCIepTH3a KauyecTBa JIEKapPCTBEHHOTO CPENCTBA U
OKCIICPTH3a OTHOUICHUA omuaaeMoﬁ IMOJIb3BI K BO3MOXHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O
npernapara mpoBOJISATCA B CPOK, HE TPEBBIIAIOMINI IECTHIECITH pabOYNX THEH.

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

3.1. B otHOUeHNnN op(haHHBIX JIEKAPCTBEHHBIX MPENapaToB MOTYT OBbITh NPE/ICTABICHb! PE3YyIbTAThI
JNOKJIIMHUYECKUX MCCIIEJOBAHUM JIEKaPCTBEHHBIX CPEJCTB M KIIMHUYECKUX HCCIIEOBAHUM JIEKaPCTBEHHBIX
IpernapaToB sl MEIUMIMHCKOIO NMPUMEHEHMs], BBIIOJIHEHHBIX 3a npenenamu Poccuiickoit denepaunu B
COOTBETCTBUM C IpaBWJIAMMU Hajylexaliell 1a0opaTOpHON MpakTUKU W MpaBWIAMHU HaJJexalei
KJIMHUYECKON MPAKTUKU.

(uactsp 3.1 BBeneHa PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

4. VYckopeHHas IMpoueaypa HKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJAUTCS B IOPSJIKE,
ycTaHOBJI€HHOM ctaThsiMu 17 - 20, 23 u 24 nactodiero denepanbHOro 3aKOHa, U HE 03HAYAET CHUKEHUS
TpeGoBaHui K 0€30IaCHOCTH, KauecTBY U 3()(h)eKTUBHOCTH JIEKAPCTBEHHBIX MTPETAPATOB.

CraTtba 27. PeweHue o0 rocyfapCTBEHHOW perncrpauuvm nekapcTBeHHOro npenapara
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

1. B cpok, He MPEBHIMIAIINN IeCATH padOYNX JHEW CO JHS MOJNyUCHHUsS 3aKIIOYCHUN KOMHUCCUU
JKCIEPTOB IO PE3yJIbTaTaM 3KCIEPTU3bl KAUECTBA JIEKAPCTBEHHOIO CPEICTBA M 3KCIEPTU3bl OTHOLLIECHUS
0’KHMJIa€MOM IOJIb3bI K BO3MOXXHOMY PUCKY IPUMEHEHMS JIEKAPCTBEHHOIO IIpenapara, COOTBETCTBYHOLIUN
YIIOJTHOMOYEHHBIN (eiepalibHbIil OpraH UCIOIHUTENbHOM BIACTH:

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

1) pa3memaer Ha cBoeM oduiMaIbHOM caiite B cetu "VHTEepHET" COOTBETCTBYIOLIME 3aKIIOUCHHS
KOMHCCHUH OKCIICPTOB M OCYHIECCTBILICT HMX OHLCHKY I ONPEACICHUSA COOTBCTCTBHA 3aJdHHUIO Ha
NPOBEJCHUE STHX IKCIEPTH3;

(m. 1 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) mpUHHMMAaeT pElIeHHWE O TOCYAApCTBEHHOW PErMCTpalliU JEKapCTBEHHOTO Mpernapara Wi o0
OTKa3€ B rOCYJJapPCTBEHHON PETUCTPAIlUH JICKAPCTBEHHOTO IIpernapara;

3) BHOCUT IpU NPUHATHH PEIIEHUS O roCyJapCTBEHHON perucTpalnuy JeKapCcTBEHHOTO IpenapaTa
JaHHBIE O 3apPETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4YHCIEe O (hapMaleBTHIECKOM
cyOCTaHIIMM, BXOJALIEW B COCTaB JIGKAPCTBEHHOIO Ipenapara, B TOCYJapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB U BBIJACT 3asBUTENIO PErHCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOIO
npemnapara, opmMa KOTOPOro yTBEpKJIAeTcs YIOIHOMOYEHHBIM (ellepaibHbIM OPraHOM UCIOIHUTEIbHOMN
BJIACTH, COIJVIACOBAHHBIC HOPMAaTHUBHYK) JOKYMEHTAllMIO, HOPMATHBHBIM JOKYMEHT, WHCTPYKLHIO II0
IPUMEHEHHMIO JIEKAPCTBEHHOI'O Ipermapara M MakeTbl IEpBUYHOM yNAaKOBKM M BTOPUYHOM
(moTpeOuTeNIbCKOM) YHNAKOBKM C YyKa3aHMEM Ha HUX HOMEpa PETUCTPALUOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 IpenapaTa M JaThl €ro rocyJapCTBEHHOW perucTpalMd WIM B CilIydae HPUHATHUS
peuieHnss 00 OTKa3e B TOCYJAapCTBEHHOW pErucTpanuy JIEKapCTBEHHOI'O IIpernapara yBEAOMISIET B
IUCbMEHHOW (opMme 3asBUTENsT 00 3TOM C YyKa3aHMEM I[PUYUH TAKOro OTKa3a. 3a Bblaady
PETUCTPALIMOHHOTO YJIOCTOBEPEHMSI JIEKAPCTBEHHOTO IIpernapaTa B3MMAeTCs roCyJapCTBEHHAs MOLUIMHA B
COOTBETCTBHHM C 3aKOHOAaTeNbcTBOM Poccuiickoit @enepannu o Hasorax u coopax.

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

2. OcHoBaHMeM JJsi OTKa3a B TOCYIapCTBEHHOW PETrHMCTpallMM JIEKAPCTBEHHOIO IMperapaTa s
MEIWIIMHCKOTO  MPUMEHCHHSI  SIBJIISICTCS ~ 3aKJIFOYCHHE  COOTBETCTBYIOIIETO  YIIOJHOMOYEHHOTO
denepanbHOrO OpraHa WCIOJHUTEIBHOW BIACTH O TOM, 4YTO KadecTBO u (win) 3ddekTuBHOCTH
PETUCTPUPYEMOIO JIEKAPCTBEHHOI'O IIperapara Uil MEIULUMHCKOTO INPUMEHEHHUS HE MHOATBEPIKICHBI
MOJYYCHHBIMH JTaHHBIMU WJIM YTO PHCK NPUYMHEHUS Bpela 30POBBI0 YEIOBEKa BCJICICTBUE NpUeMa
JEKapCTBEHHOTO TMperapara I MEIWIUHCKOrO IPHMEHEHHsI TpeBbIaeT 3S(PQPEKTUBHOCTh €ro
MIPUMCHEHUSI.

(dactb 2 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTopHOE mpeACTaBICHWE B COOTBETCTBYIOIIMH YIOJIHOMOYCHHBIH (hefepanbHblii OpraH
HWCIIOJHUTEIBHON BJIACTH JICKApCTBCHHOI'O Impfnapara, B OTHOIICHHH KOTOPOIO IIOJYYCH OTKa3 B
rOCY/IapCTBEHHOM PErHCTpallMy M KOTOPBIH BIIOCIEICTBHU TOABEPICsl N3MEHEHHUIO B YaCTH €ro COCTaBa,
paccmarpuBaeTcs Kak IPEACTaBICHHE HOBOTO JICKAPCTBEHHOIO IIperapara Ha €ro IocylapCTBEHHYIO
PETHCTPAIMIO HE3aBUCUMO OT COXPAaHEHHUS €r0 MEPBUYHOTO HANMEHOBAHMSL.

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

4. Ilpu npenocTaBiIcHUM 3asBUTEIEM B COCTaBE PETUCTPALIMOHHOIO JOCHE HA JIEKAPCTBEHHBIN
npernapar Juisi BETepUHAPHOTO MPUMEHEHHUSI KOIUU PEIICHHs YIIOJIHOMOYEHHOTO (eepaJbHOro opraHa
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

WCTIOJIHUTEJIBHOW BJIACTH O MPOBEJACHUU WHCIIEKTUPOBAHUS TPOM3BOJUTENS JICKAPCTBEHHBIX CPEICTB
CPOK TPHHATHS PEHICHUS O TOCYIJapCTBEHHON pETUCTpalMK JICKApCTBEHHOTO Ipemnapara s
BETCPUHAPHOTO PUMEHEHHUS TIPUOCTAHABIMBACTCS CO JHS MOJYYCHHS 3aKIFOYCHUH, YKa3aHHBIX B YacCTH
1 Hacrosmie cTaTbH, O JHS TPHHATHS YIOJHOMOYEHHBIM (elepalibHBIM OPraHOM HCIIOJTHUTEIHHOU
BJIACTU PEIICHUS O BbIJAue WM 00 OTKa3e B BbIJa4ye 3aKIIOYCHHS O COOTBETCTBUU IPOM3BOIUTEIISI
JICKapCTBCHHBIX CPEJICTB TPEOOBAHUSM TPABHII HAJUICKAIICH IPOU3BOJACTBCHHON MPAKTUKH, HO HE Oojee
YeM Ha CTO BOCEMBJIECST PabOUYMX JHEH.

(uactb 4 BBenena denepanbabiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM Il OTKa3a B TOCYJApCTBEHHOW PEruCTpallM JIEKapCTBEHHOTO Ipenapara ajis
BETEPUHAPHOTO TPUMEHEHUS SBJSICTCS 3aKIIOUEHHE YIOJHOMOYEHHOTO (heaepabHOrOo —OpraHa
UCIOJIHUTEIBHOM BJIAacTH O TOM, YTO KadecTBO M (uiau) 3(h(EKTUBHOCTH PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O Ipenapara i BETEPUHAPHOIO IPUMEHEHHS HE TIOATBEPXKACHbI IOJyYEHHBIMU
JAHHBIMU WM YTO PUCK MPUYMHEHHS BpPEAa 3I0POBBIO )KHUBOTHOTO BCIEACTBHE MPHUEMa JEKAPCTBEHHOTO
mpernapara Ui BEeTEPUHAPHOTO TPUMEHEHUS MpPEBHIIAeT Y(PQPEKTHBHOCTh €ro NPUMEHEHHUS, OTKa3
YIIOJTHOMOYEHHOTO (hefiepaIbHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTH B BBIJAYE 3aKIIOUEHUS O
COOTBETCTBHHM  TPOM3BOJMUTENSI  JIGKAPCTBEHHBIX CPEACTB TPEOOBaHMSM TMPaBWJI  HaJIEKaIIeH
MPOU3BOJCTBEHHOM TPAKTUKU JUIS  K&XKIOM MPOU3BOJACTBEHHOW IUIOMIAJIKK  PETUCTPUPYEMOTO
JIEKapCTBEHHOI'0 Ipernapara /s BETEPUHAPHOIO IMPUMEHEHUS B Cilydae, €clid IPOU3BOACTBO
JIEKapCTBEHHOT'O TMperapara Ui BETEPHUHAPHOTO MPUMEHEHHsI OCYUISCTBISIETCS 3a MpeleinaMu
Poccuiickoit denepanuy, WIK OTCYTCTBUE TAKOTO 3AKIHOYECHUS.

(uacts 5 BBenena denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

KoncynsrantlIntoc: npumeyanue.
O mnopsiike U cpokax OIpeAeNeHUs B3aUMO3aMEHSIEMOCTH JIEKAPCTB JIEKAPCTBEHHBIX IPENapaTos,
3apeructpupoBanHbix 10 01.03.2020, cm. cT. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3anmo3ameHsieMOCTb  NeKapCTBEHHbIX npenapaTtoB  Ans
MeAULIMHCKOro NpMMeHeHus
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. BzauMo3zaMeHsS€eMOCTb JIEKQpPCTBEHHBIX MPENaparoB s MEIUIMHCKOTO TMPUMEHEHHS
OTpEIEISAETCSl YIIOTHOMOYEHHBIM (peiepabHbIM OPraHOM HCIIOJTHHUTEIBHOW BJIACTH, OCYIIECTBIISIFOIIUM
rOCy/IapCTBEHHYIO PEruCTpalfio JEKapCTBEHHBIX IMPENapaToB s MEIUIIMHCKOTO TNPUMEHEHUs, B
paMKax OJHOIO0 MCKAYHAPOAHOro HCEIIATCHTOBAHHOI'O (I/IJII/I XUMHUYECKOI'o, HIN I‘pynHI/IpOBOLIHOFO)
HAUMEHOBAHMSI Ha OCHOBE 3aKIIOYEHUS KOMHCCHHM OKCIEPTOB JKCHEPTHOTO YUYPEKACHHUS O
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHOI'O Tpernapara sl MEIUIIMHCKOTO MPUMEHEHHs JUO0 O TOM, YTO
JIEKapCTBEHHBIN MIpernapar Jjisi MEIULUHCKOrO MPUMEHEHUS He SBISETCS B3auMo3aMeHseMbIM. [lopsaok
OIpPCACIICHUA B3aMMO3aMCHACMOCTH JICKAPCTBCHHLIX MPCIapaToB I MCAUIMUHCKOTO NMPHUMCHCHUSA U
dbopMa 3aKJIIOUEHUSI KOMHCCHH SKCIIEPTOB SKCIEPTHOIO YUYPESKICHUS O B3aHMMO3aMEHSIEMOCTH
JICKApPCTBCHHBIX IMPEIapaToB AJid MCAUIHUHCKOI'O IPUMCHCHUA 1100 0 TOM, 4TO JIeKapCTBeHHI)If/'I nmpemnapar
JUISL METUIIUHCKOTO TPUMEHEHUSI He SBJISETCS B3aUMO3aMEHsEeMbIM, ycTaHaBiuBaroTcs [IpaButrenscTBOM
Poccuiickoit deneparumn.

2. Komuccusi 3KCHEpTOB 3KCIEPTHOIO YUYPEKIACHHUS [ACT 3aKJIIOUYEHHE O B3aUMO3aMEHSIEMOCTU
JIEKapCTBEHHOTO Tperapara il MEAUIMHCKOTO TIPUMEHEHHS JTM0O0 O TOM, YTO JICKApCTBEHHBIN MpenapaT

www.consultant.ru Crpannna 59 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=299421&date=15.07.2021&dst=100027&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=299421&date=15.07.2021&dst=100029&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=341762&date=15.07.2021&dst=100079&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=341762&date=15.07.2021&dst=100026&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=361858&date=15.07.2021&dst=100012&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=361858&date=15.07.2021&dst=100070&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

IUIe  MEIULMHCKOIO IPUMEHEHHUs HE SBISIETCS B3aUMO3aMEHSEMbIM, Ha OCHOBAHUHU CJEIYIOIUX
KpUTEPUEB (XapaKTEPUCTHUK):

1) oKkBUBaJIEHTHOCTh (M1 OMOAHAJIOTOBBIX (OMOMOJOOHBIX) JICKAPCTBEHHBIX MpEIapaToB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAuE€CTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTHYECKUX CyOCTaHIIMH HMIIM COMOCTAaBUMOCTh AQHTUI'CHHOTO COCTaBa BakKIMH. lcrosib3oBaHME
Pa3NIMYHBIX COJeH, 2UPOB, KOMILIEKCOB, N30MEPOB, KPUCTALIMYECKUX (OPM M APYTrUX HPOU3BOIHBIX
OTHOTO M TOTO K€ JICHCTBYIOIIErO BEUICCTBA HE SBIISACTCS MPEMATCTBHEM JIJISl  ONPEICICHUS
B3aMMO3aMEHAEMOCTH  JICKAPCTBEHHBIX  NPENapaToB, €CIAM MNpH  TMPOBEIECHUH  HCCICIOBAHHS
OMOAPKBUBAJICHTHOCTH  JICKAPCTBEHHOI'O  Mpermapara  WJIM  UCCICAOBAaHUS  TEPAleBTHYCCKOU
HKBUBAJICHTHOCTH JICKAPCTBEHHOTO Iperapara J0Ka3aHO OTCYTCTBHE KIMHWYECKH 3HAYMMBIX pa3iIHudil
dhapmakokuHeTUKH # (Wiau) 3(PGEKTUBHOCTH W 0€30MacHOCTH JIGKQpCTBEHHOTO IIpemapara i
MEUIIMHCKOTO TPUMCHCHHS,

2) PKBUBAJICHTHOCTH JIeKapcTBEHHOU (opmbl. [0 SKBUBaJICHTHBIMH JICKAPCTBECHHBIMH (popMaMu
MMOHUMAIOTCSI Pa3HbIC JICKApPCTBEHHBIC (DOPMBI, MMEIOIINE OJUHAKOBBIC CIOCOO BBEICHUS M CIIOCOO
NPUMEHEHHS, O00JaNaloNke  COMOCTABUMBIMH  (PapMAaKOKMHETUYCCKMMHU  XApaKTEPUCTHKAMH |
(hapMaKoJIOTHICCKUM JIEHCTBUEM U OOECIICUMBAOIINE TAKKE JOCTHIKCHHE HEOOXOAMMOTO KIMHHIECKOTO
apdekra. Paznuuus nexkapcTBeHHBIX (HOpPM  HE  SABISFOTCS NPEMSATCTBHEM ISl ONPEACICHHS
B3aMIMO3aMCHSICMOCTH  JICKAPCTBEHHBIX  MpENaparoB, €CIU NpPH  NPOBEICHUM  HCCICIOBAHUS
OMOAPKBUBAJICHTHOCTH  JICKAPCTBEHHOI'O  Mpermapara WM UCCICAOBAaHUS  TEPAleBTHYCCKOU
SKBHBAJICHTHOCTHU JICKAPCTBEHHOTO Ipernapara JI0Ka3aHO OTCYTCTBUE KIMHHUYCCKH 3HAYUMBIX Pa3TUIHA
(dhapmakokuHeTUKH # (Wiau) 3(PGEKTUBHOCTH W 0€30MacHOCTH JIGKQpCTBEHHOTO IIpemapara i
MEIUIIMHCKOTO TPUMCHCHHS,

3) PKBUBAJIEHTHOCTh WJIM COIOCTAaBUMOCTb COCTaBa BCIIOMOTATENIbHBIX BEIIECTB JEKAPCTBEHHOT'O
mpenapara Uil MEJULMHCKOIO INpHUMEHEHUs. Pas3nmnuus cocraBa BCIIOMOTATENBbHBIX — BELIECTB
JIEKAPCTBEHHOI'0 IIperapara He SBIIAIOTCA MPENATCTBUEM Ui ONPEACICHUS B3aUMO3aMEHSIEMOCTH
JEKapCTBEHHBIX  NPENapaToB, €CIM TNPH TNPOBEJCHHHM  HCCICNOBAaHHA  OMOIKBUBAICHTHOCTH
JIEKapCTBEHHOI'O IIpernapara WM HMCCIEIOBAHMS TEPANEBTUYECKOW SKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
mpernapara JI0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAYUMBIX pPa3Nuuuil  (apMaKkOKUHETUKA U (WIIN)
3¢ (GEeKTUBHOCTH U OE30MAaCHOCTH JIEKAPCTBEHHOIO Ipernapara Ajis MEIULMHCKOro npumenenus. [lpu
HAIWYAH KIMHUYECKU 3HAYUMBIX pa3ianuuil (hapMakOKMHETHKH U (1K) () (HEeKTUBHOCTH U 0€301MacHOCTH
JIEKApCTBEHHOI'0 IIpernapara I MEAULUHCKOrO IPUMEHEHHs B3aUMO3aMEHSAEMOCTb OIPENENSICTCS C
YKa3aHUEM Ha UCKIIFOYEHUE OTIENbHBIX I'PYII NAUEHTOB;

4) NICHTHYHOCTDb crocoda BBCICHUA U crocoba IIPUMCHCHUA,

5) cooTBeTCTBUE MPOM3BOAMTEINS JICKAPCTBEHHOTI'O CPEACTBA TPEOOBAHMSAM IPABWII HaUIeKaIlein
IIPOU3BOJICTBEHHOM MPAKTHKHU.

3. OnpeaeneHHe B3aUMO3aMCHACMOCTHU BOCIIPOU3BCACHHBIX JICKAPCTBCHHLIX IIPCIIapaToB IJid
MCIAUIHUHCKOI'0 IPUMCHCHUA, YKA3aHHBIX B 4YaCTHU 10 cratbu 18 HaCTOoAICTO CDGI[epaJ'ILHOFO 3dKO0Ha,
OCYIICCTBIIACTCA 0e3 HGO6XOI[I/IMOCTI/I J0Ka3aTcjabCTBA UX OHO’KBUBAJICHTHOCTH.

4. OcobeHHOCTH ONpeeIeHHs B3aUMO3aMEHAEMOCTH OMOIOIMYECKHUX JICKapCTBEHHBIX MpEnapaTos,
KOMOWHUPOBAHHBIX JIGKAPCTBEHHBIX IPEMapaTtoB (ColepKaluX KOMOWHAIMIO JBYX © Oojee
JEUCTBYIOIMX  BEIIECTB), JICKAPCTBEHHBIX IMpenapaToB JJisi MapeHTEpPaJbHOIO IHUTAHUS U
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O6 oOparieHnH JIEKapCTBEHHBIX CpencTB”

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

HEZ03UPOBAaHHBIX JIEKAPCTBEHHBIX MpenaparoB ycraHaBnuBawoTcs llpaBurensctBom Poccuiickoit
denepanuu.

5. OnpeﬂeneHI/Ie B3aUMO3aMCHACMOCTH HCE OCYHICCTBIISICTCA B OTHOIICHUH JICKAPCTBCHHBIX
PACTUTCIIBHBIX MTPpCHIapaToB, TOMCONMATUYCCKUX JICKAPCTBCHHBIX IMPCIIapaTOB.

6. ®opMHUpOBaHUE NEPEUHS B3aMMO3AMEHSIEMbIX JEKAPCTBEHHBIX IPENApaToB Uil MEIUIIMHCKOTO
IIPUMEHEHUS OCYIIECTBIIAETCS AKCHEPTHBIM YUPEKICHUEM MOCPEACTBOM OOBEAMHEHHUS JIEKAPCTBEHHBIX
IIPENapaToB B OTHAEIbHBIE TPYIIBl, B KaXIOH U3 KOTOPHIX JIEKAPCTBEHHBIE IIPENapaThl SBISIFOTCS
B3aMMO3aMEHSIEMbIMHU.

7. B ciydyae BKJIIOYEHHUS B HHCTPYKLHIO IO MEIULIHUHCKOMY TMPUMEHEHHIO JIEKApCTBEHHOTO
npenapara Ha OCHOBaHUHU PE3YJIbTATOB COOTBETCTBYIOIIUX HCCIICIOBAHHMMN MOKa3aHUU ISl TPUMEHEHUS,
KOTOpBIE OTIMYAIOTCA OT MOKa3aHWM AJIsi MPUMEHEHHs APYTUX JEKapCTBEHHBIX MPENnapaTtoB U3 TPYIIIIbI
B3aMMO3aMEHIEMBIX JICKAPCTBEHHBIX IpENapaToB, B IEPEYHE B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX
MIpernapaToB sl MEAUIIUHCKOTO MPUMEHEHUS 10JKHA OBITh YKa3aHa COOTBETCTBYIOIIAs MHPOpPMAIIHSL.

KoncynsrantlIntoc: npumeyanue.

[lepeyeHp B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPENapaToB, B OTHOIIEHUH KOTOPBIX HMEIOTCS
pe3yibTaThl MCCAeI0BaHUNH OMOIKBHUBAJIEHTHOCTU WM TEPareBTUYECKON SKBHUBAJICHTHOCTH, JOJIKEH
OBITH CPOPMUPOBAH U pa3MelleH Ha opunuanbHoM caiite Munznapasa Poccun no 01.07.2020. (@3 ot
27.12.2019 N 475-®3).

8. IlepeyeHb B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX NpENapaToB A MEIUIIMHCKOTO MPUMEHEHHS
pasMemniaeTcs yrmoJHOMOYEHHBIM (heZiepalbHbIM OPTaHOM HCIIOJHUTEIBHON BIIACTH, OCYIIECTBIISIOIIUM
TOCYJJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IMpenapaToB Uil MEIUIMHCKOTO NPUMEHEHUs, Ha
cBoeM o¢unuansHoM caidte B cetn "HWurtepuer". Wupopmanms B TmepedHe B3aMMO3aMEHSIEMbIX
JIEKapCTBEHHBIX MPENapaToB Uil MEAULMHCKOrO MPUMEHEHHUs OOHOBISAETCS yKa3aHHBIM (erepaabHbIM
OpPraHOM HCIIOJIHUTEIbHON BJIACTU C YYETOM HOBBIX 3apPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaTroB
IUIE  MEIUIUHCKOIO IPUMEHEHHMS U BHECEHHBIX M3MEHEHUH B JIOKYMEHTHI, COJAEp)Kaluecs B
PETUCTPALlMOHHBIX JOChE Ha 3aperMCTPUPOBAHHBIE JIEKAPCTBEHHBIE Mpenaparbl JUisi MEAUIMHCKOIO
IPUMEHEHMSL.

9. Tlopsiiox HCIONBb30BaHKS HHPOPMAIIMH O B3aUMO3aMEHSIEMBIX JICKAPCTBEHHBIX IMpernapaTtax s
MEIMIIMHCKOTO TIPUMEHEHUS U TMOPAIOK Jlaud pPa3bsiCHEHUMH 10 BOIpPOCaM B3aMMO3aMEHSIEMOCTHU
JICKapCTBEHHBIX IPENapaTroB Uil MEAULUMUHCKOIO IPUMEHEHHUs yCTaHaBiauBaroTca [IpaBuTenbcTBOM
Poccuiickoit deneparumu.

KoncynprantlIntoc: npumeyanue.
Cpok perucrpainuu JeKapCTBEHHOro mpemnapara, ucrekaromuii ¢ 15.03.2020 o 31.12.2020, npoyieH
Ha 12 mecsues (Ilocranosnenue [IpaButenscrsa PO ot 03.04.2020 N 440).

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHUe fieKapcTBEHHOro npenapara

1. PerucrpalluoHHOE yJIOCTOBEpEHHUE JIEKAPCTBEHHOI'O IIperapara C YKa3aHUEM JIEKapCTBEHHBIX
dbopM H [O3MPOBOK BBIJACTCS OECCPOYHO, 3a HCKIIOUCHHEM DPErHCTPAllMOHHOTO YIOCTOBEPEHUS
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

JIEKApCTBEHHOTO Ipenapara, BbIAaBaEMOI0 CO CPOKOM JEHCTBHUS MATh JIET, HA BIIEPBbIE PETUCTPUPYEMbIE
B Pocculickoit @enepannn JeKapCTBEHHBIE MpenapaThl.

2. Tlo ucredyeHWH yKa3aHHOTO B 4YacTh | HACTOAILIEH CTaThU CpOKa BBITAETCS OECCpOUHOE
PEruCTpallMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO IIpernapara IpU YCJIOBHH TOATBEPKICHUS €ro
roCy/1apCTBEHHOW PETUCTPALIUH.

3. B ciyuyae BHeceHus: B cooTBETCTBUM co cTarbsiMu 30 u 31 Hactosmero ®deaepanbHOro 3aKkoHa
U3MEHEHMH B COJEpIKaIlMecss B PETrUCTPALlMOHHOM JIOChE€ Ha 3aperuCTPUpPOBAHHBIN JeKapCTBEHHBIH
mpernapar JTOKYMEHTHI, 3aTParuBalOIUX CBEACHHS, OTPAXCHHBIE B PErHCTPALMOHHOM YyJIOCTOBEPEHHH
JIEKapCTBEHHOI'0 IMpernapaTa, yIoJHOMOYEHHBIH (eaepalbHblii OpraH MCHOJIHUTEIBHOM BIACTH BbIIACT
HOBOE PETUCTPAIMOHHOE YAOCTOBEPEHHUE JIEKaPCTBEHHOIO Tpernapara, CoAepikaliee BHECCHHBIE B HETO
W3MEHEHMSL.

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

4. B ciyyae yTpaTbl WINM HOBPEXJICHHS PErHCTPALMOHHOIO YIOCTOBEPEHUS JIEKapCTBEHHOTO
mpernapara 1o 3asBICHUI0 B THCBMEHHOH QopMme JepiKaresis WIM BJaJelblla PEerucTPalluOHHOTO
yJIOCTOBEPEHHMs JIEKAPCTBEHHOTO Mperapara Wil yIOJIHOMOYEHHOTO UMM IPYroro X0pUIUYecKOro Jimua o
BblIaue yOiMKaTa PErMCTPALlMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOrO Ipernapara yHnoJHOMOYEHHBIN
(benepanbHbIi OpraH UCHOJIHUTENIBHOM BIACTH B CPOK, HE NMPEBBILIAIONINI JiecaTu pabounx JHEeW co IHA
MOCTYIIJICHUS 3asBJICHUS, BBIJACT JYyOJHKAT pPErHCTPAIMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara. 3a BblAayy AyOJMKaTa pEerucTpPallMOHHOIO YJOCTOBEPEHMs JIEKapCTBEHHOrO Ipernapara
B3MMAeTCs IOCYIapCTBEHHAS IIOIUIMHA B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit denepannu o
Hajorax u coopax.

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

Koncynprantllntoc: mpumeuanue.
Cpok perucrpainuu JeKapCTBEHHOro mnpemnapara, ucrekaromuii ¢ 15.03.2020 o 31.12.2020, npoyieH
Ha 12 mecsues (Ilocranosnenue [IpaButenscrsa PO ot 03.04.2020 N 440).

Cratba 29. [lloatBepXxaeHue rocyaapCTBEHHOM perucTpaumm JieKapCTBEHHOro
npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. [loaTBepxkaeHNE rOCy1apCTBEHHOW PErucTpalMy JIEKApCTBEHHOIO Ipernapara OCYyIECTBISETCS
IpU BblJJaue OECCPOUHOTO PETUCTPALMIOHHOIO YJOCTOBEPEHMs JIEKapCTBEHHOrO Ipernapara B cllyyae,
YKa3aHHOM B 4acTu 2 cTtarbu 28 Hacrosumiero @®enepanbHOro0 3aKOHa, B CPOK, HE IPEBBIIAIOIINNA
HIECTUAECATH pabouux JHEH co AHS MOJIy4YeHHs] COOTBETCTBYIOLIMM YIOJIHOMOYEHHBIM (heaepanbHbIM
OpPraHOM MHCIIOJIHUTEIbHOW BJIACTU 3asBJIEHUS O MOATBEPKICHUM TIOCYIapCTBEHHOW perucTpanuu
JIEKapCTBEHHOro mnpenapara. He ocylecTBiseTcss NOATBEP)KIEHUE TIOCYNapCTBEHHOM perucrpauuu B
OTHOIIIEHUH JICKAPCTBEHHOTO Ipernapara, He HaxoJuBIerocs B oopamenuu B Poccuiickoit deneparuu B
TEeYeHUEe Tpex M OoJyiee JeT, a TaKKe B OTHOLICHUM JIEKApCTBEHHOI'O CPEICTBA, MPOU3BEJEHHOIO C
HapylleHHeM TpeOOoBaHUs, yCTaHOBIEHHOr0 YacThio 3.7 crathu 71 Hacrosiero deaepanbHOro 3aKOHa.

2. 3asBieHHE O MOATBEPKIACHUM I'OCYJApPCTBEHHOM pErucTpanuu JEKapCTBEHHOIO Ipernapara Juis
MEIUIUHCKOTO TPUMEHEHHUS MPEACTABISIETCS B COOTBETCTBYIOMIMKA YHMOJHOMOUYEHHBIN (enepanbHbIi
OpraH HCIIOJIHUTEJBHOM BJIACTH HE paHee YE€M 3a CTO BOCEMBJIECAT JHEW 1O UCTEYECHHUs CpPOKa EHCTBUSA

www.consultant.ru Crpannna 62 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100439&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=389211&date=15.07.2021&dst=11576&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100441&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100442&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO Mperapara Jjisi MeUIIMHCKOTO IPUMEHEHHUS.
(B pen. @enepansroro 3akoHa ot 02.08.2019 N 297-D3)

2.1. 3asBneHue 0 MOATBEPKICHUH TOCYIapPCTBEHHON PErucTpaluy JEeKapcTBEHHOTO Mpenapara Jiis
BETEPHHAPHOTO TPHUMCHEHUS TPEICTABISICTCS B COOTBETCTBYIONIMM YIIOJTHOMOYEHHBIN (henepatbHbIi
OpraH HCIIOJIHUTEIBLHON BJIACTH HE paHEe YeM 3a CTO BOCEMBJECST JHEW 10 UCTCUCHHUsS CPOKa JICHCTBHS
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Tperapara JUisi BETEPHHAPHOTO MPUMCHCHHS U HE
M03/IHEE OKOHYAHUSI CPOKA €r0 JICHCTBHUS.

(uactp 2.1 BBegena denepanbubiM 3akoHoM OT 02.08.2019 N 297-03)

3. HO,I[TBep)KI[eHI/Ie FOCYHapCTBeHHOﬁ perucTpanu JICKapCTBCHHOI'O IIpCrapara OCYIICCTBIIACTCA
o pe3yjbTaTaM OBKCIICPTU3bl OTHOIICHUA O0XKHIACMOM IIOJB3bI K BO3MOXHOMY PUCKY HNPHUMCHCHUSA
JICKApCTBCHHOI'O IIpf€riapaTta Ha OCHOBAHUUW PE3YyJIbTATOB MOHUTOPUHIA B(b(l)eKTI/IBHOCTI/I 1 0e30IMacHOCTH
JICKApCTBCHHOI'O  Ipfriapatra, MOPOBOAUMOIO ACPKATCICM WKW  BJIAACIbBLHEM  PETHCTPALMOHHOIO
YAOCTOBCPCHUSA JICKAPCTBCHHOI'O IIpCIIapara 1100 YIIOJHOMOYCHHBIM UMH IOPUIUYCCKHUM JIMIIOM, 4 TAKKC
COOTBCTCTBYIOIIMM YIIOJITHOMOYCHHBIM q)eﬂepaanmM OopranomMm HCIIOJIHUTEILHOMN BIIACTH B COOTBETCTBHU
C Tpe6OBaHI/I${MI/I craTeu 64 HaCTOoAICTO CDG,Z[epaJ'ILHOFO 3aKOHa.

4. K 3asBi€HUIO 0 MOATBEPKACHUM rOCYAapCTBEHHOM perucTpamnuy JeKapcTBEHHOIO Mpenapara Jjs
MEIULMHCKOrO IPUMEHEHUS IIPUIIAraroTCA:

1) IOKyMEHTBI, coOnep)Kallue pe3yabTaTbl MOHHTOpWUHTA d3(PQPEeKTHBHOCTH U 0E30MacHOCTH
JIEKapCTBEHHOI'0 IpemnapaTta Ui MEIULIUHCKOIO MPHUMEHEHHs, IPOBEJIECHHOIO JepiKaTelleM WU
BJIAJEJIBLIEM PETUCTPALIMOHHOIO YAOCTOBEPEHUs JIEKapCTBEHHOIO IIpernapara sl MEAULUHCKOrOo
OPUMEHEHHUs JHO0O0 YIOJHOMOYEHHBIM MM IOPHJIMYECKHM JIMIOM, MO (opme, YTBEpKIAEHHOU
YIIOJTHOMOYEHHBIM (pe/1epaJIbHBIM OPTaHOM HCIIOJHUTEIbHON BIACTH;

2) cBelcHUS O Jare MPEJOCTABJICHUS W PETHUCTPAIIMOHHOM HOMEpPE JIUIICH3MH Ha IMPOW3BOJICTBO
JICKApCTBEHHBIX CPEJCTB WJIM CBEIEHUS O Jare MPeJOCTaBICHUS M PErHCTPAlMOHHOM HOMEpe
3aKIIOYCHHUST O COOTBETCTBHM MPOU3BOJIMUTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM  TIPaBHUII
HQ/JISKAIIEeH TPOM3BOJICTBEHHON MPAKTHKH, MPEJOCTABICHHBIX YIIOJHOMOYEHHBIM (penepanbHbIM
OpPraHOM HCIIOJHUTEIBHONH BJIACTH B OTHOIICHWU MPOU3BOJCTBECHHON IUIOIIAAKH JIEKAPCTBEHHOTO
npernapara JUisi MeJUIIMHCKOTO MPUMEHEHUs], TOCYJapCTBEHHAsI PETUCTPAIHsI KOTOPOTO MOITBEPKIACTCS
B Cllyyae, €CIIM MPOU3BOACTBO JICKAPCTBEHHOI'O IMperapara Uil MEAMIIMHCKOTO PUMEHCHHS
ocyuiectisiercs B Poccniickoit denepanuu;

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-D3)

3) KOIIuAa HpeHOCTaBHGHHOﬁ YIIOJHOMOYCHHBIM OPraHoM CTpaHbl NPOU3BOAMTECIIA JIMICH3WKW Ha
IPOM3BOICTBO JICKAPCTBEHHOTO MIpernapara il MeIUIIMHCKOTO NMPUMEHEHUS U €€ IepeBOJl Ha PYCCKHUI
SA3BIK, 3aBCPCHHBIC B YCTAHOBJIICHHOM IIOPAAKC, a TaKXKC KOIMA 3aKIOYCHHUA O COOTBCTCTBUH
NPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHMSAM MpPABWJI HaJUIeXKalIleld NPOHM3BOACTBEHHOU
IMPAaKTUKH, BbIAAHHOI'O YIIOJHOMOYCHHBIM q)eﬂepaJII)HI)IM OopraHomMm HWCIIOTHUTEIBHON BJIACTH B
OTHOIIEHUH MTPOM3BOICTBEHHON IUIOLIAIKU JIEKAPCTBEHHOTO Mperapara Uil MEAUIHHCKOTO IPUMEHEHN,
rocyaapCTB€HHad pPErucTpaivsa KOTOPOIo MOATBEPIKAACTCA, WKW KOIHUA PCIICHHUA YIOJIHOMOYCHHOI'O
(denepasbHOrO OpraHa HCIOJHUTEIBHOW BIACTH O IPOBEICHUM HHCIIEKTUPOBAHUS MPOM3BOIAMUTEIS
JIEKapCTBEHHBIX CPEJCTB B CIydae, €CIM IPOU3BOACTBO JIGKAPCTBEHHOTO Ipenapara Ajsl MEAUIIMHCKOTO
IPUMEHEHHS OCYLIECTBIIsIEeTCA 3a npenenamu Poccuiickoit @enepannu.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
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(uactp 4 B pen. ®enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B orHOMICHNH OWMOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaTroB Ui MEAUIIMHCKOTO MPUMEHEHUS
3asiBUTENb JIOTIOJIHUTEILHO TPEACTABISET pPe3yabTaThl MEPONPUSATUH, NPEIyCMOTPEHHBIX IJIAHOM
yOpaBJCHUsI PUCKAMH, YTBEPXKIACHHBIM YIIOJTHOMOYEHHBIM (eepaibHbIM OPTaHOM HCIIOJHUTEIHHOM
BJIACTH TMPU OCYILIECTBICHUHM TOCYIapCTBEHHOW pPETUCTpallid JIEKApCTBEHHOrO Ipemapara s
MEJIUIIUHCKOTO MPUMEHECHHUS.

(uacts 4.1 BBenena @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asBIICHUIO O MOATBEPXKJICHUH TOCYAapCTBEHHOM PEruCTpallvu JIEKApCTBEHHOTO Ipernapara
JUIS BETEPUHAPHOTO TPUMEHEHHUS MPUIIAraloTcs TOKYMEHTHI, COepialllue pe3yabTaThl MOHUTOPHHTA
3¢ (heKTHBHOCTH W OE30MaCHOCTH JICKApPCTBEHHOTO TIpermapaTra i BETCPUHAPHOTO MPUMCHCHHS,
MPOBOAMMOIO JIEp)KaTelieM WM BIAJENblIEM PETUCTPALMOHHOTO YAOCTOBEPEHUSI JIEKapCTBEHHOTO
mperapara Jiisi BETEPHHAPHOTO TPUMEHEHUS OO YIOJHOMOYEHHBIM MM FOPUIUYCCKHM JIUIIOM, II0
dbopMe, YTBEp)KIEHHOW YIOJIHOMOYEHHBIM (elepalbHBIM OpPraHoOM HCIIOJIHUTENbHOW BJIACTH, U
JIOKYMEHTBI, YKa3aHHbIE B TyHKTax 1, 2 - 2.2, moanynkrax "a", "6", "k", "n" mynkra 4 yactu 3 crareu 17
Hactosiero denepaabHOro 3akoHa. B oTHOLIEHNN KMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX MpEnapaToB
JUIs. BETEPUHAPHOTO NPUMEHEHUS HE MPEICTABISIOTCS CBEACHMS, YKa3aHHbIE B MOAMyHKTe "K" MmyHKTa 4
yacTu 3 crarbu 17 HacTosmero deaepadbHOrO 3aKOHA. B OTHOIICHHMH JIGKApPCTBEHHBIX MPENapaToB s
BETEPUHAPHOTO TPUMEHEHHUS, TMOJYYEHHBIX C MPUMEHEHHEM TI'E€HHO-MH)XCHEPHO-MOAUPUIIMPOBAHHBIX
OPraHU3MOB WJIHM COJCP)KAIMX TaKUE€ OPTaHW3MBbl, JIONOJHHUTEIBHO TMPEACTABISAIOTCS CBEIACHHUS,
yKa3zaHHble B yHKTe 13 yactu 3 crathu 17 Hacrosero denepanbHOro 3aKOHa.
(dactp 4.2 BBeneHna denepanbHpiM 3aKk0HOM 0T 04.06.2018 N 140-D3; B pen. denepalibHOro 3aKOHA OT
02.08.2019 N 297-®3)

4.3. 3asBuTenbp BIpaBe MPEACTABUTb C 3aABJICHUEM O MOATBEPKACHUM TIOCYIapCTBEHHOU
perucTpanMy  JIGKapCTBEHHOIO  IIpenapara  KOIHMI0  JIOKYMEHTa, IOATBEPXKAAKOUIEr0  yIulaTy
roCy/lapCTBEHHOW IOLIJIMHBI 3a IOATBEPXKACHUE TIOCYIapCTBEHHOW pPETUCTPALUU JIEKapCTBEHHOTO
npenapaTta, a TaK)Ke BblJlaBaeMble (IIPEIOCTABIIIEMbIE) YIIOJIHOMOUYEHHBIMU (heepaIbHbIMU OpraHaMU
UCIIOJHUTEJIBHOM BJIACTH JOKYMEHTHI (CBEIEHMs), yKa3aHHbIe B IyHKTax 2 W 3 yacTu 4 HacTosIIEH
crathu. B cirydae ux HeNpeacTaBIeHHs YIIOTHOMOYCHHBIH (enepaabHblil OpraH UCTIOIHUTEIbHOW BIIACTH
3alpaliiBaeT yKa3aHHbIE JOKYMEHThI (CBEIEHHUS) B MOPSJIKE MEXKBEJOMCTBEHHOIO MH(POPMALUOHHOTO
B3aUMOJCUCTBUS.

(uacts 4.3 B pea. @exnepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

5. B rteuenue gecatu pabouux JHEH cO [JHA NPUHATUS 3asBJICHUS O MOATBEPKACHUU
roCylapCTBEHHOW PErucTpalyy JIEKAPCTBEHHOIO Ipenapara W JOKyMEHTOB, COACpXKAIUUX PE3yJIbTaThl
MOHUTOPUHTA 3(PPEKTUBHOCTH U 0E30IaCHOCTHU JIEKAPCTBEHHOTO Iperapara, MPOBOAMMOTO JIepiKaTeIeM
WIA  BIAJENbLEM  PETUCTPAllMOHHOIO  YIOCTOBEPEHHUS  JIEKapCTBEHHOrO  Ipemapara  Jubo
YIOJHOMOYEHHBIM MU FOPUINYECKUM JIUIIOM, YIIOJHOMOYEHHBIN (heepaabHblii OpraH UCIOIHUTEIbHON
BJIACTH:

1) mpoBOIUT MpPOBEPKY MOJHOTHl CBEACHUM, COAEpKAIIMUXCS B IPEJICTABICHHBIX 3asiBUTEIEM
JNOKYMEHTaX;

2) HNpUHUMAaeT pElIeHHWE O MPOBEACHUM WIM 00 OTKa3e B MPOBEACHUM SKCIEPTHU3bl OTHOLIEHUS
OKUJAEMOM IOJIB3bl K BO3MOJKHOMY PHCKY IPUMEHEHHUsS JIEKapCTBEHHOIO IIpernapara Ha OCHOBaHUU
pe3yIbTaTOB MOHUTOPUHTA APPEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Ipernapara, IpOBOJUMOTO
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ACPIKATCIIEM WK BJIAACIIBUICM PCTUCTPALMOHHOTIO YAOCTOBCPCHUSA JICKAPCTBCHHOI'O IIpCliapaTra 1100
YIOOJHOMOYCHHBIM UMHU IOPUANYCCKUM JIMIOM, a TAKKC q)eaepaanHM opranomMm HCIIOJIHUTEILHON BIACTU
B COOTBCTCTBHH C Tp€6OBaHI/IHMI/I craTbu 64 HaCTOAIICTO CDez[epanLHoro 3dKO0Ha,

3) yBemomusIeT B DOJEKTPOHHOW ¢dopMe WM NUChMEHHOM (opme 3asBUTENST U OKCHEPTHOE
YUPEKJIECHUE O MPHUHITOM pEHIeHHH JUOO B clyyae MNPUHATHS pelleHus 00 OTKaze B IMPOBEIECHUU
AKCIEPTU3BI YKA3BIBACT MPUUMHBI TAKOTO OTKa3a.

6. B ciiydae BbIsSIBIEHUS! HEJJOCTOBEPHOCTH U (MJIM) HEAOCTATOYHOCTH MH(OPMALINH, COJIepKaleiics
B INIPEJICTABICHHBIX 3asSBUTENIEM JOKYMEHTaX, YIIOJTHOMOYCHHBIH (enepaabHbIii OpraH HCIOIHUTEIHHON
BJIACTH  HAINpaBisIeT 3asABUTENIO 3ampoc 00 YTOYHEHHWM yKa3aHHOM HHQopMaruu. 3ampoc
VIIOJTHOMOYEHHOTO  (peiepalbHOTO  OpraHa  WCIOJHHUTEIBHON  BIIACTH MOXET OBITh  IepenaH
YIOJHOMOYEHHOMY MPEACTaBUTENI0 3asBUTENS JIMYHO IOJI PACIUCKY, HAMPAaBIIECH IO MOYTE 3aKa3HBIM
IIMCBMOM WJIM MepefaH B 3JEKTPOHHOU (opMe M0 TeIeKOMMYHHKAllMOHHBIM KaHajlaM CBsi3u. B ciyuae
HaIpaBlIEHUsl 3apoca YHOJIHOMOYEHHOTO (pelepaqbHOr0 OpraHa HCIOJHUTEIbHONW BIACTH MO IOYTE
3aKa3HbIM IUCBMOM OH CYMTAETCS MOJYYEHHBIM [0 MCTEUEHMM IIECTH JHEW C JaThl HallpaBJICHUSA
3aKa3HOro MUchMa.

7. 3asBuTens 00sf3aH NPEACTaBUTh OTBET HA 3aIpPOC YHOJHOMOYEHHOTO (erepaabHOr0 opraHa
UCIIOJHUTEJIBHOM BJIACTU B CPOK, HE MPEBBIMIAIOIIMNA JEBIHOCTa pabounx JHEH CO JHS €ro MOJIy4yeHHs..
Cpok, yka3aHHBIH B 4YaCTH 5 HACTOAILIEH CTaTbM, IPUOCTAHABIMBAETCS CO JHS HAIpaBICHUS 3asBUTEIIO
3arpoca YHOJHOMOUYEHHOIo (heAepajlbHOTO OpraHa WCHOJHUTENbHON BJIACTH 10 JHS IOJYyYEHHUS UM
COOTBETCTBYIOIIIETO OTBETAa W HE YYMUTHIBAETCS IIPU  MCUHUCICHUHM CPOKa  IOATBEPKICHHS
roCylapCTBEHHOW PErUCTPalliy JIEKApCTBEHHOTO Ipenapara.

8. OcHoOBaHMEM [UIsl OTKa3a B IMPOBEACHUM HKCIEPTU3bl OTHOLIECHUS OXHUAAEMOH IOJb3bl K
BO3MOKHOMY PHUCKY MPUMEHEHHUs JIEKAPCTBEHHOI'O IperapaTa sBISETCS IMPEACTABICHUE JIOKYMEHTOB,
COZIep KAIINX PEe3yIbTaThl MOHUTOPHHTA Y(PPEKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO Tpenapara, u
(um) B OTHOIICHUH OWOJOTMYECKUX JICKAPCTBEHHBIX MPENapaToB pe3yJibTaTOB OCYIIECTBICHUS
MEPOIPUATUI B COOTBETCTBMM C IUIAHOM YIIPABJICHUS PUCKAMH, YTBEP)KICHHBIM YIOJHOMOYEHHBIM
denepanbHBIM OPTaHOM MCIIOJHUTEIBHON BJIACTU MPU OCYIIECTBICHUH TOCYAapCTBEHHOW PETHUCTpalluu
JIEKapCTBEHHOTO TIpenapaTa, B HEMOJHOM 00BeMe, OTCYTCTBHE MH(OPMAIUH, MOATBEPKAAOMEH (GakT
yIUIATBl ~ TOCYJApCTBEHHOM  MOUUIMHBI 332  MOATBEPXKJIECHHUE  TOCYJApCTBEHHOM  pErucTpanuu
JIEKapCTBEHHOI'0 IIpernapaTa, JuOO HENpeICTaBICHUE 3asBUTENIEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha
yKa3aHHBII B 4YacTH 6 HACTOSIIEW CTaTbU 3alpoc YIOJTHOMOUYEHHOro (elepaibHOro oOpraHa
WCTIOJTHUTEJIBHOM BJIACTH, @ TAKXKE OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX MH(OpMAIUH, KOTOpas JOJDKHA
OBITh B HUX OTpa)KeHa.

9. Dkcmepru3a OTHOIIEHUS OXMJIA€MOM MOJb3bl K BO3MOXHOMY DPHUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIpenapaTta B LENAX MOATBEPKICHHS IOCYJapCTBEHHON pPErucTpaluy JIEKAPCTBEHHOTO
IpernapaTa IpOBOAUTCS KOMHCCHUEH 3KCIIEPTOB AKCIEPTHOIO YUPEXKJIEHHUS B CPOK, HE MPEBbIIAIONIINN
COpOKa pabo4Mx JHEH.

10. B ciydae HEAOCTaTOYHOCTU HPEACTABICHHBIX JKCIEPTYy MAaTE€pPHUaIOB JUIsl A4 3aKIHOYEHUS
sKCHepT oOpalaeTcss K pyKOBOJUTEIIO SKCIEPTHOIO YUPEKIACHUS O MPEIOCTABICHUN €My HEOOXOIUMbIX
MaTepuanoB. PyKoBOOUTENb 3KCIEPTHOIO YYPEKICHHs OOpallaeTcs C COOTBETCTBYIOIIMM 3allpOCOM B
YIIOJIHOMOYEHHBIN (eiepaabHblii OpraH WCHOJHUTEIbHOM BIACTH, BBIJABILMM 3a/JaHUE Ha MPOBEJCHHE
SKCIIEPTU3bl OTHOLIEHUS OKUIAEMOM I0JIb3bl K BO3MOYKHOMY PHCKY HPHUMEHEHUS JIEKapCTBEHHOI'O
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mpernapaTa Ha OCHOBaHMM JOKYMEHTa, COJEpIKAIEro pe3ylbTaThl MOHUTOpUHTA S()(PEKTUBHOCTU U
0€30MacCHOCTH JICKApCTBEHHOTO Ipernapara. B TeueHue msatu pabounx JHEH co AHS MOCTYIUICHHS 3ampoca
PYKOBOIUTENS SKCHEPTHOTO YUYPEKICHUS YKa3aHHbIN (penepanbHblii OpraH HCHOJHUTENBHON BIAcTH
HaIpPaBIICT 3aABUTENIO 3aPOC O MPEICTABICHHH HEOOXOIAMMBIX MAaTEPHUAIOB, KOTOPBIA MOXET OBITh
nepeiaH YIoJIHOMOUYEHHOMY MPEICTaBUTEN0 3asBUTENs JHYHO IOJ PACHHUCKY, HalpaBlIeH MO Io4Te
3aKa3HbBIM THCHMOM WJIU TIEpeiaH B AJICKTPOHHOU (popMe IO TeJICKOMMYHUKAIIMOHHBIM KaHaJIaM CBs3U. B
cllydae HampaBJeHHS 3ampoca yIMOIHOMOUYEHHOTO (enepanbHOro opraHa HCIOJHUTEIBHON BIACTH IO
MOYTE 3aKa3HBIM MMCHbMOM OH CUHTACTCS MOJYUYCHHBIM IO MCTCUCHUM IIECTH JHEH C JaThl HAMPaBICHUS
3aKa3HOTO MHUCHMA.

11. 3asBuTenp 00s3aH MPEACTABUTH OTBET HAa 3alpOC YIIOJTHOMOYECHHOTO (enepalibHOTO OpraHa
WCIIOJIHUTENIBHON BJIACTH B CPOK, HE MPEBBIIAIONIMNA IIECTHAECATH PaOOUMX JIHEH CO THS MONydeHUs
YKa3aHHOTO 3arpoca. YIIOJHOMOUYCHHBIH (henepaabHblii OpraH HCIOJHUTEIBHON BIIACTH, BBIIABIIHIA
3alaHM€ Ha IPOBEJCHHE OSKCHEPTH3bl OTHOLICHUS OXUAAEMOM IMOJb3bl K BO3MOXHOMY PHUCKY
MPUMEHEHUS JICKapCTBEHHOI'O TIpernapara Ha OCHOBAHMHM JOKYMEHTA, COJEPIKAIEro pe3yJbTaThl
MOHHUTOPHHTa 3PPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOI'O Mperapara, B T€YeHHUE MATH pabouymnx
IHEW CO JHS MOCTYIJICHHS OT 3asBUTENS OTBETA HA 3alpOC YIMOJHOMOYEHHOTO (elepalbHOro opraHa
WCIIOJTHUTEJIbHOW BJIACTH HAIPABIIAET 3TOT OTBET B SKCHEPTHOE yupexaeHue. B ciyuae HenpeacraBieHus
110 UCTCUYCHUU IICCTUACCATHU pa60q1/1x I[Hefl 3as1BUTECIIEM OTBETaA Ha YKa?)aHHHﬁ 3a1pocC yrIOJIHOMO‘IGHHBIfI
denepanbHBIE OpraH HCIOJHUTEIBHON BIACTH, BBIIABLIMI 3a/laHWe Ha MPOBEACHUE DSKCIEPTU3bI
OTHOUICHUA omnaaeMoﬁ IMOJIB3bl K BO3MOKXHOMY PHUCKY IHNPHUMCHCHHA JICKAPCTBCHHOI'O IIpCIiapaTra Ha
OCHOBAaHUHU JOKYMEHTA, COJIEPKaIlero pe3yJlbTaThl MOHUTOpUHTA A(P(HEKTUBHOCTH U OE30MacHOCTH
JIEKApCTBEHHOTO Tperapara, B TEUYEHHE MATH padouyMX JHEH HampaBiseT B JKCIEPTHOE YUPEKICHUE
YBEJOMIICHHE O HENPEJICTABICHUU 3asBUTEIIEM OTBETA Ha 3alpoC yKa3aHHOTO opraHa. Bpems co nus
HaIpaBJIEHUsl 3ampoca SKCHEPTHOTO YUYPEXKIAEHHs B  YIOJHOMOYEHHBINH (enepanbHbIl  OpraH
WCIIOJHUTENIBHOW BIACTU JO JHSA IOJIyYEHHMS SKCIEPTHBIM YYpPEKIECHUEM OTBETa Ha 3alpoc WU
YBEIOMJICHUSI O HEMNpPEJCTAaBIEHUU OTBETa Ha 3alpoC HE YYUTHIBACTCA NPU HCUYUCICHUH CpOKa
MPOBEACHUS SKCHEPTU3bl OTHOLICHUS OXUIAEMOM IMOJb3bl K BO3MOXHOMY PHUCKY INPUMEHEHUS
JIEKApCTBEHHOT'0 TMperapaTa Ha OCHOBAaHUHM JOKYMEHTa, COACPIKAIIEro pe3yibTaThl MOHUTOPHHIA
3¢ (HeKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara.

12. B cpok, He MPEBbIAOMUN JECATH padOYuX JHEN CO JHS MOJIYYEHHS 3aKJIFOUEHUS KOMHUCCUU
JKCIIEPTOB IO pe3yJbTaTaM »JKCIEPTU3bl OTHOLIEHUS OXKUAAEMOM IIOJB3bI K BO3MOXHOMY PHUCKY
NPUMEHEHHS JIEKAPCTBEHHOTO IIperapara, COOTBETCTBYIOIIMK YIMOJHOMOYEHHBIN (enepaibHbIil OpraH
VCIIOJIHUTEIIBHOU BIIACTH:

1) OCYHICCTBIACT OLCHKY O3TOr0o 3aKIIOYCHUA I ONPCACICHUA €TI0 COOTBCTCTBHA 3aJJaHUIO Ha
IIpOBCACHUC YKaBaHHOﬁ OKCIICPTHU3DI,

2) HpUHMMAET pELIEHUWE O IMOATBEPXKIECHUU TIOCYJIapCTBEHHONW PETUCTPALUU JIEKapCTBEHHOTO
mpenapara Wid 00 OTKa3e B IOATBEPXKICHUM TIOCYIAapCTBEHHOW pErucTpalyy JIeKapCTBEHHOIO
npenapara;

3) BHOCHUT TMpU TMPUHATUU PEHICHUS O TMOATBEPKICHUU TOCYIApCTBEHHON perucTpanuu
JIEKapCTBEHHOI'O IpernapaTa CBEACHMSI B I'OCYIAapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJICTB U BBIIAET
3asIBUTEI0 OECCPOUHOE PETUCTPAIIMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOTO Mpernapara.

13. OcHoBaHueM Ajis OTKa3a B MOATBEPKIACHUM IOCYJAPCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOTO
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npernapara  SIBJISICTCS  3aKJIFOUEHHE COOTBETCTBYIOIETO YIOJHOMOYEHHOTO (elepaabHOro opraHa
HUCIIOJIHUTEILHOM BJIACTH O TOM, YTO PUCK MNPUUYMHCHUA BpCAa 3A0POBLIO YCIOBCKA HWIIM KHUBOTHOI'O
BCJICJICTBHE MTPHUEMa JICKAPCTBEHHOTO TpernapaTa npeBblimaeT 3 (HEeKTUBHOCT €ro MPUMEHEHHS.

(B pen. @enepansroro 3akoHa ot 04.06.2018 N 140-D3)

14. B mepuon mnpoBeAeHHsS MPOLEAYpPhl TOITBEPKICHUS TOCYAApCTBEHHOH perucrpanuu
JIEKapCTBEHHOTO MperapaTa ero odparmienue B Poccuiickoii denepanuiy He MPUOCTAHABINBACTCS.

15. Hdomyckaercsi oOpalieHHe JEeKapCTBEHHBIX IPEnaparoB 0 HCTEYCHUS CpPOKa TOJHOCTH,
MNPOU3BCACHHLIX B TCYCHHUC CTa BOCBMHUACCATU KAJICHAAPHBIX I[Heﬁ ImocJIC JaTbl TPHUHATUA
YIIOJTHOMOYEHHBIM  (pe/iepalibHBIM OPraHOM HWCIIOJIHUTENBHOW BJIACTH PEUICHUS O TOATBEPKICHHU
roCy/lapCTBEHHOW pETrUCTpallid, B COOTBETCTBUM C HH(pOpMaLUell, coaepKaleiicss B JIOKyMEHTax
PETHCTPAIOHHOTO JOChE Ha JIEKAPCTBEHHBIN Ipernapar 10 AaThl HPUHITUS TAKOTO PEIICHHSL.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Cratbsa 30. BHeceHMe U3aMeHeHNN B AOKYMEHTbI, cogepxalimecsi B permcTpaumMoHHOM
DOCbe Ha 3aperucTpMpoBaHHbLIN JeKapCTBEeHHbIW npenapat Ana MeAuLUHCKOro
NnpPUMeHeHuns

1. B mensax BHECEHUs] M3MEHEHHMM B JIOKYMEHTBI, COJEPXKAIIUECS B PETUCTPAIMOHHOM JOChE Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar uisi MEIUWLUHUHCKOTrO IMPUMEHEHHMs, AepKaTeiab WU
BJIQJIENIEL] PETUCTPALMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOI'O Iperapara WM YIOJIHOMOYEHHOE UM
Jpyroe IpUIndecKoe JIUIO (ajaee B HACTOSAUICH CTaThe - 3asiBUTENb) MPEACTABISET B YIIOJTHOMOYEHHBIH
denepanbHBIA OPraH UCTHOJHUTEILHON BIIACTH 3asABJICHHE O BHECCHHWM TAaKUX WM3MEHEHHU 1o (opme,
YCTaHOBJICHHOW YIOJHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOTHUTEIBHONW BIACTH, U MpHJIaraeMble K
HEMYy M3MEHEHUS B YKa3aHHBIC JOKYMEHTHI, a TaKKe JIOKYMCHTHI, MOJITBEPKIAIONINE HEOOXOIMMOCTh

BHECEHHSI TAKMX U3MEHEHUH.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-D3)

1.1. IIpy HEOOXOIUMOCTH BHECEHUS B JOKYMEHTBI, COJIEPKAIIMECs] B PETUCTPALIMIOHHOM J0ChEe Ha
3apEruCTPUPOBAHHBIA  JICKAPCTBEHHBIM IIpenapar Uil MEAULUHCKOrO IPUMEHEHMs, W3MEHEHHH,
yKa3aHHbIX B IYHKT€ 3 yacTU 2 HACTOSILEH CTaThbU U TPeOYIOIIMX MPOBEACHUS 3KCIEPTU3bl KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTEIb JIOMOJIHUTEIBHO MPEJICTABISIET B YIIOJIHOMOUYEHHBIN (henepanbHblii
OpraH HCIIOJIHUTEIIBHOM BJIACTH CBEACHUSA O JAaTe€ IIPEIOCTaBICHUS M PErUCTPALIMOHHOM HOMeEpe
JULEH3UM Ha IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB WM CBEACHUSA O JAaTe INPEIOCTaBICHUS H
PEruCTPallMOHHOM HOMEPE 3aKJIIOYEHHS O COOTBETCTBUM IIPOU3BOJIUTENSA JICKAPCTBEHHBIX CPEICTB
TpeOOBAaHUSAM TPAaBUJ HAIJIEKAIIEW MPOU3BOJACTBEHHONW NPAKTUKH, BBIAAHHBIX (TPEIOCTABICHHBIX)
YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPIraHOM HCIOJIHUTENBHOM BIACTH B OTHOIIEHUM U3MEHEHHOM U (WIIn)
JOTIOJIHEHHOM NTPOM3BOJACTBEHHON IUIONIA/IKU JIEKAPCTBEHHOIO IIpernapara, B Cirydae, eCiu IIpOU3BOJCTBO
JIEKapCTBEHHOI'0 Ipenapara ocyuectsisercs B Poccuiickoil ®Penepanuu, 1100 CBeleHUs O jare
IIPEAOCTABICHUs] W PETUCTPAMOHHOM HOMEPE BBIJAHHOM YIOJHOMOYEHHBIM OpPraHOM CTpaHbI
IIPOU3BOJUTENIS JIMLEH3UU Ha POU3BOJICTBO JIEKAPCTBEHHOTI'O IIpenapara 1 €€ IepeBoj Ha PyCCKUH A3BIK,
3aBEPEHHBIC B YCTAHOBJIEHHOM IIOPS/IKE, & TAKKE CBEICHUS O JaTe MPEAOCTABICHUS U PErUCTPALMOHHOM
HOMEpE 3aKJIIYEHHUS O COOTBETCTBUHU IPOU3BOAUTEINIS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM IpPaBUII
HQ/JISKAIIEeH MPOU3BOJICTBEHHON NPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (elepaIbHbIM OpPTraHOM
UCIIOJHUTEIBHOM BJIACTM B OTHOLICHMHM WM3MEHEHHOW M (WJIM) JONOJHEHHOW MpPOM3BOJICTBEHHOM
IJIOIIAJKK JIEKAPCTBEHHOI'O IIpelapara, WIM CBEACHHUSA O Jare IPEAOCTaBICHUS U PEruCTPALlMOHHOM
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

HOMEpPE PEILICHHS YIOJHOMOYEHHOTO (hefepaibHOrO OpraHa WCIIOJHUTEILHOW BJIACTH O TPOBEICHHUH
WHCIICKTUPOBAHUS TPOU3BOJUTEINS JICKAPCTBEHHBIX CPEACTB B  Clydae, €CIH IPOHU3BOJICTBO
JICKApCTBEHHOTO Mpernapara OCyIeCTBIsICTCs 3a npenenamu Poccuiickoit deneparym.

(uactp 1.1 BBenena denepanbubiM 3aKkoHOM 0T 04.06.2018 N 140-03; B pen. denepalibHOro 3aKOHA OT
27.12.2019 N 478-D3)

1.2. Tlpu HEOOXOMUMOCTH BHECCHHS B JOKYMEHTHI, COACPKAIIUECS B PETUCTPANMOHHOM JIOChE HA
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIM TIpemapar JuIi MEAUIIMHCKOrO0 IPUMCHEHHs, HW3MCHCHHIA,
YKa3aHHBIX B MYyHKTE 4 4acTH 2 HACTOSIIEH CTaThbU U TPEOYIOIIMX MPOBEACHHS DKCIEPTHU3BI KauecTBa
JIEKapCTBEHHBIX CPEJNICTB, 3asBUTENb JTOTOJIHUTEIBHO MPEJICTaBIsIeT B YIOJIHOMOUYEHHBIN (enepanbHblii
OpraH HCIIOJIHUTEIIbHOW BJIACTU CBEACHHUS O JaTe NPEIOCTaBICHUS U PETUCTPAIMOHHOM HOMEpe
JUIIEH3UH Ha IPOM3BOJCTBO JICKAPCTBEHHBIX CPEJCTB HIIM CBEACHHUS O JaTe NPEIOCTaBICHUS W
PErUCTPAallMOHHOM HOMEpPE 3aKJIIOYEHHUS] O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TMPABWJI HAJJICKAIICH TPOU3BOACTBEHHON IPAKTUKH, BBUIAHHBIX (IIPEIOCTABICHHBIX )
VIIOJTHOMOYCHHBIM (peIepalIbHBIM OPTraHOM HCIOJHUTEIIBHON BIIACTH B OTHOUICHWH ITPOU3BOJICTBEHHOM
IUIOLIA/IKK JIEKAPCTBEHHOTO TMpemnapara, B Ciydae, €CIM IMPOU3BOJCTBO JIEKAPCTBEHHOTO IMpernapara
ocymiectBisiercs B Poccuiickoit  ®enepanuu, 1u00 CBEIEHHMs O JlaTe NPENOCTaBICHUS U
PETUCTPALIMOHHOM HOMEpE BBIJAHHOW YIMOJIHOMOYEHHBIM OPTaHOM CTPaHbl MPOU3BOAUTEINS JTUIICH3UU Ha
MPOU3BOJICTBO JICKAPCTBEHHOT'O TMperapaTta MU €€ TMEepeBOJ Ha PYCCKUH A3BIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM IOPSJIKE, a TaKKe CBEIEHUS O JaTe MPEAOCTaBICHUS M PErHCTPAIMOHHOM HOMEpe
3aKJIFOYCHUST O COOTBETCTBUU IPOU3BOIUTEINS JICKAPCTBCHHBIX CPEIACTB TPEOOBAHHSAM  TPABHII
HaJJIeXalled MPOU3BOJICTBEHHON NPAKTUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (erepaqbHbIM OpPraHOM
WCIIOTHUTEJIbHON BJIACTH B OTHOIIEHWH MPOU3BOJICTBEHHOM IIJIOMIAJKH JIEKAPCTBEHHOIO Tperapara, Hin
CBEICHHMS O JlaT€ MPEIOCTABICHUS U PETUCTPAIIHIOHHOM HOMEpE pEeUICHUS YIOIHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJHUTEIBHOW BJIACTH O IMPOBEICHUU WHCIICKTUPOBAHUS TIPOU3BOIUTEIS
JIEKapCTBEHHOT'O CPE/ICTBA B ClIydae, €C MPOU3BOACTBO JEKAPCTBEHHOTO MpenapaTa OCyIIeCTBISETCS 3a
npeaenamu Pocceniickoit denepanun.

(gactp 1.2 BBenena denepanbHpiM 3aKk0HOM 0T 04.06.2018 N 140-D3; B pen. denepalibHOro 3aKOHA OT
27.12.2019 N 478-D3)

1.3. Ilpunatue pemieHus O BHECEHWUM HM3MEHEHHH WiIM 00 OTKa3e BO BHECEHHWH W3MEHEHHH B
JIOKYMEHTBI, COJEpKAIlIMecss B PETUCTPAIMOHHOM JIOCh€ Ha 3apEeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar Al MeTUIIUHCKOTO IPUMEHEHUs, B ClIydyae HEOOXOUMOCTH MPOBEICHUS SKCIIEPTH3bI KaueCTBa
JIEKAPCTBEHHBIX CPEACTB U (WJIM) SKCHEPTHU3bl OTHOIICHUS 0KUIAEMOW IMOJIb3bl K BO3MOXHOMY PHCKY
MIPUMEHEHHS JICKAPCTBEHHOTO Tperapara A MEIUIIMHCKOTO MPUMEHEHHS OCYIIECTBISETCS B CPOK, HE
MIPEBBIIAIONINI JEBIHOCTA pabOUUX THEH, a B OCTAIBHBIX CIydasX B CPOK, HE MPEBBIIIAIONINNA TPUIATH
pabounx IHEH co AHS MPUHATHS YIOJTHOMOYEHHBIM (efepalbHbIM OPraHOM HCIIOJIHUTENBHON BIACTH
3asBJICHUSI O BHECEHUU TaKUX U3MCHEHUH.

(uacts 1.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.4. YnonHoMouyeHHBIN (enepanbHbIi OpraH HCHOJHUTENIBHON BJIACTH C YYETOM pe3yJIbTaToOB
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOIAIIMXCA B IPa)KJIaHCKOM
000poTe, YCTAaHOBJICHHBIM TpPEOOBAaHHMSIM K HMX KAayeCTBY B TEUCHHE JECATH PadOYMX THEH CO JHS
IOCTYIIJICHUs. COOTBETCTBYIOIIEH HHGpOpPMAaLMU pa3MellaeT Ha CBOEM OQUIMAIbHOM caliTe B CeTH
"NHTepHer" cBeleHUs O HEOOXOAMMOCTH BHECEHHS B MHCTPYKLHUIO MO MEAMLIMHCKOMY IMPUMEHEHHIO
JIEKapCTBEHHOI'0 IpenapaTa M3MEHEHUI B OTHOLIEHMU CBEIEHUN O MOKa3aHMAX A NPUMEHEHUs M
IIPOTHBONOKA3aHUAX JUIsl IPUMEHEHUS JISKapCTBEHHOI'O IpenapaTa, BbISIBICHHBIX TOOOUHBIX JIEHCTBUSX,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

HEXKENATENbHBIX pPeaklUsaX MpU MPUMEHEHUH JIEKApCTBEHHOTO Mperapara U yBeJOMIIsieT 00 3TOM B
ANEKTPOHHOU (opMe WM TMUChMEHHOUW ¢opMme (Ha OyMaKHOM HOCHTENE) AepkKarels WIW BIaielblia
PETUCTPALIMOHHOTO YJOCTOBEPEHHs JIEKAPCTBEHHOTO IpemnapaTta (WM YIOJTHOMOYEHHOE WM JIpyroe
IOPUIMYECKOE JIMIO), a TaKKe JAepikaTeliell WM BIIAJENbIEB PETUCTPAMOHHBIX yIO0CTOBEPEHHMA
JIEKapCTBEHHBIX MPENapaToB (WJIM YIOJTHOMOYEHHBIX HMHU JPYTHX HOPUIUYECKHX JIUI), KOTOpBIE
SIBIITFOTCS B3aMMO3aMCHIICMBIMHU.

(uacts 1.4 BBenena @enepasibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

1.5. lepkatenp WK BIIaJelel] pErUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOTO IIpernapara, a
Tak)Ke Jep KaTely WM BIAJENbIbl PETUCTPALMOHHBIX YIOCTOBEPEHUN JIEKapCTBEHHBIX MpenapaToB (MWIn
VIIOJTHOMOYCHHBIE UMU JIPYTHE IOPUINYECKUE JIUIA), KOTOPHIC SBISIOTCS B3aUMO3aMEHICMBIMU, 00sI3aHBI
MIPEJICTaBUTh B YIOJIHOMOYEHHBIN (efepanbHblii OpraH UCHOTHUTENbHOM BIACTH 3asBJICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpKAlIMecs B PETUCTPALMOHHBIX JIOChE HA 3apEeruCTPUPOBAHHBIC
JIEKapCTBEHHbIE Ipenaparbl s MEAUIMHCKOIO NMPUMEHEHHs, B OTHOLICHUU CBEACHUM, YKa3aHHBIX B
WHCTPYKIIUU 110 MEIUIIMHCKOMY MPUMEHEHHIO JICKAPCTBEHHBIX MPENapaToB, B TEUYCHUE COPOKA paboumnx
OHEH co JAHS pa3MelIeHHs] YHOJHOMOYEHHBIM (hefepaibHbIM OpPraHOM HCIHOJHUTENIBHON BIACTH
nH(popMaIY, yKa3aHHOW B yacTH 1.4 Hacrosmiei crathu. JlaHHOE TpeOOBaHWE HE PACIPOCTPAHICTCS Ha
Cllydyal BHECEHHMS B MHCTPYKLHMIO I10 MEIUUMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO IIpenapara
W3MEHEHUIN B OTHOIIEHUY HOBBIX MMOKA3aHUM JJIs1 MPUMEHEHHUS JIEKAPCTBEHHOIO IIpenapara Ha OCHOBaHUH
pEe3yIbTAaTOB COOTBETCTBYIOIIMX UCCIEAOBAHUM.

(dactp 1.5 BBegena denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

2. DKcnepTH3a JIEKapCTBEHHBIX CPE/ICTB B YACTH SKCIIEPTU3bI KAaUeCTBA JIEKApCTBEHHOTO CPEACTBA U
(unn) SKCrepTU3bl OTHOLICHUS OKUJAEMOM MOJIb3bl K BO3MOXXHOMY PUCKY IPUMEHEHHUSI JIEKaPCTBEHHOTO
npernapara s MEIUIIMHCKOTO IMPUMEHEHUs IPOBOJUTCS B CIydae BHECEHUs W3MEHEHHMH B JJOKYMEHTHI,
COJIepKallllecss B PErMCTPAllMOHHOM JI0Chb€ Ha 3aperuCTPUpPOBAHHBIA JIEKAPCTBEHHBIM Npernapar, B
OTHOILICHUH:

1) cBeneHud, ykKa3aHHbIX B HUHCTPYKUMHU [0 MEAMIMHCKOMY IPUMEHEHUIO JIEKApCTBEHHOTO
npenapara:

a) JIeKapcTBeHHasi opMa C yKazaHHEM HAaMMEHOBAHUN M KOJMYECTBEHHOT'O COCTaBa JCHCTBYIOLIMX
BEIIECTB M KaYECTBEHHOI'O COCTaBa BCIIOMOTATENIbHBIX BELIECTB (MPU HEOOXOAMMOCTH KOJIUYECTBEHHOIO
COCTaBa BCIIOMOTaTeNIbHBIX BELIECTB);

0) dapmakoguHamMuka W (apMaKOKMHETHKA (32  HCKIIOYCHHEM  (apMaKOKHHETUKH
TOMEOTIATHYECKUX JIEKAPCTBEHHBIX MPENApaToOB U PACTUTEIBHBIX JICKAPCTBEHHBIX MIPEIapaToB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;
I') IPOTUBOINIOKA3aHUS JJIsl IPUMEHEHUS;
1) MEpBI MIPEIOCTOPOKHOCTU IPU TPUMEHEHUH;

€) YyKa3aHM€ BO3MOXHOCTM U OCOOCHHOCTEH IPUMEHEHUs JIEKapCTBEHHOIO IIpernapara Ijs
MEIULUHCKOTO IMpPUMEHEHHs] OepeMEHHBIMU JKEHIIMHAMM, OJKCHIIMHAMU B IEPUOJA IPYIHOTO
BCKapMJTUBAHMsI, JE€TbMH, B3POCIBIMU, HMEIOLTIMH XPOHUYECKHE 3a00ICBAHNUS;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

) PEKHM JO3UPOBAHUS, CIIOCOOBI BBEACHUS U MPUMEHEHUS, IIPH HEOOXOIUMOCTH BpeMs MpHUeMa
JIEKApCTBEHHOTO TperapaTa, MpOoAOIKUTEIBHOCTh JICYCHUSI, B TOM YHUCJE Y JETeH J0 U MOoCie OJHOrO
roja;

3) BO3MOXKHBIC TTIOOOYHBIC JCHCTBYS U HEKEIATCIbHBIC PEAKIIMK IPU IPUMEHEHUH JICKAPCTBCHHOTO
npemnapara;

1) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO TIOMOILLY MPU NEPEJO3UPOBKE;
K) B3aUMOJIEHCTBUE C APYTUMH JIEKApCTBEHHBIMHU ITpenapaTaMu U (HJIM) NUIIEBBIMU IPOAYKTaMH;
1) (opMmbl BBIITyCKa JIEKApCTBEHHOT'O Iperapara;

M) ykaszaHue (Mpu HEOOXOIWMOCTH) OCOOCHHOCTEHM AEeMCTBHs JIEKApCTBEHHOTO Mpenapara Mpu
IIEPBOM IIPUEME UJIU NIPU €r0 OTMEHE;

H) CBCACHUA O BO3MOKHOM BJIMAHUHU JICKAPCTBCHHOTI'O IIpCriapara I MCOAUIIHUHCKOI'O IIPUMCHCHUA
Ha CIIOCOOHOCTh YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXAaHHU3MAaMU

0) CPOK TOJHOCTH M YKa3aHHe Ha 3alpeT NPUMEHEHHUs JIEKapCTBEHHOIO Mpenapara 1o MCTECUYeHUU
CpOKa IrOJHOCTH;

1) YCJIOBHS XPaHCHUS;

P) YCTIOBUS OTIYCKa;

2) cocTaBa JEKapCTBEHHOT'O Mpernapara Jjisi MeIUIIHHCKOTO IIPUMEHEHUS;

3) U3MEHEeHUs MeCTa MPOU3BOJICTBA JICKAPCTBEHHOTO Mpenapara sk MEAUIIMHCKOTO TPUMCHCHHS,

4) n3MeHeHus MoKasaTesiell KauecTBa JeKapCTBEHHOTO Ipenapara JUlsi MeAULIMHCKOTO IPUMEHEHUs
U (UJIM) METO/I0B KOHTPOJISI KaueCcTBa JIEKApCTBEHHOT O Mpenapara JJi1 MEAUIIMHCKOTO IPUMEHEHMUS,

5) HU3MCHCHU CPOKA 'OAHOCTH JICKAPCTBCHHOI'O IIpCIiapaTa AJisd MCOAUIUHCKOI'O IIPUMCHCHU S

6) cBeleHUH O HEOOXOTUMOCTH BHECEHHUS WHBIX U3MEHEHHH B MHCTPYKIHUIO MO MEIUIIMTHCKOMY
IPUMEHEHHMIO JIEKapCTBEHHOIO IIpernapara, a TakKe B MHblEe JOKYMEHTBI, CoJepXaluecs B
PErUCTPallMOHHOM JI0Ch€ Ha 3aperuCTpUpPOBAaHHBIN JeKapcTBEHHbIM mnpenapat. Ilpu 3tom pemieHue o
IPOBEICHUU SKCIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB M (WJIM) SKCHEPTU3bl OTHOILEHUS
OKUJ]aeMOM MOJIb3bl K BOBMOXKHOMY PUCKY IPUMEHEHHUS JIEKapCTBEHHOTO Mpenapara s MEIULUHCKOTO
IPUMEHEHHS PUHUMAETCSI B COOTBETCTBUM C YTBEP)KJICHHOHN YIOJIHOMOYEHHBIM (peliepaibHbIM OpraHOM
WCIIOJIHUTEJIBHOM BJACTH KJlacCU(UKaLMeld HW3MEHEHHMH, BHOCHMBIX B JOKYMEHTBI, COJEp’Kallhecs B
PErUCTPaAIIMIOHHOM JI0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN Ipenapar.

(uactsp 2 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asBUTENb BIpPaBE MPEICTABUTH 110 COOCTBEHHOM MHULIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJEPKAIUECs B PETUCTPALMOHHOM JOChE Ha 3apEeruCTPUPOBAHHBIN
JIEKapCTBEHHBIN IpenapaTr [ulsi MEAMIMHCKOIO NPUMEHEHUs, KOIMU JOKYMEHTOB, IOJITBEPKIAIOLINX
yIUIaTy TOCYJAapCTBEHHOW IMOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJAEP)KAILIMECS B PETrUCTPALMOHHOM
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

J0ChE Ha 3apEeTHCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT JJIs MEJUIMHCKOTO TPUMEHEHHS, N3MEHEHUH,
Tpe6y101111/1x MMPOBCACHUA OKCICPTU3bI JICKAPCTBCHHBLIX CPCACTB B YaCTU OKCICPTHU3bI KadCCTBa
JIEKapCTBEHHOTO CPEJACTBA W (WMJIM) DKCIIEPTU3bI OTHOLICHUS OXKHJAEMOW IOJB3bl K BO3MOXXHOMY PHUCKY
IIPUMEHEHHUs JIEKAPCTBEHHOIO IIperapara sl MEIUIMHCKOTO IPUMEHEHUS, TOCYJAPCTBEHHOM ITOLUIMHBI
3a BHECCHHWE B JIOKYMEHTBI, COJEp)KallMecs B PETHCTPALIOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIeKapCTBeHHI)If/'I npemnapar i MCAUIHWHCKOrO NMPUMCHCHMU, I/I3M€H€HHI>1, HE Tpe6y101111/1x IMPOBCACHU A
IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJCTBA, a TAaKXKe BbIaBacMble (IIPEJOCTABISIEMbIC) YITOTHOMOYEHHBIMH
(benepanbHBIMU OpraHaMH WCIIOJTHHUTEIBHOW BIACTH JOKYMEHTHI (CBEICHUS), yKa3aHHbIE B YacTsx 1.1 u
1.2 mHacrosmel craThbu. B cioydyae WX HempencTaBIeHHS YIOJHOMOYEHHBIH QeaepanbHblii opraH
WCIOJIHUTEJIBHOM  BJIACTH  3alpalllMBacT  yKa3aHHblE  JOKYMEHTbl  (CBEIECHMs]) B  IOpSAKe
MEKBEIOMCTBEHHOTO MH()OPMALIMOHHOTO B3aMMO/ICHCTBUSL.

(uactp 3 B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B Teuenue necsatu pabodux JHEH CO HS NOCTYIUICHUS YKa3aHHOI'O B 4YacTH | HacTosIel cTaTbu
3asBJICHUS U HEOOXOAMMBIX JIOKYMEHTOB YIOJHOMOYEHHBINH (peepanabHblii OpraH HCIOJIHUTENbHON
BJIACTHU:

1) mpoBOAUT MPOBEPKY MOJTHOTHI U JIOCTOBEPHOCTU CBEICHUM, COAEpKAIIUXCS B MPEACTABICHHBIX
3asBUTEJIEM MaTepHUallax;

2) npUHUMAET pelIeHHE O IPOBEACHUH YKa3aHHbIX B 4aCTU 2 HACTOSIIEH CTaTbU COOTBETCTBYIOIINX
HKCIEPTHU3 JIEKAPCTBEHHOI'O CPEACTBA WIIM 00 OTKa3e B UX MPOBEACHUH;

3) yBemomJiIsieT B 3JCKTPOHHOW WM MUCHMEHHOW (OopMe 3asBUTENS O MPHUHATOM PEIICHUU WIH B
cilydae MpPUHSATHS pPEHIeHHs 00 OTKa3e B INPOBEACHHHM COOTBETCTBYIOIICH SKCHEPTH3BI C YKa3aHHEM
MPUYMH TAKOTO OTKAa3a.

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

4.1. B ciyuyae BBISBIICHHUS HEJOCTOBEPHOCTH CBEJCHUN, COACPKAIIUXCS B MPEICTABICHHBIX
3asiBUTENIEM MaTepHaliaxX, YIOJIHOMOYEHHBIH (eepalibHblil OpraH MUCIOJHUTEIFHOM BIACTH HAIMpPaBIISIET
3asBUTEII0 3allpoc 00 YTOYHEHWHM YKAa3aHHBIX CBeACHHWHA. JlaHHBIM 3ampoc MOXKET OBbITh mepenaH
YIIOJTHOMOYEHHOMY TMPEACTABUTENIO 3asBUTENs JUYHO IOJI PACIMCKY, HAlpaBJICH MO MOYTE 3aKa3HbIM
MHUCbMOM WJIHM TIEPEIaH B DJIEKTPOHHOU (popMe MO TEeIeKOMMYHUKAIMOHHBIM KaHaJlaM CBs3U. B ciyuae
HaIpaBIIEHUs TaHHOTO 3arpoca Mo MOYTE 3aKa3HbIM MUCHMOM OH CUMTAETCS MOJTYYSHHBIM 110 UCTEYCHHUH
IIECTH JHEH C 1aThl HAMPABJICHUs 3aKa3HOTO MUChMA.

(uacts 4.1 BBeneHa @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBUTeNb 00s13aH MPEICTABUTh OTBET HA 3alPOC YIMOJIHOMOYEHHOTO (helepaibHOro OpraHa
WCIIOJIHUTEJIBHON BJAacTU B CPOK, HE MPEBBIIIAIONIMIA JEBIHOCTa PabOuMX AHEW cO AHS TOTy4YEHUS
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTH 4 HACTOSIIEH CTaThbU, MPUOCTAHABIMBAETCS CO IHS
HaIpPaBIICHUs 3asSBUTEINIO 3alIPOCa YIOJIHOMOYEHHOTO (eIepalbHOr0 OpraHa UCIOJIHUTENBHON BIACTH 10
JTHSL TIOJYYEHUsS MM OTBETa Ha JAHHBIM 3alpoC W HE YYUTHIBACTCS MPU HMCUYUCICHUH CPOKa MPHUHSATHUS
pelleHrs O BHECEHUHM HU3MEHEHUH B JOKYMEHTBI, COJEp>Kallhecs B PErHCTPAllMOHHOM JOChEe Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpenapar Jyisi MEAUIIMHCKOTO TPUMEHEHHUS.

(uactsp 4.2 BBeneHa @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

5. OcHOBaHMEM ISl OTKa3a B MPOBEICHUM YKAa3aHHBIX B YacTH 2 HACTOAIIEH CTAaTbU JKCIEPTH3
SBIIIETCS TIPEJCTABICHNE TOKYMEHTOB, IEPEYUCIEHHBIX B YacTsaX | U 3 HACTOAIICH CTaThU, B HEMOIHOM
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

o0beMe, HeNpe/CTaBlICHUE 3asBUTENIEM B YCTAaHOBJICHHBIM CpPOK OTBeTa Ha yKa3aHHbIM B uyactu 4.1
HACTOAIIECH CTAaThH 3alPOC YIMOJHOMOYEHHOTO (peepaqbHOro OpraHa MCHOJTHUTEIBHOM BIACTH, a TaKkKe
OTCYTCTBUE B  HPEICTABICHHBIX  JOKYMEHTaX  JIOCTaTOYHBIX  CBEACHMH,  MOJITBEPMKIAIOLINX
HEO0XOIMMOCTh BHECCHHUSI M3MEHEHHH, WIM OTCYTCTBHE MH(POPMALINH, TOATBEPKIAIOIIEH (aKT yIIaThl
rOCYJJapCTBEHHbIX IOUUINH, YKa3aHHBIX B YaCTH 3 HACTOSIIECH CTaThU.

(B pen. @enepanbHbix 3aK0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. YKa3zaHHbIE B YAaCTH 2 HACTOALUEH CTAaTbU 3KCHEPTU3bl MPOBOJATCA B MOPSJIKE, YCTAHOBIEHHOM
crathelt 23 Hacrosmero deaepaabHOTO 3aKOHA.

7. B cpok, He MpeBbIAOUINA AecATH pabounx JHEH cO JHA MOITYyYEHHUS 3aKJIIOUYCHMH KOMHUCCHM
AKCIEPTOB MO pe3yjbTaTaM yKa3aHHBIX B YacCTH 2 HACTOSIIEH CTaThU HKCIEPTU3, YIOJIHOMOYCHHBIN
(benepanbHbIil OpraH UCIOJHUTEIBHOMN BIACTH:

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

1) mpuHMMaeT pelieHrne 0 BHECEHUH U3MEHEHHI B IOKYMEHTHI, COJEPKAIIUECS B PErUCTPAIUOHHOM
JIOChE Ha 3apPETHCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpernapaT g MEIUIMHCKOTO TPUMEHEHUs, Wi 00
OTKa3€ BO BHECEHUU TaKUX U3MEHEHUM;

2) BHOCUT B TOCYJAapCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHMM PEUICHHS O
BHECECHMM  WM3MEHEHMM B  JIOKYMEHTBI, COJEp)KallMeCs B  PETUCTPALMOHHOM  JOChE  Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipernapar s MEIUIMHCKOTO TNPUMEHEHUsS, HE0O0XOAMMBbIe
M3MEHEHUS U BO3BPALLAET UX 3aABUTEIIIO;

3) BBIAET 3asBHUTENI0 HOBOE PETHUCTPAIIMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO IIperapara B
Cllyyae M3MECHEHUS CBEJICHHI, COACPIKAIIIMXCS B HEM.
(. 3 BBenneH PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHuMEM Uil OTKa3a BO BHECEHMUM U3MEHEHUH B JIOKYMEHTBI, COJEp)Kalluecs B
PErMCTPAllMOHHOM JIOCh€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpemnapar il MEAMIMHCKOIO
MIPUMEHEHHUS, SBIISETCS 3aKII0YCHHE YIOJTHOMOYEHHOTO (hefiepaibHOro opraHa MCIOJIHUTEIBHON BIACTH
O BO3MOYKHOCTH CHIDKCHHs O€30MacHOCTH, KadecTBa, I(P(PEKTUBHOCTH JIEKAPCTBEHHOTO CpEACTBA B
Clly4ae BHECEHHUsSI TAKUX U3MEHEHH.

9. Jomyckaercsi oOpalieHHe JIEKAPCTBEHHBIX MPENaparoB il MEAUIIMHCKOTO TPUMEHEHHUS [0
UCTEYEHHs CPOKa IOJAHOCTH, IPOHU3BEICHHBIX B TEYCHUE CTa BOCBMUJIECITH JHEH MOCIE NaThl MIPUHATHS
YIIOJIHOMOYCHHBIM q)eﬂepaJII)HI)IM opranomMm HWCITIOTHUTEILHON BJIACTH pemiCHus O BHCCCHHUU N3MEHECHHUH B
JOOKYMEHTBI, COJEp)Kalliecsi B PErUCTPAlMOHHOM JOChe, B COOTBETCTBUM C HH(OpMaLUEH,
coZiepKalieiics B JOKYMEHTAaX PEruCTPallMOHHOTO JI0ChE€ Ha JIEKapCTBEHHBIH NpemapaTr /g0 JaThl
NPUHATHS TAKOTO PELICHUS.

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

CraTtbsa 31. BHeceHMe U3MeHEeHNN B AOKYMEHTbI, cogepxalimecsi B permcTpaumMoHHOM
[DOCbe Ha 3aperucTpyvpoBaHHbIA JleKapCTBEHHbIW npenapat Ansa BeTepUHapHOro
NnpPUMeHeHuns

1. B mensax BHECEHUs] M3MEHEHHMM B JIOKYMEHTBI, COJEPXAIIUECS B PETUCTPAIMOHHOM JOChEe Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIA MpernapaTr Juisi BETEPUHAPHOTO NPUMEHEHUs, JepKaTellb WU
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

BJIaJIENICl] PETHUCTPAIIMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOIO Iperapara WM YIOJIHOMOYCHHOE MM
Apyroe IPUINYECKOe JIUIO (Jaiee B HACTOSIIECH CTaThe - 3asiBUTENb) MPEICTABIISET B YIOJTHOMOUYCHHBIN
denepanbHBIA OpraH WCIOJIHUTEIBHOW BJIACTH 3asBIICHHE O BHECCHMM TAaKMX HM3MEHEHHWH 1o (opme,
YCTaHOBJICHHOW YIOJTHOMOYEHHBIM (pelepalIbHBIM OPTaHOM HCIIOJTHUTEIBLHOW BIIACTH, W MPUJIaracMble K
HEMY W3MCHEHMsI B YKa3aHHBIC JIOKYMEHTBI, a TaK)K€ JIOKYMEHTBI, MOJITBEPIKIAIONINEC HEOOXOIMMOCTh
BHECEHUS TaKWX m3MeHeHu. [Ipn Heo0X0MMOCTH BHECEHUSI U3MEHEHUH B JIOKYMEHTBI, COJIepIKAIUECs B
PETUCTPAIIMOHHOM JIOChE Ha 3aperHMCTPUPOBAHHBIA JIGKAPCTBEHHBIM Npenapar JUisl BETEPUHAPHOTO
NPUMCHCHHS, B CIy4asX U3MEHEHWUs © (WIM) JOMOJHCHHUS TPOU3BOACTBCHHON  IUIOMIAIKH
JICKApCTBEHHOT'O CPEJCTBA, a TAK)KE M3MCHEHUS TOKa3aTesel KauecTBa JICKapCTBEHHOIO Ipernapara s
BETEPUHAPHOTO TPUMEHEHUS W (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO IIperapara s
BETCPUHAPHOTO TMPUMEHEHHsI 3asBUTEIb  JIOTMIOJIHUTEIBHO MPEICTABISCT B  YIIOJIHOMOYCHHBIH
denepanbHBI OPTaH UCIIOJHUTEIIBHON BIIACTH CIICAYIONINE JOKYMEHTHI (CBEICHHUS):

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-D3)

1) cBemeHus O JgaTe MPEIOCTABICHUS M PETHCTPAIMOHHOM HOMEpE JUICH3WW Ha MPOHU3BOJICTBO
JICKApCTBEHHBIX  CPEACTB, TPEAOCTABICHHON IPOU3BOJAMTENIO JICKAPCTBEHHOTO Iperapara s
BETEPUHAPHOTO MPUMEHEHHUSI, TSI POCCUUCKIX TIPOU3BOIUTEIICH;

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-D3)

2) CBCACHUA O JAaTC NPCAOCTABJICHUSA W PCTrUCTPAlMOHHOM HOMEPC JIMICH3UHW Ha IPOU3BOACTBO
JICKapCTBEHHBIX CPEJACTB, MPEJOCTABICHHOW MPOM3BOAMTENO (hapMaleBTHUECKONH CyOCTaHIUH,
BXOJISIIIEH B COCTaB JICKAPCTBEHHOTO Iperapara Iyl BETepUHAPHOTO MPUMEHEHHS, JJIS POCCUHCKUX
IPOM3BOANTENICH;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Konus JOKYMEHTA, BBIJAHHOTO YIIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOAMUTEINS ISl KaX 101
IIPOU3BOJACTBEHHON IUIOIIAJKH JIEKAPCTBEHHOI'O IIpernapara Julsi BETEPUHAPHOIO NPHUMEHEHUS U
MOJITBEPXKIAIOLIETO COOTBETCTBHE MPOU3BOJUTENS JIEKAPCTBEHHOIO Ipenapara TpeOOBaHUSAM IpaBUII
HaJUIe)Kalled IPOM3BOJACTBEHHON IIPAKTHKM, M €ro IIepeBOJ Ha PYCCKHMM S3bIK, 3aBEPCHHBIE B
YCTaHOBJICHHOM IOPSJKE, a TaK)KE KOIUS 3aKJIIOUEHUS O COOTBETCTBUU ITPOU3BOIUTENS JIEKAPCTBEHHBIX
CpPEICTB  TpeOOBaHMAM  HpPaBWJI  HaAJEXKalleld  MPOU3BOACTBEHHON  IPAKTUKH,  BBIJIAHHOTO
YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIOJIHUTENBbHOM BJIACTH Ul KaXIO0W MpPOM3BOJICTBEHHOM
IUIOLIA/IKK JIEKAPCTBEHHOIO IIpernapaTa Jjsi BETEPUHAPHOIO IMPUMEHEHMs], JMO0 KOMMs PELIeHUs O
IIPOBEJICHUU MHCIIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB, MPUHATOrO YIOJIHOMOYEHHBIM
denepanbHBIM  OpPraHOM HCIIONHHUTENBHON BIACTH JUISl KaXAOH MPOW3BOJACTBEHHON IIOMIAIKU
JIEKApCTBEHHOIO Iperapara Uil BETCPUHAPHOIO NIPUMEHEHHs. Y Ka3aHHbIE JOKYMEHTBI NIPEACTABISAIOTCA
B Clly4ae, €CIM IPOM3BOACTBO JICKAPCTBCHHOIO IIpenapara i BETCPUHAPHOIO IPUMEHEHUS
ocylecTBisieTcs 3a npeaenamu Poceniickoit @enepanuuy;

4) KOommusgd AJOKYMCHTA, BbBIJAHHOI'O YIOJIHOMOYCHHBIM OpraHoM CTpaHbl MPOU3BOIAHUTECIIA
(bapMareBTHYECKOU CyOCTaHIIH " TIOJITBEPKIAIOIIIETO COOTBETCTBHE IPOU3BOIUTEIIS
(dapmaleBTHUECKON CyOCTaHIIMM, BXOJSIICH B COCTaB JICKAPCTBEHHOIO Tperapara Jyisi BETCPUHAPHOTO
NPUMEHEHHS, TPEOOBAHUSAM IPABHJ HAJICKAIICH MPOU3BOJICTBEHHONW MPAKTHKH, W €ro IEepeBOj Ha
PYCCKHMI  sI3bIK, 3aBEPCHHBIC B YCTAHOBICHHOM TIOPSAKE, B ClIy4ae, €CIHd IPOU3BOJCTBO
(bapMareBTHUECKOW CyOCTaHIIUK OCYIIECTBIIsIETCs 3a npeeiamu Poccutickoii denepariuu.

(dactpb 1 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B CJIydua€ HU3MCHCHUA U (I/IJ'II/I) JOITIOJIHCHHUA HpOHSBOI[CTBGHHOfI IJIOMAAKH JICKAPCTBCHHOI'O
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

CpelcTBa JOKYMEHThI, yKa3aHHblE B 4YacTU | HACTOSIIEW CTaTbU, MPEICTABISAIOTCS 3asBUTEIEM B
OTHOIIIEHWU HW3MEHseMONW U (WIM) JOMOJIHAEMOW IPOU3BOJICTBEHHONW IUIOIMIAJKH JIEKAPCTBEHHOTO
cpenctBa. PenieHue o BHECEHUM U3MEHEHHUM B JOKYMEHTBI, COJAEPKAIIUECS B PETUCTPALIMOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBINA JIEKAPCTBEHHBIN TMperapaT sl BETEPUHAPHOTO MPUMEHEHUs, UM 00 OTKa3e B MX
BHECEHUU MPUHUMAETCA B cly4yae HeOOXOIUMOCTH MPOBEACHUS IKCIEPTU3bI JIEKAPCTBEHHOT'O CPEICTBA B
CPOK, HE TIPEBBIIIAIONINI JIEBIHOCTa PaOOYUX JIHEH, a B OCTAIBHBIX CIy4yasXx B CPOK, HE MPEBBIIIAIOIINI
TPUALIATH paboyuX JHEH CO THS MPUHATHUS YIOJIHOMOYEHHBIM (hefepaabHbIM OPraHOM HCTHOIHUTEIbHOM
BJIACTH 3asIBJICHUSI O BHECEHUHU TaKUX U3MECHEHUM.

(uacts 1.1 BBenena @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

1.2. B cnywae peopranuzauuu jAepareis WIM BiaJenblia PEruCTPALlMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIperapaTa A BETEPUHAPHOTO TMPUMEHEHUs, pa3paboTyMKa WIA MPOU3BOIUTEINS
JIEKAPCTBEHHOI'0 IIpernapara Uil BETEPUHAPHOIO NPUMEHEHHMs B 3asBICHUHA O BHECECHUM W3MEHEHUHU B
JOKYMEHTBI, COAEpKalIMecs B PETrUCTPALMOHHOM JIOCh€ HA 3apEerUCTPUPOBAHHBINA JIEKAPCTBEHHBIN
nmpenapar Uil BETEPUHAPHOIO IPUMEHEHHMs, YKa3bIBAIOTCS JaHHBIE JIOKYMEHTA, ITOATBEP KIAIOIIETO
BHECEHHUE COOTBETCTBYIOIIMX M3MEHEHMI B EAMHBIN rocynapcTBEHHBIA peecTp HOPUAUYECKUX JUI (A5
OpraHM3alluii, 3aperucTpupoBaHHbIX Ha Tepputropun Poccuiickoit denepannn), UiIM UHOTO JOKYMEHTA,
MOATBEPKIAOIIETO PEOPraHU3aIUI0 IOPUINYECKOro Julla (A7 OpraHU3aluii, He 3aperucTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit ®eneparuu). 3asBIEHHE O BHECEHHMM W3MEHEHUM B JOKYMEHTHI,
coJepKalirecss B PErMCTPALlMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar i
BETEPUHAPHOTO NPUMEHEHUS, U IIPUIIAraeMble K HEMY JOKYMEHTBI NPEACTABIISIOTCS B YIIOJHOMOYEHHBIN
benepanbHBIA OpraH UCIOJHUTENIBHON BIIACTH HE MO3JHEE YeM 4epe3 TpUIAUaTh pabouux THEH co JHS
BHECEHHSI COOTBETCTBYIOIIUX M3MEHEHUN B EQMHBIN TOCynapCTBEHHBIM peecTp HOPUAMYECKUX JIUIL (s
OpraHM3allyii, 3aperuCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoit ®depepanuu) Wik cO THS MNPUHSATHSL
COOTBETCTBYIOILIETO JIOKYMEHTA, MOJATBEP)KIAIOIIET0 PEOPraHU3alri0 OPUAUYECKOro Jauma (s
OpraHM3aluii, He 3aperucTpUpoOBaHHBIX Ha Tepputopun Poccuiickoit @enepauun). B ciyuae
peopraHusanuu JAepKarens WM BIAACNblla PETUCTPAMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npenapara JUisi BETEPUHAPHOIO NPUMEHEHUs 3asBJIICHHME O BHECEHUM HM3MEHEHHH B JOKYMEHTHI,
colepKalyecss B PErMCTPALlMOHHOM JIOChE€ Ha 3apeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar uist
BETEPUHAPHOTO NPUMEHEHUs, MOAAETCS HOPUANYECKUM JHMIIOM, KOTOPOMY B XOJ€ peopraHu3aluu
IIEpEAAHO MPaBO BJIAJCHNUS TAKUM PETMCTPALMOHHBIM YIOCTOBEPEHHUEM.

(uacts 1.2 BBenena @enepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)

2. B ciyyae BHeceHMs] M3MEHEHHMM B JOKYMEHTBI, COJEpKAIIMECs B PETHCTPALlMOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBIA JIGKAPCTBEHHBIM TIpermapar Jjis BETEPHUHAPHOIO TNPHUMEHCHHUS, B OTHOIICHUU
CBEJICHUH, yKa3aHHbIX B moamyHkrax "e", "x", "k", "a", "u", "c", "x" mynkra 7 wactu 3 crateu 17
Hacrosiero deaepanbHOrO 3aKOHA, U3MEHEHHS W (WJIM) JOMOJHEHHUS IMPOM3BOACTBEHHON IUIOMIAIKU
JIEKApCTBEHHOTO CPEJICTBa, a TaKXe B Cllydae H3MEHEHHUs IOKa3aTejell KadecTBa JIEKApCTBEHHOIO
npenapara i BETEPUHAPHOTO MPUMEHEHUs W (WJIM) METOJIOB KOHTPOJIS KadecTBa JICKAPCTBEHHOTO
npenapara Jijisi BETEPUHAPHOTO MPUMEHEHUS MPOBOJUTCSA SKCHEPTHU3a JIEKAPCTBEHHOTO CpPENCTBA s
BETEPUHAPHOTO MpUMEHEHHUs. B ciiydae HE0OXOIUMOCTH BHECEHHUS WHBIX HU3MEHEHUH B JOKYMEHTHI,
coJiepKallfecs: B PErMCTPALIMOHHOM JIOChE€ Ha 3apeTrMCTPUPOBAHHBIA JICKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOTO MTPUMEHEHHS, IKCIIEPTH3a JICKAPCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOTO IPUMEHEHUS HE
MIPOBOJIUTCS.

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

3. 3asgBUTEIb BIIpaBC NIPCACTABUTDH I10 CcOOCTBEHHOIH HMHHUIMATUBC BMCCTC C 3as4ABJICHHUCM O BHCCCHUU

www.consultant.ru Crpannna 74 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=299421&date=15.07.2021&dst=100054&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&date=15.07.2021&dst=100060&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=170097&date=15.07.2021&dst=100018&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100503&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

U3MEHEHUH B JOKYMEHTBI, COJEpKalllhecss B PETUCTPAlMOHHOM JOCh€ Ha 3aperucTPUPOBAHHBIN
JIEKApCTBEHHBIA MperapaTr JyUisi BETEPUHAPHOTO MPUMEHEHUs, KOMHHU JOKYMEHTOB, IOJTBEPIKIAIOIINX
yIIaTy TOCYJApCTBEHHON MOIUIMHBI 32 BHECEHHE B JOKYMEHTHI, COAEpXAllUecs B PETUCTPAlMOHHOM
JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT sl BETEPUHAPHOTO TPUMEHEHHSI, U3MEHEHU,
TpeOyIOIINX MPOBEIEHUS AIKCHEPTU3Bl JIEKAPCTBEHHOTO CpPEICTBA, WM HU3MEHEHUH, He TpeOyroumx
MPOBEACHUS AKCIIEPTU3BI JIEKAPCTBEHHOIO CpeACcTBa. B ciydyae HEOOXOIMMOCTH M3MEHEHUSI CBEIICHUIM,
COJIEpKAINXCA B PErMCTPAIlIOHHOM YJIOCTOBEPEHUH JIEKAPCTBEHHOIO IMpemnapara Ajsi BETEpUHAPHOTO
MIPUMEHEHHUS, C 3asBJICHUEM, YKa3aHHBIM B 4acTU | HACTOSIIEH CTaThH, 3asIBUTEIb BIPABE MPEICTABUTH
0 COOCTBEHHOW WHUIMATHBE KOMHUIO JOKYMEHTa, MOATBEPXKIAIOIIET0 YIUIATy TOCYJapCTBEHHON
MOIUIMHBI 32 BbIJa4y PErUCTPALMOHHOTO YOCTOBEPEHHSI JIEKapCTBEHHOTO Mpernapara. 3asBUTEINb BIIpaBe
MIPEJICTaBUTh 10 COOCTBEHHON MHUIIMATUBE CBEJCHUS O JUICH3USAX, YKa3aHHbIE B MyHKTax |1 u 2 yactu 1
HACTOSAIIEH CTaThd, a TaKXe BBIABACMBIC  YIOJHOMOYCHHBIMU  (eACpaTbHBIMU  OpraHaMu
WCIIOJIHUTENIBHON BJAcTU JIOKYMEHTHI, yKa3aHHbIE B MyHKTe 3 uyacTu | Hacrosimiei cratbu. B ciydae
HENPEJICTABICHUS. YKA3aHHBIX JOKYMEHTOB (CBEICHWI) VYIIOJHOMOYCHHBINH (enepallbHbIil  opraH
UCIOJIHUTEIBHON  BIACTH  3alpallMBacT  yKa3aHHbIE  JOKYMEHTH  (CBeACHHs) B  HOpPSOKE
MEXXBEJIOMCTBEHHOTO MH(OPMAIIMOHHOTO B3aUMOICHCTBUSI.

(dactb 3 B pen. DenepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, He MPEBBIMIAIONINN IeCATH PabounXx JHEW CO JHS TOCTYIUICHUS yKa3aHHOTO B 4acTh |
HACTOAIIEH CTaThU 3asBJICHHUS U HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOUYEHHBINH (efepanbHblii opraxH
WCIOJIHUTEIBHOM BIACTHU:

1) IIPOBOAUT IMPOBEPKY MOJIHOTBI U JOCTOBCPHOCTHU CBGHGHHﬁ, COACPIKAIUXCSA B ITPCACTABJICHHBIX
3asABUTCIICEM JOKYMCHTAX;

2) NpUHMMAaET pelIeHHe O MPOBEJCHUU 3KCIEPTU3bI JEKApPCTBEHHOTO CPEACTBA AJIsi BETEPUHAPHOTO
IIPUMEHEHUS WK 00 0TKa3€e B €€ IPOBEICHUH;

3) YBCAOMIISICT B MYUCbMEHHOM (bopMe 3asABUTCIIA O MPUHATOM PCHICHUU UJIKM B CJIydac IMPUHATHA
peicHuA 00 oTkasze B IMPOBCACHUHN OKCIICPTU3blI JICKAPCTBCHHOI'O CpCACTBAa JIsI BCTCPHHAPHOI'O
MMPUMCHCHUA C YKAa3aHUEM IIPUYIHUH TAKOTO OTKa3a.

4.1. B ciyuae BbIsSBIICHHSI HEAOCTOBEPHOCTH U (MJIM) HEIOCTATOUHOCTH CBEJICHUM, COJEPIKAIINUXCS B
MIPE/ICTABJICHHBIX 3asSBUTEIEM [OKYMEHTaX, YHOJHOMOYECHHBIN (hefepaibHblii OpraH HCIOTHUTEIbHON
BJIACTH HAIpPaBJISET 3asBUTENIO 3ampoc 00 yTOYHEHHWU YKa3aHHBIX CBEJACHUW. 3ampoc MOXKET ObITh
nepesiaH yInoJTHOMOUYEHHOMY IMPEACTaBUTENIO 3assBUTENS IMOJ PACIHCKY, HAMPABJICH [0 MOYTE 3aKa3HbIM
MHUCbMOM WJIHM TIEpPEIaH B DJIEKTPOHHOU (popMe Mo TeIeKOMMYHUKAIMOHHBIM KaHallaM CBs3U. B ciyuae
HaIpaBlIeHUs 3ampoca 00 YTOUHEHUHU YKa3aHHBIX CBEICHUU MO MOYTE 3aKa3HbIM MHUCHbMOM OH CUHTAETCS
MOJTYYEHHBIM 110 UCTEYEHUH IIECTH JTHEW C JaThl HAIIPABICHUS 3aKa3HOTO MHChMa.

(uacts 4.1 BBenena @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3asBUTeNb 00s13aH MPEICTABUTh OTBET HA 3alpPOC YIMOJIHOMOYEHHOTO (helepaibHOro OpraHa
UCIOJIHUTEJIBHON BJAacTU B CPOK, HE MPEBBIIIAIONIMKA JEBIHOCTa PadOuMX JHEW CO AHS TOTy4YEHUS
naHHoro 3ampoca. Cpoku, ykazaHHble B yacTu 1.l Hacrosimiel craTbH, MPHOCTAHABIMUBAIOTCA CO JHS
HAIpPaBIICHUs 3asSBUTEINIO 3alIPOCca YIOJIHOMOYEHHOTO (heIepalbHOr0 OpraHa UCIOJIHUTEIBHON BIACTH 10
AHA NOJY4YCHHUS OTBCTA HaA Z[aHHBIfI 3a1poC W HE YUYUTBIBAIOTCA IIPU HCUUCICHUU CpPOKa IMPUHATHA
pellleHrs O BHECEHWHM HU3MEHEHUH B JOKYMEHTBI, COJEpKallhecs B PErHCTPAllMOHHOM JOChEe Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Juisi BETEPUHAPHOIO IIPUMEHEHHSL.
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(uacts 4.2 BBeneHa @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM [UIsi OTKa3a B IPOBEACHMM OKCIEPTH3bl JIEKAPCTBEHHOI'O CPEICTBA IS
BETEPUHAPHOIO IPUMEHEHUS SBJISETCS IPEACTAaBICHHE JOKYMEHTOB, yKa3aHHbIX B dacTax | u 3
HACTOAIIEH CTaThbU, B HEMOJIHOM 00bEME WM OTCYTCTBHUE B IPEACTABICHHBIX JTOKYMEHTAX JIOCTATOYHBIX
CBEJICHUI, NOATBEPXKJIAIONIMX HEOOXOJMMOCTh BHECEHHMsS HW3MEHEHMH, JuO0 HEeNpeaCTaBICHUE
3asiBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha YyKa3aHHbIM B yacTu 4.1 Hacrosiied craTbu 3aIpoc
YIIOJIHOMOYEHHOTO (heiepabHOrO OpraHa UCIOJHUTEIbHOM BIACTH.

(B pen. @enepansroro 3akoHa ot 04.06.2018 N 140-D3)

6. DkcnepTu3a JIEKapCTBEHHOI'O CPEACTBA Il BETEPUHAPHOI'O NPUMEHEHHs B IIENAX BHECCHMS
U3MEHEHUH B JOKYMEHTBI, COJEp/KAIUECs B PETUCTPALMOHHOM JOChE Ha 3apEeruCTPUPOBAHHBIN
JICEKapCTBEHHBIH Tpenapar s BETEPUHAPHOTO MPUMEHEHHs, OCYIIECTBISICTCS B  IOPSIKE,
YCTaHOBJIEHHOM cTaThell 24 HacTosiero denepajibHOroO 3aKOHa.

6.1. B cpok, He MpeBbIMIAIONINI 1ecATH padounXx JHEH CO JTHS MONyYeHUS 3aKIIOUYEHUS KOMHCCHH
9KCIEPTOB IO pe3yibTaTaM yKa3aHHOM B YacTU 2 HACTOAIICH CTAThbU IKCIEPTU3BI, YIOJIHOMOYCHHBIN
benepanbHBIA OPraH UCIOTHUTEIBHOMN BIIACTH:

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) npuHUMaeT peuieHre 0 BHECEHUHM U3MEHEHHUM B IOKYMEHTBI, COIEPIKaIMECcs: B PETUCTPALIMOHHOM
JI0OCbE€ Ha 3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIM IpemnapaT [Uisi BETEPUHAPHOTO MPUMEHEHHUs, WIH 00
OTKa3€ BO BHECECHUU TAKUX U3MEHEHMUI;

2) BHOCHUT B TIOCYJApCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHMM PEUICHHS O
BHECECHMM  WM3MEHEHMM B  JIOKYMEHTBI, COJEp)KallMeCs B  PETUCTPALMOHHOM  JOChE  Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM NIpernapar [yl BETEPUHAPHOIO IPUMEHEHHUs, HE0O0XOAMMBbIE
MU3MEHEHUS U BO3BPALLAET ITU JOKYMEHTBI 3asiBUTEIIO;

3) BbLAAET 3aBUTENI0 HOBOE PErMCTPAIIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOrO Mpernapara Jyuist
BETEPUHAPHOTO MPUMEHEHUS B cly4yae HEOOXOIMMOCTU M3MEHEHHUs CBEJCHUH, COJCPKAIIUXCS B HEM, C
COXPAaHEHHEM HOMEpPA PaHEE BBIJAHHOTO PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpernapaTa
JUISL BETEPUHAPHOTO PUMEHEHUS.

(. 3 BBennen denepanbabiM 3aKk0HOM OT 02.08.2019 N 297-D3)
(uacts 6.1 BBeneHa @enepasibHbIM 3ak0HOM OT 22.10.2014 N 313-D3)

6.2. B ciaydae BHeCEHHsI U3MEHEHUI B JIOKYMEHTBI, COACPIKAIINECS B PETUCTPAIIMIOHHOM JOChE Ha
3aperHCTPUPOBAHHBIA JIGKAPCTBEHHBIH Ipenapar Uil BETEPUHAPHOTO INPUMEHEHHs, B YacCTH,
KacaIOH_IGf/'ICH U3MCHCHUA U (I/IJII/I) JOIIOJIHECHUA HpOI/I?;BOZ[CTBeHHOI\/JI Ijiom@anakKku JICKApCTBCHHOI'O
npenapara, IpH IPeICTaBICHUH 3asiBUTEIEM B COOTBETCTBUH C ITYHKTOM 3 YacTH | HACTOSIIEH CTaThH
KOIMMK PCIICHHUA YHOJIHOMOYCHHOI'O (bez[epam,Horo oprana HWCIOJHUTEIBHON BJIACTH O IMPOBCACHUHN
MHCIICKTHPOBAaHMS MPOU3BOAUTENS JICKAPCTBEHHBIX CPEJCTB CPOK, yKa3aHHBIM B 4acTH 6.1 Hacrosmen
CTaTbH, MPUOCTAHABIMBACTCA CO AHA ITOJYUCHHUS 3aKIIIOUYCHUA KOMHCCHUH SKCIICPTOB 0 AHA HNPUHATUA
YIIOJTHOMOYEHHBIM (e/iepaTbHBIM OPraHOM HCIIOJIHUTEIBHOW BIIACTH PELICHHUS O BhIJaue WM 00 OTKa3e B
BbLJAYC 3aKJIIOYCHUA O COOTBETCTBUHU IMPOHU3BOAUTCIIA JICKAPCTBCHHBLIX CPCACTB Tpe6OBaHI/I$[M IMpaBHJI
HaJUIeXallel MPOn3BOJICTBEHHOH MMPAKTUKHU, HO HE O0Jiee 4eM Ha CTO BOCEMbJECAT paboUymX JTHEH.

(uacts 6.2 BBeeHa PenepasibHbIM 3ak0HOM OT 04.06.2018 N 140-D3)
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7. OcHOBaHHMEM I OTKa3a BO BHECEHMM HW3MEHEHUH B JIOKyMEHTBI, COJEp)KaIUECS B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAaHHBIM JIEKapCTBEHHBIM IpernapaTr sl BETEPUHAPHOIO
IPUMEHEHHMS, B Clly4yasiX, He TpeOylIUX MPOBEACHUS IKCIEPTH3bl JEKAPCTBEHHOTO CPEJICTBA, SBIACTCS
MPEJCTaBICHUE TOKYMEHTOB, YKa3aHHBIX B YacTsaX | W 3 HacTosmell cTaThu, B HENOJIHOM O0BEME HITH
OTCYTCTBHUE B INPEJICTABICHHBIX JOKYMEHTaX CBEICHMH, KOTOPbIE JOKHBI OBITh B HUX OTPAXEHBI, JIUOO
HEIpPEJICTAaBICHUE 3asiBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHbIM B dactu 4.1 Hacrosmien
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa UCIIOJIHUTENbHON BIACTH.

(dactp 7 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHWeM [UIsl OTKa3a BO BHECEHHHM W3MEHEHHMH B JOKYMEHTHI, COJIEepKalluecs B
PErMCTPAallMOHHOM JOChE Ha 3apErMCTPUPOBAHHBINA JICKAPCTBEHHBIM IIpenapar Mg BETEPUHAPHOIO
MPUMEHEHHS, B CIIy4asX, TPeOYIOIIUX MPOBENCHUS IKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, SBISETCS
3aKJIIOYCHHUE YIIOJHOMOYEHHOTO (eepaJIbHOr0 OpraHa HCIOJHUTEIBHOH BJIACTH O BO3MOXHOCTH
CHIDKEHUS 0€30IacHOCTH, KadecTBa, 3(pPEeKTUBHOCTU JIEKAPCTBEHHOI'O IpernapaTa BCIEICTBUE BHECEHUS
W3MEHEHUH B yKa3aHHbIE IOKYMEHTbI, OTKa3 YIIOJIHOMOYEHHOTO (eiepajibHOr0 OpraHa MCIOIHUTEIbHON
BJIACTH B BbIJIa4y€ 3aKIIOYEHHUS O COOTBETCTBUH MPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
IpaBWJI HaAJEXKalell IMPOU3BOJACTBEHHON MpakTUKW B clIy4yae M3MEHEHHs W (WMJIM) JOIOJIHEHUs
MIPOM3BOJICTBEHHON IUIOIIAIKK JICKAPCTBEHHOIO Ipernapara, €clid IPOU3BOJACTBO JIEKAPCTBEHHOTO
npernapara i BETEPUHAPHOIO NMPUMEHEHHS OCYILECTBISETCS 3a npenenamu Poccuiickont denepanuu,
WM OTCYTCTBHUE 3TOTO 3aKIIIOUCHUSI.

(uactp 7.1 BBeneHa @enepasbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

8. HomyckaeTcsi oOpallleHue JEKapCTBEHHBIX MpernaparoB Il BETEPUHAPHOTO MPUMEHEHUs [0
HCTEUYEHUsSI CPOKA TOJHOCTH, MPOU3BEICHHBIX B TEUCHHE CTa BOCBMHACCITH JHEH MOCIe AaThl TPUHATHUS
YIIOJTHOMOYEHHBIM (hefiepaTbHbIM OPraHOM HCIIOTHUTEIBLHON BJIACTU PEIICHHs] O BHECEHUU U3MEHEHHH B
JIOKYMEHTBI, COJIEpKAIIHNECs] B PETUCTPALIMOHHOM JIOChE Ha JIEKAPCTBEHHBIN Ipenapar, B COOTBETCTBUH C
uHdopMaliiel, coiepkalieiicss B JOKyMEHTaX perucTPallMOHHOTO J0Che Ha JIEKapCTBEHHBIN Mpemnapar 10
JIAThI IPUHATUS TAKOTO PEIICHUS.

(dactpb 8 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbsa 32. OTMeHa rocyfapCcTBEHHOW perucTpauuvm nekapcTBeHHOro npenapara

Pentenne 06 oTMmene FOCYHapCTBCHHOﬁ perucTpanuu JCKApCTBCHHOI'O IIpCliapaTa U HCKJIIOYCHUHN
JICKAPpCTBCHHOT'O IMpfriapara M3 TOoCyAapCTBCHHOI'O peeCTpa JICKAPCTBCHHBLIX CPCACTB IMPHHHUMACTCA
YIIOJIHOMOYCHHBIM @eﬂepaﬂBHHM OpraHnomM HUCIOJIHUTEILHOM BIIACTU B cjydace:

1) npencraBiaeHUs] COOTBETCTBYIOIIUM YIIOJIHOMOUYEHHBIM (Pe/iepaibHbIM OPraHOM HCIIOJIHUTEIbHON
BJIACTU 3aKJIIOYEHHUS O pHUCKe WIM 00 yrpo3e 370pOBbIO, JKMU3HM 4YEJIOBEKAa WU >KMBOTHOTO IpH
NPUMEHEHUH JIGKAPCTBEHHOTO Tperapara, MPEBHINAIONHUX ero APQPEeKTUBHOCTh, MO pPE3ylbTaTam
OCYILECTBIIIEMOI'0 UM MOHUTOPUHIAa O€30aCHOCTH JIEKAPCTBEHHOTO IIpenapara;

2) mojauu JeprKateileM WIHM BIAJENbLEM PETUCTPAMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO
nperapara WA YIOJHOMOUYEHHBIM MM JIPYTUM OPHJIMYECKUM JIMIIOM 3asBIICHHUS 00 OTMCHE
roCyIapCTBEHHOW PETUCTPALINHU JICKAPCTBEHHOTO TIperapara;

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

3) HEMOATBEPXKIECHUSI TOCYIAPCTBEHHOW PErucTpallvK JICKApCTBEHHOTO Mpernapara 1Mo HCTEYEHUU
CpOKa JIeUCTBUS PETUCTPAMOHHOTO YAOCTOBEPEHHUS], BBIJAHHOTO HA MSATH JIET;
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4) HCIIPCACTABJICHUS 3adBUTCIICM I/IH(1)OpMaI_[I/II/I, KOTOpasAa MOXKCT IIOBJICYD 3a coboit H606XOI[I/IMOCTB
BHECCHHS U3MCHCHHII B AOKYMCHTBI, COACPKAIUCCA B pCTUCTPALIMOHHOM JOCBC Ha Sapel“I/ICTpI/IpOBaHHHﬁ
J'IeKapCTBeHHHﬁ npceriapart, B TCUCHUEC TpUALaTU pa6OLII/IX JHEM co aHs HACTYIJICHUA 3TUX HSMeHeHHﬁ;

5) oCymlIeCTBJICHHS TOCYIapCTBEHHON PETUCTpAllMU JICKAPCTBEHHOTO Ipernapara IOjJ TOPTOBBIM
HAaMMCHOBAHHMEM 3apErMCTPUPOBAHHOIO paHEe MOJ ATHM TOPrOBHIM HAaWMEHOBAaHHEM JIEKAPCTBEHHOTO
mpernapara, OTJIMYArOIIeT0Cs] KAYeCTBEHHBIM COCTABOM JICHCTBYIOIINX BEIECTB;

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

6) OCyIIECTBICHHSI TOCYIaPCTBEHHON PETHUCTPALIMY OJTHOTO U TOTO K€ JICKApCTBEHHOTO TpenapaTa B
OTHOIICHWHA OJHOTO M TOTO K€ JepKaTeisl WIM BIAJelblla PErUCTPAIMOHHOTO YAOCTOBEPCHUS
JICKapCTBCHHOI'O TMperapaTta B BHJE ABYX W 0oJiee JICKAPCTBEHHBIX IMPEMapaToB TOJ Pa3TMYHBIMH
TOPrOBBIMUA HAMMEHOBAHUSIMU;

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

7) BBIHECCHUsI CYJIOM PEILCHHUS O HAPYIICHUH TpaB MpaBoobasaTens 00beKTOB HHTEIUICKTYaIbHOU
COOCTBEHHOCTH TP 0OpaIIEHUH JICKAPCTBEHHBIX CPEICTB;

8) OTCYTCTBHS JIEKapCTBEHHOTO Mpemnapata B oOpamieHun B Poccuiickoit @enepanun B TeYCHHE
Tpex u 0oJiee JeT;
(. 8 BBeneH DenepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-D3)

9) HEBBINIOJIHEHUS  JEpXKaTeJIeM WM  BIAACIBIIEM  PETUCTPAIMOHHOTO  yJIOCTOBEPEHUS
JIEKapCTBEHHOI'O Mpernapara JIM0o YIMOJIHOMOUYEHHBIM UMHU JPYTUM IOPUAMYECKUM JIULIOM MEPOIPHUSITHIA
no oOecreueHni0 O€30MacHOCTU JIEKAPCTBEHHBIX IIPENapaTroB, YCTAHOBJICHHBIX YIIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIBHOW BJIACTU B COOTBETCTBHHM C dacTsMu 3 u 4 cratbu 64
HacTosuero denepasbHOro 3aK0Ha, B paMKax OCYILIECTBICHUs (papMaKoHaA30pa;

(. 9 BBenen DenepanbHbIM 3akOoHOM OT 22.12.2014 N 429-D3)

10) oTkaza paep:karens WM BIAJENbLIa PETUCTPALUOHHOIO YIOCTOBEPEHUS JIEKApPCTBEHHOTO
npernapata Ju0O0 YIMOJTHOMOYEHHOTO UMHU JPYTrOro HOPUIUYECKOrO JIMIA OT BHECEHUS HM3MEHEHHH B
WHCTPYKIIMIO TI0 TPUMEHEHHUIO JICKAPCTBEHHOTO IMpernapara, KacarolIMXCs HOBBIX TMOJTBEPKICHHBIX
JAHHBIX O TOM, YTO PUCK NPUYMHEHHS Bpela 3J0POBBIO YeJIOBEKa WM >KUBOTHOTO BCIIEJCTBHE IpHUeMa
JICKapCTBEHHOT'O TIperapaTa MnpeBbimacT 3QPeKTUBHOCTD €ro MPUMEHEHUS.

(m. 10 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumeyanue.
C 01.01.2023 cr. 32 gononusiercs . 11 (@3 o1 27.12.2019 N 475-D3).

CraTtba 33. FlocyaapCcTBEHHbIN peecTp fleKapCTBEHHbIX CpeacTB

1. TocymapcTBeHHBIM peEeCTp JEKAPCTBEHHBIX CPEACTB COJEPKHUT IEpPEUYCHb JIEKAPCTBEHHBIX
MpernapaToB, MPOILEIIINX TOCYyIapCTBEHHYIO PETUCTpAlMIO, NMepeuyeHb (papMaleBTUYECKUX CYOCTaHIIHM,
BXOJSIIMX B COCTaB JIEKAPCTBEHHBIX MPENAPATOB, U CICIYIONTYI0 HH(OPMAIIUIO:

1) B OTHOIIIEHUH JIEKAPCTBEHHBIX IIPENIapaToOB:
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

a) HaWMCHOBAHHE JICKAPCTBCHHOTO IMpemapara (MEXAyHapOIHOE HEMaTeHTOBAaHHOE, HIIU
TPYIIHPOBOYHOE, UITM XUMUYIECKOE U TOPTOBOC HANMEHOBAHMUS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) iekapcTBeHHas Gopma ¢ yKa3aHHEM J03HPOBKHU JIEKAPCTBEHHOIO Iperapara U ero KOoJIM4YecTBa B
MOTPEOUTENHCKON YIaKOBKE;

B) HAUMCHOBAHHE JICP)KATEINIS WM BIIQJICIbI[a PETUCTPAIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
npernapara M CBEJICHUS O PErMCTPAIlUU JepXKaTeisi WM BiaJeliblla PErUCTPAMOHHOTO Y OCTOBEPCHHS
JICKapCTBCHHOT'O TIperapaTa Jijisi MEJAUIIMHCKOTO MPUMEHCHHSI B KA4eCTBE HAJIOTOIUIATENIBIINKA B CTPAHE
peructpanyu (i1 POCCHICKUX IOPHIUYECKUX JIUI] - UICHTU(DUKAIMOHHBIA HOMEP HaJIOTOIIaTeIbIUKa
(MHH), nis vHOCTpaHHBIX FOPUANYECKHX JIUI] - CTPAHA PETUCTPAIlUU, HAMMEHOBAHHUE PETUCTPUPYIOIIETO
opraHa, perucTpalMOHHBIN HOMEp, KOJ HAaJOrOIUIATENbIIMKA B CTPAaHE PErHcTpaluu (MHKOPIIOPAIUH)
WJIU €0 aHaJIor);

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

I') HAUMEHOBAHUE M aJIPEC MPOU3BOAUTENS JICKAPCTBEHHOTO Mpenapara U CBEJAEHUS O PErUCTPaIlu
NPOM3BOAMTENS  JIGKAPCTBEHHOIO  Ipemapara Uil  MEIUIMHCKOTO NPUMEHEHHS B  KauecTBE
HAJIOTOIUIATENbIIMKA B  CTpaHe  perucTpauumud (A  POCCHMCKHX  IOPUAWYECKHX — JIMI[ -
ueHTH(UKAIMOHHBIH HOMep Hanoromnarensiumka (MHH), s MHOCTpaHHBIX IOPHIMYECKHX JIHI -
CTpaHa pErucTpaluy, HAMMEHOBAaHUE PETHCTPUPYIOLIETO OpraHa, pPETHCTPALMOHHBIM HOMEp, KOJ
HaJIOTOIUIATEIbIIMKA B CTPaHE PETUCTPALUH (HHKOPIIOPALIMH) HITH €r0 aHaJIoT);

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

1) (bapmakoTepaneBTUUecKas rpymna, KOJ JIEKapCTBEHHOT'O npenapara 1o
aHATOMO-TEPANEeBTUIECKO-XUMHUECKONW KilacCu(UKaLMU, pEKOMEHIOBaHHONW BcemupHOW opranuzanuei
3IpaBOOXPaHEHUS;

(nm. "n" B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
€) IOKa3aHHs U MPOTHBOIOKA3aHHs K IIPUMEHEHHUIO JIEKAPCTBEHHOTO TIpeTapara;
) MMOOOYHBIC JICWCTBUS JICKAPCTBEHHOTO TIperiapara;
3) CPOK TOTHOCTH JIEKAPCTBEHHOT'O Mpenapara;
M) YCIIOBHS XpaHEHHUs JICKAPCTBEHHOTO MTPETapara;
K) YCJIOBHS OTITyCKa JIEKapCTBEHHOT'O Ipenapara;

J) Homep (apMakoNmeWHOM CTaTbUu WIM B ClIydae €€ OTCYTCTBUS HOMEpP HOPMaTUBHOMN
JTOKyMEHTAIUH JINOO HOPMATUBHOTO IOKYMEHTA,

M) JaTa TOCYIapCTBEHHOW pETHCTpAlliy JIEKAPCTBEHHOI'O Tperapara U €ro PEerucTpaluOHHBIN
HOMEp, JiaTa 3aMEHbl PErHCTPAIMOHHOTO YIOCTOBEPEHHs JICKAPCTBEHHOTO Iperapara Ha OeccpouHoe
pPETUCTpAIIMOHHOE  YIAOCTOBEPEHHE JIGKAPCTBEHHOTO Ipemapara, Jara IoJadd  3asBICHUA O
MOJITBEPXKICHUN  TOCYJAPCTBCHHOM  PETUCTPAllMM  JICKAPCTBEHHOI'O  Iperapara, Jara  OTMEHBI
roCyIapCTBEHHOW PETUCTPALINHU JICKAPCTBEHHOTO TIperapara;

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

H) KaueCTBEHHBIM COCTaB M KOJUYECTBEHHBIM COCTAaB JIEHCTBYIOIIMX BEIIECTB M KAYECTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JICKAPCTBEHHOTO Mperapara;
(nm. "u" BBegeH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

0) uH(popMaIus 000 BCeX pa3pelICHHBIX BUIaX BTOPUIHOH (TOTPEOUTEIHCKON) YIIaKOBKH;
(nm. "o" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

M) JaTa MPUHATUAS PELICHUS O BO3MOXXHOCTH paccMaTpHUBATh JIEKAPCTBEHHBIM Mpemapar Mpu
rocy/1IapCTBEHHOW PErUCTpalfy B KauecTBE Op(haHHOTO JIEKApCTBEHHOTO IpenapaTa (s JeKapCTBEHHbIX
MpenaparoB JJIsi MEAUIIMHCKOTO IPUMEHEHHS ),

(mm. "m" BBemeH demepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. deaepalbHOro 3aKoHa OT
27.12.2019 N 475-D3)

p) HalW4HMe JIEKapCTBEHHOrO TMpernapara B TMEepedyHe >KU3HEHHO HEOOXOJUMBIX U Ba)KHEHIIMX
JIEKApCTBEHHBIX MPEmapaToB (I JEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO IPUMEHEHU );
(mm. "p" BBemeHn DenepasbHbIM 3akOoHOM OT 22.12.2014 N 429-®3; B pen. PenepanbHOro 3aK0HA OT
27.12.2019 N 475-03)

C) HaJIM4YUE B JICKAPCTBEHHOM MperapaTe HApKOTHUYECKUX CPENICTB, ICUXOTPOIHBIX BEIIECTB U UX
MPEKYypCOpOB,  MOJUIKAIIMX KOHTpostwo B  Poccuiickon  @Penepauuu, B  COOTBETCTBHUU  C
3aKoHOaTenbCcTBOM Poccuiickoin @eaepannu, MeXIyHapOAHBIMU JoroBopamu Poccuiickoit denepauuu,
B ToM uucie EauHoll KoHBeHLued o HapkoTuueckux cpeacrtBax 1961 roma u KosBenuuedn o
MCUXOTPONHBIX BenlecTBax 1971 roxa;

(nm. "c" BBeneHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uHpOpMAIMS O TOM, SBISETCS JM JaHHBIA JIEKAPCTBEHHBIM Mpemapar pedepeHTHBIM
JIEKApCTBEHHBIM IIPENapaToM;
(. "T" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBEIEHUS O IMOJaue 3asBICHHUS O BHECEHUU H3MEHEHUH B JOKYMEHTHI, COJEp)Kalluecss B
PErucTpaIiOHHOM J1I0Ch€ Ha JIEKapCTBEHHBIH Mpenapar;
(nm. "y" BBeneH PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

&) yrpatun cuny ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH oT 27.12.2019 N 475-D3;

X) CPOK BBE/ICHHUSI JIEKAPCTBEHHOI'O IIperapara B rpaKJaHCKui 000poT;
(. "x" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D03)

2) B OTHOUICHUH (hapMaIeBTUYECKIX CYOCTaHIIHIA:

a) HaMMeHOBaHWE (hapMalCBTHUECKOW CyOcTaHIMKU (MEXKIYHAPOJHOE HEMAaTEHTOBAaHHOE, WU
TPYIIHPOBOYHOE, MM XUMUYIECKOE U TOPTOBOC HANMEHOBAHMUS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HaMMEHOBaHUE U APEC MPOU3BOAMUTENS (hapMaleBTHUECKON CyOCTaHIINY;
B) CPOK TOAHOCTH (hapMalleBTUYECKOM CyOCTaHIINU;

T') YCJIOBUS XpaHEHUs (papMaIieBTUYECKON CyOCTaHIINH;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

o) Homep (apMakomeHOW CTaTbu WM B CilIy4ae €€ OTCYTCTBUS HOMEpP HOPMAaTUBHOMN
JOKYMEHTAI[UH JINOO HOPMATUBHOTO JIOKYMEHTA;

€) Hajnuuue (apMaleBTUYECKOW CyOCTaHIIMU B IMEpeuyHe HAPKOTHYECKHX CPEACTB, MCUXOTPOIHBIX
BEIIECTB M HMX IMPEKYpCOPOB, MOMICKAMMX KOHTpoito B Poccuiickoin denepauuu, B COOTBETCTBUU C
3aKoHO/aTenbCcTBOM Poccuiickoin denepannu, MeXKIyHapOAHBIMU JoroBopamu Poccuiickoit denepanuu,
B ToM uuciae EauHol KoHBeHLued o HapkoTuueckux cpeacrtBax 1961 roma u KosBenuueidn o
MCUXOTPONHBIX BenlecTBax 1971 roxa.
(nm. "e" BBeneHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. dapmarieBTHUECKas CyOCTaHIIUS, TMPOU3BEICHHAS JUIsl peajln3aluu, MOXKET OBITh BKJIIOYEHA B
TOCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHWHW 3asBJICHUS DPa3pabdOTUYMKA WIIH
MIPOU3BOJUTENS JIEKAPCTBEHHOTO CpPEJCTBA JIMOO YIMOJHOMOYEHHOTO UMH IOPHIMYECKOTO JHUIa MpHU
YCIIOBHM TPOBEACHUS B OTHOIIECHUHM TakKOH (apMameBTUYECKONH CyOCTaHIIMHM SKCIEPTHU3bl KadecTBa
dapmaiieBTHUECKON CcyOCTaHIIMU B TMOPSAIKE, YCTAHOBIEHHOM cTaTtheil 34 Hacrosimero denepaibHOTO
3akoHa. B oTHOmeHuMu ¢apManeBTHYECKUX CyOCTaHIWH, TNPOU3BENCHHBIX [UIA peaju3alid, B
roCy/1IapCTBEHHOM PEECTpe JIEKAPCTBEHHBIX CPEACTB COACPIKUTCS Ceayromias HHPpopMaIus:

1) nammeHoBaHue (papmaneBTHUECKON CyOcTaHIMH (MEXIyHApOAHOE HEMaTeHTOBAaHHOE, WU
IpYNIIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMUS);

2) HaMMEHOBAHHUE, aJIpeC MPOU3BOAUTEINS (hapMaleBTHUECKON CyOCTaHIINHU, a TAaK)KE B OTHOUICHUU
JIEKapCTBEHHBIX CPEICTB U MEIUIIMHCKOTO TPUMEHEHHsS CBEJCHUS O DPErHCTpPAalMd ITPOU3BOIUTENS
(dapMarieBTHYeCKOW CyOCTaHIIMM B KAdeCTBE HAJOTOIUIATENbIIMKA B CTPAHE pETUCTpAlUH (I
POCCHHCKUX OPHIMYECKHX JIMIl - HMICHTU(QHUKAUMOHHBIM HoMmep Hanoromiarensimuka (MHH), mis
WHOCTPAaHHBIX IOPUAMYECKHUX JIUMI - CTpaHa PETUCTpalMH, HAUMEHOBAaHUE PETUCTPUPYIOIIETO OpraHa,
PETHCTPAllOHHBI HOMEp, KOJ HAJIOTOIUIATEIbIIKa B CTPAaHE PErHCTpalMu (MHKOPIIOPAIMK) WIH €ro
aHaJjor);

(n. 2 B pen. @enepanbHOro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (PapMaIleBTUYECKOM CyOCTaHIINUM;
4) ycioBusi XpaHeHus: hapMaIieBTHUECKON CYyOCTaHIUH,

5) Homep QapmakomneiiHOW cTatbu MO0 B Cly4ae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOM
JOKYMEHTAIUH WM HOPMATUBHOI'O JOKYMEHTA;

6) Hanuuue (hapMaleBTUUECKOM CyOCTAHIIMM B MEPEYHE HAPKOTUYECKHX CPENICTB, MCUXOTPOIHBIX
BEUIECTB U MX MPEKypCOpPOB, MOANEKAUX KOHTponto B Poccuiickoit denepanuu, B COOTBETCTBUH C
3aKoHOarenbcTBOM Pocculickon @enepannu, MeKIyHapOAHbIMU JoroBopamu Poccuiickont ®denepanny,
B TOM uuciie EauHON KOHBEHIMEW O HapkoTH4Yeckux cpeactBax 1961 roma m KouBeHuueit o
IICUXOTPOIHBIX BemecTBax 1971 rona;

7) nata BKJItOYEHMs (papMalleBTUUECKOH CyOCTaHLMU B rOCyJapCTBEHHBIH PEecTp JIEKapCTBEHHBIX
CpEeACTB, JaTa BHECEHUS M3MEHEHHMH B JIOKYMEHTHI (papMareBTUYECKOH CyOCTaHIIUH, aTa MCKIIOUCHHS
(bapMareBTUUECKON CyOCTaHIIMM U3 TOCYJapCTBEHHOI'O peecTpa JeKapCTBEHHbBIX CPECTB.

(uactsp 2 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

3. HOpHI[OK BCACHUA TOCYHNApPCTBCHHOTO pEeCTpa JICKAPCTBCHHBLIX CPECACTB JIsI MCEAUILUMHCKOI'O
NPpUMCHCHUA W HNOpPAAOK BCACHHUA TIOCYAAPCTBCHHOI'O peCCTpa JICKAPCTBCHHBIX CPCACTB  JIA
BCTCPUHAPHOI'O MPHUMCHCHUSA YTBCPIKAAKOTCA COOTBCTCTBYHOIIUM YIIOJIHOMOYCHHBIM (beﬂepaHLHHM
OopraHom HCIIOJIHUTEILHOHN BIACTH.

Cratba 34. BkniwouyeHue B rocyaapCTBEHHbIM peecTp JieKapCTBEHHbIX CpPeaAcTB WU
UCKNIOYeHue ns3 rocyaapcTBeHHOro peecTtpa NeKapCTBEHHbIX cpeacTs
c¢hapmaueBTUYECKOUN CyOCTaHLMU, NPOU3BEAEHHOMN ANA peanu3auum
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jdns BkiIoYeHUs (apManeBTUUECKOW CyOCTaHIIMM, TPOM3BEACHHOW JUIs pealu3alu, B
TOCYyIapCTBEHHBIN PEeCTp JICKAPCTBECHHBIX CPEJICTB, TPOBOAMTCS IKCIIEPTH3a €€ KAUueCTRa.
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DKcmepTH3a KauecTBa yKa3aHHOH B 4acTu | HacTosmiei cratebu (hapManeBTHUECKONW CyOCTaHIINH,
COCTaBJICHUE KOMHCCHEN IKCIIEPTOB 3aKJIIOUEHUH IO pe3ysIbTaTaM 3TOM 3KCIEPTU3bI U UX HANPaBICHUE B
YIOJHOMOYEHHbIN (efepaiabHblii OpraH HCIOJHUTENbHONM BIACTH OCYILECTBISIOTCA B CPOK, HE
IPEBBILAIOIIMNA  LIECTUACCATH pPAadOUYMX JHEW €O JHA TMOJIydeHHs OSKCIEPTHBIM YUpPEKICHUEM
COOTBETCTBYIOLIETO 3aJaHUsl YIOJIHOMOYEHHOIO ()elepalbHOrO OpraHa HCIOJHUTEIbHONM BIACTU U
CIIEAYIOLIMX IOKyMEHTOB (CBEJIeHHH):

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBemeHuss 0 gaTe MPENOCTABICHUS U PETHCTPAIMOHHOM HOMEpEe IUIEH3UU Ha MPOHU3BOJCTBO
JIEKApCTBEHHBIX CPEACTB WM CBEACHUS O JaTe TMPEJOCTABICHUS W PETUCTPAIMOHHOM HOMEpe
3aKJIIOUYEHUST O COOTBETCTBUU MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHHUSAM IPAaBHII
HaJIeKalled MPOU3BOJCTBEHHONW TMPAKTUKH, BBIJIAHHBIX (MPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIOJHUTENBHON BIACTH, B Cllydyae, €CJIH IPOU3BOJICTBO JEKAPCTBEHHOTO
cpeacTBa ocyuliecTBisieTcs: B Poccuiickon denepannu;

(B pen. @enepanbhbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) Komusi JOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOIUTEIS
JICKApPCTBEHHOT'O CPEJICTBA U TOATBEPIKIAIOIICTO Pa3peIICHUE POU3BOJICTBA JICKAPCTBEHHOTO CPEJICTBA,
U €ro MepeBoJl Ha PYCCKUH S3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IIOPSI/IKE, a TAKXKe KOMHS 3aKIIOUEHHS O
COOTBETCTBHM  IPOM3BOJMUTENSI  JICKAPCTBEHHBIX CPEACTB TPEOOBaHHMSM MPaBWJI  HaJJIeKaIIeh
MIPOU3BOJICTBEHHOHN MPAKTUKHU, BBIAAHHOTO YIIOJHOMOYEHHBIM (elepaTIbHbIM OPTaHOM HCHOIHHUTEIBHOM
BJIACTH, JUOO KOMUS PEIICHHs YIIOJIHOMOYEHHOTO (eJepaibHOTO OpraHa MCIOJHHUTEIbHON BIACTH O
MPOBEJICHUU HWHCIIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA. YKa3aHHBIE JIOKYMEHTHI
NPEJCTABISAIOTCS B Clydae, €CJIM IPOU3BOJACTBO JIEKAPCTBEHHOTO CPEICTBA OCYIICCTBISCTCS 3a
npeaenamu Poccniickont ®enepannu;

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

3) TOKYMEHT, COIep KAIUI CIICIYIOIINE CBESACHHS O (hapMalleBTUYECKON CyOCTaHIINU:
a) HaMMeHOBaHue PapMaleBTUYECKOM CyOCTaHIIUH, €€ CTPYKTypa, OOIIe CBONCTBA;
0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TCXHOJIOTHA IIPOU3BOACTBA C OIIMCAHHNECM CTaI[I/Iﬁ IMPOU3BOJACTBA U MCTOJOB KOHTPOJISI HAa BCCX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

CTaJUsIX IPOU3BOJICTBA;
T') OIMCcaHue pa3pabOTKH Mpolecca MPOU3BO/ICTBA;

) ONHUCaHWE KOHTPOJS KPUTHUYECKHX CTaJWi TMpoliecca MIPOU3BOACTBA M IMPOMEXKYTOUHOU
NPOAYKIHH;

€) IOKyMEHTaJIbHOE MOATBEPKICHUE (BaTUAALIMs) TPOLIECCOB U (MJIM) UX OIICHKA;
’K) CBOMCTBA U CTPYKTypa JACUCTBYIOIINX BEIIECTB;

3) XapaKTEepUCTUKA MPUMECEH;

1) cnenudukanys Ha (papMareBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBaHHE;

K) AaHaJTUTHUYECKHE METOIMKH, WCIOJb3yeMble TPH OCYIIECTBICHUM KOHTPOJIS KauyecTBa
(hapmaIeBTHIECKON CyOCTaHIINM;

J) JOKYMEHTaJIbHOE MOATBEPXKICHME (BaIMAALNS) aHAJUTUYECKUX METOAMK, UCIOJIb3YyEeMBIX IpHU
OCYIIECTBIICHINH KOHTPOJISI KauecTBa (papMalieBTHIECKOi CyOCTaHIINY;

M) pe3yNbTaThl aHaIu3a cepuil hapMaleBTUYECKOI cyOCTaHIINN;

H) NEpCUYCHb CTAHAAPTHBIX 06pa31103 HJIM BCUICCTB, UCIIOJIL3YCMBIX IMPHU OCYHICCTBJICHUN KOHTPOJIA
Ka4dyCCTBa,

0) ONMCAHNE XaPAKTEPUCTHUK M CBOMCTB YIIAaKOBOYHBIX MAaTEPHATIOB M YKYIIOPOYHBIX CPE/CTB;
1) JaHHBIE O CTA0MIIBHOCTH (papMaIeBTUUYECKOM CyOCTaHINY;
P) CpPOK FOJTHOCTH;

4) MTOKYMEHT, COJICPKAIIMI CBEICHUSI O PETUCTPAIIMH IIPOU3BOUTEINSI JICKAPCTBEHHBIX CPEICTB IS
MEIWIIMHCKOTO TIPUMEHEHHUS B KaueCTBE HAJOTOIUIATENIBIINKA B CTPAHE PErucTpanuu (s pOCCHICKUX
IOPUIMYECKUX JIMI[ - WIACHTU(GUKAMOHHBIA HOMep Hajoromuiarenbimka (MHH), mis mHOCTpaHHBIX
IOPUMYECKUX JIHII - CTPaHa PEerUCTPaIlii, HANMCHOBAHNE PETUCTPUPYIONIETO OPTaHa, PETUCTPAIIMOHHBIN
HOMEp, KOJI HAJIOTOIUIATE IbIINKA B CTPAHE PETUCTPAIMU (MHKOPIIOPAIIUK) HIIK €T0 aHAJIOT).

(. 4 BBenen denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jns mpoBeieHUss OJKCIEPTU3bl KauyecTBa yKa3aHHOM B uacTh | Hacrosimed CcTraThbu
dapmaleBTUUECKON CyOCTaHIIMM 3asiBUTENb MPEACTABISET B YINOJTHOMOYEHHBIH (efepanbHbIi opraH
HUCIIOJIHUTEIHLHOM BJIACTH:

1) 3asBieHHE O BKJIIOYEHHH B TOCYJAPCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJICTB JaHHOM
(dhapmaIeBTHIECKON CyOCTaHIINM;

2) xomusa NOKYMEHTa, MOATBEP)KIAIOIIETO YIJIATy TOCYAapCTBEHHOM TOIUIMHBI 332 BKJIIOYEHHE B
rOCYJapCTBEHHBIN pPEEeCTp JEKAPCTBEHHBIX CPEACTB (hapMaleBTUUECKOW CyOCTaHIIMM, MPOU3BEICHHOU
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

UIe  peanu3anuu, Jubo 1o CcOOCTBEHHOM MHMLMATHBE YKa3aHHbIM JOKyMeHT. B ciyudae ero
HETPEACTABICHUST 3asBUTENIEM YIIOJTHOMOYCHHBIH (efepaibHblid OpraH HCIOJHUTEIBHONW —BIIACTH
npoBepseT (hakT ymiaThl FOCYyJapCTBEHHOM MOLUIMHBI 3asBUTEIEM C MCIIOJIb30BaHHEM HHpOpManuu 06
yIIaTe TOCyIapCTBEHHOW MOIUIMHBI, cofepkamieiics B ['ocymapcTBeHHONH MH(POPMALMOHHOW CUCTEME O
roCylapCTBEHHBIX M MYHULUINAIbHBIX IUIATEXKaX, HA OCHOBAHUU IPEICTABICHHON 3asBUTENIEM KOIHH
JOKYMEHTA, MOATBEPKAAIOLIETO YIUIATy TOCYIAPCTBEHHON ITOIUINHBL;

(m. 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) JOKYMEHTBI, yKa3aHHBIE B UaCTH 2 HACTOAILEH CTaThH;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4) 3asBieHUE O BblJaue paspelleHus Ha BBO3 B Poccuiickyro @Denepanyio KOHKPETHOW HapTuu
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEICTBA, NPEAHA3HAYEHHOIO JUIS NPOBEIEHUS YKa3aHHOU
JKCIEPTU3BL.

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

3.1. B cayuae HempeACTaBICHHUS C 3asBICHHUEM O BKJIIOUYEHWU B TOCYJApPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB (hapMalleBTUYECKON CyOCTaHIIMM JOKYMEHTOB, MOJTBEPKIAIOMIMX YILIATY
roCcyJapCTBEHHOM MOIUIMHBI U YKa3aHHBIX B MYHKTE 2 YaCTH 3 HACTOSIIEH CTaThH, a TAK)KE BbIJIaBAEMBIX
(mpemocTaBisieMbIX)  YHOJHOMOYEHHBIMU  (hefepajbHbIMU  OpraHamMH  HMCIOJHHUTEIbHOM  BIIACTH
JIOKYMEHTOB (CBEICHHI), yKa3aHHBIX B MyHKTaX | W 2 94acTW 2 HACTOSIIEW CTAaTbH, YMOJHOMOYECHHBIN
denepanbHBIE OpraH HMCHOJHUTENBHON BJIACTH 3ampallldBacT yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B
MOPSIIKE MEKBEJOMCTBEHHOTO HH(POPMAITMOHHOTO B3aMOICHCTBHSI.

(uacts 3.1 BBenena @enepasibHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

4. B Teuenue JCCATHU pa60q1/1x I[Hefl CO JHA NPUHATHUA 3ad4BJICHUA O BKIIIOYCHUU YKa?,aHHOf/'I B 4aCTu
1 Hacrosimedl craTbu (hapMaleBTHUECKOM CYyOCTaHLMU B TIOCYJApCTBEHHBIH peecTp JIeKapCTBEHHbBIX
CPEICTB M JOKYMEHTOB, MEPEYUCICHHBIX B 4YacTM | M MyHKTe 2 YacTh 3 HACTOSIICH CTaThw,
YIIOJIHOMOYEHHBIN (heiepalibHbli OpraH UCIOJHUTEIbHOMN BIIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) IpOBOJUT MPOBEPKY MOJIHOTHI U JOCTOBEPHOCTH JAaHHBIX, COIEPIKAIIUXCS B IMPEICTaBICHHBIX
3asiBUTEIIEM JIOKYMEHTAX;
(B pen. @exnepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pEILIEHUE O HAIPaBICHUU B SKCIEPTHOE YUPEXKJACHHUE 3aJaHMsl Ha IPOBEJICHUE
HKCHEPTU3bl KAaUeCTBA YKa3aHHOW B yacTu | HacTosiueid craTbi (apMaleBTHUECKOW CyOCTaHIIMM WIH 00
OTKa3e B TAKOM HallpaBJICHUU;

3) yBemOMJISICT B 3JICKTPOHHOM WM MUCHMEHHOW (OpMeE 3asBUTEIS O MPHHATOM PEIICHUU WIH B
cllydae OTKa3a C yKa3aHHEeM IPUYMH TAaKOTO OTKa3a.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B CJIydac€ BbIABJICHUA HCEAOCTOBCPHOCTU CBGZ[GHI/Iﬁ, CoACpKaluXCsa B IIPCACTABJICHHBIX
3asiBUTENIEM MaTepHaliaX, YIOJIHOMOYEHHBIH (eepalibHblil OpraH MUCIOJHUTEIFHOM BIACTH HAINpPaBIISIET
3asBUTEII0 3allpoc 00 YTOYHEHWHM YKAa3aHHBIX CBeACHHWHA. JaHHBIM 3ampoc MOXET OBbITh mepenaH
YIOJHOMOYEHHOMY MPEACTaBUTEII0 3asBUTENS JIMYHO O]l PACHUCKY, HAMPABICH IO MOYTE 3aKa3HBIM
IIMCBMOM WJIM NepefaH B 3JEKTPOHHOU (opMe M0 TeIeKOMMYHHUKAllMOHHBIM KaHajlaM CBsi3u. B ciyuae
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

HaIpaBIIEHUs TaHHOTO 3arpoca Mo MOYTE 3aKa3HbIM MUCHMOM OH CUMTAETCS MOJTYYSHHBIM 110 UCTEYCHHUH
IIECTH JHEH C 1aThl HAMPABJICHUS 3aKa3HOTO MTUChMA.
(uacts 4.1 BBeneHa @enepasibHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

4.2. 3asgBuTenb 00s13aH MPEICTABUTh OTBET HA 3alpOC YIMOJIHOMOYEHHOTO (hefepaibHOro OpraHa
UCIIOJIHUTENIBHON BJAacTU B CPOK, HE MPEBBIIIAIONIMIA JEBIHOCTa PadOuMX JHEW cO AHS TOTy4YEHUS
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTH 4 HACTOSIIEH CTaThbU, MPUOCTAHABIMBACTCS CO IHS
HaIpaBIICHUs 3asSBUTEINIO 3alIPOca YIOIHOMOYEHHOTO (heIepaIbHOr0 OpraHa UCIOJIHUTEIBHON BIACTH 10
JTHSL TIOJTyY€HUsI UM OTBETA Ha JIAHHBIN 3alPOC M HE YYUTHIBACTCS MPU MCUUCICHUU CPOKA IKCIIEPTU3BI
KauecTBa (apMaleBTUYECKOM CyOCTaHIIMHM, HEUCIOIb3yeMOW TpU MPOM3BOACTBE JIEKAPCTBEHHBIX
[IpenapaTosB.

(uacts 4.2 BBeeHa @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM /Ul OTKa3a B HAIpPAaBJIEHUU B 3KCIEPTHOE YUPEXKJEHHUE 3aJaHMsl Ha IPOBEICHUE
9KCHEepPTU3bl KauyecTBa YyKa3aHHOW B dyacTu 1 HacTosmied craThu (papmaneBTHUECKOH CcyOcTaHIuu
SBJIIETCS HENpPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4YacTU 2 HAacTOSALIEH CTaTbu, OTCYTCTBHE
uHboOpMaluy, TMOATBEpXKAaoImell (akT ymiaThl TOCYAApCTBEHHOM MONIUIMHBI 3a BKIIIOYCHHE
dapmMarieBTHUECKOW CyOCTaHIMM, TPOM3BENCHHOW Ui peaju3alii, B TOCYIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEICTB, HEIIPEACTABICHUE 3asiBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIN B
yactu 4.1 HacTosAIIEH CTaTbU 3aIPOC YIOJHOMOUYEHHOIO (peiepalbHOr0 OpraHa UCIOJIHUTENIBHOMN BJIACTH
WIN NPECTaBICHUE T0KyMEHTOB, HE COJIEpKAIllUX NCUEPIBIBAIOIIETO IIepeuHss HEOOXOIUMBIX CBEACHUH.
(uactp 5 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TedeHume mnATHaAIATH pPabOYMX JHEH CO JHS TMOJyYEHHS PEIICHHS YIOJIHOMOYEHHOTO
denepanbHOro opraHa MCIOTHUTEILHOW BIACTH O HANPABICHUU B DKCIEPTHOE YUPEIKIACHHUE 3a/IaHUS Ha
MPOBEJICHUE OKCIEPTU3bl KayecTBAa YKa3aHHOW B 4YacTh | HacTosmed CTaThu (papMaieBTUYeCKOM
CyOCTaHIIMM 3asSBUTENb MPEJCTABISICT B KCIEPTHOE YUPEKIACHHUE IS TIPOBEACHHS JAHHON IKCIEPTHU3HI
00pasibl (papmaneBTHYECKOi CyOCTaHIIMU B KOJIMYECTBE, HEOOXOIUMOM JUIsl BOCIIPOU3BEICHHS METOJIOB
KOHTPOJISl KauecTBa. OJKCIEPTHOE YYpPEXkIEHHE MpH MOJYYCHHH OO0pa3loB yKa3aHHOW B yactd |
HACTOSIIIEH CTaThU (hapMalleBTUYCCKONW CYOCTaHIIMHM BBLIACT 3asSBUTEIIO JOKYMEHT, IOATBEPKIAFOIINN
MOJIydeHHE JTHX OOpa3loB, W B CPOK, HE MPEBBIMAIONMN Tpex pabodymx ITHEH, yBEAOMIISET B
JIEKTPOHHOW WJIM MHUCBhMEHHOH (opMe 00 OSTOM  YHNOJHOMOUYEHHBIH (QenepanbHbIii  OpraH
MCIIOJTHUTEIIBHOM BJIACTH. DTH CPOKHU HE BKITFOYAIOTCS B CPOK IMPOBEACHUS JAHHOW IKCIIEPTH3HI.

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

7. JIOKyMEHTBI, MIOCTYIIUBILINE B JKCIEPTHOE YUYPEKICHHUE I IIPOBEACHUS JKCIEPTHU3Bl Ka4yeCTBA
yKa3aHHOM B vacTu | HacTosmed cTarbu (QapMaleBTUYECKOW CyOCTaHIMM, MOJUIekKaT BO3BpATy B
YIOJHOMOYEHHbIN (efepanbHblii OpraH HUCIOJHUTEIbHON BIACTU OJAHOBPEMEHHO C 3aKIIIOUEHUSMHU IO
pe3ynbTaTaM IIPOBEACHHOU SKCIIEPTU3BIL.

8. B cpok, He MpeBBbIIAIONINN MATH paboYuX AHEH CO JHS TMOJYYCHUs 3aKJIIOUYCHHS KOMHCCHHU
JKCIEPTOB IO pe3yibTaTaM »HKCIEPTU3bl KAauecTBa YKa3aHHOM B YacTh | HacTOsIIEW CTaTbu
(dapmaleBTHIECKON CyOCTaHIINHU, YITOJIHOMOUYSHHBIN (heJiepaabHbId OpraH UCIIOJIHUTEIIPHON BIIACTH:

1) ocyuiecTBiIseT OLUEHKY TaKOro 3aKIIOUEHHs JUIs ONpEeAETICHHUsS €ro COOTBETCTBHUS 3aJaHUIO0 Ha
IIPOBEACHUE TAHHOW IKCIIEPTU3BL

2) npuHUMAET pelleHrne O BKIIOUEHUH YKa3aHHOW B yacTu | HacTosiei cratbu papmarieBTHIeCKOn
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

Cy6CTaHI_II/II/I B FOCY,Z[apCTBeHHHﬁ pPeECTP JCKAPCTBCHHLIX CPCACTB WM PCHICHHC 00 OTKa3ze B TaKkOM
BKJIFOUCHHH,

3) BHOCUT MpU NPUHATHH pPEIICHUS O BKIIOYEHUM YKAa3aHHOM B 4YacTu | HacToslmled cTaTbu
¢dapmarieBTHUECKOW ~ CyOCTaHIIMM B TOCYNApCTBEHHBIH  PEECTp  JIEKAPCTBEHHBIX  CPE/ICTB
MIPEeyCMOTPEHHYIO YacThio 2 cTaThu 33 Hactosmiero denepalbHOTO 3aKOHA HH(OOPMALIUIO U YBEIOMIISET
00 3TOM B JIEKTPOHHOH HIIM MUCbMEHHOM (hopme 3asBUTENSI.

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

9. OcHoBaHmeM s OTKa3a BO BKIIOYCHHHM YKa3aHHOH B dYacTh | HacCTOSIEH CTaThu
dapMarieBTHUECKOW CyOCTaHIIMM B TOCYAApCTBCHHBI pEeCcTp JIEKAPCTBEHHBIX CPEICTB  SBISCTCS
3aKJIFOYCHUE COOTBETCTBYIOUIETO YIOJHOMOYEHHOTO (heAepasbHOTO OpraHa HMCIOJHUTEIHHON BIIACTH O
TOM, 4TO Ka4eCTBO (hapMaIleBTUYCCKON CYOCTAHIIMH HE ITOATBEPKACHO MOJTyYCHHBIMU TAHHBIMH.

(uactp 9 BBemena denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3; B pen. PeaepanbHOro 3aKoHa OT
04.06.2018 N 140-D3)

10. He nmomyckaercss BKJIIOYEHHE B TOCYJApPCTBEHHBIN pEecTp JIEKApCTBEHHBIX CPEICTB OJIHOMU
(bapmaleBTUUECKON CyOCTaHIIMK, MPOU3BEACHHON JUIS pealnu3allii U BBIIYCKA€MOH OJHUM U TEM XKe
MIPOU3BOJIUTEINIEM, B BUJIC IBYX M 00JI€E PEECTPOBBIX 3aIUCEH.

(dactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. BHeceHne n3MeHEeHH B IOKyMEHTHI Ha (DapMaleBTHUECKYIO CYOCTaHIIUIO, IPOU3BEACHHYIO /TS
pealiv3allii U BKJIIOYEHHYIO B TOCYJApCTBEHHBIM PEECTp JEKApPCTBEHHBIX CPEJACTB, OCYIIECTBIISETCS B
nopsjke, ycraHoBieHHOM craThsiMu 30 u 31 Hacrosimero ®enepaibHOro 3akoHa, C YIUIATON
rocy/1apCTBEHHOW MOILIUHBI, TPElyCMOTPEHHOMN 3aKoHOAaTenbCTBOM Poccuiickoit denepannu o Haimorax
u coopax.

(dactp 11 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12. lomryckaeTcst oOpareHue (hapMareBTHIeCKUX CyOCTaHIINiH, TPOU3BEICHHBIX IS peaTH3aIiuu, B
TEYCHHE CTa BOCBMUAECATH ITHEW 10 M TOCJE MPUHATHS YIOJIHOMOYEHHBIM (heepaabHbIM OpraHoOM
WCIIOJIHUTEIIGHON BJIACTH PEIICHHWS O BHECEHWW HW3MCHCHHWH B JIOKYMEHTHI Ha (apMaleBTHUYECKYIO
CyOCTaHIIMIO, MPOU3BEACHHYIO /IS peajdu3alud U BKIIOUYEHHYIO B TOCYJAapCTBEHHBI peecTp
JIEKApCTBEHHBIX CPEJICTB.

(dacth 12 BBenena denepanbHbM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 UCKIIOYEHWH U3 TOCYAAPCTBEHHOTO peecTpa JIEKApPCTBEHHBIX CPEICTB
(bapMmarieBTUUECKONH CyOCTaHIIMM, MPOU3BEACHHOW JUIsl pealu3allid, HNPUHUMAETCS YINOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTEILHON BJIACTH B CITydae:

1) MMPpEACTaBJIICHUA COOTBCTCTBYOIIUM YITOJIHOMOYCHHBIM @eﬂepaﬂBHHM OpraHomM HWCHOJHUTEIBbHOMN
BJIACTU 3aKIIOYCHHA O PUCKE WA 00 Yrpo3€ KHU3HW WKW 3J0POBBIO YCIOBCKA 1100 >KMBOTHOI'O Ipn
HCITIOJIb30BAHHH JICKAPCTBCHHOI'O CPCACTBA,

2) momayn pa3pabOTYMKOM JICKAPCTBEHHOTO CPEACTBA WM IPOU3BOAUTENIEM JIEKApCTBEHHOTO
cpeacTBa MO0 YNOJIHOMOYEHHBIM MMHU APYTUM IOPUIMYECKUM JIMLOM 3asBJIEHHUS 00 HMCKIIOYEHHU U3
roCy/1lapCTBEHHOI'O peecTpa JIEKAPCTBEHHBIX CPEACTB (papMalleBTUYECKON CyOCTaHLIMU, IMPOU3BEIECHHON
IS pean3alny;
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3) orcytcTBUs (hapMalleBTHUECKONH CYyOCTaHIIMH, TPOU3BEICHHON ISl pealn3aiuu, B 0OpalieHH B
Poccuiickoit @enepanuu B Te4eHUE TpEX U OOJIee JIeT.
(uactp 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - ®eagepanbHbI 3aKOH oT 22.12.2014
N 429-®3.

Cratba 36. OO6xanoBaHue pelweHUss o006 oOTKase B BblAaye paspelleHMsa Ha
npoBeAeHMe KIMHUYECKOro UcCcCrefoBaHUA JeKapCTBEHHOro npenaparta, peleHus o6
OTKase B rocyAapCTBEHHOW perncTpaumm JreKapCcTBEHHOro npenapara, 3aknio4eHus
KOMMCCUM IKCNEPTOB IKCMEPTHOro yYpexxaeHUs1 UNu1 3aKnoYeHusl coBeTa no 3Tuke

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

Pemenne cOOTBETCTBYIOIIErO YIOJIHOMOYEHHOTO (heIepaIbHOrO OpraHa HCIOJHUTEIBHONW BIIACTH
00 OTKa3ze B BbIJaue pa3pelieHHs Ha MPOBEACHUE KIMHMYECKOTO MCCIIEeI0BAHUS JIEKAPCTBEHHOTO
npernapara, pelleHHe YKa3aHHOro (eaepaJbHOr0 OpraHa HCIOJHUTENBHON BiacTH 00 OTKase B
rOCYJapCTBEHHOM PpErucTpaluy JIEKAPCTBEHHOrO Ipernapara, 3aKiIIOYeHHEe KOMHCCHU HKCIEpTOB
OKCHCPTHOI'0 YYPCKIACHUA WM 3aKIIIOYCHHUE COBCTA IIO 3THKE MOKCT OBITHL 00’KaJIOBAaHO B IOopAJKE,
YCTAHOBJICHHOM 3aKoHoJaTenabcTBOM Poccuiickoit denepanuu. 3akiaroueHHE KOMHCCUU HSKCIEPTOB
OKCHCPTHOI'0 YUYPCIKACHHA O B3aMMO3aMCHACMOCTU JICKAPCTBCHHBIX IIpCHapaToB IAJId MCOAUIMHCKOI'O
IPUMEHEHHs MO0 O TOM, YTO JIEKAPCTBEHHBIN Ipenapar Ui MEAULUHCKOrO NMPUMEHEHUS HE SIBIISETCS
B3aMMO3aMEHSAEMBIM, MOXET OBITh OOKAJIOBAaHO JEp)KaTeleM WM BIAACIbIEM pPErHCTPALMOHHOTO
yJIOCTOBEpEHHsI JICKapCTBEHHOI'O IpenapaTa B YIOJIHOMOYEHHBIH (eaepanbHblii OpraH MCHOIHUTEIbHOM
BJIaCTH, KOTOpI)If/'I IMPUBJICKACT K PAaCCMOTPCHUTIO YKa38,HHOI>'I JKaI00bI NMoABCAOMCTBCHHBIC €MY HAYYHBIC
opraHu3anuui ¥  oOpa3oBaTesIbHblE OpraHU3allMM  BBICHIETO  OOpa30BaHMs, OCYLIECTBISIOLINE
AEATENbHOCTh B cdepe oOpalieHHus JEKAPCTBEHHBIX CPEACTB. 3aKIIOYEHHUE KOMHCCHH 3KCIEPTOB
HKCHEPTHOIO YUpexAeHus, 0pOpMIIEHHOE IO UTOraM IepecMOoTpa 00KaJlOBaHHOI'O 3aKJIFOUYEHUS SKCIEpTa,
MOXET OBITb OCIHOPEHO JepiKaTeleM WIM  BIAJENbLEM PErHMCTPALIMOHHOTO  YAOCTOBEPEHHUs
JIEKapCTBEHHOI'0 Ipernapara JHU0O YIOJHOMOYEHHBIM MMM JIMLIIOM B HOpsjKe, YCTaHOBJICHHOM
3akoHoaarenbcTBOM Poccuiickoit ®epepanuu. Ilpu oOxamoBaHMM pelIeHHsS  YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIHOJIHUTENBHOM BIACTH, 3aKIIOYEHHs SKCHEpTa WIM KOMHCCUU 3KCIEPTOB
9KCIEPTHOIO YUYPEXkKACHUs, 3aKII0UEHUS COBETA 110 ATHUKE JiepKaTeilb WU BIaJellel] PErUCTPALMOHHOTO
yJIOCTOBEpEHHsI JIEKAPCTBEHHOI'O Iperapara JMOO YIOJIHOMOYEHHOE MMH JIMIO BIIpaBe IMPEICTaBUThH
PE3YIbTAThl 3KCHEPTU3LI JICKAPCTBCHHOI'O Ipcrapara, HPOTOKOJIbI ITOJYUYCHHBIX aKKPEAWTOBAHHBLIMH
UCHBITATEIbHBIMU Ja00paTOPUAMU (LIEHTPAaMH) PE3Y/IbTaTOB UCCIIEAOBAHUI, UCTIBITAHUM.
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmauusa, cBA3aHHasA C OCYLECTBIIEHMEM rocyAapCTBEHHOM
perucTpauum nekapcTBeHHbIX npenapaTtoB, WHcdopMauus O 3aperMcTpMpoBaHHbIX
neKapcTBeHHbIX fMpenapaTtax W JleKapCTBEHHbIX NpenapaTtax, WCKMYEHHbIX U3
rocyaapcTBeHHOro peectpa fnekapcTBeHHbIX CpeaAcTB

1. CoOTBETCTBYIONINI YIIOTHOMOYEHHBIN (eiepalibHbIi OpraH UCTIOMHUTEIHLHON BIACTH pa3MelacT
Ha cBoeM oduimansHoM caiite B ceTu "MHTepHer" uHMOpMalMIO, CBA3aHHYIO C OCYLIECTBJICHHUEM
roCyJapCTBEHHON PErucTpalyu JICKapCTBEHHBIX MPENapaToB, B TOM YHCJIE IPOBEICHUEM HKCIIEPTU3BI
JIEKapCTBEHHBIX CPEACTB (BKJIOYAsl pe3yibTaThl €€ MPOBEACHUS ), UHPOPMALIMIO O 3aPETUCTPUPOBAHHBIX
JIEKApCTBEHHBIX TIpenaparax M JIEKapCTBEHHBIX Mpernaparax, HCKIIOUYEHHBIX M3 TOCYJapCTBEHHOIO
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peecTpa JEKapCTBEHHBIX CPEJICTB, HE IO3/JHEE 4YeM uepe3 IsITh padouux IHEHl co JHS MONy4eHUS
YIOJIHOMOYEHHBIM (PeiepaibHbIM OPTaHOM UCTIOTHUTEIHHOM BIIACTH COOTBETCTBYIONIEH HH(MOPMAITUH.
(B pen. denepanbHbIX 3akOHOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3)

2. Cpoku W TOPSIOK pa3MENICHUS YKa3aHHOW B dYacTh | HAcTOSIICH CTaTbu WHGOpPMAIUU
YCTaHABIMBAIOTCA YIOJHOMOYEHHBIM (efepalbHbIM OpraHOM HCIIOJHUTENbHON BiacTu. UHbopmanus,
yKa3aHHas B 4acTu | HAcTOsIENW CTaThH, SIBJISETCS OTKPHITOM M OOLIENOCTYHNHOM M NPEAoCTaBIsETCS
3aMHTEPECOBAHHBIM JIMLIAaM B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoit Peaepanui.

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

Mnasa 7. KMIMHUWYECKUE UCCIIEOOBAHUA JIEKAPCTBEHHbIX
NPENAPATOB ANnA MEAWLUMHCKOIO NPUMEHEHWUA, AOTOBOP
Ob UX NMPOBEAEHUW, NPABA NALMUEHTOB, YHACTBYIOLLKNX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHu4yeckme unccnenoBaHUMA JeKapCTBEHHbIX MpenapaTtoB AnAd
MeAULIMHCKOro NpMMeHeHus

1. Kiimandeckue Wcciea0BaHUs JICKAPCTBCHHBIX MPENapaTroB I MEIUIIMHCKOTO TMPUMEHEHUS, B
TOM YHCJIC MEXIyHAPOIHbIE MHOTOIIEHTPOBBIC, MHOTOIICHTPOBBIC, TOCTPETUCTPAIIMOHHBIE, TIPOBOISTCS B
OJTHOM WJIM HECKOJIbKMX MEIUIIMHCKUX OpPraHU3allisX B COOTBETCTBUHM C TIPaBUJIAMH HaJJIeKaIei
KIIMHHUYECKOW MPAKTHKH, YTBEP)KICHHBIMH YIIOJHOMOYCHHBIM (eIepaaIbHbIM OPraHOM HCIOIHUTEIBHOMN
BJIACTH, COOTBETCTBEHHO B CICAYIOUIHNX IIEIISAX:
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1) ycTaHoBieHUEe OE30MACHOCTH JICKAPCTBEHHBIX MPENapaToB ISl 3JOPOBBIX JOOPOBOJIBIIECB U (WIIH)
MIEPEHOCUMOCTH UX 3I0OPOBBIMU T0OPOBOJIBIIAMH, 32 UCKIIOYCHHEM TaKUX UCCIEI0BAHUN JIEKapCTBEHHBIX
MpenaparoB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickoit denepanmu;

2) HO,Z[60p OINITUMAJIbHBIX JO3UPOBOK JICKAPCTBCHHOI'O IIpCIiapaTta U Kypca JICUCHUA AJIA IMAllUCHTOB
C OonpcACICHHBIM 3a6OJIeBaHI/I€M, OIITUMAJIBHBIX 03 M CXCM BaKIHHAIIUH I/IMMyHO6I/IOJIOI‘I/I‘~I€CKI/IMI/I
JICKaApCTBCHHBLIMMU IIpCIIapaTaMu 310POBbIX ,I[O6pOBOJ'II>I_[eB;

3) ycTaHOBIIeHUE OE30TIACHOCTH JICKAPCTBEHHOTO Tpernapara u ero 3pQeKTUBHOCTH /IS MAIIHSHTOB
C OIpeIeNIeHHbIM 3a00JeBaHUEM, NPOPHIAKTHUCCKOW 3()(HEKTUBHOCTH HUMMYHOOHOJOTHUECKUX
JIEKapCTBCHHBIX MPEMapaTOB JIJIS 3JJ0POBBIX IOOPOBOJIBIICE;

4) u3ydyeHrue BO3MOKHOCTH PACHIMPEHMS TOKA3aHUM Ui MEJUIIMHCKOTO IPUMEHEHHUS U BBIABICHUS
paHee HeM3BECTHBIX MOOOYHBIX ICHCTBHI 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMApaTOB.

2. B oTHOMmEHNN BOCIIPOU3BCACHHLIX JICKAPCTBCHHLIX IIPCIIApaTOB AJIA MCAUITUHCKOI'O IIPUMCHCHUA
MMPOBOAATCA UCCICAOBAHMA OHMOPKBUBAJIEHTHOCTH U (I/IJII/I) TepaHGBTHHGCKOﬁ OKBHUBAJICHTHOCTHU B IMOPAIKCE,
YCTAHOBJICHHOM YITIOJTHOMOYCHHBIM (bellepaJ'ILHHM OpranomM HWCIOJHUTEIBHOM BIACTH.

3. OpraHmaumo MMPOBCACHUA KIIMHUYCCKUX I/ICCJIG[[OBaHI/If/'I JICKApCTBCHHOTO IMpfcIriapara IaJid
MCIUIUHCKOI'O MIPUMCHCHUS BIIPABC OCYHICCTBIIATD:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara uil yIoJHOMOYEHHOE UM JIULIO;

www.consultant.ru Crpannna 88 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100596&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&date=15.07.2021&dst=100067&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100597&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=203764&date=15.07.2021&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100599&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

2) oOpa3oBaTelbHBIC OpraHU3allMM BBICIIETO O00Pa30BaHUS, OpPraHW3alUU JOTOJHUTEIBHOTO
npodeccHnoHaTLHOTO 00Pa30BaHUS;
(m. 2 B pea. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4HO-UCCIIEOBATEIbCKUE OpraHU3aliu.

4. KnuHuueckue HCCIENOBaHUSA JIEKAPCTBEHHOIO Ipenapara Uil MEOULMHCKOrO IPUMEHEHUs
IIPOBOJATCS. HA OCHOBAHHWM PA3PELICHHs HA MPOBEJICHUE KIMHUYECKOTO MCCIEAOBAHUS JICKAPCTBEHHOTO
npernapara, BBIJAHHOTO  YIOJHOMOYEHHBIM  (elepajbHbIM OpPraHOM HCHOJHUTEIbHON  BIIACTH.
YTOTHOMOYEHHBIH (eepabHblii OpraH MCIOJHUTEIBHON BIACTH BEJIET PEECTP BBIIAHHBIX pPa3pelIeHuit
Ha MPOBEACHUE KIMHUYECKUX UCCIIEJOBAHMM JIEKAPCTBEHHOI'O IIpenapara, COAepKaliuil yKa3aHue Ha UX
L(€JIb WIH LIEJIN, B YCTAHOBJIEHHOM 3TUM OPTraHOM IOPsJIKE.

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

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

6. K opranuzanuu mnpoBeAeHUS KIMHUYECKHX HCCIIEJOBAHUM JIEKapCTBEHHOIO Ipernapara Jyis
MEIWIIMHCKOTO TMPUMEHEHHUS pPa3pa0OTYMKOM JIGKAPCTBEHHOTO TMpenapara MOTYT TIPUBIEKATHCS
IOpUANYeCKUe JuIa J000il  OpraHu3allMOHHO-TIPaBOBOM  (OpPMBI TpH  YCIOBUU  OOecrieYeHHs
COOTBETCTBHS 3TUX MCCIIEI0BaHUN TpeOOBaHUIM HacTosiero denepajbHOro 3aK0Ha.

7. KnuHudeckue WCCIeOBaHUS JIGKAPCTBEHHBIX MpENaparoB Ui MEIUIIMHCKOTO NPUMEHEHHS
MMpOBOAATCA B MCAWLNUHCKHUX OpraHu3anugax, aKKpPCAWTOBAHHBIX YIIOJIHOMOYCHHbBIM @eﬂepaﬂbelM
OpraHOM HCIOJHHUTEIbHOW BJacTM B TopsAake, ycTaHoBineHHoM [IpaButensctBoM Poccuiickoit
denepauuu.

8. [IlepeueHb MEIUIMHCKUX OpraHU3alUi, UMEIOUIMX TMPaBO MPOBOAUTH KIMHHUYECKHE
WCCIIEIOBaHUSl JICKAPCTBEHHBIX IPENapaTroB Il MEIWIMHCKOTO TPUMEHEHUs, U PEecTp BbLIAHHBIX
paspelieHuii  Ha ~ MpOBeIEeHHWE  KIMHUYECKUX  HCCIEJAOBAaHUN  JIGKAPCTBEHHBIX  MperapaTroB
OITyOJIMKOBBIBAIOTCS W Pa3MENIAIOTCS YIOJHOMOYEHHBIM (eIepalIbHBIM OpPraHOM HCIOJHUTEIIBHON
BJIACTH B YCTAHOBJICHHOM UM HOpPSKE Ha cBoeM oduiransHoM caiite B cetu "HMHTepHet".

CraTtbAa 39. PeweHne o npoBeAeHUN KITMHUYECKOro UccnenoBaHUs NekapcTBeHHOro
npenapara Ansa MeauuMHCKOro NnpMmMmeHeHus
(B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. Knuangeckoe HUCCIICAOBAHUC JICKAPCTBCHHOI'O IIpf€rapara IJis1 MCEAUIHWHCKOI'O IMPHUMCHCHHA
MMPOBOAUTCA HAa OCHOBAHUHU PA3SPCIICHHA HaA IMPOBCACHUC KIIMHUYCCKOI'0 HMCCICAOBAHHA JICKAPCTBCHHOI'O
npemnapara, BbIAAHHOTO YIIOJJHOMOYCHHBIM (bel[epaJ'ILHLIM OpraHnomM HWCIOJHUTEIBHON BJIACTH IIO
pe3yiibTaTaM OBKCICPTU3BI JOKYMCHTOB, H€O6XOZ[I/IMI)IX AJId TOJYUYCHHUA PaspCluICHUA Ha IMPOBCACHUC
KIIMHUYCCKOI'O UCCJICAO0BaHUs JICKAPCTBCHHOI'O ITpCIIapara 1 ITUYECKOM OKCIICPTHU3HI.

2. Jlng monydeHus paspellieHuss Ha NPOBEACHHME KIMHUYECKOTO MCCIEIOBAaHUS JIEKApPCTBEHHOTO
npernapara il MeAMLIMHCKOTO IIPUMEHEHUS 3asBUTEIIb MPEJICTAaBIIAET B YIIOJIHOMOYEHHBIN (enepaabHbIi
OpraH HUCIIOJIHUTEIIbHOM BIIACTH!

1) 3asBJICHUC O BbIJAUC pAa3pCIICHUSA Ha IIPOBCACHNC KIIMHUYCCKOI'O UCCIICA0BAHUS JICKAPCTBCHHOT'O
npemnapara 1y MCIUIUHCKOTO IPUMCHCHUA
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2) KONMHU JIOKYMEHTOB, TOJTBEPKIAIOIIMX YILIATy TOCYJAapCTBCHHOW MONUIMHBI 332 TPOBEICHUC
ATUYECKOH OSKCIIEPTU3bI, AIKCHEPTHU3bl JIOKYMCHTOB Ha JICKAPCTBEHHBIM TMpemapaTr Juisi MOJydeHUs
paspelleHuss Ha MPOBEICHHE KIMHHYECKOTO HCCIICAOBAHUS JIEKAPCTBEHHOI'O TMperapara s
MEIWIIMHCKOTO TPHMEHEHHUsS, 3a BBIAaYy pa3pelicHUs Ha TPOBEACHHE KIMHHYECKOTO HCCIICIOBAHUS
JICKApCTBEHHOTO Tperapara Ui MEIUIIMHCKOTO MPUMEHEHHUs, 3a MPOBEICHUE SKCIIEPTU3bI JOKYMEHTOB
Ha JICKApPCTBEHHBIM Tperapar i TOJNydYeHHUs pa3pelieHuss Ha MPOBEICHUE MEXKITyHAPOIHOTO
MHOTOIIEHTPOBOTO  KIIMHHYECKOTO HCCIICJIOBaHUSI JICKAPCTBEHHOTO Tpernapara il MEJIUIUHCKOTO
NPUMECHCHHS, 3a BbIIady pa3pelicHHs] Ha MPOBEICHUE MEXKIYHAPOIHOTO MHOTOIEHTPOBOTO
KIIMHMYECKOTO UCCIICIOBAaHMS JICKAPCTBECHHOTO TMperapara il MEIUIIMHCKOrO TPUMEHEHUs, 3a
MIPOBEJICHUE JTUYCCKOW OSKCIIEPTU3bI, JKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Mpemapar s
MOJYYCHHS] pa3pellieHUs] Ha TPOBEICHHE MOCTPErHCTPALIMOHHOTO KIMHHYECKOTO HCCIICIOBAHHS
JICKapCTBCHHOT'O TperapaTa Ui MEIUIMHCKOTO MPHMEHEHHUsS, 332 BbIIady pa3pelieHus Ha TPOBEICHHE
MOCTPETUCTPAIIMOHHOTO KJIMHUYECKOTO WCCIICIOBAHMS JIEKAPCTBEHHOIO Iperapara Ui MEAHIIMHCKOTO
MIPUMCHCHUS;

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-D3)

3) IMPOTOKOJ KIIMHHUYCCKOI'0 MCCICAOBAHUA JICKAPCTBCHHOI'O IMpfrapara M MEAULIUHCKOIO
IIPUMCHCHH,

4) OpoIOpy UCCIIEI0BATEIIS;
5) uH(opMaIMOHHBIHN JINCTOK MAIMCHTA,

6) cBemeHHus 00 OmMBITE PabOTHI HCCIIEMOBATENICH MO COOTBETCTBYIOIIMM CIEIUAIBHOCTSIM H UX
OIIBITE Pa0OTHI IO IPOBEICHUIO KIIMHUYECKUX UCCIICIOBAHUI,

7) CBCACHUA O MCIUMIHMHCKUX OpraHu3alugax, B KOTOPLIX MpeAnojaracrcsa MNpOBCACHUC
KJIMHUYECKOI'0 UCCIIEI0OBaHMs JIEKapCTBEHHOrO Ipernapara A MEIUIMHCKOIo NMpUMEHEHUs (IIOJHOoe U
COKpaIlleHHOE HaWMEHOBaHUS, OPTraHU3aI[MOHHO-TIpaBOBas (opMa, MECTO HAXOXKIEHHS W MECTO
OCYLLECTBIICHUS AEATENbHOCTH, TeleoH, Tenedakce, aapec JIEKTPOHHON MOYThHl KaXKJOW MEIULIMHCKOM
OpraHu3alkn);

8) CBCACHUA (6] mpeamnojaaracMbix CpoOKax IMPOBCACHU KIIMHUYC€CKOI'O HCCIICOOBaHUA
JICKApCTBCHHOTO ITperiapaTa JJIs1 MCAUIHUHCKOI'O MIPUMCHCHUS

9) KOIIMKO J0roBopa 00513aTEJILHOIO CTpaxOBaHUs, 3aKIHOYCHHOI'O B COOTBCTCTBHH C THIIOBBIMH
ImpaBUJIaMHn 00513aTEIILHOTO CTpaxoBaHusi, C YKa3aHHEM HpGZ[GJIBHOfI YUCJICHHOCTHU IIallMCHTOB,
y4aCTBYOIIUX B KIWMHHUYECKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O IIpCllapaTa A MCEAUIUHCKOI'O
MMPHUMCHCHUS,

10) uadopmanuio o coctaBe JEKapCTBEHHOTO Ipernapara Juisi MeJUIIMHCKOTO MPUMEHEHUS;

11) NOKyMEHT, COCTaBJIEHHBIM IPOM3BOIMUTENEM JIEKAPCTBEHHOI'O IMpernapara Jjis MEIULUHCKOTO
IPUMEHEHHUS U COAEp)KalIMi MoKa3aTeau (XapakTepUCTHKH), a TaKkKe CBEACHUS O JIEKapCTBEHHOM
npernapare A MEIUIMHCKOTO MPUMEHEHUS, NPOU3BEJECHHOM Il IPOBEACHUS KIMHUYECKHUX
HCCIICIOBAaHUM;

12) cBeneHus o Jgate MPENOCTaBICHUS U PETUCTPALMOHHOM HOMEpE JIMLEH3UU Ha MPOU3BOJICTBO
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JIEKapCTBEHHBIX CPEJCTB B Ciydae, €Clid MPOU3BOACTBO JIEKAPCTBEHHOI'O Iperapara OCYIIEeCTBISETCS B
Poccuiickoit ®epepanuu, WIA CBEACHHS O JaTe€ MPEIOCTABICHUS W PETUCTPALIMOHHOM HOMEpE
3aKJIIOUYEHUsT O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHOIO IMpernapara TpeOOBaHUSAM MpPaBHII
HaJuIeXkalleld MpOU3BOACTBEHHOM IPAKTUKU, MPEAOCTABICHHOIO YIOJHOMOYEHHBIM OPIaHOM CTpaHbl
MIPOM3BOIUTENIS JIEKAPCTBEHHOTO TIperapara.

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1. B cmydae HeNnpencTaBlIeHUS C 3asgBICHMEM O BbIJA4Y€ pa3pellcHHs] Ha IIPOBEICHUE
KJIMHAYECKOT0 MCCIIEOBAHUs JIEKAPCTBEHHOIO IIpenapara Uil MEJULIUHCKOrO IPUMEHEHHs TOKYMEHTOB
(cBeneHmit), MOATBEPXKIAIOIINX YIUIATy TOCYAAPCTBEHHOM MOIUIMHBI U yKa3aHHBIX B IIYHKTE 2 4acTH 2
HACTOALIEH CTaTbM, a TaKXKE BBIJABAEMBIX (IPEJOCTABISEMBIX) YHOJHOMOYEHHBIMU (efepaibHbIMU
OpraHaMM HCIOJHHUTEIbHON BIACTH JOKYMEHTOB (CBEICHMI), yKa3aHHBIX B IyHKTe 12 wyactu 2
HACTOALLIEH CTAaTbM, YINOJIHOMOYEHHBIM (enepalbHbIl OpraH HCIOJHUTEIBHOM BIIACTU 3alpaliuBacT
yKa3aHHbIE  JOKYMEHTbl  (CBEIEHHs) B  HOpSAKE  MEXKBEJOMCTBEHHOIO  HMH(OPMAIIMOHHOIO
B3aUMOJCHCTBUS.

(uacts 2.1 BBeneHa @enepasibHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

3. B cpok, He IpeBbIIAOIUN MIATH padOYUX JHEN CO JHS MPHUHATHS YKa3aHHOTO B IyHKTE 1 yacTu
2 HacTOSIIECH CTaThbU 3asBJIEHUS U HEOOXOIAMMBIX JTOKYMEHTOB, YIIOJHOMOYEHHBIN (hefepalibHbli OpraH
VICIIOJTHUTEIIBHON BIIACTH:

1) IMPOBOAUT IMPOBEPKY MOJIHOTBI U JOCTOBCPHOCTHU CBGHGHHﬁ, COACPIKAUXCAA B ITPCACTABJICHHBIX
3asABUTCIICEM JOKYMCHTAX;

2) IIPUHHUMACT PCHICHUC O IMPOBCACHUHN IDKCICPTHU3BI JOKYMCHTOB JIA ITOJYUYCHUA PA3PCHICHUA Ha
MPOBCACHUEC KIIMHUYCCKOTO UCCICAOBAHHNA JICKAPCTBCHHOI'O IMperiapara AJd MCAUIHUHCKOI'O IMPUMCHCHUA
U 3TUYECKOU OKCIICPTHU3bI WU 00 oTKaze B IMPOBEACHNH YKa3aHHBIX 9KCIICPTHU3;

3) yBemomiisieT B JJICKTPOHHOW ¢GopMe WM HA OyMa)XHOM HOCHUTEJE 3asBUTEIS O TPUHATOM
peleHnn 00 B CiTyyae MPUHITHS PEIICHUs 00 0TKa3e TaK)Ke C YKa3aHUEM MPUYUH TaKOTO OTKa3a;

4) MOArOTaBIMBAET M HANPABIAET B HKCIEPTHOE YUPEKICHUE U COBET IO ATHKE 3aJlaHue Ha
IIPOBE/IEHUE COOTBETCTBYIOIINX IKCIEPTHU3.

4. B ciyyae BbISIBICHUS HENOJHOTHI U (WMJIM) HEIOCTOBEPHOCTH MH(OPMALIMU, COJEpIKalleiics B
IIPEJCTABICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOYEHHBIH (elepanbHblii OopraH HCHOJHUTEIbHON
BJIACTH HAIPABISET 3asBUTENIO 3alpOC 00 YTOYHEHUH yKazaHHOW MH(opManuu. J[aHHBIA 3a1IpOC MOKET
ObITH IepellaH YIOJHOMOYEHHOMY IpEACTaBUTENII0 3asBUTENS JUYHO IOJ PACIMCKY, HalpaBlieH IO
MOYTe 3aKa3HbIM IMHMCHMOM HJIM TIEPEAaH B DIIEKTPOHHOH (hopMe MO TEICKOMMYHHUKAIMOHHBIM KaHajlaM
CBA3U. B ciywyae HampaBieHUs JaHHOIO 3ampoca IO IOYTE 3aKa3HbIM IHCBMOM OH CUHMTAETCs
[IOJIyYEHHBIM 10 UCTEUEHUU IIECTU JHEW C JaThl HANpaBICHUS 3aKa3HOrO MUCbMa. 3asBUTENb OO0s3aH
IIPEJCTaBUTh OTBET Ha 3aIpOC YIOJIHOMOYEHHOTO (heIepajIbHOI0 OpraHa UCIIOJIHUTENBHOM BIACTH B CPOK,
HE TPEBBIIAIONINA JEBIHOCTa pabo4YMX IHEH co aHg ero momydeHus. Cpok, yKa3aHHBIH B 4acTu 3
HACTOALLEH CTaTbU, MPUOCTAHABIUBAETCS CO JIHA HAIPABJIEHUS 3aABUTENIIO 3aIIPOCa YIOJHOMOYEHHOIO
(benepanbHOrO OpraHa WCIOJHUTEIBHON BIACTH JO JIHS MOJIYYEHHUS UM COOTBETCTBYIOIIETO OTBETA U HE
YUUTBIBAETCS IPU HCUUCIEHUM CPOKAa NPUHATHS  YIOJIHOMOYEHHBIM (efepabHbIM  OpPraHoM
VCIIOJIHUTEJIBHOM BJIACTH PELUEHUS O MPOBEIEHUHU SKCIEPTU3bI JOKYMEHTOB Ul NOJYyYEHUS pa3pelleHus
Ha IIPOBEICHUE KIMHHMYECKOTO HCCIIENOBaHUSA JIEKAPCTBEHHOIO Ipenapara s MEIULIUHCKOTO
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IIPpUMCHCHUA.

5. OcHOBaHUEM I OTKa3a B MPOBEACHUU SKCIEPTU3bl JOKYMEHTOB JJIsl MOIY4YECHMS pPa3peLICHUs
Ha IIPOBEICHHUE KIMHUYECKOIO HCCIEAOBaHUA JICKAPCTBEHHOIO IIpemnapara [uisi MEIULMHCKOIOo
IIPUMEHEHHUsST U DJTUYECKOW JKCIEPTHU3Bl SIBISIETCS IPEACTABICHHUE JIOKYMEHTOB, IPEAYyCMOTPEHHBIX
YacThI0 2 HACTOALIEH CTaThbM, B HEMOJHOM OOBEME, HENpEACTABICHUE 3asBUTEIEM B YCTAHOBIICHHBIN
CPOK OTBETa Ha YKa3aHHBIA B 4YacTW 4 HACTOSAMICW CTAaThU 3alpPOC YIIOJIHOMOYEHHOTO (heaepabHOro
OopraHa MCIIOJHHUTEIbHON BJIACTH JMOO OTCYTCTBUE B INPEACTaBIEHHBIX JOKYMEHTAX HMCYEPIBIBAIOLIETO
nepevyHs HeoOxonumol WH(popMarmuu win MHPOPMALMU, KOTOpas JOJDKHA OBITh OTpakeHa B HUX, a
TaKXe OTCYTCTBME HH(pOpMalMM, NOATBEpKIaromield (akT ymiaaTbl TOCYAAPCTBEHHOM MOIIIMHBI 3a
IIPOBEACHUE ATUYECKOM HSKCIEPTU3bl, JKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpemnapar Uit
MOJIyYEHUS Pa3peLlCHUs Ha MPOBEACHUE KIMHUYECKOIO MCCIIEJOBAaHUs JICKAPCTBEHHOIO IIpernapara s
MEJIULIMHCKOrO IPUMEHEHMs], 3a BblJady pAa3pelleHHs Ha IIPOBENCHHME KIMHHYECKOTO HCCIEAOBAHUSA
JIEKApCTBEHHOI'O IIpenapara Uil MEAULMHCKOrO IIPUMEHEHHUs, 32 IIPOBEACHUE DKCIIEPTU3BI JOKYMEHTOB
Ha JIGKapCTBEHHBIM Ipemapar Ui I[IOJYy4YEHUs pas3spelieHHs Ha IPOBEIACHUE MEKIYHAPOIHOTO
MHOT'OLICHTPOBOIO KJIMHUYECKOIO MCCIIEIOBAaHUs JICKAPCTBEHHOIO IIpenapara Uil MEIULMHCKOTO
IIPUMEHEHHs, 3a BbAAYy pa3pelleHus Ha MPOBEICHHUE MEXIYHApOJHOIO MHOI'OLEHTPOBOIO
KIIMHUYECKOI0 MCCIICNOBAaHMs JIEKapCTBEHHOIO Iipenapara i MEIMIMHCKOrO IIPUMEHEHMs, 3a
IIPOBEACHUE HTUYECKOM HKCIEPTU3bl, JKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpenapar st
MOJIyYEHUsI pa3pelicHUuss Ha IPOBEACHUE IIOCTPETUCTPALMOHHOIO KIMHUYECKOIO HCCICAOBAHUSA
JIEKAPCTBEHHOI'0 Iperapara Uisi MEAMIIMHCKOIO NPUMEHEHHMs, 3a BbLAA4y PAa3pelICHHs Ha IPOBEICHHE
IIOCTPETUCTPAMOHHOIO KIIMHMYECKOIO0 UCCIENOBAHMS JICKAapCTBEHHOIO IIpernapara i MEIULMHCKOIO
IIPUMEHEHUS.

6. IlpoBeneHuwe »SKCIEPTU3bl JTOKYMEHTOB JJisi TIONYYEHHUS pa3pelieHHss Ha IPOBEICHHE
KJIMHUYECKOT'0 UCCIIEIOBAHMSI JIEKAPCTBEHHOT'O Mpenapara JiUlsi MEJUIMHCKOTO MPUMEHEHHS U 3TUYECKON
AKCIIEPTHU3bI, COCTABICHUE KOMHCCHEH SKCIIEPTOB U COBETOM I10 ITHUKE 3aKIIOYCHHH O BO3MOKHOCTH WM
HEBO3MOXKHOCTH MPOBEACHUS TAKOI'0 KJIMHUYECKOTO MCCIEI0BAaHUS U HAIPABJIEHUE ATUX 3aKJIIOUYEHUHN B
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH HCHOJHUTENBHON BJIACTU OCYIIECTBISIOTCS B CpPOK, HE
MPEBBILIAIOIIMKN TpUALATH pabouux AHEW €O JAHS TOJY4YEHMs] SKCIEPTHBIM YUpEXKICHUEM 3aJlaHus
YIIOJTHOMOYEHHOTO (eIepalbHOrO OpraHa HCIOJHUTEIBHON BIACTH C TPUIIOKEHUEM JIOKYMEHTOB,
ykazaHHbIX B myHkTax 3, 4, 10 u 11 wactu 2 Hacrosieil CcTaTbW, U COBETOM IO JTHKE 3aJaHus
YIIOJTHOMOYEHHOTO (eIepaIbHOrO OpraHa HCIOJHUTENBHON BJIACTU C TMPUIIOKEHUEM JIOKYMEHTOB,
YKa3aHHBIX B ITyHKTax 3 - 6, 8 1 9 yacTu 2 HacTOALIEH CTAaThU.

7. B cpok, He IMpPEeBbILAIOIINNA NATH padouuX JHEH o JHS MOIyYeHUs 3aKIIOUEHUH, yKa3aHHbIX B
9yacTu 6 HACTOSIIEH CTaThH, YIOJTHOMOUYEHHBIH (pe/iepatbHbIi OpraH UCTIOHUTEIBHON BIACTH:

1) OCYHICCTBISCT OUCHKY IMOCTYIIUBIIUX 3aKJIIOUCHUM JJIs OIIpPEACIICHUA UX COOTBCTCTBUA 3alaHUAM
Ha NPOBCACHUC COOTBCTCTBYIOIIUX 3KCIICPTU3;

2) mpuHUMAeT pelIEHUE O BbIJaye pa3pelieHUss Ha MPOBEACHHE KIMHHYECKOTO HCCIIEeIOBAHUS
JICKapCTBCHHOTO Mpernaparta i MEIUIIMHCKOTO NPHMEHEHUsS WU 00 OTKa3e B BBIJAYE YKA3aHHOTO
paspeleHus;

3) BBIIACT pa3pelleHre Ha MPOBEICHUE KIMHUUYECKOTO MCCIIEJOBAaHUs JEKapCTBEHHOIO IpenapaTa
IUIE MEAMLIMHCKOTO INPUMEHEHHUs WIM pellleHHe 00 OTKa3e B BbIJau€ YKA3aHHOI'O pa3pellieHus ¢
YKa3aHHUEM IIPUYMH OTKa3a.
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8. OcHOBaHHEM AJIs1 OTKa3a B BbIAA4Y€ PA3pCIICHUA Ha IIPOBCACHHUC KIMHUYCCKOI'O HCCICAOBAHHA
JICKApCTBCHHOTI'O ITpf€riaparta AJid MCAUIHUHCKOIO NPUMCHCHUA ABJIACTCA HAJIMYUC 3aKIOUYCHUA KOMUCCUU
OKCIICPTOB HJIM 3aKIIFOYCHHA COBETA II0 O3THKC O HCEBO3MOXHOCTH IIPOBCIACHHA KIHMHHUYCCKOI'O
HCCIICAOBaHUA JICKAPCTBCHHOI'O IIpfriapara ajd MCEAULIUHCKOIO MNPUMCHCHHA 110 pPE3yjibTaTaM
MMPOBCACHHBIX JKCIICPTU3, IPECAYCMOTPCHHBIX YaCThIO 6 HaCTOSIIEH CTaThU.

9. Pemenne 00 oTkase B MPOBEACHUM SKCIEPTU3bl JOKYMEHTOB JIs IOJIyYE€HHUS pa3pellieHus Ha
IPOBE/ICHUE KIIMHUYECKOT0 MCCIIE0OBAaHUS JIEKAPCTBEHHOIO Ipernapara JUlsi MEAMLMHCKOTO MPUMEHEHHsI
U DTHYECKOH OKCIICPTHU3BI W B BbIAAYC pPa3pClICHHMA Ha MPOBCACHUC KIMHUYCCKOTO HCCICAOBAHHA
JIEKapCTBEHHOI'0 IpenapaTta Uil MEIULMHCKOIO NPUMEHEHHsS MOXKET ObIThb 00’KaloBaHO B IOPAJKE,
YCTaHOBJIEHHOM 3aKoHoAaresnbcTBoM Poccniickoit denepanun.

CraTtbsa 39.1. 3Tnyeckas akcnepTu3a
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. OTnueckas IKCIICPTHU3a NPOBOAUTCA COBCTOM IIO 3TUKE, CO3AAHHBIM B IMOPAAKE, YCTAHOBJICHHOM
YIOJIHOMOYCHHBIM @eﬂepaﬂbHHM OopraHom HCIIOJIHUTCILHOMN BJIaCTH, B ICIX BbIJa4YW 3aKIHOYCHU 00
9THYECKOH 000CHOBAHHOCTH BO3MOKHOCTHU MMPOBCACHUA KIMHUYCCKOTI'O HMCCICAOBAHUSA JICKAPCTBCHHOI'O
npemnapara Jjid MCIUIUHCKOTIO IPUMCHCHHA.

2. DKCnepTaMu COBETA MO ATHKE MOTYT OBITh MPEACTABUTEIN MEIUIIUHCKUX OPTaHU3AlNMi, HAyYHBIX
OpraHm3aiyii, 00pa30BaTEIBHBIX OpraHU3allMii BBICHICTO OOpa3oBaHHSA, a TakKXKe MPEACTABUTEIN
OOIIECTBEHHBIX OpPTraHU3AlMM, PEIUTHO3HBIX OpraHU3aluid U CPeICTB MaccoBoi MHopMmaruu. JlaHHbIE
AKCIIEPTHl HE JOJDKHBI HAaXOIUTHCS B KAaKOW-THOO 3aBHUCHMOCTH OT pPa3pabOTYMKOB JIEKapCTBEHHBIX
MpenaparoB U JPYrux JIll, 3aMHTEPECOBAHHBIX B PE3YyJbTAaTax 3THUYECKON 3KCIEPTU3BI.

3. Omnara yciyr SKCIEPTOB COBETa IO OSTHKE OCYIIECTBISETCS HAa OCHOBAHWMHU JIOTOBOPA,
3aKJIFOUYCHHOTO MEXY YIOJHOMOYEHHBIM (eaepalbHbIM OPraHOM HCIOJHUTEIBHOW BIACTH, KOTOPHIM
CO3J]aH COBET IO OTHKE, W OSKCIEPTOM COBETa IO JTHUKE, 3a CYET OFJDKETHBIX aCCHUTHOBAHHI,
[PEAYCMOTPEHHBIX YIIOJHOMOYEHHOMY (elepalbHOMY OpraHy HCIOJHUTEIBHON BIaCTH, KOTOPBIM
CO3/IaH COBET IO JTHKE, B (pelepaibHOM OFOJDKETE HAa COOTBETCTBYIOIIMM ToJl HA OOECICUYCHUE €ro
JeATeNILHOCTH, B pa3Mepax, ycTaHoBlIeHHbIX [IpaButenscTBoM Poccuiickoit denepanuu.

4. DKcnepThl COBETa MO ITHUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOIATEIHCTBOM
Poccuiickoit deneparumu.

5. CocraB coBeTa IO ITHKE, [10JIOKEHUE 00 3TOM COBETE, IOPSIOK €ro IesTEIbHOCTH, TPEOOBAaHUS K
KBAJM(HUKALMU U ONBITY pabOThI IO SKCIEPTHOM OIIEHKE HAYYHBIX, MEIUIUHCKUX U ITHYECKUX aCHEKTOB
KIIMHUYECKUX  HCCJIEOBAHUM  JIEKapCTBEHHBIX IpenapaTroB Ui  MEIULUHCKOIO  IMPUMEHEHHUS,
IpeabsBIIsieMble K JKCIepTaM COBETa IO 3THUKE, IOPSJIOK OpraHu3allMd U MPOBEICHHS 3THUECKOU
AKCHEPTHU3bL, (hopMa 3aKIIOYCHUSI COBETA IO 3TUKE YCTAHABIMBAIOTCS YIIOJTHOMOYECHHBIM (peliepaibHBIM
OpPraHOM HCIOJHUTENBbHOM BiacTu. Yucno mnpeacraBuTeneil MEIMIUHCKMX OpraHU3alUil He MOXeT
IIPEBBILIATH ITOJIOBUHY OT OOIIEr0 YKCIIa HKCIIEPTOB COBETA I10 ITUKE.

6. Uudopmanuss o cocraBe coBeTa MO STUKE, IJIaHAX ero paboThl U TEKyIIeH OesTEIbHOCTH
pa3memiaercs Ha O(DHIMAIBHOM CaiTe YIOJHOMOYEHHOTO (heepalbHOrO OpraHa HCIOJHUTEIBHON
BJ1acTu B ceTu "MHTepHET" B yCTAaHOBIEHHOM UM IMOPSIKE.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Aata coxparerms: 15.07.2021

Cratbsa 40. NpoBeaeHne KNMHUYECKOro UccrneaoBaHUA FfieKapCTBEHHOro npenapara
OnA MeaULMHCKOro NnpuMeHeHuns

1. PykoBoauTens MEOWIIMHCKOW OpTraHW3AlMH, KOTOpas IMPOBOJIUT KIMHUYECKOE HCCIICIOBAaHUE
JIEKapCTBEHHOTO  Mpemapara JUisli  MEIULMUHCKOrO  TNPUMEHEHHs, Ha3HadyaeT  HCCieI0BaTels,
OTBETCTBEHHOTO 3a MPOBEACHUE TAKOTO HCCIEIOBAaHUS W HMEIOMIETO JICYeOHYI0 CHEIHaIbHOCTD,
COOTBETCTBYIOIIYI0 TPOBOJAUMOMY KIMHUYECKOMY HCCJIEIOBAHUIO JIEKApPCTBEHHOTO Ipenapara, co
CTa)keM paboThI MO MpOorpaMMaM KJIMHUYCCKUX WCCIIEAOBAHUN JICKAPCTBCHHBIX IMPENapaToB HE MEHEe
4yeM TpU rojJa W 1O €ro NpeJIOKEHHI0 Ha3HayaeT CoucCieloBaTeNeld M3 4YHuclia Bpadeill »Toi
MEIHUIIMHCKON OpraHu3aluH.

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

2. HccrnenoBatenb OCYIIECTBISET BBIOOP MAIMEHTOB, KOTOPHIC IO MEIUIIMHCKAM TIOKa3aHUSM
MOTYT OBITh MPUBIEYEHBI K YY4aCTUIO B KIMHMYECKOM HCCIIEJOBAaHMM JIEKAPCTBEHHOIO IMpemnapara AJis
MEJIUIIMHCKOTO MPUMEHECHHUS.

3. HccnenoBaTrens M COMCCIEAOBATEIM  JOJDKHBI OBITb O3HAKOMJIEHBI C pe3yiibTaTaMu
JOKJIIMHUYCCKOI'O HUCCICIO0BaHUA JICKApCTBCHHOT'O CpcacTBa, COACPpKAUMHUCA B 6pOHIIOp€
HCCIICOOBATCIIA, IIPOCKTOM IIPOTOKOJIA KIIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCIiapara AJid
MCIUIHUHCKOI'0 MPUMCHCHMU, pa3pa60TaHHI)IM pa3pa6OT‘-II/IKOM JICKApCTBCHHOTI'O ITpfriapara WJIM WHBIM
OPpUIUYCCKUM JIMIOM, IIPUBJICKACMBIM K OpraHu3aluyd IIPOBCACHUSA KIIMHHUYCCKOI'O HCCICIOBAHUA
JICKApCTBCHHOI'O IIpfcIliapata ajd MCIUIHUHCKOrO IMPHUMCEHCHUA, W JPYrMMU MaTCpUualaMH TaKoOro
HCCIICIOBaHUA.

3.1. PykoBoauTenb MEAUIIMHCKOW OpraHU3ali B CPOK, HE MPEBBILIAIOLINI TpeX pabouux JHEH co
IHS Hadajla MPOBEACHUs KIMHUYECKOIO MCCIENO0BaHUs JIEKAPCTBEHHOIO IIpenapara il MEIULUHCKOIO
NPUMEHEHHS, COo00maeT 00 3TOM B YIOJIHOMOYCHHBIH (pelepalbHbIii OpraH HCIOJHUTEIHHON BIIACTH,
BBIJIABIINN pa3pellieHue Ha MPOBeIeHHE TAaKOro UCCIIE0BaHMs, IO YCTAaHOBICHHON UM (opMe.
(uactp 3.1 BBegena denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYIIECTBISIOUINE OpPraHU3alUI0 MPOBEICHHUS KIMHUYECKOTO HCCIIeI0BaHUS
JIEKapCTBCHHOT'O IIperapaTta JUis MEIUIIMHCKOTrO TPUMEHEHUS W YyKa3aHHbIe B 4YacTu 3 cratbu 38
Hactosimero denepajabHOr0 3aKOHA, B Clydyae HEOOXOJMMOCTH BHECEHUS HM3MEHCHHUH B IMPOTOKOI
KIIMHUYECKOTO MCCIICIOBAHUS JIGKAPCTBEHHOTO Ipernapara Jjisi MEIUIUHCKOTO MPUMEHEHHUs COOOINaoT
00 3TOM B YIIOJITHOMOYCHHBIN (eiepabHbIi OpraH UCIIOJHUTEIILHOW BJIACTH, BBIJABIIUN pa3pelicHue Ha
MIPOBE/ICHUE TAKOTO HCCIIEIOBAHNS, 110 YCTAHOBJICHHOW UM (popme.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma cooOmieHUs] O BHECEHHH HW3MEHEHHH B MPOTOKOJ KIMHUYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOIO IIpernapara JJis MEIULHUHCKOrO IPUMEHEHUS JOJKHA COAEPKATh CICAYIOLIUE CBEICHUA:

1) HauMeHOBaHME, UICHTU(PUKALIMOHHBIN HOMEp U JaTa MPOTOKOJIa KIMHUYECKOTO UCCIICIOBAHNUS;
2) naTa BHECEHUS U3MEHEHHH B MPOTOKOJI KIIMHUYECKOT'O UCCIICOBAHUS;
3) HaMMEHOBAaHKE U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HaMMEHOBaHHWE OpraHU3allUM, MPUBJICUYECHHON pPa3zpabOTUMKOM JIEKapCTBEHHOIO IMperapara K
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HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

OopraHu3anuu MMpoOBCACHUA KIIMHUYCCKOI'O UCCIICA0OBAHUS (HpI/I HaJ'II/I‘lI/II/I);

5) HaMMCHOBaHUA M MCECTAa HAXOXACHUA MCIAUIIHMHCKHX opraHmauHﬁ, B KOTOPBIX ITPOBOAUTCHA
KIIMHNYCCKOC UCCICA0OBAHUC,

6) mara BbIAUM Pa3peIICHUs] HA TMPOBEJICHHWE KIMHUYECKOTO WCCICIOBAHUS U HOMEp 3TOrO
paspelieHus;

7) u3MeHEeHHUs, BHOCUMBIE B TPOTOKOJI KJIMHUYECKOTO UCCIICOBAHMUS.
(uacts 4.1 BBenena @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NMpeBBIIAIONINN TPUANATA PAOOUUX JHEU CO JTHS MOJy4eHHUs yKa3aHHOTO B 4actu 4
HACTOAIIEH CTaTbu COOOUICHMS, YHMOJHOMOYEHHBIH (enepaabHblii OpraH HCHOJHUTENBHON BIACTH
paccMaTpuBaeT 3TO COOOLIEHHE B YCTAHOBJICHHOM UM MOPSAKE U NPUHMMAET PELICHHUE O BHECEHHUH
M3MEHEHUN B MPOTOKOJ KIMHUYECKOrO0 MCCIIEJOBAaHUS JIEKAPCTBEHHOrO MpernapaTta Uisi MEIULIMHCKOTO
NpPUMEHEHHS WM 00 OTKa3e BO BHECEHHWH TakuxX wW3MeHeHWH. [Ipm paccMoTpeHMH coOOIIEHHUS O
HEOOXOUMOCTH BHECEHHUS HM3MEHEHH B MPOTOKOJ KIMHHUYECKOrO HCCIEAOBAHUS JIEKAPCTBEHHOTO
mpenapara Uil MEAMIMHCKOTO TIPUMEHEHHUsT B IIENAX OIEHKH OOOCHOBAaHHOCTH IIpeJIaraeMbIX
W3MEHEHUN U OIpENENICHHs] CTENEeHU PUCKA JUIsl MAalHUEHTOB, MPUHUMAKOLIMX YYacTHE B KIMHUYECKHUX
UCCIIEIOBAaHUAX, YIOJIHOMOUYEHHBIM (elepalbHbIM OpPraHoM MCIOJHUTEIbHOW BJIACTH  MOTYT
MIPUBJIEKATHCS SKCIIEPTHI COBETA MO ITUKE.

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

6. KiuHuueckoe wucciieoBaHUE JIEKapCTBEHHOTO IMperapara sl MEAUIMHCKOIO MPUMEHEHUs
MOXET OBITh MPHOCTAHOBIICHO WJIM MPEKPAIICHO, €CIM B MpPOIEcce €ro MpoBeNeHHUs OOHapyX eHa
OMAaCHOCTb JJIsl )KU3HH, 3JJOPOBbsI MAIUEHTOB. B ciiyyae BO3HUKHOBEHUSI OIACHOCTH JJIS )KU3HU, 3JI0POBbS
MAlUEHTa, YYacTBYIOIIEr0 B KIMHUYECKOM HCCIEJOBAHMM JIEKAPCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO TMPUMEHEHHs, HCCIeN0BaTeNU 00s3aHbl MPOUH(DOPMHUPOBATH 00 3TOM PYKOBOAMUTENS
MEIUIMHCKOM OpraHu3allid W  OpraHM3aliio, I[OJYYUBUIYIO pa3pellieHHe  YINOJIHOMOYEHHOI'O
denepanbHOrO OpraHa HWCIOJHUTEIBHONW BJIACTH Ha OpPraHU3alUI0 MPOBEACHUS KIMHHUYECKOTO
HCCIIeIOBaHMS JIEKAPCTBEHHOIO IIpenapara. Perienyre o npuocTaHOBIEHUN KIMHUYECKOTO MCCIEA0BaHUs
JIEKApCTBEHHOT'0 Ipenapara Jjs MEIULMHCKOTO NMPUMEHEHUs] TPUHUMAIOT PYKOBOAUTEIb MEIULUHCKON
OpraHu3aIiy U (MJIM) OpraHu3anys, MOJyYHBINAs pa3peuieHne YIIOJTHOMOYEHHOTO (eIepaJIbHOro OpraHa
WCIIOJTHUTEJIbHOW BJIACTM HA OPraHU3ALMIO0 MPOBEACHUS KIMHUYECKOI'O HCCIEAOBAHUS JIEKAPCTBEHHOIO
npernapata JUisi MEOUIMHCKOrO IPUMEHEHMsI, pELIEHHWE O TMPEeKpalleHUd TaKoro HCCIel0BaHus
MIPUHUMAET YIIOJHOMOUYEHHBIN (efepanbHblii OpraH UCIOIHUTEIbHONM BJIACTH HA OCHOBAHUM COOOILIEHUS
B IHUCBMEHHOM (opMe pPYKOBOAMUTENS MEAMIIMHCKOW OpraHU3aluy WIM OpraHu3alus, HOJy4uBIIAs
paspelleHrue YIoJIHOMOYEHHOTo (eepaqbHOr0 OpraHa HUCHOJHUTENbHOM BIACTH HAa OpraHU3alUIo
IIPOBEICHUS KJIMHUYECKOT O UCCIIE0BAHUS JIEKAPCTBEHHOI O IIpernapara sl MEAULIMHCKOTO IPUMEHEHUSI.

7. B cpok, He NpeBbIIAIOIIUN MATH PabOYMX AHEH CO JHS 3aBEPLICHMs], TPUOCTAHOBICHHS WU
IMpCKpalCHus KIIMHHUYECKOI'O HUCCIICAOBaHUA JICKApCTBCHHOT'O npemnapara i MEIULINHCKOI'O
IPUMEHEHHs, COOOlIeHne 00 3TOM HampaBiseTcs OpraHu3alUsAMH, YKa3aHHBIMM B 4acTH 3 cTaThbu 38
Hacrosimero denepanbHOTO 3aKOHA, B YIOJTHOMOUYEHHBIN (ellepaibHbIii OpraH MCIOJHUTEIBHON BIIACTH
10 YCTAHOBJICHHON UM (hopMe.

8. ®opma cooOmCHHUSI O 3aBEPIICHWH, NPUOCTAHOBICHUM WU TPEKPANICHUH KIMHUIECKOTO
UCCIIeIOBaHMS JIEKAPCTBEHHOTO MpernapaTa Jijisi MeIUIUHCKOTO IPUMEHEHUS JOKHA COJIePKaTh:
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1) uadopmaiuio 0 MEIUIIMHCKON OpPraHM3alliyd WM MEIUIMHCKUX OpraHu3alusaX, MPOBOJIMBIINX
JIaHHOE MCCIIEIOBAHUE;

2) OIMHUCaHUC NJAaHHOI'O UCCIICAOBAHMA,

3) nmanHbIe uccienoBatelns (pamuvs, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMAaeMasi JOJKHOCTH,
CIEUATBHOCTb, CTAXK PaOOTHI IO MPOrpaMMaM KIIMHUYECKUX UCCIICIOBAHUH JIEKAPCTBEHHBIX MPENapaToB,
NepevYeHb KIMHUYECKUX HCCIICIOBAHUI JIEKAPCTBEHHBIX MPEMapaToB, B KOTOPHIX OH NMPUHUMAJ Y4acTHE
(TIeproIbI y4acTHsl) B Ka4eCTBE MCCIICIOBATEIS UM COMCCIICIOBATES);

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynbTaT JAaHHOI'O MCCIENOBaHUs (3aBeplleHUE, IPUOCTAHOBICHUE WIN MPEKPALIEHUE 1aHHOTO
HCCIICA0BaHMA C YKA3aHUEM UX IIPUYHH WU BJIIMAHHA HA OLCHKY €ro pe3yjbTaToB, O6H1y10 OLICHKY pHCKa U
OKHUJaeMOH TMOJb3bl OT MPUMEHEHUs MCCIeIyeMOro JICKapCTBEHHOIO IIpemapara, a Takxke
IperoiaraeMble JajbHenIme 1eMcTBys).

8.1. Ilpu BbIsBIeHUM (eAepaibHBIM OPraHOM MCIIOJHUTENbHON BIIACTH, OCYLIECTBISIOIINM
(GYHKIMM TIO KOHTPONIO W Hau3opy B cdepe 3IpaBOOXpaHEHHs, HAPYNICHWHA NpaBWI HaJIeKaIIen
KJIIMHUYECKOW IPAKTUKHA IpPHU INPOBENECHUU KIMHUYECKOIO HCCIENIOBaHUS JIEKApCTBEHHOIO Ipenapara,
BJIUSIOIIMX HA MOJHOTY M (MJM) JIOCTOBEPHOCTh JAHHOI'O KJIMHUYECKOI'O HCCIIEOBaHUS, YKa3aHHBIN
(benepanbHbIl OpraH MCIOJIHUTEIBHON BJIACTH IPUOCTAHABIMBACT MPOBEACHUE JAHHOTO KIMHUYECKOTO
HCCIIEA0BAHUSA U BBIHOCHT MEIMIIMHCKOM OpraHM3alud, B KOTOPOM IMPOBOJUTCA AAHHOE KIMHUYECKOE
UCClieIoBaHNe, TMpellucaHue o0 YCTpaHeHMM BBISBICHHBIX HapywmeHuil. Ilpu HeycTpaHeHun
MEIULMHCKOM OpraHu3aliedl BBIBICHHBIX HApYyLICHWH B YCTAHOBICHHBIM B MPEIIHCAHUHU CPOK
yKa3aHHbII (enepanbHblii OpraH HCHOJHMUTENBHOM BIAacCTH NPUHUMAET pELIEHHE O NpeKpalleHUH
MPOBEICHUST KIMHUYECKOTO MCCIENOBaHMs JICKAPCTBEHHOTO MpenapaTa W HampaBiseT B (eaepanbHbIH
OpraH MCIIOJIHUTEIbHON BJIACTH, OCYIIECTBISIIOIMI (QYHKIMU 1O BbIpaOOTKE U peanu3aluu
rOCYJapCTBEHHON TOJUTUKA M HOPMAaTHBHO-TIPABOBOMY DPETYJIHPOBAHHUIO B cepe 3IpaBOOXpaHEHHUS,
3aKJIFOYEHUE O BBISBICHHUM IIPU MIPOBEIECHUU JTaHHOTO KIMHHYECKOTO MCCIEN0BAaHUS HapyLICHUH IIPAaBUII
HaJIeXkKalleld KIMHUYECKON NMPaKTUKU JJIs IPUHATUS pelIeHHs] 00 OTMEHE pa3pelieHUs] Ha OpraHu3aluio
IIPOBEJICHUS JTAHHOTO KIMHUYECKOIO HCCIIECNOBAHMS C JIAThl NPHUHATHUSA PELICHHS O MPUOCTAHOBJICHUU
IIPOBEACHUS KIMHUYECKOTO NCCIIEA0BAaHU JIEKAPCTBEHHOTO IIpenapara.

(uacts 8.1 B pea. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. VnonHOMOYEHHBIH (enepaabHBId OpPraH HCIOJTHUTEIBLHOW BJIACTH OIMyOJMKOBBIBACT U
pasmemiaeT Ha CcBoeM oduIHMaTbHOM caiite B cetn "MHTepHer" cooOlleHHe O 3aBEpIICHUH,
MIPUOCTAHOBIICHUU WJIM TPEKPAIICHUN KIMHUYECKOTO HCCIICAOBaHUs JICKAPCTBCHHOIO IIperapara s
MEIUIUHCKOTO MPUMEHEHHsI B CPOK, HE MPEBBIMIAIONINN MSTH PabOYMX JHEH CO JIHS €ro MOJy4YCHHUs, B
YCTaHOBJICHHOM UM TIOPSIZIKE.

10. YnonHoMoueHHbIN (enepanbHblii OpraH HCHOJHHUTENbHON BIACTH OCYILECTBIISET BEAECHUE
peecTpa HCCHGI{OB&TGHGI\/JI, MMpOBOAAINIUX HJIM IMMPOBOAMBIINX KIMHHUYCCKUC MCCICIOBAHUA JICKAPCTBCHHBIX
IpenaparoB Uil MEIUIMHCKOIO NPUMEHEHUs, B COOTBETCTBUM C YTBEPXAECHHBIMU MM NpaBUIAMU U
pasMemiaeT ero Ha cBoeM o¢uIMambHOM caiite B ceTH "MHTepHET" B YCTAaHOBJICHHOM UM IOPSJIKE.
VYKazaHHBII peecTp COAEPKUT UH(POPMAILHIO, TPETyCMOTPEHHYIO ITYHKTOM 3 yacTu 8 HACTOsIIEH cTaTbhH.

11. Otyer o pe3ynbrarax KIMHUYECKOTO MCCIEIOBAHUSA JICKAPCTBEHHOI'O IMpenapara s
MEIUIIMHCKOTO MPUMEHEHHs COCTAaBIISIETCS OpraHu3aluel, yka3aHHOW B 4acTH 3 CTaTbd 38 HACTOSILIErO

www.consultant.ru Crpannna 96 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=173380&date=15.07.2021&dst=100050&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=203764&date=15.07.2021&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=182628&date=15.07.2021&dst=100034&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=178535&date=15.07.2021&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=178535&date=15.07.2021&dst=100009&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

@denepalIbHOTO 3aKOHA, Ha OCHOBAHMM 3aKIIOYCHMM MEIMLMHCKMX OpraHW3alui, IMPOBOAMBIIUX 3TO
UCCIIEIOBaHUE, U MPEICTABISIETCS B YIOJHOMOYEHHBIN (hefiepanbHblii OpraH HCIOJIHUTENbHON BJIACTH,
BBIIABIIMI pa3pellIcHUE Ha MPOBEACHUE 3TOIO UCCIEIOBAHUSA, B CPOK, HE MPEBBIIAIOLINI TPEX MECSLEB
CO JHS €ro 3aBepUICHUs, IPUOCTAHOBICHMS WIM IPEKpalleHUs, B MOPSAAKE, YCTAaHOBIECHHOM
YIIOJIHOMOYEHHBIM (e/iepabHbIM OPraHOM HCIIOJIHUTENBbHON BIIACTH.

12. Hapymenue npaBui Hauiekalmled KIMHUYECKOW TNPaKTHKH, (QambCHpHUKanus pe3yIbTaToB
KJIMHUYECKOI'O HCCIIEZI0BAaHUs JIEKAPCTBEHHOIO Ipernapara A MEJIULUHCKOrO MPUMEHEHMs BIEKYT 3a
co0O# OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/AATENLCTBOM Poccuiickoit @eneparuu.

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

13. [Ipu npoBeAeHNU KIMHUYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHOTO TMpenapara JJjisi MEAUIITHCKOTO
MIPUMEHEHHS JOMYCKaeTcs 3a00p y MAIlMeHTOB OMOJOTMYECKUX MaTepuanoB (00pasiisl OMOJOTHYECKHX
KHUJIKOCTEH, TKAHEW, CEKPETOB M MPOAYKTOB >KU3HEIEATEILHOCTH YENOBEKa, (PU3MOJOTUYECKUX U
MATOJIOTUYECKUX BBIJICJICHHM, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPIaHU3MOB, OMOINCHITHBIA MaTepHua)
it ux u3ydenus B Poccuiickoit denepanuu u (wiin) 3a npeaenamu Poccuiickon ®@enepanuu.

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

14. Ilopsnok BBo3a B Poccuiickyro ®denepaunio u BbIBO3a 3a mpenenbl Poccuiickoit ®eneparuun
OMOJIOTMYECKUX  MaTepuasioB, IIOJIYYEHHBIX IPU IPOBEACHUU  KJIMHUYECKOI'O  MCCIEIOBAHUSA
JIEKapCTBEHHOI'O IIpernapaTa Jjsi MEAMLMHCKOIO IPUMEHEHHUs, ycTaHaBinuBaercs IIpaBurenbcTBOM
Poccuiickoit denepariuu.

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

Cratbs 41. [loroBop O NpoBeAeHMU KITMHUYECKOro uccrnenoBaHUsA reKapCTBEHHOro
npenapara Ans MeaULUHCKOro NpuMeHeHus

1. KnuHuueckoe uccieqoBaHHe JIEKApCTBEHHOTO IIpermapaTa i MEIULHUHCKOTO NPUMEHEHUS
MIPOBOJIUTCSA B COOTBETCTBUU C JOTOBOPOM O MPOBEACHUH KIMHUYECKOTO UCCIEIOBAHUS JICKAPCTBEHHOTO
mnpermapata Juisi MEIUIIMHCKOTO MPUMEHEHMS, 3aKJII0YaeMbIM MEXIy OpraHu3aluel, [OIy4YHuBILIeH
paspelieHre YHnoJHOMOYEHHOTO (eaepaibHOTO OpraHa HCIOJIHUTENIBHOW BIIACTH HAa OPraHU3aIHIo
MIPOBEJICHUSI TAKOTO HCCIEIOBAHMS, W MEAMIMHCKOW OpraHU3alMel, OCYIIECTBISIONICH NpoBeleHUe
TaKOI'0 UCCIIEJOBAHMSL.

2. I[OI‘OBOp 0 MPOBCACHUU KIMHHUYCCKOI'O MCCICAOBAHUA JICKAPCTBCHHOI'O IIpfCllapaTta IJIsd
MCIUIHUHCKOI'O MPUMCHCHUS JOJIKCH COACPKATD!:

1) YCJIOBUS U CPOKHU NPOBCACHUS JaHHOI'O UCCIICAOBAaHUA,

2) ompezneneHre OOIIEH CTOMMOCTH MPOrpPaMMbl JTaHHOTO HCCIIEOBAHUS C YKa3aHHEM CYMMBI,
NpeIHa3HAYArOIICHCS TSl BBITLIAT UCCIIC0BATEIISIM, COUCCIICIOBATEIISM,

3) onpenenenue GOpMbl MPEACTABICHUS PE3YJIbTATOB JAHHOTO MCCIIEAOBAHUS B YIIOJTHOMOYCHHBIN
(benepanbHbIN OpraH UCIOJHUTEIBHOMN BIACTH.

Crtatbna 42. dunHaHcoBoOe obecneyeHue KNMUHUYECKOro nccriegoBaHus
NeKapCTBEHHOro npenapara ana MeauLUHCKOro NnpuMeHeHus

www.consultant.ru Crpannna 97 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=203764&date=15.07.2021&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100646&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100647&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=371911&date=15.07.2021&dst=100008&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=15.07.2021&dst=100648&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

dunancoBoe obecreueHue KIMHUYECKOIO HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara JIA
MCIUIHUHCKOI'O0 MPUMCHCHUSA OCYIICCTBIISACTCS 3a CUCT!

1) cpenctB denepalbHOTO OKOKETA;

2) CpeAcTB OpraHu3alvid, MOJYYMBIIMX pa3pelIeHHEe Ha OPraHU3aIHMI0 IPOBEICHUS JAHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUHU C YCIOBUSIMU JOTOBOPA O €r0 MPOBEACHUN;

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAAaTeIbCTBOM Poccuiickoit deaepanuu HICTOYHUKOB.

Cratba 43. I'IpaBa nauneHToB, y4YacTBywwnx B KIIMHU4YeCKOM wucclnegoBaHuUun
JNNeKapCTBeHHOro npenaparta agnd meaguuMHCKOro npuMmeHeHunsA

1. VYwuacrtme MangueHTOB B KIMHHUYCCKOM HCCIICAJOBAHUMU JICKAPCTBCHHOI'O IIpCliapara JId
MCIUIUHCKOI'O MPUMCHCHUS ABJISACTCA I[O6pOBOJII)HbIM.

2. TManueHT WM €ro 3aKOHHBIM MPEICTABUTENb JODKEH ObITh MH(OPMHUPOBAH B MHUCHMEHHOMN
dopme:

1) O JICKApCTBECHHOM Ipfcrapare i MCAUINHUHCKOIO IMPUMCHCHUA U CYHIHOCTU KIMHUYCCKOTO
HCCIICA0BAaHUA 3TOT'O JICKAPCTBCHHOI'O IIpIiapara,

2) o 0e30macHOCTHU JIEKApCTBEHHOrO Mpernapara JUisi MEJUIIMHCKOTO IMPUMEHEHUs, ero 0XHUIaeMoi
3G GEKTUBHOCTH U CTETICHH PHCKA IS NAIMCHTA,

3) 00 YCIOBUAX YUACTHUS MMAITUCHTA B KIIMHUYCCKOM HCCIICAOBAHNHU JICKAPCTBCHHOTI'O IIpeIiapaTa JJIsd
MCIUIUHCKOI'O IPUMCHCHMUA

4) 0 OCjii WM HEIX W IIPOJAOJDKUTCIBHOCTH KIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O
npenapara ajisd MECIUIUHCKOTO IPUMCHCHUA

5) 0 HeﬁCTBHHX MManueHTa B CJIy4ac HCHIPCABUIACHHBIX 3(1)(1)6KTOB BJIMSAHHUA JICKAPCTBCHHOTI'O
npemnapara Jjid MCIUIUHCKOTrO IPUMCHCHHA Ha COCTOAHUC €TI0 3J0POBbA;

6) 00 YCJIOBUAX 00513aTeNIHLHOIO CTpaxOBaHUs XHU3HHU, 30POBbS ITALIUCHTA,

7) 0 TapaHTHAX KOH(l)I/IILGHIII/Ia.HI)HOCTI/I ydyacTusa malMCHTa B KIMHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOI'O IIpCIiapara JJid MCIUIUHCKOI'O IIPUMCHCHUA.

3. HO6pOBOJH)HO€ CcorjiaCue MnanueHTa Ha y4aCTUC B KIIMHUYCCKOM HMCCIICAOBAHUU JICKAPCTBCHHOI'O
npeiapara il MCIAUIMHUHCKOIO IIPHUMCHCHHUS IIOATBCPIKAACTCA C€ro IOAINMCbIO HWIKM IOAIIMCBIO C€I'o
3aKOHHOI'O IMMPCACTAaBUTCIIA Ha I/IH(l)OpMaIII/IOHHOM JIUCTKEC IMallUCHTA.

4, HaI_II/ICHT WM €ro 3aKOHHBIN MNpeACTaBUTCIIb HUMCECT TIIpaBO OTKAa3aTbCA OT Y4YacCcTus B
KIMHUYCCKOM HMCCJICAOBAHUU JICKAPCTBCHHOI'O IIp€rapara 1 MCIUIHWHCKOIO NPpUMCHCHHA Ha JIF000H
CTauu IMMPOBCACHUA TAKOT'O HCCIICJOBAHUA.

5. HpOBeZ[GHI/Ie KIIMHUYCCKOIr'o HMCCICIOBAHUA JICKAPCTBCHHOI'O IIpfriapara Ajid MEAUIMHCKOI'O
MPUMCHCHUSA C YUACTUCM B KAYCCTBC MAIlUCHTOB ,Z[eTeﬁ AOIIYCKACTCA TOJIBKO C COIJIaCUA B MMMChbMEHHOM
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dopMe uMX poamTenei, ychlHOBUTeNeW. JleTh MoryT paccMaTpuBaThCsi B KauyeCTBE HMOTCHIUAIBHBIX
MAIMEHTOB TAKOTO MCCIIEAOBAHMUS, TOJIBKO €CIIH €r0 MPOBEICHUE HEOOXOAUMO JUI YKPEIUICHHS 310POBbs
aeTei nim npoUIAKTUKH WHPEKIIMOHHBIX 3a00JIeBaHUN B IETCKOM BO3PAcTe JIMOO €CIH LENbI0 TaKoro
WCCIICIOBAHUS SIBIISICTCS MOJyYCHHUE MAHHBIX O HAWIy4IIeHd MO3MPOBKE JIGKAPCTBEHHOTO Tperapara Julst
JedeHus: Jereil. B 3Tux ciaydasx TakoMy HCCIEIOBAaHHIO JOJDKHO TIIPEIIIECTBOBATh KIMHHYECKOE
WCCIIEIOBAaHNE JIGKAPCTBEHHOTO Mpenapara Uil METUIIMHCKOTO NPHUMEHEHHS Ha COBEPIICHHOJETHUX
rpakiaHax, 3a HUCKIIOYCHHEM CIy4aeB, €CIM HCCIEAyeMbIi JIeKapCTBEHHBIH mpemapar uis
MEOUIIMHCKOI'O MMPUMCHCHUA npeaHasHaucH HUCKIIIOYUTCIBHO JJIsA HCIIOJIb30BaHUA
HECOBEPILECHHOJIICTHUMH T'PaKIaHaMU.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpemaeTC$[ IMPOBCACHUEC KIMHHUYCCKOI'0O MCCICAOBaHUA JICKAPCTBCHHOI'O IIpCliapaTa IJIsd
MCIUIHUHCKOI'O MPUMCHCHUS C YUACTUCM B KQYCCTBEC MMAlMCHTOB!

1) neTei-CUpOT U AETEH, OCTABIINXCS O€3 TMOTICUCHHS POIUTEIICH,

2) SKEHIIMH B TMepuoj OEepeMEHHOCTH, JKCHIIMH B TIEPHOJ TPYAHOTO BCKapMJIMBAHHS, 3a
UCKIIIOYEHUEM CIIy4aeB, €CIM MPOBOAMUTCA KIMHHUUYECKOE HCCIeOBAaHUE JIEKapCTBEHHOIO Iperapara,
MPETHA3HAYCHHOTO IS YKa3aHHBIX JKCHIIUH, MPU yCIOBUU HEOOXOAMMOCTH TIONy4YeHUs WH(GOpMAIUU
TOJIBKO BO BpeMsl IPOBEJCHHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCIEIOBAHUNM M MPHUHITHA BCEX
HEOOXOUMBIX MEp IO HCKIIOYCHHIO PHCKAa HAHECEHHUsS Bpela JKCHIIMHE B TEpHUOJ OCpEeMEHHOCTH,
KCHILMHE B IEPUO/I TPYAHOT0 BCKAPMIIMBAHMSL, IIJIOy WU PEOCHKY;

3) BOCHHOCIYXAIlUX, 3a HUCKIIOYEHUEM CIIy4yacB IPOBEACHUS KIMHUYECKOIO HCCIEI0BAHUS
JIEKapCTBEHHOI'0 Ipernapara, CIEUUalbHO pa3pabOTaHHOrO Ul MPUMEHEHHs B YCJIOBUSAX BOEHHBIX
JEWCTBUHM, 4YpEe3BBIYAWHBIX CUTyallui, NPOQWIAKTUKA W JIeYeHUs 3a00JI€BaHUN H IOpPAKECHUH,
IOJYyYeHHbIX B  pe3ylbTaTe BO3JEHCTBHMS  HEOJArONpUATHBIX  XUMHMYECKHX, OMOJIOTHYECKHUX,
panuanuoHHbIX (pakTopoB. KilmHMuYecKkoe HCClIeOBaHME TAKOIo JIEKapCTBEHHOIO IIpenapara MOKET
IIPOBOAMTHCS C YYACTHEM B KQ4ECTBE IMALIUEHTOB BOCHHOCITYXKAILKX, 3a UCKIIOYECHNEM BOCHHOCIYKaIlUX,
MIPOXOSAIINX BOCHHYIO CIIYKOY IO MPHU3BIBY, C COOIIOEHIEM TpeOOBaHMUI, yCTaHOBIEHHBIX HACTOSALUM
@DenepallbHBIM 3aKOHOM B OTHOUICHUH I'PaXKIaHCKUX JIMLL;

4) cOTpyIHUKOB ITPaBOOXPAaHUTEIIbHBIX OPraHoOB;

5) nui, oTOBIBAIOIMX HaKa3aHWE B MECTaxX JIMIIEHUS CBOOOJIbI, a TaK)KE JIMI], HAXOMSIIUXCS O]
CTpa)Kel B CJICJICTBEHHBIX H30JIATOPaX.

7. JlomyckaeTcsi HpOBEJEHUE KIMHUYECKOIO HCCIIEAOBAaHUs JIEKAPCTBEHHOro Ipemnapara Juls
MCIUIHUHCKOI'0 IMMPUMCHCHUA, IPCAHA3SHAUYCHHOTO JJIA JICUCHUA IICUXUYICCKHUX 38,60JI€B8,HI/H>'I, C y4aCTucm B
Ka4yecTBE MalMEHTOB JIMI C TICUXUYECKUMH 3a00JI€BAHUAMU, IPU3HAHHBIX HEJIEECIIOCOOHBIMU B MOPSIKE,
YCTAHOBJIEHHOM  3aKOHOJaTenbCTBOM  Poccuiickoir  ®enepannn.  KinmHMYeckoe — MCClIEIOBaHHE
JIEKapCTBEHHOI'0 IIperapara B 3TOM clydae MPOBOJUTCSA NMPH HAJUYMU COIVIACUs B MHCbMEHHOH (hopme
3aKOHHBIX HpeZ[CTaBHTeJIeﬁ YKa3aHHBbIX JIMII.

CraTtbsa 44. O6sa3aTenbHOe CTpaxoBaHUe XU3HU, 340POBbA NauueHTa, y4acTByroLlero
B KIIMHUYECKOM WUCCNefoBaHUM JEeKapCTBEHHOro npenapata Ans  MeauuLMHCKOro
NnPUMeHeHuns

(B pen. @enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)
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1. Opranuzamnusi, TOJyYHBIIAs pa3pelieHUE Ha OpPraHu3aluio TMPOBEACHUS KIMHUYECKOTO
UCCIIEIOBaHMUS JIEKAapCTBEHHOI'O TMpernapaTta Uisi MEIUIMHCKOTO TNpUMEHEHHs, 00si3aHa B KauecTBe
CTpaxoBaTessi CTPAaxOBaTb PHUCK NPUYMHEHUS BpeAa KU3HHU, 30POBBIO NALMEHTAa B pe3yJbTaTe
IPOBEICHUS KIIMHUYECKOTO MCCIEA0BAaHUSA JIEKAPCTBEHHOIO Ipenapara il MEIULIMHCKOTrO IIPUMEHEHUS
3a CBOM CUeT IyTEeM 3aKJIFOUEHUS I0r0BOpa 00s13aTEIbHOTO CTPAXOBaHUS.

2. OOBeKTOM 00513aTEIHHOIO CTpaxOBaHUA ABJIACTCA I/IMyH_ICCTBCHHHﬁ HHTCPCC IIallUCHTA,
CBSI3aHHBIN C MNPpUYUHCHHUEM BpCJia €ro XM3HU HUJIKM 3J0POBbBIO B PC3YJIbTATC MPOBCACHHA KIMHHUYCCKOI'O
HCCIICOAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara 1JIs1 MCAUITUHCKOI'O IIPUMCHCHUA.

3. CTpaxoBbIM CIIy4aeM I10 JOTOBOPY 00S3aTeIHHOIO CTPAXOBAHUS SIBISICTCS CMEPTh IMAIIMCHTA WU
YXYyJIIEHUE €ro 3I0POBbs, B TOM UMCIIE BIEKYIEe 3a COOON YCTaHOBIEHUE WHBAJIUAHOCTH, MPU HATUYUU
MIPUYUHHO-CJICICTBEHHON CBSI3M MEXKIY HACTYIUIGHHEM JTOTO0 COOBITUS M yYacTHEM IallieHTa B
KJIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOT'O TIperapara.

4, Tpe6OBaHI/I$[ O BO3MCHICHMM Bpcaa, IMNPUYUMHCHHOI'O JKH3HHW MWW 3A0POBBIO IAIUCHTA,
NpCaABABIIAIOTCA B TCUCHHUC CPOKOB HCKOBOM JaBHOCTH, YCTAHOBJICHHBIX I'paXaaHCKUM
3aKOHOJAaTCIILCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIJIATHI 110 1OT'OBOPY 00513aTEJILHOIO CTpaxoBaHUA COCTABJIACT!

1) B ciiyuae cMepTH MaIMeHTa JBa MIJLIMOHA PyOJiell Ha KaXXJ0TO MAIMEeHTa, y4acTBOBABIIETO B
KJIMHUYECKOM HCCIIEI0BAaHNUH JICKAPCTBEHHOT'O Mpernapara;

2) npu yXyALLIEHUU 37]0pOBbs MALIUEHTA!

a) TOBJIEKIIEM 32 COOON YCTaHOBIIEHHWE MHBAIUIAHOCTU | rpyMIbl, OJMH MUIJUTMOH MSTHCOT THICSY
pyOieii Ha KaXJ0ro NAIMeHTa, YYaCTBOBABIIETO B KIMHWYCCKOM HCCIICIOBAaHUU JIEKAPCTBECHHOTO
npernapara;

0) moBJIEKIIeM 3a cOOOW yCTaHOBJICHHE WHBATWAHOCTH Il Tpymmbl, oguH MHJUTHOH pyOiied Ha
Ka)kJI0TO MallMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEA0BAaHUU JICKAPCTBEHHOTO IIpernapara;

B) MOBJIEKIIEM 3a CO0O# ycraHoBiieHHMEe WHBaNMUAHOCTH III rpymmbl, mSTHCOT ThICAY pyOned Ha
Ka)KJOro MalueHTa, y4acTBOBABLIETO B KIIMHUYECKOM MCCIIEA0BaHNH JIEKAPCTBEHHOTO Ipenapara;

') HE TOBJIEKIIEM 3a COOOW YCTaHOBJICHHUS WHBAJIUIHOCTH, HE O0Jiee 4eM TpHCTa ThicSd pyOJei Ha
KaKJOro TMaldeHTa, YYacTBOBABIIETO B KIMHUYECKOM MCCIEIOBAaHUU JIEKAPCTBEHHOTO Ipernapara,
HCXOJI W3 HOPMATHMBOB, OTPAXKAIOIIUX XapaKTep W CTENEHb MOBPEKICHUS 3/J0POBBS, a TaKKe
(baKkTUYeCKH TOHECEHHBIX MAIMEHTOM pacXOJ0B, BBI3BAHHBIX IOBPEXKIECHUEM 3J0pPOBbi, Ha
MEUIIMHCKYIO IOMOIIb, IPUOOPETCHHE JICKAPCTBCHHBIX MPETapaToB.

(nm. "r" B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbublil 3akon oT 22.12.2014 N 429-03.

7. CpOK A0rosopa 00513aTEJILHOIO CTpaxOBaHUsI HEC MOKCT OBITh MCHEC, UEM CpOK IIPOBCIACHUS
KIIMHUYCCKOT'O UCCIICAOBAHUSA JICKAPCTBCHHOTI'O IIpCIiapara.
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8. YcnoBus JoroBopa 00s3aTeNbHOTO CTpaxoOBaHMsA, B TOM YHUCIE CTpaxoBble Tapubl 10
00513aTEIbHOMY CTPaXxOBaHUIO, MEPEYeHbh HEOOXOTUMBIX JOKYMEHTOB IJIsi OCYIIECTBICHHS CTPaxOBOU
BBIIJIATHI, IOPSJIOK YCTAHOBJIEHHUS CTpaxoBaTeleM HWHAWBUIYAIbHOTO HACHTU(GHUKAIIMOHHOIO Koja
MManucHTa, IMopsaaoK I/IH(i)OpMI/IpOBaHI/Iﬂ CTPaxoBaTCJICM CTpaxOBHIUMKA O IMMPHUBJICYCHHLIX K KIIMHUYCCKOMY
UCCIIE/IOBAaHUIO JIEKApCTBEHHOTO IIpernapara Uil MEIUIMHCKOIO INPUMEHEHUs MalUeHTaX, MOpsAI0K
YIJ1aThbL CTanOBOfI MMpEeMHUH, NOPAAOK pan3ali OIPCACIICHHBIX HACTOAIINM CDGZ[Gpa.HBHI)IM 3aKOHOM H
ApyrumMu  QelepanbHbIMM 3aKOHaMU INpaB U OO0S3aHHOCTEH CTOPOH IO JIOTOBOPY 005S3aTENILHOTO
CTpaxOBaHHsA, a TaKKC HOPMATHBBLI, OTPAXKAIOIMIKUC XapaKTCp MW CTCICHBb IMOBPCKIACHHA 300POBbA,
YCTaHaBJIMBAIOTCS TUIIOBBIMU MPaBHIIaMH 0053aTE€IbHOIO CTPAXOBAHUS.

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

9. B cnyuyae npu4MHEHUs BpeJa KU3HU MAlMEeHTa, yYaCTBOBABIIETO B KIMHHUYECKOM HCCIEI0BAaHUU
JIEKApCTBEHHOTO IIperapara, BBITOJONPUOOpETaTEeNs MU 110 JOTOBOpPY 00S3aTENBHOTO CTPaXOBAHUS
ABIIAIOTCS TpakJaHe, HMEIOIIME IpaBO Ha BO3MEIICHHWE Bpeda B CiIydae CMEpPTH KOPMHIIbIA B
COOTBETCTBUHU C IPAXKJIAHCKUM 3aKOHOJATEIHCTBOM, IIPH OTCYTCTBUH TaKUX TPAXKJaH - POJUTEIH, CYTPYT,
JeTH yMEpIIEero MalleHTa, y4acTBOBABILIErO B KIMHUYECKOM HCCIIEAOBAHUU JIEKAPCTBEHHOTO Iperapara,
B ClIly4ae CMEPTH NaIMEHTa, yYaCTBOBABIIETO B KIIMHUYECKOM HMCCIIEIOBAHUH JIEKAPCTBEHHOTO Tpernapara
U HE UMEBIIET0 CaMOCTOSTENBHOIO J0XOMa, - Ipa)kAaHe, Ha WKIAUBEHUHM KOTOPBIX OH HaXOIWICS, B
OTHOIICHWM BO3MEIIEHUS PACXOJOB HA IOTPEeOCHHE TAIMEeHTa, yYaCcTBOBABIICTO B KIMHHYECKOM
UCCIIeIOBAaHUH JIEKAPCTBEHHOTO MIperaparta, - IO, OHECIIee TAaKUe PacXO/Ibl.

10. CTanOBaH BblIIaTa B CUYCT BO3MCHICHHUA BpCldd, INIPUYUMHCHHOIO JKH3HM IIalUCHTA,
Yy4aCTBOBABILICTO B KIIMHUYCCKOM HCCICAOBAHUHU JICKAPCTBCHHOI'O IIPCIIapaTa, paCHpeacCiIsICTCS MCEKAY
BI)II‘OI[OHpI/IO6p€TaT€JIHMI/I IMPONMOPHUOHAIIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

11. Tlpu HACTYIJICHHH CTPaxOBOTO Cly4as MAIMEHT, Yy4YacTBOBABIIMHA B KIMHHYECKOM
UCCJICIOBAaHMHM  JICKAPCTBEHHOTrO  Tperapara,  BBIFOJAONPHOOpETaTe]b  BIpPaBe  MPEIbSIBHUTH
HEIMOCPE/ICTBEHHO CTPAaXOBILUKY TPeOOBaHHE O BO3MEIICHUU NPUYHMHEHHOrO Bpeaa. CTpaxoBasi BhIILIATA
OCYHICCTBIACTCA CTPAXOBHIMKOM B TCUCHHUEC TpUALATH [[Hef/'l CO OHA MPECACTAaBJICHUA HGO6XOI[I/IMBIX
JDOKYMEHTOB. [lalMeHT, yyacTBOBaBILHIA B KIMHHYECKOM HCCIICI0BAHUH JICKAPCTBEHHOTO MpernapaTa, Ui
BBITOJIOTIPHOOpETaTeNh 005S3aH COOOIIUTH CTPAXOBIIMKY JUIS OCYIIECTBICHHS CTPAaXOBOW BBITUIATHI
WH/MBU1YaJIbHBIN HICHTU(UKAMOHHBINA KO MAUCHTA, YCTAHOBJICHHBIN CTPaXx0OBaTeIeM B COOTBETCTBUH
C TUIIOBBLIMU ITPpaBUJIAMH 00s3aTeILHOrO CTpaxoBaHHA.

12. Jlo monHOro omnpenencHus pasMepa IOJIEKALIEro BO3MELIEHUIO Bpela CTPAXOBIIMK II0
3asBJICHUIO NAIMEHTA, Y4aCTBOBABILIEIO B KJIIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOIO IIpenapara, Win
3asBJICHUIO BBIIOJIONIPUOOpETATENIsl BIPaBe OCYIECTBUTh YaCTh CTPaXOBOM BBIMJIATHI, COOTBETCTBYIOLIYIO
(akTHUECKHU ONpeaesIeHHON YaCcTH MPUYNHEHHOTO BpeIa.

13. CTanOBaH BbIlllIaTa B  COOTBCTCTBHMH C JOT'OBOPOM 00513aTEIBHOIO CTpaxOoBaHUs
OCYHICCTBIACTCA HE3AaBUCUMO OT BBITLIAT, IPUYUTAIOIIUXCS IO APYTUM BUAAM CTPaXOBaAHUA.

14. He pgomyckaercs y4yacTHe TalMEHTa B MPOBEJACHUU KIMHUYECKOTO HCCICIOBAHMS
JICKapCTBEHHOTO Ipernapara Mpu OTCYTCTBHHU JIOTOBOPA 00S3aTEILHOTO CTPAaXOBAHMSI.

15. KoHTponb 3a HCHOIHEHHWEM OpraHu3alMel, MOJYYUBIICH pa3pelieHre Ha OpraHHU3aIfio
MPOBEACHUS KIMHUYECKOTO MCCIICIOBAHUSA JICKAPCTBEHHOTO Mperapara s MEAUIIUHCKOTO TPUMEHEHU,
YCTaHOBJICHHOW HACTOALICH CTaTbell 00SI3aHHOCTU MO 005S3aTENbHOMY CTPAXOBAaHUIO JKU3HHU, 3JI0POBBS
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

ManyeHTa, y4acTBYIOLIEro (Yy4acTBOBABIIET0) B KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mpenapara,
OCYIIIECTBIISICTCS YIIOJTHOMOYCHHBIM (DeiepaqbHbIM OPTaHOM HCIIOJIHUTEIIBHONH BIIACTH, BBIIABIIUM
pa3pelieHue Ha MPOBEACHHE KIMHUYECKMX MCCIEOBAHUM JIEKAPCTBEHHBIX IMIpenaparoB s
MEIHUIMHCKOTO TPUMEHEHUS.

Mnaea 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbBIX CPEACTB
CraTtbsa 45. [pon3BOACTBO JfleKapCTBEHHbLIX CPEeACTB

1. TIpou3BOACTBO JIEKApCTBEHHBIX CPEACTB JIOJHKHO COOTBETCTBOBATH TPEOOBAHMSIM IPABUII
HaJJIexalleld Mpou3BOJCTBEHHON MPAKTUKHU, YTBEPKIEHHBIM YIOJTHOMOYEHHBIM (efepaibHbIM OPraHOM
WCTIOJTHUTENBbHOU BiacTH. OCOOECHHOCTH MEpexoaa MPOU3BOJICTBA OTIENBHBIX JIEKAPCTBEHHBIX CPEICTB K
WX TPOU3BOJICTBY B COOTBETCTBUM C TPEOOBAaHUSMU IMPABUJ HaJUIekKAIIEeH MPOU3BOJICTBEHHON MPaKTUKU
ycranaBinuBarorcs [IpaButensctBom Poccuiickoit @enepaunu. Bbimada 3aKiatO4eHHl O COOTBETCTBHM
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBaHMSM MPABHII HAJJIeKaIIed MPOU3BOICTBEHHON
IIPaKTUKNA OCYILIECTBIISIETCS IO pe3yjbTaTaM WHCHEKTUPOBAHUSA MPOU3BOAUTENCH JEKAapCTBEHHBIX
cpencTtB B mopsnke, ycraHoBieHHoOM IIpaBurensctBom Poccuiickoit ®enepauuu. Pasmep mmatel 3a
BbIIaYy 3aKJIIOUEHUS O COOTBETCTBUM IIPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSIM IpPABHII
HaJyieKallei Npou3BOJACTBEHHON pakTUKK ycTaHaBiauBaercs [IpaBurensctBoMm Poccuiickoit @enepanumn.
[lopsimox opraHu3aluy M MPOBEIEHUS MHCIIEKTUPOBAHUS MPOU3BOJIUTENEH JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBHE TpPEeOOBaHUSAM TMpPaBWJI HAAJEXKAIIEH MPOU3BOJICTBEHHOM MPAKTUKU YCTaHABIUBAETCS
IIpaBurensctBoM Pocculickoit denepanuu.

(B pen. denepanbHbix 3aK0HOB 0T 25.06.2012 N 93-@3, ot 22.10.2014 N 313-03, ot 22.12.2014 N
429-D3)

2. Ilpou3BoacTBO JEKapCTBEHHbIX cpelacTB B Poccuiickoir @Denepauuu  OCYyLIECTBISAETCS
IIPOU3BOJIUTENIIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOUIMMH JIMIEH3UI0 Ha IPOU3BOJCTBO JEKAPCTBEHHBIX
cpeactB. lloaTBep)kaeHHEe COOTBETCTBUS JIMIEH3WAaTa IpaBUIaM HaJjleKalledl MpOU3BOJCTBEHHOM
MIPaKTUKN OCYLIECTBIIIETCA B paMKaxX JIMLEH3MOHHOIO KOHTPOJISI B COOTBETCTBHM C 3aKOHOAATEILCTBOM
Poccuiickoit @enepanuu ¢ yueToM 0cOO€HHOCTEH, YKa3aHHBIX B 4acTHU | HACTOsAIIEH CTaThU.

(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. HpOI/IBBO,I[CTBO JICKAPCTBCHHBIX CPCACTB OCYHICCTBIISICTCA C CO6J'IIO,I[€HI/IGM Tpe6OBaHHI>'I
IMPOMBIINIJICHHOI'O pCrilaMeHTa, KOTOpI-;IfI YTBCPIKAACTCSA PYKOBOAUTCICM MMPOU3BOANUTEIA JICKAPCTBCHHBIX
Cp€aCTB M BKJIIOYAaCT B cebs MEpCUCHb HUCIIOJIB3YCMbIX (bapMaI.[eBTI/IquKI/IX Cy6CTaHHHﬁ n
BCIIOMOIr'aTCJIbHBIX BCHICCTB € YKa3aHHMEM KOJMYCCTBA KaXAOI0 M3 HHUX, JaHHBIC 00 HCIIOJIB3YEMOM
O60py,I[OBaHI/II/I, OIMHUCAHUEC TCXHOJOIHYCCKOI0 IIponecca M MCTOAOB KOHTPOJIA Ha BCEX OTallax
IMPOMU3BOACTBA JICKAPCTBCHHLIX CPCACTB.

4. Ilpu mpOU3BOJCTBE JIEKAPCTBEHHBIX CPEICTB MCIONB3YIOTCS (hapMalleBTHUECKUE CYOCTaHIIHMH,
CBEJCHMSI O KOTOpBIX COJIEpPKAaTCsi B TOCYAApCTBEHHOM pEEeCTpe JIEKapCTBEHHBIX CPEJACTB, 3a
UCKIIIoueHHeM (apMalleBTUYECKUX CYOCTaHIMM, MPOU3BOAUMBIX JJS MPOBEICHUS KIMHUYECKUX
UCCIIeIOBaHUI U sl Kcnopra. K mporieccy mpou3BoacTBa (papManeBTUYSCKOW CyOCTaHIIMA OTHOCSTCS
mo0ble  CTaAUM  TEXHOJOTHMYECKOro TMpoIecca, IMO3BOJSIIONIME TMOJNYyYUTh TOTOBBIA  HPOAYKT,
COOTBETCTBYIOIIMI TpeOOBaHUAM (papMaKomeilHOW CcTaThbu, B TOM 4YHCIE (epMEHTAIUs, SKCTPAKIUA,
OUYHUCTKA, BBIJCIICHUE, MEPEKPUCTAIUIM3AINS, BHICYIIIMBAHUE, W3MeNbUeHHe. B ciiydae HEoOXOauMOCTH
WCIOJIb30BaHUs 3TUJIOBOTO CIIMPTA, B TOM 4YHCle (apMaleBTUYECKON CyOCTaHIIMM CHUpPTa 3TUIOBOTO
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HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

(3TaHONMAa), TPHU TPOU3BOJCTBE JIEKAPCTBEHHBIX CPEICTB B KadecTBE JACHCTBYIOIIET0 U  (WIIH)
BCIIOMOTATEJIHOTO BEIIECTBA, a TAK)KE€ B MHBIX TEXHOJIIOTMYECKUX LEISIX JOJDKHA OBITh HMCIIOJIB30BaHA
TOJIBKO (hapMaleBTHYECKasi CyOCTaHIIUS CITUPTA STHIOBOTO (3TAHOM).

(B pen. @enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-@3, ot 27.12.2019 N
481-D3)

4.1. TlepedyeHb JEKAPCTBEHHBIX MPEMAPATOB I METUIIMHCKOTO TMPUMEHEHHs, B OTHOIICHHUH
KOTOpBIX YCTaHABJIMBAIOTCS TpeOOBaHUS K 0OBEMYy Tapbl, YIMAKOBKE M KOMIUIEKTHOCTH, MNEpEeYeHb
JIEKApCTBEHHBIX MPENapaToB JIJIsi BETEPUHAPHOTO IPUMEHEHHUS, B OTHOIICHUU KOTOPHIX YCTaHABIUBAIOTCSA
TpeboBaHus K 00BeMy Taphl, a Takke TpeOoBaHUS K 0OBEMYy Taphl, YMAaKOBKE M KOMILIEKTHOCTH
JIEKApCTBEHHBIX ~IpenapaToB JUIsi MEIUIMHCKOTO TPUMEHEHHUs, TpeOoBaHUs K O00BbEMYy Tapbl
JIEKAPCTBEHHBIX MPENapaTroB Jisi BETEPUHAPHOIO IMPUMEHEHHUS OINPEHEISIIOTCA COOTBETCTBYIOIIUMU
YIIOJTHOMOYCHHBIMU (heficpalbHBIMA OpraHaMH MCTIOJHUTEILHOW BJIACTH B IOPSIJIKE, YCTAaHOBICHHOM
[IpaBuTenscTBoM Poccuiickoi denepaiuu.

(uactsp 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHuzanuy, OCYLIECTBISIOIIME IPOU3BOACTBO (apMaleBTUUECKOW CyOCTaHLIMU CHUpTA
STHJIOBOTO (9TaHOJA) Ul MPOW3BOJACTBA CHUPTOCOIEPKAIIUX JIEKAPCTBEHHBIX IPENapaToB, OOsS3aHBI
OCYILLIECTBIIATh Y4ET B MOPSAAKE, YCTAaHOBIECHHOM cTaThsiMu 8 u 14 denepanbHoro 3akoHa ot 22 HOsA0ps
1995 roga N 171-®3 "O rocyaapCTBEHHOM PEryJIHPOBAHUU MPOU3BOACTBA M 000POTA STUIOBOTO CIUPTA,
QJIKOTOJIBHOM M cHupTOcoJepKalled MpOAYKUMH W 00 OrpaHHYeHUM NoTpeOsneHus (pacrnuTHsi)
ankoroyibHOM npoaykuuun'. [Ipon3BoaAcTBO papMaieBTUYECKON CyOCTaHIIMK CIIUPTA STHIIOBOTO (3TaHOJIA)
JIOIyCKAeTCsl TOJBKO OpraHU3alluel, OCYLIECTBISIONIEH MPOU3BOJACTBO PEKTU(PHKOBAHHOTO 3THUJIOBOTO
CIHpTa W3 THIIEBOTO CHIPhS HAa OCHOBAaHHMM JIMIIEH3MHM HA MPOU3BOJICTBO STHJIOBOTO CIUPTA JUIS
IPOU3BOJCTBA (papmaleBTUUECKON CyOCTaHLMU CIUpTa 3TUWIOBOrO (3TaHOJa) B COOTBETCTBUU C
TpeboBanusimMu DexepanpHOoro 3akoHa oT 22 HOsOps 1995 roma N 171-®@3 "O rocynapcTBeHHOM
peryaupoBaHMM HPOM3BOJCTBA U 000pOTa ATUIOBOTO CIHPTA, AJKOTOJBHOW M CIHUPTOCOAEpIKAalIeH
OPOAYKIMM U 00 OrpaHWyYeHUH NOoTpediaeHus (paclnuTus) aiaKOroJIbHOM MpOAYKIHUH', METOJI0M
pa3Be/ieHUs] BOAOH OUYMIIEHHOW TaKOro 3THJIOBOTO CIUPTA, IPOM3BEAECHHOIO JaHHOW OpraHu3auuei 1o
MECTY OCYIIECTBIICHHS TPOU3BOJICTBA (papManieBTUIECKOI CyOCTaHIIMK CIIUPTA STHIIOBOTO (ITAHOIA).
(dactp 4.2 BBeneHna denepanbHpiM 3aKk0HOM 0T 03.07.2016 N 261-D3; B pen. denepalibHOro 3aKOHA OT
27.12.2019 N 481-®3)

4.3. VnuBuayanbHBIE MPEANPUHUMATETN U IOPUAMYECKUE JIMIA, OCYIIECTBISIONUIUE 3aKyNKy U
MCIOJIb30BaHNEe (papMareBTUYECKONW CYOCTaHIIMU CIUPTA ITHIOBOTO (ITAaHOJA), a TaKXKe MPOU3BOJCTBO,
M3TOTOBJICHHME W (WIHM) 000pOT (32 HCKIIOYCHHEM PO3HUYHOW TIPOJIaXKH) CIIMPTOCOICPIKAIINX
JICKapCTBCHHBIX TIPENaparoB, OOS3aHBI OCYIIECTBIATh WX YYeT M JICKIAPUPOBAHUE B TOPSIKE,
YCTaHOBJICHHOM cTaThsiMu 8 u 14 @DenepanbHOro 3akoHa oT 22 HosiOps 1995 roma N 171-@3 "O
rOCy/IapCTBEHHOM pETYyJIMPOBAaHUU TPOU3BOJCTBA W 000pOTa ATHIOBOTO CIHPTA, AIKOTOJBLHOW |
CHUPTOCOEPIKAIIEH MPOIYKIIMH U 00 OrpaHUYEeHUN NOTPeOIeHHs (PACTIUTH) AIKOTOILHOM MPOTYKITHH'".
(dactp 4.3 BBegeHa denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. Tlpm mnpouW3BOACTBE JIEKAPCTBEHHBIX MpENaparoB sl BETEPUHAPHOTO MPUMEHEHUs
JIOTIYCKAeTCsl HCIIOJIb30BAHME TMPOM3BEAEHHBIX Ul peaju3aluu (papMaleBTUYECKUX CYOCTaHIIMM,
BKJIFOUEHHBIX B TOCYJAapPCTBEHHBIH pPEECTp JEKaPCTBEHHBIX CPEACTB YHMOJHOMOYEHHBIM (efepatbHbIM
OpraHOM  HCIIOJIHUTENbHOW  BIJIACTH, OCYIIECTBISAIOIIMM  BEJEHHWE TOCYAapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJICTB LISl MEUIIMHCKOTO IPUMEHEHHSI.
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(uacts 4.4 BBeieHa @enepanbHbIM 3ak0HOM OT 02.08.2019 N 297-D3)
5. 3anpemiaercs MpOU3BOJICTBO:

1) JICKAPCTBCHHLIX CPEACTB, HC BKIIKOYCHHLIX B FOCYI[apCTBeHHHﬁ peecCTp JCKAPCTBCHHLIX CPCACTB,
3a HCKIOYCHHUEM  JICKAPCTBCHHBLIX CpPCACTB, IMPOHU3BOAUMBIX IJId IMPOBCACHUA  KIMHHUYCCKUX
I/ICCJIG,Z[OBaHI/Iﬁ H U1 OKCIIOPTaA,

2) danbcuuIMpPOBaHHBIX JIEKAPCTBEHHBIX CPE/CTB;
3) nexapcTBEHHBIX CPEJACTB 0€3 JIMLEH3UHN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) JeKapCTBEHHBIX CPEACTB C HApYLIEHWEM TMPaBWJI OPTraHU3alMU TPOU3BOJCTBA U KOHTPOJIS
Ka4yeCTBa JICKAPCTBEHHBIX CPE/ICTB;

5) yrpatuin cuity. - @enepanbHbiil 3akoH oT 27.12.2019 N 481-D3;

6) cnUpTOCOAEPKALIMX JIEKAPCTBEHHBIX IPENapaToB MO MECTy OCYIIECTBICHUS MPOM3BOJCTBA
(dapMarieBTHYECKOW CyOCTaHIIMM CHHpPTa JTWIOBOTO (3TaHONA) M (MJIM) MO MECTy OCYHIECTBICHHS
IIPOM3BOJICTBA 3TUJIOBOIO CIHUPTA;

(n. 6 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

7) dapmareBTHUECKON CyOCTaHIIMK CIUPTAa 3TUIOBOTO (3TaHONAa) M (MJIM) CHUPTOCOACPIKAIIUX
JICKapCTBCHHBIX TIPENapaToB Ha OCHOBHOM TEXHOJIOTHYECKOM OOOpYIOBAaHWUU IS IPOHW3BOJICTBA
ATUJIOBOTO CIUPTA, ykazaHHOM B myHkTe 1.1 ctateu 14.1 denepanpHOro 3akoHa ot 22 Hos0ps 1995 rona
N 171-®3 "O rocynapCTBEHHOM pETYJIHPOBAHMHM MPOU3BOJCTBA M 000pOTa STUIIOBOTO CIHPTA,
QJIKOTOJIFHOM W CHHpTOCOAEpXkalled MNpPOAYKUMH M 00 OrpaHHYeHUU MOTpeOieHus (pacriuTus)
QIKOTOJILHOM MPOAYKIUH".

(. 7 BBeneH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOIE JIEKAPCTBEHHBIX CPEICTB B TPAKIAHCKUH OOOPOT YIOJHOMOYCHHOE JIUIIO
MIPOU3BOJIUTENS JICKAPCTBEHHBIX CPEIICTB OCYIIECTBIISICT MOJATBEPKICHUE COOTBETCTBHSI JIGKAPCTBEHHBIX
CpencTB TpeOOBAaHUSM, YCTAHOBJICHHBIM IMPH WX TOCYIApCTBEHHON PETUCTpAlld, W TapaHTUPYET, YTO
JICKApCTBEHHBIC CPEICTBA TPOM3BEACHBI B COOTBETCTBUM C TPEOOBAHMSIMH TIPAaBWII HaJUIekKalei
MIPOU3BOJICTBEHHOM MTPAKTHKH.

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

7. YTIOJTHOMOYEHHBIM JIUIIOM TPOW3BOJUTENS JICKAPCTBEHHBIX CPEACTB SBIISICTCS €ro pPabOTHHK,
aTTECTOBAHHBIA B YCTAHOBJICHHOM YHMOJHOMOYEHHBIM (peiepalibHbIM OPraHOM HMCIIOTHHUTEIBHOU BIIACTH
MOPSIIKE ¥ UMEIOIIUH CTaX pabOThl HE MEHEE YeM ISTh JIET B 00JIaCTH MPOU3BOACTBA U (MJIM) KOHTPOJIA
KauecTBa JICKAPCTBEHHBIX CPECTB, BhICIIEE 00pa30BaHUE COOTBETCTBEHHO MO OAHON U3 CHEIHAIbHOCTEH
u (W) OJHOMY W3 HampaBIICHUH IOATOTOBKH: OWONOTHs, OWOTEXHOJIOTHS, BETEPHHAPHS,
BETEPUHAPHO-CAHUTApHAs OJKCIEPTHU3a, KIWHUYECKas MEIUIMHA, paJualliOHHAs, XUMHUYecKas U
Ouosorudeckas 3amura, Gpapmaiys, GyHIaMeHTaIbHAS MEAUIIHA, XHMHYECKAast TEXHOJIOTHS, XUMUSI.

(B pen. @enepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpom3BoauTeNn JIEKAPCTBEHHBIX CPEACTB (32 MCKIIOUEHHEM (apMaleBTHUECKONW CyOCTaHIMH
CIMpTa 3TUIOBOrO (3TaHOJ]A) MOTYT OCYLIECTBIATh MPOAAXKY JIEKAPCTBEHHBIX CPEACTB HJIM IepeaaBaTh
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

UX B YCTAHOBJICHHOM 3aKOHOJIaTeNILCTBOM Poccuiickoii denepanuu mopsiake:
(B pen. @enepanpHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ipyruM npou3BOAUTENSAM JIEKAPCTBEHHBIX CPEJCTB JUIsl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3alusaM OITOBOM TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCUHBIM OpraHu3aludgM, BCTCPHUHAPHBIM aIITCUHBIM OpraHu3aluiM, HWHAHWBUIAYAJIbHBIM
npeaupuHuMareIsiM, HUMCIONIUM JIMOCH3WIO Ha q)apMaIleBTI/ILIeCKYIO JACATCIIBHOCTh HWJIM JIMIOCH3WIO Ha
MCIUIHNHCKYIO NCATCIIbHOCTD;

4) HayYHO-HCCIICIOBATEIILCKUM OPTraHU3alUsIM ISl HAyIHO-HCCIIEI0BATEIBCKOM PabOTHI;
5) MeIUIIMHCKUM OpraHU3alUsIM U BETEpUHAPHBIM OpPTaHU3ALIHSIM,

6) opraHuM3alMsIM ¥ WHAUBUIYAJIBHBIM MPEANPUHUMATEIISIM, OCYIICCTBISIONIUM pa3Be/ICHNUE,
BBIpAIIMBAaHUE U COJACP)KAHUE JKUBOTHBIX (32 MCKIIOYCHHEM TPOJAXH UM (hapManeBTUUYCCKUX
CyOCTaHIIMI MU UX TIEpeIauH).

(m. 6 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. IlpousBomutenu (apMaleBTHUSCKONH CYOCTaHIIMM CHUPTAa JTHIOBOrO (3TaHONA) OOs3aHbBI
OCYILIECTBIIAATh pealn3anuio (mepeady B YCTAaHOBJICHHOM 3aKoHOAaTelbcTBOM Poccuiickoit denepanuu
nopsiike)  GapManeBTUYCCKOW  CyOCTaHIIMM  CIIUPTA  ATHIOBOrO  (3TaHONA)  TPOU3BOAMTEISM
JIEKapCTBEHHBIX CPECTB VIS MPOU3BOACTBA JIEGKAPCTBEHHBIX CPEJICTB, IPOU3BOIUTENSIM (M3TOTOBUTEIISIM)
MEAUIIMHCKUX H3ACTUH ISl POU3BOJICTBA U M3TOTOBJICHUS MEAUIIMHCKUX H3/ICTUN B EMKOCTSIX 00BEMOM
He O6onee 1 nmutpa u (wnu) He menee 1000 nuTpoB, a opraHu3anusIM, YKazaHHBIM B ITyHKTax 3 - 5 yactu 8
HACTOSIIEH cTaThu, B Tape 00beMoM He Ooee 1 muTpa.

(gactp 9 BBenmena denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3; B pen. DenepalbHBIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3)

10. Peanuzamusi (mepemaya B YCTaHOBJICHHOM 3aKOHOJaTenbcTBOM Poccuiickoit ®Deneparuu
nopsike) QGapMareBTUISCKOW CyOCTaHIIMU CIHPTA STHUIOBOTO (dTaHOJA) OPTaHHW3AIUsSM OITOBOM
TOPTOBIIY JIEKAPCTBEHHBIMH CPEICTBAMU HE JIOMYCKAETCS.

(uactp 10 BBenena denepanbHbM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku apManeBTUUECKONW CYOCTaHIIMM CIHUPTa ATHIIOBOTO (3TaHOJIA) OCYIIECTBISIOTCS C
coOmoieHneM TpeOOBaHMM, YCTaHOBICHHBIX a03ameM 4YeTBepThIM MyHKTa 3 ctatbu 9 demepanbHOTrO
3akoHa oT 22 Hoa0ps 1995 roma N 171-®3 "O rocynapcTBEHHOM pEryIHpPOBAaHUU MPOU3BOJACTBA U
000poTa ATHJIOBOTO CHHUPTA, AIKOTOJBHOW M CIHPTOCOJACpXKAIIEH NPOAYKIHMH ¥ 00 OTrpaHWYeHHUU
noTpebieHus (pacnuTHs) aIKOTOJIBHON NpoayKuuu".

(actp 11 BBenena ®enepanbHbiM 3aK0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapkupoBKa riekapCTBeHHbIX CpeAcTB

1. HeKapCTBeHHI)IG npemnaparbl, 3a HCKIIOUYCHHUEM JICKAPCTBCHHLIX IPCIapaToB, M3rOTOBJICHHBIX
AllTCUHBIMU  OpraHUu3allvusIMH, BCTCPUHAPHBIMU AlITCYHBIMU  OpraHU3alUsIMHU, HWHIAWUBUAYAJIIbHBIMU
npeanpuHuMareIiMyM, HWMCIONIMMHA  JIMIOCH3UIO Ha q)apMaueBTquCKon ACATCIIBHOCTDb, JOJI?KHBI
[oCTyIaThb B o6pa1ueHHe, cCiu:
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pe. ot 11.06.2021) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" Hara coxpanenus: 15.07.2021

1) Ha uX MEpBUYHON YMAaKOBKE (32 MCKJIIOYEHHEM IIEPBHYHON YHNAKOBKH JIEKaPCTBEHHBIX
PaCTUTENBHBIX MPEMapaToB) XOPOIIO YMUTAEMBIM IIPUPTOM Ha PYCCKOM SI3BbIKE yKa3aHbl HAMMEHOBAHHE
JIEKapCTBEHHOTO  Tpemnapara (MEeXIyHApOJIHOE HEMaTeHTOBAHHOE, WM TPYNIHPOBOYHOE, WIH
XUMHYECKOE, WM TOPrOBOE HAMMEHOBAHHWE), HOMEpP CEepPHH, JlaTa BBITYCKa (1T MMMYHOOMOJIOTHICCKIX
JIEKapCTBEHHBIX IPENapaToB), CPOK TOJHOCTH, TO3UPOBKA WU KOHIIEHTpalus, 00beM, aKTUBHOCTH B
eANMHUIAX IEUCTBUS HJIM KOJMYECTBO J103;

(B pen. @enepanbhbix 3akoHOB OoT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOU (MOTPEOUTEIIHCKOI) YIMAKOBKE XOPOIIO YHTAEMBIM MIPU(TOM HA PYCCKOM
A3bIKE YKa3aHbl HAaUMEHOBaHME JIEKAPCTBEHHOrO Mpernapara (MEeXIyHapoJHOE HENaTeHTOBAHHOE, WIIU
IPYNIUPOBOYHOE, WIM XUMHYECKOE M TOProBO€ HAUMEHOBAHWS), HAMMEHOBAaHUE MPOU3BOAMTEISL
JIEKapCTBEHHOI'0 IpernapaTa, HOMEp Cepuu, JaTa BbIIYCKa (A7 UMMYHOOMOJIOTHYECKHUX JIEKAPCTBEHHBIX
[IpernapaToB), HOMEP PETUCTPALMOHHOIO YAOCTOBEPEHHUS, CPOK TOJHOCTH, CHOCO0 NpHUMEHEHUs,
J03UPOBKAa WJIM KOHIIEHTpalus, 00beM, aKTHUBHOCTb B €AMHHUIAX ACUCTBUS JUOO KOJMYECTBO 03 B
YIIaKOBKE, JIEKAPCTBEHHAs (pOpMa, YCIIOBHUS OTIYCKa, YCIOBHUS XPaHEHUS, TPEIypeIUTeNIbHbIC Ha IITUCH.
(B pen. @enepanbhbix 3akoHOB OoT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. dapmaneBTHYECKHE CyOCTaHIMK JIOJDKHBI MOCTYNaTh B OOpalmieHue, €CiM Ha WX NEepBUYHOMN
YIIaKOBKE XOPOIIO YUTAEMBIM IIPU(PTOM Ha PYCCKOM sI3bIKE YKa3aHbl HAaUMEHOBaHUE (papMalieBTUUYECKOMH
Cy6CTaHLII/II/I (MG)KZ[YHapOI[HOG HCMMATCHTOBAHHOC, WJIM TI'PYIIIMPOBOYHOC, WM XHUMHUYCCKOC U TOPTOBOC
HaMEHOBaHM), HAUMEHOBAHUE IPOU3BOIUTENS (hapMaleBTHUECKOW CyOCTaHIIMM, HOMEP CepUM M JlaTa
HU3TOTOBJICHUS, KOJIMYCCTBO B YIIAKOBKC M CAMHUIBI UBMCPCHUA KOJIHMYCCTBA, CPOK I'OJHOCTH MU YCJIIOBHA
XpaHEHUSI.

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

3. .]IeKapCTBCHHLIe CpeacTBa B KA4Y€CTBE ChIBOPOTOK AOJIKHBI ITOCTYIIATh B O6paH_I€HI/IC C YKa3aHuem
JKMBOTHOI'O, U3 KPOBH, I1JIa3MbI KPOBH, OPIraHOB U TKaHel KOTOPOIro OHU IOJIYUCHBI.

4. Ha BTOpHuYHYIO (MOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOIYUYEHHBIX U3 KPOBH,
J1a3Mbl KPOBH, OPTAaHOB M TKaHEW YEJIOBEKa, JOJKHA HAHOCUThCA Haanuch: "AnTtutena k BUY-1, BUY-2,
K BUpycy renaruta C ¥ NOBEpXHOCTHBIA aHTUTEH BUpYyca renatuta B orcyrerByroT".

5. Ha  nepsuunyto YIOAKOBKYy M BTOPUYHYO (mOTpeOUTENBCKYIO) YIIAKOBKY
panuodapmaneBTHYECKUX JICKAPCTBEHHBIX CPEJCTB JODKEH HAHOCUTBHCS 3HAK PaJMallMOHHON OMacCHOCTH.

6. Ha BropuyHyto (IOTpEOUTENBCKYIO) YIAKOBKY T'OMEOIATHUYECKUX JICKAPCTBEHHBIX IMPENapaToB
OJKHA HAHOCUTHCI Haamuch: ""['oMmeonatnyeckuii".

7. Ha BropmuHyr (MOTPEOUTENBCKYIO) YHNAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX MPENapaToB
J0JKHA HaHOCUThCS Haanuck: "[Ipoaykuus npouuia pagualioOHHbI KOHTPOJIb' .

8. Ha mnepBuuHyro ymakoBKYy (€ciau Uisi 3TOTO CYIIECTBYET TEXHUYECKAash BO3MOXHOCThH) M
BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIGKAPCTBEHHBIX IIPENapaTroB, IMpeIHA3HAYEHHBIX s
KJIMHUYECKUX MCCIICA0OBAaHUM, TOJHKHA HAHOCUTHCS HAAMKUCh: " JIJIsI KITMHUYECKUX UCCIeIOBaHM" .

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

9. VmakoBka JICKApCTBCHHBIX CPCACTB, HNPCAHASHAYCHHBIX HWCKIIOYUTCIBHO MIJId OSKCIIOPTa,
MapKHUpPYCTCs B COOTBETCTBUU C Tpe6OBaHI/I${MI/I CTpaHbI-UMIIOPTEPA.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

10. Ha TpancmopTHyro Tapy, KOTOpas HE MpedHa3HauyeHa I MOTpeOuTeneili u B KOTOPYIO
MMOMEIIIEHO JICKAPCTBEHHOE CPEJCTBO, JIOJDKHA HAHOCHTHCS HH(MOpPMAIHS O HAUMEHOBAHHWH, CEPUHU
JIEKapCTBEHHOT'O CPEJCTBA, JlaT€ BBIMYCKA, KOJIWYECTBE BTOPUYHBIX (MOTPEOUTENHCKHUX) YIAaKOBOK
JIEKapCTBEHHOI'O CpEACTBa, IPOU3BOJUTENE JIEKAPCTBEHHOIO CPEACTBA C yKa3aHMEM HAUMEHOBAHUS U
MECTOHAXO0KICHHS MPOU3BOAUTENS JIEKAPCTBEHHOTO CPECTBA (aJipec, B TOM YHCIe CTpaHa U (MJIH) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), a TAKXKE O CPOKE I'OJHOCTU JIEKAPCTBEHHOT'O CPEJACTBA U 00
YCIOBUSIX €r0 XPAHEHUS U MEPEBO3KH, HEOOXOIMMBIE TPeayIIpeAUTEIbHbIC HAIMUCH U MAHUITYJISITOPHbBIE
3HAKHU.

11. Ha mnepBUYHyHO YIAaKOBKY W BTOPUYHYIO (TOTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX
CPEICTB JJI BETEPUHAPHOTO NPUMEHEHHUs [IOJDKHA HAHOCHTHCS Haamuch: "[[ins BeTepuHapHOTO
npuMeHeHus".

12. Ha BrOpmuHylO (IOTPEOMTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOTO IIperapara HaHOCHUTCS
IITPUXOBOM KOJI.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®ELOEPALIMIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
U3 POCCUACKON ®EOEPALIUN
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaaok BBo3a nekapcTBeHHbIX cpeactB B Poccunckyro Pepepauumio m
BbIBO3a JieKapCTBEHHbIX cpeacTB u3 Poccunckon depepauum
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHBIX cpeAcTB B Poccuiickyro ®enepannio OCyLIECTBISIETCS B IMOPSIKE,
ycraHoBiieHHOM IlpaButensctBoM Poccuiickoit ®epepanyu, B COOTBETCTBUH C TaMOXEHHBIM
3aKOHOJATENLCTBOM TaMo)keHHOro coro3a B pamkax EBpA3DC (manee - TaMo)keHHBIN COI03) U (WIIH)
3aKoHoJaTenbcTBOM Poccuiickoit deaepanyiv 0 TaMOXKEHHOM Jelie.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBo3umpbie B POCCHﬁCKyIO d)ezlepaumo JICKApCTBCHHLIC CPCACTBA JOJDKHBI COACPIKATHCA B

rocy/1apCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPECTB.
(B pen. @enepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)

3. Honyckaercs BBo3 B Poccuiickyro denepannio KOHKPETHON NapTUX 3apErUCTPUPOBAHHBIX U (WIIH)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, IMpPEIHA3HAUEHHBIX MAJIS IMPOBEACHUS KIMHUYECKUX
I/ICCJIGZ[OBaHI/If/'I JICKApCTBCHHBIX IIPCIapaTroB, IMPOBCACHUA OKCIICPTHU3bI JICKAPCTBCHHLIX CPCACTB JIA
OCYILIECTBIICHUsS] TOCYJapCTBEHHOM PpEerucTpalu JIeKapCTBEHHBIX NPENapaToB WIM JJI OKa3aHUsA
MGI{I/IIII/IHCKOﬁ IMOMOIIH ITO KNU3HCHHBIM ITOKa3aHWAM KOHKPCTHOI'O MaveHTa Ha OCHOBAHWH Pa3pCUICHUAA,
BBIJIAaHHOT'O YITOJIHOMOYEHHBIM (heZiepalibHbIM OPraHOM HCIIOJIHUTEIbHON BJIACTH IO 3asBICHUSIM JIUL,
yKa3zaHHbIX B crartbe 48 Hacrosmero ®PenepaabHOro 3akoHa. PaccMOTpeHHMe Takoro 3asBIECHUS U
IPUHATUE PEIIEHUs O Bbladye pa3pelieHHss Ha BBO3 KOHKPETHOM MapTUU 3aperUCTPUPOBAHHBIX U (MJIN)
HE3apCTUCTPUPOBAHHLIX JICKAPCTBCHHLIX CPEACTB, NPCAHASHAYCHHBLIX JISA IMPOBCACHUA KIIMHUYCCKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpenapaToB, IPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEIACTB IS
OCYILIECTBJICHUS! TOCYJAapCTBEHHOM pErucTpaluy JIEKApCTBEHHBIX IIPEraparoB WM JUIsl OKa3aHUs
MEIULMHCKONW MOMOILM O KU3HEHHBIM IOKa3aHUSAM KOHKPETHOI'O MalMeHTa Jubo 00 OTKas3e B Bblaaye
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

YKa3aHHOTO pa3pellieHus] MPOU3BOIATCS B CPOK, HE MPEBBINIAONMEN maTH padounx mHed. [lmata 3a
BBIJIaYy YKa3aHHOTO Pa3pelICHHS HE B3UMACTCS.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

KoncynbrantlIntoc: npumeyanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiy (O3 ot 27.12.2019 N 475-D3).

3.1. Homyckaetcs BBo3 B Poccuiickyro denepannio KOHKpPETHOM NMapTUU HE3apETUCTPUPOBAHHBIX
JIEKApCTBEHHBIX IPENapaToB, COACPKALUX HAPKOTHMUYECKHE CPEJICTBA WJIM ICUXOTPOIIHBIE BEUIECTBA, B
nopsiike, ycraHoBiieHHOM IIpaBurensctBoM Poccuiickorn ®enepauuu, sl OKa3aHUs MEIULMHCKOU
MOMOIIM MO XKU3HEHHBIM MOKa3aHUSAM KOHKPETHOTO IMAlMEHTa WJIW TPYIIbl NallMeHTOB B Cilyyae, €ciiu
UMEeTCsl PpelIeHHWEe BpaueOHOW KOMHCCHM MEAMIMHCKOW OpraHu3aimuid o HedP(EKTUBHOCTH WIH
HEBO3MOKHOCTU NMPUMEHEHHs Yy KOHKPETHOI'O IMAllMEHTa WHBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernaparoB, B TOM YHCIE COACP)KALIMX APYrue JIEHCTBYIOIIME BEIIECTBA, M O HEOOXOIMMOCTH BBO3a
ONPEJIETICHHOT 0 HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOT'O MIpenapara ¢ yKa3aHUueM €ro MeKIyHapOJHOTO
HEMaTeHTOBAHHOTO (WJIM XUMHYECKOTO, WJIM TPYNIHPOBOYHOIO) HAMMEHOBaHUS, ()OPMBI BBITYCKA H
koinuecTBa. I[lepeuennr 3a0oneBaHUN U COCTOSHUN U COOTBETCTBYIOUIMX JIEKAPCTBEHHBIX IPENapaTosB,
coJiepKalliX HAPKOTUUECKHUE CPECTBA U IICUXOTPOIIHbIE BEIIECTBA, B LIEISAX OCYIIECTBICHHS UX BBO3a B
COOTBETCTBUHM C TPEeOOBaHUSAMHU HACTOALICH 4YacTU YTBEP)KIACTCS YIOJTHOMOUYEHHBIM (eepalibHbIM
OpPraHOM MCHOJIHUTEIBbHOU BIACTH.

(uacts 3.1 BBenena @enepasibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

4. B Poccuiickyto ®enepannio MOXHO BBO3UTH JIEKAPCTBEHHBIE CPEJICTBA, Kau€CTBO KOTOPBIX
HOJTBEPKIAEHO  CepTU(PUKATOM  NPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YJOCTOBEPSIOIIMM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB TPeOOBaHUAM (papMaKoneHHbIX cTaTeil 1o B ciaydae
UX OTCYTCTBUSI HOPMAaTUBHON JIOKyMEHTAIIMH WJIK HOPMATUBHOIO JOKYMEHTA.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3ampemaetcst BBo3 B Poccuiickyto denepannio haabcupUIIMpOBaHHBIX JTEKAPCTBEHHBIX CPEICTB,
HEJ00POKAYECTBECHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA(PAKTHBIX JIGKAPCTBEHHBIX CPECTB.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

6. DanbcuPUIMPOBAHHBIC JICKAPCTBCHHBIE CPEICTBA, HEIOOPOKAYCCTBCHHBIC JICKAPCTBEHHBIC
CPEICTBa MOJUICKAT UIBATHUIO U MOCIIECIYIONIEMY YHHUYTOKEHHIO WK BbIBO3Yy 13 Poccuiickoit denepanum,
KOHTpa(baKTHI)IG JICKApCTBCHHBIC CPCACTBA - UZBATHIO U MOCIICAYIOIICMY YHHUYTOXKCHHIO. YHUYTOKEHHE
wim  BeiBO3 U3 Poccuiickoit ®enepanym  panbcuUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB,
He[[06pOKa‘~I€CTB€HHI)IX JICKApCTBCHHBIX CpCACTB, KOHTpa(l)aKTHBIX JICKApCTBCHHBIX CpCACTB
OCYIIECTBIIICTCS 32 CYET JIMIA, OCYIIECTBUBIIEIO HUX BBO3. [lOpSANOK YHUYTOXKEHUS HU3BITHIX
q)aJII)CI/I(l)I/ILII/IpOBaHHBIX JICKApCTBCHHLIX CPCACTB, He[[06pOKa‘~I€CTB€HHI)IX JICKApCTBCHHLIX CPCACTB,
KOHTpa(haKTHBIX JIEKAPCTBEHHBIX CpeIcTB ycTaHaBnuBaercs [IpaButensctBom Poccuiickoit denepannu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBusaomue BBo3 B Poccuiickyro ®@expepanuio  panbcuUIMPOBAHHBIX
JICKapCTBCHHBIX ~ CPEACTB, HEIOOPOKAYECTBEHHBIX  JICKAPCTBCHHBIX  CPEACTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOXEHHBIM 3aKOHOAATEIbCTBOM
TamosxeHHOro coro3a U (M) 3aKOHOIaTeIhCTBOM Poccuiickoit deaepaini 0 TaMOKEHHOM JIeTI€.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

8. BbIB03 nexapcTBeHHBIX cpeAcTB U3 Poccuiickoit denepanuu ocyiecTBisieTcss 6e3 MpUMEHEHUS
OTpaHUWYCHUM, YCTAHOBJICHHBIX TAMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXXEHHOro corw3a u (Win)
3akoHoAaTenbcTBOM Poccuiickoit Denepanuii 0 rocylapCTBEHHOM pETyJIWPOBAHUU BHEIIHETOPTOBOM
NeSITENIbHOCTH.

(B pen. ®enepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-03)

9. BBoa B rpaxkJaHCKUK OOOpOT JIEKAPCTBEHHBIX MPENapaToB Uisi MEAMIIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro denepanuro, OCYIIECTBISIETCS C COOJIIOICHUEM TPEOOBAaHMIA, YCTAHOBJICHHBIX
cratbeit 52.1 Hacrosiero @eaepaibHOTO 3aKOHA.

(dactp 9 BBenena denepanbHbIM 3aK0HOM OT 28.11.2018 N 449-D3)

Koncynbrantllitoc: mpumeuanue.
C 01.09.2023 crt. 47 nonoanusiercs 4. 10 (P3 ot 02.07.2021 N 317-D3).

Cratbsa 48. lOpuanyeckme nuua, KOTOpPbIM paspeLleH BBO3 JIeKapCTBEHHbIX CPeaAcTB
B Poccuickyo ®enepauuto
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

JlekapcTBeHHBIe cpencTBa B Poccuiickyro ®@enepainio MOTyT BBO3UTS:
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) MNPOU3BOJUTCIIN  JICKAPCTBCHHBLIX CPCACTB  IJIA Henemn COOCTBEHHOTO IIpOU3BOJACTBA
JICKApCTBCHHBIX CPCACTB;

2) uHOCTpaHHBIE pa3pabOTUYUKH JICKAPCTBEHHBIX CPEICTB M HWHOCTPAHHBIE MPOU3BOAUTEIU
JIEKApCTBEHHBIX CPEJICTB WM JIPYTHE IOPUANIYESCKHE JIUIA TI0 MOPYYSHHIO pa3paboTunKa JEKapCTBEHHOTO
CpeacTBa JUIsl MPOBENEHUS KIMHHUYECKUX MCCIENOBAaHUN JIEKApCTBEHHOTO Mperapara, OCYIIECTBICHUS
TOCYJapCTBEHHOM  PETUCTpPAllMM  JICKAPCTBEHHOTO  Iperapara, BKIIOYEHHsS  (hapMaleBTHUECKOM
CyOCTaHIIMM B TOCYJapCTBEHHBII peecTp JIEKapCTBEHHBIX CPENICTB, KOHTPOJS KauecTBa JIEKAPCTBEHHBIX
CPEACTB MPH HATUYUHU PA3PEIICHUS YIIOJIHOMOYEHHOTO (peIepaibHOTO OpTraHa MCIIOJHUTEIFHON BIACTH
Ha BBO3 KOHKPETHOW MapTHUU JIEGKAPCTBEHHBIX CPEJCTB;

3) opraHu3aiu ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU;

4) HaAyYHO-HMCCIICJIOBATEIIbCKUE OpraHW3ally, OO0pa3oBaTeIbHBIC OpPraHMW3AlMU  BBICIIETO
o0Opa3oBaHMs, MPOU3BOAMTEIN JICKAPCTBEHHBIX CPEJICTB JUIS Pa3pabOTKH, WCCICAOBAHWNA, KOHTPOJISI
0e30macHOCTH, KadecTBa, 3(P(EKTHUBHOCTH JICKAPCTBCHHBIX CPEACTB MPH HAIWYUH pa3peliCHUs
YIIOJTHOMOYEHHOTO (heZiepalibHOTO OpraHa UCIIOHUTELHON BIIACTH,

(B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-D3)

5) MeIUMUMHCKHUE OpPraHu3alluy, UHbIE YKa3aHHbIE B TyHKTaX | - 4 HacToALIEH cTaThu OpraHUu3aluu
JUIS OKa3aHUsl MEAULIMHCKON IIOMOILY I10 )KMU3HEHHBIM IT0KAa3aHUSM KOHKPETHOIO NMAallMEHTa IPU HATMYUH
paspelieHrst YIoJIHOMOYEHHOTo (peepaibHOTO OpraHa HMCIIOJHUTEIBHON BIACTH HA BBO3 KOHKPETHOMN
[apTUU JIEKapCTBEHHOTO IIpernapara, BbIJIAHHOIO B YCTAHOBJIEHHOM IMOpsJKe B (hOpME 3JIEKTPOHHOTO
JOKYMEHTA, ITOANMCAHHOTO YCHJICHHON KBATH(DUIIMPOBAHHOM IEKTPOHHOM MOJIHICHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

Koncynprantllntoc: mpumeuanue.
C 01.01.2024 1. 6 ct. 48 yrpauuBaet cuiy (O3 ot 27.12.2019 N 475-D3).

6) rocyaapCcTBEHHbIE YHUTApHbIC MPEANPUITHS, UMYIIECTBO KOTOPBIX HAaXOAUTCS B (hemepanbHOit
coOcTBeHHOCTH, omnpenensiemble [IpaButensctBoM Poccuiickoii ®enepanuu, B dYacTH BBO3a B
Poccuiickyro  ®@enepanuio  HE3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENaparoB, COAEPKALIUX
HApPKOTHUYECKHE CPEJICTBA WJM ICUXOTPONHBIE BELIECTBA, IS OKa3aHUs MEIMUIMHCKOM MOMOIUM MO
KU3HEHHBIM MTOKa3aHUSAM KOHKPETHOI'O MallMEHTa WJIM I'PYNIbl MALIUEHTOB B COOTBETCTBUU C 4acThio 3.1
crathu 47 Hactosiiero depepaabHOTO 3aKOHA.

(. 6 BBeneH DenepanbHbIM 3akoHOM OT 27.12.2019 N 475-D3)

Cratba 49. [loKkymeHTbl, NpeacTaBnfieMble B TaMOXEHHble opraHbl Poccumnckomn
Penepauum npu BBO3e NeKapcTBEeHHbIX cpeacTB B Poccumnckyro denepauuto
(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-D3)

1. Ilpu BBO3e nekapCTBEHHBIX cpenctB B Poccuiickyro denepaunnio B TaMOKEHHbIE OPIaHbl
Poccuiickoit  ®depepanuu  Hapsay C JIOKYMEHTaMH, MPEACTaBICHHE KOTOPBIX MPETyCMOTPEHO
TaMOKEHHBIM 3aKOHOJATEeNLCTBOM TaMOXXEHHOTO cOl03a W (WMJIM) 3aKOHOAATEIhCTBOM Poccuiickoii
Penepanny 0 TAMOKEHHOM JIENI€, IPEICTABISAIOTCS CIEAYIONIUE TOKYMEHTBHI:

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

1) ceprtuduxatr TPOU3BOAUTENSI JIEKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIOMIUNA COOTBETCTBUE
BBO3MMOI'O JIEKAPCTBEHHOT'O CpeAcTBa TpeOoBaHUsIM (apMakoleHol cTaTbu JHOO B clay4yae ee
OTCYTCTBHSI HOPMAaTUBHOU JJOKYMEHTAIIMU UM HOPMATUBHOT'O IOKYMEHTA;

2) paspelieHre YHOJHOMOUYEHHOro (Qe/epaabHOro OpraHa HCIOJHUTENBHOW BJIACTM Ha BBO3
KOHKpPETHOW MapTHM JIEKAPCTBEHHOIO CPEJCTBA B CIIydyasiX, YCTAHOBJIEHHBIX YacTblo 3 cTaTbu 47
Hacrosuero GenepanbHOro 3aK0Ha.

2. JIOKyMEeHTHI, yKa3aHHbIe B MyHKTax | W 2 yacTu | HACTOAMIEH CTAaThH, MPEICTABISIOTCS B
TaMOXEHHbIe opraHbl Poccuiickoit Denepanuu npu NpUOBITUN JIEKAPCTBEHHBIX CpeACcTB B Poccuiickyro
denepanuio.

(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-D3)

Cratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuinckyro ®depepauuio ans
FINYHOroO UCMONb30BaHUSA U UHbIX HEKOMMEPYECKUX Lerien, a TakkKe Ans MCNOoSfib30BaHUA
Ha TeppUTOPUM MEeXAYHAPOAHOro MeAULIMHCKOro Krnacrepa
(B pen. @enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE MpenapaTtel MOTyT OBITh BBe3eHBI B Poccuiickyro ®enepammro 0e3 ydera
TpeOoBaHUM, MIPEeIyCMOTPEHHBIX YacTsMu | - 4 ctatbu 47, ctatbsimu 48 u 49 Hacrosiero deaepaabHOTO
3aKOHAa, €CJIM OHM IPEIHA3HAYEHBI JUIS:

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

1) TUYHOTO WCHOJB30BAaHUS (PU3MUECKUMH JHIIaMH, NpHObBIIMMH B Poccuiickyio ®Deneparuto.
I[Ipu »>toM BBO3 B Poccuiickyro ®enepanuio JEKAPCTBEHHBIX  IPENapaToB, COAEPKALIUX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

CIJIBHOACWUCTBYIOIME W (WJIM) SIAOBHUTHIE BEHIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CITMCOK
CUJIbHOJICHCTBYIOIMX BEUIECTB JUIS LIEJIEN YrOJOBHOIO 3aKoHoJarenbcTBa Poccuiickoit denepaunu U B
CIIMCOK SJOBUTBIX BEIIECTB [UIsl LieJied YroJIOBHOIO 3akoHojaTenbcTBa Poccuiickoit ®enepanum,
yrBepxkacHHbIe [IpaButenscTtBoM Pocculickonn denepannu, OCymECTBISIETCS TP HAJIUYHUK JTOKYMEHTOB
(3aBEpEeHHBIX KOMWI TOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHCOK U3 HUX), MOJITBEPKIAIONINX Ha3HAuYCHUE
¢u3znvyeckoMy JHIly YKa3aHHBIX JICKQPCTBEHHBIX IPEMapaTtoB (3a HUCKIIOUEHHEM JIEKapCTBEHHBIX
nmpenaparoB, 3apeructpupoBaHHbix B Poccuiickoit ®enepanuum u  ormyckaembeix B Poccuiickoit
denepanun 6€3 perenrta Ha JEKapCTBEHHBIN npemnapart). [logTBepknaromme JOKyMEHThI (MX 3aBEpEHHBIE
KOIUU WJIM 3aBEPEHHBIC BBHITUCKU U3 HUX) JOJIKHBI COACPKATh CBEACHHUSI O HAMMEHOBAHUU U KOJIUYECTBE
HA3HAYEHHOI'0 JIEKapCTBEHHOIro Ipemnaparta. B cimyuae, eciu NOATBEp)KIAIOUIME JTOKYMEHTHI (MX
3aBepEHHBbIC KOMHUHM WM 3aBEPEHHBbIC BBIMMCKH U3 HHUX) COCTABIIEHb HA MHOCTPAHHOM S3bIKE, K HUM
MIpUJIaraeTcs HOTapualbHO 3aBEPEHHBIN NIEPEBO HA PYCCKUM SA3BIK;

(m. 1 B pea. @enepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) WCHONB30BaHUS paOOTHUKAMHU  JUIUIOMATHMYECKOTO0 KOpIyca WM  MPEACTABUTEISIMU
MEXIyHApOAHBIX OpraHu3alnil, akkpequToBaHHbIX B Poccuiickoit denepanuu;

3) nedeHus MacCaXUPOB W WICHOB SKUIMAXEH TPAaHCIOPTHBIX CPEACTB, IOE3IHBIX Opuraa u
BOJUTENEH TPAHCIOPTHBIX CPEICTB, NpuObIBIINX B Poccuiickyto denepanuio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nevyeHUs y4aCTHHUKOB MEXAYHAPOIHBIX KYJIbTYpPHBIX, CIOPTUBHBIX MEPONPUITHIA U YYaCTHUKOB
MEKTYHAPOAHBIX SKCIIECIUIUI;

5) TnedeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajiax, IMpKax, OKeaHapHyMax,
nenb(GUHAPUAX, JICUCHUS] IUKUX >KUBOTHBIX, TMOCTOSHHO WJIM BPEMEHHO HACENSIONINX TEPPUTOPUIO
Poccuiickoit denepanyy, HaXOMSIMIMXCSI B COCTOSHHUM E€CTECTBEHHOW CBOOOABI M NPHHAISKAIIMX K
BuIaM, 3aHeceHHBIM B Kpacuyro kuury Poccuiickoii ®@enepannu U (MiM) KpacHble KHUTH CyOBEKTOB
Poccuiickoit ®denepannn, a Takke *XUBOTHBIX, BBO3UMbIX B Poccuiickyto ®denepauuto ajisg yyactus B

CHOPTUBHBIX U 3PEJIUIIHBIX MEPOTIPHUATHUSX;
(B pen. @enepanbHbix 3akoHOB 0T 06.12.2011 N 409-03, ot 02.08.2019 N 297-D3)

6) UCIIOJIB30BAHUS Ha TEPPUTOPUU MEKTYHAPOJTHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH DenepanbHbIM 3akOHOM OT 29.06.2015 N 160-D3)

2. B cnyuasix, npeayCMOTpPEHHBIX 4acThio 1 HacToslIel cTrarbu, AomyckaeTcs BBO3 B Poccuiickyro
Denepanyio JIEKApCTBEHHBIX MPENApaToB, HE 3aperucTpupoBaHHbIX B Poccuiickoit denepanui.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE IIpenapathl, MpeJHa3HAYCHHbIE ISl TYMaHUTaApHOW MOMOIIHU (COACHCTBUS) MU
IIOMOIIM IIPM YPE3BBIYAMHBIX CUTyallMsX, BBO3sATCA B Poccuiickyro @enepanuio B IOPSIKE,
ycraHoBieHHOM IIpaButensctBom Poccuiickoii @Penepanuu. 3anpemaercs BBo3 B Poccuiickyro
@enepanvio HE3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IIPENAparoB,  IPEAHA3HAYEHHBIX  JUISA
rYMaHUTapHOH MOMOIIHU (COAEHCTBHS) MIM OMOILM NP YPE3BbIYaWHBIX CUTYAIUSX.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHudecTBO dpeaepanbHOro opraHa UWCMNOSIHATESILHOW BRacTy,
YMNOSIHOMOYEHHOro B 00JlacCTU TaMOXEHHOro perna, UM ApPYrMX YNONMHOMOYEHHbIX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

deaepanbHbIX OpraHOB UCNOSTHUTENLHOW BNacTu

1. VYnomHoMmoueHHble (efepaibHble OpraHbl MCIOJHUTEIbHONM BIACTU IMPEAOCTABISAIOT B
pacriopsbkeHre  (eepaTbHOTO OpraHa HCIOJHUTENBHOW BJIAcTH, YIHOJHOMOYEHHOTO B OOJIACTH
TaMOXXEHHOTO JIeJa, TOCYIapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPEACTB, a TaKkKe HH(POPMALUIO O
BBIAHHBIX pa3pelIeHHUsX Ha BBO3 KOHKPETHOM MAapTHM JIEKAPCTBEHHBIX CPEJICTB B CIIydasXx,
YCTaHOBJIEHHBIX 4acTblO 3 cTaThy 47 HacTosero denepajbHOro 3aKOHa.

2. @enepanbHBI OPraH UCTIOIHUTEIBHOMN BIACTH, YIIOJHOMOYEHHBIH B 00JIAaCTH TAMOXXEHHOTO JIeTIa,
nH(OpPMUPYET YKa3aHHbIE B 4acTH | HAacTOsIENd CTaThU YIOJIHOMOYEHHBbIE (eaepanbHble OpraHbl
WCIOJIHUTEIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CcpeAcTB B Poccuiickyro denepanuio U BbIBO3E
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoit @enepanuu no ¢opMe U B MOPSAJIKE, KOTOPhIE YCTAHOBIEHBI
IIpaBurenscTBoM Poccuiickoit denepanuu.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

Masa 10. PAPMALEBTUYECKAA OEATENNIbHOCTDb
Cratba 52. OcywecTBneHue ¢papmMmaLeBTUHECKON [EeATENIbHOCTH

1. dapmaneBTuUeCcKast JESTENBHOCTh OCYIIECTBISIETCS OpPraHU3AlMSIMU  ONTOBOM TOPTOBIU
JICKApCTBCHHBIMU cpeacrBamu, alITCYHbIMH opraHusanusaMu, BCTCPUHAPHBIMU alITCYHbIMH
OpPraHM3alMsIMK,  WHIUBUIYaJIbHBIMH  OPEANPHHUMATENSMH,  HMMCIOIIMMH  JIMIEGH3WIO  Ha
q)apMaIIeBTI/ItIeCKYIO ACATCIIBHOCTb, MCIUIMHCKUMHU OpraHu3alyvsiMyv, HMCIOMIUMH JIMOCH3HWIO Ha
(apMaLeBTHYECKYIO JIESTEIbHOCTh, M UX OOOCOOJICHHBIMU IIO/Ipa3JesieHHAMH  (aMOyJIaTOpHsIMH,
denpamepckuMu U (ENBIIMIEPCKO-aKyIIEPCKUMU  IIYHKTAMH, LEHTpaMH (OTIEJICHUSIMH) 0OmIei
BpayeOHOH (ceMelHOW) MPaKTHKH), PACIIOJIIOKEHHBIMU B CEIIbCKUX HACEJCHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIllTCUHBLIC OpraHu3alvi, WU BCTCPUHAPHBIMHU OpraHu3allusIMH, UMCIOIIUMHA JIMLUCH3UIO Ha
(apMaLeBTHYECKYIO JIESITEIbHOCTb.

(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

Koncynprantllntoc: npumeuanue.

O06 ycnoBusax pomycka B 2021 roxy K OCYIIECTBICHUIO (DapMaleBTUUECKOW NESATEIbHOCTH JHIl 0e3
cepruukara cneuranucta M (WIM) MO CHEUUATBHOCTSAM, HE MPEAYCMOTPEHHBIM CEpTU(UKATOM
crienanucta, cM. [Ipukas Munzapasa Poccun ot 08.02.2021 N 58H.

2. dusnueckue WA MOTYT OCYIIECTBIATH (hapMaleBTUUECKYIO MAEATEeIbHOCTh IMPU HATHYUU
BBICIIICTO MJIU CPEIHEro (apMaleBTHYECKOTO 00pa3oBaHUs M cepTU(UKATA CIEIUAINCTA, BBICIIETO WIIH
CpeIHEro BeTepHHApHOro 00pa3oBaHUs U cepTU(UKATa CIEHUATNCTa, a TAK)KE BBICIIETO WU CPETHETrO
MEIUIIMHCKOT0 00pa3oBaHMs, cepTU(]HUKATa CHEIHAINCTAa U JIOMOJHUTEIBHOTO MPO(PECCHOHATBHOTO
o0pa3oBaHMs B YaCTU PO3SHUYHOIN TOPTOBIM JIEKAPCTBEHHBIMU IpeNapaTaMu IMpHU YCIOBUU UX pabOTHI B
000CO0JICHHBIX TIOJIpa3ACIICHUSX METUITMHCKUX OpraHu3allii, YKa3aHHBIX B YaCTH | HACTOSIICH CTAaThH.
(uactsp 2 B pen. @enepanpHoro 3akoHa oT 27.07.2010 N 192-D3)

KoncynprantlIntoc: npumeyanue.
JlekapcTBEeHHbIE Mpenaparthl JUIsi MEAUIIMHCKOTO MPUMEHEHUs, BBEICHHbIE B TPaKIaHCKUNA 000pOT 10
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

29.11.2019, momyexxar XpaHEHMIO, MEPEBO3KE, OTIYCKYy, peaM3alldd, Tepenaye, MPUMEHEHHIO 10
ucredeHus cpoka ux rogHoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT JieKapCTBEHHbIX MpenapaTtoB AnA
MeAULUHCKOro NpUMeHeHus
(BBeneHa ®enepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. ITepen BBOJOM B rpa)IaHCKUI 00OPOT KaXKIOW CEpUU WIIM KaXIO0H MapTHH MPOU3BEACHHOTO B
Poccuiickoit denepanyy JIEKapCTBEHHOIO IIpenapaTa Uil MEAULUHCKOIO IIPUMEHEHUS, 3a UCKIOYEHUEM
MMMYHOOHMOJIOTUYECKMX JIEKAPCTBEHHBIX IIPENapaTroB, MPOU3BOAMTENb TAKOTO JIEKAPCTBEHHOTO
npernapara npejacTaBiseT B GenepaabHblii OpraH MCIOJIHUTEIbHON BIACTH, OCYILIECTBISIOMUN (YHKIUN
[0 KOHTPOIIO M HAA30py B cdepe 3ApaBOOXpPAHEHUs, JOKYMEHT IPOU3BOAUTENS JIEKAPCTBEHHOI'O
CpPEACTBA,  MOATBEPKAAIOIIMM  KAuecTBO  JIEKAPCTBEHHOI'O  IIpemapara, W IOATBEP)KICHUE
YIOJIJHOMOYEHHOIO JIMIA TNPOU3BOJUTENSA JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOI'O
npemnapara TpeOOBaHUAM, YCTAHOBJIEHHBIM IIPU €0 roCyJapCTBEHHOM perucTpanum.

2. Tlepen BBOAOM B TPaKIAaHCKHA OOOPOT Ka)JOH CEpUM WM KaXIOW MapTUHU BBO3WMOIO B
Poccuiickyro ®enepanuio JIEKapCTBEHHOrO Ipemapara JUisi MEIMLIMHCKOTO NpPUMEHEHUus, 3a
HCKITIOYCHUEM HMMYHOOHMOJIOTHYECKHUX JICKAPCTBEHHBIX IPEIapaToB, OPraHU3allvs, OCYIICCTBIISIOIIAS
BBO3 JIeKapCTBeHHOro mpemnapara B Poccuiickyro @enepanuio, mpeictaBiseT B (enepanbHblii oprax
WCTIOJHUTEIBHOW BIIACTH, OCYIIECTBISIIONMN (QYHKIMH TIO KOHTPOJIIO W Haa3opy B cdepe
3IpaBOOXpaHEHUs, CepTU(UKAT MPOM3BOAMUTENS JIEKAPCTBEHHOTO CPEJICTBA,  YAOCTOBEPSIOLIUIA
COOTBETCTBHE BBO3UMOTIO JIEKAPCTBEHHOT'O Mperapara TpeOoBaHuAM (GapMaKoneiHOW CTaThH, a B CIydae
OTCYTCTBHS (hapMaKONEeHHON CcTaThbU TPEeOOBaHUSM HOPMATHUBHON JOKYMEHTAIMH, M MOJITBEPXKICHUE
MPEICTaBUTENSl OpraHU3alyy, OCYUIECTBIISIIOIICH BBO3 JIEKAPCTBEHHOrO Ipenapara B Poccuiickyro
Qenepaliio M YHOJIHOMOYEHHOM  HMHOCTPAaHHBIM  IMPOU3BOJUTEIEM  JIEKAPCTBEHHBIX  CPEJACTB,
COOTBETCTBUSl BBO3MMOI'O JICKAPCTBEHHOI'O TMpemnapara TpeOOBaHUSM, YCTAHOBICHHBIM IIPH  €r0
rocyapCTBEHHOM perucTparuu.

3. Ilopsimok mpencTaBi€HUs] B COOTBETCTBUM € YacTsAMHU | M 2 HAcTOALIEH CTaTbu JIOKYMEHTOB U
CBEICHUII O JIeKapCTBEHHBIX IpernapaTrax, BBOAMMBIX B TIpaXJaHCKUH 000pOT, YCTaHABIUBAETCA
IIpaBurensctBoM Pocculickoit denepanun.

4. B oTHOLIEHMH TEPBBIX TpPEX CEPUH WM NAPTUA JIEKAPCTBEHHOI'O MperapaTra, BIEpPBbIC
npousBegeHHOro B Poccuiickoit denepaunu Win BIEpBbie BBO3UMOTO B Poccuiickyto Penepauuio, B
denepanbHBIA OpraH UCIOJIHUTEIBHONW BIACTH, OCYLIECTBISIOMNNA (PYHKIIMU 110 KOHTPOIIO U HAI30py B
cdepe 3paBOOXpaHCHHSI, TOTOTHUTEIEHO MPEICTABISICTCS TPOTOKOJ UCIIBITAHUNA O COOTBETCTBUU CEPUU
WM TApTUU JIEKapCTBEHHOTO IpernapaTta sl MEAMIIMHCKOIO NPUMEHEHHUs IOKa3aTelsiM KayecTBa,
MPEAYCMOTPEHHBIM HOPMATHUBHOW JOKYMEHTAIMel (Jajiee - MPOTOKOJ MCHBITAHWM), MPOBOAUMBIX
aKKpEJIUTOBAHHBIMH B COOTBETCTBHUHU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu 06 akkpeauTaluu B
HAI[MOHAJILHOM  CHCTEME  aKKpenuTanuu  (efepaibHbIMA  TOCYJAAPCTBEHHBIMH  OFOJKETHBIMHU
YUPEKIEHUSMH,  MOJIBEJOMCTBEHHBIMU  (emepalbHOMY  OpraHy  HMCHOJHHUTENbHOM  BJACTH,
OCYIIECTBIISOMEMY (YHKIIMM TI0 BBIPAOOTKE ¥ pealu3alldd TOCYJapCTBEHHOW TIOJIWTHKH U
HOPMAaTUBHO-TIPAaBOBOMY pEryJIHpOBaHUI0 B cdepe 3ApaBooxpaHeHus, Hu (deaepaabHOMy OpraHy
WCIIOJIHUTEJIBHOM  BJIACTH, OCYUIECTBIIAIOIIEMY (QYHKIMM IO KOHTPOJIK M Haa3opy B cdepe
3npaBooxpaHeHus. [lopsimok BbIauM yKa3aHHBIMU (eAepalbHBIMU TOCYJAPCTBEHHBIMHU OOJIKETHBIMU
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"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

YUPEKIECHUSIMHU JaHHOTO MPOTOKOJIA M pa3Mep IUIAThI 32 €ro Bblauy ycTaHaBIuBaroTcs [IpaBuTenbcTBoM
Poccuiickoit denepanumn.

5. Exeroano He mo3nnee 1 deBpans mpous3BOAUTENN JIEKAPCTBEHHBIX CPEJICTB WM OpraHU3alluy,
OCYLIECTBISIIOIIME BBO3 JIEKAPCTBEHHBIX IpenapatoB B Pocculickyro @enepanuio, NpeICTaBIsIOT B
denepanbHBIA OpraH UCIOJMHUTEIBLHONW BIACTH, OCYLIECTBISIOMNNA (DYHKIIMU 110 KOHTPOIIO U HAI30py B
cdepe 3ApaBOOXpaHEHUS], TPOTOKOJ UCTIHITAHUIN MMOCTYIHMBILIETO B TEYEHUE roJja B TPAKIAHCKHA 000pOT
JIEKapCTBEHHOI'O TIperapara KOHKPETHOTO MpOW3BOAUTENs (Ha OJHY CEpUI0 KaXKIOro TOPrOBOTO
HAaUMEHOBAHMSI C YYETOM JICKApPCTBEHHON (DOPMBI M JIO3UPOBKH), MPOBOJUMBIX AKKPEAUTOBAHHBIMHU B
COOTBETCTBUHM C 3aKOHOAATenbCTBOM Poccuiickoit denepannu 00 akKpeIuTalMyd B HAIIMOHAIBHOMN
CUCTEME aKKPEIUTAI[NHN HCIIBITATeILHBIMA JTa00paTOpusiMu (IICHTPAMH ).

6. IlpousBoauTenn JEKapCTBEHHbIX CpPEACTB WJIM OpraHU3allud, OCYILECTBIISIOLIME BBO3
JIEKapCTBEHHBIX mpenapaToB B Poccuiickyro denepannio, HE MEHEE YE€M 3a OAWH ToJ A0 IUIAaHUPYEMBIX
IPUOCTAHOBIICHUSI MM TPEKPALIeHHUs MPOU3BOJCTBA JIEKAPCTBEHHBIX IpenapaToB WIM HX BBO3a B
Poccuiickyro @enepanuio yBeAOMIISIIOT 00 3TOM (enepanbHblii OpraH HWCHOJTHHUTEIBHOW BIIACTH,
OCYLIECTBIIAIOUINHM (YHKLIUU IO KOHTPOJIIO ¥ HA/30py B cepe 31paBoOXpaHeHUs U (eepaabHblil OpraH
WCIIOJIHUTEIBHON ~ BIIACTH,  OCYIICCTBISIOMUN  (QYHKIMHM TIO JIMIEH3WPOBAHWIO  IPOHM3BOJICTBA
JIEKapCTBEHHBIX CPE/CTB.

7. BBOI B rpa)IaHCKUH 00OpOT KaXIOW CepUU WM KaXIO0W MapTUH HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O Mpernapara, npoussefeHHoro B Pocculickont @enepanuum uinm BBo3uMoro B Pocculickyro
denepanuio, OCYMIECTBIISICTCS HAa OCHOBAaHHHM pa3pelieHHs, BBIJAHHOTO (eepallbHBIM OpPTraHOM
UCIIOJHUTEJIBHOM BIAcTH, OCYHIECTBISIOMIMM (YHKIMM 10 KOHTPOJIIO U Haa3opy B cdepe
3/lpaBOOXpAHEHUS, HAa OCHOBAHMWU BBIJAHHOIO (pelepaIbHBIMU TOCYJIapCTBEHHBIMU OOJKETHBIMU
YUPEKIEHUSAMH, YKa3aHHBIMU B 4acTH 4 HACTOSALIEH CTaThH, 3aKIIOYEHHUS O COOTBETCTBUU CEPUU WM
NapTUUd UMMYHOOHOJIOTMYECKOTO JICKApCTBEHHOTO Mperapara TpeOOBaHUSAM, YCTAHOBIEHHBIM IPH €TO
rocyJapcTBeHHOHN peructpauuu. [lopsaok BelAaun paspelieHust Ha BBOJA B TPaKIaHCKUNA 000poT cepuun
WIH TIAPTUU UMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO Tpenapara, a TakKe IMOPsI0K BBIaYl YKa3aHHOTO
3aKJIIOUYEHHS W pa3Mep IUIaThl 3a €ro Bblgady ycraHaBnuBaroTcsi IIpaBurensctBoMm Poccuiickoit
denepauuu.

8. 3a HempeACTaBIIEHWE WIM HECBOEBPEMEHHOE IPEACTABICHUE JOKYMEHTOB U CBEICHU,
IIPEeyCMOTPEHHBIX YacTsMu 1, 2, 4, 5 u 6 HacTosIeN cTaThbi, IPOU3BOAUTEIH JIEKAPCTBEHHBIX CPEJCTB U
OpraHu3aliy, OCYLIECTBISIONIME BBO3 JIEKApCTBEHHBIX NpenaparoB B Poccuiickyro Penepaiuio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATEIBCTBOM Poccuiickon denepannm.

9. IlpeacraBieHue NTOKYMEHTOB M CBEACHUM, MPEIyCMOTPEHHbIX yacTsaMu |, 2 u 4 Hacrosmen
CTaThbd, W TIOJYYCHHE TMPEIYCMOTPEHHOIO0 4YacThiO 7 HACTOSIIEH CTaThU pa3pelieHus Ha BBOJT
MMMYHOOHMOJIOTUYECKOTO JIGKAPCTBEHHOTO Tpernapara B TpakKIaHCKUKH 000poT He TpedyroTcs B
OTHOIIEHWW JICKAPCTBEHHBIX TMPENaparoB, TMPEJHA3HAYEHHBIX JUIA TMPOBEJACHUS  KIMHHUYECKUX
WCCICAOBAaHUHN JICKAPCTBEHHBIX MPEMapaToB, IMPOBEICHHS JKCIEPTU3bl JEKAPCTBEHHBIX CPEJCTB IS
OCYIIECTBIICHUS TOCYAapCTBEHHOW PEruCTpallii JIEKAPCTBEHHBIX IpEenapaToB, a Tak)Ke€ B OTHOIICHUU
HE3apeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMApaToOB, MPEJHA3HAYCHHBIX JUISI OKa3aHUS MEIUIIMHCKOU
MOMOIIM TIO KU3HEHHBIM TMOKa3aHUSM KOHKPETHOTO MAaIlMEHTa WJIM TPYMIbI MallMeHTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cOOTBETCTBUU ¢ 4acTsmu 3 U 3.1 ctathu 47 Hactosmero denepalbHOTO
3aKOHa.

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)
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HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

10. Ilpu BBIABICHMM B TPa)KAAHCKOM O0OpOTE CEpUM WIM HapTHH JIEKAPCTBEHHOrO Iperapara,
JOKYMEHTbl M CBEACHMSI O KOTODPBIX, NPEAYCMOTpEHHble yacTsiMu 1, 2 u 4 Hacrosueld craTbu, HE
IpeJCTaBIeHbl B (elepaibHblii OpraH MCHOJHUTENbHON BIACTH, OCYLIECTBIAIOUIMM (YHKIHHM 10
KOHTPOJIIO U HaA30py B cdepe 3ApaBOOXpaHEHUs, JUOO Cepuy WM NMapTUH MMMYHOOHOJIOTHYECKOTrO
JICKapCTBEHHOI'O IIpenapara, HE HMEIOIIMX pa3pelleHuss Ha BBOJ B TIPaXIAHCKUM 000poT,
MPEIYCMOTPEHHOTO YacThl0 7 HACTOALICH CTaThu, (eAepalbHBIA OpraH HCIOJHHUTENBHOW BIIACTH,
OCYLIECTBIIAIONMA (QYHKIMM IO KOHTPOJIO M HaA30py B cdepe 3ApaBOOXPAaHEHMs, B IOPSJIKE,
ycraHoBieHHOM [IpaBurensctBom Poccuiickoit ®enepanuu, NPUHUMAET PEIICHHE O MNPEKPAILECHUH
IpaXJaHCKOro 000pOTa TaKUX CEpUU WIM MapTUU JO TPEJICTaBICHUs YKa3aHHBIX JOKYMEHTOB W
CBEJIeHUH 1100 MOJIy4eHHs yKa3aHHOIO Pa3peIleHHs..

Koncynprantllntoc: mpumeuanue.
C 01.09.2023 noxymeHT pononnsercs cT. 52.2 (@3 ot 02.07.2021 N 317-D3).

Cratba 53. Npopaxa, nepepaya nNekapCTBeHHbIX CPeACcTB OpraHM3auussMum ONTOBOWM
TOProBnu fieKkapcTBeHHbIMU cpeacTBaMun

1. Opranu3anuu ONTOBOH TOPTOBIH JEKAPCTBEHHBIMH CPEJCTBAMU MOTYT OCYHIECTBISITH MPOJAXKY
JIEKapCTBEHHBIX CPEJACTB WM IepelaBaTh MX B YCTAHOBIEHHOM 3aKOHOAATENbCTBOM Poccuiickoii
Denepanuu mopsake (3a UCKIOYEHUEM (papMalieBTUUECKON CyOCTaHIIMK CIIUPTA STUIIOBOTO (3TaHOJIA):

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 481-D3)

1) apyrum opraHu3zanusmM OlTOBONW TOPrOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) NpOU3BOJUTENSAM JIEKApPCTBEHHBIX CPEACTB JUIA 1ieieil MPOn3BOACTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeyHbIM OpraHU3alUsIM U BETEPUHAPHBIM allTEUHBIM OpraHU3aLUsIM;

4) Hay4HO-MCCIIEJ0BATEIbCKUM OPraHU3aLUAM JUIsl HAyYHO-HCCIe10BaTeIbCKON paboThl;

5) WHIMBUAYAIbHBIM MPEINPUHUMATEISIM, HWMEIOIMIMM JIMIEH3UI0 Ha  (apMareBTHYECKYIO
JEATEIbHOCTh WIH JTULEH3UI0 HA MEAULUHCKYIO 1E€ATEIBHOCTD;

6) MCIUIIMHCKUM OpraHu3alusaM, B TOM 4UCJIC CO3JaHHBIM U 3apCTUCTPUPOBAHHBIM B COOTBCTCTBHUU
C 3aKOHOJATEIbCTBOM HMHOCTPAHHOIO rocygapctBa - wieHa OpraHuzalud 3KOHOMHYECKOIO
COTPYAHHUUICCTBA u Pa3sBUTHUA HHOCTpaHHBIM IOPUIUYICCKHUM Janam, HUHIUWBUYaJIbHbIM
HPEIIPUHUMATENSAM, SBISIOUIMMCS YYaCTHUKAMH IPOeKTa B cOOTBeTcTBUU ¢ DenepanbHbIM 3akoHOM "O
MCKAYHAPOAHOM MEAWIMHCKOM KJIACTCPEC U BHCCCHUU N3MEHEHHUH B OTACJIBHBIC 3aKOHOAATCIBbHBIC aKThI
Poccwuiickoit @enepannu', 1 BeTeprHApHBIM OpraHU3AIHSM;
(B pen. @enepanbHoro 3akoHa ot 26.07.2019 N 240-03)

7) opraHM3alusM W WHIWBUAYAIBHBIM TPEANPUHUMATEISAM, OCYIICCTBISIFOIIUM pa3Be/ICHUE,
BEIpAlIUBAHUE H COJCPKAHWE JKUBOTHBIX (32 HCKIIOYCHHEM TMPOJNaXH WM (papManeBTUICCKUX
CyOCTaHIIMI UK UX TIepeaun).

(n. 7 B pen. @enepanbroro 3akoHa ot 02.08.2019 N 297-03)

2. OpFaHI/ISaHI/II/I OIITOBOM TOProBJIM JICKAPCTBCHHBIMU CPCACTBAMU HEC BIIPABE OCYHICCTBIIATH
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

npojaxy (mepegadyy B YCTaHOBIEHHOM 3aKOHOAATensCcTBOM Poccuiickoit denepauuu mopsake)
(dhapmareBTHUECKON CyOCTaHIIMH CITUPTA ATHIIOBOTO (ITAHOJIA).
(uactsp 2 B pen. ®enepanpHoro 3akoHa oT 27.12.2019 N 481-D3)

CraTtba 54. MpaBnna onToBOW TOProBfM NIEKApCTBEHHLIMU CpeaAcTBaMun

OnToBast  TOpProBis  JEKAPCTBEHHBIMU  CPEICTBAMU  OCYLIECTBIISIETCS  IPOU3BOIUTEISIMU
JICKApCTBCHHBIX CPCACTB MW OpraHu3aluiaIMu OIITOBOM TOProBJiM JICKAPCTBCHHBIMHU CpPCACTBAMU 110
IpaBUjIaM HaJulexKaled TUCTpUObIOTOPCKOM MPAKTUKU M IIPAaBUIaM HaJJIeKallel NMPaKTUKU XpaHEHUs U
MNEPCBO3KHU JICKAPCTBCHHBLIX IIPCIapaToB, YTBCPXKIACHHBIM COOTBCTCTBYIOIIMMU YIIOJHOMOYCHHBIMU
(benepanbHBIMU OpraHaMy UCIIOJHUTENbHON BIIACTH.

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

CraTtba 55. [MopAaok pO3HMYHOW TOProBMyY NleKapCTBEHHbIMM NpenapaTamMmu

1. Po3HuuHass TOproBiis JIEKAPCTBEHHBIMU IIperapaTaMd B KOJUYECTBAX, HEOOXOIUMBIX ISt
BBITIOJTHEHUST BpaueOHbIX ((enpAlIepcKuX) Ha3HAYCHWH WM Ha3HAUYCHUU CIENUANINCTOB B 00JacTu
BETEPUHAPUHU,  OCYIIECTBIAECTCS  aNTEYHbIMU  OPraHU3ALMSMH,  BETCPUHAPHBIMH  ANTEYHBIMU
OpraHu3alMsIMU, WHIUBUTyJIbHBIMU NpeANPUHUMATEISIMH, MMEIOIIUMHU JIMLEH3HUI0 Ha
(dapMaIleBTHUECKYIO JIATSIBHOCTh, MEIUIUHCKAMH OPTraHU3alUsIMH, WMCIOIMMHU JIMIICH3UIO Ha
(bapMaleBTUUECKYI0 JESTEIbHOCTh, M UX O00O0COONEHHBIMHU MOApa3JeIeHUsIMH (aMOyIaTOpUsMHU,
denpamepckuMu ¥ (ENBANICPCKO-aKyIIePCKUMU  ITYHKTaMHU, IEHTpaMu (OTIEICHHUSIMH) OOIIei
BpaueOHOM (CeMelHOM) MPaKTHKHU), PACIOJIOKEHHBIMU B CEIIbCKMX HACENEHHBIX IMYyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€UHbIC OPraHU3alli, U BETEPUHAPHBIMH OPTraHU3ALMUSMH, UMEIOIIMMH JULEH3UIO HA
(dapmaleBTUUECKYIO0 JesTeNbHOCTh. Pa3pelieHa pO3HWUYHAS TOPTOBIS TOJIBKO JIEKAPCTBEHHBIMU
Mpernaparamu, 3aperucTpupoBaHHbiMH B Poccuiickoin denepauuu WM H3rOTOBIEHHBIMHA alTEYHBIMU
OpraHu3alMsIMU, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alUsIMU, WHJMBU1yaJIbHBIMU
MPEeANPUHUMATEIIMA, HMEIOINUMHU JIUICH3WI0 Ha (apMarieBTUYECKYIO0 JACSITeNbHOCTh. PO3HWYHAsS
TOProBJsl JIEKAPCTBEHHBIMM IpenapaTamMy OCYIIECTBISIETCS IO MpPaBWIAM HaJJIeXalled anTeYHOU
MIPAKTUKH, YTBEPKIACHHBIM YITOJTHOMOYEHHBIM (peepaabHbIM OpPraHOM HCIIOJHUTEIBHOM BIACTH.

(B pen. @enepanbHbiX 3akoHOB OT 25.11.2013 N 317-03, ot 22.12.2014 N 429-D3)

1.1. Po3HuuHas TOproBis JIEKApCTBEHHBIMM IpenaparaMu Uis MEIUIUHCKOrO NpUMEHEHHus (3a
HCKJIFOUEHUEM JIEKapCTBEHHBIX IPenapaToB, OTIYCKaeMbIX 10 PELENTy Ha JeKapCTBEHHBIM Ipemnapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB, a TaKKe
CIMPTOCOJEPKAIIUX JICKAPCTBEHHBIX IPENnaparoB ¢ OOBEMHOM J0Jiell 3TUIOBOro cnupra cBblme 25
MIPOLIEHTOB) MOXET OCYILECTBIATHCSA ANTEYHBIMU OpPraHU3alUsAMHU JUCTAHLMOHHBIM  CIIOCOOOM.
Po3HMUYHYI0O  TOProBJIIO  JIEKAPCTBEHHBIMU  IpenapaTramMd  JUIsl ~ MEAMLMHCKOrO  IPUMEHEHHUs
IMCTAaHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBIISITH AalTEYHBIC OpPTaHMU3ALUHU, MMEIOIINE JUICH3UI0 Ha
(bapMaleBTUYECKYI0  JEATEIbHOCTh M COOTBETCTBYIOIEE paspelieHue (eepaJibHOro  OopraHa
UCITIOJIHUTENBHON BIIACTH, OCYLIECTBIAIONIETO (YHKIMM 10 KOHTPONIO M Haa3opy B chepe
31paBooxpaHeHus. [lopsaok BbIauM  paspelleHuss Ha OCYLIECTBICHHE PO3HUYHOM TOProBid
JICKQpCTBEHHBIMH TIperapaTaMyd JUCTAHIIMOHHBIM CIIOCOOOM, TPeOOBaHUS K alTEYHBIM OPTaHHU3ALUsM,
KOTOpbIE MOTYT OCYILECTBIIATH TaKyl0 TOPIOBIIO, W IOPSJIOK €€ OCYILECTBIEHHUS, a TaKXe IpaBuia
JOCTaBKU JIEKapCTBEHHBIX IIpENapaToB rpakaaHaM YycTaHaBiauBaroTcs [IpaBurensctBom Poccuiickoit
Oenepanun. Mudopmanus 06 omiaueHHbIX (OTIYIIEHHBIX) U MOJIyYEHHBIX JIEKAPCTBEHHBIX Mperaparax
BHOCHUTCSI B CHUCTEMY MOHHUTOPHMHIA JIBM)KEHUS JICKAPCTBEHHBIX IPENapaTroB Uil MEAULUHCKOTO
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

MPUMEHEHHS B TIOPSJIKE, IPEAYCMOTPEHHOM YacThi0 7 cTaThu 67 HacTosmiero denepaabHOro 3aKoHa.
(uactp 1.1 BBegena denepanbubiM 3akoHoM 0T 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHW3alWii M TpaBWia OTIYCKa JIEKAPCTBEHHBIX MpENapaTtoB s
MCIUIHUHCKOI0O MNMPUMCHCHHUA allTCYHBIMU OpraHu3alusaAMU, HWHIAWBUAYAJIbHBIMH MIPCANPHUHUMATCIISIMUA,
MMEIOLIMMHU JIMICH3UIO Ha (hapMalieBTUYECKYIO AEATeNIbHOCTb, @ TAKXKE MTPAaBUIIa OTIYCKa JIEKAPCTBEHHBIX
npemnaparoB Ajid MCAUOHWHCKOrO NMPUMCEHCHUA MCOAWIWHCKUMH OpraHHu3alusIMH, UMCIOIUMU JTULCH3UIO
Ha (papMareBTUYECKYI0 JESTENbHOCTh, U MX OOOCOOJCHHBIMU TOApa3/eIeHUSIMHU (aMOyIaTOPUSMH,
denpamepckuMu U (ENBIIMIEPCKO-aKyIIEPCKUMU  TIYHKTAMH, LEHTpaMH  (OTIEJICHUSIMH) 0OmIei
BpayeOHOH (ceMelHOW) MPAKTHKH), PACIIOJIIOKEHHBIMU B CEIIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AaIllITCUHLIC OpraHu3aliuy, YTBCPXKIAAIOTCA YIIOJHOMOYCHHBIM q)eﬂepaJII)HI)IM OopraHom
UCTIOJIHUTEIbHON BIIACTH.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. [lpaBuia OTHycKa HAPKOTHYECKUX CPEICTB U MCHXOTPOITHBIX BEIIECTB, 3apETUCTPUPOBAHHBIX B
KauCCTBC JICKAPCTBCHHLIX IMPCIAapaToB, JICKAPCTBCHHBIX IIPCIIapaToB, COACPIKAIINX HAPKOTHYCCKUC
CpeACTBa W TICHUXOTPOIIHBIC BEIIECTBA, YTBEPKIAKOTCS YIIOJIHOMOYCHHBIM (ellepalbHbIM OpPraHOM
WCIIOJIHUTEIBHON BIIACTH TIO COIVIACOBAHUIO C (eAcpabHBIM OPraHOM HCIOJHUTEIBHON BJIACTH,
YIIOJIHOMOYEHHBIM B chepe BHYTPEHHUX JICI.

(B pen. @enepansuoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapCTBEHHbIC Ipemaparbl JUIss BETEPUHAPHOTO TMPUMEHEHHUS IOJICKAT  OTIYCKY
BETEPUHAPHBIMH ANTCYHBIMA OPraHU3AlUSIMU, BETCPUHAPHBIMH OPTaHU3ANUSIMH, WHIUBUIYATbHBIMU
OpeANpUHUMATENSIMU, HMMEIOIIMMH  JUIEH3UI0 Ha (apMaleBTHUECKyl0 JesATenbHOCTh. OTmyck
JICKapCTBCHHBIX TIPENapaToB Il BETEPHHAPHOTO NPHMEHEHHUS OCYIIECTBISICTCS B COOTBETCTBUU C
NpaBUJIaMH HaJJICKANICH alTEeYHOW TPAKTUKU JICKAPCTBCHHBIX IMPEMapaTroB Ui BETEPUHAPHOTO
MIPUMEHCHHUS, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOJTHUTEILHOU BIIACTH.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

5. llepeyeHb MEOUIIMHCKUX OpraHU3alui, WMEIOIUX JHUIEH3UI0 Ha (papMaleBTUYECKYIO
NesTeNbHOCTh, W  HUX  000COOJEHHBIX  Mojpa3feieHuid  (amOynatopuii,  (denpAlepcKux U
(benpamepCeKo-aKyIepcKuX MyHKTOB, IIEHTPOB (OTACICHHI) o0IIel BpaueOHON (CeMEHHOM) MPaKTHKH),
PaCTOJIOKEHHBIX B CETTbCKUX HACEJICHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeuHbIe OpraHU3aluy, a
TaK)Ke MepeueHb JIEKaPCTBEHHBIX MPENaparoB, Npojaka KOTOPHIX MOXKET OCYLIECTBISATHCS yKa3aHHBIMU
OpraHM3alus M ¥ UX  OOOCOOJIGHHBIMH  TOJpa3ACNEHUSIMH,  YCTAHABIMBAIOTCS  OpraHamMu
HCIIOJIHUTENIbHOM Bi1acTu cyobekToB Poccuiickoit denepannu.

(B pen. @enepanbHbiX 3akoHOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

6. AnrteuHble OpraHM3allM, WHAWBHIYyaJIbHbIE MPEANPUHUMATENN, HMEIOLME JIUMLIEH3UI0 Ha
(bapMaleBTUUECKYI0  JIeATENIbHOCTh, 00s3aHbl  obecnednBaTh  yTBEpXKICHHbIM IlpaBuTenscTBOM
Poccuiickoit @epepannu u GopMupyeMblii B yCTaHOBICHHOM UM TOPSIKE MUHUMAJIBHBIA aCCOPTHUMEHT
JIEKapCTBEHHBIX IIPENapaToB, HEOOXOIUMBIX JUI OKa3aHHUsI MEAULIMHCKOM OMOIIH.

(uactsp 6 B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTedHbIe opraHu3anv, HWHAWBHUAYAJIBHBIC MNPCANPUHHUMATCIIN, HMCIOMUC JIMOCH3UIO Ha
q)apMaIleBTI/ILIeCKYIO ACATCIIBHOCTh, Hapsaay ¢ JICKAPCTBCHHBIMU IIp€raparaMud HMCIOT IIPaBO
HpI/IO6p€TaTI> u IpoJdaBartb, B TOM YHUCIIC AUCTAHIWMOHHBIM CHOCO6OM, MCIULMHCKHUEC HU3ACIINA,
Z[€3I/IH(1)I/IIII/IPYIOHII/I€ cpeacTBa, MpEaAMCTEI 1 CPCACTBA JIMIHOMN TUTUCHBI, OCYAY I MCAUIMHCKHUX ueneﬁ,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

IpeAMEThl U CPE/CTBA, NpeIHA3HAYCHHBIE JUIA yXOAa 3a OOJNBHBIMH, HOBOPOXKJCHHBIMH M JI€THMH, HE
JIOCTHTIIMMH BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CpEACTBA YXOAa 3a HEW, MHUHEPaJIbHBIC BOJBI,
OPOIYKTHl JIEYEOHOT0, IETCKOTO M JUETUYECKOrO IHTaHMs, OWOJOTUYECKH AaKTUBHBIE JOOAaBKH,
nap@roMepHbIle U KOCMETHYECKHE CPEICTBA, MEIUIIMHCKHE M CAHUTAPHO-TIPOCBETHTEIbHbBIC IMEYaTHBIE
U3/IaHus, IpeHAa3HAuYCHHBIC ISl TPOTIaraHbl 3/10pOBOTO 00pa3a KU3HH.

(B pen. @enepanbhbix 3akoHOB oT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. lestenpbHOCTh anTeyHbIX opraHuzauuil Boopyxennbix Cun Poccuiickoit ®enepaiuu, apyrux
BOMCK, BOMHCKUX (POPMHPOBAHUN M OpraHoOB, B KOTOPBIX 3aKOHOJareiabcTBOM Poccuiickoit deneparyu
MPEIYCMOTPEHO TIPOXOXKACHHWE BOCHHOW CiyXObl wuiam QenepanbHONl TOCYAapCTBEHHOM CITYKOBI,
CBSI3aHHOM C IIPaBOOXPAHUTEIBHOM JAEATEIBbHOCTBIO, PErIaMEHTHpyeTcss HacTtosmuMm DenepaibHbIM
3aKOHOM U YTBEP)KICHHBIMU COOTBETCTBYIOUIMMH (pefepaibHbIMU OpraHaMH HCIOJHUTENIBHON BIacTu
nojioxkeHuAMU. KoHTponb 3a coOrofeHHeM YKa3aHHBIMM AalTEeYHbIMM OpraHU3alMsIMU I10JI0KEHUH
HacTosuero denepanbHOro 3aKOHa OCYIIECTBISETCS COOTBETCTBYIOIIMMM (heepaabHbIMU OpraHaMu
VICIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. Yrpatun cuiy ¢ 1 suBaps 2021 roga. - @enepanbubiii 3akoH oT 03.04.2020 N 105-D3.
CraTtba 56. M3aroTtoBneHue n oTNyCK fieKapCTBEHHbIX NpenapaToB

1. W3roroBiieHHE JIEKapCTBEHHBIX MPEMAPATOB ANTEUYHBIMU OPTraHU3aLUsSIMH, BETEPUHAPHBIMU
alTeYHBIMH OpPTraHU3alMsAMU, WHIAWBUAYaJbHBIMU MPEANPUHUMATEISAMH, WMEIOIIMMHU JIUMUECH3UIO Ha
(bapMaleBTUUECKYIO JESTEIBHOCTh, OCYIIECTBISETCS MO pelenTaM Ha JIGKApCTBEHHBIC Mpenaparkl, Mo
TpeOOBaHUSAM MEIUIMHCKUX OPTaHU3alHiA, BETCPUHAPHBIX OPraHU3aIlliid B COOTBETCTBUU C IMPaBUIAMH
W3rOTOBJICHUS W OTIIyCKAa JIEKAPCTBEHHBIX IIPENApaToB, YTBEPKIACHHBIMU  YIIOJHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEILHOM BIIACTH.

2. Ilpu M3roToOBIIEHUH JIEKAPCTBEHHBIX IMPENAPATOB AlTEUHBIMU OpPTraHU3AIUIMH, BETEPUHAPHBIMU
anTeYHbIMH OpPTraHU3alMsAIMU, WHIAWBUAYaJbHBIMU MPEANPUHUMATEISAMH, WMEIOIIMMHU JIMUECH3UIO Ha
(bapMaleBTUUECKYIO JIeATEIbHOCTh, HCIHONB3YIOTCSA (apManeBTUYECKHE CyOCTaHIUU, BKIIOYCHHBIC
COOTBETCTBEHHO B I'OCYJIAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB JJISI MEIULIMHCKOTO MPUMEHEHHUS U
roCyJapCTBEHHBIN PEEeCTp JIEKAPCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOIO MPUMEHEHHUS B YCTAHOBJIEHHOM
nopsiake. He nomyckaeTcs M3roTOBICHHE aNTEYHBIMUA OpPraHU3alUsIMH, BETEPUHAPHBIMU alTEYHBIMU
OpraHU3alUsIMH, WHUBUTyJIbHBIMU peaIpUHUMATESIMU, HMEIOIIMU JIMIICH3UIO Ha
(hapMaIeBTHUECKYIO JIEATEIBHOCTD, JICKAPCTBEHHBIX IMPENapaToB, 3aperHCTPUPOBAHHBIX B Poccuiickoit
®Denepanuu.

3. MapkupoBKka JE€KapCTBEHHBIX IPENapaTroB, H3TOTOBJIEHHBIX alTEYHBIMU OpraHU3alUsMHU,
BETEpUHAPHBIMU ANTEYHBIMU OPIraHU3ALUSAMH, WHIUBUIYaJbHBIMU HPEANPUHUMATENISAMU, UMEIOIUMU
JULEH3UI0 Ha (apMaleBTUYECKYIO JI€ATENbHOCTh, U OQOpPMIIEHHME TaKUX IPEnapaTroB JIOJIKHBI
COOTBETCTBOBATH IPABUJIAM, YKA3aHHBIM B 4acTH | HacTOALIEH CTaThU.

4. AnuTeyHsle OpraHu3allid, BETEPUHAPHBIC AaNTEYHbIC OpTraHU3allMU, WHIWBHUIyaJIbHBIC
MpeaNpPUHUMATEN, UMEIOIINE JIMLIEH3HI0 Ha (DapMaIleBTHUECKYIO JeSITeIbHOCTh, HECYT OTBETCTBEHHOCTD
3a HECOOJIOJIEHHE TPaBUJI M3TOTOBJICHHMS M OTITyCKa JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C
3aKoHoJiaTebcTBOM Poccuiickont denepaiuu.

www.consultant.ru Crpannna 118 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=123095&date=15.07.2021&dst=100021&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=197264&date=15.07.2021&dst=101128&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=349322&date=15.07.2021&dst=100023&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=349322&date=15.07.2021&dst=100023&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=182636&date=15.07.2021&dst=100038&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=349322&date=15.07.2021&dst=100028&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=197197&date=15.07.2021&dst=100010&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

CraTtbsa 57. 3anpeluieHune npoaaxu panbcupuumnMpoBaHHbIX IeKapCTBEHHbIX CPeACTB,
Hep[oOpOKa4YeCTBEHHbIX JeKApPCTBEHHbIX CPeAcTB, KOHTpad)aKTHbIX JieKapCTBEHHbIX
cpeactB

[Iponaxa danbcuuIUpPOBaHHBIX JICKAPCTBEHHBIX CPEIICTB, HEAOOPOKAYSCTBEHHBIX JICKAPCTBEHHBIX
CpeICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB 3alpeIiaeTcCs.

CraTtbsa 58. XpaHeHMe nekapCTBeHHbIX CpeacTB

1. XpaHeHue J1eKapCTBEHHBIX CPEJICTB OCYIIECTBISETCS IPOU3BOANTENSIMH JIEKaPCTBEHHBIX CPEJICTB,
opraHnnu3aiysiMu ONITOBOM TOProBJiM JICKAPCTBCHHLBIMU CPCACTBAMH, AalTCYHBIMHW OpraHU3allusIMU,
BETEPHHAPHBIMU AaNTEYHBIMH OPraHU3alMsIMU, HHIWBUIAYAJbHBIMH TPEINPUHUMATEISIMH, MMEIOIIUMH
JJUICH3UIO Ha q)apMaIICBTI/I‘IGCKYIO ACATCIIBHOCTE WJIM JIMIOCH3WIO Ha MCAULNUHCKYIO ACATCIIbBHOCTD,
MEIUIMHCKUMH ~ OpPraHU3allMsMH, BETCPUHAPHBIMU OpPraHU3AlMAMH ¥ HWHBIMA  OpPraHU3aLUsAMHU,
OCYIIECTBIISIIONIMMH OOpaIieHie JIEKapCTBEHHBIX CPEACTB. XpaHEHHE JICKApPCTBEHHBIX CPENCTB IS
BETEPHHAPHOTO NPHMEHEHUSI OpraHU3alMsSIMH ¥ WHIWBUIYaJIbHBIMU IPEINPHHUMATEISMH B CIy4asX,
CCJIK OHU HCIIOJB3YIOTCA HCKIIIOYUTCIBHO IIPU PAa3BCACHHU, BbIpAllMBAHUH, COACPIKAHUU KU JICHCHHUU
’KMBOTHBIX, MOXKET OCYIIECTBIATHCS 0€3 NOTyueHHS JIMIEH3UN Ha (apMaleBTHYECKYIO JIESTEIbHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBuna  XpaHeHUs  JIEKapCTBEHHBIX  CPEICTB  YTBEPXKAAIOTCSI  COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (eIepaIbHbIM OPTaHOM HCIOJIHUTEIbHOM BIACTH.

3. XpaHeHHe HAPKOTHUYECKUX JIEKAPCTBEHHBIX CPEJCTB, NMCUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJICTB,
paanodapMaleBTUYECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYIIECTBISIETCSI B COOTBETCTBHU  C
3aKoHoJiaTenbcTBOM Poccuiickont denepanuu.

Cratba 58.1. lpeamMeTHO-KONMMYECTBEHHbLIA Y4YeT JeKapCTBeHHbIX CpeacTB AnA
MeAULIMHCKOro NpuMeHeHus
(BBeneHna deaepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHbp JEKapCTBEHHBIX CPEACTB I MEAMIMHCKOIO IPUMEHEHMS, MOJIEKAIIUX
MPEIMETHO-KOJIMYECTBEHHOMY ~ Y4€Ty, YTBEPXKAAeTCsl YHNOJHOMOYEHHBIM (elepabHbIM  OpPraHOM
UCIIOJTHUTEJIBHON BJIACTH.

2. Tlopsimok BKIIIOYCHHS JICKAPCTBEHHBIX CPEJCTB I MEAMIIMHCKOTO MPHMCHEHUS B TEPECYCHBb
JICKAPCTBEHHBIX CPEICTB I MEAMIMHCKOTO MPUMEHEHUS, TIOUICKAIINX MPEIMETHO-KOIHYECTBEHHOMY
y4eTy, YCTaHaBIIMBACTCS YIOJHOMOYCHHBIM ()eIepallbHBIM OpPraHOM WCIOJHUTEIFHOW BIACTH TIO
COTJIACOBaHUIO C (helepayibHBIM OpPraHOM HCIIOJHHUTENBHON BIAcTH, YIOJIHOMOYCHHBIM B cdepe
BHYTPEHHUX JICII.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-D3)

3. HpGZ[MCTHO-KOJII/I‘-IGCTBGHHHﬁ YUCT JICKAPCTBCHHLIX CPCACTB I MCIUIMUHCKOIO IMPUMCHCHUA
BCAYT HNPOU3ZBOAUTCIIN JICKAPCTBCHHBIX CPCACTB, OpraHU3allun OIITOBOM TOPTOBJIM JICKAPCTBCHHBIMHA
cpeacTBaMu, alTCHYHBIC OpraHvu3alvuv, WHAWBUAYAJIBbHBIC MPCANIPUHUMATCIN, UMCIOIIUC JIMOCH3WIO Ha
(bapMaI_[CBTI/IquKy}O ACATCIIBHOCTD HWJIM JIMOCH3WIO Ha MCAUINMHCKYKO OCATCIBbHOCTb, U MCIAUIUHCKUC
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HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

OopraHu3anuvu, OCYHICCTBIAOIINC O6paH_I€HI/I€ JICKAPCTBCHHLIX CPCACTB JJIA MCAULIMHCKOT'O IIPUMCHCHUA,
IMyTeM pErucTpanmuu JIIOOBIX CBS3aHHEBIX C MX O6paHI€HI/I€M onepaunﬁ, IIpHU KOTOPBIX HM3MCHACTCA HX
KOJIMYCCTBO U (I/IJ'II/I) COCTOSAHUC, B CIICHUAJIBHBIX KYpHaJlaX y4€Ta onepaunﬁ, CBA3aHHBIX C O6paH_I€HI/ICM
JICKApPCTBCHHBIX CPCACTB JJII MCAUITUHCKOI'O IIPUMCHCHUS (Ilanee - ClICHUAJIBHBIC )KypHaJII)I).

4. TlpaBuna perucTpaluy OIEpaluii, CBI3aHHBIX C OOpalIeHHEM JEKapCTBEHHBIX CPEACTB s
MEIUIIMHCKOTO TNPUMEHEHMS], BKJIIOYEHHBIX B IEPEUYEHb JICKAPCTBEHHBIX CPEACTB Il MEIULIMHCKOIO
MIPUMEHEHHUS, MOIeKAUUX MPEIMETHO-KOJIMUYECTBEHHOMY yUY€Ty, B CHELUHUAIbHBIX XKypHaJaxX U MpaBUIIa
BEJCHUS M XpaHEHMsI CIIELUAJIbHBIX JKYPHAJOB YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (eepalbHbIM
OpraHOM MCHOJHUTEIbHOMN BIACTH.

5. KoHtponb 3a coONIOACHHEM TMPaBWJI PETUCTPALMU ONEpalHii, CBSI3aHHBIX C oOOpalieHueM
JIEKapCTBEHHBIX CPEJCTB JJIS MEIUIIMHCKOTO MPUMEHEHMs], BKIIOYEHHBIX B IEPEUYCHb JIEKAPCTBEHHBIX
CpCaACTB A MCAUIHUHCKOIO IMPHUMCHCHUA, IMOMJIC)KAIIUX MPEAMCTHO-KOJIMYCCTBCHHOMY YUYCTY, B
CHEIHAbHBIX J>KypHalaX, a TakXke 3a COOJIIOJIEHMEM IIpaBWJI BEACHHUS U XPAaHEHUS CIEHUATIbHBIX
KYPHAJIOB BO3JIaraeTcsl Ha YIOJHOMOUYEHHBIC (DeliepaabHbIe OpraHbl UCIIOJHUTEIIBHON BIACTH U OPTaHbI
UCIIOJIHUTENBHON BiacTu cyObekToB Poccuiickoit denepainu, OCYyIIECTBISIOUINE JTUIEH3UPOBAHNE
MPOU3BOJICTBA  JIEKAPCTBEHHBIX  CPEACTB, (PapMalleBTUYECKOM  JIEATEIbHOCTH W MEAMIIMHCKON
NEeSITeIbHOCTH, U OCYIIECTBIISETCS B paMKax JIMIIEH3MOHHOTO KOHTPOJISL.

Mnaea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CraTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUSI NeKapCTBEHHbIX CPeacTB

1. HenoOpokadecTBEHHbIE JIEKAPCTBEHHBIE CPEIACTBA, (anbCcU(UIUPOBAHHBIE JIEKApPCTBEHHbIE
cpeacrBa IMOMJICKAT HU3IBATHIO U3 06pa1ueH1/m N  YHUYTOXKCHHIO B TIOPAAKEC, YCTAaHOBJIICHHOM
ITpaButensctBoM Poccuiickoit ®enepanun. OCHOBaHUEM Uil YHUYTOXKEHUS JICKApPCTBEHHBIX CPEICTB
ABIISICTCA ~ PpEIIEHUE  BJIAJENbla  JIGKAPCTBEHHBIX  CPEACTB,  PEIIEHUE  COOTBETCTBYIOLIETO
YIIOJIHOMOYEHHOTO (heiepaibHOrO OpraHa UCIIOJHUTEIbHON BIACTH WM PELICHUE Cya.

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

2. KonTpadaxTHbie JeKapCTBEHHBIE CPEICTBA MOANEKAT U3BATUIO U3 0OpAIICHUS U YHUUYTOKEHUIO
0 penieHuro cyaa. [lopsok YHUYTOXKEHHUS KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEIICTB YCTAHABIMBACTCS
[IpaBuTenscTBOoM Poccuiickoit denepaiiuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxonpl, cBA3aHHbIE C YHMUYTOXEHMEM KOHTPAa()aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HET0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (anbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
BO3MEILIAKOTCS UX BJIAJIEIBLEM.

4. Bnagenen J€KapCTBEHHBIX CPEJICTB JOJDKEH MPEACTaBUTh B YIOJIHOMOUYEHHBIN (erepanbHbIi
OpraH MCIOJHUTEJIBHOM BIACTH JOKYMEHT WJIHM 3aBEPEHHYIO B YCTAHOBJIICHHOM IIOPSJIKE €ro KOIUIO,
MOJTBEPXKAAIONINE (PAaKT YHUUTOKEHHS JICKAPCTBEHHBIX CPECTB.

5. CoOTBeTCTBYIOIIUNA YIMOJIHOMOYEHHBIH (elepabHbIl  OpraH HCIOJHUTEIBHON  BIACTH,
NPUHSABLIMKA pelieHre 00 YHHUYTOXKCHHH JICKApCTBEHHBIX CPEJCTB, OCYIIECTBISIET KOHTPOJb 33 HX
YHUUTOXKEHUEM.
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6. VYHHUUTOXXEHHME JICKapCTBEHHBIX CPEACTB IPOU3BOAMUTCS  OPraHU3ALUSAMH, HMEIOLUMU
COOTBETCTBYIOLIYIO JINIIEH3HIO, HA CIIEUAILHO 000PYI0BaHHBIX IUIOMIA/IKAX, IOJIUTOHAX U B CIEIUAIBEHO
000pYZ0BaHHBIX MOMEILEHUSAX ¢ COOII0AeHUEM TpeOoBaHUM B 00JIACTH OXpaHbl OKPY)KaIoLIe cpenbl B
COOTBETCTBHH C 3aKOHOAATENIbCTBOM Poccuiickont denepanuu.

7. HapkoTudeckue JIEKapCTBEHHbIC CpPEJACTBA, TMCUXOTPOIHBIC JICKAPCTBEHHBIC CPENICTBA,
paguodapmalieBTUYECKHEe  JIEKAPCTBEHHBIE  CPEJICTBA  YHUYTOXKAIOTCS B COOTBETCTBHUU  C
3aKoHoJiaTebcTBOM Poccuiickoit denepaiuu.

Mnasa 12. TOCYOAPCTBEHHOE PEIryJ1IMPOBAHUE LIEH
HA NNEKAPCTBEHHbIE NPEMAPATbI ANnA MEAUUUHCKOIO NPUMEHEHUA

Cratba 60. locyaapcTBeHHOE perynupoBaHue LieH Ha NeKapCTBEeHHble npenaparbl
ANA MeAULMHCKOro NPUMeHeHUs

1. TocymapcTBEeHHOE peryJUpOBaHHE IIEH Ha JIEKAPCTBEHHBIC MpENapaThl Ui MEIHIIMHCKOTO
MIPUMEHECHHS OCYIICCTBIISICTCSI TOCPEICTBOM:
(B pen. @enepanbHoro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxnenus IlpaBurensctBom Poccuiickoit @enepannu mepedHs: )KU3HEHHO HEOOXOIUMBIX U
BOXHEHIIMX JIEKaPCTBEHHBIX IPENaparoB, KOTOPbIH (GOpMUpYETCS W HE peke OIHOro pasa B TIoOJ
[IEPECMATPUBACTC B YCTAHOBJICHHOM MM IIOPSJKE HAa OCHOBE KOMIUIEKCHOM OLIEHKHM JIEKapCTBEHHBIX
IpernaparoB, BKJIKOYas aHalU3 CBEJIEHUM O CpaBHUTENIBHOW KIMHUYECKOH 3(ddeKkTuBHOCTH U
0€30MaCHOCTH  JIEKAPCTBEHHOTO CPEJICTBA, OICHKY OSKOHOMHYECKHX MOCJIEICTBHA MPUMEHEHHUS
JIEKapCTBEHHOI'O CPEICTBA M W3Y4YCHHME JONOJIHUTEIBHBIX IOCIEICTBUN NPUMEHEHUS JIEKAPCTBEHHOTO
CPEICTBa;

(B pen. @enepanbHbIX 3akOoHOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBepXKACHUS METOJUKM pacueTa NpPeAeTbHBIX OTIYCKHBIX II€H TMPOM3BOJUTENCH Ha
JIEKapCTBEHHBIC TIpErnaparhl, BKJIIOYEHHBIE B MEPEUCHb >KU3HEHHO HEOOXOIMMBIX W BaKHEHUIINX
JICKapCTBEHHBIX IPEMapaToB, a TaK)Ke BHEAPCHHUS MEXaHH3MOB (JOPMHUPOBAHUS CUCTEMBI pedepeHTHBIX
LICH;

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) FOCY,HapCTBCHHOﬁ peructpanuu  HOpCACJIbHBIX  OTIIYCKHBIX  LCH HpOHBBOI[I/ITeHeﬁ Ha
JICKApCTBCHHBIC MpcrapaTrbl, BKIIOYCHHBLIC B ICPCUCHL KHU3HCHHO H€O6XOZ[I/IMI)IX U BaXKHEHUIINX

JICKaApCTBEHHBIX TPENapaToB;
(B pen. @enepansuoro 3akoHa ot 06.06.2019 N 134-D3)

4) BCACHHUA TOCYHApCTBCHHOTO peEeCTpa MNPCACIBbHBIX OTIIYCKHBIX ICH HpOI/IBBOI[I/ITeHeﬁ Ha
JICKApCTBCHHBIC MpcrapaTrbl, BKIIOYCHHBLIC B ICPCUCHL KHU3HCHHO H€O6XOZ[I/IMI)IX U BaXKHEHUIINX
JICKaAPCTBCHHLIX IIPCIIaApPAaTOB,

5) yTBEepKICHHS METOAMKH YCTAaHOBJCHHS OpraHaMH HWCIIOJHUTEIBHON BIAcTH CYOBEKTOB
Poccuiickoit ®enepanuu nOpefeabHBIX pPa3MEPOB OINTOBBIX HAA0ABOK M INpPEAEIbHBIX pPa3MEpOB
PO3HMYHBIX HAJ0aBOK K (AKTHYECKUM OTIYCKHBIM II€HaM, YCTAaHOBJICHHBIM MPOU3BOIUTEISIMHU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IpPENaparbl, BKIIOYEHHBIE B IIEPEUEHb KU3HEHHO
HEOOXOMMBIX M B)KHEUIIHNX JIEKAPCTBEHHBIX MIPETIapaToB;
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6) yCTaHOBJIEHUS NpPEAEIbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK U MPEAEIbHBIX Pa3MEPOB PO3HUUYHBIX
Ha70aBOK K (PAKTUUECKUM OTIIYCKHBIM II€HAM, YCTaHOBJIEHHBIM MPOM3BOAMTEISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JIEKAPCTBEHHbIE Ipernaparbl, BKIOYEHHbIE B IEPEUYEHb JKU3HEHHO HEOOXOIMMBIX U
BAKHEUIIINX JICKAPCTBEHHBIX IIPENapaToB;

7) yTBEepXACHUS TOpPsAKA BBIOAYM MPEANHCAHUNA OpraHaM HCIIOJTHUTEIbHOW BIACTH CYOBEKTOB
Poccuiickoit denepanuy 0 NPpUBEIEHUU B COOTBETCTBHUE C 3aKOHOAATENBCTBOM Poccuiickon denepaunu
pelieHnid 00 yCTaHOBJICHMHM HPEIENIbHBIX pPa3MEpOB OMNTOBBIX HAA0ABOK M TMPEICIbHBIX pPa3MEpOB
PO3HUYHBIX HAN0aBOK K (PAaKTHYECKUM OTIYCKHBIM IICHAM, YCTAHOBJICHHBIM IPOU3BOIUTEIISIMA
JICKAPCTBEHHBIX IIPENaparoB, Ha JICKAPCTBEHHBIE IIpenapaThbl, BKIIOYEHHBIE B TMEPEUYCHb >KU3HEHHO
HEOOXOUMBIX M BaXXHCHINUX JICKAPCTBEHHBIX MPEMapaToB, €CIM OHU TIPUHATHI C HAPYHICHUEM
3akoHonarenscTBa Poccuiickoit denepanuu, B nopsjike, ycranoBieHHOM [IpaButensctBom Poccuiickoit
®denepanuu;

8) HampaBiIeHUS YIOJIHOMOYEHHBIM (ellepalbHbIM OpPIaHOM MCIIOJIHUTENbHON BIACTH OpraHam
WCTIOJHUTENIBHOW BJacTh CcyObekToB Poccuiickoir @enepanuy NpennucaHuii O TMPHUBEICHUHA B
COOTBETCTBHE C 3akoHojarenbcTBOM  Poccuiickoit  denepauny  HOPUHATBIX € HAPYLIEHUEM
3akoHozarenbcTBa Poccuiickoit denepanuu pemeHuil 00 yCTaHOBIEHUU IIPEIEIbHBIX pa3MEPOB ONTOBBIX
Ha/10aBOK M TpeNeNbHBIX Pa3MEpPOB PO3HUYHBIX HaJA0aBOK K LIEHAM Ha JIEKapCTBEHHbIE Ipernaparsl,
BKJIIOYCHHBIE B TIEPEYEHb )KU3HEHHO HEOOXOIMMBIX U BKHEHIIINX JICKAPCTBEHHBIX MPENapaToB;

9) ocyuiecTBieHus QenepalbHOT0 TOCyIapCTBEHHOT0 Haa30pa B cepe oOpalieH s JIeKapCTBEHHBIX
CPEACTB M PETMOHAIBHOTIO TOCYAApPCTBEHHOTO KOHTPOJIA 332 NPUMEHEHHEM LIEH Ha JIEKapCTBEHHBIE
MpernapaTbl COOTBETCTBEHHO YIMOJIHOMOYEHHBIMU (peiepaIbHBIMU OpraHaMH HCIIOJIHUTENBHON BIIACTH U
opraHaMu HUCIIOJIHUTEJIbHOW BilacTU cyObekToB Poccuiickoit denepanvii COriacHO UX KOMIIETCHIIMHM B
nopsiake, ycranopiueHHoM IIpaButensctBom Poccuiickoit @enepanny;

(n. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) mnpuMeHeHUWs TPEeIyCMOTPEHHBIX 3aKOHOAaTenbcTBOM — Poccuiickoit  ®denepanuu  mep
OTBCTCTBCHHOCTH 3a HAPYLICHHUC [IIOpAIKa LIeHOO6pa3OBaHI/I$[ Ha JICKAapCTBCHHBLIC IIpCIIapaThl,
BKJIFOUCHHBIE B IIEPEYCHB )KU3HEHHO HEOOXOAMMBIX U BaKHEUIINX JIEKAPCTBEHHBIX MPETIapaToB.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusaX 4pe3BblYaHOW cHUTyalluu U (WJIM) IPU BOZHUKHOBEHHMH YTPO3bl PaclpoCTpaHEHHS
3a00JIeBaHUs, TPEACTABISIONIETO OMACHOCTh ISl OKPY)KAIOIINX, a TaKKe B Clydae, €cli B TCUCHHE
TPUALIATU KaJeHJIApHbIX OHEN nocie npussatus [IpaButensctBoM Poccuiickoit denepauuu pemeHus o
IIPOBEACHUY MOHUTOPUHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIE NIPENapaThl, HE BKIIOUEHHBIE B IIEPEYCHb
KM3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX JICKApCTBEHHBIX IIPENapaTroB, HAa TEPPUTOPHUSIX CYyOBEKTOB
Pocculickoit @enepanyu BbIABIECH POCT PO3HUYHBIX LIEH HA YKa3aHHbBIC JIEKAPCTBEHHBIE MpENapaThl Ha
TpUILATh IPOLEHTOB U Ooiiee, [IpaBurenscTBo Poccuiickoil denepaniuu BipaBe yCTaHOBUTh IpeeIbHbIC
OTIIYCKHBIE LI€HBI NPOM3BOJAUTENIEH HAa YKa3aHHBIC JICKAPCTBEHHBIE Ipenaparsl, MPEIEIbHbIE pa3Mepbl
OITOBBIX HAJ0ABOK W MpeAesbHbIE Pa3Mepbl POZHUYHBIX HAl0aBOK K (PAKTUYECKHM OTIYCKHBIM II€HaM
IIPOU3BOJUTENIEN HA YKA3aHHBIE JICKAPCTBEHHBIE IIpenaparsl. llepeueHs JIekapCTBEHHBIX IIPENapaTroB, HE
BKJIFOYEHHBIX B IE€PEYEHb JKM3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IMpenapaToB, U
nopsiiok ero popmupoBanus onpexaenstorcs [IpasurensctBom Poccuiickoit dexepannu.

(dacth 2 BBeneHa denepanbHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

3. B TeueHue neBAHOCTa KaJeHAAPHBIX JHEHN co nHsA yTBepxkiaeHus [IpaButenbctBoM Poccuiickoit
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"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

denepanuu nepeyHs, yKa3aHHOTO B YaCTH 2 HACTOSAIICH CTaThH, HE JIOMYCKAIOTCS pean3alusi U OTIIYCK
BKJIFOYEHHBIX B HETO JICKAPCTBEHHBIX IMPENapaToB IO II€HaM, MPEBBIIIAIONIUM MPEAeIbHbIE OTITYCKHbBIC
[[EHbl TMPOW3BOJAUTENICH Ha YKa3aHHbIE JIEKAPCTBEHHBbIC MpenapaTsl, MpeAelibHbIe pa3Mepbl ONTOBBIX
Hag0aBOK M TMpeJebHBIE pa3Mephl PO3HUYHBIX HAA0aBOK K (PAKTUYECKHM OTIIYCKHBIM II€HaM
MPOM3BOJUTENIC Ha YKa3aHHbIE JIGKAPCTBEHHBIE Mpenaparbl C Y4YeTOM Hajora Ha J00aBJICHHYIO
CTOUMOCTb.

(uacts 3 BBenena denepanbubiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

KoncynsrantlIntoc: npumeyanue.
3apeructpupoBanasie 10 07.06.2019 mnpenenpHble OTMYCKHBIE IIEHBI MOJIEKAT O00S3aTEIbHON
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratba 61. locymapcTBeHHast peructpauua W nepeperucTpauma npegenbHbIX
OTNYCKHbIX LEeH npousBoAUTEeNnen Ha rekapCcTBeHHble npenapaTtbl, BKMIOYEHHble B
nepeyvyeHb XXU3HEHHO HeOOXOAUMbIX U BaXKHEMLLUUX NeKapCTBEHHbIX NpenapaToB

(B pea. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. [IpenenbHas OTIyCKHAs II€HA MPOM3BOAUTENS HA JICKAPCTBEHHBIN Mpernapar, BKIIOUYCHHBIA B
MepeyeHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, MOJJIEKUT
rOCYJIapCTBEHHOW PETMCTpalMu B Nopsiike, yctaHoBieHHOM [IpaButensctBom Poccuiickoit @enepanuu,
HAa OCHOBAaHUM MPEACTABIEHHOTO B YIMOJHOMOYECHHBIH (efepanbHbIi OpraH HCIOJHUTEIBHON BIIACTH
3asBJICHUS J€pKaTelsl WIN BIIAJEIbla PETHCTPALMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapara
(YIOJIHOMOYEHHOT'O UM JIMIIA).

2. 3apeructpupoBaHHas IpeesibHas OTIYCKHAs LIeHa MPOU3BOUTENIS Ha JIEKapCTBEHHBIN IIpenapar,
BKJIFOYEHHBIH B ME€pPEeUYEHb KU3HEHHO HEOOXOIUMBIX M BaKHEHMIIMX JIEKAPCTBEHHBIX IpenapaToB, MOXKET
OBITh TIEPEPErHCTPUPOBaHA B CTOPOHY YBEIWYEHHUS OJIWH Pa3 B KaJCHIAPHOM TOAYy Ha OCHOBAaHHUU
IPEJCTaBICHHOTO B YIOJIHOMOYEHHBIM (hefepabHblii OpraH HCIOJHUTENIBHOW BiacTd 10 1 OKTAOpA
K@KJIOr0 TrojJa 3asBICHUA Jep)Karels WM  BJAJeNbla pPETUCTPAMOHHOIO  YJOCTOBEPEHMS
JIEKapCTBEHHOT'0 npenapara (YIOoJIHOMOYEHHOTO UM JIMLIA).

3. 3apeructpupoBaHHas MpeiebHast OTITYCKHAs 1[eHa TPOU3BOIUTENS Ha JICKapCTBEHHBIN Mperapar,
BKJIFOUEHHBIM B MEpEUYeHb KU3HEHHO HEOOXOTUMBIX U BAXHEHUIINX JIEKAPCTBEHHBIX MpPENnapaToB, MOXKET
OBITh TIEPEPETUCTPUPOBAHA B CTOPOHY CHUKCHHSI HA OCHOBAaHUH TPEJCTABICHHOTO B YIIOJHOMOYCHHBII
benepanbHBIA OpraH UCIOJIHUTEIHHON BIIACTH 3asBJICHUS JepKaTells WIN BIIAJeNblia PETUCTPAMOHHOTO
YIO0CTOBEPEHUS JIEKAPCTBEHHOT 0 Mpenapara (YIoJHOMOYEHHOTO UM JIMLIA).

4. Jlepxkatenb WU BIaAeNel] PEruCTPAlIOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Ipernapara
(YIOJTHOMOYEHHOE WM JIMII0) O00si3aH MPEACTaBUTh B YIOJHOMOYCHHBIM (eepaibHBI  OpraH
MCIIOJIHUTENIBHON BIIACTH 3asiBIICHHE O MEPEPETUCTPAllUU 3aperUCTPUPOBAHHON MpeneIbHOW OTITYCKHOM
LIEHBI MPOU3BOIUTENS Ha JIEKAPCTBEHHBIN Mpenapar, BKIIOYCHHBIA B IEPEUCHb KU3HEHHO HEOOXOIMMBIX
Y BOXXHEUIUX JIEKaPCTBEHHBIX MIPENApaTOB, B CTOPOHY CHUKEHHS B CICAYIOUINX CITyJasiX:

1) cHuKEeHUE 1IEHBl B MHOCTPAHHOM BaJIOTE Ha JIGKAPCTBEHHBIN Mpenapar B CTPaHE MPOU3BOIUTEIS
u (W) B CTpaHax, B KOTOPBIX JICKAPCTBEHHBIN Mperapar 3aperucTpupoBaH W (WJIH) B KOTOpBIE
IIOCTABJISAETCS] IPOU3BOAUTEIIEM;
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2) cHWKEHHE IeH Ha pedepeHTHbIe JIEKapCTBEHHbIE Mperaparbl B COOTBETCTBHHM C IIYHKTOM |
HACTOSAMIEH dYacTH (I COOTBETCTBYIOIIMX BOCIPOM3BEICHHBIX, OHWOAHAJIOTOBBIX (OHOIOIOOHBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) mpeBbIIICHUE TPENETbHONW OTIYCKHON IICHBI HA TMEPBBI BOCHPOM3BEACHHBIN, OMOaHAIOTOBBIH
(Onomo00HBIM) JeKapCTBEHHBIN MpenapaT WHOCTPAHHOTO MPOU3BOACTBA HaJA MPEICIbHON OTIYCKHOM
[IEHOW TPOM3BOAMTENS HA BTOPOW BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIN (OMOTIOJO0HBII) JICKAPCTBEHHBIN
rpenapar, pacCiuTaHHOW B COOTBETCTBUM C METOAMKOM, yTBepxkaeHHOU [IpaBurensctBoM Poccuiickoit
®denepauuu;

4) npeBblllIeHUE MPeieNbHON OTIYCKHOW LeHbl Ha MEpBbIH BOCIPOU3BEACHHbIN, OMOaHAIOTrOBBII
(bnomoO0HBIN) JIEKAPCTBEHHBIA MpenapaT MPOM3BOAUTENSI TOoCyaapcTBa - wieHa EBpa3suiickoro
DKOHOMMYECKOTO COK03a HAJ INpPENeNbHONM  OTIYCKHOM LI€HOM IpPOW3BOAMTENSI Ha  BTOPOH
BOCIIPOW3BE/ICHHBIN, OWOAaHANOTrOBBI (OMONOJAOOHBIN) JIEKapCTBEHHBI Mpernapar MPOU3BOAUTEIS
rocyiapcrsa - wieHa EBpa3suilcKOro »KOHOMHUYECKOIO COH3a, PACCUUTAHHOM B COOTBETCTBHM C
METOAMKOH, yTBepxkaeHHOM [IpaBuTtensctBoM Poccuiickon denepannm.

5. Ilopsaok nepeperucTpaluy 3aperuCcTpUPOBAHHBIX IPEIEIbHBIX OTIIYCKHBIX LIEH IPOU3BOAUTENCH
Ha JIEKAPCTBEHHBIE IIpenapaThl, BKIOYEHHbIE B IEPEUYEHb MXU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX IIPENaparoB, B ClydasX, NPEAYCMOTPEHHBIX YacTsAMU 2 - 4 HaCTOSIIEH CTaTbH,
ycranasinusaercs [IpaBurensctBom Poccniickont denepanun.

6. DKOHOMMYECKUI aHaIu3 MPEICIIbHOM OTIYCKHOM LIEHBI IIPOU3BOJUTEINS Ha JIEKApCTBEHHBIN
[pernapaTr, BKJIIOYEHHBI B IEpPEYEHb JKU3HEHHO HEOOXOJMMBIX U BaXKHEHIIMX JIEKApCTBEHHBIX
IpernaparoB, IpU €€ TOCYAapCTBEHHON perucTpauuy WId IEepeperucTpaluy  OCYyLIeCTBISeTCs
denepanbHBIM  OPraHOM  HCIIOJIHUTENBHONW BJACTH, OCYIIECTBISIIONMM (YHKIHUU MO TPUHITHIO
HOPMATHUBHBIX IPaBOBBIX AaKTOB M KOHTPOJIO 3a COONIOJEHHMEM 3aKOHOJaTelnbcTBa B cdepe
rOCYJapCTBEHHOTO PETyIMPOBaHUs 1IeH (TapruoB) HA TOBAPHI (YCIYTH).

7. PacueTr mpenenbHbIX OTHYCKHBIX LI€H, YKa3aHHbIX B 4acTaX | M 2 HACTOALIEH CTaThU, HPHU UX
rOCYJIapCTBEHHOW PETHCTPALMU WM MEPEPETUCTPALMU OCYLIECTBISETCS B COOTBETCTBUU C METOIUKOM,
yrBepkieHHoH [IpaButenscTBoM Pocculickoit denepaniv 1 yYuThIBarOLIEH B TOM YHCIIE:

1) cobmonenue OanaHca MHTEPECOB MOTPEOUTENIEH JIEKAPCTBEHHBIX NPENapaToB, BKIIOUYEHHBIX B
NepeueHb JKM3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IIPENapaToB, M IMPOU3BOIUTENICH
JICKAPCTBCHHBIX IMPCIIapaTOB, BKIIOYCHHBIX B IMCPCUCHL KU3HCHHO H€O6XOZ[I/IMI)IX A Ba)XKHEHIIMX
JIEKapCTBEHHBIX IPETapaToB;

2) axTUuecKyIo OTIIYCKHYIO LIEHY Ha JIeKapCTBEHHbIE npenapathl B Poccuiickoit @enepauuu, eHy
BBO3a JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro ®Penepanuio, a TakKe LEHbl HAa AHAJOTUYHbIE
JIeKapCTBEHHBIE TIpenaparhl, Haxo smmecs: B oopaienuu B Poccuiickoit deneparuu;

3) 3arpaThl TPOU3BOAUTEINS JICKAPCTBCHHOTO TIIperapaTa Ha MPOU3BOJICTBO U PEaH3alHIO
JICKapCTBEHHOTO Iperapara;

4) 1ieHy Ha JIeKapCTBEHHBIH Ipernapar, ero LeHy B CTpaHe MPOU3BOAMTENS U B CTpaHax, B KOTOPBIX
JIEKapCTBEHHBIHN Ipernapar 3aperucTpupoBaH U (UIM) B KOTOPBIE ITOCTABIISAETCS IPOU3BOIUTEIIEM.
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8. He momyckaroTcsi peaqu3anus  OTIYCK JIEKAPCTBEHHBIX MPEMapaToB, BKIIOYCHHBIX B MEPEUCHb
KNU3HCHHO H€O6XO[[I/IMI)IX A BaKHEUIIHNX JICKApPCTBCHHBIX IIPCIIapaTOB, HAa KOTOPLIC HNPOU3BOJUTCIIAMU
JICKapCTBEHHBIX MperapaToB HE 3aperdCTpUpOBaHA MpeAeibHAs OTIYCKHAS I[ICHA, pealn3alus
MMPOU3BOAUTCIIAMU JICKAPCTBCHHLIX IIPCIIApaTOB IO HCHAaM, IMPEBBIIIAIOIINM 3apCruCTpUpPOBAHHBIC HIIN
[epePEruCTPUPOBAHHBIC TIPEICIIbHBIC OTITYCKHBIC IIEHBI HA JICKAPCTBEHHbBIC MPEnaparhl ¢ y4eTOM Hajora
Ha JI00ABJIICHHYIO CTOUMOCTb.

9. OcoOGeHHOCTH TOCYIapCTBEHHOTO PEryJIUPOBAHUS MPEAETbHBIX OTIMYCKHBIX IIEH MPOU3BOAUTENEH
Ha JICKAPCTBCHHBLIC IIpC€raparhbl, BKIIOYCHHLIC B IICPCUCHL KU3HCHHO H€O6XO[[I/IMI)IX A BaXKHEUIINX
JIEKapCTBEHHBIX MPENaparoB, B 3aBUCUMOCTH OT HJKOHOMHUYECKUX M (WJIHM) COIHAIbHBIX KpPUTEPUEB
(I/ISMGHGHI/IG yCJIOBI/If/'I, nopsiika 1 CTOMMOCTHU IMPOU3BOACTBA JICKAPCTBCHHBIX ITPCIIapaToOB, UCITOJIb30BAHUC
HOBBIX (pOopM, METOAOB M CHOCOOOB TOCYJAapCTBEHHOTO PETYJIMPOBAHMS II€H Ha JIEKapCTBEHHbIE
npenaparsl, B TOM YHCJIE HA OCHOBE MeXaHu3Ma pedepeHTHOro IeHO0Opa30BaHusl, U3MEHEHUN MOpPsIKa
OKa3aHUsl MEIUILIMHCKON MMOMOIIM, U WHbIE U3MEHEHHUs) ycTaHaBnuBatoTcs [IpaButenbctBoM Poccuiickoit
denepauum.

Cratba 62. [locypapcTBeHHbIM peecTp npeAenbHbIX  OTMYCKHbIX  LEeH
npousBoauTenen Ha nekapcTBeHHble npenapartbl, BKMHOYEHHbIe B Nepe4vyeHb XXU3HEHHO
HeobXoAUMBIX U BaXXHEULLUX NeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHBIE WJIH IEPEPETHCTPUPOBAHHBIC  TPEACIBHBIC  OTIYCKHBIC  IICHBI
MIPOU3BOJIUTENICH Ha JIGKAPCTBEHHBIC MPEMaparhl, BKIYCHHBIC B IEPCUCHb KU3HCHHO HEOOXOIUMBIX M
BOXHEHIINX JICKAPCTBCHHBIX IIPEMapaToB, TOUICKAT BKIIOYCHHUIO B TOCYIApCTBEHHBIH peecTp
MPEJCIbHBIX OTITYCKHBIX IICH MPOM3BOJUTENICH Ha JICKAPCTBEHHBIC TpenapaThl, BKIIOYCHHBIC B IIEPEYCHD
KU3HEHHO HEOOXOIMMBIX ¥ BAXKHEUIITNX JICKAPCTBEHHBIX MTPEIapaToB.

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

2. T'ocynapcTBeHHBIM peecTp MPEAeNbHBIX OTHYCKHBIX II€H MPOW3BOJUTENICH Ha JIEKAPCTBEHHBIC
npernaparbl, BKJIIOYEHHBIE B TIEPEYCHb JKU3HCHHO HEOOXOAMMBIX M BAKHEHIIMX JICKAPCTBEHHBIX
MIpPerapaToB, COMCPIKUT B ceOE CICAYIONTYI0 HHPOPMAIIHIO:

1) HauMeHOBaHUeE JAeprKaTelis WIM BiaJeNblia PErUCTPAllMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOTO
npenapara, HauMMEHOBaHUE IIPOU3BOAMTEIN JIEKAPCTBEHHOI'O Mperapara, CBEACHUS O pPErucTpauuu
JepKaTells WM BJIAJENblia PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO Iperapara, CBEJCHHs O
pPErucTpanyy MPOU3BOAUTENS JIEKAPCTBEHHOIO Ipenapara JUisi MEAMIMHCKOIO IIPUMEHEHHUs B Ka4eCTBE
HQJIOroIjiaTeJbIlMKa B  CTpaHe  perucrpauumu  (Aas8  POCCHUMCKMX  IOpUAMYECKMX — JIMIL -
UACHTU(UKAIMOHHBI HOMep Hanoromuiatensimuka (MHH), s MHOCTpaHHBIX IOPHIWYECKUX JIHIL -
CTpaHa PpErucTpaluy, HAUMEHOBAaHUE PErMCTPUPYIOLIETO OpraHa, pPErUCTPAalMOHHBIA HOMEpP, KOJ
HaJIOrOIIaTeNbIIMKA B CTPAHE perucrpauuu (MHKOPIOpalMM) WM €ro aHajlor), MECTO HaXOXICHHUS
IIPOU3BOJCTBEHHBIX IUIOMIAA0K, YUYAaCTBYIOIIMX B MPOLECCE TPOU3BOJCTBA JIEKAPCTBEHHOIO IIpernapara, ¢
YKa3aHUEM CTaJuy IIpoLecca MpOU3BOJACTBA;

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

2) HauMEHOBaHME JIEKAPCTBEHHOrO Ipemnapara (MEXIyHapOJHOE HEMaTEeHTOBAHHOE, WIIU
IpYNIIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMUS);

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

3) HOMep PerucTPaIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIperapara;
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4) nexapcTBeHHass opMa ¢ yKa3aHUEM JO3UPOBKH JICKAPCTBEHHOTO Iperapara U ero KoJIM4ecTBa
BO BTOPUYHOH (ITOTPEOUTEILCKOI) YITAaKOBKE, a TAK)KE KOMILICKTHOCTB;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasI PeICIbHAS OTITYCKHAs IICHA Ha JICKAPCTBEHHBIN Mpernapar B pyossx;
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

6) naTa ¥ HOMEp INpHKa3a YNOJIHOMOYEHHOIrO (elepalbHOr0 OpraHa HCIOJHUTEIBHONW BIIACTH O
rOCY/IapCTBEHHOM PETHCTPALIH WM MIEPEPEruCTpaluy IpeIeIbHON OTIYCKHON IIEHbI Ha JIEKapCTBEHHBIN
mpernapar, BKIIOYCHHBIM B TMEPEYCHb JKU3HEHHO HEOOXOIUMBIX U BaXHEWIINX JIEKApPCTBEHHBIX
Ipenaparos;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) nata BCTyIJIEHHMs B CUJIy IPUKa3a YIOJHOMOYEHHOIrO (eiepaJbHOro opraHa UCHOIHUTEIbHOM
BJIACTU O TOCYJAPCTBEHHOM PpEruCTpPAllMM WIH IIE€PEPETUCTPALUHA MPEIEIbHON OTIYCKHOW IIEHBI
IIPOU3BOJUTENS Ha JIEKAPCTBEHHBIN Ipenapar, BKIIOUEHHBIH B IepedyeHb >KU3HEHHO HEOOXOAMMBIX U
BaYKHEHIINX JIEKAPCTBEHHBIX IPENapaToB;

(m. 6.1 BBenen denepanbubiM 3aK0HOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJI, HAHECEHHBI Ha BTOPUYHYIO (IMOTPEOUTENHCKYIO) YIAKOBKY JICKAPCTBEHHOTO
npernapara;
(n. 7 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOJ JEeKapCTBEHHOTO Ipermapara MO aHATOMO-TEPaneBTHYECKO-XMMHUUYECKOH KiacCH(pUKaluy,
PEKOMEHI0BaHHOM BceMupHON opraHu3anuei 34paBoOXpaHeHUs.
(. 8 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

3. T'ocymapcTBeHHasi perucTpainus WIM TEPEepPerucTpanusi MpPeaeIbHbIX OTIYCKHBIX II€H Ha
JIEKApCTBEHHBIC IIperapaThl, BKJIIOUEHHBIE B IEPEUYCHb KU3HCHHO HEOOXOIUMBIX M BaKHEHIIMX
JIEKApCTBEHHBIX IMIpEnapaToB, BEJIEHHWE TOCYJapCTBEHHOIO peecTpa MPEeAeiIbHBIX OTIYCKHBIX II€H
MIPOM3BOUTENICH Ha JICKAPCTBEHHBIC IPErNapaThl, BKIOYEHHBIC B NIEPEUCHb KU3HCHHO HEOOXOJIUMBIX U
BOKHEUIIMX  JICKAPCTBEHHBIX  MPEMaparoB,  OCYIIECTBISAIOTCS B  TOPSAIKE, YCTAHOBIECHHOM
[IpaBuTenscTBoM Poccuiickoi denepaiiuu.

(B pen. @enepansHoro 3akoHa ot 06.06.2019 N 134-D3)

Cratba 63. YcrtaHoBrneHue opraHamMMm WCNOSIHUTENbLHOMW BIacTu CyO6BLEKTOB
Poccuinckon ®depepaumn npepenbHbIX pasMepoB ONTOBbIX HaAGaBOK M npeAenbHbIX
pa3mMepoB PO3HUYHbLIX HAAO6aBOK K (hakKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
npou3BoAUTENAMU JeKapCTBEHHbIX MpenapaTtoB, Ha JeKapCTBEeHHble npenaparhbl,
BKNIOYEHHbIE B nNepeyvYeHb XU3HEHHO HeoOXOAMMbIX M BaXHEWWUX NeKapCTBEHHbIX
npenapaToB
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. Opranpl UCHOJHUTENIBHON BiAacTH CcyObekTOoB Poccuiickoit @Pexnepanuu ycTaHABIUBAIOT
IpeJesbHbIE Pa3Mephl ONTOBBIX HAJ0ABOK U MpeAeIbHbIE pa3Mepbl PO3HUUHBIX HaI0ABOK K (PAKTHUUECKUM
OTITyCKHBIM IIeHaM (0e3 y4yeTa Hajora Ha J0OaBICHHYIO CTOMMOCTD), YCTAHOBJICHHBIM IPOU3BOIUTEISIMA
JIEKapCTBEHHBIX IpernapaToB, Ha JIEKAPCTBEHHbIE Iperaparbl, BKIIOYCHHbIE B IEPEUYECHb >KU3HEHHO
HEOOXOMMBIX U BXHEWUIIHNX JICKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUH C YTBEPKIACHHOU B MOPSIKE,
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ycraHoBieHHOM IIpaBurensctBom Poccuiickoii ®Penepanuy, METOAMKONW YCTAHOBJICHHS OpraHaMu
HCIIOJIHUTEJIHOM BiacTu cy0bekToB Poccuiickoit denepanuu npeneiabHbIX pa3MEpOB ONTOBBIX Ha/10aBOK
U IpEeJeNbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0AaBOK K (PaKTMUECKUM OTIIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOM3BOJIUTENIIMUA JIEKAPCTBEHHBIX IIPErapaToB, Ha JIEKAPCTBEHHbIE IIpernapaThl, BKJIIOYEHHBIE B
NepevyeHb XU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JICKApCTBEHHBIX IpenaparoB. [IpoekTsl perieHuit
OpPTraHOB HCITOJHUTEIBHON BiIAacTH CcyObeKkTOB Poccuiickoir ®Penepanuu 00 YCTaHOBICHHH W (W)
M3MEHEHMH TpeJIeNIbHBIX Pa3MepOB ONTOBBIX HAJ0ABOK U MPENENbHBIX pa3MEpOB PO3HUYHBIX HaJA0aBOK K
(haKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOW3BOAMTEISIMHU JIEKAPCTBEHHBIX MpPENaparToB, Ha
JIEKapCTBEHHbIE IIpenaparhbl, BKIIOYEHHbIE B IIEpEYEHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX
JICKApCTBEHHBIX MPENaparoB, MOMJIEKAT COTJIACOBAHUIO C YIOJHOMOYEHHBIM (hefepalbHbIM OpraHOM
MCIIOJHUTEJIBHOM BJACTH, OCYIIECTBISIOIINM (YHKLIUHU 1O MPUHATHIO HOPMATUBHBIX IPABOBBIX aKTOB U
KOHTPOJIIO 32 COOJIIOZICHHEM 3aKOHOAATEeNbCTBA B cdepe TOoCyJapCTBEHHOIO pEryJupOBAaHUS IIEH
(TapudoB) Ha TOBapskI (ycayru), B mopsike, ycranoBieHHoM IIpaButensctBoM Poccuiickoii denepanui.
(B pen. @enepanbHbix 3aK0HOB OT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-D3)

2. OpraHu3anuy ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEICTBAMH, aNTEYHBIE OpraHU3alHH,
WH/IMBUYaIbHbIE TPEANPUHIMATENN, HWMEIONINE JMIEH3UI0 Ha (apMaleBTHUECKYIO eSTEIbHOCTD,
MEIUIMHCKUE OpTraHW3allud, HMEIOIINE JIUICH3UI0 Ha (apMaleBTUYECKYI0 JeATeNbHOCTh, M HUX
000co0seHHbIe ToApaseneHust (aMOynaropuu, Genpaumepckue U (ebIIepCeKo-aKyIepCKue MyHKTEHI,
LHEHTPHl (OTACNCHUs) OOImel BpadyeOHON (CEeMEHHOWM) TMPaKTHKH), PACIOIOKEHHBIE B CEIbCKHX
HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEYHBIE OPTaHU3AIMH, OCYIIECTBIISIOT PEaTH3aIHIO
JIEKapCTBEHHBIX MPENaparoB, BKIIOYEHHBIX B MEPEUYCHb >KU3HEHHO HEOOXOIMMBIX M BAXKHEHIINX
JICKApCTBEHHBIX TIpEnapaToB, IO IIeHaM, KOTOpbIe (OPMHUPYIOTCS B COOTBETCTBHHM C TIOPSIKOM,
ycranoBieHHbIM [IpaButensctBom Poccuiickoit deneparnyn, U ypoBeHb KOTOpHIX (0e3 ydeTa Haiora Ha
N00aBIEHHYI0 CTOMMOCTB) HE€ JIOJDKEH MPEBBIIATh CyMMYy (DaKTHUECKOW OTIMYCKHOH IICHBI,
YCTaHOBJICHHOM MPOM3BOJMTENIEM JICKAPCTBEHHOTO Tperapara, He MPEBHILAIONICH 3aperucTpUPOBAaHHOM
WIA TIePEPETUCTPUPOBAHHON MPEAETbHONW OTIYCKHOW IIEHBI TPOM3BOAMWTENS (HA [aTy peaau3aliu
JIEKapCTBEHHOTO TIIperapaTa IMPOU3BOJUTENEM), W pa3Mepa OINTOBOW Haa0aBKu M (WIM) pa3Mepa
PO3HMYHON HaA0aBKH, HE MPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa IMpeNelbHON ONTOBOW Hag0aBKH U
(nnm) pa3mepa npeAeIbHON PO3HMYHOM HA10aBKH, YCTaHOBIICHHBIX B CyObekTe Poccuiickoit @eneparmn.
(uactsp 2 B pen. @enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

3. Opranbpl UCHOTHUTENBHOM BiacTH cyOBekToB Poccuiickoit denepanuu pasMemialoT B CETH
"NuTepHer" MHGOpPMAIUIO O 3apETUCTPUPOBAHHBIX MPEAEIbHBIX OTIIYCKHBIX LI€HAaX MPOU3BOAMTEICH Ha
JIEKapCTBEHHbIE TIperaparhl, BKJIIOYCHHBIE B TMEPEUCHb J>KU3HEHHO HEOOXOJUMBIX M BaKHEUIINX
JICKapCTBCHHBIX TIPErapaToB, 00 YCTAHOBJICHHBIX B CcyObekTe Poccmiickoit denmepanuu mpeesbHBIX
pa3Mepax ONTOBBIX HaJA0AaBOK WM (MIIM) MPEIENbHBIX pa3Mepax PO3ZHUYHBIX HAJA0aBOK K YCTAaHOBICHHBIM
MPOU3BOJIUTENSIMU JIEKAPCTBEHHBIX IPENapaToB (aKTHYECKUM OTIYCKHBIM II€HaM Ha JIEKapCTBEHHBIE
npernapaTsl, BKIIOYEHHBbIE B TEPEYCHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX
IIpEnaparoB, a TAKXKE O CyMME 3apEeruCTPUPOBAHHBIX IIPEACIIBHBIX OTIIYCKHBIX LIEH IPOU3BOJIUTEIECH Ha
JIEKapCTBEHHbIE TIperaparhl, BKJIIOYCHHbIE B TMEPEYEHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEUIINX
JIEKApCTBEHHBIX TMPENapaToB, YCTAHOBJIEHHBIX B cyObekre Poccuiickoit @Denepanuu mpeaeabHbIX
pa3MepoB OINTOBBIX HAA0ABOK U MPEAETbHBIX Pa3MEPOB PO3HUYHBIX HA/I0ABOK U Hajlora Ha J00aBICHHYIO
ctouMocTb. MHbopmanus, npenycMOTpeHHas: HAcCTOAILIEH 4YacTbio, JODKHA HAXOAWUThCA TAaKXKe B
anTeuHbIX OpPraHU3alUAX B IOCTYIHOM AJISl BCEX 3aMHTEPECOBAHHBIX JHUIL (hopMe U OOHOBIISITHCS IO MEpe
€e pa3MeIleHUs OpraHaMH WCIIOJIHUTENbHONH BiacTu cyObekToB Poccuiickoit denepanuu B ceTH
"NnTepuer".

www.consultant.ru Crpannna 127 u3 141
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=362490&date=15.07.2021&dst=100014&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=182628&date=15.07.2021&dst=100036&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=341762&date=15.07.2021&dst=100061&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=368956&date=15.07.2021&dst=100012&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=368352&date=15.07.2021&dst=101011&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=341762&date=15.07.2021&dst=100062&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=368956&date=15.07.2021&dst=100012&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

(uactp 3 B pen. ®enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

4. Yrparun cuiy ¢ 1 mapta 2020 roxa. - ®enepanbublii 3akoH oT 27.12.2019 N 475-03.

Masa 13. MOHUTOPUHI 9PDPEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALWNXCA B O6GPALLEHUA
B POCCUNCKOW ®EOEPALIUK
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbsa 64. ®apmakoHaasop
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JIekapcTBeHHBIC MTpemapaThl, Haxoasmuecss B oopameHnu B Poccuiickoit denepanuu, mojiexar
MOHHUTOPUHTY 3((EKTUBHOCTH M OE30MACHOCTH B IENAX BBIABICHUS BO3MOXKHBIX HETATUBHBIX
MOCIEACTBUN WX MPUMEHEHHUS, UHIMBUAYAJIbHON HENEPEHOCHUMOCTH, MNPEAYyNPEXACHUS MEIULMHCKUX
pabOTHUKOB, CHEIHATUCTOB B 00JAcTU BETEPUHAPUM, MAIMEHTOB WM BIAJETBIEB >KUBOTHBIX M HX
3alIUThI OT IPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX MTPENAPATOB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. @apMakoHa/A30p OCYLIECTBISIETCA COOTBETCTBYIOIMM YHOJHOMOYEHHBIM (peepabHbIM
OpPraHOM MCIIOJIHUTEIBHOW BJIACTH B YCTAHOBJIEHHOM MM IOpAJKE IIyTEM aHaln3a IMPEeNoCTaBIIIeMON
CyObeKTaMu  OOpamieHHust JIGKAPCTBEHHBIX CPEACTB HMHPOpPMALMU O TOOOYHBIX JICHCTBHSIX,
HEXEJIATEJIBHBIX PEAKLUAX, CEPbE3HBIX HEXKEJATENbHbIX PEAKLUAX, HENPEABUIACHHBIX HEXKEJIATECIIbHbBIX
peaKknusx MpH TNPUMEHEHUH JIEKaPCTBEHHBIX NPEnapaToB, 00 HHIMBUAYAJIbHOW HENEPEHOCHMOCTH,
OTCYTCTBUM 3PPEKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB, a Takke 00 MHBIX (aKkTax U 0OCTOATEIbCTBAX,
MPEICTABSIONINX YIPO3y JKU3HM WIM 3/0pOBBIO 4YeJoBeKa JHMOO MKUBOTHOIO IMpU HPUMEHEHUU
JIEKapCTBEHHBIX MPENapaToB M BHIABICHHBIX HAa BCEX 3Tamax oOpalleHUs JEeKapCTBEHHBIX IPENnaparoB B
Poccuiickoit denepannu u Apyrux rocyaapcrpax.

3. CyOBexTsl o0OpalleHus JeKapCTBEHHbBIX CPEJCTB B MOPSJIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
denepanbHBIM  OPraHOM  HCIIOJHUTENBHOW  BJAcTH, OO0S3aHBl COOOIIATh B YIOJHOMOYEHHBIN
GbenepanbHbIl OpraH MCIOJHUTEIbHON BIACTH O IMOOOYHBIX JEHCTBUAX, HEXENATEeJIbHBIX pPEaKLUsX,
CEPbE3HBIX HEXKENATEIbHBIX PEaKLMIX, HEINPEABUICHHBIX HEXKENATEeIbHBIX PEAKUUAX IIPU NPUMEHEHUU
JIEKapCTBEHHbIX IpenapaToB, 00 HHIUBUAYAJIbHOW HENEPEHOCHUMOCTH, OTCYTCTBUU 3((HEKTUBHOCTU
JICKApCTBEHHBIX TPEnapaToB, a Takke 00 WHBIX (pakTax M OOCTOSTEIHCTBAX, MPEACTABISIIOIIUX Yrpo3y
KHU3HU WM 3JI0pOBBIO UEJIOBEKAa JINOO >KMBOTHOIO INPU NPUMEHEHUM JICKapCTBEHHBIX IPENapaTroB U
BBISIBJIEHHBIX Ha BCEX ATamax OOpallleHus JIEKapCTBEHHBIX mpenaparoB B Poccuiickoit denepaunu u
IPYTHUX TOCYJapCTBaXx.

4. Jlepkatenu WM BIIAJEIbIBI PETUCTPAIIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaTos,
IOpUJINYECKUE JIMIIA, HA UMS KOTOPBIX BBIIaHbI pa3pelIeHUsl Ha IPOBEICHHUE KIIMHUYECKUX UCCIIEOBAaHUN
B Poccuiickoit ®denepanuu, aUO0 YHIOJIHOMOYECHHBIE HMH JPYrU€ MOPUAMYECKHE JIMIA B pPaMKax
obecrniedueHrs 0€30MaCHOCTH JEKApPCTBEHHBIX MPENapaToB B MOPsIKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM
VIIOJTHOMOYCHHBIM (peiepalibHBIM OpraHOM HWCIOJHUTEILHON BIAcTH, 00S3aHBI OCYIIECTBISATH IMPHEM,
y4eT, o0paboTKy, aHaiM3 M XpaHEHHE IMOCTYNAIOUIMX B HUX aJpec OT CYOBEKTOB OOpaleHus
JICKapCTBCHHBIX CPEACTB M OPraHOB T'OCYJAAPCTBEHHOW BJIACTH COOOINCHUN O TOOOYHBIX ICHCTBHSX,
HEXEaTeNIbHbIX PEaKLMIX, CEPbE3HbIX HEXKENIATEeIbHbIX U HENPEIBUJICHHBIX HEXENATeNbHbIX PEaKLMIX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

npu HIPUMCHCHHUHN JICKAPCTBCHHLBIX IIPCIIapaToB, 00 O0COOEHHOCTIX HX BSaHMOHeﬁCTBHH C JApyrumu
JICKApCTBCHHBIMU IIpCIiapaTaMu, I/IHI[I/IBH[[Y&JIBHOIE HCIICPCHOCUMOCTH, a TaKXKC 00 UHBIX (1)aKTaX u
O6CTOHT6HBCTB3X, MNPpEACTABJAOIINX YIpO3y KHU3HU WJIN 3J0POBbBIO YCIOBCKA 1100 KUBOTHOI'O HIIH
BIMAKOIIUX Ha HN3MCHCHHC OTHOIICHUA omnaaeMoﬁ IMOJIB3BI K BO3MOXHOMY PHCKY MIPUMCHCHUA
JICKApCTBCHHLIX ITPCIIaApaTOB.

5. Ilpu BbISBICHHHM WH(POPMALUU O CEPHE3HBIX HEXKENATEIbHBIX PEAKIHMIX M HENpPeIBHICHHBIX
HEeXXEJATeNbHbIX PEAKIMSIX MPU TMPUMEHEHUM JIEKapCTBEHHBIX IIpenapaToB, 00 OCOOEHHOCTAX UX
B3aUMOJICICTBUS C JPYrUMH JIEKApCTBEHHBIMM IIpenapaTaMu, WHAWBHUIYaJbHON HENEPEHOCHMOCTH, a
TakXke 00 MHBIX (aKTax U 00CTOSITEIbCTBAX, BIMAIOIINX HA U3MEHEHNE OTHOLLICHUS 0’KUAAEMOM MOJIB3bI K
BO3MOXKHOMY PpHUCKY MpPUMEHEHHs JIEKapCTBEHHBIX IPENaparoB, JepXaTelud WM  BIJIAJENIbLIbI
PErUCTPAIlMOHHBIX YAOCTOBEPEHUN JICKApPCTBEHHBIX MpENapaToB, IOPUANYECKUE JIUIA, HA UM KOTOPBIX
BbIIaHbI pa3pellieHUs Ha IMPOBEIECHUE KIMHMYECKUX uccienoBaHuil B Poccuiickoit ®@enepanuu, audo
YIIOJIHOMOYEHHBbIE UMM Jpyrue IOpHJIMYECKUe JMLA o0s3aHbl NPUHATH MEpbl, HalpaBlICHHbIE Ha
YCTpaHEHUE  HETaTUBHBIX  IIOCJIEJICTBUM  NPHUMEHEHUS  TAaKUX  JIEKApCTBEHHBIX  IIPENaparos,
HpeaynpexaeHue NPUYUHEHHs Bpeaa KU3HU WU 370POBBIO YeJIOBEeKa JIMOO JKMBOTHOTO, 3alUTY UX OT
MPUMEHEHHS TaKHX JICKAPCTBEHHBIX MPEMapaToB, Ha JOMOJHUTEIBHBIN cOOp TaHHBIX 00 APPEKTHUBHOCTH
1 0€30MaCHOCTHU TAKHX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecoOONIeHNE WM COKPBITHE WH(POPMAIINH, MTPETYCMOTPEHHON YacThIO 3 HACTOAIICH CTAThH,
AepKaTeld WIM BIAACTbIbl PETUCTPALMOHHBIX  yJOCTOBEPEHHMH JIEKAPCTBEHHBIX IPEMaparos,
OPUIUYCCKUC JIWIa, HA UM KOTOPBIX BbIAAHBI pa3pClICHUS Ha MPOBCACHUC KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/If/'I
B Poccwuiickoit ®enepannu, nu00 YIOJTHOMOYEHHBIE HMMHU JPYTHE€ FOPUAMYECKHE JIMIA, a TaKkKe
JOJDKHOCTHBIE JIMIA, KOTOPBIM d3Ta HMH(OpMAIMs CTajlla M3BECTHA MO pPOAy HX MNpodeccHoHAIbHOM
IESTeILHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENILCTBOM Poccuiickoit @enepanuu.

7. Ilpy mOMy4YEeHUN YIOITHOMOYEHHBIM (heIepaabHbIM OPTaHOM MCIIOJTHUTEIBHOW BJIACTH B PaMKax
OCYLIECTBIIEHUS] UM (apMaKkoOHaI30pa JOKa3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOrO Ipenapara
YCTaHOBIICHHBIM TPEOOBAaHUSM WM TP MOMYyYeHHH HH(OpMAIM O HECOOTBETCTBUM TaHHBIX 00
3G PEKTUBHOCTH U O 0€30MaCHOCTH JEKAapCTBEHHOT'O Iperapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
COJIEpKAIMMCSI B MHCTPYKLIUU IO €r0 IPUMEHEHHUIO (B TOM YHKCJIE BBISBICHHBIX B X0JI€ OCYILECTBICHUS
(bapMakoHaa30pa KOHTPOJBHO-HAJ30pPHBIMUA OpPraHaMU HHOCTPAaHHBIX TOCYAApPCTB), YIOJHOMOYEHHBIN
(benepanbHBIi OpraH MCIOJIHUTEIFHON BIACTH B YCTAHOBJICHHOM KM MOPSJIKE pacCMaTpUBAET BOIIPOC O
IIPUOCTAHOBJICHUH IIPUMEHEHHMS TAKOI'0 JISKAPCTBEHHOT'O IIpenapara.

CraTtbsa 65. NMpunoctaHoBNeHMe NpMMEHEeHUA NeKapCTBEHHOro npenapara
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Tlpu nmosnydyeHnn MHPOpPMALMKM O HEKENATEIbHBIX PEAKLUAX NPU MNPUMEHEHUU JIEKapCTBEHHOTO
Ipenapara, HE YKa3aHHBIX B MHCTPYKLMH IIO IPHUMEHEHUIO JIEKAPCTBEHHOI'O Ipenapara, Cepbe3HBIX
HEXKEJIATeNbHBIX pPEaKlusix, 00 OCOOEHHOCTSX €ro B3aUMOJCHCTBHUS C JAPYIHMMH JICKapCTBEHHBIMH
npernaparamu, KOTOpble MOTYT IIPEICTABIIATh YTPO3Y KHU3HU WU 370POBbIO YelloBeKa JINOO KUBOTHOIO, a
TaK)Xe O HECOOTBETCTBHH JAaHHBIX 00 3((EKTUBHOCTH M O OE30MACHOCTH JIEKApPCTBEHHOTO Ipenapara
JAHHBIM O JIEKapCTBEHHOM IIpenapaTe, COAEpKaIUMCs B UHCTPYKIIMHU 110 €0 IPUMEHEHUIO, B TOM YHCIIE
OT YNOJIHOMOYEHHBIX OpPraHOB MHOCTPAaHHBIX TOCYJapcTB, OOMEH KOTOpPOM OCYIIECTBISIETCS B
COOTBETCTBUM C COIJIALICHUSMHU MEXAY YIOJHOMOUYEHHBIM (elepaabHbIM OPraHOM HCHOJIHUTEIBbHOM
BJIACTH M YIOJHOMOYEHHBIMH OpraHaMU HHOCTPAHHBIX TOCYAApCTB, YHOJHOMOUYEHHBIH (enepanbHblii
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OpraH MCHOJHMUTEJIBHOM BJIACTH PacCMAaTPUBAET BOIPOC O BO3MOXKHOCTH MPHOCTAHOBIICHUS] OOpaLeHUs
TAaKOTO JICKAPCTBEHHOTO TIpenapara B IMOPSIKE, YCTaHOBJICHHOM YIOJHOMOUYEHHBIM (enepaabHbIM
OpPraHOM HCIOJHUTEIIbHOM BIACTH.

2. Ilpy HEUCHOJHEHMM WJIM HEHAJJEXKALEM MWCIOJIHEHUN JIep)KaTes MU WU BlaJelbLaMu
PEruCTPALlMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IIPENAapaToB, IOPUAMYECKUMH JIMLIAMH, Ha UM
KOTOPBIX BBIJIAHBI Pa3pelICHUsl HA MPOBEJACHUE KIMHUYECKUX HcclienoBaHuid B Pocculickoit deaepanuu,
WM YIOJTHOMOYEHHBIMU MU JPYTUMHU IOPUIUYECKUMHU JIMIAMHU 00S3aHHOCTEH, YCTAaHOBIEHHBIX YaCTAMU
3 u 4 crarbu 64 Hactosimiero PeepaabHOrO 3aKOHA, JIMOO B CIyYasx MPECTaBICHHUS COOTBETCTBYIOIINM
YIIOJTHOMOYEHHBIM (eiepalbHbIM OpPraHOM HCIIOJHUTEIBHONW BIIACTH 3aKIIOUYEHUS O HEIOCTOBEPHOCTHU
Pe3yJbTaTOB KIMHUYECKOIO MCCIEI0BaHuUs JIEKAPCTBEHHOIO Mpenapara Jyisi MEAULIMHCKOTO IPUMEHEHUS,
KOTOPO€ OCHOBAHO Ha pe3yJjbTarax MPOBEPKH MEIUMLMUHCKOM OpraHu3aluu, MPOBOAMBIICH yKa3aHHOE
KJIIMHUYECKOE MCCIIE0BAHNE C HApYLIEHUEM IIPAaBUJI HaJISKaleH KIMHUYECKOW MPAKTUKH, U MPUBETIO K
MOJIyYCHUIO HEJOCTOBEPHBIX PE3ylbTaTOB, JTUOO B CiIydae HEBBINOJHEHHS MPEANHCAHUS, BBIIaHHOTO
VIIOJTHOMOYEHHBIM ~ ()eiepallbHbIM OPTraHOM HCIIOJIHUTENIFHOW BJIACTH 10 HWTOTaM  OCYIECTBIICHUS
BBHIOOPOYHOI'O KOHTPOJI KayecTBa JIEKAPCTBEHHOTO Ipernapara, yIOJTHOMOUYEHHBIH (eaepanbHbIi opran
HCIIOJIHUTEJIBHON BJAacTU B YCTAHOBJIEHHOM WM IOPSIKE paccMaTpUBAaeT BONPOC O MPUOCTAHOBIEHUU
MIPUMEHEHHUSI TAKOT'0 JIEKapCTBEHHOT' 0 IIpenapara.

3. YnonHoMoueHHBIH (enepanbHbI OpraH MCIOJHUTEIBHON BJIACTU IPU IPEACTABICHUU €My
CBEICHUII O HECOOTBETCTBUM IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBaHMSM IpaBUII
Ha/IJIeKAIIeH MPOU3BOICTBEHHON NPAKTUKU U (MJIM) O HAPYIIECHUH JIMIICH3HOHHBIX TPeOOBaHUMN, KOTOPHIE
ObUIN BBISBICHBI B XOJ€ NPOBEJECHUS MHCIEKTUPOBAHUS MPOU3BOAMUTEINS JEKAPCTBEHHBIX CPEACTB WU
OCYIIECTBIICHHS JIMIICH3NOHHOTO KOHTPOJISL B c(hepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB M MPUBEIN
UM MOTYT IIPUBECTH K IPOU3BOACTBY JICKAPCTBEHHBIX IPENapaTroB I MEIULUHCKOIO IPUMEHEHUs,
MPUYMHUBLINX UM CIOCOOHBIX MPUYUHUTH BPEJ KU3HU WIIM 3JI0POBBIO IPa’KJaH, pacCMaTpUBaeT BOIIPOC
O IPUOCTAHOBIECHUU INPUMEHEHHUS JICKAPCTBEHHBIX IIPENaparoB Ui MEOULUHCKOIO IPUMEHEHUS B
YCTaHOBJICHHOM UM IOPSAIKE B CIEAYIOIUX CIydasX:

1) coctaB W (WMaW) TEXHOJOTHsI MPOU3BOACTBA JICKAPCTBEHHOI'O Ipemapara JUisd MEIHIITHCKOIO
MpUMEHEHUs (C ONMUCAaHWEM CTAJMM MPOU3BOACTBA) OTIMUAIOTCS OT 3asBJIECHHBIX B PETUCTPAIMOHHOM
JIOChE;

2) JeKapCTBEHHBIN Mpernapar JUisi MEIUIIMHCKOTO PUMEHEHUS MTPOU3BE/ICH HA MPOU3BOICTBEHHOM
IJIOIIAJIKE, HE YKA3aHHOM B PErUCTPALMOHHOM JIOChE;

3) y mHpou3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTBI, IOJATBEP)KIAIOLINE
COOTBETCTBME KayecTBa JIEKAPCTBEHHOI'O IIpenapara Uisi MEJULUHCKOIO IPUMEHEHHs, BBOJUMOIO B
rpaXIaHCKHi 000pOT, TpeOOBAHMSIM, YCTAHOBJICHHBIM IIPH €0 TOCYIapCTBEHHON PErHCTPallny;

4) NpOU3BOAMTENEM JICKAPCTBEHHBIX CPEICTB B  COIJIACOBAHHBIH C  COOTBETCTBYHOIIUM
YIIOJIHOMOYCHHBIM q)eﬂepaJII)HI)IM OopraHomMm HUCIIOJIHUTEILHON BIIACTH CpOK HC YCTpPaHCHBI HApPYHICHUA
TpeOOBAaHUI TPABWII HAJICKAIIEH MPOM3BOJICTBEHHOW MPAKTHKH W (WJIM) JIMIEH3UOHHBIX TPeOOBaHUH,
KOTOPELIC 6BIJII/I BBIABJICHBI B XOA€ IMPOBCACHHA HWHCICKTUPOBAHHA TPOU3IBOJAUTECIIA JICKAPCTBCHHBIX
CPEJCTB MJIM OCYLISCTBIICHHS JIMIICH3UOHHOT'O KOHTPOJIS B chepe IMPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB
U IPUBCIA WM MOI'YT INMPUBCCTH K HNPOU3BOACTBY JICKAPCTBCHHBLIX IIPCHIapaToB MjId MCEAUIIMHCKOI'O
MPUMEHECHHSI, IPUIMHUBIINX MM CIOCOOHBIX MPUYUHUTD BPEJT KHU3HH WIH 3JI0POBBIO TPaXKIaH.

(uactp 3 BBenena denepanbabiM 3aKk0HOM OT 04.06.2018 N 140-D3)
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4. YionHOMOYEHHBIH (peiepanbHblii OpraH UCIIOTHUTENBHOM BIACTH IPU HAJTMYUU y HETO CBEICHUN
O HECOOTBETCTBUU MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM MPABHI HaJIekKAIICH
MIPOU3BOJICTBEHHOW MPaKTUKU W (WIM) O HAPYUICHUH JIMLEH3MOHHBIX TpeOOBaHMIA, KOTOphIE OBLIN
BBISIBIIGHBI B XOJI€ MPOBEJACHUS WHCIEKTHUPOBAHMS TPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB WIHU
OCYILIECTBIICHUS JTUIIEH3UOHHOTO KOHTPOJISI B chepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB M MPUBETU
WM MOTYT TPUBECTU K MPOMU3BOJCTBY JICKAPCTBEHHBIX MPEMApaToB [JIsi BETEPUHAPHOTO MPUMEHEHUS,
MPUYMHUBIINX WU CHOCOOHBIX MPUYMHUTH BPEJA JKU3HH MU 3JI0POBBIO JKUBOTHBIX, pacCMaTpUBAET
BOIIPOC O TMPUOCTAHOBJIICHUHM peau3allMil W TPUMEHEHUS JICKAPCTBEHHBIX TMPEMapaTtoB IS
BETEPUHAPHOTO MPUMEHEHHSI B YCTAHOBICHHOM UM TMOPS/IKE B CICAYIOIINX CIy4asK:

1) coctaB u (WiIM) TEXHOJOTUS IPOU3BOJICTBA JIEKAPCTBEHHOrO Ipernapara Jyisi BETEPUHAPHOIO
IpUMEHEHHs (C OMMCAaHUEeM CTaJuil MPOU3BOJACTBA) OTIMYAIOTCS OT 3asBJIECHHBIX B PErHMCTPALlMOHHOM
J0ChE;

2) nekapCTBEHHBIN Mpenapar A BEeTEPUHAPHOTO MPUMEHEHHsI MPOU3BEACH Ha IPOU3BOCTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIO0ChHE;

3) Yy MNpOU3BOAUTEIIA JICKAPCTBCHHBIX CPEACTB OTCYTCTBYIOT JOKYMCHTBI, ITOATBCPIKIAAIONINC
COOTBCTCTBHUEC KauCCTBA JICKAPCTBCHHOI'O IIp€riapara Ajid BETCPUHAPHOI'O INMPHUMCHCHUS, BBOAHUMOI'O B
Fpa)KI[aHCKI/Iﬁ O60pOT, Tpe6OBaHI/I${M, YCTAHOBJICHHBIM IIpH €TI0 FOCYHapCTBeHHOﬁ perucTpanuu;

4) NpOM3BOJIUTENEM JIEKAPCTBEHHBIX CPEICTB B  COIVIACOBAHHBIK C  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM HCIIOJIHUTENBHON BIACTH CPOK HE yCTpaHEHBbI HapyIIEHUs
TpeOOBaHUH TPaBHI HAAJISKANIEH MPOU3BOJACTBCHHON MPAKTHKU W (WJIHM) JHUIICH3UOHHBIX TPEOOBaHUA,
KOTOpble OBbUIM BBISBIECHBI B XOJ€ MPOBEIACHHS HWHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEACTB MJIM OCYLIECTBIICHHS JIMIIEH3NOHHOTO KOHTPOJIS B cpepe TMpOU3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB
U TNpPUBEIM WM MOTYT INPUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX NPENApaToOB JJIi BETEPUHAPHOTO
MPUMCHCHHUS, TPHYNHUBIIHMX WIH CIOCOOHBIX MPUYHHHATD BPEJT )KU3HU WIIH 3I0POBBIO )KUBOTHBIX.

(dactpb 4 BBennena denepanbHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

KoncynbrantlIntoc: npumeyanue.
C 01.01.2023 crt. 65 nononusiercs 4. 5, 6 (O3 or 27.12.2019 N 475-D3).

KoncynbrantlLmoc: mpumeuanue.
C 01.09.2023 cr. 65 gononusiercs 4. 7 (O3 ot 02.07.2021 N 317-D3).

CraTtbsa 66. UHcpopmauma o pesynbTaTax hapmakoHaasopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

Y1oHOMOYCHHBIH  ()eiepaIbHBI  OpraH  WCIOJHUTEIBHOW  BIACTH,  OCYIICCTBIISIOIIUI
dbapmakoHaa30p, MO €ro pe3yiabTaTaM pa3MellaeT Ha cBoeM odunuaibHOM caiite B cetu "MHTepHet"
UH(POPMALIUIO O:

1) BBIABJICHHM HOBBIX IIOATBCPIKACHHBIX JaHHBIX O MOOOYHBIX HeﬁCTBHHX, HEXKCIIaTCIIbHBIX
pCaKknugaXx, CCPbC3HBIX HEKCIATCIbHBIX PCAKOUAX, HCHOPCABUACHHBIX HCKCIATCIBbHBIX PCaKIUAX IIpU
IMPUMCHCHHNH JICKAPCTBCHHOI'O IIPCIIapara, B TOM YHCJIC BIMAOIIUX HAa OTHOLICHUC O)KHI[&GMOFI ITIOJIB3BbI K
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BO3MOXHOMY PUCKY IIPUMCHCHUA JAHHOTO JICKaApCTBCHHOI'O IIpCI1iapara,

2) IpUHATHIX PELIEHUSX O BHECEHUU M3MEHEHUN B MHCTPYKIMIO MO IPUMEHEHHUIO JIEKapCTBEHHOTO
npernapara, 0 MPUOCTaHOBJIEHUH MPUMEHEHMs JIEKAPCTBEHHOro Ipernapara, 00 M3bSITUU U3 OOpalleHHs
JIEKapCTBEHHOTI'0 MpernapaTa Wik 0 BO300HOBICHUH IPUMEHEHUs JIEKAPCTBEHHOTO IIpenapara.

Maesa 14. UH®OPMALUA O JIEKAPCTBEHHbIX NMPEMAPATAX. CACTEMA
MOHUTOPUHIA OBUXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
anda MEaUUMHCKOIro NPUMEHEHUA
(B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

Cratba 67. UHdopmaumua o nekapCTBeHHbIX npenapatax. Cuctema MOHMUTOPMUHra
ABWXEHUSA JfleKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Mudopmanus o JeKapcCTBEHHBIX Ipernaparax, OTIYCKaeMbIX IO PEUenTy Ha JIEeKapCTBEHHBIN
npemnapar, AOJDKHA COACPIKATHCA TOJBKO B CICHUAIM3UPOBAHHBIX H3JAHHAX, MPECAHAZHAYCHHBIX JJIA
MEIUIMHCKUX, (apMaleBTHYECKUX paOOTHUKOB, CIIEHAINCTOB B 00nacTu BerepuHapuu. Mudopmanus o
JICKApCTBCHHBIX Ipfriaparax [JIsd CIICHUaInCTOB B obOiacta O6paHIeHI/I$[ JICKAPCTBCHHBIX CPCACTB MOXKET
colepKaTbcsi B MOHOTpadusiX, CIPaBOYHHMKAaX, HAYYHBIX CTaThiX, B JOKJIaAax Ha KOHIpeccax,
KOHq)epeHLII/IHX, CUMIIO3WYMax, HAYUYHbIX COBCTaX, a TaKKC B MHHCTPYKOUAX IO MIPUMCHCHHUIO
JIEKapCTBEHHBIX MPENapaToB.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. Nudopmaiusi o JIeKapCTBEHHBIX IMpenaparax, OTIyCKaeMbIX Oe3 pelenta Ha JeKapCTBEHHBIN
mpernapar, MOXET COJepKaTbCsi B MyONMKAnUsAX W OOBSIBICHUSX CPEICTB MAacCOBOM HH(OpMaIuy,
CHEIHATM3UPOBAHHBIX M OOIIMX MEYATHBIX W3JIAHUSAX, HMHCTPYKIHUSAX [0 MPUMEHEHHUIO JIEKaPCTBEHHBIX
[IpenapaToB, UHbIX U3JaHUSAX CYOBEKTOB OOpallleHus JIEKApCTBEHHBIX CPEICTB. PekiiaMHble MaTepuaisl O
JIEKapCTBEHHOM IIpernapare, OTIycKaeMoM 0e3 pelenTta Ha JEKapCTBEHHbINH MpemapaT, JOJKHBI
COOTBETCTBOBATh MHCTPYKIIMH 110 IPUMEHEHHUIO JIEKAPCTBEHHOTO IIperapara.

3. Jlomyckaercss HCHOJb30BaHHUE JIIOOBIX MaTepHajbHBIX HOCUTENEH, MO3BOJIAIONMX XPAaHUTh,
nepeaaBaTh U UCIOIB30BaTh MH(POPMAIIHIO O JEKAapCTBEHHBIX IpenapaTax 0e3 ee HCKayKeHHs.

4. Hna ueneid wuaeHTU(UKALMU YIAKOBOK JIEKAPCTBEHHBIX MPENapaTtoB s MEIUIUHCKOTO
MIPUMCHCHHS TPOW3BOJIUTEH JICKAPCTBEHHBIX CPEJCTB B IOPSIKE, YCTaHOBIEHHOM IIpaBUTENBCTBOM
Poccuiickoit ®@enepanyiy, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOIIEHHMHU JICKAPCTBEHHBIX MPENapaToB
JUTSE MEAUIIMHCKOTO MMPUMEHEHHUSI, JUTsl KOTOPBIX HE TMPEIyCMOTPEeHA BTOPUYHASI YIIAKOBKA) U BTOPUIHYIO
(MOTPEeOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX MPENapaToB A MEAUIHMHCKOTO MPUMEHEHHUs CPeCTBa
UICHTH(PUKAIINN, 32 HCKIIOUCHUEM JIEKAPCTBEHHBIX IPENapaTroB Ui MEAMIIMHCKOTO NPUMCHCHHUS,
MPOM3BOIUMBIX ISl TIPOBEICHUS KJIMHUYCCKUX HCCIICIOBAHMM, SKCIOPTA, JCKAPCTBEHHBIX MpErapaToB
JUTST METUIIMHCKOTO MPUMEHEHHUs, YKa3aHHBIX B YacTsiXx 5 u 8 crateu 13 Hacrosimero denepaibHOTO
3aKO0Ha, paanodapMaleBTHUECKUX JIGKAPCTBCHHBIX IIPENapaTroB, MHSIBOK MEIWIIMHCKUX M Ta30B
MEIMIIUHCKHUX.

(dactpb 4 BBeneHa denepabHbIM 3aKOHOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapaKTepUCTHKHU CPEICTBA UACHTU(PHUKAINH, TIOPSIOK €r0 HAHECEHHUS U TPEOOBAaHUS K CTPYKTYpe
u Qopmary uHbDOpMaLMM, KOTOPYIO COAEPKHUT CPEACTBO  HMACHTU(UKALMU, OMPEICISIOTCS
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

[IpaBuTenscTBoM Poccuiickoit denepaiiuu.
(dactpb 5 BBenena denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. llopsamox co3gaHusi, pa3BUTHS, BBOJA B OSKCIUIyaTallMlO, »SKCIUyaTalMd M BbIBOJA H3
SKCIUTyaTallud CHUCTEMbl MOHMTOPHMHIA JBMKEHHS JIEKAPCTBEHHBIX IIPENapaToB M MEIULHMHCKOIO
MPUMEHEHHS, TMOPSIOK MPEAOCTaBICHU HH(YOpPMAIMK, COAEpKalleics B CHCTEeME MOHUTOPHHIa
JBUKEHMSI JIEKAPCTBEHHBIX IPENaparoB JJIs MEAMIIMHCKOIO MPUMEHEHHUS, U TOPSIA0K B3aUMOJEHCTBUS
yKa3aHHOM  CHCTEMBI C UWHBIMH  TOCYJapCTBEHHbIMU  WH(GOPMAIMOHHBIMU  CHCTEMaMu U
MH(GOPMALMOHHBIMHA CUCTEMaMH IOPUINYECKUX JIUI] M HHIUBUAYAIbHBIX MPEAIIPHHAMATENICH, YKa3aHHBIX
B vactsax 7 u 10 Hacrosmen crartbu, ycraHaBiuBaroTcsa lIpaButensctBom Poccuiickoit @enepauum.
OneparopaMu CHCTEMbl MOHUTOPUHIA JBUKEHMS JICKAPCTBEHHBIX IIPENapaToB ISl MEIULMHCKOTO
NPUMEHEHUS SIBISIIOTCS  (efepanbHbli  OpraH HWCHOJHUTENBbHON BJIacTM # (WJIM) OpraHu3allus,
ynosiHoMo4eHHbIe [IpaBurensctBoM Poccniickoit deneparnuu.

(uacts 6 BBeneHa denepanbHbIM 3aKOHOM 0T 28.12.2017 N 425-03)

7. YOpuaudeckue nuua U WHAUBUAYAJIbHBIE MPEANPUHUMATENN, OCYIIECTBIISIONINE TPOU3BOACTBO,
XpaHeHue, BB03 B Poccuiickyro @enepanuio, OTIYCK, pealu3alldio, Iepeaady, MNpUMEHEHUEe |
YHUYTOKEHUE JIEKAPCTBEHHBIX MPENapaToB JIJIsi MEIUIIMHCKOTO TPUMEHEHUsI, 00E€CTICUNBAIOT B MOPSIKE U
B cocTaBe, KoTopble YycraHoBieHbl [IpaButenbctBoM Poccuiickoit @enepanuu ¢ ydeToM BHJa
OCYIIIECTBIIIEMOW WMH JICATEIHHOCTH, BHECCHHE WH(GOpPMAIMU O JICKAPCTBEHHBIX TIperaparax s
MEIUIIMHCKOTO MPUMEHEHUS B CHUCTEMY MOHUTOPUHIA JIBU)KEHUS JIEKQpPCTBEHHBIX IpENapaToB s
MEJUIIMHCKOTO MPUMEHEHHUS.

(uacts 7 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

7.1. JlekapcTBeHHBIC TIpenapaTrhl IS MEIUIMHCKOTO TNPUMEHEHHS, TMpeJHa3HAYCHHbIE s
oOecrieueHUs JMl, OOJIbHBIX TeMO(UINeld, MYKOBUCHUUIO30M, TUMO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
lomre, 37MOKa4YeCTBEHHBIMH HOBOOOPA30BAHUSMH JTHUMQPOHIHOW, KPOBETBOPHOW U POJCTBEHHBIX UM
TKaHEeH, pacCesHHBIM CKJIEPO30M, JIHI] TOCe TPAHCIUIAHTAIIMN OPTaHOB U (WJIM) TKaHEH, MPOu3BeIeHHbIE
1o 31 nexabps 2019 rona, a Takke MHbIE JIEKAPCTBEHHBIE Mpenapathl ISl MEAULIMHCKOIO IPUMEHEHNUS,
npousBeneHubie a0 1 wions 2020 ronma, mojasekaT XpaHEHHUIO, IEpPEeBO3Ke, OTIMYCKY, peaau3alluu,
nepenave, MPUMEHEHUIO 0¢3 HAHECCHHS CPEICTB HACHTU(DHMKAIIMKM IO UCTCUYCHHUS CpPOKa MX T'OJTHOCTH.
[IpaButensctBo Poccuiickoii denepanuu BlpaBe YCTAHOBUTH OCOOEHHOCTH BBOJA B TPaKIaHCKUN
000pOT JIEKAPCTBEHHBIX MPEMAPATOB JUIsI MEIUIIMHCKOTO MPUMEHEHHS, MTPOU3BEACHHBIX B mepuos ¢ |
urosst 2020 roga mo 1 okTa6ps 2020 roma. B mensx BBoga B TpaKIaHCKHH 00OPOT JIGKapCTBEHHBIC
npenaparsl i MEAMIMHCKOTO TPUMEHEHHWs, 32 MCKIIOYEHHUEM JICKApCTBEHHBIX IPErnaparos,
MpeHa3HAYeHHBIX NJIs oOecreueHus: Jinil, OONbHBIX reModuiueil, MyKOBUCIUIO30M, THUMO(PU3APHBIM
HAaHU3MOM, O0OJIe3HBIO [ oIle, 3710KaYeCTBEHHBIMA HOBOOOPA30BAHUSAMHU JTHUMQPOUTHOW, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pacCeSHHBIM CKJIEPO30M, JIHI] MIOCJIE€ TPAHCIUIAHTAI[MN OPTaHOB U (MJIK) TKaHEH,
MPOM3BEJICHHBIC 3a mpenenamu Teppuropun Poccuiickoit ®enepammu 1o 1 oktsaopst 2020 roga, MOTyT
ObiTh BBe3eHBbl B Poccuiickyto ®epepanuio no 1 suBaps 2021 roma B mopsijake, YCTaHOBICHHOM
[IpaButenscTBoM Poccuiickoit denepannn, 6€3 HaHECEHUS CPEJICTB UACHTUDUKAIIH.

(B pen. @enepanbHbIX 3ak0oHOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzauuss HMHPOPMAIMOHHOIO B3aUMOJECHCTBUS CHUCTEMBl MOHMUTOPHUHIA JBH)KCHUS
JIEKAPCTBEHHBIX IIPENAapaTroB Uil MEAULUHCKOIO IPUMEHEHHMS C WHBIMU TI'OCYJapCTBEHHBIMU
MHPOPMALIMOHHBIMA CHCTEMaMH OO0ECIEYMBAaETCSI B TOM YHCIIE TOCPEACTBOM HH(PPACTPYKTYPHI,
obecrieunBaromell MHPOPMALMOHHO-TEXHOJOTUUECKOE B3aUMOACHCTBUE HH()POPMAIIMOHHBIX CHCTEM,
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HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

UCIOJIb3YEMBIX I TPEJOCTAaBICHUS TOCYJAPCTBEHHBIX W MYHHUIUIAIBHBIX YCIYT M HWCIOJIHEHUS
rOCyIapCTBEHHBIX U MyHHUIIUIAIBHBIX (DYHKITUI B 3JIEKTPOHHOU hopme.
(uacts 8 BBeneHna denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

9. OOmenoctynHass WHPOpPMALUs, COACPXKAIIAsACA B CHCTEME MOHHTOPWHTA JIBHDKCHHS
JIeKapCTBEHHbIX npenapaToB s MEIULUHCKOTO IpUMEHEHHS, pa3menaercs B
MH(POPMALMOHHO-TEIIEKOMMYHHUKAITMOHHOW ceTH "MHTepHeT" (B TOM uncie B hopMe OTKPHITHIX JaHHBIX)
B nopsijike, yctaHoBieHHOM [IpaBurensctBom Poccuiickoit denepannn.

(actp 9 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

10. IIpou3BoauTenyu JEKapCTBEHHBIX CPEJICTB MOJIYYAIOT COACPKAIIYIOCS B CUCTEME MOHHTOPHHTA
JBUKCHHSI JICKAPCTBEHHBIX IPEMApaTOB I METUIIMHCKOTO MPHUMECHCHHUS HWH(POPMAIMIO O CepUix M
MapTUSIX JEKApPCTBEHHBIX MPENapaToB, MPOU3BOAUMBIX UMH M HAXOISALIUXCA B TPAXKIAHCKOM 000pOTE B
Poccwuiickoit deneparuu, 6€3B03ME3THO.

(uactp 10 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

11. 3a mpoM3BOJCTBO WM MPOJAXKY JEKAPCTBEHHBIX MPEMApaToB JJIsi MEAUIIMHCKOTO MPUMEHEHUS
0e3 HaHECCHHS CPEICTB WACHTHU(HUKAIMH, C HAPYIICHHEM YCTAHOBJICHHOTO MOpPsJIKa MX HAHECCHHS, a
TaK)Ke€ 32 HECBOEBPEMCHHOE BHECEHHUE JAHHBIX B CHCTEMY MOHHTOPHHIA JIBH)KECHHUS JICKAPCTBEHHBIX
IpernapaTroB JUiss MEAMIMHCKOTO TPHMEHEHHWs WM BHECEHHE B HEE HEJOCTOBEPHBIX JTaHHBIX
IOPUMYECKHC JINIA M WHIUBUIYaJTbHBIC TPEIIPHUHUMATEH, yYKa3aHHBIC B YacTAX 4 W 7 HACTOSIIEH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.
(uactp 11 BBenena d@enepanbHbiM 3aK0HOM OT 28.12.2017 N 425-D3)

12. TlpaBurenbctBo Poccuiickoit ®exepanuu BIOpaBe YCTAaHOBUTh OCOOCHHOCTH BHEAPCHHS
CHUCTEMBl MOHHTOPHHIA JBHKCHHS JICKAPCTBEHHBIX IMIPEIMApaToOB I MEIUIIMHCKOTO TPUMEHEHUS,
BKIIIOYAass CPOKH €€ BHEJPEHUS, B OTHONICHWW JICKAPCTBCHHBIX IPENapaToB JUIsl MEIUIUHCKOTO
MPUMCHCHHS, BKIIOUCHHBIX B TICPECUYCHb J>KU3HCHHO HEOOXOIMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX
MperaparoB, JIGKAPCTBCHHBIX TpPENapaToB, IMPEJAHA3HAYCHHBIX IS OO0ECHeYeHUs] JIUI, OOJbHBIX
reMo(uiIueii, MyKOBHCIHIO030M, TUNO(H3apHBEIM HaHU3MOM, Oosie3Hbl0 ['omie, 3710KaYeCTBEHHBIMU
HOBOOOPa30BaHUSMH JIUM(OHUTHON, KPOBETBOPHOM M POJCTBEHHBIX UM TKAHEH, PACCESTHHBIM CKJIEPO30M,
JUI] TIOCJIE TPAHCIUIAHTAIMU OpPraHOB W (WMJIM) TKaHEH, HWHBIX JIEKAPCTBEHHBIX IMPEMapaToB IS
MEIUIUHCKOTO TPUMCHECHHSI.

(dactp 12 BBenena denepanbHbiM 3ak0HOM OT 28.12.2017 N 425-03)

Maea 14.1. OFPAHUYEHUA, HAJTIATAEMbIE
HA OPFrAHU3ALUWW, OCYLLECTBIAKWUE OAEATENBHOCTDb
MO OBPALLEHUIO IEKAPCTBEHHbLIX CPEACTB
(BBeneHna deaepanbHpIM 3aK0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHuMyeHus,, Hanaraembleé NpPU OCYLLECTBNIEHUN [EeATeNIbHOCTU B
cthepe obpalleHNs nekapCcTBEHHbIX CpeacTB

1. Opranuzanuu, 3aHuMaronIvecss pa3paboTKOHM, MPOM3BOJICTBOM © (WIHM) peaau3anueit
JICKApCTBEHHBIX IMPENapaToB ISl MEIUIIMHCKOTO PUMEHEHHUs, OpraHu3aIiy, o0Jalaronme mpaBaMu Ha
HCIIOJIb30BAHHUEC TOPTrOBOIr0 HAMMCHOBAHHA JICKAPCTBCHHOI'O IMperiapara Ajisd MCAUIUHCKOIO NpUMCHCHUA,
OpraHu3allii ONTOBOW TOPTOBJIM JICKAPCTBCHHBIMH CPEICTBAMHM, AaNTEUYHblC OpraHu3amuu (ux
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npeacTaBUTCIIU, HWHBIC (bHBPILIGCKI/Ie U HOPpUANYCCKUC JIMIA, OCYHICCTBIAOMIUE CBOK JACATCIBHOCTH OT
HUMCHHU 5THX opraHmauHﬁ) B OTHOIICHUHN MCIHUIIMHCKHNX pa6OTHI/IKOB n pYKOBOZ[I/ITeJIef/'I MCIUIIMHCKHNX
OpFaHI/IBaHI/Iﬁ HC BIIpaBeC:

1) BpyuaTh NOJapKH, BbIIJIAYMBATh JEHEXKHBIE CPEICTBA (3a MCKIIIOUEHHWEM BO3HArpa)JICHUU 110
JOTOBOpaM  NpH  IMPOBEACHUU KJIMHUYECKHUX HCCIIEJOBAaHUI JICKApCTBEHHBIX NpEnapaToB JUis
MEIUIMHCKOTO NPUMEHEHHUs, BO3HATPAXKICHUM, CBS3aHHBIX C OCYIIECTBIEHUEM MEIULUHCKUM
paOOTHHUKOM IMEJaroruyeckoil u (Win) HayyHOU JesTeNbHOCTH), B TOM YHUCIIE OIIaYMBaTh Pa3BICUEHMUS,
OTJIBIX, [IPOE3Jl K MECTY OT/AbIXA, a TAaKXKE MPHUBJIEKATh K yYaCTUIO B pa3BJIEKATEIbHBIX MEPOIPHUATHIX,
IIPOBOJIUMBIX 32 CUET CBOUX CPEJICTB;

2) 3akioyaTh COTIJIAIlEHUsS O Ha3HAYEHWUM WM PEKOMEHJAlMM NalMeHTaM JIEKapCTBEHHBIX
[IpernaparoB AJIs MEAULMHCKOTO IPUMEHEHHUs (32 UCKJIIOUEHHEM JIOTOBOPOB O NMPOBEJCHUU KIMHUYECKUX
UCCIIEIOBaHUH JIEKapCTBEHHBIX MTPENapaToB s MEAULUHCKOIO IPUMEHEHNU);

3) npeaoCTaBJIATh O6paBI_IBI JICKAPCTBCHHLIX IIPCIIapaTOB I MCAUIMHCKOI'O IIPUMCHCHUSA B LCJIAX
BpYy4YCHHUA ITallUCHTaM (33, HCKIIIOYCHUCM  CJIydacB, CBA3AHHBIX C TPOBCACHUCM KIMHHUYCCKUX
I/ICCJIG,Z[OBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIIapaToB AJId MCAULIMHCKOT'O HpI/IMeHeHI/IH);

4) npeaocTaBiIsATh HEAOCTOBEPHYIO U (MJIM) HEMOJIHYIO0 HHPOPMAIIUIO O JIEKAPCTBEHHBIX IIpenapaTax
JUI METMIIUHCKOTO IIPUMEHEHUS;

5) mocemarp ux B pabodee BpeMs Ha padOYMX MECTaX, 3a MCKIIOYEHHUEM CITy4aeB, CBSI3aHHBIX C
MPOBEACHUEM  KIMHUYECKUX MCCIECJOBAaHUU JIEKAPCTBEHHBIX IPENaparoB s  MEIULMHCKOTO
IIPUMEHEHUS, C YYAaCTHEM B IOPSAIKE, YCTAHOBIEHHOM PYKOBOJUTEJIEM MEIUIMHCKOM OpraHuzaluu, B
COOpaHMSIX MEAMIMHCKUX DPAOOTHUKOB M HWHBIX MEPONPUSTHUAX, HANPABICHHBIX HA TMOBBIIICHHE HX
npoeCCHOHATTFHOTO YPOBHS WM Ha TpeNoCTaBiIeHWE WH(POPMAlWH, CBS3aHHOW C OCYIIECTBICHHUEM
MOHHUTOPHHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaTos;

6) HO6y7KZ[aTI) K BBIIIMCBIBAHUIO JICKAPCTBCHHBIX IIPCIapaToB I MCAUIHMHCKOIO IMPpUMCHCHHUSA Ha
6J'IaHKaX, COACPpIKAITNX I/IH(l)OpMaI_II/II-O PCKIIAMHOI'0 XapaKTepa, a TAKKC Ha PCHCITYPHBIX 6HaHKaX, Ha
KOTOPLIX 3apaHEC Hallc4yaTaHO HAMMCHOBAHUC JICKAPCTBCHHOI'O Ipfrapara i MCAUIUHCKOIO
IIPpUMCHCHUA.

2. Opranuzanuu, yKa3aHHble B a03alle mepBoM 4acTu | HACTOSIIEH CTaThbU, U UX MPEICTABUTEIIN B
OTHOIICHUHU (hapMalleBTUUECKUX PAaOOTHUKOB U PYKOBOJIUTENEH allTeYHbIX OpraHu3auii He BIIpaBe:

1) Bpy4aTh moJapKu, BHIIUIAYUBATh JIEHEKHBIE CPEACTBA, B TOM UHWCJE OIUIAYMBATh Pa3BICUYEHUS,
OTIBIX, IIPOE3J K MECTy OTAbIXa, W IPUBIEKATh K YYaCTUIO B pPa3BIICKATEIbHBIX MEPONPUATHUSAX,
IIPOBOJIMUMBIX 34 CYET CBOUX CPEJICTB;

2) mpenocTaBiATh 00paslbl JEKApCTBEHHBIX MPENaparoB A MEIULUHCKOIO MPUMEHEHMsS JUIs
BPY4YEHMS HACEIICHUIO;

3) 3aKJII049aTb COINTAICHHA O IPCAJIOKCHHUM HACCICHHUIO OIIPCACIICHHBIX JICKAPCTBCHHBIX
npenaparoB AJisI MCAUIIUHCKOI'O IIPUMCHCHU A,

4) mpeaocTaBiIATh HEAOCTOBEPHYIO U (MJIM) HEMOJIHYI0 HHPOPMAIIUIO O JIEKAPCTBEHHBIX MperapaTax
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A MECOUIUHCKOIO  MPpUMEHCHUS, B TOM  YHCJIC HUMCHOIIHUX  OAHWHAKOBOC  MCKAYHAPOIHOC
HCIMaTCHTOBAHHOC HAMMCHOBAHHUC.

Cratba 67.2. TpeboBaHUA K opraHM3aumMuM U NPoBeAEHUIO Hay4YHbIX MepPOonpUATUN,
MHbIX MEpPONPUATUNA, HanpaBlfieHHbIX Ha MOBbIWeHMe NpPodPecCUOHANbLHOIo YpPOBHS
MeAULIMHCKMX PpaboOTHMKOB WNM Ha npeaoctaBneHue wHdopmauun, CBA3aHHOW C
ocyLeCTBIEHUEM MOHUTOPUHra 6e30nacHOCTU NeKapCTBEHHbIX NpenapaToB

1. Ilpu npoBeneHUU HAayYHBIX MEPOIPHUITUN, MHBIX MEPONPUSATHHA, HAPaBICHHBIX HA MOBBIIICHUE
npoeCCHOHATTFHOTO YPOBHS MEAHMIMHCKAX paOOTHUKOB WJIM Ha TNPEAOCTAaBICHHE CBS3aHHON C
OCYLIECTBIICHUEM  MOHHMTOpHUHIAa  0€30MacHOCTH  JIEKAPCTBEHHBIX  IpenapaToB  HHQoOpMaIuH,
OpraHM3yeMbIX OpraHM3alUsIMHU, yKa3aHHbIMU B aO3aue mnepBoM yactu | cratbu 67.1 HacTosIero
denepanbHOTO 3aKOHA, MX MPEACTaBUTEISIMM M (WiIM) (UHAHCUPYEMBIX 3a CYET CpEACTB 3TUX
OpraHM3alliii W MX [pPEeACTaBUTENCH, 3ampeliaercs MpensTCTBOBaTh Y4YacTUIO B YKa3aHHBIX
MEPONPUATHIX MHBIX OpPraHU3alMi, KOTOpble MPOU3BOIAT WU pEaTU3ylOT JEKapCTBEHHbIE IpEnapaThl
IUIE MEIUIIMHCKOTO MPHUMEHEHHS CO CXOXXKHUM MEXaHU3MOM (apMaKOJIOTHYECKOTO IeHCTBUS, JHOO
Co3/laBaTh JAUCKPUMMHALMOHHBIE YCIOBHUSA JUIsI OJHMX YYacTHHKOB II0 CpPaBHEHHUIO C JIPYyTMMHU
y4aCTHHUKAaMHM, & UMEHHO:

1) npenocTaBisATh pa3InyHOE KOJIMYECTBO BPEMEHHU JJISl BHICTYIUIEHUI YYaCTHUKOB, pa3iHyHbIE 110
pasMepy 3aHMMaeMOH ILIOIAAM MecTa sl JEMOHCTpaluu 0oOpas3loB JIEKAPCTBEHHBIX NPENapaToB A
MEIMIMHCKOTO IPUMEHEHMS] WM PEKJIAMHBIX MAaTepUaloB O JIEKAPCTBEHHBIX IIpenaparax s
MEJIULUHCKOrO IPUMEHEHUS Ha DKCIIO3UIMAX, CTEHIAX, 32 UCKIIOYEHHEM CIIy4aeB, €CJIM TAKUE YCIOBUSA
3aKpeIuIeHbl B COTJIAICHUSAX ITHX OpraHu3aluil, UX HpeicTaBuTeNell 0 (pUHAHCUPOBAHUU YKa3aHHBIX
MEpPOIPUATHIA U 00YCIIOBJIEHBI Pa3IMYHBIMU 3aTPATaMU YYACTHUKOB Ha UX OPraHU3alINIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA /ISl YYaCTHHUKOB MEpONPHUATHH, yKa3aHHbIX B a03ale MepBoM
HACTOSIIEN 4aCTH, MPEBBIIIAOIINNA CYMMY 3aTpaT Ha OPTaHU3aLNI0 YKAa3aHHBIX MEPOIPUATHNA U BELYIUN
K HEOOOCHOBAHHOMY OI'PaHMUYEHHIO YUCIIA UX YYaCTHUKOB.

2. Opranuzauuy, ykasaHHble B a03aie nepBoMm yacTu 1 crarbu 67.1 Hactosiero denepaibHOTO
3aKOHA, WX TPEJICTABUTEIH, OCYIIECTBISIOINE OPraHU3auuio U (WIK) GUHAHCUPOBAHHUE MEPOIIPHATHH,
YKa3aHHBIX B 4aCTH | HaCTOSIIEH cTaThu, 00s13aHBI 00ECIIeYNBaTh TOCTYI K HH(OpMAIHK O 1aTe, MECTE U
BPEMEHH TIPOBEICHHUS YKA3aHHBIX MEpOIpPUATHH, IUIaHAaX, MpOrpaMMax IPOBEICHHUS YKa3aHHBIX
MepOHpI/ISITI/Iﬁ " TCMaX, IJIAHUPYCMBIX IJIA PpaCCMOTPCHUSA, COCTABC UX YUYACTHHUKOB ITYTEM PAasSMCIICHUA
COOTBETCTBYIOLIEH MH(OpMANU Ha CBOMX OQHIMAIBHBIX caiiTax B ceTu "MHTepHET" He mo3aHee BYX
MECSIIIEB /IO Hauaia MpOBEICHUS YKa3aHHBIX MEPOIPUSATHIA.

3. Uudopmanus 0 mpoBeIeHUN MEPONPUSITHIA, YKa3aHHBIX B 4acTH | HaAcToOAIIEH CTaThbH, B CPOK,
YCTAHOBJICHHBIM YaCThIO 2 HACTOSIIEH CTaThW, OOJDKHA OBITh HarpaBieHa B ¢elaepalibHbId OpraH
UCIOJIHUTENBHON BJIAcTH, OCYIIECTBISIONIMN (GYHKIUMUM 1O KOHTPOJIIO U Haa3opy B chepe
3/IPaBOOXPAHEHHMSI, /ISl TIOCIEAYIONIETO Pa3MENIeHUs €€ Ha O(pHUIMAIBbHOM CaiiTe 3TOro opraHa B CETH
"UnaTepuer".

Maea 15. OTBETCTBEHHOCTb 3A HAPYLLEHWE 3AKOHOAATEJIbCTBA
POCCUNCKOUN ®EOEPALIUU NMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB
“ BOSMELLUEHUE BPEOA, NPUYUHEHHOIO 340POBbLIO NPAXOAH
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BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyweHue 3aKoHopatenbcTBa Poccunckon
denepaumm npm obpaleHnn NeKapcTBEHHbIX CPeaAcTB

1. Hapymenue 3akoHomarensctBa Poccuiickoil ®epepanuu npu oOpaleHUH JIEKaPCTBEHHBIX
CpeACTB BIEYeT 3a COOOW OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoii
denepanuu.

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

2. 3a HenpeACTaBJICHNE WM HECBOCBPEMEHHOE Tpe/ICTaBiIeHue HHQOpMaIy U (MIH) JOKYMEHTOB
au00 TIpeNCTaBICHHE HEJOCTOBEPHBIX HHGOpMAUMU M (MIM) JOKYMEHTOB, HPEAyCMOTPEHHBIX
HacTosmuM  DenepaibHBIM ~ 3aKOHOM, CYOBEKTHI OOpalieHHs] JIGKAPCTBEHHBIX CPEACTB  HECYT
OTBETCTBEHHOCTb B COOTBETCTBHHM € 3aKOHOZAATeNbcTBOM Poccuiickoit denepauuu.

(uactp 2 BBemeHa denepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-@03; B pen. PeaepanbHOro 3aKoHa OT
04.06.2018 N 140-D3)

Cratba 69. BoameweHne Bpeaa, NPUYUHEHHOrO 300POBbLIO rpaxaaH BcneacrBue
NPUMEeHEeHNs feKapCTBEHHbIX NpenapaTos

1. Ilpon3BoauTens J€KapCTBEHHOIO Ipernapara o0s3aH BO3MECTUTh Bpel, TPUUMHEHHBIN 3/J0POBbIO
rpakJaH BCJeJICTBUE IPUMEHEHHs JIEKapCTBEHHOT'O Ipernapara, eciii JoKa3aHo, YTo:

1) nexkapcTBEHHBIH Ipernapar MPUMEHSUICS MO0 Ha3HAUYEHHUIO B COOTBETCTBUM C MHCTPYKLUEH IO
IPUMEHEHHIO JICKapCTBEHHOI'O IpenapaTa M MPUYMHON Bpela sIBWICS BBOJ B TPaKJaHCKUH 000poT
HEZ00pOKaYECTBEHHOIO JIEKaPCTBEHHOI'O IIperapara;

2) Bpen 3A0pPOBbIO MPHUUYMHEH BCIEACTBHE HEAOCTOBEpHON uWH(MOpMaIMK, COAepXKalleics B
WHCTPYKIMHU IO PUMEHEHHIO JIEKAPCTBEHHOIO Ipernapara, U3JaHHON MPOU3BOIUTEIIEM JICKAPCTBEHHOTO
npernapara.

2. B cmyuae, ecinu Bpes 370pOBBIO T'paXKaH MPUYMHEH BCJIEICTBHE MPUMEHEHUS JIEKapCTBEHHOTO
npernapara, MPUIICIIIEr0 B HETOJHOCTh B Pe3yJbTaTe HapYIICHUs MPAaBHJ XPAHCHUS JICKAPCTBEHHBIX
CpEACTB, MPaBWJI ONTOBOI TOPTOBIM JIEKAPCTBEHHBIMHU TIpETapaTaMu, MPaBHJI OTITyCKa JIEKAPCTBEHHBIX
MperaparoB, IPaBWJI H3TOTOBICHHUS W OTIYCKAa JIEKAPCTBEHHBIX IIpENapaToB, BO3MEIICHHE Bpeaa
OCYIIECTBIISICTCSI COOTBETCTBEHHO OpraHW3allMel OINTOBOH TOPrOBIM JICKAPCTBEHHBIMH CPEICTBAMH,
anTeYHON OpraHM3aluel, WHIWBUAYAJIbHBIM IpEANPUHUMATENICM, HWMCIOIUMH JIMIICH3UIO HA
(bapMareBTHYECKYIO0 NEATENFHOCTh WM JUICH3UI0O HAa MEIUIIMHCKYIO JeSTEeIbHOCTh, MEIMIIMHCKOM
OpraHuszalyeil, WMEIOIIeHd JHUICH3HI0 Ha (apMaleBTUYCCKYIO NEATENLHOCTh (€€ 000COOIeHHBIM
nonpasnenenueM (amOynatopueid, QenpamepckuM u (enbIuepeKo-aKyIIepCKuM IyHKTaMH, IIEHTPOM
(otmenenuem) oOmieli BpayeOHOW (CeMEWHOW) MPaKTHUKH), PACHOJIOKEHHBIM B CEJIbLCKOM HACEJICHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET alTe€4Hasi OPraHU3al¥sl), JOMYCTHBIIUMHE MPOJAXy WA OTIYCK TAKOTO
JICKApCTBEHHOTO Mperapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. BosMenienue Bpena, INPUYMHEHHOTO 3[0POBBI0 TIpaXkJaH BCJICACTBUE ITPUMEHEHHUS
JICKApCTBEHHBIX TPEMapaToB WM COBEPIICHHS NPOTHBONPABHBIX ICHCTBUH CyOBEKTaMH OOpaiieHus
JIEKapCTBEHHBIX CPEACTB, OCYILIECTBISIETCS B COOTBETCTBMM C 3aKOHOJATENILCTBOM Poccuiickoit
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[ara coxpanenus: 15.07.2021

®Oenepanuu.
Mnasa 16. 3AKITIOMUTEJIbHbLIE MONOXEHUA

Cratba 70. O npyM3HaHUU yTPaTUBLULUMMU CUIY OTAENbHbIX 3aKOHOAATesNbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNbHbIX akToB) Poccunckoun ®enepaumm

[Ipu3Hats yrpaTUBIIMMU CUILY:

1) ®enepanbHbiii 3akoH oT 22 wuroHA 1998 roma N 86-®3 "O nekapcTBeHHBIX cpeacTBax'
(Cobpanwme 3akoHogarenscTBa Poccuiickoit @enepamuu, 1998, N 26, ct. 3006);

2) ®enepanbHbiii 3akoH oT 2 ssHBaps 2000 roga N 5-®3 "O BHeCEeHHM U3MEHEHHUS U JIONOJIHCHHUH B
@denepanbubiii 3akoH "O  nekapcrBeHHBIX cpenctBax” (CoOpaHue 3akoHOAATeNnbCTBA Poccuiickoit
®denepanun, 2000, N 2, ct. 126);

3) crarbio 40 denepanbHoro 3akoHa oT 10 suBaps 2003 roma N 15-®3 "O BHeceHWU U3MEHEHHH U
JIOTIONIHEHUH B HEKOTOpBIE 3aKOHOJAaTeNbHble akThl Poccuiickoit dexepanuu B CBSI3U C NPUHATHEM
@enepanpHoro 3akoHa "O  JHMIIGH3UPOBAaHWUM  OTHENBHBIX BHIOB JestenbHocTH"  (CobOpanme
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) crarpto 31 ®@enepanbuoro 3akoHa ot 30 utons 2003 roga N 86-O3 "O BHeCEHHH U3MEHEHHUU U
JOTIOJIHEHU B HEKOTOPBIE 3aKOHOJaTelNbHble akThl Pocculickoin denepanuu, Npu3HaHUU yTPaTUBLIMMU
CUJIy OTHEJNBHBIX 3aKOHOAATEIbHBIX akTOB Poccuiickoi ®enepanuu, NpeIOCTABICHUN OTIEIbHBIX
rapaHTUil COTPYAHHKAM OPraHOB BHYTPEHHHX JEJ, OPraHOB MO KOHTPOJIIO 32 000POTOM HAPKOTHUECKHUX
CPEICTB M TICUXOTPOIHBIX BEIISCTB M YIPa3THAEMBIX (elIepalibHBIX OpPraHOB HAJIOTOBOW MOJIUIIUU B
CBSI3M C OCYILECTBICHHEM MEp IO COBEPIICHCTBOBAHUIO rocyaapcTBeHHoro ympasieHus" (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crarbio 101 denepansHoro 3akoHa ot 22 aprycta 2004 roga N 122-®3 "O BHeceHHH U3MEHEHHH
B 3aKOHOZATelbHbIE aKkThl Poccuiickoin Penepanuu W NPU3HAHUM YTPATUBIIMMM CHILy HEKOTOPBIX
3aKOHOJIaTeNbHBIX aKkTOB Poccuiickoii ®denepanuu B cBsizu ¢ npuHaATHeM DenepanbHbIXx 3aKOHOB "O
BHECCHUHM W3MEHEHWH W jaomnoiHeHud B DenepanbHbiii 3akoH "OO0 0OOIMX MPUHIMIAX OpPraHU3aIuu
3aKOHOJATEIbHBIX (MPEICTABUTENBHBIX) M HCIOJIHUTENBHBIX OpPraHOB TOCYJIAapCTBEHHOW BIACTH
cyobektoB  Poccmiickoit  ®epepanmn” w  "OO0 o0mMX TpPUHOMIAX OPraHU3AlUU  MECTHOTO
camoynpasnenusi B Poccuiickoit ®@enepanun" (Cobpanue 3akoHomarensctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crarbio 28 denepanbHoro 3akona ot 18 mexadbps 2006 roga N 231-D3 "O BBejeHUH B ACHCTBUE
gactu d4erBeproil ['paxkmanckoro koxmekca Poccwmiickoit @enepamun" (CoOpaHne 3aKOHOIATEIHCTBA
Poccutickoit ®eneparuu, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HacTtoswero ®egepanbHOro 3akoHa

1. Hactosaumit ®enepanbHblii 3aK0oH BeTymnaet B cuity ¢ 1 ceHTsiops 2010 roxa.

2. JlekapcTBEHHBIE CpEICTBA, 3apPETUCTPUPOBAHHBIC 1O JHS BCTYIUICHHUS B CHJIYy HACTOSIIETO
@denepanbHOro 3aK0Ha, IOUIEKAT BKIIOUECHHUIO B TOCYIAPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEIACTB C
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BHECEHHMEM YyKa3zaHHbIX B uyacTu | crateu 33 Hacrosmero denepanbHOr0 3aKOHa CBEACHUH 00 3THUX
JIEKapCTBEHHBIX CPEJACTBAX 0€3 MPOXOKJIEHUS BHOBb IPOLEAYPHl TOCYAApCTBEHHOM perucTpauuu
JIEKApCTBEHHBIX IIPENapaToB.

3. l'ocynapcTBeHHas: perucTpaius JICKapCTBEHHBIX NPENapaToB, 3a UCKIIOYCHHEM JICKAPCTBEHHBIX
MpernaparoB JIsi MEIUIMHCKOTO MPUMEHEHUS, MPEICTABICHHBIX HAa YKAa3aHHYI) PETHUCTPAIMIO JIO JHS
BCTYIUICHUS B CHITy HacTosimero denepaibHOT0 3aKOHA, OCYIIECTBIISICTCS B COOTBETCTBHH C HACTOSIIIAM
denepanbHBIM 3aKOHOM Ha OCHOBAaHHMHU JOKYMECHTOB WM JIAaHHBIX, PEJCTABICHHBIX JIO JHS BCTYIUICHUS B
ciity Hactosiiero denepasbHOTO 3aKOHA.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-D3)

3.1. 'ocynapcTBeHHasl perucTpalys JeKapCTBEHHBIX IPEnapaToB AJis MEIULUHCKOIO IPUMEHEHUS,
MPEJICTABJICHHBIX HA TOCYJapCTBEHHYIO PETHUCTpPAllMI0 JO0 JHA BCTYIUJICHUS B CHIYy HACTOSIIETO
@denepalibHOIO  3aKOHa, W TOCYJAapCTBEHHAs perucTpaunusi JIeKapCTBEHHBIX IpEenapaToB U
MEIUIIMHCKOTO TMPUMEHEHHs], MPEACTABICHHBIX Ha OJKCIEPTH3y JEKAPCTBEHHBIX CPEACTB 10 [JHS
BCTYIUIEHUSI B CUJIy Hactosiiero ®denepanbHOro 3aKOHA B LENAX MX MOCIEAYIOLIEH IoCylapCTBEHHON
pEerucTpaluy, OCYIIECTBISIOTCS HAa OCHOBAaHUU JIOKYMEHTOB M JaHHBIX, NPEICTaBICHHBIX A0 [HS
BCTYIUIEHUSI B CHJIy Hacrosuiero @denepajbHOTO 3aKOHA, a TaKXKE€ 3asBIEHUS O TIOCYJIapCTBEHHOMU
perucTpaluy JIEKapCTBEHHOTO IIpernapara, MpPeJICTABICHHOTO MPOM3BOAMTEIEM  JICKAPCTBEHHBIX
[IPEenapaToB UM YIOJHOMOYEHHBIM MM JIMLIOM B COOTBETCTBUU C HacTOSIIUM DerepalibHbIM 3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbIN OpraH UCIOIHUTEIbHOM BiacTH A0 1 maprta 2011 roxa, 6e3 TpeboBanus
yIUIaThl TOCYIAPCTBEHHOW NOLIIMHBIL, IIPEAYCMOTPEHHOM 3aKOHO1aTenbCcTBOM Poccuiickon denepanuun o
Hajorax u coopax.

(uactsp 3.1 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lloaTBep:kaeHue TOCYJapCTBEHHOW pETHUCTPAllMU  JIGKAPCTBEHHBIX IpENapaTroB  JUis
MEIUIMHCKOTO MPUMEHEHUS], IPEJICTAaBICHHbBIX JUUISl TOATBEPXKIECHUS FOCYIapCTBEHHOW perucTpanuu a0
IHS BCTYIUIGHHMsSI B cuUiy HacTosiiero @enepaJbHOro 3akoHa, M IMOATBEPXKICHHUE TOCYIapCTBEHHON
perucTpalyy JIEKApCTBEHHBIX IpPENapaToB Jii MEIULUHCKOIO IPUMEHEHMs], INPEICTABIECHHBIX Ha
SKCIIEPTHU3Y JIEKAPCTBEHHBIX CPENICTB JI0 AHS BCTYIUICHHUS B CHIIy HacTosmero denepaibHOro 3aK0Ha B
LEeIsIX IOCIEAYIOUIETO MOATBEPKICHUS HX TOCYJapCTBEHHON perucrpanuy, OCYIIECTBISIOTCS Ha
OCHOBAaHUU JOKYMEHTOB W JaHHBIX, MPEJICTABICHHBIX [0 JAHS BCTYIUJICHHS B CHIy HACTOSIIETO
@denepalibHOTO 3aKOHA, a TaK)Ke 3asABJIEHUS O MOJATBEPXKIECHUU TOCYJAPCTBEHHOW perucTpanuu
JIEKapCTBEHHOI'O TMpernapara, MpeACTaBIEHHOr0 MPOU3BOAUTENEM JIEKaPCTBEHHBIX MPENapaToB WK
YIOJHOMOYEHHBIM KM JIMLOM B COOTBETCTBUM ¢ HacrosiiuiuM DenepanbHblM  3aKOHOM B
YIIOJTHOMOYEHHBIH (eiepalibHbIi OpraH UCIOTHUTEIbHOM BiacTu A0 1 mapra 2011 roxa, 6e3 TpeboBanus
yIUIaThl TOCYIAPCTBEHHOM IOLIIMHBIL, IIPEAYCMOTPEHHON 3aKOHOIaTenbCcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(uactsp 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. [IlpuHATHe peuieHUss O BHECEHUM W3MEHEHUW B JIOKYMEHTBI, COJAEpKalluecs B
PErMCTPAallMOHHOM JIOCh€ Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpemnapar il MEAMIMHCKOIO
MIPUMEHEHUs U MpEeACTaBICHHBbIE 0 JHS BCTYIUIEHUS B cuily Hactosuero denepanbHOro 3akoHa, u
IIPUHATHE PEUICHUSI O BHECEHUU M3MEHEHUHN B JOKYMEHTBI, COAECPIKAILEECs B PETUCTPALlMOHHOM JIOChE Ha
3apEerucTPUPOBAHHBIN JIEKAPCTBEHHBIM Npenapar AJii MEAUIUHCKOTO IPUMEHEHHUS U MPEJCTaBICHHbIE Ha
JKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB A0 JIHSA BCTYIUICHHs B CWIy Hacrosmero denepaJbHOro 3aKoHa,
OCYUIECTBIISIFOTCSI HA OCHOBAHMM JOKYMEHTOB WM JAHHBIX, NPEJCTABICHHBIX 10 JHS BCTYIUICHUS B CHUITY
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"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

Hactosmero @denepanbHOrO 3aKOHA, a TaKXKe 3asABJICHHUS O BHECCHHH W3MEHEHHMH B JOKYMEHTHI,
coJiepKalliecss B PErucTPallMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Juis
MEIHUIIMHCKOTO TMPUMEHEHHsI, IMPEACTABICHHOIO MPOU3BOIUTEIEM JICKAPCTBEHHBIX IPENapaToB WU
YIOJHOMOYEHHBIM KM JIMLIOM B COOTBETCTBUM ¢ HacrosiiuiuM DenepanbHblM  3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbIN OpraH UCIOTHUTEIbHOM BiacTu A0 1 maprta 2011 roxa, 6e3 TpeboBanus
yIUIaThl TOCYIAPCTBEHHOW IOILIMHBI, ITPEAYCMOTPEHHON 3aKOHOIaTenbCcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(uactp 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bblgaua paspemieHuil Ha TNpOBEeNEHHWE KIMHUYECKUX HCCIEIOBAHMM JIEKAPCTBEHHBIX
MpenapaToB Ui MEAULIUHCKOTO MPUMEHEHHS MO 3asBICHHSIM, MOJAHHBIM 10 JHS BCTYIUICHHS B CHITY
Hactosero denepanbHOro 3aK0Ha, a TAKXKe MO 3asiBICHUAM, TOJaHHBIM TOCTE JTHS BCTYIUJICHUS B CUITY
HacTosuero denepanbHOro 3aK0OHa Ha OCHOBAHUHU 3KCIEPTU3, IPOBEACHHBIX J0 JIHS BCTYIJICHUS B CUILY
Hactosmero denepaabHOr0 3aKOHA, OCYLIECTBISETCS B COOTBETCTBUM C HacTosmuM DenepanbHbIM
3aKOHOM Ha OCHOBAHWU JIOKYMEHTOB M JAaHHBIX, IPEICTABICHHBIX WM MOJyYEHHBIX J0 THS BCTYIJICHHS
B cuiy Hacrosimero deaepanbHOro 3aKOHA, a TAKXKE HA OCHOBAHUHU KOMHH MPEIBAPUTEILHOTO JI0TOBOpa
0053aTENIFHOTO  CTPaxOBAaHMS JKWU3HW, 3J0POBbS TAMEHTOB, YYACTBYIOIIMX B  KIMHHYECKOM
UCCIIEIOBAaHUM JIEKAPCTBEHHOI'O IMperapaTa Il MEIULUHCKOrO MPUMEHEHHUs, WM KOMUHU JI0TOBOpa
0053aTENIFHOTO  CTPaxXOBAaHUS JKWU3HW, 3J0POBbS TAMEHTOB, YYACTBYIOIIMX B  KIMHHYECKOM
UCCIIEIOBAaHUM JIEKApPCTBEHHOTO IpernapaTta Uisi MEAMIIMHCKOTO MpPUMEHEHUs, 100 MpencTaBiIeHHON
KOIIMH JIOTOBOpa 0053aTeNIbHOTO CTPAaXOBaHMsI, 3aKJIIOYCHHOTO B COOTBETCTBUU C THUIIOBBIMH IMPABHIIAMH
0053aTeTLHOTO CTPAaxXOBaHUs, C yKa3aHUEM MPEJEeIbHON YUCICHHOCTH MallMEeHTOB, yYacTBYIOIIMX B
KIMHAYECKOM HCCIIEJIOBAaHUM JIGKAPCTBEHHOTO TIpenapaTta s MEAWLIUHCKOTO TpPUMEHEHUus, 0e3
TpeOOBaHUs YIIAThl TOCYJAPCTBEHHON MOIUIMHBI, MPEAYCMOTPEHHONW 3aKOHOAATEIhCTBOM Poccuiickoii
deneparnun 0 HaIOTax U cOopax.

(uacts 3.4 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbBIE B HMHOCTPAHHON BajlOTE€ N0 JHS BCTYIUICHHS B CHIIy HACTOSIIETO
@denepanbHOroO 3aKOHA MPEEIIbHbIE OTITYCKHBIE LIEHBl MHOCTPAHHBIX MTPOU3BOAUTENICH Ha JIEKAPCTBEHHBIE
npenaparbl, BKIIOYCHHBIC B TIICPCUYCHL JKU3HCHHO H€O6XOIH/IMI)IX A BaXXHEHIITNX JICKApCTBCHHBIX
MpernapaToB, MOAJEKAT IepecyeTy B pyonu mo kypey LlenTpansHoro 6anka Poccuiickoii denepanuu Ha
nary, ycranoBieHHyto [IpaButenscTtBoMm Poccmiickoit denepamum, 0e3 TPEICTaBICHUS 3asBICHUS O
[epecyeTe LUEHbl C BHECEHUEM COOTBETCTBYIOLIMX W3MEHEHUN B IOCYAapCTBEHHBIN peecTp MpeleibHbIX
OTIIYCKHBIX LCH HpOHBBOZ[HTeJIeﬁ Ha JICKAPCTBCHHBIC IIPCIapaTrhbl, BKIKOYCHHBIC B ICPCUCHL KU3HCHHO
HEO0OXOIMMBIX M BaKHEUIINX JIE€KapCTBEHHBIX MPEmapaToB.

(uactsp 3.5 BBeneHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHBIE [0 JHS BCTYIUIGHHS B cuily Hacrosimero denepaibHOro 3akoHA
MpeAelibHbIE OTIYCKHBbIE II€Hbl POCCHUUCKHX TMPOU3BOAMUTENICH Ha JICKAPCTBEHHBIC Ipenaparsl,
BKJIFOYCHHBIC B IIEPEUYCHb JKU3HCHHO HEOOXOAMMBIX M BAXKHEHMINIMX JICKQPCTBEHHBIX IIPENaparoB,
noanexar uHuaekcauuu ¢ 1 Hoa06ps 2010 roga ucxoass U3 HPOrHO3MPYEMOIO YpPOBHSA HMH(IALUWU,
ycraHoBieHHoro deaepaibHbIM 3aKk0HOM OT 2 aekabps 2009 roma N 308-03 "O denepansHom OromxeTe
Ha 2010 rox u Ha nmanoBsIi nepuod 2011 u 2012 ronos" Ha 2011 rogx.

(uactsp 3.6 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 maprta 2011 roga He momyckaroTcs MPOU3BOACTBO U BBO3 B Poccuiickyro denepainio
JICKApCTBEHHBIX MIPENapaToB B YIIAKOBKaX ¢ MAPKUPOBKOM, KOTOpas Oblila HAHECEHA JI0 THS BCTYIUICHUS B
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 11.06.2021)
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB"

HoxymenT npenocrasned Koncynsrantllnoc
[ara coxpanenus: 15.07.2021

CHUIIy HACTOAIICTO CDez[epaJILHoro 3akoHa. Ilo ucredueHun YKa3aHHOI'o CpoOKa HJaHHBIC JICKAPCTBCHHBIC
npenaparbl MOT'YT OTIIYCKATbCs, PCAJIM30BBIBATLCA, MEPCAABATBCA WU HNPUMCHATHCA OO HCTCUCHUSA HUX

CpOKa TOJTHOCTH.
(B pen. @enepanbHbix 3aKk0HOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nHsa BerymuieHMs B cuiy Hacrosmero ®@enepanpHoro 3akoHa v no 30 ampens 2011 roma
BKJIIOYUTENIBHO  JIOMYCKAETCA TMPOBEICHHUE OKCHEPTH3bl JICKAPCTBEHHBIX CPEICTB  JKCIEPTaMU
OKCIIEPTHOTO  YUYPESKICHHUS [0 TPOXOXKACHUS UMH aTTeCTallid B TOPSAIKE, YCTAHOBJICHHOM
YIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM UCTIOTHUTEIHHOM BIIACTH.

5. Co nmHa BerymiieHus B cuiny Hactosmiero ®denepansHoro 3akoHa u no 31 nmexadpst 2013 roxa
BKJIFOYUTENIBHO OCYIIECTBIISCTCS MEPEX0] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C
MpaBWJIaMU OpraHU3alluu POU3BOJICTBA M KOHTPOJIA KauecTBa JICKAPCTBEHHBIX CPEACTB, YKa3aHHBIMU B
gactu | crareu 45 Hacrosmiero ®dexepanbHOro 3akoHa, B MOJHOM oObeMe. Cpoku Tmepexoja
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB K WX MPOU3BOJCTBY B COOTBETCTBUU C KOHKPETHBIMHU
TpeOOBaHUSMHU JTaHHBIX IPABUJI, BKIIOYAsh CPOKH ATTECTAIMM YIIOJTHOMOYCHHBIX JIMI, YKa3aHHBIX B
gacTsx 6 u 7 crarbu 45 Hacrosimero denepanbHOro 3aKOHA, ycTaHaBiuBaloTca I[IpaBuUTEnbCTBOM
Poccuiickoit denepanumn.

6. JluneH3un Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPENCTB, BblJaHHbIe 10 1 sHBaps 2014 rona,
neiicrBytor nocne 1 suBaps 2014 rojna 10 ucTedyeHus Cpoka MX JAEUCTBUSA MPU YCIOBUM COOTBETCTBUS
JUIIEH3MaTa TpaBUJiaM OpraHU3AIMH IPOU3BOJCTBA M KOHTPOJS KadecTBa JICKAPCTBEHHBIX CPEJCTB,
YKa3aHHbBIM B yacTu 1 ctatbu 45 HacTosiero denepajbHOro 3aK0Ha.

7. ®opMHpOBaHHME TOCYAApCTBEHHOTO 3aJaHUsl Ha MPOBEICHUE OJKCIEPTU3bl JIEKAPCTBEHHBIX
cpencTB (QenepalbHOMY TOCYJApPCTBEHHOMY OIOPKETHOMY YYPEKJICHHIO IO IMPOBEICHUIO 3KCIEPTU3HI
JIEKapCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOECIIeYeHHE BBIMIOJHEHUS 3TOTO 33JaHUsI OCYIIECTBISIOTCS B
nopsiike, ycranoBiieHHOM DenepanbHbiM 3akoHOM OT 12 stHBapst 1996 roga N 7-03 "O HEeKOMMEpYECKUX
opranu3anusx".

(uactp 7 BBennena denepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

[Ipe3unent
Poccuiickoit denepanuu
AME/IBEJIEB
Mocksa, Kpemib
12 anpens 2010 rona
N 61-®3
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