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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
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"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npepocTasieH KoHcyabTaHTIa0C
DaTa coxpaHeHus: 10.07.2023

12 ampens 2010 rona N 61-®3

POCCUNCKAA ®EOEPALIMA
®EOEPAIIbHBIA 3AKOH
Ob OBPALLUEHUN NEKAPCTBEHHbLIX CPELCTB

[TpunsT
l'ocynapcrBennoit dymoit
24 mapra 2010 rona

Onobpen
Coserom Denepaunu
31 mapra 2010 rona

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. @enepanbHbIX 3aKOHOB 0T 27.07.2010 N_192-D3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®@3, ot 25.12.2012 N 262-@3, ot 02.07.2013 N _185-@3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-D3,
ot 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-03,
0T 29.06.2015 N _160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-P3,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-P3, 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-P3,
ot 28.12.2017 N 425-®3 (pex. 27.12.2019), ot 04.06.2018 N _140-D3,
or 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, ot 06.06.2019 N 134-P3,
0T 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
o1 27.12.2019 N 475-®3, ot 27.12.2019 N 478-®3, ot 27.12.2019 N 481-P3,
0T 26.03.2020 N 67-®@3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N_105-P3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-P3,
ot 11.06.2021 N _170-®3, ot 08.03.2022 N 46-D3, ot 26.03.2022 N 64-P3,
ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-®3, ot 19.12.2022 N 519-P3,
ot 28.04.2023 N _149-®3)

nasa 1. OBLWUE NOJNTOXEHUA
Cratbsa 1. NMpeameT perynupoBaHusi HacToswero PepnepanbHOro 3akoHa

1. Hacrosmmii ®enepalbHblil 3aKOH PpEryJUpyeT OTHOLIEHMS, BO3HHUKAIOIIUME B CBSA3H C
oOpalieHueM - pa3paboTKOH, AOKIMHUYECKMMH HCCIEOBAHUAMH, KIMHUYECKHMMM HCCIIEeI0OBaHUAIMH,
DKCIIEPTU30M, TOCYAApCTBEHHOM pErucTpalnyei, cO CTaHAapTU3alMed W C KOHTPOJIEM KayecTBa,
IIPOM3BOJCTBOM, H3IOTOBJICHHEM, XpaHEHHEM, IIEpPeBO3KOM, BBO30M B Poccuiickyro ®enepanuto,
BbIBO30M M3 Poccuiickoii Denepannu, pekiaMmon, OTIyCKOM, peaju3aluen, nepegayei, NpuMEHEHHEM,
YHUUYTOKEHUEM JIEKAPCTBEHHBIX CPEICTB.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

(B pen. ®enepanphoro 3akona ot 06.12.2011 N 409-D3)

2. Hacrosmmii ®denepanpHplil 3aKOH yCTaHABIMBAET IPUOPUTET FOCYAAPCTBEHHOIO PETYJIMPOBAaHUS
Oe3omacHOCTH, KauecTBa ¥ 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPHU UX OOpAIICHHUH.
(B pea. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

Cratbs 2. Cchepa npumeHeHns HacTosiwero ®eaepanbLHOro 3akoHa

Hacrosmuit @enepanbHblii 3aKOH MPUMEHSETCS K OTHOIIEHUSM, BO3HHKAIOIIUM INPH OOpaleHun
JIEKapCTBEHHBIX CPEACTB Ha Tepputopuun Poccuiickoit dexneparumu.

Crartbsa 3. 3akoHogaTeNnbLCTBO 00 OOpaLLeHMM NeKapCTBEeHHbIX CPpeaCcTB

1. 3akoHOMATEIHCTBO 00 OOpaIieHUu JIEKAPCTBEHHBIX CPEACTB COCTOWT U3 HACTOSIIETO
@denepanibHOTO 3aKOHA, JAPYTHX (eAepalbHBIX 3aKOHOB M HMHBIX HOPMATHUBHBIX TPABOBBIX AKTOB
Poccuiickoit ®enepanmm.

1.1. 3akoHOIaTETHCTBO 00 OOpAIIeHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUAMYECKHUX JIUL U
WHIUBUIYAIBHBIX  TPEANPUHUMATEIEH,  OCYIIECTBISIONIMX  JCSITEIIBHOCTh  HAa  TEPPUTOPUHU
MEXIYHAPOJTHOTO MEIUIIMHCKOTO KJIacTepa, MPUMEHSETCS C YY4EeTOM OCOOEHHOCTEH, YCTaHOBIIEHHBIX
®enepanbHbiM 3aKOHOM "O MEXIyHApOJAHOM MEAMIIMHCKOM KJIacTepe W BHECEHWHU HW3MEHEHUH B
OTJeNbHbIE 3aKOHOAaTeNbHbIE akThl Poccuiickoit denepanmn".

(dactp 1.1 BBengena denepanbHbiM 3ak0HOM OT 29.06.2015 N 160-D3)

2. lleiictBue Hacrosmero deaepaibHOro 3aKOHA PACIIPOCTPAHIETCS Ha OOpalleHue HAPKOTUIECKUX
JIEKapCTBEHHBIX CPEACTB M IICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM OCOOCHHOCTEH,
YCTaHOBJICHHBIX  3aKoHOnaTenbCcTBOM  Poccuiickonn ®Penepanuuu O  HAPKOTUYECKMX  CPEACTBAX,
NICUXOTPOIHBIX BELIECTBAX U 00 UX MPEKypCOpax.

3. [eiictBue Hactosimero @exepaqbHOrO  3aKOHAa  paclpocTpaHseTcss Ha  oOpaiieHue
panuodapMaleBTUUECKUX JIEKAPCTBEHHBIX CPEJICTB € Y4YETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoIaTenbcTBOM Poccuiickoit denepanuu B o6sacTu odecneueHus paanaioHHON 6€3011acHOCTH.

4. Ecnn MexayHapoaHbsiM goroBopom Poccuiickoit denepaiinu yCTaHOBIICHbI MHBIE MPAaBUJIA, YEM
TC, KOTOpPBIC MPEAYCMOTPCHBI HaCTOsAIIINM CI)e;[epaanLIM 3aKOHOM, MMPUMCHAIOTCA  IIpaBHJIa
MEXIyHapOJAHOTO J0rOBODA.

4.1. PewmeHuss MeEXIrocylapCTBEHHBIX OpraHOB, IPUHATHIE HA OCHOBAaHUM IOJIOXKEHUM
MEXKIYHapOAHBIX J0roBopoB Poccuiickoit ®exepanun B HMX HCTOJIKOBAaHUHW, MPOTHUBOpEYAIIEM
Koucrurymmu Poccuiickon denepanuu, He nomiexar ucnoiaHeHuro B Pocculickoit @enepanuu. Takoe
MIPOTUBOPEYHNE MOXKET OBbITh YCTAHOBJICEHO B HOPSAKE, OMPENEICHHOM (eaepanbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(dactb 4.1 BBeneHa denepanbHbiM 3akoHOM 0T 08.12.2020 N 429-D3)

5. B Poccuiickoii denepanuu B COOTBETCTBUU € MEXKIyHAapOAHBIMH JOrosopamu Poccuiickoin
@enepauy ¥ (WIM) HAa OCHOBE IPUHIMIIA B3aMMHOCTH IPHU3HAIOTCS PE3YJIbTaThl KIMHUYECKUX
UCCJICIOBAHUM JIEKAPCTBEHHBIX IIPENapaToB Il MEOULUHCKOIO IPUMEHEHUs, IIPOBEICHHBIX 3a
npenenamu tepputopun Poccuiickoii enepanym.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

CraTtbs 4. OCHOBHbIE NOHATUSA, UCNOSb3yeMble B HacTosiem PenepanbHOM 3aKoHe

Jns ueneit Hacrosuero PenepasbHOro 3aKOHA UCIIOJIB3YIOTCS CIEAYIOIINE OCHOBHBIE IOHATHUSA:

1) nexapcTBEHHbIE CpPEICTBA - BEIECTBA WJIM HMX KOMOMHAIMM, BCTYMAIOLIME B KOHTAKT C
OpraHM3MOM 4YEJIOBEKA WM JKMBOTHOI'O, IPOHMUKAIOLIME B OpraHbl, TKAHW OpraHM3Ma YeJOBeKa WU
’KMBOTHOT'O, INpHMEHseMble A NPO(UIAKTUKH, AMATHOCTUKM (3a MCKIIOYEHHEM BEIECTB WM HUX
KOMOWHAIMK, HE KOHTAaKTHPYIOIIUX C OPraHU3MOM 4YeJOBEKa MM YXUBOTHOTO), JIeYeHUs 3a00sieBaHus,
peadmInTalnu, A COXpaHEHHUs, IPEJOTBPALICHNs WM MPEPhIBAHUSA OEPEMEHHOCTH U NOJIY4YECHHBIE U3
KpOBH, IJIa3Mbl KPOBH, U3 OpPraHOB, TKAaHEW OpraHM3Ma 4YeJOBeKa WIH KUBOTHOIO, pACTEHUH, MUHEPAJIOB
METOAAMU CHUHTE3a WJIU C INPUMEHEHHEM OMoJorndeckux TexHojorui. K siekapcTBeHHBIM cpelcTBam
OTHOCATCS (hapMalleBTUYECKHE CyOCTaHIIUM U JIEKAPCTBEHHBIE MIPENapaThl;

2) dapmaneBTHUYECKas CyOCTaHIHUS - JISKAPCTBEHHOE CPEICTBO B BHJE OJHOTO WIJIM HECKOJIBKUX
oOnagaromux (GpapmMakoIOrHyecKol aKTUBHOCTBIO AEWCTBYIOIINX BEIIECTB BHE 3aBUCUMOCTH OT MPHUPOJIBI
IPOUCXOXKACHUSI, KOTOpPOE TpeIHAa3sHa4eHO JUIS TPOM3BOJCTBA, W3TOTOBJICHHS JIEKAPCTBEHHBIX
npenapaToB U onpenenseT ux 3ppekTuBHOCTD;

(m. 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) BcmomorareiabHble  BEIIECTBA - BEUIECTBA HEOPIraHMYECKOTO WM  OPraHUuYecKOro
MPOUCXOKJICHUS, UCITOJIb3yEMBIE B MPOIIECCE MTPONU3BOJICTBA, N3TOTOBIICHUS JICKAPCTBEHHBIX MPEMAPATOB
JUTSI TIPUIAHUSL UM HEOOXOIUMBIX (PU3UKO-XUMUIECKIX CBOMCTB;

4) nexkapcTBEHHbIE IIperaparbl - JIEKAPCTBEHHbIE CPEACTBA B BHJE JIEKAPCTBEHHBIX (opMm,
NpUMEHSEeMbIE Uit TPO(UIAKTUKY, [IUATHOCTHKH, JI€YeHUs 3a0oNieBaHUs, peabumuTanuu, s
COXpaHEHHUs, IPEIOTBPALICHHS] WU TPEPbIBaHUS OEPEMEHHOCTH;

5) nexapcTBeHHast (hopma - COCTOSHUE JIEKAPCTBEHHOTO Tperapara, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEACHHS U MPUMEHEHHS U 00eCIIeYnBaroIIee TOCTIKEHIE HE00X01uMOoro JedeOnoro addekra;

5.1) n03upoBKa - CoJepKAHUE OJHOTO MIIM HECKOJIBKUX JEHCTBYIOIIMX BEIIECTB B KOJIUYECTBEHHOM
BBID@)KEHUM HAa €IWHMILY J03bl, WIM E€AMHUIly 00beMa, WIM EAWHUIly MacChl B COOTBETCTBHU C
JeKapCTBEHHOM ¢opMoit 1mbO JUIs HEKOTOPhIX BHJIOB JICKAPCTBEHHBIX (OpPM  KOIUYECTBO
BBICBOO0K/Ia€MOI'0 U3 JIEKAPCTBEHHON (POPMBI IEHCTBYIOIIETO BEIIECTBA 3a €AUHUILY BPEMEHH;

(m. 5.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) nepeyeHb JKU3HEHHO HEOOXOJUMBIX U BaKHEHIINX JIEKapCTBEHHBIX MPENapaToB - yTBEPKIaeMbII
IIpaBurensctBOM Poccuiickoit denepanuy MepeyeHsb JIEKAPCTBEHHBIX IIPENapaToB s MEIULHUHCKOTO
NPUMEHEHHUs1, 00eCTIeYNBAIOIUX TPHOPUTETHBIE OTPEOHOCTH 3IPAaBOOXPAHEHUS B LENAX NMPO(YUIAKTUKH
U JiedeHus 3a00JeBaHMii, B TOM YHCIe MPEeoOsaAaonmx B CTPYKType 3aboseBaemoctd B Poccuiickoii
®denepannu;

(B pea. @exnepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHble JeKapCTBEHHbIE IpenapaThl - JIEKAPCTBEHHBIE TNpenapartbl, NpeJHa3HAYeHHbIE
UCKJIIOUUTENBHO JUISl JMArHOCTHKH WJIM TAaTOTEHETUYECKOTo JieueHHs (JIeYeHUs, HAIpPaBICHHOTO Ha
MEXaHU3M pa3BUTHS 3a00yeBaHus) peakux (op¢aHHBIX) 3a00JICBaAHUI;

(m. 6.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

6.2) OuojorMyYecKue JIEKApCTBEHHBIC MpenapaThl - JICKAPCTBEHHBIC TNpErapaThl, IEUCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOU3BEICHO WM BBIACICHO M3 OHOJOTHMYECKOTO UCTOYHHWKA W JJISi ONPEACTICHHS
CBOMCTB M KadecTBa KOTOPHIX HEOOXOaMMa KOMOWHAIMs OHWOJOTHYECKUX W (DU3UKO-XUMHYECKUX
MeTooB. K  OHWOJOrMYecKMM JIEKapCTBEHHBIM IIperapaTaM OTHOCATCS HMMYHOOHOJIOTHYECKUE
JIEKapCTBEHHBIE TMpernapaThl, JIEKAPCTBEHHBIC TMpernapaThl, MOJYyYEeHHbIE W3 KPOBH, IUIa3Mbl KpPOBHU
YeloBeKa W JKUBOTHBIX (32 HUCKIIOYCHHEM IEeTbHOW KPOBU), OMOTEXHOJIOTHMYECKHE JIEKapPCTBEHHBIE
npenaparthl, TCHOTEPANeBTUYECKUE JIEKAPCTBEHHBIC TTPENapaThl;

(1. 6.2 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7) HWMMYHOOHMOJIOTMYECKHE JIEKapCTBEHHBIE IpermapaTthl -  JICKQpCTBEHHBIE  IPENapartsl,
NpECaAHAa3HAYCHHBIC IJIA (I)OpMHpOBaHI/Iﬂ AKTUBHOI'O WJIM ITAaCCMBHOTO HMMMYHHUTETA .III/I60 JHUArHOCTUKHN
HAJIMYMAS ~ WUMMYHHTETAa  WIH  JHAarHOCTHKH  CHEIM(UYECKOrOo  NMPUOOPETEHHOTO  M3MEHEHHS
MMMYHOJIOTHUECKOTO ~ OTBETa Ha  ayieprusupymomue BemecTBa. K MMMyHOOHMOJIOrMYECKHM
JCKapCTBEHHBIM  TIperapaTaM  OTHOCSATCS ~ BaKIWHBI,  aHATOKCHUHBI, TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI M aJJIEPreHbl;

(n. 7 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) GUOTEXHOIOTMYECKHE JIEKApCTBEHHBIE MPETapaThl - JIEKapCTBEHHBIE MPenapaThl, IPOU3BOJCTBO
KOTOPBIX OCYIIECTBIIAETCS C UCIOJIb30BaHUEM OMOTEXHOJOIMUYECKUX MPOLECCOB U METOAOB (B TOM YHCIIE
JAHK-pexoMOMHAHTHON TEXHOJIOTUH, TEXHOJIOTUU KOHTPOJIHPYEMOM SKCIPECCHU T'€HOB, KOAUPYIOIIMX
OMOJIOTMYECKN AaKTHBHbIE O€IKM B IPOKApUOTaX U DSyKapuoTax, BKJIOYas HM3MEHEHHbIE KIIETKU
MJIEKOIIMTAIOUINX ), THOPUOMHOTO METOAA U METO/1a MOHOKJIOHAJIBHBIX aHTUTEIT;

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

7.2) TEeHOTEpaleBTUYECKUE JIEKAPCTBEHHBIE IIpernaparbl - JIEKapCTBEHHBbIE  IIpemnapaThl,
dapMmanieBTHYECKass CyOCTaHLUS KOTOPBIX SIBJISIETCS PEKOMOMHAHTHOM HYKJIEMHOBOH KHCIOTOM WM
BKIIIOYaeT B ce0d pEKOMOMHAHTHYI0 HYKJICHMHOBYIO KHCIOTY, IIO3BOJISIOUIYIO —OCYIIECTBISTDH
peryanupoBaHue, penapaluio, 3aMeHy, 100aBIeHNne WIN yaleHHe TeHeTHUECKON MOCIe10BATENbHOCTH;
(m. 7.2 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHUYECKHE JIEKapCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIC Mpenaparhl U (papManeBTHUECKHE
cyOcTaHIMM, COJepKaliue HApPKOTHYECKHE CPEICTBA M BKIIOYCHHBbIE B IlepedyeHb HApKOTHYECKUX
CpPEACTB, MCUXOTPOIHBIX BEIIECTB W HX MPEKYypCOpPOB, MOJJIEKANMX KOHTpoito B Poccuiickoi
®enepauyy, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Pocculickon @exepanuu, MeXAyHapOIHBIMU
noroBopamu Poccuiickoit @enepannn, B ToM yncie ENMHON KOHBEHIIMEH O HAPKOTHUYECKUX CPEICTBAX
1961 rona;

9) ncuxoTpomHbIe JEKAapCTBEHHbIE CPEICTBA - JIEKAPCTBEHHbIE Npemnaparbl U (apMaleBTUYECKUe
cyOcTaHIMM, COJepIKallhe TICHXOTPOIHBIE BEIIECTBA W BKIIOYEHHBIE B [lepedyeHb HApKOTHYECKHX
CpPEACTB, MCUXOTPOIHBIX BEIIECTB W HX MPEKYypCOpPOB, MOJJIEKANMX KOHTpoito B Poccuiickoi
®enepauyy, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickon @exepanuu, MeXAyHapOIHBIMU
noroBopamu Poccuiickoit denepanuu, B ToM uncie KoHBEHIMEW O MCUXOTPONHBIX BemiecTtBax 1971
rona;

10) pammodapmarneBTHUECKHE JIEKaPCTBEHHBIE CPEJICTBA - JIGKAPCTBEHHBIE CPEACTBA, KOTOPHIE
coJepKaT B TOTOBOHM JUIS MCIIOJIb30BaHUs (hOpMe OJMH PAJAUOHYKIHM] MM HECKOJIBKO PAaTUOHYKIUI0B
(pamnoaKTUBHBIX U30TOIIOB);
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

10.1) opuruHaJBbHBIA JIGKAPCTBEHHBIM TMperapaT - JIEKapCTBEHHBIM Tpemapar ¢ HOBBIM
JICUCTBYIOIIMM BEILECTBOM, KOTOpPBIA IIEPBBIM 3apeructpupoBadH B Poccuiickonn ®Pepepauuu uUiau B
MHOCTPAaHHBIX I'OCYJapCTBaX HA OCHOBAaHUM PE3YJIbTATOB JOKIMHUYECKUX UCCIIENOBAHUH JIEKapCTBEHHBIX
CPEIICTB U KIMHUYECKUX HUCCIIEIOBAHUI JIEKAPCTBEHHBIX MPENApaTOB, MOATBEPKAAIOIINX €r0 KayecTBO,
3¢ (HEeKTUBHOCTH U OE30MTACHOCTH;

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

11) pedepeHTHBIN JIEKapCTBEHHBIN MpemnapaT - JIEKapCTBEHHBINA MpernapaT, KOTOPBIH HUCIOIb3yeTCs
JUTSL OIIEHKH OMOAKBHUBAJIEHTHOCTH WJIM TEPANIEBTUYECKON SKBUBAJICHTHOCTH, KaueCTBa, d3PPEKTUBHOCTH U
0€30MacHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOT'O TMperapaTa Wik OMoaHajioroBoro (6momnomgo0HOTO)
JIEKapCTBEHHOTO mpemnapara (Omoanasnora). B xadectBe pedepeHTHOroO JIeKapCTBEHHOTO MperapaTa JJis
MEAMIIMHCKOTO MPUMEHEHHs HCIIONb3YeTCs OpPUTHHANBHBIM JIEKapCTBEHHBIN mpernapar Jubo, eciu
OpUTHHAIIGHBINA JICKAPCTBEHHBIM Tperapar He 3aperiucTpUpOBaH WM HE HAXOAWTCS B o0opoTe B
Poccuiickoii denepanuu U HE HaXOIUTCA B 000POTE B MHOCTPAHHBIX TOCYIAPCTBAX, BOCIIPOU3BEICHHBIN
JIEKapCTBEHHBIN Tperapar Wik OM0aHaIoroBblid (OMOMOTOOHKIN) JIEKApCTBEHHBIN Mpenapar (0noaHaior),
KOTOPBI TIEPBBIM 3apETHCTPUPOBAH W3 YHUCIA Haxoisammxcs B obopore B Poccuiickoit deneparum,
OMODKBUBAJICHTHOCTh WJIM  TEpaleBTUYECKash JKBUBAJCHTHOCTh, KauecTBO, J(M(PEeKTHBHOCTL U
0€3011acCHOCTh KOTOPOT'O OLEHUBAINCH MO0 OTHOUICHUIO K OPUTHHAIBLHOMY JIEKapCTBEHHOMY Mpernapary, a
TakkKe KadecTBO, d(PdexTuBHOCT U 0€30MacHOCTh KOTOPOrO TMOATBEPXKIAIOTCS Pe3yIbTaTaMU
dbapmakoHag30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOMASIIUXCS B TPaKIaHCKOM
000poTe, YCTAaHOBJICHHBIM TPEOOBAHMSIM K WX KadecTBY. B kauecTBe pedepeHTHOrO JEKapCTBEHHOTO
mpemnapata Uil  BETEPUHAPHOTO IMPUMEHEHUS HCIOJIb3YeTCsl JIEKAapCTBEHHBIM TMpemnapar uis
BETEPUHAPHOI0 IPUMEHEHUs, 3aperucTpupoBaHHbli B Poccuiickoil ®Penepanyy Ha OCHOBAaHUU
pPE3yNbTaTOB JOKIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIETOBAHHM
JIEKapCTBEHHBIX MPETMapaToB, MOATBEPKAAIONINX €0 KaueCTBO, 3P (HEKTUBHOCTL U 0€30MaCHOCTS;
(m. 11 B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12) Bocnipou3BeICHHBIN JIEKAPCTBEHHBIN Mpemnapar - JISKapCTBEHHBIN Ipenapart AJisi MEIUIUHCKOTO
NPUMEHEHUs, KOTOpPbIi HUMEeT JKBUBAJEHTHBIH pedepeHTHOMY JIEKApCTBEHHOMY  IpernapaTy
KaueCTBECHHBI COCTaB M KOJIMYECTBEHHBIM COCTaB JCHCTBYIOLIMX BELIECTB B OJKBHUBAJECHTHOMU
JIEKapCTBEHHOHN (opme, TuOO JIeKapCTBEHHBIM IMpernapaT A BETEPUHAPHOIO MPUMEHEHUs, KOTOPBIN
UMeeT TaKhe e, 4YT0 U pedepeHTHHI JeKapCTBEHHBIM Ipemnapar, KauyeCTBEHHBIH COCTaB M
KOJMYECTBEHHBI  COCTaB  JIEHCTBYIOIIMX BEIIECTB B TaKOW Ke JIEKapCTBEHHOW  (opme,
OMODKBUBAJICHTHOCTh WM  TEpANeBTHUYECKas JKBUBAJCHTHOCTh KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY Ipenapary MoJATBEp:KIeHa COOTBETCTBYIOLIUMH HCCIEI0BaHUIMU;

(m. 12 B pen. denepanbHoro 3akona ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi SKBUBAJIEHTHOCTD JIEKAPCTBEHHBIX IPENapaToB - JOCTH)KEHUE KIMHUUYECKU
COIIOCTAaBUMBIX TeparneBTU4YecKoro s¢dexra M mnokazareneid 3(p(GEeKTUBHOCTH M 0€30HMacHOCTU IPH
NPUMEHEHUU JIEKapCTBEHHBIX IpemnaparoB A MEIUIMHCKOTO IPUMEHEHHs, HMEIOIIUX OJHO
MEXIYHApOJHOE HENaTeHTOBaHHOE (WM XHWMHYECKOe, WIM TpPyNIHPOBOYHOE) HAUMEHOBAaHHUE, B
HKBUBAJIEHTHBIX JO3MPOBKAX II0 OJHUM M TEM K€ MOKa3aHUSAM K NPUMEHEHHIO U MPU OAMHAKOBOM
crioco0e BBeIeHHs Y OHOM U TOM ke TPYIIBI OOIbHBIX;

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

12.2) 6uoananoroBelii (OMOMOAOOHBIN) JIEKAPCTBEHHBIN Tpenapar (O0MoaHanor) - OMONIOTHYECKUN
JIEKapCTBEHHBIN TMIpenapar, CXOXXHH MO0 MapaMerpaMm KadecTBa, 3(pQekTuBHOCTH M 0€30MacHOCTH C
pedepeHTHBIM OMOJIOTHYECKUM JIEKAPCTBEHHBIM IIPEMapaToM B TaKOH ke JIeKapCTBEHHOH (opme u
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

AMEIONIMHA UAECHTHYHBIN CIIOCO0 BBENECHNUS;
(m. 12.2 BBeneH PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

12.3) B3ammo3aMEHSEMbBIN JICKAPCTBEHHBIM Tpemnapar - JEKapCTBEHHBIM Mpenapar ¢ J0Ka3aHHOU
TEPANeBTUYECKON JKBUBAJICHTHOCTHIO WJIM OHOIKBHUBAJICHTHOCTHIO B OTHOIIEHUU pPedepeHTHOro
JIEKapCTBEHHOT'O IpernapaTa, UMEIOIINNA SKBUBAJIEHTHbIE €My Ka4eCTBEHHBIN COCTaB U KOJMYECTBEHHBIH
COCTaB JICWCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOTATEIbHBIX BEIIECTB, JIGKAPCTBEHHYIO (HOpMYy U CIIOCOO
BBEJICHUS;

(m. 12.3 BBenen denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

12.4) OWOAPKBUBAJICHTHOCTh JIGKAPCTBEHHBIX TMpPEMApaToB - JOCTHXKCHHE COTOCTaBHMBIX
MOKa3aTelield CKOPOCTU BCACBHIBAHUS, CTENEHH MOCTYIUICHUS K MECTY JEWUCTBUS M CKOPOCTU BBIBEIICHUS
OJTHOTO WJIM HECKOJIBKHX 00JIQJalomuX (papMaKoJIOTHIECKOW aKTUBHOCTBIO JICHCTBYIOUIMX BEIIECTB MPH
MPUMEHEHUU JICKQpPCTBEHHBIX IMPEmapaToB JJs MEAMIMHCKOTO TMPUMEHEHHUS, HWMEIONMX OJHO
MEXIYHApOJHOEC HEMaTeHTOBaHHOE (WM XHWMHUYECKOe, WJIH TPYyNIAPOBOYHOE) HAWUMEHOBaHHUE, B
HKBHUBAJICHTHBIX JIO3UPOBKAX U MPU OJIMHAKOBOM CIIOCO0E BBEICHMUS;

(m. 12.4 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

13) nexapcCTBEHHOE PACTUTEIBHOE CHIPhE - CBEKME WJIHM BBICYIIEHHBIE pAacTEHUs JTUOO HUX YacTH,
UCIIOJIB3yEMBIE Ul IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3alUsAMU - IPOU3BOLUTEIIAMU
JIEKApCTBEHHBIX CPEJCTB WIM HU3TOTOBJICHMS JIEKAPCTBEHHBIX IPENAPATOB ANTCYHBIMU OPraHU3ALMAMM,
BETEPUHAPHBIMHU aANTCYHBIMU OPraHU3aLUsAIMH, WHIMBUAYAIbHBIMU IPEANPUHUMATEIAMH, UMEIOLUUMU
JIMLIEH3UIO Ha (papMaleBTUUECKYIO 1A TebHOCTD;

14) nexapCTBEHHBIH pPACTUTENBHBIM TpermapaT - JEKapCTBEHHBIN Mpernapar, MPOU3BEACHHBIA WIH
HU3TOTOBJICHHBLIN U3 OOHOI'0 BUAA JICKAPCTBCHHOI'O PACTUTCIIBHOI'O ChIPbA WJIM HECKOJIBKHUX BHJIOB TAKOI'O
CBHIPbsSI M peaIM3yeMbIil B pac(hacOBaHHOM BHUJIE BO BTOPUYHOM (MMOTPEOUTETHCKON) yIIaKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN Mpenapar, IpOnu3BeIeHHbIA UIIN
W3TOTOBJICHHBIH W3  (DapMameBTHYECKOW CyOCTaHIMU WiIH  (papMameBTHYECKUX CyOCTaHIMi B
COOTBETCTBUH C TpeOOBaHMAMH OOHIMX (papMaKONEHHBIX CTaTeld K TOMEONaTHYeCKHM JIEKapCTBEHHBIM
mpernapataM WM B COOTBETCTBUM € TpeOoBaHMSIMH (DapMakomen CTPaHbl IMPOU3BOJIUTENS TaKOTO
JIEKapCTBEHHOTO Mperapara;

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

16) MexxIyHapOoIHOE HETIATEHTOBAHHOE HAUMEHOBAHUE JICKAPCTBEHHOTO CPEJCTBA - HAMMEHOBAHHE
JIEHCTBYIONIETO  BemecTBa  (papMameBTUYECKOW  CyOCTaHIIMH, pPEKOMEHJOBaHHOe BcemupHoi
OpraHu3alueil 3paBoOXpaHEHUS;

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

17) ToproBoe HaWMMEHOBaHWE JICKAPCTBEHHOTO CpPEICTBA - HAMMEHOBAaHUE JIEKAPCTBEHHOTO
CpeICTBa, TPHUCBOCHHOE €ro pa3padOTYMKOM, JepiKaTelieM WM BJIaJeNbleM pPEerUCTPAllHOHHOTO
YAOCTOBEpPEHUS JIGKAPCTBEHHOTO Mpernapara;

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

17.1) rpynmupoBOYHOE HAMMEHOBAaHUE JIEKAPCTBEHHOIO IIpenapara - HAaUMEHOBAHUE
JIEKapCTBEHHOr'0 Ipernapara, He MMEIOIIEro MeKAyHapOJHOIO0 HEMaTeHTOBAHHOI'O HAaMMEHOBAHUS, WU
KOMOMHAIMY JIEKApCTBEHHBIX MpPENnapaToB, UCIOIb3YyeMOE B LEIIX OOBEAUHEHUS UX B TPYMIy IO
€IMHBIM HaIMEHOBAHUEM HCXOJIsl U3 OIMHAKOBOI'O COCTaBa JICHCTBYIOIINX BELIECTB;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

(m. 17.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmrast papmaxoneiiHas cTaTbs - JTOKYMEHT, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM (heaeparbHbIM
OpPraHOM HCIIOJHUTEIHLHOM BIIACTH M COJEP)KAIIUHN TepevYeHb MOKa3aTejled KadyecTBa W (MJIM) METOJIOB
KOHTPOJISI KauecTBAa KOHKPETHOHN JIEKapCTBEHHOW (DOPMBI, JIEKAPCTBEHHOI'O PACTUTEIHHOTO CHIPhS,
OTNHMCaHUsI OMOJOTUYECKUX, OMOXUMUIECKUX, MUKPOOHUOJIOTHIECKUX, (PU3NKO-XUMUIECKUX, (PU3UUECKHX,
XUMHYECKMX W JPYTHX METOJIOB aHaiu3a JIEKQpCTBEHHOTO CpPEJICTBA, a Takke TpeOOBaHUS K
UCIIOJB3YEMBIM B IEJISX TPOBEACHHUS JAHHOTO aHajW3a pPEaKkTUBaM, THUTPOBAHHBIM PACTBOPAM,
WHANKATOPaM;

(B pen. ®enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

19) ¢apmakoneiinas cTaThsi - JOKYMEHT, YTBEPXJCHHBIH YIOJIHOMOYEHHBIM (heaepanbHbIM
OpraHOM HCTIOJHHUTEIBHOW BIIACTH W COACPIKAIIHIA TEPEeYCHb MoKa3aTese KauecTBa U METO0B KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHOT'O CPEJICTBA;

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

19.1) crangapTHbie 00pa3ibl - BEIIECTBA, MOCPEACTBOM CPAaBHEHHs C KOTOPBIMH OCYILIECTBISETCS
KOHTPOJIb KadyecTBa HCCIEAYyEeMbIX JIEKAPCTBEHHBIX CPEICTB C MOMOILBI (PU3MKO-XUMHUUECKUX MU
OMOJIOTUYECKUX METO/IOB B IIEJSX MOATBEPKICHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB TPEOOBaAHUAM
HOPMAaTUBHOW JOKyMEHTAI[H, YCTAaHOBJIEHHBIM IIPH OCYIIECTBIEHUHU TOCYAapCTBEHHOW PErHCTpaluu, U
KOTOpble TPUMEHSIOTCS s KaTuOpPOBKHM CTAHIAPTHBIX OOpPA3LOB IPOU3BOAUTEINS JIEKAPCTBEHHBIX
CPECTB, MCIOJB3YyEMbIX JUIsl KOHTPOJSI KadecTBa M MHBIX Leled Nnpu oOpalleHuu JIeKapCTBEHHBIX
CPEJICTB;

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

19.2) dapmakonelHplii cTaHIApTHBIA 00pas3en - CcTaHAapTHBIA o0pasel, NpPOU3BEICHHBIN B
COOTBETCTBHUH C (hapMaKONEHHOM CTaThei;
(m. 19.2 BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTallUs - JOKYMEHT, COAepXallluii MepeyeHb OINpeAesieMbIX IO
pe3yibTaTaM COOTBETCTBYIOIIMX HKCIEPTU3 IIOKa3aTeell KadecTBa JIEKAPCTBEHHOTO CpeAcTBa st
MEAMIIMHCKOTO MPUMEHEHHU S, METOJJOB KOHTPOJISl €r0 KaueCTBa U YCTAaHOBIJICHHBIHN €ro MPOU3BOIUTENIEM;

21) HOPMATHBHBIN JOKYMEHT - TOKYMEHT, COAEPKAIMN TepeueHb ONpeAesieMbIX 110 pe3ybTaTaM
COOTBETCTBYIOIIMX OKCHEPTH3 TMOKaszaTeled KadyecTBa M (WJIM) METOJOB KOHTpPOJS KadecTBa
JIEKapCTBEHHOM (OPMBI, ONMHCAHUS OMOJIOTUYECKUX, OMOXMMHYECKHX, MHUKPOOUOIOTHUECKUX, (PU3UKO-
XMMHYECKHUX, (U3MUECKUX, XUMHUYECKHX M IPYTHMX METOJOB aHAJIM3a JICKApCTBEHHBIX CPEICTB IS
BETEpUHAPHOTO NPUMEHEHHUs, TpeOOBaHMS K HUCIOJIb3YyEeMBbIM B IIEISAX MPOBEACHUS JTaHHOTO aHaIu3a
pEaKkTHBaM, THTPOBAHHBIM PACTBOPAM, HHANKATOPAaM M YCTAHOBIJICHHBIN €T0 POU3BOAUTEIIEM;

21.1) oOmuii TeXHWYECKUH HAOKYMEHT - KOMIUIEKT JOKYMEHTOB M MAaTEpUalIOB, COCTOSIIUN M3
HECKOJIBKMX  pa3fesioB -  JOKYMEHTalluM  aJAMHHUCTPATHBHOTO  XapakTepa,  XHMHUYECKOW,
dapmarieBTUYeCKOH M OMOJOrMYECKOW JOKyMEHTaluH, (HapMaKOJIOTHUYECKOH, TOKCHUKOJIOTHUECKOM
JOKYMEHTAlluy, KIMHWUYECKOM JOKYMEHTAllMM M IPEACTABIIAEMBIM OJHOBPEMEHHO C 3asBICHHEM O
rOCyJIapCTBEHHOH perucTpaliy JeKapCTBEHHOTO IpernapaTa /i MEeAUIIMHCKOT0 IpUMEHEeHus B popmare,
YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (hesiepaibHbIM OpraHOM HCIIOJHUTENIbHOW BIIACTH;

(m. 21.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIGKAPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JICKAPCTBEHHOTO CPEICTBAa TPEOOBAHHIM

www.consultant.ru CTtpaHunua 8 us 147
Hapge>XHasd npaBoBan nognep>Xxka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100041&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100040&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100038&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100037&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100036&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100034&field=134

depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

dapmakorneiHoi cTaTbu MO0 B cllydae ee OTCYTCTBUS HOPMAaTUBHOM JOKYMEHTALIMU WJIM HOPMaTUBHOTO
JIOKyMEHTA;

23) 0e30macHOCTh JIGKAPCTBEHHOTO CpPEACTBAa - XapaKTEPHUCTHKA JICKAPCTBEHHOTO CPEICTBA,
OCHOBAaHHAs Ha CPaBHUTCIIbHOM aHAJIU3C €ro Bq)(beKTI/IBHOCTI/I " pUCKa NpUYNHCHHA BpEaa 300POBbIO,

24) 3¢ (}EeKTUBHOCTh JICKAPCTBEHHOTO Tperapara - XapakTEPUCTHKA CTEMEHU IMOJIOKHUTEIHHOTO
BJIUAHUA JICKAPCTBCHHOI'O IMpflapara Ha TCYCHUC, MNPOAOJIKHUTCIBHOCTD 3360JICB3.HI/I$I nim €ro
npeJ0TBpalICHNE, peaOuITUTAINIO, HA COXPaHEHUE, TPEOTBPAIICHHE WX TIPEphIBaHHe OEPEMEHHOCTH;

25) cepust TEKAPCTBEHHOT'O CPEACTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPEJICTBA, MPOU3BEICHHOE B
pe3yNbTaTe OJHOIO TEXHOJIOTMYECKOTO KA €r0 MPOU3BOIUTENIEM;

26) perucTpallMOHHOE yJIOCTOBEPEHHE JIEKAPCTBEHHOIO INpenapaTa - JOKyMEHT, OATBEPKAAOIINN
(axT rocyAapcTBEHHOW PErHCTpayy JIEKapCTBEHHOTO MperapaTa;

26.1) nepkarenb WIK BIIAJENIEL] PETUCTPALIMOHHOTO YJIOCTOBEPEHMS JIEKAPCTBEHHOIO Iperapara -
pa3paboT4nK JIEKAPCTBEHHOI'O CPEICTBA, IPOU3BOAUTENb JIEKAPCTBEHHBIX CPEICTB MIM HHOE
IOPUINYECKOe JIUI0, oONajgaroliee MpaBoOM BIAJCHUS PETUCTPAIMOHHBIM YyJIOCTOBEPEHHEM, KOTOpbIE
HECYT OTBETCTBEHHOCTb 3a KaueCTBO, 3(P(heKTUBHOCTh U O€30M1aCHOCTh JIEKAPCTBEHHOI'O Mpenapara;

(m. 26.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

27) perucTpanioOHHBI HOMEp - KOJAOBOE 0003HAYEHHE, MPUCBOCHHOE JICKAPCTBEHHOMY TperapaTry
IIPU €0 TOCYAAPCTBEHHON PErrCTpallly;

28) oOpamieHne JIEKapCTBEHHBIX CPEICTB - pa3palboTKa, JOKIMHUYECKHUE HWCCIEIOBaHMS,
KJIIMHUYECKHUE HUCCIIEI0BaHMs, SKCIEPTU3a, TOCYJapCTBEHHAsI PETUCTpallis, CTaHAApTU3aLUsl U KOHTPOJIb
Ka4yecTBa, IPOU3BOJCTBO, H3TOTOBIEHUE, XpPaHEHHE, IIEPEBO3KA, BBO3 B Poccuiickyro denepanmio, BEIBO3
u3 Pocculickonn @enepanuu, pekinama, OTIYCK, peanu3anus, Iepenada, INPUMEHEHHE, YHUUYTOXXKCHUE
JIEKapPCTBEHHBIX CPENICTB;

(B pea. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

29) cyOwbekThl oOOpamieHusi JICKapCTBEHHBIX CPEACTB - (U3MYECKHE JIMIA, B TOM YHUCIE
WHAUBUAYAIbHBIE TPEANPUHUMATENN, U IOPUAUYECKHUE JIMLQA, OCYLIECTBISAIOIIAE IEATENBHOCTh IMPU
00palIeHny JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboTUuK JIEKapCTBEHHOT'O CPEJCTBA - OpraHu3alus, o0Iagaromas npaBaMmu Ha pe3ysibTaThl
JNOKIMHUYECKHX  HCCIENOBAHWHM  JIGKAPCTBEHHOI'O  CPEACTBA,  KIMHUYECKHX  HCCIICTOBAHUM
JIEKapCTBEHHOTO IMperapara U (WIK) Ha TEXHOJIOTHIO MPOU3BOICTBA JIEKAPCTBEHHOT'O CPEZCTBA;

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - ACSITEIBHOCTh MO IMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEJICTB OpPTaHU3ALUAMHU - MMPOU3BOJIUTENIIMU JIEKAPCTBEHHBIX CPEICTB HAa OJHOW CTaJNU, HECKOJIbKUX
WM BCEX CTA/IUAX TEXHOJOTMYECKOro MPOIECcCca, a TaKXKe MO XPAaHEHUIO U pealu3allid MPOU3BEICHHbBIX
JIEKapCTBEHHBIX CPEJICTB;

31.1) mpousBoACTBEHHAs IUIOMIA/AKA - TEPPUTOPUAILHO 000COOIEHHBIH KOMIUIEKC MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEICTB, MpEIHA3HAUYEHHBIH U1 BBIIOJIHEHUS BCEro Ipolecca IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB WM €r0 ONPEEIIEHHON CTaauy;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

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

32) npou3BOAMTENb JEKAPCTBEHHBIX CPEACTB - OpPraHu3alvs, OCYILIECTBIIAIOIIAs MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHHU ¢ TpeOoBaHUAMHU HacTosero deaepaibHOro 3akoHa;

33) ¢apmarneBTudeckas AEATEIBHOCT - NESATEIBHOCTb, BKIIOYAIOIAs B €0 ONTOBYIO TOPTOBIIIO
JEKapCTBEHHBIMU  CPEICTBAMM, WX XpaHEHHWE, NepeBO3Ky W (WIM) PO3HUYHYIO TOPTOBIIO
JICKAPpCTBCHHBIMU TIpC€riapataMu, B TOM YHCIC AUCTAHIIMOHHBLIM CHOCO6OM, HX OTHYCK, XpaHCHHUC,
HepeBO3KY, N3TOTOBJICHHE JIEKaPCTBEHHBIX ITPENapaToB;

(B pea. @exnepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

34) opraHuzanyds ONTOBOW TOPTOBIW  JICKAPCTBEHHBIMH  CPEJICTBAMH - OpraHU3aIlus,
OCYHICCTBJIAIOIIAA OITOBYIO TOPTOBJIIO JICKAPCTBCHHBIMU CPCACTBAMH, HUX XPAHCHUC, IICPCBO3KY B
COOTBETCTBUM C TpeOoBaHUAMU HacTosmiero denepaibHOro 3aKOHA;

35) anreyHas opraHuzalMs - OpTaHU3aIMs, CTPYKTYpHOE TNOJpa3JelieHHe MEIUITHCKON
OPTaHM3aINH, OCYIIECTBISIOIINE PO3HHYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH IperapaTaMy, B TOM YHCIE
JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEeHHE, TIEPEBO3KY, U3TOTOBICHHE U OTITYCK JIEKAPCTBEHHBIX MPENapaToB
JUTSL MEMIITHCKOTO MIPUMEHEHHS B COOTBETCTBHH C TpeOOBaHUAMH HacTosiero denepaabHOTo 3aK0HA;
(B pen. @enepanbHbix 3ak0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N_105-D3)

36) BeTepuHapHas anTeYHas OpraHU3aIUsl - OpTaHW3alus, CTPYKTYPHOE TOJpa3fciCHHE
BETEPUHAPHONW OpraHU3aluy, OCYIIECTBIIAIONINE POZHUUHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU IIperapaTamy,
B TOM 4YHCJI€ JHUCTAaHIMOHHBIM CIIOCOOOM, XpaHEHWE, HW3TOTOBIICHHE M OTIYCK JIEKAPCTBEHHBIX
npenapaToB Ui BETEPUHAPHOTO TPHUMEHEHHs B COOTBETCTBHM C TpPEeOOBAHUSAMH HACTOSIIETO
®denepaabHOrO 3aKOHA;

(B pea. @exnepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

37) danbcupuuUpoBaHHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEJICTBO, COMPOBOXKIAEMOE
JI0XKHOHM MH(pOpMAIHEl 0 ero COCTaBe U (W) IPOU3BOIUTEIIE;

38) HenoOpOKaYeCTBEHHOE JIEKaPCTBEHHOE CPEACTBO - JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIEe TPeOOBaHUAM (hapMaKONEeHHOM cTaTbu NUOO B Cllyyae €€ OTCYTCTBUS TpeOOBaHMSAM
HOPMAaTHBHOW JOKYMEHTAIMH WJIM HOPMATUBHOTO JOKYMEHTA;

39) koHTpadakTHOE TEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEJICTBO, HAXOAsIIeecs B 000poTe
C HapyIlIeHHUEM TPaXkIaHCKOTO 3aKOHO/1aTeNIbCTBA;

40)  JMOKIMHUYECKOE  HCCIENOBaHME  JICKAPCTBEHHOTO  CPEACTBa -  OHOJIOTMYEcKHe,
MHUKPOOMOJIOTHYECKHE, MMMYHOJIOIMYECKHE, TOKCHKOJIOTHYeckue, (apMakosornyeckue, (uandeckue,
XUMHUYECKHUE U IPYTUE UCCIIEN0BAHUS JIEKAPCTBEHHOTO CPEICTBA IIyTEM IPUMEHEHUS Hay4YHBIX METO/0B
OLIEHOK B LIEJISIX MOJIyYeHHsI JOKA3aTeNIbCTB 0€30MMacHOCTH, KauecTBa U A3 (PEKTUBHOCTH JIEKAPCTBEHHOTO
CpEeICTBa;

41) KIMHUYECKOE UCCIIEJOBAaHHE JIEKAapCTBEHHOIO Ipernapara - H3y4YeHHe AMarHOCTUYECKUX,
Je4eOHBIX, TPOPUIAKTUIECKUX, (HapMaKOJIOTHUYECKUX CBOWCTB JICKAPCTBEHHOT'O Iperapara B Ipolecce
€ro NpUMEHEHHUs Yy 4YeJlOBeKa, >KMBOTHOTO, B TOM 4YHCIJIE€ MPOLECCOB BCACHIBAHUS, pACHpEIeNICHUs,
W3MEHEHUS U BBIBEJEHUS, IIyTeM IPUMEHEHMsS Hay4dHbIX METOJOB OLIEHOK B ILEJAX IOJy4EHUs
JI0Ka3aTeNIbCTB 0€30MacHOCTH, KadecTBa M 3(P(EKTUBHOCTH JIEKAPCTBEHHOIO IIperapaTa, JaHHBIX O
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

HE)KEIIATEIbHBIX pEeaKUUsAX OpraHu3Ma 4YelOBEKa, >KMBOTHOTO HAa IIPUMEHEHHUE JIEKaPCTBEHHOI'O
npernapara U 00 3PdexTe ero B3aMMOICHCTBHUS C APYTMMHU JICKAPCTBEHHBIMH MpermapaTamMu U (WIN)
MULLEBBIMU IIPOAYKTaMHU, KOPMaMHU;

42) MHOTOLIEHTPOBOE KJIIMHUYECKOE MCCIIEIOBaHKUE JIEKAPCTBEHHOI'O Mpemnapara il MEAUIIMHCKOIO
NPUMEHEHUsI - KIMHUYECKOE MCCIEIOBAHME JIEKAPCTBEHHOIO Mpernapara Uil MEIUIMHCKOTO
NPUMEHEHHUs], TPOBOIUMOE pa3pabOTYMKOM JIEKapCTBEHHOI'O IMperapara B ABYX M 0ojiee MEIUIMHCKUX
OpraHU3alMAX 110 EAMHOMY ITPOTOKOIY KIMHHYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mperapara;

43) MexIyHapoJHOE MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEOBAHME JIEKAPCTBEHHOTO Iperapara
JUIsT MEIWLUHCKOTO IPUMEHEHHs - KIMHUYECKOE MCCIEN0BaHUE JICKapCTBEHHOIO Ipernaparta i
MEIUIMHCKOTO TPUMEHEHUs, MPOBOJUMOE pa3padOTUMKOM JIEKApCTBEHHOIO Iperapara B pa3iUYHbIX
CTpaHax I10 €IMHOMY IIPOTOKOJYy KIMHUYECKOTO MCCIIEN0BAaHNUS JIEKapCTBEHHOTO Mpenapara;

44) noCTperucTpallMOHHOE KJIMHMYECKOE HCCIIEJOBaHHE JIEKQpCTBEHHOIO IIpernapara Ajs
MEIUIUHCKOIO TNPUMEHEHUs - KIMHUYECKOE MCCIEeOBAaHNE JICKApCTBEHHOIO Iperapara  Juls
MEIUIIMHCKOTO MPUMEHEHHS, ITPOBOINMOE MPOU3BOAUTENIEM JEKAPCTBEHHOTO MpemnapaTa, rpa)IaHCKHUMA
000pOT KOTOPOro OCYIIECTBIISIETCS TOCJIE TOCYAAPCTBEHHOM PErucTpanyu, B LEISIX JOMOTHUTEIBHOTO
cbopa JaHHBIX 0 ero 6e30macHOCTH U 3(PPEKTUBHOCTH, PACIIMPEHNUS MTOKa3aHUH K IPUMEHEHHUIO JAHHOTO
JIEKapCTBEHHOTO Mpernapara, a TAK)Ke BbISIBIICHUs HEeXeJlaTeIbHbIX PEaKlni MallueHTOB Ha €ro IeHCTBHE;

45) wuccrnenoBaHne OWOIKBUBAJICHTHOCTH JIGKAPCTBEHHOTO Tpenapara - BUJ KIMHHYECKOTO
UCCIICIOBaHHS JICKAPCTBEHHOTO TIpernapaTa, MpOBEJACHUE KOTOPOTO OCYIIECTBIISICTCS ISl OMpeeSICHHS
CKOpPOCTHU BCACBIBAHUA W BBIBCACHUA OJHOI'O0 HJIIM HCECKOJBKHUX 06HaI[aIOH_[I/IX q)apMaKOHOFquCKOﬁ
AKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJUYECTBA JICKAPCTBEHHOTO Iperapara, JIOCTUTAOIIETO
CUCTCMHOI'0 KpPOBOTOKA, W PE3YJIbTAThl KOTOPOTO MO3BOJIAIOT CACIATh BBIBOA O 6PI03KBI/IB3.JI€HTHOCTI/I
BOCIIPOM3BEJICHHOTO JICKAPCTBEHHOTO Iperapara B ONpeAeTICHHBIX JIEKApCTBEHHOU (OopMe U TO3UPOBKE,
COOTBETCTBYIOIIUX (POpPME U TO3UPOBKE pedEepPEHTHOTO JIEKAPCTBEHHOTO MIPemapaTa;

(1. 45 B pen. ®enepanpHoro 3akonHa oT 22.12.2014 N 429-D3)

46) wuccieqoBaHHE TEPaNEBTHUECKON HKBHUBAJEHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB - BHJ
KJIMHUYECKOTO MCCIIEeI0OBAHUS JIEKAPCTBEHHBIX MPENapaToB, MPOBEACHNE KOTOPOTO OCYILECTBIISAETCS IS
BBISIBIICHHSI OJJAHAKOBBIX CBOMCTB JICKAPCTBEHHBIX MPENapaToB ONPEIEICHHON JIeKapcTBEHHON (hopMBl, a
TaKXKe HalW4yMs OAMHAKOBBIX IOKazaTeneil OezomacHocT U 3()(EKTUBHOCTH  JIEKAPCTBEHHBIX
npenapaToB, OJUHAKOBBIX KIMHUYECKUX 3()(HEKTOB NMPH UX MPUMEHEHHH;

47) nmpoTOKOJI KJIMHUYECKOTO HCCIEAOBAaHUS JIEKApCTBEHHOTO Ipernapara - JOKYMEHT, B KOTOPOM
OTIPEICTISAIOTCS 1IeNH, (POPMBI OpraHU3aIMU U METOIOJIOTHS MPOBEACHUS KIMHUYECKOTO HCCIEAOBaHUS,
CTaTHUCTUYECKUE METOAbl 00pabOTKM pe3yibTaTOB TAaKOIO HCCIEAOBAHHS M MeEpbl MO 00eCTeyeHHUIo
Oe3omacHOCTH (DU3MUYECKUX JIUI, YYACTBYIOIIUX B KIWHUYECKOM HCCIICJOBAHHH JIEKAPCTBEHHOTO
npemnapara;

48) Opoltopa UCCIIEAOBaTENs - CBOJHOE M3JI0KEHUE PE3yJIbTaTOB JOKIMHUYECKOTO HCCIETOBAHUS
JEKapCTBEHHOTO CPEACTBA MW  KIMHWYECKOTO HCCIEOBAaHMS JIEKAPCTBEHHOTO TIperapaTta s
MEIUIIMHCKOTO IPUMEHEHUS;

49) nHpOPMAIIMOHHBIN JTUCTOK MAIMEHTA - TOKYMEHT, B KOTOPOM COJIEPKaTCs B IOCTYIMHOU dopme
CBEJICHHUS, Kacarolluecss MPOBOJUMOIO KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOrO Mpernapara, U B
nuchbMeHHOH (opme 10OpOBOJIBHOE cOrjacHe MalMeHTa Ha y4yacThe B KJIMHUYECKOM HCCIeI0BaHUU
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

JICKAPCTBECHHOI'0 IpfriapaTra IOCJIC O3HAKOMIICHHUA C OCOOCHHOCTSAIMH KJIUHHYECKOTO ucciaeaoBaHusd,
HMCIOIIUMU 3HAYCHUEC IJIA BBIPAKCHUA TAKOT'O COIJIaCHsd;

50) moboyHOE JCHCTBHME - peakIus OpraHu3Ma, BO3HHUKIIAS B CBSI3W C NPUMEHEHUEM
JICKAPCTBCHHOI'O TIIpfriapara B [J03aX, PCKOMCHAYCMBIX B MHHCTPYKOUH II0 €ro MNPpUMCHCHUIO, IJIA
npodUIaKTUKHY, TUATHOCTUKH, JICUEHHs 3a00JIeBaHMs WU JJIsl peaOMInTaluy;

50.1) HexemarenpHas peakiys - HENpeJHAMEpPEHHas HeOJaronpusATHas peaklus OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHA C IPUMEHEHUEM JICKapCTBEHHOTO Mpenapara;
(m. 50.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenarelbHas peaklMs - HeXKelaTelbHas peaklMs OpraHu3Ma, CBsI3aHHAs C
IIPUMEHEHUEM JIEKAPCTBEHHOI'O IIpernapaTa, IpHUBeaUIass K CMEpPTH, BPOXACHHBIM aHOMAJIUSAM WIH
MOpOKaM pa3BUTHUA JHOO MpeAcTaBisiomas coO0W Yrpo3y >KHM3HM, TpeOyromias TOCHUTATU3aluu N
NpUBEIIAs K CTOMKON yTpare Tpya0CIOCOOHOCTH U (MIJIM) MHBAIMIHOCTH;

52) HempenBHICHHAs HEXKEIAaTeNbHAs PEaKlus - HeKelaTelbHas PEaKIHs OpraHu3Ma, KOTopas
CBs3aHA C TPUMEHEHUEM JIEKAPCTBEHHOTO IMpermapaTa B J103aX, PEKOMEHIYeMBIX B IPOTOKOJIE €ro
KJIMHAYECKOTO HCCIIEIOBAaHMS, OpOIIIOpEe HCCIIEeNOBaTeNsd, WIA C NPUMEHEHHEM JIEKapCTBEHHOTO
npenapata B J103aX, PEKOMEHIYEMBIX B MHCTPYKIHHM IO €ro NPUMEHEHHUIO i1 HPOQPHIAKTHKH,
JMAarHOCTHKH, JICYCHUS 3a00JICBaHUS WJIM METUIIMHCKON peaOMINTalluy NAllMeHTa, U CYIIHOCTh, TSDKECTh
WIM HCXOJl KOTOPOW HE COOTBETCTBYET MHGPOpPMAIUU O JIEKAPCTBEHHOM Iperapare, COoAepKaIieics B
NPOTOKOJIE €r0 KJIMHUYECKOTO WCCIIeIOBaHUs, OpOIIIOpe WCCIEAOBATENsl WJIM B HHCTPYKIMH IO
MIPUMEHEHUIO JICKaPCTBEHHOTO Tpernapara;

(m. 52 B pen. ®enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHaa30p - BUA ACATENBHOCTH MO MOHHUTOPUHTY 3()()EeKTUBHOCTH M 0€30IacHOCTU
JEKapCTBEHHBIX  IIPENapaToB, HANpaBJICHHBIH Ha BBUIBICHHWE, OIECHKY M  IPEJOTBpAIleHHE
HE)KEeJIaTeNbHBIX MOCJIEACTBUN IPUMEHEHUS JIEKAPCTBEHHBIX MPENapaToB;

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

52.2) muiaH ymnpaBleHWS PUCKAMH - MOAPOOHOE ONMMCAaHWE MEPONPUATHH MO (papMaKoHAI30pY,
HaIpaBJIEHHBIX Ha BBISBICHHUE, OLCHKY U MPEIOTBpPALICHHE WM MHUHUMHU3ALMIO PUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMU MpenapaTaMu, BKIOYas OleHKY 3P PEKTUBHOCTH JAaHHBIX MEPOTIPUSITHI;,

(m. 52.2 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynbrantlntoc: npumevanue.
C 01.03.2025 B . 53 cr. 4 BHOCsTCs m3Menenust (D3 ot 30.12.2021 N 463-D3).

53) peuenTt Ha JIEKAPCTBEHHBIA Mpemapar - MEAWLUHCKUN JOKYMEHT YCTAHOBJICHHOH (OpMBI,
COZIEpIKAIlMi Ha3HAYEHHE JICKApCTBEHHOTO Npermapara s MEIUIWHCKOTO MPUMEHEHHS, BbIIAHHBINA
MEIUIMHCKIM PaOOTHUKOM B HENAX OTIyCKa JIEKAPCTBEHHOTO NpenapaTa WIH €ro HM3TOTOBJICHUS H
OTIyCKa Ha OyMa)KHOM HOCHTEJIE WU C COTJIACHS MAIMEHTa WIN €ro 3aKOHHOTO MPEICTaBUTENS B popme
AIIEKTPOHHOTO JIOKyMEHTa, IMOJIMUCAHHOTO C UCIOJb30BaHUEM YCHJICHHOH KBaNIU(UIIUPOBAHHOM
SNIEKTPOHHOM TOANMCH MEIUIMHCKOTO pPa0OTHHMKA, JMOO JOKYMEHT YCTaHOBJICHHOH (OPMBI,
CoJep KAl HAa3HAYCHHE JICKAPCTBEHHOTO IpenapaTa JUlsi BETEPHHAPHOTO IPUMEHEHHS, BBIJAHHBIHI
CIEeUAINCTOM B O00JAacTH BETEPHHAPUU B LEJIAX OTIYCKA JICKAPCTBEHHOTO TIIpernapara WIH €ro
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

M3TOTOBJICHHS U OTITyCKa Ha OyMa)KHOM HOCHUTEJE;
(B pen. @enepanbHbix 3aK0HOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-D3)

Koncynprantlntoc: nmpumedanue.
C 01.03.2025 m. 54 ct. 4 uznaraercst B HoBo# penakiuu (D3 ot 30.12.2021 N 463-D3).

54) TpeboBaHME MEIMULMHCKONM OpraHU3allid, BETEPUHAPHOM OpraHM3alMu - JOKYMEHT
YCTaHOBIICHHOH ()OPMBI, KOTOPBIA BBHIMUCAH MEAMLIMHCKUM PAOOTHHKOM WJIHM CIICIHAUCTOM B 001acTH
BETEpPUHAPUH, UMEIOUIMMH Ha 3TO MPaBO, U COACPKHUT B MHUCbMEHHOH (opme ykazaHUE alTe4yHOMN
OpraHu3aIly WIK BETEPUHAPHOM alTeYHON OpraHU3aliy 00 OTITyCKe JIEKAPCTBEHHOTO MpenapaTa Wi O
€ro M3roTOBJICHUU U 00 OTHyCKe Juis oOecredeHus JieueOHOro mpoiecca B MEIUIMHCKON OpraHu3alu,
BETEPUHAPHOU OpPraHU3aLUY;

(B pen. ®enepanproro 3akona ot 02.08.2019 N 297-D3)

55) KOMIUIEKCHAasi OLEHKAa JIEKApCTBEHHOIO Ipermapara - OLEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOTO Iperapara, BKIYaolas B ce0s aHanu3 HHPOPMALUU O CPABHUTEIILHONW KIMHUYECKOI
3}dexTuBHOCTH U 6E30MACHOCTH JIEKAPCTBEHHOT'O NpenapaTa, OLEHKY SKOHOMUYECKUX MOCIECTBUI ero
IPUMEHEHHUs, U3y4YE€HUE [OINOJHUTEIbHBIX IOCIEICTBUNA NPUMEHEHHUS JIEKapCTBEHHOIO IIpernapara B
LENSIX NPUHATUS PELIEHUH O BO3MOXHOCTM BKJIIOUEHMS JIEKAPCTBEHHOI'O IIpernapara B IIEpPEeYEHb
KU3HEHHO HEOOXOJMMBIX U BRXHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMAaTHUBHbIC IPABOBbIE aKThl U
UHBIE JOKYMEHTBI, OIIPEIEISIONINE NOPAJOK OKa3aHUs MEIUIMHCKONW IIOMOIIM, WIN UCKIIOYEHHUS €ro U3
yKa3aHHbIX [EPEYHs, aKTOB U JIOKyMEHTOB;

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

56) cucreMa MOHUTOPHMHIA JBHXXEHHS JICKAPCTBEHHBIX MPENapaTtoB sl MEIUIMHCKOTO
NpUMEHEHUs1 - QenepaigbHas TOCyAapCTBEHHas WH(GOpPMAIMOHHAsS CHCTEMa MOHUTOPHHIA BIKCHHS
JIEKapCTBEHHBIX IPENapaTroB s MEIUIUHCKOIO HPUMEHEHHs OT MPOU3BOAMUTENS [0 KOHEYHOTO
NOTPEeOUTENs] C HCIOJIB30BAHUEM B OTHOLICHHM JICKAPCTBEHHBIX IMPENapaToB s METUIIMHCKOTO
INPUMEHEHHUs CPEICTB UACHTU(PHUKALINH.

(. 56 BBeneH denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

naea 2. NOJIHOMOYUA ®EOEPAJIbHBLIX OPTAHOB I/ICI'IOJ'IHI/ITEJ'IbI-vIOVI 5
BJIACTH, OPTAHOB UCIOJIHUTENNIbHOU BNTACTU CYBBEKTOB POCCUNCKOU
OEOEPALINU NPU OBPALLUEHWUN NNEKAPCTBEHHbLIX CPEACTB

Cratba 5. MNonHomounsa dcenepanbHbIX OPraHOB WCMONIHUTENLHOW BRacTU npwu
obpalleHnn nekapcTBeHHbIX CPeaAcTB

K nomromouusm (be,Z[epaJ'IbHBIX OpraHoB HCITOJIHUTEILHOM BIACTH 1810)51 06paH_[eHI/II/I JICKaApCTBCHHBIX
CpCaACTB OTHOCATCA:

1) mpoeaenue B Poccuiickoit denepaniud €IUHOW TOCYJIapCTBEHHON TOJUTUKH B O0JacTH
obecrieueHus JIEKApCTBEHHBIMU TpernapaTamu rpaxaan B Poccuiickoit @enepannu;
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yrtBepxkaeHue oOmMX (apmakonmeHHbIX ~cTaTei, (¢apMakONEeHHBIX CTaTed, HU3JaHHe
roCy/IapCTBEHHOU (hapMaKoIeH, CO31aHie U BeJeHNE peecTpa (papMaKoIeHHbIX CTaHIaPTHBIX 00pa3IOB;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

3) ocymecTBieHue (eaeparbHOrO0 LOCYIAPCTBEHHOTO KOHTPOIs (Haazopa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJCTB;
(B pen. @enepanbHbiX 3aK0HOB 0T 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)

4) nUUEH3MpOBaHUE IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB, B TOM uHcie (eaepaabHbIi
rOCy/AapCTBEHHBIN JIMIIEH3UOHHBIN KOHTPOJIb JAESATEIBHOCTH 110 IPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB,
NEPUOIUYECKOE MOATBEPIKIECHHE COOTBETCTBHS JIMIIEH3UMATa, MMEIOLIEro JIMLEH3UI Ha MPOU3BOJACTBO
JIEKapCTBEHHBIX CPEICTB, U (hapMaleBTHUECKOW NESTEIHHOCTH B COOTBETCTBUU C 3aKOHOJATEIBCTBOM
Poccuiickoit denepanuy;

(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHmM3aiusi SKCHEPTH3bl JIEKAPCTBEHHBIX CPEICTB, ITHYECKOM JKCIEPTHU3BI BO3MOXKHOCTH
MPOBEICHUS KIIMHUYECKOT0 UCCIIEI0BAHUS JICKAPCTBEHHOTO Mpernapara uisi MEIUIIMHCKOT0 IPUMEHEHUS,
OKCIIEPTU3Bl  JOKYMEHTOB, TIPEACTABJICHHBIX JJII  ONPEJCICHHS BO3MOXXHOCTH paccMaTpHUBaTh
JIEKApCTBEHHBIN TMpenapar i MEIULHUHCKOTO MPUMEHEHUs MPU TOCYJAapCTBEHHOM pErucTpaluu B
KauecTBe ophaHHOTO JICKAPCTBEHHOTO Mpernapara;

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

5.1) opranuzamusi TPOBEAEHUS KOMIUIEKCHON OIIEHKH JIEKapCTBEHHOTO TIperapara B IIENIIX
MPUHATUSL PEIICHUH O BO3MOXKHOCTH BKIIFOUEHMS JIEKAPCTBEHHOIr'O Ipernapara B HEpeYeHb XU3HEHHO
HEOOXOJUMBIX U BaXKHEWIIMX JIEKApPCTBEHHBIX IpEnapaTroB, HOPMATHUBHbBIE IPABOBbIE AKThl M HHbBIE
JIOKYMEHTBI, OIpPEACINISIONINe MOPSIOK OKa3aHWSd MEAMIIMHCKOM IMOMOIINM WM HCKIIOYEHHUS €ro u3
yYKa3aHHBIX ME€PEeYHs, aKTOB U JOKYMEHTOB;

(m. 5.1 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03)

6) BpIJaua pa3pelieHni Ha MPOBeIeHNE KIMHUYECKUX MCCIEOBAaHHM JeKapCTBEHHBIX MPENnaparos,
BEJICHHE PEECTpa BBIIAHHBIX Pa3peUICHHU Ha MPOBEJICHUE KIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX
MIPEenaparTos;

7) TOCyIapCTBEHHAas pPETUCTpalus JIEKapCTBEHHBIX IIPENapaTroB, BEACHHUE TI'OCYJIapCTBEHHOIO
peecTpa JIEKApCTBEHHBIX CPELCTB;

Koncynbrantllintoc: npumeuyanue.
C 01.09.2023 B n. 8 cr. 5 BHOcsATca m3MeHeHus1 (D@3 ot 28.04.2023 N 171-®3). Cm. Oyayuryro

PCAAKIINIO.

8) opranmzanusi ¥ (UJIu) NPOBEACHUE HWHCIEKTUPOBAHUSA CYOBEKTOB OOpaIICHUS JIEKAPCTBEHHBIX
CPEIICTB HAa COOTBETCTBHE NpPaBHJIAM HaJUICKAIICH JIa0OpaTOPHOW MPAKTUKH, MPAaBUIAM HaJICKaIICH
KJIMHUYECKOW MpPaKTUKHW, IpaBUIaM HaJUIeKalled MPAaKTUKU XPAaHEHHUs M TNEPEBO3KU JIEKAPCTBEHHBIX
MpenaparoB, MpaBUjiaM HaJIeXalled TUCTPUObIOTOPCKON MPAKTUKU, MPAaBUIIaM HaJJIeKallled anTeuyHON
MIPaKTUKH;

(n. 8 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

8.1) opranuzanus u (Win) NPOBEACHUE WHCIEKTUPOBAHUS CYOBEKTOB OOpallleHUsl JIEKaPCTBEHHBIX
CPE/ICTB Ha COOTBETCTBHE TPEOOBAHMSIM MPABWI HAJJIEXKAIIEH NMPOU3BOJCTBEHHON MPAKTUKH, BblAaya
3aKJIIOYEHUN O COOTBETCTBUM TPOM3BOAUTENSI JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSM MPaBUI
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

HaJIJIexalen Mporu3BOACTBEHHON TPaKTHKY;
(. 8.1 BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

8.2) ycraHOBIEeHHE TOpSAAKAa BEACHUS W BEACHHE TOCYAApPCTBEHHOTO peecTpa 3aKIIOUCHUU O
COOTBETCTBUM  MPOU3BOJUTENST JIEKAPCTBEHHBIX CPEJACTB TPEeOOBAHWSIM  HPABWJI  HAJISKaIICH
MIPOU3BOJICTBEHHON MPAKTHUKH;

(. 8.2 BBegeH denepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-03)

9) TrocymapcTBeHHAsh pETHCTpAls TPENeNbHBIX OTIYCKHBIX I[I€H IPOW3BOAMTENECH Ha
JICKAPCTBCHHLIC TIIpC€rapaTrhbl, BKIOYCHHBIC B IMNICPCUCHL KU3HCHHO HGOGXOI[I/IMLIX A BaXHEUIITNX
JIEKapCTBEHHBIX IIPENapaToB, M BEAECHHE T'OCYAAPCTBEHHOTO peecTpa MpeJelbHBIX OTIYCKHBIX IeH
HpOH?;BOI[PITCJIGﬁ Ha JICKApCTBCHHBIC NPCIapaThl, BKIOUCHHBIC B NICPCUYCHDb KU3HCHHO HGOGXOI[I/IMLIX n
B)KHEHIINX JIEKAPCTBEHHBIX MPETapaToB;

(B pea. @exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue MPOEKTOB PEIICHW OPraHOB MCIOJHUTEIHLHON BIACTH CyOBeKTOB Poccuiickoit
@enepaiu 00 YCTAaHOBJICHWH U (MJIM) HM3MEHEHHMM IpENEeNbHBIX pPa3MEpPOB ONTOBBIX HaA0aBOK H
MpelebHBIX Pa3MEPOB PO3HUYHBIX HAJ0aBOK K (PAKTUUECKHM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
MPOU3BOAUTENSAMH JIEKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHbIEC IMpenapaTbl, BKJIIOYEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(1. 9.1 BBenen PenepanbHbIM 3ak0HOM OT 13.07.2015 N 241-D3)

10) BblOAua, YCTAaHOBJIEHME TIOPs/KAa BbAAYM pa3pelieHHss Ha BBO3 KOHKPETHOM MapTHH
JIEKapCTBEHHOrO cpezcTsa B Pocculickyro denepanuto;
(m. 10 B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) BbIaua, ycTaHOBIEHHUE MOPSIKA BBIAAYM U (POPMBI TOKYMEHTA, KOTOPBIN MOATBEPKAAET, UTO
IPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara Uil MEIUIMHCKOIO IPUMEHEHHsS OCYLIECTBICHO B
COOTBETCTBUM C TpeOOBAHMSAMHU TPAaBWJI HAJEXKalleW MPOU3BOJACTBEHHONH TWPAKTUKUM WM 4YTO
JIEKapCTBEHHBIN TIpernapar Jyisi BETEPHUHAPHOTO MPUMEHEHHWs JOMyIIeH K oOpameHuto B Poccuiickoit
Qenepalui, W TMOAJECKUT NPEACTABICHUIO IO TPeOOBAHHIO YIOJHOMOYEHHOTO OpraHa CTPaHbl, B
KOTOPYIO BBO3MTCS JIEKAPCTBEHHBIN IIpenapar;

(m. 10.1 BBenen denepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03; B pen. denepanbHoro 3akoHa ot
02.08.2019 N 297-®3)

10.2) BbImaya, yCTAaHOBJICHHE MODSIKA BBIAAYM U (HOPMBI TOKYMEHTA, COJAEPIKAIIETO CBEICHUS O
CTaAUSAX TEXHOJOTHMYECKOTO TMpoIlecca MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEACTBA [JISI MEIUIIMHCKOTO
MIPUMEHEHUs, OCYILIECTBIISIEMbIX Ha TEPPUTOPUU EBpazniickoro 3KOHOMHUYECKOTO COH03a;

(m. 10.2 BBenen depepanbHbM 3aKkoHOM OT 22.12.2014 N 429-®D3, B pen. denepanbHOTO 3aKOHA OT
13.07.2015 N 241-®3)

11) co3ganue COBETOB MO BOIIPOCAM, CBSI3aHHBIM C 0OpaIlieHuEM JICKapCTBEHHBIX CPEJICTB;
12) arrecTarus u cepTH(PUKAIUS CIICIIHATUCTOB;

13) yrpatun cuity ¢ 1 centsaops 2013 rona. - ®enepanpsiii 3akoH oT 02.07.2013 N 185-D3;

14) ocymiecTBienue GpapmMakoHaA30pa;
(m. 14 B pen. ®enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

www.consultant.ru CtpaHuua 15 n3 147
Hapge>XHasd npaBoBan nognep>Xxka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100075&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=421013&date=10.07.2023&dst=101841&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=10.07.2023&dst=100014&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100074&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=282956&date=10.07.2023&dst=101030&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=282956&date=10.07.2023&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=10.07.2023&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100072&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=10.07.2023&dst=100019&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=10.07.2023&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&date=10.07.2023&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=436033&date=10.07.2023&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100069&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=10.07.2023&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100067&field=134

depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

15) ydactre B MEXTyHApOTHOM COTPYTHUYECTBE;

16) mosryueHue 1o 3anpocam yrnoJIHOMOYEHHOTO (hefepalbHOTO OpraHa UCTIOIHUTENILHON BIACTH OT
OpraHOB WCIOJHUTEIBHOW BiacTu cyObekToB Poccuiickoit ®eneparuu, a TakkKe OT CyOBEKTOB
oOpalieHus: JIEKApCTBEHHBIX CPEACTB JIi MEIUIMHCKOTO NPUMEHEHUs HH(POpPMAalUH I0 BOIPOCaM
YCTaHOBJICHUSI U IPUMEHEHHUS LIeH Ha JIEKapCTBEHHbIE IIpernaparhl 1 HaJ0aBOK K HHUM;

17) npuMeHeHne Mep OTBETCTBEHHOCTH 3a HapylIeHHE 3aKoHoAaTenbCcTBa Poccuiickoit denepannu;

Koncynprantlntoc: npumedanue.
C 01.09.2023 B m. 18 ct. 5 BHOcsATcs u3menenus (D3 ot 28.04.2023 N 171-®3). Cm. Oyaymryio

PEAAKIIUIO.

18) yTBepkaeHHE TMpaBWI HAAJIEXKAmed JIabopaTOPHOW MPAKTHKH, NPABHI HAJJICKAIICH
KJIMHAYCCKON TPAKTHKK, HPAaBWJI HAJUICkKAIIEH MPOW3BOJACTBEHHON IPAKTHKH, HPABWI HaJJIeKaleh
NPAKTHUKUA  XpaHCHHWsT W TEPEBO3KM  JICKAPCTBEHHBIX  NPEMapaTtoB, MPaBWI  HaAJexKaiei
JUCTPUOBIOTOPCKOW TIPAKTHUKH, MPAaBHJ HAISKAIICH anTeYHON NPaKTUKH, TNPaBWI HaJUICKAIICH
MPAKTHKHU (hapMaKOHAI30pa JCKAPCTBEHHBIX MPEMapaToB sl MEIUIIUHCKOTO MPUMEHEHHUS;

(m. 18 BBeneH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

19) ycranosnenue nopsiaka GOpMHUPOBAHUS PErUCTPAMOHHOTO JJOCKE HA JIEKAPCTBEHHBIN Mpenapar
U TpeOOBaHUI K JOKYMEHTaM B €r0 COCTABE;
(m. 19 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

20) yTBepKIeHHE IPABUII PAIIMOHAIBHOTO BHIOOPA HANMEHOBAHMH JICKAPCTBEHHBIX NPENapaToB JUIs
MEAMIIMHCKOTO MTPUMEHCHUS;
(m. 20 BBeneH PenepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

21) yTBepkIeHHE [IEPEUHS HAUMEHOBAHHI JIEKapCTBEHHBIX (POPM;
(m. 21 BBenen denepaabHbIM 3akOHOM OT 22.12.2014 N 429-D3)

22) yrpatun cuity ¢ 1 mapra 2020 roaa. - ®@enepanbhbiii 3akoH oT 27.12.2019 N 475-03;

23) yTBepKACHUE TPeOOBaHUI K WHCTPYKIMH IO MEIUIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHBIX
MPErapaToB U K MHCTPYKIIMHU IO BETEPUHAPHOMY IPUMEHEHUIO JICKAPCTBEHHBIX MPEapaTos;
(. 23 BBeneH DenepaabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

24) npuHATHE PEIIECHUM, SABISIOUIMXCS OCHOBAHMSAMM JUUISl BKJIIOUEHHUS JOMEHHBIX MMEH U (Win)
yKazaTeJIel CTpaHMI] CalTOB B MHGOPMAIIMOHHO-TEICKOMMYHHKAIIMOHHON cetn "MHTepHeT", a Takke
CETEeBBIX aJPECOB B EAMHYI0 aBTOMAaTH3MPOBAHHYIO HH(POpPMalMOHHYIO cucrteMy "EnuHblii peectp
JOMEHHBIX HMEH, yKa3aTelled CTpaHull CalTOB B HH(GOPMALMOHHO-TEIEKOMMYHHUKAIIMOHHON CeTu
"NHTepHEeT" M CETEeBBIX aJpEecoB, MO3BOJIAIONMX WACHTU(PHUIMPOBATH CAMTHI B HH(POPMALMOHHO-
TEJIEKOMMYHUKAIIMOHHOK ceTu "MHTepHet", conepkamue nHOpMAIUIO, paclpoCTpaHEHUE KOTOpOH B
Poccwmiickoii denepanuu 3ampernieHo”, B OTHONICHHMH HWH(QOPMAIMH, COJCpXKalleld NpeaIOKeHUE O
PO3HHYHOM TOProBjie JIEKapCTBEHHBIMU IMpernapaTaMd, B TOM 4YHCIE JUCTAHLHUOHHBIM CIIOCOOOM,
pPO3HMYHAsl TOPrOBJIsl KOTOPHIMM OIpaHMYEHA WJIM 3alpellieHa B COOTBETCTBUU C HACTOSILUM
@®enepalibHBIM 3aKOHOM, U (WiIM) MHGOpMALMU, COAEpKAIIeH MPEAoKEHUE O PO3HUYHOW TOProBIie
JICKApCTBEHHBIMH IIperapataMi, B TOM YHUCIE AWCTAHIMOHHBIM CIIOCOOOM, JHIIAMH, HE HMEIOIIUMHU
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JWIIEH3UU ¥ pa3pelIeHus] Ha OCYIICCTBICHUE TaKOW IESTEIbHOCTH, €CIU IOJyYeHHE JIMICH3UU |
pa3perieHus IpeIyCMOTPEHO 3aKOHOIATEIbCTBOM 00 0OpaIlieHUH JIEKAPCTBEHHBIX CPECTB;
(m. 24 B pen. ®enepanpHoro 3akona ot 03.04.2020 N 105-D3)

25) BeIaUa pa3peuieHruii Ha BBOJ B IPa)IaHCKUIl 000pOT MIMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX
IpenapaTos.
(1. 25 BBeneH denepanbHbiM 3aK0HOM OT 28.11.2018 N 449-D3)

Koncynprantlntoc: npumedanue.

Cr. 5.1 pacnpocTpaHsieTcss Ha IOJHOMOYMS, KOTOpblE HE IEpelaHbl /sl OCYLIECTBIIEHUS OpraHam
roCy/apCTBEHHON BiIacTU cyObeKTOB P® 1 opraHaM MECTHOIO CaMOYIIPaBJIEHUS COOTBETCTBYIOIIUMU
denepanbabivMu 3akoHamu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. lepepaya ocywecTBrneHUs nNONHOMouYMn eaepanbHbIX OpraHoB
MCNONIHUTENbHOM BRacTU nMNpu oOpalleHUM rfeKapCcTBEeHHbIX CpeacTB opraHam
MUCNONHNUTENIbHOM BracTu cyobekToB Poccunckon Pepepaumm

(BBenena ®PexnepanbHbIM 3akoHOM OT 13.07.2015 N 233-D3)

[TomHOMOUMS (enepanbHBIX OPraHOB HMCIOJHHUTEIBHON BIACTH TpU OOpALICHUU JEKApCTBEHHBIX
CpPEeACTB, MNPEIyCMOTPEHHbIE HacTosAmMM @DenepanbHbIM  3aKOHOM, MOTYT IepefaBaTbCa s
OCYLIECTBJICHUSI ~ OpraHaM  HCIOJHUTENbHOW  Biactu  cyObekroB  Poccuiickoit ~ denepauun
nocranoBiieHusiMu [IpaBurenbctBa Poccuiickoit @enepanuu B NOpsiiKe, YCTaHOBIEHHOM DenepaibHbIM
3aKOHOM OT 6 OokTs0pst 1999 roga N 184-®3 "OO6 oOmuMX NpUHIMIAX OPraHU3alUU 3aKOHOJIATEIHHBIX
(mpeAcTaBUTENbHBIX) U UCHOJHUTEIBHBIX OPraHOB TOCYIAapCTBEHHOM BiacTu cyOBekToB Poccuiickoit
Oenepanun".

Cratbsa 6. NlonHOMO4YMA opraHOB MCMONIHUTENbLHOMW BnacTu cyb6bekra Poccumnckon
®denepaumm npu obpaLleHMn neKkapcTBeHHbIX CPeaAcTB

K momHOMOYMSM OpraHoB HCIIOJIHMTEIBbHON BiacTH cyObekra Poccuiickoit ®eneparuu mnpu
00paleHUH JTeKaPCTBEHHBIX CPEACTB OTHOCATCS:

1) pa3paboTka u peaiv3anys PeruOHAIBHBIX NMPOrpaMM 00eCreUeHUs HaceJIeHUs JIEKapCTBEHHBIMU
npenaparamu,

2) yCTaHOBJICHHE MPENEIbHBIX Pa3MEPOB ONTOBBIX HA/I0aBOK M IMpEAeIbHBIX Pa3MEPOB PO3ZHUUHBIX
Ha0aBOK K (PaKTUYECKHM OTITyCKHBIM II€HAM, YCTAHOBJICHHBIM TPOM3BOJMUTEISIMHU JIEKAPCTBEHHBIX
[pernapaToB, Ha JIGKAPCTBEHHBbIC Mpenaparbl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIUMBIX W
BOKHEUIINX JIEKAPCTBEHHBIX MPENapaToB;

3) OCyIIeCTBICHHE pPETHOHAJIBHOIO TOCYIApPCTBEHHOIO KOHTPOJS 3a MPUMEHEHHEeM IIeH Ha
JICKapCTBEHHBIC MpenapaThl, BKIIOYCHHbIE B TIEPEUYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIUX
JICKapCTBEHHBIX TpEnapaTroB, OPraHU3alUsIMU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEACTBAMU,
aNTEYHBIMH OPTraHU3ALUAMH, WHIMBUAYAIbHBIMU TPEANPUHUMATEISIMHA, HMEIOIIUMH JIMLIEH3UI0 Ha
(bapMaleBTUYECKYIO JAESTEIbHOCTh, MEAMIMHCKMUMH OpraHU3alUsMH, HMEIOIIMMU JIUICH3UIO Ha
(bapMaleBTUYECKYIO0 JEATeNbHOCTh, M HUX O00O0COOJCHHBIMH MOJPa3/ACICHUSIMHI (aMOyIaTOPHSIMH,
denpamepckuMu U (DENBIIIEPCKO-aKyIIePCKUMH  ITyHKTaMH, ILEHTpaMu  (OTACICHUSAMH) OO
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

BpayeOHON (CEeMEWHOW) MPaKTHKH), PACIOJIOKEHHBIMH B CEJIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alITCUHBIC OpTraHU3alluU,
(B pen. @enepanbHbIX 3aK0OHOB 0T 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)

4) mpuHATHE pelieHus 00 MCIOJIb30BaHMM Ha TeppuTOpuHM cyObekra Poccuiickoit ®denepaunu
Hapsiy C pelenTaMM Ha JIEKapCTBEHHbIE IpenapaTsl, 0QOpMIIEHHBIMU Ha OyMa)KHOM HOCHUTENIE, PELIENITOB
Ha JIKapCTBEHHBIE MPenapaThl, CGOPMHUPOBAHHBIX B (POPME FIIEKTPOHHBIX JOKYMEHTOB.

(. 4 BBennen PenepanbHbM 3aK0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTka M uspgaHue rocyaapcTtBeHHoW cpapmakoneun, pasmelleHue
OaHHbIX O HEW

1. Tlox rocymapcTBeHHOW (apMakoreeil MOHMMAeTCs CBOJ 00muX (apMaKoNeHHBIX CTaTel u
(dhapmMaKkoIeHbIX CTaTel.

2. Pa3zpaboTtka oOmmx ¢apMakomelHbIx cTareil U (apMakoNeWHBIX CcTaTeld, B TOM YHUCIIE
dbapmakorneiHbIX cTaTed Ha (apMmakomeiHble CTaHAApTHBIE OO0pa3ibl, W BKIIOYEHHE UX B
rOCYJapCTBEHHYIO (DapMaKomero OCYIIECTBIISIOTCS B MOPSJIKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM
benepanbHBIM OPraHOM HCIIOHUTEIHHON BIACTH.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-D3)

3. Pa3pabotka dapmakoneiiHoi cTaThi Ha peEepPEHTHBINA JEKAPCTBEHHBIN Mpenapar ¥ BKIIOUCHUE
€€ B TOCYJapCTBEHHYIO ()apMakoIel0 B TEUEHUE CpPOKa JECHCTBHSI 3alUThl MCKIIOYUTEIHHOTO TIpaBa,
YIOCTOBEPEHHOTO TATEHTOM Ha pe)epeHTHBII JIEKapCTBEHHBIN TpenapaT, OCYIISCTBISIFOTCS C COTJIACHS
€ro pa3paboT4uKa.

(B pen. ®enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

4. TocynmapctBeHHas (apmakorness HW3JaeTcs YHOJIHOMOYEHHBIM  (peepalbHbIM — OpraHoM
UCTIOJTHUTENIFHOW BIIACTH 32 CYET CPENCTB (peepanbHOro OKEeTa U TOMISKUT MEPEu3IaHusIM HEe Pexe
4eM OAMH pa3 B IIATh JIET, B IIEPUOJ MEXKIY KOTOPBIMU WM3IAIOTCA NPWIOKEHHUS K IOCyJapCTBEHHOU
dbapmakoriee, coxaepxamue oOmme ¢dapmakoneiHble cTathl W (Win) ¢dapMaKoIlelHbIE CTaThH,
YTBEpKICHHbIE MTOCIIE U3IaHHsI WK MIEPEen3JaHus TOCYJapCTBEHHOM (papmakoren.

5. YmonHoMOueHHBIN (enepanbHBIA OpraH HCIOJHUTEIBHON BIIACTH pa3MeENaeT JaHHBIE O
roCcyIapCcTBEHHOU (hapMakoree u MPUIOKEHUIX K Hel Ha CBoeM OQUITMAILHOM caiite B cetu "MHTepHeT"
B YCTAHOBJICHHOM UM IOPSIJIKE.

Mnasa 4. IMLLEH3NPOBAHUE NMPOU3BOAOCTBA JIEKAPCTBEHHbIX CPEACTB
N ®APMALIEEBTUYECKOW OEATENBbHOCTU, FTOCYOAPCTBEHHbIW KOHTPONb
(HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pen. ®enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Cratba 8. JluueH3upoBaHMe nNpPOU3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB U
cdapmaueBTUYECKON AEATENBHOCTU

1. JIuuensupoBaHue MPOU3BOJCTBA JEKAPCTBEHHBIX CPEICTB U (papMalleBTUUECKOW AESITeTbHOCTU
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

OCYIIIECTBIISECTCS B COOTBETCTBUU C 3aKOHOaTesbeTBOM Poccuiickoit denepanym.

2. O0s13aTeIbHBIM YCIOBHEM MTPEIOCTABICHUS JIMIICH3UH HA TIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
ABIISIETCSl TMPUIOKEHHE K 3asBJIEHUIO COUCKATENS JUIEH3UU IMEepedHs JeKapCTBEHHBIX GopM M (WiIH)
BUJOB (hapMaleBTHYECKUX CyOCTaHLMH, KOTOpbIE MPOM3BOIUTENH JIEKAPCTBEHHBIX CPEACTB HaMEpeH
MIPOU3BOAUTD.

3. B ciiyuae HEOOXOJMMOCTH PacUIMPEHHs MMPOU3BOICTBA JIGKAPCTBEHHBIX CPENICTB 32 CUET HOBBIX
JEKapCTBEHHBIX (GOpPM M BHIOB (DapMaleBTUUECKHX CYOCTAHIMH IMPOM3BOIMUTENH JIEKAPCTBEHHBIX
CPEICTB JOJDKEH I0JAaTh B JIMICH3MPYIOIIUM OpraH 3asBICHHE O BHECEHUHM H3MEHEHUH B peecTp
JMLEH3UH Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEACTB.

(B pen. @enepanbubix 3ak0HOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N _170-D3)

4. JluneHsus: Ha NPOM3BOJCTBO JIEKAPCTBEHHBIX CPEICTB ((papMaleBTUYECKOW CyOCTaHIIMU CIHUpTa
STHJIOBOTO (3TaHOJA) BBINACTCS TPU YCIOBUHM HAIW4YWsS y OpraHU3allid Ha TpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOT'O BE/ICHUS WM ONEPATUBHOIO YIPABIEHUS OCHOBHOI'O TEXHOJOTUYECKOTO 000pyAOBaHUS
JUIsL TIPOM3BOJCTBA ATHJIOBOTO CIHUPTA, 3apErMCTPUPOBAHHOTO B COOTBETCTBMM €O crarhed 14.1
®denepanpHoro 3akoHa oT 22 HOsO0ps 1995 roma N 171-®3 "O rocynapcTBEHHOM pPETyJIUPOBAHUH
NPOM3BOJICTBA U 00OPOTa ATUIOBOTO CHHUPTA, AIKOTOJIBHOM M CIUPTOCOAEpIKAIIed MPOIYKIMU U 00
OTpaHWYCHUU NOTPeOICHHS (PAaCIIUTHS) aJTKOTOJIBHON POYKITHN" .

(uactb 4 BBeneHa PenepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OcoGeHHOCTM FnUUEH3NPOBaAHMA NPOU3BOACTBA JIEKAPCTBEHHbIX
cpeactB (thapmaueBTUHECKOM CyOCTaHLMKM cnMpTa 3TUNOBOro (3TaHonNa)
(BBenena denepanbHbM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JlelicTBue IHMIEH3MM Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((papMalieBTUYECKOH
CyOCTaHIIMM CHIHMPTAa STWIOBOIO (3TaHOJA) MPHOCTAHABIMBAETCS B YacTU IpaBa Ha IPOU3BOJACTBO
(dapMmarieBTUYeCKON CYyOCTaHIIMKM CIUPTa STHIOBOTO (3TAaHOIA) JHMIEH3UPYIOIMIMM OPraHOM B CIIydasX,
onpeaeneHHbIXx crarbeit 20 denepanbHoro 3akoHa oT 4 mag 2011 roga N 99-®3 "O nuueH3upoBaHUN
OTIENbHBIX BHUJIOB JAEATEIBHOCTU", @ TaKXe Ha CPOK IPUOCTAHOBIIEHUS JEHCTBMS JIMLEH3UU Ha
HPOM3BOJICTBO STHJIOBOTO CIMPTA /sl MPOU3BOACTBA (PapMalleBTUUECKOM CyOCTaHIIMK CIIUPTa ATUIIOBOTO
(aTaHONA), BBIIAHHOW B COOTBETCTBHH ¢ DenepanbHbIM 3aKOHOM OT 22 HOA0pst 1995 roga N 171-@3 "O
roCyJJapCTBEHHOM pEryJIMpOBaHUM IPOU3BOACTBA W 00OpPOTa H3TUIIOBOrO CHHUPTA, AJIKOTOJbHOH U
CHHPTOCOAEpKAIIEH NMPOIYKINUU U 00 OrpaHUYEeHUH NMOTpedIeHNs (PaCUTHs) aJIKOTOIBHON MPOyKIHn".

2. JlelicTBHe JMIIEH3MM Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CpencTB  ((hapManeBTHUECKOM
cyOCTaHIIMM CIHUpTa STWIOBOTO (ITaHOJNIA) B YacTH IMpaBa Ha TMPOM3BOJACTBO (hapMareBTHUECKOM
cyOCTaHIIMM COHMpTa ATUIOBOrO (3TaHOJ]A) MpPEeKpallaeTcs JIUIEH3UPYIONIMM OpPraHoM B CilydYasx,
onpeneneHHbIX cratbeit 20 PepepanbHoro 3akoHa oT 4 mas 2011 roma N 99-®3 "O nuueH3UpOBaHUH
OTIIEIbHBIX BHJIOB JEATEIBHOCTH", a TaKKe C JaThl MpPEKpalleHHUs WM AaHHYJIUPOBAHUS JEHCTBUS
JUICH3UM Ha TPOU3BOACTBO STWJIOBOTO CIHUpPTA JUIsl MPOHW3BOJACTBA (PapMaleBTUUYECKONW CyOCTaHIIUU
CIIUPTa 3TWJIOBOTO (3TaHOJA), BRIJAHHON B COOTBETCTBHH ¢ DenepalbHbIM 3aKOHOM OT 22 HOs0ps 1995
roga N 171-®3 "O rocynapCcTBEHHOM pETYJIMPOBAHUU IMPOU3BOJACTBA U 000pOTa 3TUIIOBOTO CIIHPTA,
AJKOTOJIBHOM W CHUPTOCOAEpIKAIEH MPOAYKIIMH ¥ 00 OrpaHWYeHUW TOoTpedsieHnst (paciuTHs)
AJKOTOJIBHOM MPOAYKIUH".

Cratba 9. [locymapcTBeHHbIM KOHTponb (Hap3op) B cdepe obpalieHus
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

neKkapcTBeHHbIX CpeaAcTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTpOJb (Ham30p) B cdepe oOpamieHnsi JIEKAPCTBEHHBIX CPEICTB
OCYIIECTBIISIETCA MOCPENCTBOM (heepabHOrO TOCYJapCTBEHHOTO KOHTposs (Haa3opa) B cdepe
oOpalieHus: JEeKapCTBEHHBIX CPEACTB U (elepabHOr0 TOCYIApCTBEHHOTO JHUIIEH3MOHHOTO KOHTPOJIS
JESITEIbHOCTH 110 NMPOU3BOACTBY JIEKAPCTBEHHBIX CPENICTB, OCYLIECTBISEMbIX (DeliepalbHbIMU OpraHaMU
UCIIOJIHUTEIILHOM BIIACTH, YIIOJTHOMOYEHHBIMU [IpaButensctBom Poccuiickon denepanuu.

2. Ilpenmerom (denepanbHOTO TOCYJAAPCTBEHHOTO KOHTPOJs (Haa3opa) B cdepe oOpamieHus
JICKAPCTBCHHBIX CPCACTB SABJISIIOTCA:

1) cobmronenre o0s3aTeNbHBIX TpeOoBaHWil B chepe oOpalieHus JEKapCTBEHHBIX CPEICTB, B TOM
qHCIe:

a) TpeOOBaHMII K JOKIMHUYECKUM HCCIEIOBAHUAM JICKAPCTBEHHBIX CPEICTB, KIMHUYECKUM
UCCJIEIOBAHMAM JIEKAPCTBEHHBIX MPENapaTroB, W3rOTOBICHUIO, XPAHEHHIO, TEpPEeBO3KE, BBO3Y B
Poccuiickyro ®enepanuio, OTHYCKy, peanu3alydy, Nepefade, MNpoAaxe JIEKapCTBEHHBIX CPEACTB,
MNPUMCHCHHUIO JICKAPCTBCHHBIX MNPCIapaToB, YHHUYTOXKCHHIO JICKAPCTBCHHBLIX CPCACTB, YCTAHOBJICHUIO
MIPOU3BOJUTENSAMU JIEKAPCTBEHHBIX IpEnapaToB I€H Ha JIEKApCTBEHHBIE IpenapaTrhl, BKIIOUYECHHBIE B
NEPCUCHb JKU3HCHHO HGOGXOI{I/IMBIX ¥ BaXXHEUIIINX JICKAPCTBCHHBIX MPCIIapaTOB;

0) TpeOoBaHUI K COOTBETCTBHIO JICKAPCTBEHHBIX CPEJCTB, HAXOMSIIUXCA B OOpaIlIeHUH,
IoKa3zarcjiiaM KadeCTBa, 3(1)(1)GKTI/IBHOCTI/I n 6630HaCHOCTI/I, YCTAaHOBJICHHBIM B COOTBETCTBUH C HACTOAIIUM
®denepaabHBIM 3aKOHOM;

B) TpeOoBaHMI K COOJIOACHUIO CyOBbEKTaMHU OOpaIleHHUs! JIEKAPCTBEHHBIX CPEJICTB, YKAa3aHHBIX B
yactu | crateu 67.1 Hacrosmero denepabHOr0 3aKOHA, OTPAHUYECHUM, HalaraeéMbiX CcTarbsiMu 67.1 u
67.2 nacrosiero OeaepabHOrO 3aKOHA;

2) coOroIcHUE JIMIIEH3NOHHBIX TPEOOBAHMIA K OCYIIECTBICHHUIO (DapMaIlieBTHUECKOM IeATeTbHOCTH;

3) cobmronenue TpeOOBaHUI K MPEAOCTABICHUIO CyOBEKTaMu OOpalleHusl JeKapCTBEHHBIX CPENICTB
MHQOPMALIUU O JIEKAPCTBEHHBIX CPEACTBaX W (WIM) JIEKAPCTBEHHBIX Ipernaparax, MperyCMOTPEHHOM
cratbsaMu 9.1, 52.1 u 64 nactosiero denepaibHOro 3aKOHa;

Koncynprantlntoc: npumedanue.
C 01.03.2026 1. 4 4. 2 ct. 9 yrpauuBaet cuity (D3 ot 20.10.2022 N 405-D3).

4) cobmroeHue MpeayCMOTPEHHBIX cTaThbeid 55.1 Hactosmero denepanbHOro 3aKOHa TPEOOBaAHUH K
MIPOBEICHUIO SKCIEPUMEHTA 0 OCYIIECTBICHUIO PO3HUYHOM TOPTOBIIM JIEKAPCTBEHHBIMHU MperapaTaMu
JUISE  MEIULMHCKOTO TMPUMEHEHMs, OTIyCKaeMbIMU [0 PELENnTy Ha JEeKapCTBEHHBIM mpemnapar,
JUCTAHIIMOHHBIM CIIOCOOOM.

(. 4 BBennen DenepanbHbiM 3aK0HOM OT 20.10.2022 N 405-D3)

3. Ilpu ocymectBaeHnrn (eaepaabHOro TOCYIapCTBEHHOTO KOHTposs (Ham3opa) B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEACTB MPOBOIATCS CJEAYIOUIME BUIbl KOHTPOJIBHBIX (HAI30PHBIX)
MEPOIIPUATHHN:
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

1) moxymeHTapHasi IpOBEPKa,

2) BbIE3HAs IPOBEPKA,

3) BEIOOPOYHBIN KOHTPOJIb KaueCTBa,
4) KOHTpOJIbHAS 3aKyTIKa;

5) MHCTIEKIIMOHHBIN BU3UT;

6) HabOmoZeHHWEe 3a COOJIOJCHHEM 00s3aTeNbHbIX TpeOOBaHWH (MOHUTOPHUHI OE30MACHOCTH)
(dbapmakonanzop).

4. Opranuzanus ¥ oCyIecTBIeHHE (elepaIbHOT0 TOCYJapCTBEHHOTO KOHTPOJIs (Haa3opa) B chepe
oOpareHust JeKapCTBEHHBIX CpelncTB perynupyrorcs denepanpabiM 3akoHOM OT 31 mrons 2020 roga N
248-®3 "O rocyaapCTBEHHOM KOHTposie (Haa30pe) M MYHHMIMNAIbHOM KOHTposie B Poccuiickoit
®denepanun.

5. BHeruaHoBBIN BBIOOPOUYHBIH KOHTPOJb KauyecTBa MPOBOJHUTCS B TOM YHCIE HAa OCHOBaHHHU
IIPOrPaMMBI IIPOBEPOK.

6. I1maHOBBIHM BEIOOPOUHBIA KOHTPOJIb KAYeCTBA HE MIPOBOIUTCSL.

7. Ilo pe3ynbraTaM BHIOOPOYHOTO KOHTPOJIS KayecTBa HAPALY C PELICHUSMH, MPEAYCMOTPEHHBIMU
®enepanbubiM 3akoHOM OT 31 mrons 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoJie (Haa3ope) u
MYHUITUTIATFHOM KOHTpose B Poccmiickoit denepanuun”, ¢eaepaqibHBIMH OpraHaMU HCIOJHUTEIHLHOMN
BJIACTH, YIIOJIHOMOYEHHBIMH Ha OCYIIECTBICHHE BBIOOPOYHOIO KOHTPOJS KadecTBa, MPUHUMAIOTCS
CJIeTyIOIINE PEIIeHUS:

1) o nmampHeimeM TpakIaHCKOM OOOPOTE CEpPHH, MApTHH COOTBETCTBYIOIIETO JICKAPCTBEHHOTO
CPEIICTBA B ClIy4ae IOATBEPKACHHUA IO Pe3ysbTaTaM IPOBEICHHBIX MCIBITAHUM COOTBETCTBHS KadeCTBa
JIEKApCTBEHHOT'O CPEJICTBA YCTAHOBIIEHHBIM TPEOOBAHUAM;

2) 00 W3BATHH W3 TPAKITAHCKOTO 000pOTa CEpHH, MAPTHH COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpeacTBa B CJIyda€ BBIABJICHUA IO PE3yJIbTaTaM IHNPOBCACHHBIX HUCOBITAHUN HECOOTBETCTBUSI KaduecTBa
JICKApPCTBEHHOTO CPEJICTBA YCTAHOBIICHHBIM TPEOOBAHHSM;

3) o mepeBoje JEKAPCTBEHHOIO CpEACTBA HAa MOCEPUHHBIA BHIOOPOYHBINH KOHTPOJIb KauecTBa
JIEKapCTBEHHBIX CPEACTB B CIy4ae MMOBTOPHOTO BBISBJICHHUS HECOOTBETCTBHS KayecTBAa JIEKAPCTBEHHOTO
CpEeICTBAa YCTAaHOBJICHHBIM TpeOOBaHMAM M (P HEOOXOAMMOCTH) O TMPOBEpKE CyObeKTa oOpalieHHs
JIEKapCTBEHHBIX CPEACTB. Pacxonpl, CBA3aHHBIE C MPOBEACHHEM IOCEPUITHOTO BHIOOPOYHOTO KOHTPOJIS,
OIJIAUYUBAIOTCS TMPOU3BOAUTENIEM JIEKAPCTBEHHOI'O CpEACTBAa JHMOO Jep)KaTeleM WM BlaJelbleM
PETHCTPAIIMOHHOTO yIOCTOBEPEHHS JIEKaPCTBEHHOTO TIpeTapara.

8. denepanpHblii TOCYIapCTBEHHBIN JIMLEH3UOHHBIA KOHTPOJIb AESTEIbHOCTU IO IMPOU3BOJACTBY
JICKapCTBEHHBIX CPEACTB OCYIIECTBISETCS B COOTBETCTBHHM C 3aKOHOJATENIBCTBOM Poccuiickon
denepanuu.

Cratbsa 9.1. Mporpamma npoBepokK
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

(BBenmena denepanbHbiM 3aK0HOM OT 11.06.2021 N 170-D3)

1. B mensix opraHu3anuu BHIOOPOYHOIO KOHTPOJIS KauecTBa JEKapCTBEHHBIX CpeAcTB hopMuUpyercs
nporpamMmma mpoBepOK.

2. Jlna menedl peanusaldy NPOrpamMMbl NPOBEPOK NPOM3BOAMUTENM JIEKAPCTBEHHBIX CPEICTB U
OpraHu3alyy, OCYIIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX Cpeacts B Poccuiickyro ®Denepanuro,
IIPEIOCTABIAIOT B OTHOIIEHWM JICKAPCTBEHHBIX CPEACTB Uil MEAMIHMHCKOIO IIPUMEHECHHS B
YIOJHOMOYEHHBIA (pefiepanbHblii OpraH HMCIOJHUTEIbHON BJIACTH, OCYLIECTBISIOMNN (YHKIHMU 10
KOHTPOJIO W HaaA30py B cdepe 3ApaBOOXpaHEHUs, B OTHOIIEHUM JIEKAPCTBEHHBIX CPEICTB s
BETEPUHAPHOTO NPUMEHEHHs B YIOJIHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIBHON BIIACTH,
OCYILECTBIIIOUIMNA (PYHKIMHU IO KOHTPOJIIO U HAaJ30py B cepe oOpaleHHs JIEKapCTBEHHBIX CPEACTB JUIs
BETEPUHAPHOI0 NPUMEHEHHUs], CBEICHU O CEpUsX, MAPTUAX JIEKAPCTBEHHBIX CPEICTB, MOCTYHAIOIIUX B
rpaxaanckuii o6opotr B Poccwmiickoit denepanuu, B TOpsIKe, COCTaBE M 00BEME, YCTaHOBJICHHBIX
yKa3aHHBIMH (eiepaJIbHBIMI OpraHaMH UCIIOJHUTEIBHOM BIACTH B OTHOLICHUH JIEKAPCTBEHHBIX CPEICTB
JUIs. MEIWLUHCKOTO IPHUMEHEHHS M B OTHOLICHMH JIEKAPCTBEHHBIX CPEICTB Ul BETCPUHAPHOIO
IIPUMEHEHUSI COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok ¢opMHpyeTcs Ha KaleHAapHbId rox B cpok g0 30 mekabps rona,
NPEIIECTBYIOLIETO Oy MPOBEIEHHs BHIOOPOYHOTO KOHTPOJIS.

4. B ciyuae HacTyIuieHHMsI COOBITHH, YKa3aHHbIX B moamyHkTax "0" wm "B" myHkTa 2 dyactu 6
HACTOSAIICH CTaThH, )eepaTbHBIM OPraHOM HCIIOJIHUTEIHHON BIIACTH, OCYIIECTBISIONUM (DYHKIUU IO
KOHTPOJIIO U HaA30py B cdepe 3apaBooxpaHeHus], (eaepaabHbIM OpPraHOM HCIIOJHUTENBHON BIIACTH,
OCYIIECTBISIONUM (DYHKIIMU 1O KOHTPOIIIO U HAA30pY B chepe oOpalieHus: JIeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO TMPUMEHEHHsS, TpPU HEOOXOIUMOCTH BHOCATCS COOTBETCTBYIOIIME H3MEHEHHS B
porpamMmy MpoBEPOK.

5. B nmporpamMmy IIpoOBEpPOK MOTYT BKIKOYATHCA MEPONPUATHS C yYETOM HAPYIIECHUH, BBISABICHHBIX B
pamMKax KOHTPOJIbHBIX (HaJ30pHBIX) MEPONPUATUH 3a IPEAbIIYIINN KaJeHAapHbIN IO/,

6. [IporpamMmma npoBEPOK COAECPIKUT:

1) mepeyeHb JEKAPCTBEHHBIX CPEICTB, 0TOOP 00Pa3IOB KOTOPBIX OYIET OCYLIECTBIATHCSA B paMKax
BBIOOPOYHOTO KOHTPOJISA, (POPMHUPYEMBII C YIETOM PE3yJIbTaTOB TOCYAapCTBEHHOTO KOHTPOJIS (HaI30pa)
B cpepe oOpallieHus JIeKapCTBEHHBIX CPEJICTB 32 KaJICHAAPHBIN T0J1, IPEAIECTBYIOMINN TOAY MPOBEICHHS
BBIOOPOYHOT'O KOHTPOJIS,

2) yka3zaHue Ha COOBITHE, HACTYIJICHHE KOTOPOIO SIBJISIETCS OCHOBAaHMEM Ui OCYIIECTBIICHUS
BBIOOPOYHOTO KOHTPOJIA:

a) MOJyYeHHE CBEACHUH, NMPECTaBIIIEMBbIX B COCTaBe U 00BbEME, YCTAHOBJICHHBIX (enepaabHbIM
OpPraHOM HCIOJHMTEJIBHOM BIACTH, OCYIIECTBISAIOMIMM (YHKIMHM IO KOHTPOJIO M Haa30py B cdepe
3/IpaBOOXpaHeHHs, (hefepalbHbIM OPraHOM HCIOJHHUTENBHOM BIIACTH, OCYIIECTBISIONIMM (DYHKIMH IO
KOHTPOJIIO U HaJ30py B cepe oOpalleHus JeKapCTBEHHbBIX CPEICTB JUIsl BETEPUHAPHOIO MPUMEHEHHUs], O
cepusiX, MapTUSAX JIEKApCTBEHHBIX CPEICTB, MOCTYMAIONIMX B TpakgaHCckuil obopor B Poccuiickoii
Qenepanyy, yKa3aHHbIX B IIYHKTe 1 HacTrosAmled 4YacTH, OPraHU3alUsAMH, OCYIIECTBIIAIOIIHAMU
IIPOU3BOJACTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoin denepanuu U BBO3 JICKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuio;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

0) moJydeHue MOCTYyMNaroel B MOPsAKe, YCTAHOBICHHOM cTaThell 64 Hactosmero denepanbHOro
3aKO0Ha, HH(bOpMaLII/IH 0 HOGO‘IHLIX I[Gf[CTBHSIX, HCIKCJIATCIIbHBIX PCAKIUAX, CCPBC3HBIX HCKEIATCIbHBIX
peaxusaxX, HempeIBUICHHBIX HEKeIaTeIbHbIX PeaklUiX IMpU MPUMEHEHUHU JEKapCTBEHHBIX IMPernapaTos,
00 MHAMBHUIYaJIbHON HEMEPEHOCUMOCTH, OTCYTCTBHM 3(P(PEKTUBHOCTH JIEKApCTBEHHBIX IpenapaToB, a
Takke 00 MHBIX (akTax U OOCTOSTENHCTBAX, MPEACTABISAIONINX YTPO3Y *KU3HU WIH 3I0POBBIO YeJIOBEKa
JII/I60 JKUBOTHOI'O IIpU HNPUMCHCHUU JICKAPCTBCHHLIX IIPCMAPATOB U BBISIBJICHHBIX Ha BCCX IJTallax
oOparreHus JeKapCTBEHHBIX mpemnapaToB B Poccuiickoit deaepannn u Ipyrux rocy1apcTBax;

B) noiyueHue B coorBercTBuu ¢ DenepanpHpiM 3akoHoM oT 31 uronst 2020 roma N 248-d3 "O
TOCYJapCTBEHHOM KOHTposie (Haa30pe) W MYHHIMNAIBHOM KOHTposie B Poccuiickoit denepanun”
CBEJICHUI O MPUYMHEHUHU Bpelna WM 00 yrpose MPUYMHEHHUS Bpena KHU3HH, 30POBBIO TPAKIAH WIIH
KUBOTHBIX.

Cratba 9.2. NocypapCTBEeHHbIM KOHTpPONb (Hag3op) 3a peanusauvend opraHamm
UCNonHUTeNbLHON Bnactu cybbvekToB Poccumnckon depepauum nonHomoumn B ccepe
obpalleHnA NeKkapCTBEeHHbIX CPeacTB ANA MeAULIMHCKOro NpuMeHeHus

(BBenena denepanbubiM 3akoHOM OT 11.06.2021 N 170-D3)

1. T'ocynapcTBeHHBIH KOHTPOJb (HAA30p) 3a pealu3aledl OpraHaMH HCIOJHHUTENbHOM BIIACTH
cyobekToB Poccuiickoit ®Denepanuu moaTHOMOYUN B cdepe oOpalieHus: JEKapCTBEHHBIX CPEICTB IS
MEJIULUHCKOIO IPUMEHEHUs1 OCYLIECTBISAETCA YNOIHOMOYEHHBIM [IpaBurensctBoM Poccuiickoin
denepanyy OpraHoM UCIIOTHUTEILHON BJIACTH.

2. IlpenMerom rocyaapCcTBEHHOTO KOHTPOJIS (HAA30pa) 3a peaau3alreil opranaMu UCIIOJIHUTEIbHOM
BiacTu cyobekToB Poccmiickoit denepanyu moTHOMOYH B cepe oOparieHus JeKapCTBEHHBIX CPEACTB
JUTSE METUITUHCKOTO IPUMEHEHUS SBIISIETCSl COOIOICHHE YITOTHOMOYCHHBIMU OpTaHAMH HCIIOJTHUTETHHON
BJIACTH CyOBekTOB Poccuiickoit denepaniuu METOMMKH YCTAHOBJICHHUS MPEIEIbHBIX Pa3MEPOB OMTOBBIX
HaA0aBOK M TIpelelbHBIX pa3MEpPOB PO3HUYHBIX HAM0aBOK K (DAaKTUYSCKUM OTIYCKHBIM IICHAM,
YCTAaHOBJICHHBIM MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBbIE IpernapaThl,
BKIIIOUEHHBIC B TIEPEUCHB )KMU3HECHHO HEOOXOAMMBIX U BAKHEHIIINX JIGKAPCTBEHHBIX MPENapaToB.

3. Ilpu ocymiecTBIEHUN TOCYAapCTBEHHOTO KOHTPOJsS (HAA30pa) 3a peajnu3anueid OpraHaMu
UCTIOJIHUTENFHONW BJacTH cyObekToB Poccuiickoit denepanmu mnomHoMouuil B chepe oOpamieHHs
JIEKapCTBEHHBIX CPENICTB I MEAUIIMHCKOTO IPUMEHEHHUS IPOBOATCS CIEAYIOIIUE BUABI MEPOIPUATHI:

1) noKyMeHTapHbI€ IPOBEPKH;
2) BBIC3/IHBIC TTPOBEPKH.

4. Opranuzanuss M OCYLIECTBIEHHE TOCYJapCTBEHHOIO KOHTpOJIA (Haa30pa) 3a pealn3anuen
OopraHaMy HCIIOJHUTENBHOW BIacTH CyOBeKTOB Poccmiickoit @Penepannmu mojgHOMOUMHA B cdepe
oOpalieHus: JIEKApCTBEHHBIX CPEIACTB Ul MEIUIMHCKOTO TMPHUMEHEHHs peryiaupyrorca denepaibHbIM
3aK0HOM OT 6 OKTAOps 1999 roma N 184-®3 "OO6 oOmMX MPUHIMITAX OPraHU3AIUHA 3aKOHOJATEITHHBIX
(IpeICTaBUTENbHBIX) M UCIOJHUTENBHBIX OPraHOB TOCYAApPCTBEHHOW BiacTu cyObekToB Poccuiickoii
denepanun".

5. IlonoxeHue O TOCYAAapCTBEHHOM KOHTpoJie (HaA30pe) 3a pealn3alMed opraHaMu
WCIIOJIHUTENIbHON BlacTh cyObekToB Poccuiickoit ®denepanuy moaHOMOYHN B cdepe oOpamieHus
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

JIEKapCTBEHHBIX CPEICTB I MEAUIMHCKOTO MpUMeHeHUs yTBepxaaercsa [IpaBurensctBom Poccuiickoi
denepanuu.

Crtatba 9.3. PermoHanbHbIN rocyAapCTBEHHbIN KOHTPONb (HaA30p) 3a NpUMeHeHneM
LeH Ha fekapcTBeHHble npenapaTbl, BKIIFOYEHHbIe B NepevyeHb XU3HEHHO HEOOXO0ANMbIX
M BaXXHEeMLWMUX JieKapCTBEeHHbIX npenapaToB

(BBenmena denepanbHbiM 3aK0HOM OT 11.06.2021 N 170-D3)

1. PernonanpHBIA rOCYIapCTBEHHBIN KOHTPOJbL (HAA30p) 32 MPUMEHEHHEM IIEH Ha JICKapCTBEHHBIC
npenapaTthl, BKJIIOYEHHbIE B IE€pPEYEHb JKU3HEHHO HEOOXOAWMBIX W BaKHEHIIMX JIEKapCTBEHHBIX
MpenaparoB, OCYIIECTBISCTCS OPraHOM HCIIOJIHMTENIbHON BiacTH cyOwekra Poccuiickoit deneparum,
YIOJIHOMOYEHHBIM BBICIIUM HCIIOJHUTEIBHBIM OPraHOM T'OCYJJapCTBEHHO BiiacT cyobekTa Poccuiickoit
denepanuu.

2. IlpenMeToM pernoHAIIbHOrO TOCYJIapCTBEHHOTO KOHTPOJIsA (HAA30pa) 3a MPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE TIpenaparhl, BKJIIOUYEHHbIE B TMEPEYCHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEMIIUX
JIEKapCTBEHHBIX  IpEnaparoB, SBISAETCS  COONIONEHHE  OpraHu3alMsIMHU  ONTOBOM  TOProOBIH
JIEKapCTBEHHBIMHU CPEICTBAMU, alTEYHBIMU OPTraHU3alUsSIMU, UHIUBUIYATbHBIMUA MPEIIPUHUMATEISIMH,
UMEIOIIMMH  JIMIIEH3UI0 Ha (papMaleBTUUECKyI0 JeATeNbHOCTh, MEIMLIMWHCKUMH OpTaHU3aLUsAMHU,
UMEIOUIUMHU JIMIEH3UI0 Ha (apMalleBTUYECKYIO IEATEIbHOCTh, U X 000COOJIEHHBIMU TOpa3AeICHUIMU
(amOynaropusiMu,  (enpamIEpcCKUMH W (ENbAIePCKO-aKyIIEPCKUMHU  MYHKTaMH,  LEHTpaMH
(otnenenusiMu) oOIIel BpadueOHOM (CeMelHOI) MPaKTHUKH), PACIIOI0KEHHBIMU B CEIBCKUX HACEJICHHBIX
NYHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€YHble OpTaHU3allM{, MPH peaTu3alud JIeKapCTBEHHBIX
npenapaToB TpeOOBaHMNH K NPUMEHEHHUIO II€H, YPOBEHb KOTOPHIX HE JOJDKEH IMpEeBBIIaTh CYMMY
(akTHUECKOW OTIMYCKHOM IIE€HBI, YCTAHOBJIECHHOH IPOU3BOAUTENIEM JIEKApCTBEHHBIX IIpenapaToB, H
KOTOpbI€ HE MPEBBIIIAIOT 3aPETUCTPUPOBAHHBIX MPEAENbHBIX OTIYCKHBIX II€H, U Pa3MEpOB OITOBBIX
Ha/0aBOK M (WJIM) Pa3MepOB PO3HUYHBIX HAJA0aBOK, HE NPEBBIIIAIOIINX COOTBETCTBEHHO pa3MepoOB
IpeJIebHBIX ONTOBBIX HAJI0aBOK U (MJIM) Pa3MEpPOB MpeAebHBIX PO3HUYHBIX HaJ0aBOK, YCTAHOBIECHHBIX
B cyOBekTe Poccuiickoit @eneparuu.

3. OpraHuzanus M OCYIIECTBICHHE PErHOHAIBHOIO TOCYAapCTBEHHOTO KOHTpOJs (Haa3opa) 3a
NPUMEHEHHEM LIEH Ha JIEKapCTBEHHBIE MPerapaThl, BKIIOYEHHBIE B IIEpEUeHb KU3HEHHO HEOOXOUMBIX H
BOKHEHIINX JIEKAPCTBEHHBIX MpenapaToB, peryinpyrorcs enepanbubiM 3akoHoM oT 31 urosst 2020 rona
N 248-®3 "O rocynapCTBEHHOM KOHTpoJe (Haa30pe) M MYHHULIMIAIBHOM KOHTposie B Poccuiickoit
denepanun".

4. llonoxkeHue 0 peruoHaIbHOM TOCYJapCTBEHHOM KOHTpOJIE (HAA30pe) 3a MPUMEHEHUEM LIEH Ha
JIEKapCTBEHHbIE IMpenapaThl, BK/IIOUYEHHbIE B IIEpEYEHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX IPENapaToB, YTBEP)KIAETCSl BBICIIMM HCIOIHUTEIbHBIM OPraHOM TOCYAAapCTBEHHOU
BiacTu cyowrekra Poccuiickoit deneparun.

Cratba 9.4. ®epepanbHbiA rocyAapCTBEHHbIA  JIMLEH3UOHHbIX  KOHTPOJb
OeATeNbHOCTMN NO NPOU3BOACTBY JIeKAPCTBEHHbIX CPeacTB
(BBenmena denepanbHbiM 3aK0HOM OT 11.06.2021 N 170-D3)

1. denepanbHbIl TOCYIAPCTBEHHBIN JIMIIEH3MOHHBIN KOHTPOJIb AECSATEIBHOCTH MO IMPOU3BOACTBY
JICKAPCTBCHHLBIX CPCACTB OCYLICCTBJIACTCA @eﬂepaﬂbHBIMI/I opraHamMu HUCIOJIHUTEIBHOU BJIaCTH,
ynoinHomoueHHbIMU [IpaBuTensctBoM Poccuiickoit denepanuu.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

2. @enepalibHBI TOCYJAPCTBEHHBIN JIMIIEH3MOHHBIN KOHTPOJb ACATEIBHOCTH MO TMPOU3BOACTBY
JIEKapCTBEHHBIX CPEACTB OCYILECTBIISIETCA B COOTBETCTBUM ¢ DenepanbHbIM 3akoHOM OT 4 mast 2011 roxa
N 99-@3 "O nuueH3upoBaHUM OTAECIBHBIX BUAOB AesATeIbHOCTU" 1 DenepaibHbIM 3aKOHOM OT 31 Hroms
2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJi€ (HAaA30pe€) M MYHULUNAIBHOM KOHTPOJE B
Poccuiickoii ®enepanun". B pamkax denepaqbHOro TOCYAapCTBEHHOTO JHMIICH3UOHHOTO KOHTPOJIS
JIeATEIbHOCTH 1O MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJIbHBIE (HAA30pHBIC)
MEPOMNPUITHUS HE TMPOBOJATCS, MPHU ATOM MPOBOAUTCS MEPUOIUUYECKOE MOATBEP)KICHHE COOTBETCTBUS
JTUICH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSIM B COOTBeTCTBHH ¢ DenepanbHbIM 3akoHOM OT 4 Mmas 2011
roaa N 99-®3 "O nuueH3upoBaHUM OTIIEIbHBIX BUJIOB IESTEIBLHOCTH" .

Mnasa 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
JNIEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB AJ1A BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3zpaboTka JeKapCTBEHHBIX CPEJCTB BKJIIOYAET B ce0s IMOMCK HOBBIX (HapMaKOJOTUYECKH
AKTUBHBIX BCIICCTB, nocjcAyromee M3y4YCHHUC HUX JICKAPCTBCHHBIX CBOf/'ICTB, JOKIMHHNYCCKHUEC
WCCIIeIOBaHMs, Pa3pabOTKy TEXHOJOTHM MPOM3BOJICTBA (hapMaIleBTUUECKUX CYyOCTaHIIMH, pa3paboTKy
COCTaBOB U TEXHOJIOTUI IIPOU3BOACTBA JICKAPCTBEHHBIX IIPENapaToB.

2. ®uHaHCOBOE OOecneueHe pa3padOTKHU JIEKAPCTBEHHBIX CPENICTB OCYIIECTBIISICTCS 3a CUET:
1) cpenctB denepanbHOrO OOIKETA;
2) cpencTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpeacTB  NpOU3BOAUTENEH  JIEKAPCTBEHHBIX  CPEACTB  IPU  BBIIIOJHEHUU  HAYYHO-
UCCIIEIOBATENILCKUX pabOT MO JOroBOPY MEXAY pPa3pabOTYMKOM JIEKAPCTBEHHBIX CPEACTB H
IIPOU3BOJUTEIIEM JIEKAPCTBEHHBIX CPE/CTB;

4) UHBIX HE 3aIPEIICHHBIX 3aKOHOAATEILCTBOM Poccuiickoit denepanuy HCTOYHUKOB.

3. HpaBa pa3pa60TqHKa JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAHCKHUM 3aKOHOAATCIILCTBOM.

Cratba 11. [oknuHUYeCKOe wuccnepoBaHUe JIeKapCTBEHHOro cpeacrtBa Ans
MeAULUMHCKOro npuMeHeHus

1. JlokIMHMYECKOE WCCIEeIOBaHUE JISKAPCTBEHHOTO CPEICTBA Il MEAMIIMHCKOTO TPUMEHEHUS
MNpOBOAUTCA IIYTEM HNPHUMCHCHUA HAYYHBIX MCTOJO0B OLNCHOK B HCIAX MNOJYUYCHHA [JOKa3aTCIILCTB
Oe3omacHOCTH, KaduecTBa M Y(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA.

2. I[OKJII/IHI/ILICCKOG HUCCICAOBAHUC JICKAPCTBCHHOI'O CpCACTBa JII MCAUIUHCKOTO IMPUMCHCHHA
MPOBOJUTCS B COOTBETCTBHM C TpaBWJIAMH HaJJIeKallel JIaOOpaTOPHON MPAKTHKH, YTBEPIKICHHBIMH
YHOOJIHOMOYCHHBIM (peﬂepaHLHBIM OopraHoM HCIOJIHUTEIBHOMN BIIACTH.

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

3. Jlnst opraHu3aiu v NpoBeACHUs JOKIMHUYECKOTO UCCIE0BaHUS JIEKAPCTBEHHOIO CPENICTBA JIJIst
MEAMIIMHCKOTO TNpPUMEHEHHUs] pa3pabOTUMKMU JIEKAPCTBEHHBIX CPEICTB MOTYT IPHUBJIEKaTh HAy4YHO-
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

HCCIIEIOBAaTEIbCKAE OpPTraHM3aluy, 00pa30BaTeIbHBIE OPraHU3alMU BBICIIETO OOpa30BaHUS, WMEIOIIHE
HEOOXOMMYI0O  MAaTepUAIbHO-TEXHUYECKYyl0 0a3y M  KBaIM(UIMPOBAHHBIX  CIECLUAINCTOB B
COOTBETCTBYIOLIEH 00JIaCTH UCCIIECTOBAHUSL.

(B pea. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

4. JIOKIMHUYECKOE MCCIENOBAaHUE JIEKAPCTBEHHOIO CPEACTBA UIsl MEAMLMHCKOIO IPHMEHEHUS
NPOBOJIUTCA TIO YTBEPXKIEHHOMY pPa3pabOTUYMKOM JIEKAPCTBEHHOTO CpEACTBA IUIAHY C BEACHUEM
IIPOTOKOJA 3TOr0 MCCIECNOBAHMA U COCTaBIEHUEM OTYETA, B KOTOPOM COAEPIKATCSA PE3yJbTaThl TOrO
UCCICNOBAHMS M 3aKIIOYEHHME O BO3MOXKHOCTU IIPOBEIEHHsS  KIMHHUYECKOIO  HCCIECIOBAHMS
JIEKapCTBEHHOIO IIpenapara Jjisi MEAUIUHCKOrO IIPUMEHEHHUS.

5. [IpoBenenue poBEPOK COOTIOICHUS MPABUIT HAIJISKAIICH JTa0OpaTOPHOU MPAKTUKH M MPABOBBIX
HOPM HCIIOJIb30BaHMs JKHBOTHBIX TPH TMPOBEACHUU JTOKIMHUYECKUX HCCIIECIOBAHUN JIEKAPCTBEHHBIX
CPEIICTB JJIsi MEAMIIMHCKOTO MPUMEHEHHUs OCYIIECTBISETCS YIOJIHOMOUYEHHBIM (heepaabHbIM OpraHOM
HCIIOJIHUTEILHOM BJIACTH.

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

6. Pe3ynpraThl OKIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO CPEACTBA I MEIUIMHCKOIO
MPUMEHEHUST MOTYT OBITh MPEJCTABJICHBI B YIOJTHOMOUYEHHBIH (eAepaibHBI OpraH HCIOIHUTEIBHON
BJIACTU B YCTAHOBJICHHOM IOPSIIKE B LENAX FOCYIaPCTBEHHON PErucTpaliy JIEKapCTBEHHOr 0O IIpenapara.

Cratba 12. [JOKNMHMYECKOe wuccrnegoBaHWe JIEKApPpCTBEHHOro cpeacrtea M
KIIMHMYEeCKOe MuccrnefoBaHMe JeKapCTBEHHOro npenapata AN BeTepuHapHOro
npUMeHeHuns

1. JloknuMHMYECKOEe HCCIIEJOBAaHUE JIEKAPCTBEHHOIO CpEACTBAa AJ BETEPUHAPHOTO MPUMEHEHUs
MPOBOAMTCA IyTeM TMPUMEHEHHS HAayYHBIX METOJIOB OIIGHOK B IENSIX MOJYYeHHUS JJI0Ka3aTelIbCTB
0e30macHOCTH, KauecTBa U 3PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, B TOM YHCIIE OMPEEIICHUsI CPOKa
€ro BBIBEJICHUSI U3 OpPTaHW3Ma KXUBOTHOTO, B IEJsIX oOecredeHus Oe30MacHOCTH MPOIYKIMH KUBOTHOTO
MPOUCXOXKICHHUS MTOCIIe IPUMEHEHUSI COOTBETCTBYIOIIETO JIEKApCTBEHHOTO Mpernapara.

2. JIOKIMHHUYECKOE HCCIEN0BAaHUE JIEKAPCTBEHHOIO CpPEACTBA M KJIMHMYECKOE MCCIEI0BAHNE
JIEKapCTBEHHOT'0 IpernapaTta JUis BETEPUHAPHOTO MPUMEHEHMs, HCCle0BaHue OHMOIKBUBAICHTHOCTH
YKa3aHHOT'O JIEKapCTBEHHOT'O IIpernapaTa MpPOBOAATCS B COOTBETCTBMM C IPABWIAMU, YTBEPHKIAECHHBIMU
YIOJTHOMOYEHHBIM (e/IepaIbHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH.

3. JloknuHUYEeCKOe HCCIEAOBaHUE JIEKAPCTBEHHOTO CPEACTBA W KIMHUYECKOE HCCIIeJOBAaHUE
JIEKapCTBEHHOTO Tpernapara [uisi BETEPUHAPHOTO TMPUMEHEHHs] MPOBOIATCS IO YTBEPKACHHOMY
pa3paboTUMKOM JIEKQpPCTBEHHOTO CpEACTBA IUIAHYy C BEICHHEM IPOTOKOJIOB ITHUX HCCICIOBAHUA H
COCTaBJIEHHMEM OTYETOB, B KOTOPBIX COAEPKATCS PE3YJIbTAaThl STUX UCCIIETOBAHUIMA.

4. Jlns opraHu3allii U MPOBEIACHUS JTOKJIMHUYECKOIO MCCIEIOBAHUS JEKAPCTBEHHOTO CPEJCTBA U
KJIMHUYECKOT'O UCCIIEIOBaHMS JIEKAPCTBEHHOT'O MIperapaTa Jijlsl BETEpUHAPHOTO MPUMEHEHUS pa3padoTUNK
JIEKapCTBEHHOTO CPEJICTBA MOXKET MPUBIEKATh OpraHU3aIlMd, UMEIOIINEe HEOOXOAUMYIO0 MaTepHalbHO-
TEXHUYECKYI0 0a3y U KBaTM(UIUPOBAHHBIX CIEIIMATUCTOB B COOTBETCTBYIOIIEH 00J1aCTH HCCIeA0BaHUS.

5. KinHudeckue uccieqoBaHMs JIEKApCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOIO NPUMEHEHUS
MPOBOIATCA B BETEPUHAPHBIX OpPraHU3alMsgX M B OpPraHM3alUAX, OCYILECTBIIOIIMX pa3BEIACHUE,
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(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

BBIPAILMBAHUE U COAEPIKAHUE JKUBOTHBIX, B LIEJIAX:
1) ycraHOBIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPENApaTOB 310POBBIMU KUBOTHBIMU;

2) mnoxbopa ONTUMAJIbHBIX JO3UPOBOK JIEKAPCTBEHHBIX INpemaparoB U Kypca JIeYeHHUs Ha
KOHKPETHOU TPYIINE KUBOTHBIX C OMPEACICHHBIM 3a00JIEBaHUEM;

3) ycranoBieHus 6e30nmacHOCTH M 3((HEKTUBHOCTH JICKAPCTBEHHOTO TMpernapara, mpeHa3HaueHHOTO
JUISL JIEYEHUS] ONpeeTICHHBIX 3a00JIeBaHUI KUBOTHBIX, MM 3(P(GEKTUBHOCTH JIEKAPCTBEHHOTO IpenapaTa
JUTSE PO IIIAKTUKY 3a00JIEBaHUI 3I0POBBIX KUBOTHBIX;

4) wn3ydyeHHs BO3MOXHOCTEH pacHIMpeHUsl IOKa3aHUM K NPUMEHEHHUIO 3aperucTpUpPOBAHHOIO
JIEKapCTBEHHOTO Iperapara 1 BbISBICHUS paHee HEU3BECTHBIX MOOOUHBIX JEHCTBUM.

6. Knmuuueckoe wuccieqoBaHue JEKApCTBEHHOTO Ipemnapara Ui BETEPUHAPHOTO MPUMEHEHUS
OCYILECTBIISICTCS 32 CYET CPEACTB Pa3pabOTUMKa JIEKAPCTBEHHOTO CPECTBA.

7. Otdersl O pe3yibTaTax JOKIMHUYECKOTO MCCIEIOBAHUSA JIEKAPCTBEHHOI'O CpEACTBA U
KJIMHUYECKOTO  MCCIENOBaHMs JIEKAPCTBEHHOIO Ipernapara s BETEPUHApPHOTO  NPUMEHEHHUs
COCTaBIJIAIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOI'O CPEJICTBA C YYETOM 3aKIIOYCHHH OpraHu3alui,
NPUHUMABIIUX y4acTHE B OPraHU3alMK U MPOBEJCHUN ITUX UCCIIEOBAHUI.

8. KOHTpOHI: 3a MPOBCACHUCM JOKIIMHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB U
KIMHHUYCCKHX I/ICCJ'ICILOBaHI/Iﬁ JICKAPCTBCHHBIX  IIp€aparoB A  BETCPHUHAPHOI'O  IMPUMCHCHHA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (pellepaHLHBIM OopraHomM HCIIOJIHUTEILHOM BIACTH.

Maea 6. OCYLWECTBJIEHME FOCYOAPCTBEHHOW PETMCTPALIUN
JNEKAPCTBEHHbIX NMPEMAPATOB

Cratba 13. locyaapcTBeHHas permcrpauma nekapcTBeHHbIX nNpenapaToB
(B pen. ®enepanbHoro 3akoxa ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.

JomnyckaeTcss MPUMEHEHUE B MEIULMHCKUX LEISX HE 3aperuCTPUPOBAHHBIX B P® neKapCTBEHHbBIX
MpenaparoB, CoAepKaIIMX HAPKOTHUECKHE CPEACTBA HIIM TICUXOTPOITHBIC BEIIECTBA, BBE3CHHBIX B PD
B COOTBETCTBUH C 4. 3.1 cT. 47 nanHoro nokymenta (I. 8 cr. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoit deaepaiuu 10MyCcKarOTCsl MPOU3BOACTBO, U3TOTOBIICHUE, XPaHEHUE, TIEPEBO3KA,
BBO3 B Poccuiickyro ®enepaumio, BeiBo3 u3 Pocculickoir denepanuu, pekiama, OTIIYCK, pealu3anus,
nepegavya, MpPUMEHEHHE, YHUYTOXKEHHE JICKapCTBEHHBIX IpPEnaparoB, €ClIHM OHH 3aperucTPUPOBAHbBI
COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MUCTIOJTHUTENILHON BIACTH.
(dactp 1 B pen. DeaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. l'ocynapcTBEHHON perucTpaluy MoJIexkKaT:

1) Bce nexapCTBEHHbIE Mpenaparhbl, BIEPBbIC MOJICKAIIMEe BBOAY B oOpamieHue B Poccuiickoit
®Denepauny;
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JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

2) InekapcTBEHHbIE TMpenaparhl, 3aperUCTPUPOBAHHBIE paHEe, HO MPOU3BEIECHHBIE B IPYIHX
JIEKapCTBEHHBIX (POPMAxX B COOTBETCTBUH C IEPEUYHEM HAMMEHOBAHHH JIEKAPCTBEHHBIX (OpPM, B HOBOM
JIO3UPOBKE MPH JI0KA3aTEIbCTBE €€ KIMHUUYECKON 3HAYMMOCTH U 3(PPEKTUBHOCTH;

3) HOBBbIE KOMOWHAIIMY 3aPETUCTPUPOBAHHBIX paHee JeKapCTBEHHBIX MpenapaToB.

3. TocynapcTBeHHasi perucTpaiys JeKapCTBEHHBIX IMPernapaToB OCYHIECTBISETCS MO pe3yibTaTtaM
HKCHEPTH3bl JIEKAPCTBEHHBIX CPEICTB, a TOCYNAapCTBEHHAs perucTpanus OpQaHHBIX JIEKapCTBEHHBIX
MIPEernapaToB OCYLIECTBIIAETCA IO pe3yJibTaTaM »d3KCHEPTU3bl JIOKYMEHTOB, NPEICTABICHHBIX IJIf
oIpezesieHUs] BO3MOKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar Al MEAULIHUHCKOIO IPUMEHEHUs
IpU OCYIIECTBICHHUH TOCYJAapCTBEHHON pPETUCTpallud B KayecTBE OpP(AHHOTO JIEKaPCTBEHHOI'O
Ipenapara, U 1o pe3yJibTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPECTB.

4. T'ocymapcTBEHHAs pETrUCTPAIHs JICKAPCTBEHHOTO TMpenapara OCyIeCTBISIETCS] COOTBETCTBYOIIMM
YIOJHOMOYEHHBIM (e/lepajbHbIM OPraHOM HCIIOJIHUTENIFHONW BIIACTH B CPOK, HE TNPEBBIIIAIONIUIN CTa
MIECTUACCITH PadOYuX THEH CO JHS TMPHUHATHS COOTBETCTBYIOIIETO 3asBICHHUS O TOCYJapCTBEHHOMN
pPETrUCTpalliy JIEKAPCTBEHHOTO MpemapaTa. B yka3aHHBIM CPOK BKIIFOUAETCS BpeMs, HEOOXOAMMOE st
MTOBTOPHOTO TIPOBEACHUS JKCIEPTH3bl JICKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU CO CTaTheh 25
Hacrosiiero denepanbHoro 3akoHa. Cpok TOCyIapCTBEHHOW PETHUCTpalluu JIEKApCTBEHHOTO Mperapara
UCUYUCIISIETCS. CO JHS TIPUHSATHS COOTBETCTBYIONIMM  YIIOJTHOMOYEHHBIM (peZIepalbHBIM  OpPTaHOM
HCHOHHHTCHBHOP'I BJIaCTHU COOTBGTCTBYIOH_IGI‘ (0] 3adABJICHUA (0] FOCy,[IapCTBeHHOf/'I peFI/ICTpaI_[I/II/I
JIEKapCTBEHHOTO TMpenapara ¢ MPUIOKEHHEM HEOOXOAMMBIX JOKYMEHTOB 1O JI€Hb BBbIIAYd
PETUCTPAIIMOHHOTO YJJOCTOBEPEHHUS JIEKApCTBEHHOTO Mpenapara. Bpems, Heo0Xoaumoe Jisi HarpaBJIeHUs
YIIOJITHOMOYEHHBIM  (peZIepaIbHBIM OPTaHOM  HCTIOJHUTEIBHOM BJIACTH 3ampoca O TMPeCTaBICHUU
HGO6XOHI/IMBIX MaTepI/IaJIOB 148 HpCI[CTaBJICHI/I}I 3asBUTCIIEM OTBECTA HA IIaHHBIfI 3anpoc B COOTBETCTBHUU CO
cratbsiMu 16, 19 u 23 Hacrosmero denepadbHOr0 3aKOHA, HE YYUTBHIBAECTCS MPU MUCUYUCIECHUU CPOKa
roCyJJapCTBEHHOM perucTpaliu JIEKapCcTBEHHOTO Ipenapara.

5. T'ocynapcTBEHHOM pErucTpalyy HE MOJIEHKAT:

Koncynbrantlntoc: npumevanue.
C01.03.2025 B . 1 4. 5 cr. 13 BHOCATCS u3menenus (P3 ot 30.12.2021 N 463-D3).

1) nexapcTBEHHbIE Npenaparbl, W3rOTOBJICHHBIE AaNTEYHBIMU OpPraHU3aLUsMH, BETECPHUHAPHBIMU
anTEeYHbIMM OpPraHU3alMsIMU, UHAWBUIAYAIBHBIMU MPEIIPUHUMATEISIMU, KOTOPbIE UMEIOT JIMICH3UIO Ha
(apMaIeBTUYECKYIO0 JAEATENbHOCTh, II0 pElenTaM Ha JIEKapCTBEHHBIE IpernapaTthl W TpeOOBaHUAM
MEIUIUHCKUX OpraHU3alui, BETEPUHAPHBIX OpraHu3aluii;

2) JieKapCTBEHHBIC TPENaparThl, MPHOOpEeTeHHbIC GU3NISCKUMU JTUIIAMU 3a TipeenaMu Poccuiickoi
denepannu U MpeAHA3HAYEHHBIE JIJIS TMYHOIO UCIIOJIb30BaHNUS;

3) nekapcTBeHHbIEC IIpenapathl, BBo3uMbIe B Poccuiickyro denepanuio A okazaHuss MEIUIIMHCKON
MIOMOILY MO >KM3HEHHBIM MOKAa3aHUSAM KOHKPETHOI'O NAlMeHTa Ha OCHOBAHWM Pa3pEIICHUs, BbIJAHHOTO
YIOJTHOMOYEHHBIM ()e/IepalIbHbIM OPTaHOM HCIIOJIHUTEIBHOU BIIACTH;

4) JICKApCTBCHHBIC CPEACTBA, BBO3HWMEBIC B POCCHﬁCKYIO q)ez[epaumo Ha OCHOBAHHHM BBIAAHHOI'O
YHOJHOMOYCHHBIM @enepaanLIM OopraHom HUCIIOJIHUTEILHON BIIACTH paspeicHud U NpCAHAa3HAYCHHBIC
A1 OPOBCACHUSA KIMHUYCCKHUX I/ICCJ'IG,Z[OBaHI/Iﬁ JICKApCTBCHHLIX IIp€rapatoB U (I/IJ'II/I) IIPOBCACHUA
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HKCMEPTU3bl  JIEKAPCTBEHHBIX CPEJICTB  JUIS  OCYLIECTBJIICHUS TOCYJapCTBEHHOW  perucTpaluu
JIEKapCTBEHHBIX MPEMapaToB;

5) dbapmanieBTHUECKHE CYOCTaHITNY;

6) paguodapManeBTHYECKHE JICKApCTBEHHbIE Ipernaparbl, HW3rOTOBJICHHBIE HEMOCPEICTBEHHO B
MEIUIUHCKUX OpraHu3alMsAX B IOPSJIKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (elepanibHbIM OpPraHOM
UCIIOJIHUTEIILHOM BIIACTH;

7) nexapcTBEHHBIE MpenapaThl, IPOU3BOAUMBIE AJI HKCIIOPTA.
6. He nonyckaercs rocyiapcTBEHHasi perucTparys:

1) JexapCcTBEHHBIX IMpemnapaToB, OTIMYAIOMIMXCSA JPYyr OT Jpyra KadeCTBEHHBIM COCTaBOM
JIEUCTBYIOIIMX BEUIECTB, O]l OIMHAKOBBIM TOPrOBbIM HAUMEHOBAHHEM;

2) OIHOTO JIEKAPCTBEHHOTO IIpernapaTa, MPeACTaBICHHOTO Ha TOCYJapCTBEHHYIO PETUCTpAIHIO B
OTHOIICHHWKU OJHOI'0 MW TOIO 3KC JOCpKATCIIA WKW BJIAaACIIbla PEruCcTpaliuOHHOrO YIAOCTOBCPCHUA
JICKApCTBEHHOTO TIperapara B BUAE ABYX M Ooyiee JIEKAPCTBEHHBIX TMPEMapaToB IO Pa3InYHBIMH
TOProBbIMHW HAMMCHOBAHUSMU.

(m. 2 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 37eKTpoHHOW (opMe HIM Ha OyMa)XHOM HOCHUTENE) CyObeKkTa oOpalieHus
JIEKapCTBEHHBIX  CPEICTB  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHoOM
WCIIOJIHUTENIbHON  BJIACTH, OCYIIECTBIISIIOUIUM  TOCYJAPCTBEHHYIO  PETUCTPALMIO  JIEKAPCTBEHHBIX
[IpenapaToB, B YCTAHOBJIIEHHOM MM IOPSIKE OCYILIECTBIISAETCS HAYYHOE KOHCYJIBTUPOBAHUE MO BOIPOCAM,
CBSI3aHHBIM C  TIPOBEJICHUEM  JIOKJIMHUYECKUX  HUCCJIEJIOBAHMM, KIMHMUYECKUX  MCCIEIOBAaHUMN
JICKapCTBEHHBIX IMpernapaToB, HKCIEPTHU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB, 3(G(HEKTUBHOCTH H
0€30MacHOCTH, C OCYIIECTBICHHEM TOCYJapCTBEHHOW pPETUCTpallii JIEKaPCTBEHHBIX IIPeraparos.
KoHcynpTpoBaHuEe OCYyIIECTBISETCS C MpuUBJIeUeHUuEM (eaepaabHbIX TOCYJapCTBEHHBIX OIOKETHBIX
YVUpEeXKIEHUH, MOABEAOMCTBEHHBIX JaHHOMY (eneparbHOMYy OpraHy HCIOJTHHTEIbHOW BIIACTH W HE
Y4acTBYIOUIMX B OpraHU3allMd MpPOBEICHMS SKCIEPTH3bl KauecTBa JIEKAPCTBEHHBIX CPEJICTB B LEJSAX
OCYILECTBIIEHUSI UX TOCYJAPCTBEHHOW PErucTpalid B COOTBETCTBUU CO CTaThed 16 HACTOSLIETO
@DenepalIbHOTO 3aKOHA, B BUJE OTBETa B MUCHbMEHHON (hOopMe YHMOJTHOMOYEHHOTO (efepanibHOro opraHa
WCIIOJIHUTENIbHOM BJacTH Ha 3ampoc. Pa3smep B3uMaeMol ¢ 3asBUTENs IUIAThl OMNpEAeNseTcs B
COOTBETCTBHMH C 3akoHoaaTtenbcTBoM Poccuiickoit deneparuu 00 opraHu3amvy MPEIOCTABICHUS
TOCYIapCTBEHHBIX ¥ MYHUIUMNAIbHBIX yciuyr. Wudpopmanuss 00 OCYIIECTBIEHHH HAYYHOTO
KOHCYJIbTUPOBaHUS, B TOM 4YHCIIE CTaTbH, 0030pbl, CIpaBOYHble MaTepuanbl W HWHas uHopmauus ob
OCYIIECTBIICHUN HAYYHOT'O KOHCYJIHFTUPOBAHUS, pa3MeIlaeTcs Ha O(QOUIIMaTbHOM CaliTe YIIOJTHOMOYEHHOTO
dbenepalbHOTO OpraHa HMCHOJHUTEIBHOW BiacTH B ceTd "MHTepHET" ¢ COONIOCHHUEM OTpaHWYCHUH,
YCTAaHOBJICHHBIX ~ 3aKOHOJATEIbCTBOM O  [EPCOHAIBbHBIX  JIAHHBIX, KOMMeEpYecKod u  (WiH)
rOCyIapCTBEHHOM TaliHE.

8. T'ocymapcTBeHHast perucTpanus JIEKapCTBEHHBIX INPENaparoB, KOTOpPbIE NpEIHA3HAYEHbl IS
NPUMEHEHUS B YCJIOBUSAX BOEHHBIX JICMCTBUN, YpE3BBbIYAWHBIX CHUTyallud, MPEeAyNpeKICHUS
Ype3BbIUANHBIX CUTyallud, MPO(UIAKTUKHA U JIeUeHUs 3a00JIeBaHHM, MPEACTABISIOMUX OMACHOCTh JUIS
OKpPYXaroIIMX, 3a00J1eBaHUi U MOpaKEHU, MOITYYSHHBIX B pe3yJIbTaTe BO3ACHCTBUS HEOIAronpUsSTHBIX
XUMHUYECKHX, OMOJOTMYECKHX, paJuallMOHHBIX (PaKTOPOB, M KOTOpPbIE Pa3pabOTaHbl B TOM YHCIE IO
3agaHuio (eaepanbHbBIX OPraHOB MCIIOJHUTENBHON BIIACTH, YIOJHOMOYEHHBIX B O0JIaCTH OOOPOHBI
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CTpaHbl U 0€30MaCHOCTH I'OCYJapCTBa, a TAKXKE JICKAPCTBEHHBIX CPEJACTB B Clyyae UX JIEQEKTYpbl WIH
pHCKa BO3HUKHOBEHHs JeQEeKTypbl B CBSI3M C BBEAECHHMEM B OTHoumieHuu Poccuiickoit ®Penepanuu
OTPaHUYUTEIIBHBIX MEpP JKOHOMHYECKOIO XapakTepa OCYIIECTBIISIETCA B IOPSAKE, YCTAHOBICHHOM
IIpaBurensctBOM Poccuiickoit @enepanyu.

(B pen. ®enepanbubix 3aKk0HOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratbs 14. MpuHUMNBLI 3KCNEepTU3bl NIeKaPCTBEeHHbIX CPeacTB
(B pen. @enepanbHoro 3akoxa ot 22.12.2014 N 429-03)

1. DkcnepTU3a JEKapCTBEHHBIX CPEACTB OCHOBBIBAETCS HA MPUHIIMIAX 3aKOHHOCTH, COOJIOJICHUS
npaB U cBOOOJA YeNOBeKa M Tpa)KAaHWHA, MpaB IOPUIWYECKOTO JIMIA, HE3aBUCHMOCTH HKCIIEpTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH H TIOJHOTHI HCCJIEIOBAaHUM, MPOBOJUMBIX C HCIOIb30BAHUEM
COBPEMEHHBIX JOCTI)KCHUHW HAayKd U TEXHUKHU, OTBETCTBEHHOCTH (elepalibHOTO TOCYJIapCTBEHHOTO
OFO/DKETHOTO YUPEXKACHUS IO TPOBEIACHHUIO AKCIEPTU3BI JICKAPCTBEHHBIX CPEICTB M OJKCIIEPTOB 3a
MPOBEJICHUE U KAYECTBO IKCIIEPTU3BI.

2. DKcrnepTu3a JIEeKapCTBEHHBIX MPEMapaToB A MEJUIIMHCKOTO IPUMEHEHHsSI BKJIIOYaeT B ceOsl:

1) skcnepTH3y TOKYMEHTOB, IPEICTABJICHHBIX ISl OINpeneseHHs BO3MOXKHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN Mpenapar i MEIUIWHCKOTO TPUMEHEHUS TPU OCYIIECTBICHUH TOCYAapCTBEHHOM
pPErucTpalry B KauecTBe OppaHHOIO JEKapCTBEHHOTO Mpernapara;

2) BKCIEPTU3Y NPEI0KEHHBIX METOJ0B KOHTPOJISI KaYeCTBa JIEKAPCTBEHHOTO CPEACTBA M KauecTBa
MIPEICTABJICHHBIX 00pa3IoB JIEKAPCTBEHHOTO CPEICTBA C MCIOJb30BAaHUEM JTHUX METONOB (maiee -
AKCIIEPTU3A KAYeCTBA JICKAPCTBEHHOTO CPE/ICTBA);

3) o9KcrmepTH3y OTHOILIEHUS OKHUIAeMOW TMOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHUs
JIEKapCTBEHHOTI'O Mpernapara;

4) SKCHEPTU3y PETUCTPAIMOHHOTO OChE Ha JIGKAPCTBEHHBIM Mperapar B MLENSIX OINpeIeIeHUs
B3aMIMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPEMApaTOB IS MEIUIIMHCKOTO IPUMEHEHUSI.
(. 4 BBennen DenepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

3. DkcrepTr3a JEKapCTBEHHBIX IMPENapaToB s BETEPUHAPHOTO NMPUMEHEHHs BKIIOYAeT B ceOs
DKCIEPTU3Y KayecTBa JIEKAPCTBEHHOIO CPEACTBA M DKCIEPTU3Y OTHOIICHUS OKHIAEMOW IMOJB3blI K
BO3MO>KHOMY PUCKY IPUMEHEHMSI JIEKAPCTBEHHOI'O IIpenapara.

Cratba 15. ®depepanbHoe rocyAapcTBeHHOe OHOQKeTHOe yupexaeHue no
npoBeAeHUI0 3KCNepTU3bl NIeKapCTBEHHbIX CPeaAcTB

DKcnepTH3a JIEKapCTBEHHBIX CPENICTB MPOBOAUTCS (eiepalibHbIM TOCyAapCTBEHHBIM OIOIKETHBIM
YVUPEXKIEHUEM COOTBETCTBYIOIIETO YIOTHOMOYEHHOTO (pereparbHOro opraHa MCHOTHUTEIHHOW BIACTH,
CO3MIaHHBIM il oOecrevyeHHs MCIIONHEHUsl IOJHOMOYMM 3TOoro (eaepaabHOrO0 Opra€Ha IO Bblaue
paspelnieHuii Ha TPOBEICHHE KIMHUYECKUX MCCIICOBAHUN JIEKApCTBEHHBIX MpernapaToB U (WIH) IO
roCy/AapCTBEHHON PETUCTpallii JIEKapCTBEHHBIX MIPENapaToB (Jajiee - SKCIEPTHOE YUPEKACHUE).

CraTtbs 16. OpraHmMsaumsa npoBeneHns 3KCNepTU3bl IeKapCTBEHHbIX CPeaCcTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)
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1. DOkcmepTu3a JIEKAPCTBEHHBIX CPEACTB IPOBOAUTCS KOMHUCCHEH OSKCIIEPTOB HKCIEPTHOIO
yUpEeKJIeHUS, HA3HAUEHHON €ro pyKOBOAMTEJIEM, Ha OCHOBAHMM 3a/IaHUsl Ha MPOBEJIEHUE IKCHEPTU3bI
JIEKApCTBEHHOT'O CPEJCTBA, BBIAAHHOTO YIIOJHOMOUYEHHBIM (heJiepalbHbIM OpPraHOM HCIOJHUTEIBHOM
BJacTu. PykoBoauTeNb 3KCIEPTHOrO yUpexkaAeHUs: oOecredrBaeT HaJyiekallee MpoBeIeHNEe HKCIEPTU3HI
JIEKApCTBEHHBIX CPEICTB B COOTBETCTBUU C 3aJ@aHHEM, BBIJAHHBIM YIOJHOMOYEHHBIM (heaepanbHbIM
OpraHOM HCIIOJIHUTENIBHOMN BIIACTH, U OPraHU3yeT MOJArOTOBKY CBOJIHOTO 3aKJIIOUEHUS 3TOM komuccuu. B
COCTaB ATOH KOMHMCCHUH TI0 PEIICHUIO PYKOBOAMTEINS SKCIIEPTHOTO YUPEKICHHUS MOTYT ObITh BKJIIOUEHBI B
KauyecTBE SKCIEPTOB JIMIIA, HE padOTaoIIre B TaHHOM HKCIIEPTHOM YUPEXKACHUHU, €CIIU UX CIIeUaIbHbIE
3HaHUS HEOOXOOMMBI JJsi TNPOBENCHHUS OHKCHEPTH3bl W TaKHE HKCHEPThl OTCYTCTBYIOT B JaHHOM
HKCIIEPTHOM YUPEKIACHUU.

2. DKCHepToM IO TMPOBEAEHUIO IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB SIBJIAETCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YYPESKICHHS, KOTOPBI WMEET BBICIIEE MEIUIIMHCKOE, (hapMalleBTHYECKOE,
OMOIOrHYeCcKOe, BETEPUHAPHOE WM XUMHUYECKOe 00pa30BaHMe U MPOBOAUT IKCIEPTU3Y JIEKAPCTBEHHBIX
CPEJICTB B TIOPSJIKE MCTIOJHEHUSI CBOMX JIOJDKHOCTHBIX 00sI3aHHOCTEH (HaJiee - IKCIepT).

3. Ilpu nmpoBeaeHNH IKCIEPTU3BI JEKAPCTBEHHBIX CPEACTB IKCIEPT HE MOXKET HAXOAUTHCS B KAKOM-
a100 3aBUCHMOCTH OT JIMIIA, HA3HAYMBLIETO 3Ty AKCIEPTHU3Y, pa3pabOoTUMKa JIEKAPCTBEHHOI'O CPENCTBa
WIN JPYTUX 3aUHTEPECOBAHHBIX B PE3yJIbTaTax dKCIEPTU3bI JIULL.

4. Tlpm mnpoBeAeHHUH OHKCHEPTU3Bl JIEKAPCTBEHHBIX CPEICTB HE JOMyCKaeTcs HCTpedoBaTh y
3asiBUTENsE JIMOO WHBIX JIMI[ MaTepualibl, HEOOXOMUMBbIC i TPOBEACHHUS OHKCIEPTH3bl. B cimyuae
HEJOCTATOYHOCTH MPEJICTaBICHHBIX S3KCIEPTy MaTepHalioB Uil Jayd 3aKJIIOYEHHs] SKCHEPT CTaBUT
BONPOC O TIPEACTAaBICHUU €My HEOOXOAWMBIX MAaTEpUANIOB TIepell PYKOBOAMTEIEM 3KCIIEPTHOTO
YUpEeXKJIEHUS, KOTOPBIH 0o0paliaeTcsi ¢ COOTBETCTBYIOLIUM 3allpOCOM B YIIOJIHOMOYEHHBIN (henepaabHbIi
OpraH HCIOJIHUTEIbHON BIACTH, BBIJABIIMKA 3aJaHUE HA MPOBEICHHUE SKCIEPTU3BI JIEKAPCTBEHHOTO
cpencTBa. YKazaHHbIN (hellepaibHBIA OpraH UCIOJHUTEIBLHON BIACTH B TEUEHHUE IMATH paboOyuX HEH Co
JHS TIOCTYIUIEHMSI 3alpoca PYKOBOAUTENSI SKCIIEPTHOIO YUPEKACHHS HAIPABISAET 3asBUTENIO 3alpoc O
MPEJICTAaBICHUH HEOOXOIMMBIX MaTepuasoB. JJaHHBINA 3ampoc MOKET ObITh NepeaaH yIMOJTHOMOUYEHHOMY
MPEACTABUTEIIO 3asIBUTENS JIUUYHO T10J] PACIUCKY, HAMIPaBJIEH IO MOYTE 3aKa3HBIM TUCHMOM WJIU NepeaaH
B DJIEKTPOHHOM (hopMe MO TEeIeKOMMYHUKAIIMOHHBIM KaHalaM CBs3HM. B ciydae HampaBiieHHs JaHHOTO
3arpoca Mo MOoYTe 3aKa3HbIM ITMCbMOM OH CUMTAETCS IOJYYEHHBIM 10 MCTEUYEHUHU IIECTH AHEW C ATkl
HaNpaBJIeHUs 3aKa3HOTO MUChMa.

(uactsb 4 B pen. @enepanpHoro 3akona ot 25.11.2013 N 317-D3)

4.1. 3asBuUTEns 0053aH MPEACTABUTH OTBET HA 3alpOC YIOJIHOMOYEHHOTO (eaepallbHOro OpraHa
UCTIOJIHUTENIFHON BJIACTH B CPOK, HE MPEBBIIAIONIMN JEBIHOCTa pabouuX THEH CO JHS ero MOJIyueHHs.
YonHOMOYEeHHBIN (eepaIbHbI OpraH MCIIOJIHUTENIbHON BJIACTH, BBIIABIIMKI 3a/JlaHWE Ha TPOBEICHUE
9KCHCPTU3BL JICKAPCTBCHHOTI'O CPCACTBA, B TCUCHHUC IIATU pa60tmx I[Hef/'l CO HA TMOCTYIUICHHUA OT
3asgBUTENS OTBETA HAa JAHHBINA 3allpoc HampaBisieT TaKOW OTBET B DKCHEPTHOE yupexjeHue. B cimyuae
HCIIPCACTABJICHHUA IO HMCTCUCHHUH JOCBAHOCTA pa60q1/1x I[H€I>'I 3asBUTCIIEM OTBETa Ha IIaHHBIfI 3a1pocC
YIIOJITHOMOYEHHBIN (he/lepaibHbId OpraH MCIOJHUTEIHLHON BJIACTH, BBIJABIINN 3aJaHUE Ha TPOBEICHUE
9KCHCPTU3LI JICKAPCTBECHHOI'O0 CpCACTBA, B TCUYCHUC IISATU p3.60‘-II/IX HHeﬁ HaIMpasJIKICT B OKCICPTHOC
yUpEeKJIEHHUE YBEJAOMIICHHE O HENpEJCTaBICHUU 3asBUTENIEM OTBETa Ha 3alpoc YKa3aHHOTO OpraHa.
Bpemst co qHS HampaBieHMs 3alpoca SKCIEPTHOTO YUPEKACHUS B YIOJTHOMOUYEHHBIH (enepanbHbIi
OpraH UCHOJHUTEIHHOW BIACTU 10 JHS IMOJIyYEHHUS SKCIEPTHBIM YUPEKICHHEM OTBETa Ha 3ampoc WU
YBCAOMIICHUA O HCHOPCACTABJICHUHN OTBETAa Ha 3alpOC HE YYUTHIBACTCA HOpPH HCUUCICHUHU CpPOKa
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IPOBEJICHUS SKCIEPTHU3HI JIEKAPCTBEHHOTO CPEACTBA.
(uactsb 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe perucTpallMOHHOTO J0ChE€ Ha JICKAPCTBEHHBIM mpemnapar A MEIUIMHCKOTO
IIPUMEHEHUSI COJEPXKUTCS MpelycMOTpeHHas crarbed 18, uacthto 1.1 cratem 30 wu cratbeir 34
Hacrosimero dexepalbHOrO 3aKOHA KOMNMS PELICHHsS YINOJIHOMOYEHHOro (efepalbHOro OpraHa
UCIIOJTHUTEIBHOM BJIACTH O MPOBEAECHUU WHCIEKTHUPOBAHUS MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJACTB,
IKCHEPTY 10 O(OpMIIEHUS pe3yJbTaTOB SKCHEPTU3bl JIEKAPCTBEHHOIO CPEACTBA IPENOCTaBISIETCS B
NOpSAIKE M Ha YCJIOBUSX, KOTOpPbIE NPEAyCMOTpeHbl 4YacTsamu 4 u 4.3 HacTosAled cTaTbu, KOMMS
3aKJIIOYEHUS O COOTBETCTBUM IIPOM3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHUAM IPaBUI
Ha/JIeKalleidl MpPOU3BOJCTBEHHONW MPAKTUKU, BBIJAHHOTO YHOJHOMOYEHHBIM (peepanbHbIM OpPraHOM
UCTIOJIHUTENIbHON BIIACTH.

(uacts 4.2 BBeneHa @enepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asgBuTens 00s13aH MPEACTABUTH B YIOJHOMOYECHHBIH (PeiepaibHBI OpraH HCTOJHUTEIHHOU
BJIACTH KOIMIO 3aKJIIOYEHHUS O COOTBETCTBHH IPOM3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHHIM
IIPABWJI HAJUIEKANIEW IPOU3BOACTBCHHOM IPAKTUKA B CPOK, HE IPEBBINIAIOIIMKA CTa BOCBMMIECATH
pabouux aHEH co AHA TOJYYEHHUS 3ampoca O ee MPEeIOCTABICHUHU. YTOJIHOMOYEHHBIH (enepanbHbIit
OpraH HCIIOJIHUTEJIBHOM BJIACTH, BBIJABINUM 3aJaHHE HaA IPOBEACHHUE DKCIEPTHU3BI JIEKAPCTBEHHOIO
CpeICTBa, B TEUCHUE MATH PabOUYMX AHEW CO JHS IMOCTYIUICHHS OT 3asBUTEINsI KOMUHM 3aKIIOUYEHUS O
COOTBETCTBUM  INPOU3BOAMTENS JICKAPCTBEHHBIX  CPEJICTB TpeOOBaHMAM IPAaBMI  HaJUIeXkKallei
IIPOM3BOJICTBEHHON NPAKTUKH, HANIPABIISIET €€ B DKCIIEPTHOE yupexacHue. B ciydyae HempezacTaBiieHUs
3adABUTEIEM B YKA3aHHBIA CPOK KOIMH 3aKIIIOYEHUS O COOTBETCTBUU IPOU3BOIUTEINSA JIEKAPCTBEHHBIX
CpeACTB TpeOOBaHHMAM TPAaBWII HaJUIeXkKalleil MPOM3BOJICTBEHHON MPAKTUKKA  YIMOJTHOMOYECHHBIH
(denepanbHbI OpraH MCIOJHUTEIBHOM BJIACTH, BBIAABIIUI 3aJaHUEe HA IPOBEICHUE HKCIEPTHU3BI
JIEKApCTBEHHOT'O CPEJICTBA, B TEUCHHE MATH PAa0OYMX IHEW HampaBisieT B SKCIEPTHOE YUPEKIACHUE
YBEAOMJICHHE O HENPEJCTABICHUU 3asABUTEIEM KONHUHM 3aKIIOYEHHS O COOTBETCTBUU IIPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPEOOBaHMAM MpaBWII HAAJEKaIIeld MPOU3BOJCTBEHHOW NpakTUKU. Bpewms co
JIHsSl HalpaBJIEHWs] 3alpoca 3KCIEPTHOTO YUPEXIEHUs B YIOJIHOMOYEHHBIH (QenepanbHblii oprax
WCIIOJTHUTENIBHOM BJIAcTU [0 JAHS IOJYYEHHUS DSKCIEPTHBIM YUPEXKJIECHUEM KOIUU 3aKJIIOUEHUS O
COOTBETCTBUM  NPOU3BOAMTENS JICKAPCTBEHHBIX CPEJICTB TpeOOBaHMAM IPAaBMI  HaJUIeXKallei
IIPOM3BOJCTBEHHON IPAaKTUKM WM YBEJOMJIEHUS O €€ HEIPEICTaBICHUM HE YYUTHIBAeTCS IpU
VCYHCIICHUH CPOKa MPOBEACHUS HKCIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA.

(uactsb 4.3 BBenneHa PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

5. DkcmepT mNpu MPOBEIECHUM MOPYUYEHHOM €My pPYKOBOJIUTENIEM O3KCHEPTHOTO YUPEKICHHS
AKCIIEPTU3HI JICKAPCTBEHHOTO CPEACTBA 00sI3aH:

1) mpoBecTH TIONHOE WCCIEOBAaHUE TIPEACTABICHHBIX €My OOBEKTOB, MaTepuajoB, JaTh
000CHOBaHHOE H OOBEKTHBHOE 3aKIIOYCHHE 110 TIOCTaBJICHHBIM TIepel] HHUM BONpOCaM WU
MOTHUBHPOBAHHOE 3aKJIIFOYEHHE O HEBO3MOXHOCTH TIPOBEICHUS UM OKCIEPTHU3BI JIEKAPCTBEHHOTO
CPEJICTBA, €CJIM TIOCTABJICHHBIE BOMPOCHI BBIXOIST 32 MPEIENbI CIICIUABHBIX 3HAHUHN dKCIEpTa, 0ObEKTHI
WCCJICIOBAHUM U MaTepHaJIbl HETPUTOIHBI WJIM HEJIOCTATOYHBI JIJIsi TIPOBE/ICHUS WCCIICIOBAHUA W JTadu
3aKJIFOYEHUs] JIMOO COBPEMEHHBIM ypOBEHb Pa3BUTHS HAYKH HE TO3BOJISIET OTBETUTHh HA TOCTaBJICHHBIE
BOITPOCHI;

2) He pas3riiamarh CBEACHUS, KOTOPbIE CTAalu €My HU3BECTHBI B CBSI3M C MPOBEACHUEM SKCIEPTU3BI
JIEKapCTBEHHOT'O CPEJCTBA, a TaKXKe CBEICHMSI, COCTABJISAIOUINE T'OCYIapCTBEHHYIO, KOMMEPUYECKYI0 WIIH
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MHYIO OXPaHAEMYIO 3aKOHOM TaiHy;
3) obecrieunTh COXpPAaHHOCTD MPEICTABICHHBIX 00BEKTOB UCCIEIOBAHUN U MATEPUAIIOB.
6. DKCepT He BIPABE:

1) mpoBOIUTH SKCHEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA MO OOPAILEHHIO HEMOCPEICTBEHHO K HEMY
OpraHu3anuii Win GU3NIeCKux JIUi;

2) caMOCTOSITENTbHO COOMPATh MaTEpUAIIbI IS TPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOTO CPE/ICTBA;
3) IpOBOAMTH SKCIEPTU3Y JIEKAPCTBEHHOT'O CPEJCTBA B KAYECTBE HETOCYIaPCTBEHHOIO KCIEPTA.

7. B ciaydae HeoOXOAMMOCTH OSKCHEpPT BIPaBE XOJAaTalCTBOBAaTh Iiepe] PYKOBOAUTEIIEM
HKCIIEPTHOTO YUPEXKIACHHS O MPUBJICYEHUH K ITPOBEACHUIO IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA APYTHUX
AKCIIEPTOB.

8. Kaxnplil sKCepT, BXOJAIIMA B COCTAaB KOMHUCCHUM SKCIEPTOB, KOTOPOWU MOPYUEHO MPOBEICHUE
AKCIIEPTU3bl JIEKAPCTBEHHOTO CpPEJICTBA, HE3aBUCUMO M CAMOCTOSITEIBHO TPOBOAMUT HCCIEAOBaHUS,
OLICHUBAET PE3yJIbTaThl, IMOJyYEHHbIE MM JIMYHO W APYTHUMHU SKCIEepTaMH, U (POpMYIHpPYeT BBIBOIBI
OTHOCHUTCIIBHO IMMOCTABJICHHBIX BOIIPOCOB B MPEACTIaX CBOUX CIICHUAJIBHBIX 3HAHUH.

9. PesynbTaThl SKCIEPTHU3BI JIEKAPCTBEHHOT'O CpeACTBa O(OPMIISIOTCS 3aKIIOUYEHHEM KOMHUCCUU
HKCHEPTOB. B 3aKII0YeHWH KOMHCCHHM SKCIEPTOB YKa3bIBAIOTCS IEpPEYeHb HCCIIEAOBAaHUM, 00BbeM
MIPOBEJCHHBIX KaXIbIM AKCIIEPTOM HCCIIEJOBAHUM, YCTAHOBJICHHbBIE KAXKIBIM U3 HUX (DaKTHI U CAeTaHHbIE
B pe3yJIbTaTe UCCIIEI0BAHUI BBIBOJIBI. DKCIIEPT, MHEHHE KOTOPOI'O HE COBIAJAET C PEILIEHUEM KOMHUCCUU
HKCIIEPTOB, BIIPABE BHIPA3UTh CBOE MHEHUE B MHCbMEHHOU (popMe, KOTOpoe MpruoduiaeTcs K 3aKII0UYCHUI0
KOMHCCHH KCIIEPTOB.

10. DOxkcnepTsl, BXOAAILIME B COCTaB KOMHCCHHU, NPEAYyNPEXIAIOTCS 00 OTBETCTBEHHOCTU B
COOTBETCTBUU C 3aKOHOAATENbLCTBOM Poccuiickon @enepanuu 3a nady 3aKIIOYEHHUs, COACPIKALIETO
HEOOOCHOBaHHbBIE WU (albCU(PULIIMPOBAHHBIE BBIBO/IBI, O YEM OHU AAIOT HOJIHCKY.

11. Onpenenenve ypoBHs podecCHOHATBLHON MOATOTOBKU AKCIEPTOB U aTTeCTAllds UX Ha MPaBO
MPOBE/ICHUS] IKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB OCYHIECTBISFOTCS SKCIEPTHO-KBATU(PUKAITMOHHBIMH
KOMUCCHSIMH B TOPSIIKE, YCTAHOBJIEHHOM COOTBETCTBYIOIIUM YITOJHOMOYEHHBIM (pelepabHbIM OPTaHOM
UCTIOJTHUTENIFHON BJIacTU. YPOBEHb MPOPECCHOHATHHON MOATOTOBKU AKCIEPTOB MOIJICKUT TIEPECMOTPY
yKa3aHHBIMH KOMHCCUSIMU HE PEXKe YeM OJIMH Pa3 B ISITh JIET.

12. IlpaBwiia HpPOBEAEHUS HKCIEPTHU3bl JIEKAPCTBEHHBIX CPEIACTB M OCOOEHHOCTH HKCHEPTHU3BI
OTJENBHBIX BUAOB JICKAPCTBEHHBIX IpenapaToB (peepeHTHBIX JIEKApCTBEHHBIX IPEMNaparos,
BOCIIPOM3BEJICHHBIX JIEKAPCTBEHHBIX IIPENapaToB, OHOJOIMYECKMX JICKApPCTBEHHBIX IpPENaparos,
OnoaHanoroBelx (OMOMOMOOHBIX) JIEKAPCTBEHHBIX TMpenapaToB (OMOAHAIIOTOB), TOMEONATHYECKUX
JIEKapCTBEHHBIX MPENapaToB, JEKaPCTBEHHBIX PACTUTEIbHBIX MPENapaToB, KOMOMHALNIN JIEKAPCTBEHHBIX
npenapatoB), (OpPMBI 3aKIIOYEHUH KOMHCCHM OSKCIIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOLIUM
YIOJHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEIBHOMN BIIACTH.

(uactb 12 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

Koncynprantllntoc: npumeuanue.

Ho 31.12.2023 nna npemapatoB, NOpPOU3BEACHHBIX B P® B HemIX HMIOPTO3aMENIEHUS,
YCTaHABIMBAETCS PEXKUM YCKOPEHHOH TMpOLEAyphl TOCPETUCTPAlUd B  COOTBETCTBHH  C
Ilocranosnenviem IIpaBurensctBa PO ot 12.03.2022 N 353.

CraTtba 17. Nopaya v paccmoTpeHue 3asiBNIeHUA O rocyJapCTBEHHOW perucrTpauum
nekKapcTBeHHOro npenaparta AnA BeTepMHapHoOro npumMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlns rocyJapCTBEHHOH perucrpauyMy JEKapCTBEHHOTO Ipenapara /i BETEPUHAPHOIO
NPUMEHEHUs1 Pa3pabOTUMK TAKOrO JIEKAPCTBEHHOI'O Ipenapara MM YHOJIHOMOYEHHOE UM Jpyroe
IOPUIMYECKOE JIUIO (Jajiee B HACTOSIEH CTaTbe - 3asBUTENb) IPEACTABISIET B YHOJHOMOYEHHBIN
(benepanbHbIl OpraH MCIOJHUTEIBHON BJIACTH, OCYLIECTBISIOIIMN TI'OCYJApCTBEHHYIO PErMCTPaLUIo
JIEKapCTBEHHBIX NPEnapaToB [yl BETEPUHAPHOTO IPUMEHEHHUs, B JIEKTPOHHOH (popMe min Ha OyMaXHOM
HOCHUTEJIC 3asiBJIEHUE O TOCYAAapCTBEHHOW pPEerucTpalyy JIEKapcTBEHHOrO Ipernapara Jjsi BETepUHAPHOTO
NPUMEHEHHUS, a TAKXKE B IOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (eiepaaIbHbIM
OpPraHOM MCIIOJHUTENBHOM BJIACTH, B 3JEKTPOHHOM (GopMe MM Ha OyMaKHOM HOCHTENEe HEOOXOIMMBbIE
JOKYMEHTBI, U3 KOTOPBIX (OPMHPYETCS PETHCTPALMOHHOE J0ChEe Ha JICKAPCTBEHHBIM Ipemapar Jyis
BETEPUHAPHOI'O IPUMEHEHUS.

2. B 3asBieHUN 0 rocyAapCTBEHHOW PETUCTPALMK JIEKAPCTBEHHOIO IIpenapara i BETEpUHAPHOIO
IPUMEHEHHUs YKa3bIBAIOTC:

1) HauMeHOBaHME U aPEC 3asABUTEIISA, Pa3padOTIMKa U MPOU3BOAUTEIS JIEKAPCTBEHHOT'O Mpernapara
JUIsL BETEPUHAPHOIO IPHMEHEHUS M aIpec MecTa OCYIUECTBJICHUS IPOU3BOJACTBA JICKAPCTBEHHOI'O
npenapara Juisi BETEPUHAPHOIO NPUMEHEHMs (B Cllydae HAJIM4YUsl HECKOJBKHMX YYacTHHMKOB IIpoliecca
IPOM3BOJICTBA HEOOXOAUMO YKa3aTh KaXKJJOI0 U3 HUX);

2) HaMMEHOBaHUE JICKAPCTBEHHOTO Ipernapara JJisi BETePUHAPHOTO MPUMEHEHHUs (MEXyHapOIHOE
HENaTeHTOBAHHOE, WM IPYIIHUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHHS);

3) NEpCUCHb HGﬁCTByIOH.[HX N BCIIOMOTraTCJIbHBIX BCHICCTB, BXOAAINIUX B COCTAB JICKAPCTBCHHOI'O
nmpenapara JJji1 BETCPUHAPHOTIO IIPUMEHCHHU A, C YKa3aHUEM KOJIMYCCTBA KAXKI0I'0O U3 HUX;

4) nexapcTBeHHas Qopma, JO3UPOBKA, CIIOCOOBI BBEACHHWS W TNPUMEHEHHS, CPOK TOIHOCTH
JIEKapCTBEHHOT'O Ipernapara Jiisi BETEpUHAPHOTO MPUMEHEHUS;

5) papmakoTrepaneBTHUECKAs TPYIIA;

6) HeOOXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOM MpOLEeAyphl KCIEPTU3bI JEKApCTBEHHBIX CPEACTB B
LEJISX TOCYTAPCTBEHHOMN PEeTrucTpaliy JICKapCTBEHHOTO IIpenapara;

7) KONUM TOKyMEHTOB, OATBEPKIAIOIIMX YIIATy TOCYIapCTBEHHON MOIUTHHBIL:

a) 3a MPOBEJCHUE HKCIEPTHU3bl KayecTBa JIEKAPCTBEHHOI'O CPENCTBA M HKCIEPTU3bl OTHOIIECHUS
0’KMJAEMOH TI0JIb3BI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOI'O IIpenapara Ui BETEpUHApPHOTO
IIPUMEHEHUS [IPU €T0 TOCYAAPCTBEHHONW PEruCTPaLlny;
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0) 3a BBIJaUy PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Tperapara;

8) Hanmuuue coryiacus, MNPEAYCMOTPEHHOTO YacTbl0 7 HACTOAIIEH CTaThU, €CIM C MOMEHTa
peructpanuu pedepeHTHOrO JICKapCTBEHHOTO IMperapara sl BETEPUHAPHOTO TPUMEHEHHUS IPOILIO
MECHEC 4EM HICCTH JICT.

(B pen. ®enepanpHoro 3akona ot 13.07.2015 N 241-D3)

3. PeructpanmoHHoe 1Oche B LENAX AKCIEPTU3bI JIEKAPCTBEHHOIO INpemnapara il BETEpUHAPHOIO
npUMeHeHUs1 GOPMHUPYETCS U3 CIEAYIOIUX JOKYMEHTOB U CBEICHUI:
(B pea. @exnepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBemeHnst 0 nare MPENOCTAaBICHHS W PETHCTPAIMOHHOM HOMEpE JMIEH3WH Ha MPOM3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB, NPEAOCTABICHHONH MPOU3BOMUTENIO PETUCTPUPYEMOTO JIEKApCTBEHHOTO
npenapara Juisi BETepUHApHOTO IPUMEHEHUS], ISl POCCHICKUX PONU3BOIUTENCH;

(B pen. @enepanbhbix 3ak0HOB 0T 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2) cBeneHusl O JaTe MPEAOCTaBJICHUA M PErHCTPAlMOHHOM HOMEpE JIMIIEH3MHM Ha MPOM3BOACTBO
JIEKapCTBEHHBIX CPEICTB, MPEJOCTaBICHHOW MPOU3BOAUTENIO (hapMaleBTHUECKOW cyOcTaHIuH,
BXOJISIILIEH B COCTAB PErUCTPUPYEMOrO JIEKAPCTBEHHOTO IIpernapara Jjisi BETEpUHAPHOIO PUMEHEHHUS], 1S
POCCUICKUX IIPOU3BOAUTEIIEH;

(B pen. @enepanbubix 3aKk0HOB 0T 04.06.2018 N _140-D3, o1 27.12.2019 N 478-D3)

2.1) komus NOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOIUTENS JIs
KOKIOM  IPOU3BOACTBEHHOM  IUIOIIAAKH  PETUCTPUPYEMOTO  JIEKAPCTBEHHOrO  Ipemapara  Juis
BETEPUHAPHOTO MPUMEHEHUS M MOATBEPKAAIOLIETO COOTBETCTBUE IPOU3BOJAMTEIS JIEKAPCTBEHHOTO
npemnapara TpeOOBaHUSAM [IPaBUII HAJIeKaIIed MPOU3BOICTBEHHOM MPAKTUKU, U €ro MEPEBO] Ha PyCCKUil
S3bIK, 33aBEPEHHbIC B YCTAHOBJIEHHOM IOPSIKE, a TakXKe KOMMs 3aKJIIOYEHHUS O COOTBETCTBUU
MIPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MPaBUI HaAJEXalled MPOU3BOJCTBEHHON
MPAKTHKH, BEIIAHHOTO YIOJTHOMOYEHHBIM (De/iepaTbHbIM OPTaHOM HCIIOIHUTENBHON BIACTH AJIS KX IO
MIPOU3BOACTBEHHOM IIJIOIMIAJKH PETUCTPUPYEMOIO JIEKAPCTBEHHOTO IpernapaTta il BETEPUHAPHOTO
MPUMEHEHUS, MO0 KOMHS PEIICHUs] O MPOBEACHUN WHCIICKTHPOBAHUS MPOU3BOIUTEINS JEKAPCTBEHHBIX
CPEJICTB, MPUHSATOrO YIMOJIHOMOYEHHBIM (heiepaqbHBIM OpraHOM HCHOJIHHUTEIbHOM BIACTH Ui KaXKAOU
MPOU3BOACTBEHHOMN IJIOMAIKK PETUCTPUPYEMOIrO JIEKAPCTBEHHOTO TMpernapata s BETEPUHAPHOTO
MIPUMEHEHUS. YKa3aHHbIE JOKYMEHTBI IPEICTABIAIOTCS B ClIy4ae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOTO
rpernapara ocyuecTisieTcs 3a npeaenamu Poccniickonn denepanuu;

(m. 2.1 BBeaeH ®enepanbabiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomusi JOKYMEHTAa, BBIJIaHHOTO YIOJIHOMOYEHHBIM OpPIaHOM CTPaHbl IPOU3BOJUTENS
bapmalieBTUYECKOM cyOcTaHIMH U MOITBEP K IAIOIIETO COOTBETCTBHE MIPOU3BOIUTENS
(dapMmarieBTUYECKON CyOCTaHIINH, BXOSIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara Jyis
BETEPUHAPHOIO MPUMEHEHUs, TPeOOBaHUAM IpaBWJI HaJJIeKallel MPOU3BOJCTBEHHON MPAKTUKU, U €ro
IIEPEBOJ] HA PYCCKUH S3bIK, 3aBEPEHHbIE B YCTAaHOBJIEHHOM IIOpSAJKE, B Cllydae, €Clu MPOU3BOACTBO
(dhapmareBTUUeCKON CyOCTaHIIMK OCYIIECTBISIETCS 3a npeaenamu Poccuiickoit deneparuu;

(. 2.2 BBeneH PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

3) mOpoeKT HOPMAaTHUBHOTO JIOKyMEHTa Ha JIEKAPCTBEHHBIM TMpemapaT najs BETEpUHAPHOIO
MIPUMEHEHUS;

4) MOKyMEHT, COAEpKaIllui Cleayrmyo uHopMaIuoo o (GapMareBTHYSCKON CyOCTaHIIMUA WITH
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JoKyMeHT npeaocTassieH KoHcynbTaHTaoc
DaTa coxpaHeHus: 10.07.2023

dapmaleBTUYECKUX CYOCTaHLUAX, BXOASIIMX B COCTaB JIEKAPCTBEHHOTO Mpernapara Juisi BETEpUHAPHOTO
MPUMEHEHUS:

a) HauMEHOBaHWE (apMalleBTUUSCKONH CyOCTaHIIMHM, €€ CTPYKTypa, oOmmue cBoicTBa (mpu
I‘OCYI[apCTBeHHOI\/'I perucTpannun I/IMMYHOGI/IOJIOFI/I‘-IGCKI/IX JICKApCTBCHHBIX npenapaTton JJISL
BETCPUHAPHOTO TNPUMEHEHUsI MPEICTABISIOTCS CBEICHHS O INTaMME, BKJIIOYash €ro HauMEHOBAHHE,
UH(POPMAITUIO O IPOUCXOKICHHUH, €r0 CBOMCTBAX, XaPAKTEPUCTUKAX M MECTE JICTIOHUPOBAHUS);

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

0) HaMMEHOBaHUE U APEC MPOU3BOIAUTEIIS;

B) TEXHOJIOTHA IMPONU3BOACTBA C OIMMCAHHUEM CTaI[I/Iﬁ IMPOU3BOACTBA U METOJOB KOHTPOJIA HAa BCEX
CTaaudgX IMPOU3BOACTBA,

r) wuHpOpMamMs O TpuUMecix (HE TMPEACTaBIsSETCS TPH TOCYAAPCTBEHHOW PErHCTpPaluH
UMMYHOOHOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaToB AJsl BETEPUHAPHOTO MPUMEHEHHS);
(B pen. ®enepansuoro 3akona ot 02.08.2019 N 297-D3)

1) criendukanysi Ha (papManeBTHIECKy0 CyOCTaHIUIO (HE MPEAICTaBIAETCS PU roCy1apCTBEHHON
perucTpayi MMMYHOOHOIOTHYECKHUX JIEKAPCTBEHHBIX MIPENapaToB [yl BETEPUHAPHOTO IPHUMEHEHUS);
(B pen. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

€) OIMCaHue METOJIMK KOHTPOJISI KauecTBa;

K) pe3yinpTaThl aHaimu3a cepuil (apMaleBTHUECKOW cyOcTaHIMM (HE MPEACTaBISAIOTCS IpU
TOCYJapCTBEHHON  perucTpalii  MUMMYHOOHMOJIOTMYECKHX  JICKQPCTBEHHBIX  MpenapaToB IS
BETEPUHAPHOTO IPUMEHEHMUS);

(B pen. ®enepansHoro 3akona ot 02.08.2019 N 297-D3)

3) HepequL CTaHI[apTHBIX 06pa3u013 1 BCUICCTB, I/ICHOHL?)yeMBIX HpI/I OCYH.[GCTBJIGHI/II/I KOHTpOJ'DI
KauecTBa,

1) OIIMCaHUE XapAKTEPUCTUK U CBOMCTB yIIaKOBOUYHBIX MaTEpUAJIOB U YKYIIOPOUHBIX CPENICTB;

K) JIlaHHble O CTaOMJIBHOCTH (HE TIPEICTaBIAIOTCS TIPU TOCYAAPCTBEHHOW PETUCTPAIU
UMMYHOOHOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaToB AJsl BETEPUHAPHOTO NPUMEHEHHS);
(B pen. ®enepansuoro 3akona ot 02.08.2019 N 297-D3)

JI) CPOK F'OJTHOCTH, yCJIOBUSI XpaHEHMUS],

Koncynsrantltoc: npumedanue.

[Ipu yckopeHHOU Tmpolenype perucTpaudd BOCHPOM3BEACHHOTO Ipenapara JOIyCKaeTcs
HENPE/JCTABICHNE OINUCAHUS METOJOB M MX JOKYMEHTAJIBHOTO IMOATBEPKAEHUS, MPU MHUCbMEHHOM
00s13aTeNbCTBE WX MPEACTaBUTH B TeueHwe 12 wmecsimeB co aHs peructpanuu ([locraHoBieHue
[TpaButensctBa PO ot 12.03.2022 N 353).

5) OTUCT O pe3yJibTaTax AOKIMHUYCCKOTO HMCCICIOBAHUA JICKAPCTBCHHOIO CpPEACTBA JJId
BCTCPUHAPHOI'O IMIPHUMCHCHUA, BKJIIOYAIOIIMI ONMCaHNUE MCTOHOB OIIPECACIICHUA OCTATOYHBIX KOJHUYCCTB
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

JIEHCTBYIOIIETO BEIIECTBA (ACHCTBYIONIMX BEIIECTB), JAOCTUTAIOMIETO (JOCTUTAIONIUNX) CHCTEMHOTO
KPOBOTOKA, B TPOAYKIHH >KUBOTHOTO TMPOMCXOXKIEHHUS IOCIIe MPUMEHEHHsI TaKOTO JIEKapCTBEHHOTO
CPEJICTBA, a TAaK)Ke JJOKYMEHTAILHOE IMOATBEPKACHHE (BATHIAINS) YKa3aHHBIX METOJIOB;

(B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) oTuer O pe3yibTaTaXx KIMHUYECKOTO MCCIEIOBAHUS JICKApCTBEHHOIO IIpemapara s
BETEPUHAPHOIO IPUMEHEHUS y KaKIO0r0 BUAA )KMUBOTHBIX, YKAa3aHHBIX B MHCTPYKIUH 10 BETEPUHAPHOMY
IIPUMEHEHUIO;

7) IPOEKT MHCTPYKLUHU IO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapaTa, coaepxKalen
CJIEAYIOLINE CBEICHUS:

a) HAMMEHOBAHUE JIEKAPCTBEHHOTO Npernapara sl BETEpUHAPHOIO MPUMEHEHUs (MEXIyHapOaHOe
HEMaTeHTOBAaHHOE, UM IPYNIUPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHHU);

0) nexapcTBeHHas: (popMa ¢ yKa3aHHEM HaMMEHOBAHUHN M KOJIMYECTBEHHOT'O COCTaBa JIEHCTBYIOIIMX
BELLECTB U KAUECTBEHHOI'0 COCTAaBa BCIIOMOraTEIbHBIX BEILLECTB;

B) ONMCAHUE BHEIIHErO BU/IA JIEKAPCTBEHHOTO NIpenapaTa Jjsl BETEpUHAPHOIO IPUMEHEHUS;

r) (hapmakoTepaneBTHUECKas IpyMIa JEKapCTBEHHOTO MpernapaTa JJis BETepUHAPHOTO MPUMEHEHUS
WIM yKa3aHue "ToOMeonaTH4eCKHU JIEKapCTBEHHbIN Ipenapar';

n)  ¢apmakoguHamMuka U (apMakokMHETHKAa (32 HCKJIIOYEHHEM  (DapMaKOKHHETUKH
FOMEONAaTHUYECKUX JIEKAPCTBEHHBIX IPENapaToB M PACTUTEIbHBIX JIEKAPCTBEHHBIX IPENapaToB) WIH
OTMCaHHe UMMYHOOHOJIOTHUYECKUX CBOWCTB JIEKAPCTBEHHOT'O MIperapara;

€) MoKa3aHusA 1JIs IPUMEHEHUS;
) MPOTUBOINIOKA3aHUS JJIsl IPUMEHEHUS;
3) MEpBI IPEJOCTOPOKHOCTH NPU IPUMEHEHUH;

1) yKa3aHHe BO3MOXKHOCTU U OCOOCHHOCTEH NMPUMEHEHHs Y OepEMEHHBIX )KUBOTHBIX, Y )KUBOTHBIX B
MIEPHUO/ JTAKTAI[UH, Y TOTOMCTBA KUBOTHBIX;

K) PeKHUM JO3UPOBAHUS, CIOCOO BBEACHUS U MPUMEHEHHS, MPU HEOOXOAMMOCTH BpeMs Mpuema
JIEKapCTBEHHOTI'O TMpernapara JJisi BETepUHAPHOTO MPUMEHEHUS, IPOJOJIKUTENBHOCTD JICUEHUS;

J1) BO3MOXKHBIE MMOOOYHBIE JEUCTBUS, HEXeNaTelIbHbIe peaklUy MPU MPUMEHEHUH JIEKapCTBEHHOTO
mpernapara Jisi BETepUHAPHOTO TPUMEHEHUS;

M) CUMITOMBI IIEPETO3UPOBKHU, MEPBI IO OKA3AHUIO TOMOILH TPH MEPETO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IIperapaTaMu U (WJIn) KopMaMu;
0) (GopMBI BBIITyCKa JIEKAPCTBEHHOTO MIpenapara /jsl BETEpPUHAPHOTO NPUMEHEHMS;

1) ykazaHue (MpH HEOOXOIUMOCTH) OCOOEHHOCTEW MAEHCTBHSI JIEKAPCTBEHHOTO Npenaparta Jis
BETEPUHAPHOI'0 NPUMEHEHHUS IIPU TIEPBOM IIPUEME WIIU NP €r0 OTMEHE;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

p) omucanue (Ipu HEOOXOAMMOCTH) JACHCTBUN CHEIUANIKNCTa B 00JIACTH BETEPUHAPHH, BIIaJIEbIla
JKUBOTHOTO TPH TPOMYyCKe NpHeMa OIHOW WM HECKOJBKHX J103 JIEKapCTBEHHOTO IMpernapara Jyis
BETEPUHAPHOTO IPUMEHECHUS;

(B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CpPOK TOAHOCTM M YKa3aHHE Ha 3ampeT MPUMEHEHUs JIEKapCTBEHHOIro Ipernaparta s
BETEPUHAPHOTO MPUMEHEHHS IO UCTEUEHUHU CPOKa TOJHOCTH;

T) YCIIOBHUSI XpaHECHHUSI;

y) YKa3aHHe Ha HEOOXOJUMOCTh XpaHEHMs JIEKAPCTBEHHOrO Mpernapara Ui BETEpUHAPHOTO
IIPUMEHEHUS B MECTaX, HENOCTYIIHBIX JJIs JCTEH;

¢) ykazanwme (pu HEOOXOIUMOCTH) CHEIHMAIBHBIX MEpP MPEIOCTOPONKHOCTH TPU YHHUTOKEHUU
HEHUCTOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB AJis BETEPUHAPHOTO MIPUMEHEHHUS,

X) CPOKM BO3MOXHOTO HMCIOJIb30BaHUSI MPOIYKIUU KUBOTHOTO MPOUCXOXKIEHUSI MOCIIE BBEACHUS
’KUBOTHOMY JIEKapCTBEHHOTO Mpernapara i BEeTepUHAPHOTO IPUMEHEHHUS,

11) YCJIOBHUS OTITYCKa;

I‘I) HauMCHOBAaHUA M aJpeca IMPOU3BOACTBCHHLIX IINIOMAAOK IIPOU3BOJUTEIISA JICKAPCTBEHHOI'O
npenapara 1Jji1 BETCPUHAPHOTO MPUMCHCHU A,

1) HAaWMEHOBaHWE, aJpec OpraHU3alllH, YIOJHOMOYEHHOH JepiKaTeineM WU BIaJeiblieM
PETUCTPALIMOHHOTO  yIOCTOBEPEHHsI JIEKAPCTBEHHOTO Tpernapara Ha TMPUHITHE MPETeH3WHd OT
MOTpeOUTEIS;

8) IPOEKTHl MAKETOB IEPBUUYHON YyIIAKOBKU M BTOPUYHOH YIIAKOBKH JIEKAPCTBEHHOI'O IIpenapara Jisl
BETEPUHAPHOTO IPUMCHEHHS;

9) cnenytomue cBeleHus O IEKapCTBEHHOM MpenapaTe Ui BeTepUHAPHOTO IPUMEHEHUS:
a) OIMCaHME U COCTaB JICKAPCTBEHHOTO IperapaTa JAJIsl BETepUHAPHOTO MPUMEHEHHS;
0) onucanue papMareBTUYECKON pa3paboTKH;

B) OINKCaHME MPOIIECCca MPOU3BOJCTBA U €0 KOHTPOJIS, IOJIICAHHOE B TIOPSIKE, YCTAHOBJICHHOM B
COOTBETCTBUH C YaCThiO 1 HACTOSIICH CTAThH;
(B pen. ®enepansuoro 3akona ot 02.08.2019 N 297-D3)

I) ONHMCAaHUE KOHTPOJS KPUTUYECKMX CTaJui MPOU3BOJICTBA U MPOMEKYTOUYHOW NPOIYKIIMH,
HOATNMCAHHOE B MOPS/IKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCThIO | HACTOSIIEH CTAThH;
(B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) HalMEHOBaHUS M ajapeca pa3paOoTuuKa, JAep)KaTeiss WM BIajAeiblla PErucTPalrOHHOTO
YAOCTOBEpPEHUsI  JIEKAPCTBEHHOIO  Mpemnapara, MPOU3BOACTBEHHBIX  IUIOIIAJOK  IPOU3BOAMUTENS
JIEKapCTBEHHOTO Tpernapara JJisi BETepUHAPHOTO MPUMEHEHHUS C yKa3aHUEM CTaJuil TeXHOJIOTHYEeCKOIro
mpoliecca, OCYILIECTBISIEMbIX Ha MPOU3BOACTBEHHBIX IUIOMIAAKAX MPOU3BOJIUTENS JIEKAPCTBEHHOTO
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

npenapara Jyuis BEeTepUHApHOTO IPHUMEHEHUS,;
(B pen. @enepanbHbix 3ak0HOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

) apmareBTHIeCKass COBMECTHMOCTb;
) MUKPOOHOJIOTHYECKHE XapaKTePUCTHUKH;
3) MaTepHaIbHbII OaJlaHC JUTS TPOU3BOJICTBA CEPHH TOTOBOTO MPOYKTA;

1) OIIMCaHUE XapAKTEPUCTUK U CBOMCTB yIIaKOBOUYHBIX MaTEpUAJIOB U YKYIIOPOUHBIX CPENICTB;

Koncynprantlntoc: npumedanue.
[Ipn perucrtpauuu 1O YCKOPEHHOW IPOLEAYpPE JOIYCKAaeTCsl HENPEACTAaBIECHUE JOKYMEHTOB,
n..n

npeaycMoTpeHHbIXx mm. "K' m. 9 4. 3 cr. 17, mpw yclIOBUM THCBMEHHOTO OO0s3aTENbCTBA HX

peIocTaBUTh B TeueHue 12 mecsmeB co ausa peructpanuu (Ilocranosnenue [IpaButensctBa PO ot
12.03.2022 N 353).

K) TOKyMEHTAJIbHOE MOATBEPKICHNE (BaIMIAIMs1) TPOLIECCOB U (MJIM) UX OLICHKA;

J) TpeOOBaHUS K KayeCTBY BCIIOMOTATElIbHBIX BeHIeCTB (cepTudukar, crnenudpukamus Ha
BCIIOMOTaTENILHBIC BEIIECTBA M X OOOCHOBAHUE);

Koncynbrantlintoc: mpumedanue.
IIpu perucrtpanuu 1O YCKOPEHHOM MpOLEAYpEe MOIyCKAEeTCs HENPEACTaBICHUE JOKYMEHTOB,
npeaycMOTpeHHbIX M. "M" m 9 4. 3 cr. 17, mpu YCIOBMM NHCHMEHHOTO 00S3aTEIhCTBA MX

IIPEIOCTaBUTh B TeueHue 12 mecsnes co aHa peructpauuu (Ilocranosnenue [IpaButensctBa PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCTOJUKH, MUCIOJB3YEMbIC TIpH OCYHICCTBJICHHU KOHTPOJISA KadYCCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

Koncynprantlntoc: npumedanue.
[Ipu peructpanuu 1O YCKOPEHHOW MPOLEAYype HOMYyCKAaeTCsl HEeMpeACTaBIeHue TOKYMEHTOB,
nperycMoTpeHHbIX mm. "H" m. 9 4. 3 cr. 17, mpu yClIOBUM MHUCBMEHHOTO O0053aTeNhCTBA HUX

MPEeIOCTaBUTh B TeueHue 12 mecsieB co nusa peructpanuu (Iloctanonenue IIpaBurenscTtBa PO ot
12.03.2022 N 353).

H) AOKYMCHTAJIbHOC TMOATBCPIKIACHUC (BaJ'II/I,ZLaI_II/IH) AHAIIUTUYCCKUX MCETOAUK, HCIIOJIB3YCMbIX IIPpH
OCYHICCTBJICHNHN KOHTPOJIA KAa4€CTBA BCIIOMOTIaTCIIbHBIX BCIICCTB,

O) I/IH(I)OpMaI_[I/ISI 00 HCIIOJIB30BAHUHA BCIIOMOTAaTENbHBIX BCIICCTB YCIIOBCUCCKOI'O M KHBOTHOI'O
IMPOUCXOKACHUA,

) yTpaTtui cuiy. - @enepanbHblif 3akoH ot 02.08.2019 N 297-03;

p) TpebOBaHMS K KayecTBY JIEKAPCTBEHHOI'O IMpemapara [Uis BETEpUHAPHOTO MPUMEHEHUs
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

(ceptudukart, cnerudukaims Ha JEKapCTBEHHBIN MpermapaT U uX 000CHOBAHHE);

C) AaHaJUTUYECKUE METOJIMKH, HCIOJb3yEMble TIPH OCYIIECTBICHUH KOHTPOJsS KayecTBa
JIEKapCTBEHHOT'O Ipernapara Jisi BETEpUHAPHOTO PUMEHEHUS;

Koncynbrantlntoc: npumevanue.

[Ipu peructpauuu 1O YCKOPEHHOW NPOLEAYype JOMYCKAaeTCsl HENpeACTaBlIeHUEe JOKYMEHTOB,
npenycMoTpeHHbIX mm. "t m. 9 4. 3 cr. 17, mpu ycnoBHM THUCHBMEHHOTO O0053aTENbCTBA HX
IpeoCTaBUTh B TeueHue 12 mecsues co aHsa peructpanuu (Ilocranosnenue [IpaButensctBa PO ot

12.03.2022 N 353).

T) JOKYMCHTAJIBHOE IIOATBECPKIACHUC (BaJ'II/II[aI_II/IH) AHAIIUTHUYCCKUX METOJUK, HCIIOJIIB3YCMBIX IIpU
OCYHICCTBJICHNU KOHTPOJIA KAa4CCTBA JICKAPCTBCHHOI'O ITpCriapara AJid BETCPUHAPHOI'O0 IPUMCHCHUS

y) AOKYMEHT, IMOATBEP)KIAIOIIUI KadyecTBO JIEKAPCTBEHHOI'O Mperapara TPeX MNPOMBIIUIEHHBIX
cepuil (MMPOTOKOJI aHAJIN3a WK CEPTU(HKAT aHAIIN3a), OHA CEpUsi KOTOPOTO JIOJKHA COBIMAAATh C CEpUEH
o0pa3siia JIekapCTBEHHOTO Mpenapara, oJaHHOTO Ha PEerucTpaluio;

¢) xapakTepucTHKa puMeceii;

X) IEPECUCHb CTAaHAAPTHBIX o6pa3u0B, HCIIOJIB3YEMBIX IIPpHU OCYIICCTBJICHUHW KOHTPOJIA KadeCTBa
JICKApPCTBCHHOTI'O IIpCIiapaTta JJIsi BETCPUHAPHOTO ITPUMCHCHUA,;

Koncynbrantlntoc: mpumedanue.
IIpn yCKOpeHHOW Ipoueaype pPErucTpaluyd  BOCIPOU3BEACHHOIO IIpenapara  JOIyCKaeTCs
HETPEJICTABICHUE CBEICHUHN, MpeaycMOTpeHHbIX nmn. "m" m. 9 4. 3 cr. 17, nmpu NHUCbMEHHOM

00s13aTeNbCTBE UX MPENOCTaBUTh B TeueHue 12 mecsaueB co aHa peructpanuu (IlocTtaHoBnenue
[TpaButensctBa PO ot 12.03.2022 N 353).

11) IaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIpenapaTa Jijisi BETEpUHAPHOTO IPUMEHEHUS;

10) komusi AOKyMEHTa, COJEpKaliero HHQOpMAIHMI0 O HAIWYUH WM 00 OTCYTCTBHUH (PAKTOB
perucTpanuy JEKapCTBEHHOrO IMpernapara Jyisi BETEPUHAPHOTO NMPUMEHEHUS 3a mpeaenamu Pocculickoit
®enepannu;

11) cormacue B muchbMeHHOW (hopMme, MPEeTyCMOTPEHHOE HYacThi0 7 HACTOAIICH CTAaThbu, B CIydae
perucTpanuy BOCIIPOU3BEEHHOTO JIEKapCTBEHHOT'O Mpenapara;
(B pea. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) komusi [JOKyMEHTa Ha pPYCCKOM $3bIKE, 3aBEPEHHOTO B YCTAaHOBIEHHOM TMOpAIKE U
MOATBEPKJAIONIECTO MPABOMOYHOCTh 3asBJICHUS O TOCYJapCTBEHHOM pETUCTpalH JIEKAapCTBEHHOTO
npemnapara Jisi BETEpUHAPHOTO MPUMEHEHUS (I0BEPEHHOCTD);

Koncynprantlntoc: npumedanue.
Jo 31.12.2023 poccuiiCKUM MPOU3BOIUTEIISIM PA3PEIICHO HE MPEICTABISITh CBECHUSI B COOTBETCTBHU
¢ . 13 u. 3 cr. 17 mpum peructpauuu MMMYHOOMOJIOIMYECKHUX JIEKAPCTBEHHBIX IIpENapaToB
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

(IToctanonenue [IpaBurensctBa P® ot 12.03.2022 N 353).

13) cBemeHMsT O TOCYAApCTBEHHOM PETUCTPAMH T'E€HHO-WH)KCHEPHO-MOIU(PHUIIMPOBAHHBIX
OpPraHu3MOB, TPEAHA3HAYCHHBIX JUIS BBITyCKA B OKPYXAMOIIyl cpeny (MpH TOCyIapCTBEHHOM
peruCTpalMy JIGKApCTBEHHBIX IPENapaToB Uil BETEPUHAPHOTO NPUMEHEHHS, IIOJYYCHHBIX C
NPUMEHEHHEM TI'eHHO-MHXCHEPHO-MOAU(DUIIMPOBAHHBIX  OPraHU3MOB WM  COJEpXKAIUX  TaKHhe
OpTaHU3MBI).

(m. 13 BBenen denepanbubiM 3akoHoM 0T 02.08.2019 N 297-D3)

Koncynbrantlntoc: npumedanue.
C 01.09.2023 B m. 4 cr. 17 BHOcsATcs u3menenus (D3 ot 28.04.2023 N 171-®3). Cm. Oyaymryio

PEAAKITUIO.

4. Tlpu mpoBEeACHWH YCKOPEHHOW MpOIEIyphl HSKCHEPTH3BI JIEKAPCTBEHHOTO TMperapara Jyis
BETEPHHAPHOTO NMPUMEHEHUS B IEJISIX €ro roCyAapCTBEHHOW PErucTpanyy BMECTO OT4eTa pa3paboTdynka
0 pe3yiabTaTax JOKIMHUYECKOTO MCCJIEOBAHUS JICKAPCTBEHHOTO CpPEACTBA I BETEPHUHAPHOTO
NPUMEHEHHST MOXXET OBITh NpEACTaBICH 0030p HAy4YHBIX pabOT O pe3yibTaraXx JOKIMHHYECKOTO
UCCIIeIOBaHUs pepepeHTHOro JIEKApCTBEHHOTO Mperapara Ui BEeTepUHAPHOTO TMPUMEHEHHUS, a BMECTO
OT4eTa O pe3yJibTarax KIMHWYECKOTO HCCIICJOBAHUS JIGKAPCTBEHHOTO Ipenapara Juis BETEePHHAPHOTO
MMPUMCHCHU A OTUCT O pe3yJibTaTax I/ICCJIGIIOBaHI/Iﬁ OMODKBHUBAJIEHTHOCTH BOCIIPOU3BCACHHOTO
JIEKapCTBEHHOTO Mpenapara JUisi BETepHHAPHOTO IPHMEHEHHUS.

(uactsb 4 B pen. enepanpHoro 3akona ot 02.08.2019 N 297-D3)

Koncynbrantlntoc: npumevanue.
C 01.09.2023 cr. 17 nononusiercs 4. 4.1 (@3 ot 28.04.2023 N 171-D3). Cm. OyaylIyIo peIakiuio.

5. Ha skcrniepTusy pa3inuuHbIX JEKapCTBEHHBIX (POPM OJHOTO M TOTO e JIEKapCTBEHHOI'O Mpernapara
JUIS BETEPUHAPHOTO MPUMEHEHUSI 3asBUTENIb MPEJCTABISET OTIACIbHBIC 3asBJICHUS U PETUCTPAILIIOHHBIC
JIOChE Ha KaXIyIo JeKapcTBeHHYI0 popmy. [Ipu ycnoBun o JHOBpeMEHHOM MOAaun Ha SKCIIEPTH3Y OHOM
JICKapCTBEHHOH (hOPMBI C pa3IMIHBIMU JJO3UPOBKOH, KOHIICHTPAIHEH, 00HEMOM 3asBUTEIIh MIPEICTABIISICT
OJIHO 3asIBJICHHE U PETUCTPAIIMOHHOE J0ChE C MPHIOKEHHEM MAaKEeTOB MIEPBUYHON YIAKOBKU U BTOPUYHOM
ynakoBku. Ha MakeTax mepBUYHOM yMaKOBKH U BTOPUYHOMN YIIAKOBKU YKA3bIBAIOTCSI BCE MPOU3BOIUMBIE
JO3UPOBKH, KOHIIEHTPAIMH, O0OBEMBI U KOIUYECTBO 103 B YMAKOBKE JEKApCTBEHHOTO IpernapaTa Juis
BETEPUHAPHOTO TPUMECHECHHSI.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B ciiyuae HempezacTaBiieHHs C 3asABJIEHHEM O IOCYJApCTBEHHOM PErHCTpalMy JICKApCTBEHHOTO
npenapara Juis BETEpUHAPHOTO MPUMEHEHHs JOKYMEHTOB, MOATBEPKAAIONINX YIIaTy TOCYAapCTBEHHON
HNONUJIMHBI U YKAa3aHHBIX B ITYHKTC 7 gactu 2 HaCTOﬂHICﬁ CTaThu, CBGI[CHI/II\/JI O JIMOCH3UAX, YKA3aHHBIX B
OyHKTax 1 W 2 dvactw 3 HACTOSINEH CTaThM, a TaKXKe BBIJABAEMBIX (IIPEJOCTABISIEMBIX)
YIOJHOMOYEHHBIMH  (pefiepajbHbIMA OpraHaMH HCIOJHUTENbHOM BJIacTU JOKYMEHTOB (CBEIEHUIN),
yKa3aHHbIX B IyHKTe 2.1 yactu 3 HacTosed CTaTbd, YINOJHOMOYEHHBIN (enepaabHblii OpraH
UCIIOJTHUTENIbHOM  BJIAacTW  3alpallliBaeT  yKa3aHHbIE  JOKYMEHTHl  (CBeleHus) B  HOpsAKe
MEKBEIOMCTBEHHOT'O HH()OPMALIMOHHOTO B3aMMOICHCTBHSL.

(uactsb 6 B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

7. He pomyckaeTcsi HCIOJb30BaHHWE B KOMMEPUYECKHMX MLeNsX HH(POpMaluu O pe3ysbTarax
JOKIIMHNYCCKUX I/ICCJIGIIOBaHI/II\/’I JICKAPCTBCHHLIX CPECACTB U KIIMHUYCCKUX I/ICCJIGIIOBEIHI/Iﬁ JICKApPCTBCHHBIX
MpenapaToB [Uisi BETEPUHAPHOTO NPUMEHEHHs, MPEACTABICHHOW 3asBUTENEM Uil TOCyAapCTBEHHOU
peructpanuu JICKAPCTBCHHBLIX IIPCIapaTos, 663 €ro corjacud B TCEUCHUE MIECTHU JIET C JaThbl
rOCYJIapCTBEHHOM perucTparui peepeHTHOTo JeKapCTBEHHOTO npemnapata B Poccuiickoit deaepanum.

8. [lepxaTenp WM Biajesel] PETUCTPALMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipenapara s
BETEPUHAPHOIO NMPUMEHEHHSI MPEICTABISAET B YIOJHOMOYEHHBIN (eiepanbHbIil OpraH UCIOIHUTEIBHOMN
BJIACTH OTYET IO pe3yJbTaraM (apMaKOHAA30pa OJWH pa3 B IIECTh MECSIEB B TEUCHHE ABYX JIET IOCIE
rOCyIapCTBEHHOW PETrUCTPAILNM JIEKApCTBEHHOTO Mpemnapara B Poccuiickoit denepannu, 3aTeM €KerogHo
B TCUCHUC NNOCIICAYIOIHNX TPEX JICT U B ;[aaneﬁmeM OJHWH pa3 B TpH roja.

(dactp 8 BBeneHna denepanbHbiM 3aK0HOM OT 02.08.2019 N 297-D3)

CraTtbsa 18. NMNopaya n paccMmoTpeHue 3asiBfIeHUs1 O roCcyAapCTBEHHON perucrpauuu
fleKapCTBEHHOro npenapara ans MeauUUHCKOro NnpuMeHeHus
(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

1. Jlns rocymapCTBEHHOM PpETrHCTpPAllMU JICKAPCTBEHHOrO Mpenapara s MEAUIUHCKOTO
NPUMEHEHUsI IOPUAMYECKOE JUIO0, JEHCTBYIOIIEE B COOCTBEHHBIX HHTEpECaX WM YHOJIHOMOYEHHOE
MPEJICTABIISITh MHTEPEChl JPYroro HOPUIMYECKOro JIHIA U 3asBIISIONIEe JICKAPCTBEHHBIM MIpernapar Ha
rOCYJapCTBEHHYIO pEerucTpanuio (Jajsee B HACTOSIIEW CTaTbe - 3asBUTEINb), MPEACTABISIET B
YIIOJITHOMOYEHHBIN (heiepabHbIA OpraH UCIOJHUTEIBLHON BIACTH, OCYIIECTBISIONINN rOCY1apCTBEHHYIO
PETUCTPALINIO JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO IPUMEHEHUS, B AJIEKTPOHHOK (hopMe U Ha
OyMa)XHOM HOCHUTeJNEe 3asBJICHHE O TOCYJapCTBEHHOM pPETHUCTpaluu JIEKapCTBEHHOIO Ipemnapara Uit
MEIHWIIMHCKOTO MPUMEHEHHUS, a TAaKKe B IOPSJKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM (hemepanbHbIM
OpraHOM HCIIOJIHUTENBHON BIIACTH, B AJEKTPOHHOW (Qopme U Ha OyMaKHOM HOCHTENIEe HEoOXOAMMBbIE
JIOKYMEHTBI, W3 KOTOPBIX (DOpMHpYETCsi PErucTpaIliOHHOE JOChe Ha JICKApPCTBEHHBIM mperapar s
MEAMIIMHCKOTO MPUMEHEHUS.

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

2. B 3agBieHuu o rocyAapCTBEHHOM PETHCTPALMU JEKApPCTBEHHOTO Mpernapara i MEIUIIMHCKOTO
MPUMEHEHUS YKa3bIBAIOTCA:

1) HamMmeHOBaHWE, ajapec 3asBUTEIS] ¥ TPOU3BOAMTENS JIEKAPCTBEHHOrO TMperapara s
MCIUIIMHCKOTI'O NMPUMCHCHUA, CBCACHUA 06 HUX PErucTpali B Ka4YCCTBC HAJIOTOIIATCIIBIIHMKA B CTPAHC
peructpanuu (s pOCCUHCKUX FOPUINYECKUX JIUI - WICHTH(PHUKAIMOHHBI HOMEp HaJOTOILIATENbIIHKA
(MHH), ayis m”HOCTpaHHBIX IOPUANYECKUX JIMI] - CTPAHA PETUCTPAIlMi, HAMMEHOBAHHUE PETUCTPUPYIOIIETO
OpraHa, perucTpaliOHHBIA HOMEp, KOJ HaJOTOIUIATEeNbIIMKA B CTPaHE perucTpanud (MHKOPIIOPAIIH)
WIM €r0 aHajlor) M aJpec MecTa OCYIISCTBICHUS MPOU3BOACTBA JIEKAPCTBEHHOTO IpemapaTa (B ciydae
HAJIMYMsI HECKOJBKUX YYACTHHKOB TIpOIlecca €ro MPOU3BOJICTBA HEOOXOIMMO YKa3aTh Ka)JIOro
Y4aCTHUKA B COOTBETCTBUH C OCYILLECTBIISIEMOM CTaZnel IPOU3BOACTBA);

(n. 1 B pen. @eaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMEHOBAHUE JICKaPCTBEHHOTO Mpernapara Jyisi MEIUIUHCKOTO MPUMEHEHUs (MEXIyHapOIHOE
HENaTeHTOBAaHHOE, WM IPYIIHPOBOYHOE, UM XUMHUYECKOE U TOPrOBO€ HAMMEHOBAHMS);

3) NEpCUCHDb ,Z[GIZCTB}HOH.[HX N BCIIOMOTAaTCJIbHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBCHHOI'O
npenapara Jjid MEAUIUHCKOI'0 IPUMEHECHUS, C YKa3aHUEM KOJIMYECTBA KaXK/I0Ir'0 U3 HHUX;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

4) nexkapctBeHHass (opma, JO3UPOBKA, CIOCOOBI BBEACHHWS W TMPUMEHEHHUS, CPOK TOJAHOCTH
JICKApPCTBCHHOT'O IIpCriapaTta JJIs1 MCAUITUHCKOI'O MIPUMCHCHUA

5) dpapmakoTepaneBTUYECKas rpymnmna, Ko aHaTOMO-TepaneBTUYECKO-XUMUUECKON KilacCU(UKalLny,
PEKOMEHJI0OBaHHOM BceMupHOW opraHuzanyeil 3ApaBOOXpPAaHEHHs, 3asBISIEMBbIE IIOKa3aHUSA Ui
IIPUMEHEHUS JIEKapCTBEHHOTO Mpenapara Uil MEJULIMHCKOTO IPUMEHEHNS;

6) oTcyTcTBUE HEOOXOAMMOCTH IPEJOCTaBICHUS OTYeTa O pe3yiabTaraX KIMHUYECKOTO
UCCIICIOBaHMS, UCCIIE0BaHUs OMOIKBHUBAJEHTHOCTH JIEKAPCTBEHHOI'O Ipenapara, pa3peuieHHOro JUls
MEIUITMHCKOTO puMeHeHus B Poccuiickoit @enepanun Oosee 1BaALATH JIET, C YKa3aHHEM HOPMATUBHBIX
IIPABOBBIX AKTOB, IIOATBEPKAAIOIIMX JAHHBIN CPOK IIPUMEHEHUS;

7) HeobxomuMocTh OQOpPMIICHHUsI pa3pelieHus Ha BBO3 B Poccwuiickyro Denepanuio KOHKPETHOU
NapTUU  3apEerUCTPUPOBAHHBIX M (MJIM)  HE3apPETUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJCTB,
MPEIHA3HAYEHHBIX I MPOBEICHUS JKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB B LENSIX TOCYAapCTBEHHOU
perucTpanuy;

8) HeoOXOIMMOCTh TMPOBEACHUS SKCIEPTU3bl JOKYMEHTOB, IPEJICTABICHHBIX MJIS OIpeNeIeHUs
BO3MOXKHOCTH pacCMaTpuBaTh JICKAPCTBEHHBIM IIpemnapar Uil MEIUUUHCKOTO IPUMEHEHMs IIpU
OCYILIECTBIICHUH T'OCYJAPCTBEHHOM PEruCTpaliiy B KauyecTBe op(haHHOTO JIEKaPCTBEHHOT O IpenapaTta;

9) HeoOX0IMMOCTh MPUMEHEHHUSI YCKOPEHHOM MpoLeayphl KCIEPTU3bI JEKApCTBEHHBIX CPEACTB B
LIEJISIX TOCYJapCTBEHHOM perucTpaliy JEKapCTBEHHOIO IIpenapara;

10) koMK JOKYMEHTOB, MMOATBEPKAAIOIINX YIUIATy TOCYJapCTBEHHOM HOULINHBI:

a) 3a MPOBEJIEHUE DKCIEPTH3bl JOKYMEHTOB, NPEACTABIEHHBIX [JIS ONPEIEICHHUS BO3MOXHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIN MpemapaT Ui MEIWLUHCKOTO TMPUMEHEHHMS NpU OCYIIECTBICHUU
roCyJJapCTBEHHOM perucTpaliy B KadecTBe ophaHHOTO JIEKapCTBEHHOT'O Mpernapara;

0) 3a TMpoBeIeHHE AIKCIEPTHU3bl KauecTBa JIEKAPCTBEHHOTO CPEJCTBA M AKCIEPTHU3bl OTHOIICHUS
0’KHMJ1IaeMOH TOJIb3bl K BO3MOKHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara, pa3peieHHoro s
MEIUIIMHCKOTO TpuMeHeHuss B Poccuiickoit Denepammu Oojiee IBaAlaTH JIET, TPU OCYIICCTBICHUH
rOCyJJapCTBEHHOM pEerucTpaliy JIEKapCTBEHHOTO MpPEerapara;

B) 3a NIPOBEJCHHE SKCIEPTH3bl KauecTBa JIEKAPCTBEHHOTO CPEACTBA U HKCHEPTU3BI OTHOILIEHUS
0’KHMJ1Iae€MOM MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOTO Mpemnapara Jyisi MeIUIUHCKOTO
MIPUMEHEHUS IIPU €ro rOCyIapCTBEHHON PETUCTpaIUy;

r) 3a IPOBEJCHHME SKCHEPTHU3bl KAYECTBA JIEKAPCTBEHHOT'O CPEACTBA M HKCIEPTU3bl OTHOLIEHUS
O’KHUJaeMOH MOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKapCTBEHHOTO IMpernapaTa Uil MeIULUHCKOTO
MNPUMCHCHUS, B OTHOHICHHWU KOTOPOr'o IMPOBCACHBI MCKAYHAPOIAHBIC MHOTOLICHTPOBLIC KIIMHUYCCKUC
HCCIIEIOBAHMS, 4YacTh M3 KOTOPBIX mpoBeaeHa B Poccuiickoit denepanuu, TpU  OCYIIECTBICHUU
roCyJJapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO Mperapara;

11) Hanuuume coryacus MPOU3BOJUTENS JIEKAPCTBEHHOIO Ipernapara, MPOM3BOJICTBO KOTOPOTO
ocymecrtsisiercs 3a npenenamu  Poccuiickon  ®enepaunuu, Ha [POBEACHUE HMHCIIEKTUPOBAHUS
HPOM3BOJUTENS Ha COOTBETCTBUE TPEOOBAHUAM MPaBWII HaUIeKallel MPOU3BOACTBEHHON PAKTUKY;
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12) nanu4aue coryiacus, MpeayCMOTPEHHOTO YacThio 18 HACTOSIIEH CTaThy;

13) yka3anue Buaa JEeKapCTBEHHOTO Mpernapara, MpeiCTaBIeHHOr0 Ha perucTpanuio (pedepeHTHbIn
JIEKapCTBEHHBIH  TIpemapar, BOCIPOM3BEJCHHBIM  JIGKAPCTBEHHBIM  Mpemapar, OWOJOTHYECKUI
JICKapCTBEHHBIN Tpemnapar, OnoaHaloroBblid (OMOMOAOOHBIN) JEKapCTBEHHBIM mpernapar (OuoaHasor),
TOMEOIIaTUYECKHH JICKapCTBEHHBIN Mpemnapar, JIeKapCTBEHHBIM PACTUTEIBHBIN Mpenapar).

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

3. PerucrtpammoHHOe 10Che Ha JIEKApPCTBEHHBIH Tpenapar sl METUIIMHCKOTO TPUMEHEHUS
peocTaBisieTcs: B opMe OOIIeT0 TEXHHYECKOTO JOKYMEHTA.
(dactb 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen 1OKyMEHTAllMU aJIMUHUCTPATUBHOTO XapaKTepa BKIIOYAET B CeOs:

1) 3asgBIeHHE O TOCYJApCTBEHHOH PETHUCTPALMH JIEKAPCTBEHHOTO IperapaTa Uil MEIUIMHCKOTO
NPUMEHEHHUs B 3JIEKTPOHHOM popme 1 Ha OyMaKHOM HOCHUTETIE;

2) KONHUI0 JOKYMEHTa Ha pYCCKOM Sf3bIKE, 3aBEPEHHOT0 B YCTAaHOBJIEHHOM TMOPSJKE U
MOATBEPKJAIOIIET0 MPABOMOYHOCTh 3asiBUTENS MOJIaBaTh 3asBJIEHUE O TOCYJIapCTBEHHOM perucTpanuu
JIEKapCTBEHHOTO Ipernapara Juisi MeJUIIMHCKOTO MPUMEHEHUS (JJOBEPEHHOCTB);

3) cBedeHUs O JaTe MPEAOCTaBICHUS M PErUCTPAllMOHHOM HOMEpE JIMLIEH3UU Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEICTB WJIM CBEACHUS O JaTe NPEeNOCTaBICHUS M PETUCTPALMOHHOM HOMeEpe
3aKIIOUYEHUSI O COOTBETCTBUU IPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSM  MPABWUI
HaJJIeXKalleld TMPOU3BOJCTBEHHOM MPAaKTHKH, BBIAAHHBIX (MPEAOCTaBICHHBIX) YIIOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM HWCIOJHUTEILHOM BIACTH B OTHOIICHWH TIPOM3BOACTBEHHOHN IIOMAJAKU
PErHCTPUPYEMOrO JIEKapCTBEHHOIO Ipernapara, B ClIydae, €CIM MPOU3BOJCTBO JEKAPCTBEHHOIO
npermnapara ocyuectsisiercs: B Pocculickoit @enepanuu;

(B pen. @enepanbubix 3aKk0HOB 0T 04.06.2018 N _140-D3, o1 27.12.2019 N 478-D3)

4) xomMI0 INPENOCTABIECHHON YNOJIHOMOYEHHBIM OpPraHOM CTpaHbl MPOM3BOAMTENS JULEH3UU Ha
IIPOM3BOJCTBO JIEKAPCTBEHHOI'O IIperapara M €€ IMepeBOJ Ha PYCCKUM S3bIK, 3aBEPCHHBIE B
YCTAaHOBJIEHHOM IIODPSIJIKE, a TAKXKE KOIUIO 3aKIF0YEHHUS O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSAM  MpPaBWI  HAJJIeKalled  NPOM3BOJICTBEHHOM  NPAKTHUKH,  BBIJAHHOTO
YIOJHOMOYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOJHHUTEIBHOM BIACTH B OTHOIIEHUH MPOHM3BOJCTBEHHOM
IUIOIIAIKM PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpenapara, WM KOIHI0 DPEIIEHUS YIOJHOMOYEHHOIO
(denepanbHOrO OpraHa HCIOJHUTEIBHONM BIACTH O MPOBEJCHUM HMHCHEKTHPOBAHUS TPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEICTB, B ClIydae, €CIIU NMPOU3BOJICTBO JIEKAPCTBEHHOTO Npenapara OCyIIECTBISIETCS 3a
npenenamu Poccniickoit denepanuy;

(B pen. @enepanpubix 3aKk0HOB 0T 04.06.2018 N _140-D3, o1 27.12.2019 N 478-D3)

5) IPOEKT MHCTPYKLUMHU 110 MEJUIIMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOTO Tpenapara, coaepkalei
CJIEAYIOLINE CBEICHUS:

a) HaMMEHOBaHHME JIEKAPCTBEHHOIO IIpernaparta (MEeXAyHapoAHOE HEMAaTeHTOBaHHOE, WIH
IPyNIUPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) nexapcTBeHHas: popMa ¢ yKa3aHHEM HaMMEHOBAHUHN M KOJIMYECTBEHHOT'O COCTaBa JIEHCTBYIOIIMX
BEIIECTB U KAUECTBEHHOI'0 COCTaBa BCIIOMOTraTeNbHBIX BEIIECTB (IIPU HEOOXOAMMOCTU KOJIMYECTBEHHOTO
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COCTaBa BCTIOMOTATENIbHBIX BEIIECTB);
B) OMMCAHUC BHCIIHETO BUAA JICKAPCTBCHHOI'O IpcIiapara JJIs1 MCAUITUHCKOT'O MPUMCHCHU A,
) pU3NKO-XUMHUYECKHUE CBOMCTBA (715 paanodapMaIieBTUUECKUX JIEKapCTBEHHBIX MPETapaToB);

1) ¢dapMakoTepaneBTUUecKas TIpyIIa, KOJ JIEKapCTBEHHOTO IpenapaTta Uil MEIUIITHCKOTO
MIPUMEHEHUS 110 aHATOMO-TEPATNIEBTUIECKO-XUMHIECKOM KiacCupUKaINU, peKOMEHI0BaHHOK BcemupHoi
OpraHu3anyel 31paBoOOXpaHeHus, WK yKa3aHUe "ToMeonaTUYeCKUi JIeKapCTBEHHBIN npenapar”;

e) dapmakoguHamMuka W (dapMaKOKMHETHKa (32  HCKIIOYeHHEM  (apMaKOKHHETHKU
rOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENApaTOB U PACTUTEIbHBIX JIEKAPCTBEHHBIX IIPENapaToB);

) TMOKa3aHus JUIsl IPUMEHEHHUS,
3) MPOTUBOIOKA3aHUA JIJISl IPUMEHEHUS;
1) MEpHI PETOCTOPOKHOCTH MIPU IPUMEHEHUH;

K) yKa3aHHE€ BO3MOXHOCTM M OCOOEHHOCTEH NpPUMEHEHHUS JIeKapCTBEHHOTO mpernapara s
MEIMIUHCKOIO IPUMEHEHUs OEpeMEHHBIMU O KEHIIMHAMH, JKCHIIMHAMU B IIEpUOJ TPYAHOTO
BCKapMJIMBaHUS, I1€TbMH, B3POCIBIMHU, UMEIOIIUMHU XPOHHUECKUE 3a00JIeBaHMS;

JI) PeKUM JO3UPOBAHUS, CIIOCOOBI BBEACHUS M NMPUMEHEHUSs, MPU HEOOXOAUMOCTH BpeMs MpHema
JIEKApCTBEHHOI'0 Tpenapara s MEIUIMHCKOTO MPUMEHEHHUs, MPOJOJDKUTEIBHOCTh JICUEHUS, B TOM
YHclie y JeTei 10 U Mocie OJJHOTO ro/a;

M) BO3MOXXHBIE HE)KEJATEJIbHbIE DPEAKIMM IpPU NPUMEHEHUM JIEKApCTBEHHOIO IIpernapara ajs
MEIULMHCKOrO IPUMEHEHHS;

H) CUMIITOMBI [IEPETO3UPOBKH, MEPHI IO OKA3aHUIO IOMOILY TIPU NEPEJO3UPOBKE;
0) B3aUMOJIeMCTBHE C APYTUMHU JIEKApPCTBEHHBIMHU IpernapaTamMu U (WJIM) TUIIEBBIMU MPOAYKTaMU;
1) GOpMBI BEITTyCKa JIEKAPCTBEHHOTO TIPerapara;

p) ykazanue (TIpu HEOOXOIUMOCTH) OCOOCHHOCTEH MICHCTBHUS JICKapCTBEHHOTO IIpermapara i
MCIUIIMHCKOT'O MPUMCHCHU A ITPHU IEPBOM IMPUCME WJIN IIPU €0 OTMCHE;

¢) onucanue (Mpu HEOOXOAMMOCTH) AeHCTBUI Bpaya ((enpamepa) v (UiIn) TarueHTa Ipyu IpoIycKe
npucma OI[HOI>'I HJIM HECCKOJIBKUX 103 JICKAPCTBCHHOI'O NIpCriaparta AJid MECAUIUHCKOTO ITPUMCHCHUA

T) BO3MOJXHO€ BJIHUAHHEC JICKAPCTBCHHOI'O Mperapara 1 MEIUOUHCKOroO IPUMCHCHHSA Ha
CIIOCOOHOCTH YHOpaBJIATb TPAHCIIOPTHBIMHA CPCACTBAMH, MCXAHU3MAMMU,

y) CpPOK TOAHOCTHM M YKa3aHME Ha 3alpeT MNPUMEHEHHs JIEKapCTBEHHOro Ipermaparta s
MEIUIIMHCKOTO MPUMEHEHHUSI TI0 UCTEYEHUHU CPOKa TOAHOCTH;

() ycroBus XpaHEeHHUS;
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X) yKa3aHMe Ha HEoOXOJUMOCTh XpaHEHHUs JEKapCTBEHHOTO IHpernapara JJisi MeIULUHCKOTO
MPUMEHEHUSI B MECTAX, HEAOCTYITHBIX ISl IeTEH;

1) ykazaHue (mpu HEOOXOIWMOCTH) CHEIUATBHBIX MEp MPEAOCTOPOKHOCTH TPH YHHUTOXCHUH
HCHUCIIOJIB30BAHHBIX JICKAPCTBCHHBIX IMPEINAPATOB AJId MCAUIIMHCKOTO ITPUMCHCHUS

9) YCJIOBHS OTITYCKa;

H_I) HaUMCHOBAaHUA W aJpeCa IMPOU3BOACTBCHHBIX INIOIIAJOK MPOU3ZBOAUTCIIA JICKAPCTBECHHOI'O
npenapara;

1) HAMMEHOBAHUE, aJpeC OpraHU3alMH, YIOJIHOMOYEHHOW Jiep>KaTelieM WU BIaJeNblieM
PErMCTPAlMOHHOTO YAOCTOBEPEHUs JIEKapCTBEHHOIO IMpemnapara i MEAUIMHCKOIO NPUMEHEHHUS Ha
NPUHATHE IPETEH3UI OT MOTPEOUTEIS;

6) UHCTPYKLHUIO 110 MEAUIIMHCKOMY MPUMEHEHUIO WM KPAaTKYI0 XapaKTEepUCTUKY JEKapCTBEHHOTO
Ipenapara, yTBEpKACHHbIE B CTpaHe POU3BOINUTES;

7) IpOEKThl MAKETOB MEPBUYHON YIAaKOBKHU U BTOPUYHOMN YITaKOBKH JIEKAPCTBEHHOTO MpernapaTa s
MEIUIIUHCKOTO MPUMEHEHHS;

8) MpOeKT HOpPMATHUBHOW JOKYMEHTAlMM WJIM HOPMATHBHOIO JOKYMEHTa Ha JIeKapCTBEHHBII
npenapart JUisi MeUIMHCKOTO MPUMEHEHHS 100 yKa3aHHe COOTBETCTBYIOIIEH (apMaKoneiHON CTaThy;

9) moxymeHT, coaepxaimuii MHGOPMAIMIO O HAIMYAU WIA 00 OTCYTCTBHUU (DAKTOB perucTpaluu
JIEKapCTBEHHOIO IIpernapara i MEJULMHCKOro IpUMEHeHHus 3a npenenamu Pocculickon denepanuu;

10) xomuM IOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIIEHHOM IMOpSIKE M MOATBEPKAAIOMUX (PaKT
perucTpanuy JEeKapCTBEHHOTO Ipernapara B HHOCTPAHHBIX TOCYAAapCTBaX B KadyecTBE OpQaHHOTO
JIEKapCTBEHHOT'O IIperapara;

11) mnman ympaBineHHss pHCKaMH Ui  OWOJIOTMUECKUX JIEKAPCTBEHHBIX IMpenapaToB s
MEIULMHCKOrO IPUMEHEHHS;

12) noxymeHT o cucteme (apmMakoHaa30pa JAep)KaTeNs WIM BIaJeiblia PErUCTPAIIMOHHOTO
yIOCTOBEPEHHs JIEKapCTBEHHOT'O Mpenapara;

13) nOKyMEHT, MOATBEP)KIAIOLINI KAaueCTBO JIEKAPCTBEHHOIO Ipenapara TPeX MHPOMBIIUIEHHBIX
cepuil (IMPOTOKOJI aHAJIN3a WK CEPTU(PHKAT aHAJIN3a), OJHA CepUsi KOTOPOro JI0JKHA COBNAATh C CEpUe
o0Opa3la JeKapCTBEHHOTO INpenapaTa s MEIUIMHCKOTO NPUMEHEHHUs, NPEACTAaBICHHOTO0 Ha
roCyJJapCTBEHHYIO PErHCTPALUIO.

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

5. Pazgen xumudeckol, dapmaleBTUYECKOW U OHMOJIOTMYECKOW JTOKYMEHTAllUM BKJIIOYAET B ceOs
JIOKYMEHTBI, cojieprkaliue nHpopMaIuio o hapMarieBTHUeCKON CyOCTaHIIMK U JIEKapCTBEHHOM Tpernapare
JUISE MEUIIMHCKOTO TPUMEHEHHMS, MPOLECCe ero MPOU3BOJCTBA U METOAAaX KOHTPOJII KayecTBa, B TOM
qucIe:

1) KOO JOKYMEHTA, COAEPIKAIIEro CASAYIONIYI0 HHPOPMAIIHIO O (hapMarleBTUIECKON CyOCTaHIINH
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win  (papManeBTUUECKUX CyOCTaHIMSAX, BXONALUIMX B COCTaB JIGKAPCTBEHHOro Ipemapara, 3a
UCKITIOYCHHEeM HHpopMaIu o (apMaleBTUYECKUX CYOCTaHIMSIX, BKJIIOYEHHBIX B TOCYIapPCTBEHHBIN
peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBHUM CO cTaThel 34 Hacrosiero @eaepaibHOroO 3aKOHa:

(B pen. @enepanpHoro 3akona ot 27.12.2019 N 462-D3)

a) HauMeHoBaHUe (hapMalleBTUUECKON CyOCTaHIINH, €€ CTPYKTypa, 00IIre CBOWCTBA,
0) HaMMEHOBAaHUE U APEC TPOU3BOIAUTEIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMCAHHUEM CTaI[I/Iﬁ IMPOU3BOACTBA U METOJOB KOHTPOJIA HA BCEX
CTaaudgX IMPOU3BOACTBA,

T') ONMCaHue pa3padOTKH Mpoliecca MPOU3BOICTRA;

1) ONMCaHUE KOHTPOJISI KPUTUYECKUX CTAJHA MPOU3BOJICTBA U MPOMEKYTOYHON MTPOTYKIIHH;
€) TIOKYMEHTaJbHOE TIOJITBEPKACHHE (BAIMIAIINSA) TTPOIIECCOB U (MJTN) MX OICHKA;

) CBOMCTBA M CTPYKTypa JIEUCTBYIOIINX BEILIECTB;

3) XapaKTepHUCTHKa IPUMECEi;

1) cnenudukanys Ha papmManeBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBaHME;

K) AaHUINTHYECKHE METOJWKH, WCIIOIb3yeMble TPH OCYIIECTBICHHMH KOHTPOJII KadecTBa
(bapMmarieBTHYeCKOi CyOCTaHIINH;

J) TOKyMEHTaJbHOE MOJTBEpKIEHHE (BaluAalts) aHAIUTUYECKUX METOJUK, UCIOJIB3YEMBIX MpHU
OCYILIECTBIICHHMH KOHTPOJIS KauecTBa (papMalieBTUUeCcKoi cyOcTaHIuy;

M) pe3yJIbTaThl aHAIKM3a CEPUI (hapMaIleBTUUECKON CyOCTaHIINH;

H) Hepequb CTaHI[apTHBIX 06pa3u0B HJIN BCIICCTB, I/ICHOHL?)yeMBIX HpI/I OCYH_IGCTBJ'IGHI/II/I KOHTpO.HH
KauecTBa,

0) ONHCAaHUE XapAaKTEPUCTUK U CBOMCTB YIIAKOBOUHBIX MAaTEPUAJIOB U YKYTIOPOYHBIX CPE/ICTB;
1) JaHHBIC O CTAOMIILHOCTH (hapMalleBTUUECKONW CyOCTaHITNH;
P) CPOK FOJIHOCTH;

1.1) B oTHomeHHMU QapMaleBTUYECKUX CYOCTaHIMMA, BXOISAIIMX B COCTaB JIEKApPCTBEHHOTO
mpenapara U BKIIOYEHHBIX B I'OCYJApPCTBEHHBIM pPEeCTp JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUHU CO
cratbeil 34 nactosimero denepanbHOr0 3aKOHA, - KOMHUSA JOKYMEHTA, COAEPXKAIIEro CIEAYIOUIYIO
UH(POPMALIHUIO:

a) HauMeHoBaHue (hapMaIeBTUUECKON CyOCTaHIINH, €€ CTPYKTypa, 00IIre CBOWCTBA,

0) HaMMEHOBaHUE U APEC TPOU3BOIAUTEIIS;
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B) PE3yJIbTATHl aHATIN3a Cepuil hapMaIleBTUUECKON CyOCTaHIINH;

') CPOK F'OJIHOCTH;
(m. 1.1 BBenen ®enepanbHbiM 3akoHOM OT 27.12.2019 N 462-D3)

2) TOKYMEHT, COJAEPIKAIUN CIEAYIOLINE CBEIECHUS O JIEKAPCTBEHHOM IIpenapare sl MEAULUHCKOTO
IIPUMEHEHU:

a) OIMUCAHUC U COCTAB JICKAPCTBCHHOT'O IIpcIiapaTa JJIsI MCAUIITMHCKOT'O MPUMCHCHU A,

0) ommcanue QapmaleBTHIECKON pa3paboTku (0OOCHOBaHHWE BBIOOpAa COCTaBa, MEPBUYHOU
YIaKOBKU U UHOTO);

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMCAHHUEM CTaI[I/Iﬁ IMPOU3BOACTBA U METOJOB KOHTPOJIA HA BCEX
CTaaudgX IMPOU3BOACTBA,

I) ONHMCAaHHE KOHTPOJSI KPUTUYECKUX CTauil mpoliecca MPOU3BOJACTBA M TMPOMEKYTOUHOU
MPOTyKIIUH;

1) HAMMEHOBAaHUE M aJIpeC MECTa OCYIIECTBJICHHS IPOU3BOCTBA JICKAPCTBEHHOTO Iperapara s
MCIUIIUMHCKOI'O HpI/IMeHeHI/DI (B cnyqae HaJIM4YMsl HCECKOJIBbKHX y‘-IaCTHI/IKOB Hpouecca HpOI/I3BOHCTBa
HE0OXOAMMO yKa3aTh KaKJI0TO U3 HUX);

e) apmareBTHUECKast COBMECTUMOCTB;

) MUKPOOHOIOTHYECKUE XapaKTEPUCTHKU;

3) MaTepuaTbHBIN OalaHC IS MPOU3BOICTBA CEPUH TOTOBOTO MPOIYKTA;

1) OMUCaHUE XapaKTePUCTHK U CBOMCTB YIAKOBOYHBIX MAaTEPUAIOB U YKYIIOPOUHBIX CPEJICTB;

K) TOKyMEHTAJIbHOE MOATBEPKICHNE (BaIMJAIs1) TPOLIECCOB MMPOU3BOCTBA U (MJIM) UX OLICHKA;

J) TpeOOBaHUS K KayeCTBY BCIIOMOTATENbHBIX BeHIeCTB (cepTudukar, crnenudpukamus Ha
BCIIOMOT'aTeJIbHBIC BEIIECTBA U UX 0OOCHOBAHMUE);

M) AHAIUTUYCCKUE MCETOOUKH, MCIOJB3YEMBIC TIIPpH OCYHICCTBIICHHH KOHTPOJIA KadeCTBa
BCIIOMOTaTCIbHBIX BEIICCTB,

H) JIOKyMEHTaJbHOE MOATBEP)KIEHUE (BalUAalMsl) aHAIUTUYECKUX METOJUK, MCIOJIB3YEMBIX MpHU
OCYILECTBIIEHUU KOHTPOJISI KaueCTBa BCIIOMOTATEIbHBIX BEILIECTB;

0) I/IH(bOpMaHI/Iﬂ 00 MHCITOJB30BAHUM BCIIOMOTaTeNbHBIX BCIICCTB YCJIIOBCYCCKOTO MW XKHBOTHOI'O
MMPOUCXOKACHU,

1) uHbopMaIus 00 NCIIOTH30BAHUN HOBBIX BCTIOMOTATEIbHBIX BEIIECTB;

p) TpeOoBaHMS K KayecTBY JIEKAPCTBEHHOrO TpenapaTra s MEIUIUHCKOrO IPUMEHEHHS
(ceptudukart, cnerudukaims Ha JEKapCTBEHHBIN MpermapaT U uX 000CHOBAaHHE);
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C) AHAIIUTUYCCKUE MCTOAHUKH, HCIIOJIB3YEMBIC TIPU OCYIICCTBJICHUHM KOHTPOJA KadeCTBa
JICKApPCTBCHHOT'O IIpCriapaTta JJIs1 MCAUITUHCKOI'O MIPUMCHCHUA

T) IOKyMEHTaJbHOE IMOATBEpXKACHUE (BalMMIAIMs) aHATUTHUYECKUX METOJIUK, UCIOIb3YEMBIX MpHU
OCYILECTBJIEHUU KOHTPOJISI KaueCTBa JIEKApCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO TPUMEHEHUS;

y) pe3yJbTaThl aHATU30B CEpUil JIEKAPCTBEHHOTO MpernapaTa A MeAULIUHCKOTO IPUMEHEHUS;
() XxapakTepucTUKa MPUMECEI;

X) MepeyeHb CTaHJAPTHHIX 00pa3loB, HMCIOJNb3YEMbIX IMPHU OCYIIECTBICHWH KOHTPOJIA KauecTBa
JIEKapCTBEHHOTIO Mpenapara A MEIUIUHCKOT0 IPUMEHEHHUS;

11) JaHHbIE O CTAOUIBHOCTH JIEKApPCTBEHHOTO Npenapara A1 MEIUIMHCKOTO IPUMEHEHHSL.
(uactsb 5 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen ¢dapmakogornyeckoi, TOKCUKOJIOTHYECKON JTOKYMEHTAIlMH BKJIIOYAET B CeOSl OTYETHI O
pe3ynLTaTax JOKIIMHUYCCKUX I/ICCJIGIIOBEIHI/Iﬁ HeKapCTBeHHOF (0] CpeI[CTBa I MECAUIIUHCKOT' O HpI/IMeHeHI/ISI,
B TOM YHCIIE:

1) otueT 0 hapMakoIMHAMUYECKIX UCCIICIOBAHUSX;
2) oT4eT 0 (hapMaKOKMHETHIECKUX MCCIICIOBAHUSIX;

3) OTYET O TOKCUKOJIOTHYECKUX MUCCIIEIOBAHUSIX.
(dactb 6 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3nen KIWMHHUYECKOM JOKYMCHTAIlUU BKJIKOYA€T B cebs OTYETHI O pe3yjibTaTax KIIMHUYCCKUX
I/ICCJ'IG,I[OBaHI/Iﬁ JICKAPCTBCHHOT'O Ipfriapara JJIsd MEAUITHUHCKOI'O IPUMEHCHUA, B TOM YUCJIC!

1) oruersl 00 wWccneAOBaHUAX OWOMOCTYITHOCTH W OWOIKBUBAJICHTHOCTH, WCCIIECIOBAHUSIX,
YCTaHABIUBAIOIINX KOPPEIAIHUIO PE3yJIbTaTOB, MOJYYCHHBIX B YCIOBHSX 1N Vitro U in vivo;

2) oT4eThl 0 (papMaKOKMHETHUECKUX UCCIIETOBAHMSIX;
3) oT4eThl 0 papMaKOAMHAMUYECKUX MCCIICIOBAHUSIX;
4) oT4ETHI O KIMHUYECKUX UCCIIEAOBAHMIX YPPEKTUBHOCTU U 0€301aCHOCTH;

5) OTYeT O MOCTPETUCTPALIMOHHOM OTBITE TPUMEHEHUS (TIPU HAIUYHUH ).
(uactb 7 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

8. TpeboBanus Kk 00beMy MH(OpPMAIMU, MPEAOCTABIIEMON B COCTaBE PErHMCTPALIMOHHOTO JOCHE,
JUTSL OTACTBHBIX BUJIOB JICKAPCTBEHHBIX MPEMapaToB ISl MEIUIIUHCKOTO MPUMEHEHUS YCTaHABIMBAIOTCS
YIOJTHOMOYEHHBIM (pe/IepaIbHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH.
(uactb 8 BBeneHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9. B OTHOLIEHNHU JEKAPCTBEHHBIX IMPENApATOB, PA3pEIICHHBIX I MEAUIMHCKOIO IMPUMEHEHUS B
Poccwmiickoii ®denepanuu Oonee ABAAATH JIET U B OTHOIIEHWH KOTOPBIX HEBO3MOXKHO IPOBEICHUE
UCCIIEIOBAaHUM HMX  OMOSKBUBAJIEHTHOCTH (32 HCKIIOYEHHEM  OMOJIOTMYECKHUX  JIEKapCTBEHHBIX

www.consultant.ru CtpaHuua 49 ns3 147
Hapge>XHasd npaBoBan nognep>Xxka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100347&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=361672&date=10.07.2023&dst=100118&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100340&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100336&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=10.07.2023&dst=100295&field=134

depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

IpenapaToB), AOMYCKAaeTcsl BKIIOYEHHE B COCTaB paszzena (hapMakoJIOTHYECKOM, TOKCHUKOJIOIMYECKOM
JOKYMEHTAIlMM M pa3zesia KIMHUYECKOH JOKyMEHTAallMd BMECTO OT4YeTa pa3paboTdrKa O pe3ysibTaTax
COOCTBEHHBIX JOKIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HCCIEIOBAHUN
JIEKapCTBEHHBIX MpPENapaToB sl MEIUIIMHCKOTO MPUMEHEHHUs 0030pa HAay4HbIX paboT O pe3ylbTaTax
JOKJIIMHUYECKUX UCCIIEJOBAaHUN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIEJOBAaHUNM JaHHBIX
JICKAPCTBCHHLIX MPCIIapaToB, B TOM YUCJIC BKIIOYasd OIBIT UX MOCTPETUCTPAIUOHHOTO TPUMCHCHUS.
(uactp 9 BBenmena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3; B pen. denepaibHOTO 3aK0HA OT
27.12.2019 N 475-03)

10. Ilpu rocynapCTBEHHON PETHCTPALMU BOCIPOU3BEACHHBIX JICKAPCTBEHHBIX IMPENapaToB s
MEIWIIMHCKOTO TMPUMEHEHHS [IOMyCKaeTCs BKIIOUEHHWE B COCTaB pazaena (apMaKoJIOTHYECKOMH,
TOKCUKOJIOTUYECKON JOKYMEHTAllM U pasjelia KIMHUYECKOM JOKyMEHTAallMM BMECTO OTdYeTa
pa3paboTunka O pe3yibTaTax COOCTBEHHBIX MOKIMHHYECKHUX HCCIEAOBAHUN JICKAPCTBEHHBIX CPENICTB
0030pa Hay4yHBIX pabOT O pe3yibTaTax JOKIMHUYECKUX HCCIeAOBaHUN pedepeHTHOTO JEKapCTBEHHOTO
npenapara U NpeACTaBJICHUC BMCCTO KIIMHUYCCKUX HCCHGI[OBaHI/Iﬁ B IIOJITHOM OG'LGMG, YCTaHOBJICHHOM
pa3zenioM KIMHUYECKOM JOKyMEHTAIlMHM, OT4eTa O pe3yjibTaTax HCCIIEeJOBAaHUNA OMOIKBUBAIEHTHOCTH
BOCIIPOU3BCACHHOTO JICKAPCTBCHHOI'0 IMpfrapara M MCIUIHUHCKOIO IMPUMCHCHUS. He Tp€6yeTC$I
MpEJCTaBICHUE OT4YeTa O pe3yibTaTax HCCIeNOBaHUM OHOIKBUBAJIEHTHOCTH BOCIPOU3BEACHHOTO
JICKApPCTBCHHOTI'O IperiapaTa ajid MCAUIUHCKOTO NPUMCEHCHUS, CCIIN PETUCTPUPYIOTCS BOCIIPOU3BCACHHBIC
JIeKapCTBEHHBIE Mpenapathl ISl MEIUIUHCKOTO MPUMEHEHHS, KOTOPHIE:

1) mpenHazHauyeHbl Ul MApEHTEPAIBHOIO (TIOJKO0KHOIO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPMIJIA3HOTO,  BHYTPUIIOJOCTHOIO, BHYTPHUCYCTaBHOTO, BHYTPHUKOPOHAapHOIO) BBEJIEHHS MU
NPECTaBISIIOT cO00i BOJHBIE PACTBOPHI;

2) npeACTaBISIFOT OO0 PacTBOPHI ISl IEPOPATLHOTO TPUMEHEHHS;
3) npousBenieHb! B OpME MOPOLIKOB WM JTHO(PUIN3ATOB IS IPUTOTOBICHUS PACTBOPOB;
4) SIBISIFOTCS Ta3aMU;

5) ABAAIOTCS YITHBIMU WM TJIa3HBIMU JICKAPCTBEHHBIMH IpeNapaTamMu, MPOU3BEICHHBIME B (opMe
BOJHBIX PACTBOPOB;

6) mpeHa3HAYEHBI JUII MECTHOTO MTPUMEHEHHS U TIPUTOTOBJIEHHI B (hOpME BOJHBIX PACTBOPOB;

7) npeacTaBisOT co00i BOJHBIC PACTBOPHI LIS UCIIONB30BaHUS B JOPME WHTAISINN C IOMOIIIBIO
HeOynaii3epa WK B Ka4eCTBE Ha3aJbHBIX CIPEEB, IPUMEHSEMBIX C IOMOIIBIO CXOIHBIX YCTPOUCTB.
(gactpb 10 BBeneHa denepaabHbIM 3akOHOM OT 22.12.2014 N 429-03)

11. Jlna cayyaeB, yka3aHHBIX B OyHKTax 1 - 3, 5 - 7 yactu 10 Hacrosied CTaThy,
BOCTIPOM3BEJICHHBIN JIEKAPCTBEHHBIN MpemnapaTr i MEIUIMHCKOTO MPUMEHEHHUS IOJIKEH COJep>KaTh
TaKHe K€ BCIIOMOTATENbHBIC BEIIECTBA B TAKMX K€ KOJIMYECTBAX, KaK U peEpEeHTHBIN JIeKapCTBEHHBIN
npenapar. Ecau cocTaBbl BCIIOMOTaTeNbHBIX BEIIECTB Pa3iMyaloTCs, 3asBUTENb JIOJDKEH MPECTaBUTh
JIOKA3aTeNIbCTBA TOTO, YTO HCIIOJNB3yeMbIe B JAHHBIX KOHIIGHTPAIMSX BCIIOMOTATENbHBIC BEIIECTBA HE
BIUSIOT Ha Oe30macHOCTh W (Win) 3(PPEKTUBHOCTD JIEKAPCTBEHHOTO MpernapaTra JUisi METUIIMHCKOTO
npuMeHeHus. B ciyuae, ecu 3asBUTENb HE MOXKET MPEICTABUTh TaKWe JOKA3aTeNbCTBA U (MIIH) HE UMEET
JOCTyHa K COOTBETCTBYIOIIUM JIaHHBIM, OH JIOJDKEH MPOBECTH COOTBETCTBYIOIIME HCCIEAOBAHUS IS
JIOKAQ3aTeNIbCTBA OTCYTCTBHUSI BIIMSHUS PA3HBIX BCIOMOTATEIbHBIX BEIIECTB WM BCIIOMOTATEIbHBIX
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yCTporcTB Ha Oe3omacHOCTh U (WiH) 3(PPEeKTUBHOCTD JIEKAPCTBEHHOTO TMperapaTa i MEIUIIMHCKOTO
MIPUMEHEHHS B COOTBETCTBUU C aKTaMHU, COCTABISIONIUMU MPaBo EBpa3uiickoro S5KOHOMUYECKOTO CO03a.
(uactp 11 BBenmena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3; B pen. denepaqbHOro 3aKOHA OT
22.12.2020 N 444-03)

12. IIpu rocymapcTBEHHOM perucTpalii KOMOWHAIIMN paHee 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB i MEAMIMHCKOTO TNPUMEHEHMs] JOMyCKaeTcsl BKJIIOYEHHWE B COCTaB  paslena
(bapMaKoIOTHYECKON, TOKCHUKOJIOTMYECKOW JOKYMEHTAlMM M paszfelia KIMHUYECKON TOKYMEHTalluu
BMECTO OTYeTa pa3paboTyMka O pe3yibTarax COOCTBEHHBIX JOKIMHUYECKHX HCCIEIOBaHUN
JIEKapCTBEHHBIX CpPEACTB 0030pa HAyyHBIX paboOT O pe3yibTaTax IOKIMHUYECKUX HCCIIETOBAHUM
pedepeHTHBIX JIEKApPCTBEHHBIX IMIPEMapaToB, BXOMAAIIMX B COCTaB KOMOHWHAIIMUA JIEKAPCTBEHHBIX
MpenaparoB, 1 00 OTCYTCTBUM MX B3aUMOJCHCTBUS B OJHOM JIEKApCTBEHHOU (hopme.

(dactb 12 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Ha skcnepTu3y pa3IWyHBIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
npenapara s MEAMLIMHCKOIO IPUMEHEHMs 3asBUTENb MPEACTABISAET OTIECIbHbIE 3asiBICHUS U
PETUCTpaLIMOHHBIE TOChE Ha KaXAyIo JIeKapcTBEeHHYIO ¢opmy. [Ipu yciaoBun ogHOBpeMEeHHON Mojadu Ha
OKCHEPTH3Y OIHOHN JIEKapCTBEHHOH (OpMBI C pa3IMYHBIMU JO3MPOBKOW, KOHIIEHTpaLuei, o0beMoM
3asiBUTENb MPEACTABIIET OJHO 3asBJIICHUE U PETUCTPALMOHHOE JOChE C MPHIOKEHUEM MAaKETOB YITAKOBOK
Ha KOKAYIO JO3UPOBKY, K&KAYIO0 KOHIIEHTPALNIO, K&KABIH 00beM U KaX/10€ KOJIMYECTBO 103 B YIAKOBKE.
(dactpb 13 BBeneHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

14. Tlpu rocymapCTBEHHOW perucTpanuu ophaHHOTO JIEKAPCTBEHHOTO IMpemnapara 3asBHTEIhb
npecTaBisieT HHPOPMaIUio, HeOOXOAUMYO [T (POPMUPOBAHHS pa3liesia KIMHUYECKOH TOKYMEHTAIUH,
B 061>eMe, YCTaHOBJICHHOM YIIOJTHOMOYCHHBIM (I)e):[epaanLIM OopraHom HUCIOJIHUTEIBHOMN BIIACTH.

(dactb 14 BBeneHa denepaabHbIM 3akOHOM OT 22.12.2014 N 429-03)

15. Ilpu perucrpauuu OMOJOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara, MOJYYEeHHOTOo U3 KpOBH,
IU1a3Mbl KPOBU YEJIOBEKa, B COCTAaBE€ PETUCTPALIMOHHOTO JI0Che Ha JIEKapCTBEHHBIN mpernapar i
MEIUIIMHCKOTO IPUMEHEHUS JTOJKHBI ObITh IPEACTABICHBI TOTIOJIHUTEIBHO!

1) B pasmene MAOKyMEHTallMM aJMUHHCTPATUBHOIO XapakTepa JOKYMEHT, COAEpKalui
UHPOpPMALIUIO 0 cyOBeKTax OoOpamieHus JOHOPCKON KpOBH M (MJIM) €€ KOMIIOHEHTOB, O TOM, I/ie Oblia
OCyIIleCTBJIeHA JOHamusl (KpoBM W (WJM) TUIa3Mbl KPOBH), a TakKe JaHHBIE 00 WH(EKIIMOHHBIX
3a00JIeBaHUAX, MEPEAAIONIUXCS TMAPEHTEPATbHBIM IyTeM, HH(popMalus O CyOBbEeKTax oOpalleHus
JIOHOPCKOW KpOBM M (WIM) €€ KOMIIOHEHTOB, B OTHOIIEHHWH KOTOPBIX OCYIIECTBIIAETCS KOHTPOJIb
JIOHOPCKOM KPOBU U (WJIM) €€ KOMIIOHEHTOB;

2) B pazzene XuMUIeCKOH, (papMarieBTUIECKON U OMOJOTUYECKON JJOKYMEHTAIUH:

a) KPUTEpUHU U CIIOCOObI 0TOOpa, TPAHCIIOPTHPOBAHUS M XPAHEHUS JOHOPCKOW KpOBH U (WIIN) ee
KOMIIOHEHTOB;

0) pe3ysbTaThl HCCIeIOBAaHUN OTOOPAaHHBIX TOHOPCKOM KpOBH M (MJIM) TUIa3Mbl KPOBH U IYJIOB Ha
Hajmuuue Bo3OyauTened WHEKnw, BKIOYas WHOOpMAIMI0O 00 HCIOIb30BAHHBIX METOIMKAX
I/ICCJ'IGI[OBaHI/II‘/JI U B ClIydac HCCICAOBAaHHA IIYJIOB IIJIa3Mbl KPOBU PEC3YyJbTaTbhl AJOKYMCHTAJILHOI'O
MOJTBEPKICHHSI (BATMIAIIMN) HCITOB30BAaHHBIX METO/IVK;

B) TEXHHYECKHE XapaKTEPUCTHKHU YIIAKOBKU JJIs1 0TOOpa JOHOPCKON KpOBH M (MJIH) IUIa3MbI KPOBH,
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BKJII04asi MHPOPMALKIO 00 MCIIOJIb30BaHHBIX PACTBOPAX aHTUKOATyJISTHTOB.
(uactb 15 BBenena @exnepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

16. KiimHHueckne HcclieIoBaHus JIEKAPCTBEHHOIO MpernapaTta Uisi MEAUIIMHCKOTO IMPUMEHEHUS B
LesiX €ro TrOCYyJapCTBEHHOM perucrpauuu mnposouarca B Poccuiickon @Pexepanuuu B MOPSAIKE,
YCTaHOBJICHHOM cTathsiMu 38 - 44 Hactosimero @eaepaibHOro 3akoHa. OTYET O MPOBEICHHBIX
UCCJIEIOBAHMIX BKIIIOYAETCS B COCTAB pasjieia KIMHMUYECKOW JOKYMEHTAIMH PErMCTPALMOHHOTO J10ChE
Ha JIEKapCTBEHHBIN Ipenapar s MEIULUHCKOro npuMeHeHus. JlJId JeKapCTBEHHBIX IPenaparoB Ui
MEIUIIMHCKOIO TMPUMEHEHMs, B OTHOUIEHUH KOTOPBIX B pe3yJbTaTe€ »JKCIEPTU3bl JOKYMEHTOB,
MIPEACTABICHHBIX JUISI ONPEEICHUS BO3MOKHOCTHM pacCMaTpUBaTh JIEKAPCTBEHHBIM mpemnapar s
MEAHWIIMHCKOTO MPUMEHEHHUS B KadecTBe OpP(aHHOTO JEKapCTBEHHOTO Mperapara, Takas BO3MOXKHOCTh
IIPpU3HaHa M B OTHOUIEHUWM KOTOPBIX IPOBEIEHBI KIMHUYECKHE MCCIICOBAHUS, BBIIIOJIHEHHBIE 3a
npenenamu Poccuiickoii ®denepany B COOTBETCTBMM C MpaBMJIaMM HaaJexamied J1abopaTopHOi
MPaKTUKU W MpaBUJIAMU HAJUIeKAlEH KIMHUYECKON NPAKTHUKH, JOIYCKAETCS BKJIIOUEHHE B COCTaB
paszena KIMHUYECKOM JOKYMEHTAllMd BMECTO OTYeTa O pe3yJibTaTax KIMHUYECKUX HCCIIeJOBaHUN
JIEKapCTBEHHOT0 MpenapaTa JJisi MEAUIMHCKOTO TPUMEHEHUs, TPOBEICHHbIX B Poccuiickoii denepannu,
OoT4eTa O pe3yibTaTax KIMHUYECKUX MCCIEAOBAaHMM, BBIIIOJIHEHHBIX 3a mpeaenamu Poccuiickon
denepanuu.

(dactb 16 BBeneHa denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

17. B ciiyyae HempeACTaBICHHUS C 3aiBJICHUEM O TOCYJAPCTBEHHOW PErucTpanuu JIEKapCTBEHHOTO
npenapara Jjis MEIUIMHCKOTO MPUMEHEHHUs JTOKYMEHTOB, MOATBEPKIAIOIINX YIUIATy TOCY1apCTBEHHOMN
MONUIMHBI M YyKa3aHHbIX B IyHKkTe 10 dYactu 2 HacTosMIEd CTaThbM, a TaKXKe BbIAABAEMBIX
(mpenocTaBiIsieMbIX)  YIOTHOMOYEHHBIMH  (DeflepadbHBIMU ~ OpPTaHAMH  WCIOJHUTEIBHON  BIIACTH
JIOKyMEHTOB (CBEICHMI), YKa3aHHBIX B IMYHKTaX 3 W 4 9acTu 4 HACTOAIIEH CTaThH, YIOJHOMOYCHHBIN
dbenepanbHBIE OpraH HCIOJHUTEIBHON BIACTH 3alpalliBacT yKa3aHHBIE JOKYMEHTHI (CBEICHHS) B
MOPsTIKE MEXBETOMCTBEHHOTO HH()OPMALIMOHHOTO B3aUMOJICHCTBHSL.

(uactb 17 B pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

18. He momyckaeTcsi HCIONB30BaHHE B KOMMEPYECKHX IeNsIX HHPOPMAIMK O pe3ysbTaTax
JOKJIMHUYECKUX UCCIEAOBaHUHN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX MCCIIETOBAHUMN JIEKAPCTBEHHBIX
MpenapaToB sl MEAMIMHCKOTO TNPUMEHEHHMs], MPEACTAaBICHHOW 3asBUTENEM Js TOCYIapCTBEHHOMN
pEerUCTpalliy JIGKAPCTBEHHOTO Tperapara, 0Oe3 ero corjacuss B TEUEHUE MIECTH JIET C JIaThl
rOCYJIapCTBEHHOM perucTparu peepeHTHOTo JeKapCTBEHHOTO npemnapata B Poccuiickoit deaepanum.
(dactb 18 BBegeHa denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

19. Jlepxkatenb wuiau Biafesiel] perucCTpallMOHHOTO YJOCTOBEPEHHUS JIEKApCTBEHHOIO IMpernapara Ha
OMOTEXHOJIOTHYECKUN MM opdaHHBIN JIEKapCTBEHHBIN Mpenapar 00s3aH MPeJOCTaBIATh Ha BO3ME3IHON
OCHOBE 00pa3iibl pehepeHTHOrO JIEKApCTBEHHOTO IMpernapaTa 3asiBUTENsIM JJI IPOBEACHUS KIMHUYECKUX
uccnenoBanuii. CtomMocTh oOpasia pedepeHTHOro JEeKapCTBEHHOTrO Ipernapara, BKIOYEHHOTO B
[epeyYeHb KU3HEHHO HEOOXOIUMBIX M BaXKHEHUINX JE€KapCTBEHHBIX MPENapaToB, HE JOJKHA MPEBBIIATh
3apETUCTPUPOBAHHYIO TPENENbHYIO OTIYCKHYIO IIEHY Ha pedepeHTHBIN JIeKapCTBEHHBIN IMpenapar Wiu
LIEHY Ha JICKapCTBEHHBIN MpernapaT B CTPAHE MPOU3BOIUTENS.

(dactb 19 BBenena denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

20. 3asBIeHUE O rOCyAapCTBEHHOM PETHCTPAIIMU BOCHPOU3BEICHHOIO JIEKAPCTBEHHOrO Ipernapara
JUTSET. MEAMIIMHCKOTO TIPUMEHEHUS MOXeT OBITh IOJaHO B YIOJTHOMOYEHHBIH (efepanbHblii OpraH
WCIIOJTHUTENBbHOM  BJACTH, OCYIIECTBISIOMIUNA TOCYJapCTBEHHYIO PETHUCTPALMI0  JIEKApCTBEHHBIX
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

IpenapaToB, MO MCTEUYEHUM YEThIpeX JIeT € JaThl TOCYJapCTBEHHON perucTpanuu pedepeHTHOro
JIEKapCTBEHHOTO Ipenapara B Poccuiickont denepannn.
(gactb 20 BBeneHa denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asgBieHMe O TOCYJApCTBEHHOH  peructpanuu  OuoaHAIOroBoro  (6MomomoOHOro)
JIEKapCTBEHHOTO TpenapaTa (OnoaHangora) MOKeT ObITh TIOJIAHO B YIIOJTHOMOYEHHBIHN (heepaibHbIN OpraH
UCTIOJIHUTENIPHOW ~ BJIACTH, OCYIIECTBISIONIMKA TOCYJApCTBEHHYIO PETUCTPAIMIO  JIEKAPCTBEHHBIX
IpernapaToB, IO HUCTEUYEHUH TpeX JeT C JaThl TOCYJapCTBEHHOMW perucTpanuu pedepeHTHOTo
JIEKapCTBEHHOrO INpenapara B Poccuiickon denepannu.

(dactb 21 BBeneHa denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [lepkaTenb WIN BIAJENEL PErMCTPALMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOI'O Ipenapara
MIPEICTABISIET B YIOJTHOMOYEHHBIM (he/lepaibHbI OpraH HCIOJHHUTEIBHON BJIACTH, OCYIICCTBIISIFONTUN
(GYHKLIMU 110 KOHTPOJIO M HA/I30py B cepe 3ApaBOOXpAHEHUs, OTUET IO pe3yibTraTtaM (hapMakoHaI30pa
OJIMH pa3 B IIECTh MECSLEB B TEUCHHUE JBYX JIET MOCJE IOCYIapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOTO
npenapara B Pocculickon denepanuu, €XerogHo B T€YEHUE MOCICAYIOMUX TPEX JIET U B JAJIbHEHUIIEM
OJIMH pa3 B ISTh JIET.

(dactb 22 BBegeHa DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. NpuHATHME pelleHMs O Bblaayve 3KCNEPTHOMY Y4YpexAaeHUIo 3aflaHuA Ha
npoBeAeHne 3KCNepTU3bl JleKapCTBEHHOro cpeaAcTBa
(B pen. @enepanbHoro 3akoxa ot 22.12.2014 N 429-03)

1. B Teuenue necatu pabouux IHEH cO JHS MPUHATHS 3asgBICHHUS O TOCYJAPCTBEHHON perucTpanuu
JIEKapCTBEHHOTO  MperapaTta  COOTBETCTBYIOIIMM  yMOJHOMOYEHHBIM  (denepaibHBIA  OpraH
UCTIOJIHUTENIFHON BJIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBHOCTH O(POPMIICHHS
MPEJICTABICHHBIX JOKYMEHTOB PETHMCTPAllMOHHOIO JOChE HA JIEKApPCTBEHHBIM MpernapaT U MNPUHUMAET
PCIICHUC O BbIJAAYC 3aJaHHA Ha IPOBCACHUC!

1) skcmepTu3bl JOKYMEHTOB, MPEICTaBICHHBIX JUIS OMpEesieHUsT BO3MOKHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN Mpemnapar i MEIUIUHCKOTO TPUMEHEHUS TPU OCYIIECTBICHUH TOCYAapCTBEHHOM
pPErucTpalry B KauecTBe OppaHHOIO JEKapCTBEHHOTO Mpernapara;

2) SKCHCPTU3LI JICKAPCTBCHHOTO CPEACTBA B HACTU IKCIICPTU3BI KAUYCCTBA JICKAPCTBCHHOTO CPEACTBA
N OKCIIEPTHU3bl OTHOIICHUA O)KI/II[aCMOI\/'I IIOJIB3BI K BO3MOKHOMY PHUCKY INPHUMEHCHUS JICKAPCTBCHHOI'O
npenapara JJjis1 MCIUIUHCKOIO IPUMCHCHUS

3) sKcrepTHU3bl JIEKAPCTBEHHOT'O CPEICTBA B YACTH AKCIEPTU3bI KaUueCTBa JIEKapCTBEHHOTO CPENICTBA
U OKCIEPTH3bl OTHOIICHUS OXXUAAEMOH IOJB3bI K BO3MOXKHOMY PHUCKY NMPUMEHEHHsS JEKApPCTBEHHOTO
mpemnapara JUisli MEIWIUHCKOTO TPUMEHEHUS B TOpSAIKE YCKOPEHHOW MpOLEAyphl SKCIEPTU3BI
JICKapPCTBEHHBIX CPEJICTB B COOTBETCTBUH CO CTaThel 26 HacTosmero denepalbHOTO 3aK0HA;

4) osKcrepTU3bl JIEKAPCTBEHHOTO CpEACTBA B OTHOIICHHWU JIEKAPCTBEHHOIO IIpemapaTta MAjis
BETEPUHAPHOTO IPUMEHEHHS.

2. YronmHOMOYEeHHBIH (heepaibHbIA OpraH MCIIOTHUTEIBHOW BIACTH YBEIOMIISIET B AJIECKTPOHHOU
dopme unu Ha OyMa)XHOM HOCHTENE 3asBUTENS M SKCIEPTHOE YUPEKACHHUE O MPHUHATOM PEIICHHH O
BbIJIaue 33JaHUI Ha MIPOBEJEHUE SKCIIEPTH3, IPEIyCMOTPEHHBIX YacTbl0 | HACTOSIIEH CTaThU, U B CiIydae
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

HEO0OXOAMMOCTH O BbIjIaue pa3pelieHus Ha BBo3 B Poccuiickyro deepannio KOHKPETHOW MapTHH, CEPUH
3apETUCTPUPOBAHHBIX W (MJIM) HE3apEerHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B
MIPOBEJCHUH NMPEAYCMOTPEHHBIX SKCIEPTU3 C YKa3aHUEM MPUYHH TaKOro OTKa3a.

3. B ciydae BBIABIEHHS OTCYTCTBHS WJIM HEJIOCTOBEPHOCTH HH(POPMALUH, COJAEpKaIIEHCs B
MIPEJICTABJICHHBIX 3asBUTEJIEM JIOKyMEHTax, YIOJHOMOYEHHBIN (enepalbHblii OpraH HCIOJHUTEIBHON
BJIACTH HAIpaBIseT 3asBUTENIO 3ampoc 00 yTOuHEeHMH OHToM wuHpopMamuu (mamee - 3ampoc
YIOJTHOMOYEHHOTO (pe/iepalibHOr0 OpraHa WCIOJHUTENbHON BIACTH), KOTOPBIH MOXKET ObITh IepenaH
YIOJHOMOYEHHOMY IPEACTABUTENO 3asSBUTENS JIMYHO IOJ PACIUCKY, HApPaBIEH MO NOYTE 3aKa3HBIM
MUCHMOM WJIM TEpellaH B 3JEKTPOHHOU GopMme MO TeIeKOMMYHUKALIMOHHBIM KaHallaM CBs3H. B ciyuae
HalpaBJIEHUs 3apoca YMOJIHOMOYEHHOTo (efepalbHOr0 OpraHa HMCIOJHHUTEIbHON BIIACTH MO IMOYTE
3aKa3HBIM IHUCbMOM OH CUMTAETCA NOJYYEHHBIM IO MCTEYEHUM IIECTH JIHEW C JaThl HAIpPABJICHUS
3aKa3HOr'O MHUCHMA.

4. 3asBuTenp 00s13aH MPEJCTaBUTh OTBET Ha 3alpoC YIOJHOMOYEHHOTO (henepasbHOro OopraHa
UCTIOJIHUTENIFHON BJIACTH B CPOK, HE MPEBBINAIONIMN JEBIHOCTa pabouuX THEH CO JHS ero MOJIyueHHs.
CpoK, yKa3aHHBIM B 4acTH | HACTOSIIEH CTaThbU, MIPUOCTAHABIMBAETCS CO JHS HANPABJICHUS 3aIBUTEIIO
3arpoca YInoJIHOMOYCHHOI'O (beﬂepanLHoro opraHa HUCHOJIHUTENBHON BJIACTU A0 JHSA TOJY4YCHUS UM
COOTBETCTBYIOIIIETO OTBETA.

5. OcHoBaHuEM JUIsl OTKa3a B OpraHU3alMy SKCIEPTHU3, NIPELYCMOTPEHHBIX YacTbio 1 HacTosmen
CTaTbM, SIBISETCS TMpPEACTAaBICHHUE HEOOXOAUMBIX MJIi MPOBEIACHHS IPEAYCMOTPEHHBIX OSKCIEPTHU3
JOKYMEHTOB B HETOJIHOM OOBEME WJIM HEMPEICTABICHHE 3asBUTENIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha
3alpoc YMOJIHOMOUYEHHOTo (erepabHOrO OpraHa HMCIOJHUTEIbHOM BJIACTH, a TakKe MpeJCTaBlICHUE
JIOKYMEHTOB, HE COAEPKAIIMX HCUEPITBIBAIOIIETO MEPEYHSI HEOOXOAUMBIX CBEJICHHIA.

6. Ilpu oTka3ze B OpraHu3aluu SKCIEPTU3bI, MPEAYCMOTPEHHOM MYHKTOM 4 yactu | HacTosieu
CTaTbH, JOKYMEHTBI, BXOJSIIME B COCTaB PErMCTPALlMOHHOIO JIOChE€ Ha JIEKApCTBEHHBIM INpernapaTr A
BETEPUHAPHOIO MPUMEHEHUsSI, MOTYT ObITh BO3BpAIICHbI 3asBUTENI0 HA OCHOBAHWU €r0 MHCbMEHHOI'O
3arpoca, HalpaBJICHHOTO B YIIOJHOMOYEHHBIN (elepaibHblil OpraH UCIIONHUTENFHON BIACTH B TCUEHHE
TpUALATH paboUMX JHEN CO JIHS MPUHATHUS YIOJIHOMOYEHHBIM (eiepalibHbIM OpraHOM HCTIOJIHHUTEIbHOM
BJIACTH pelieHHs 00 OTKa3e B OPraHU3allMHM TaKOW AKCIEPTHU3bl. Y TOJHOMOYECHHBIN (epepanbHblii Opran
WCIIOJTHUTENBFHOM BJIACTH BO3BpAIlAaeT 3asBUTENI0 YKa3aHHbIE JOKYMEHTHl B T€UEHHUE AECATH pabodux
JTHEH CO IHA MOJIyY€HHUsI COOTBETCTBYIOIIETO 3apoca 3asiBUTENS.

(dactp 6 BBeneHna denepanbHbiM 3aK0HOM OT 02.08.2019 N 297-D3)

Cratba 20. 3KcnepTusa [OOKYMEHTOB, nNpeAcTaBfeHHbIX ANA onpeaeneHus
BO3MOXHOCTU paccMaTpyMBaTb JIeKapCTBEHHbIW npenapat AnNA  MeAULMHCKOro
NPUMEHEHMUA TMpPU OCYLUeCTBIEHUN TrOCyAapCTBEHHOW perucrtpauMm B KayecTBe
opcaHHOro nekapcTBeHHOro npenapara

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

1. DkcrnepTusa JOKYMEHTOB, MPEACTABIECHHBIX AJIs ONpeAesieHUs BO3MOXKHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIM Mpenapar Uisi MEAMIMHCKOTO NPUMEHEHUsI MPH OCYIIECTBICHHH TOCYIapCTBEHHOM
perucTpanuy B KadecTBe Op(aHHOTO JIEKapCTBEHHOIO Mperapara, COCTaBICHHE KOMHUCCHEH SKCIEepTOB
3aKJIIOYEHUsI O BO3MOXKHOCTU WJIM HEBO3MOXKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemapar ajs
MEAMIIMHCKOTO TPUMEHEHHUS] TMpPH OCYHIECTBIEHHH TOCYyJapCTBEHHOW perucTpalyy B KadecTBe
op(haHHOTO JEKApPCTBEHHOTO Tpernapara M HampaBlIEHWE aHHOTO 3aKIIIOUEHUS B YIMOJIHOMOYCHHBIN
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

(dbeneparbHBI OpraH WCIIOJHUTEIBHON BJIACTH OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIOIINA TPHUALATH
pabounx JAHEH CO JHS MOJYYCHHUS SKCIIEPTHBIM yUPEKISHUEM 3aJaHUs YIIOITHOMOYEHHOTO (heepaabHOTo
opraHa MCTIOJHUTEIHLHOW BJIACTH U B AJICKTPOHHOU (hopMe WK Ha OyMaKHBIX HOCHUTEISX HEOOXOIUMBIX
JIOKYMEHTOB, yKa3aHHbIX B myHktax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crarbyu 18 HACTOSAIIETO
®denepanbHOTO 3aKOHA.

2. JIOKyMeHTBI, cojaepxKallluecs B PEruCTPallMOHHOM J0ChE€ Ha JIEKapCTBEHHBIM IIpernapaTr u
HOCTYNUBIIME HA OYMa)KHBIX HOCUTENSAX B 3KCIIEPTHOE YUPEXKICHHUE Ul OCYIIECTBICHUS UX SKCIEPTU3bI
JUIsL  ONpEAENICHUs] BO3MOXHOCTM paccMaTpUBaTh JIEKAPCTBEHHBIM Ipenapar il MEIULUHCKOIO
NpUMEHEHHUsT B KauecTBe Op(paHHOIO JICKapCTBEHHOIO Ipemapara, IOAJEXaT BO3BpaTy B
YIOJIHOMOYEHHBIN (hefepanbHblii OpraH HUCIOJHUTENFHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU
COOTBETCTBYIOIIUX SKCIIEPTHU3.

Cratbsa 21. PeweHue 0 BO3MOXHOCTU paccMaTpuBaTb JleKapCTBeHHbIA npenapart
npu OCYyLWeCTBNIEHNUM TrOCyfapCTBEHHOM perucTpauMm B KavyectBe opdaHHoOro
neKapcTBEeHHOro npenaparta

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

1. B cpok, He nmpeBbILAOIMi MATH pabounx JHEN CO JHA MOJyYEHUs 3aKIIOYEHMs], YKa3aHHOTO B
yactu 1 crareu 20 Hacrosimero denaepaqbHOrO 3aKOHA, YMOJTHOMOYEHHBIN (denepaibHbId OpraH
VCIIOJTHUTEIBHOM BJIACTU OCYLIECTBIIIET OLICHKY IOJIYYEHHOI'O 3aKIIOYEHHs JUIsl OINpPEAETCHUS €ro
COOTBETCTBHUS 33JAHMI0 HA MPOBEJIECHUE COOTBETCTBYIOIIEH SKCHEPTHU3bl M YBEAOMIIECT 3asBUTENS B
SNIEKTPOHHOH ¢opMe miM Ha OyMaXKHOM HOCHUTEJE O pe3ysibTaTax IPOBEACHHON SKCIEPTU3bl C
MIPUIIO’KEHUEM KOIIHUU SKCIEPTHOTO 3aKIIIOUEHUs (C coXpaHeHHueM KOH(UIEHIINAIbHOCTH HHPOpMAIUU O
COCTaB€ KCIEPTHOW KOMHUCCUHU) U O BO3MOKHOCTH MJIM HEBO3MO>KHOCTH pPacCMaTpUBATh JIEKAPCTBEHHBIN
npenapar Uil MEJULUHCKOIO INPUMEHEHHs] NPU OCYIIECTBIECHWH TOCYJAapCTBEHHOM pErucTpanuu B
KadyecTBe OppaHHOTO JIEKApCTBEHHOTO Mpenapara.

2. Ilpu BbIHECEHMHM KOMHCCHEH »HKCHEPTOB 3aKIIOUYEHUS O BO3MOXXHOCTHM pPacCMaTpuUBaTh
JIEKapCTBEHHBIN IIpernapar Uil MEIMLMHCKOTO IPUMEHEHUS IIPU OCYLIECTBICHHM TI'OCYIapCTBEHHOMN
pErucTpanry B KauecTBe ophaHHOTO JIEKAPCTBEHHOT'O MIperapaTa yIoJHOMOYEHHbIHN (eepanbHbIil Opral
HUCIOJIHUTEIBLHON BJIACTU B CpOK, HC HpeBLIIJ_IaIOH_II/Iﬁ IISITH pa60qnx I[H€I>'I CO OHA MOJIYUCHHUSA HAaHHOTO
3aKJIIOUEHUS, TMPUHUMAeT pelIeHHe O BblAaye 3aJaHusl Ha NPOBEIACHHE OHKCIEPTHU3bl KauecTBa
JIEKAPCTBEHHOI'O0 CPEJICTBA M O3KCHEPTU3bl OTHOILIEHHUS OXKUJAEMON TMOJb3bl K BO3MOXKHOMY PHUCKY
MIPUMEHEHHUsl JIEKQpCTBEHHOTO TMpemnapara A MEAWLUHCKOTO MPUMEHEHUS B TMOpPSAKE YCKOPEHHOM
MpOLEypbl AKCHEPTU3bl JIEKAPCTBEHHOIO CPEJICTBA B COOTBETCTBUM CO CTaThed 26 HACTOSAIIETO
denepanbHOTO 3aKOHA.

3. B cilydae npuHATUS PELIEHUS O HEBO3MOXHOCTH paccMaTpUBATh JIEKApPCTBEHHBIN IpenapaT Uit
MEAMIIMHCKOTO TPUMEHEHUs TMpU TOCYAapCTBEHHOW pPETHUCTpallud B  KayecTBE Op(aHHOTO
JIEKApCTBEHHOT0 Mperapara yIOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTENIBHOW  BIIACTH
IpeKpalaeT npoueaypy rocyJapCTBEHHOM perucTpaluu JIEKapCTBEHHOTO Ipemnapara. 3asBUTEIb BIIpaBe
00paTUTbCS B PETUCTPUPYIOMIMNA OpraH C 3asBICHHEM O TOCYJAapPCTBEHHOW PETrHCTpaAIlMH yKa3aHHOTO
JIEKapCTBEHHOT'O TIpenapaTa B COOTBETCTBUHM CO cTaThel 18 HacTosimero deaepabHOTO 3aKOHA.

CraTtbsa 22. YTpatuna cuny ¢ 1 urona 2015 ropa. - PegepanbHbii 3aKkoH oT 22.12.2014
N 429-d3.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

Crtatba 23. JKcnepTu3a KavecTBa JIeKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLIEHUA OXWAAEMOW MNOSib3bl K BO3MOXHOMY PUCKY NPUMEHEHMUS FleKapCTBEHHOro
npenaparta AnA MeAULUHCKOro NpuMeHeHus

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

1. DxcnepTH3a KauecTBa JIEKAPCTBEHHOTO CPEJICTBA U IKCIEPTU3a OTHOLIEHUS 0KUJIaeMOM TOJIb3bl
K BO3MOYXHOMY DPHCKY NpHMEHEHHUS JIeKapCTBEHHOTO IIpernapaTa A MEIUIMHCKOrO0 MpHUMEHEHUS,
COCTaBJICHHME KOMUCCHUSIMU OJKCIIEPTOB 3aKIIOUEHHM 1O pe3yJibTaTaM IMPOBEACHHBIX OJKCIEPTH3 U
HaIpaBJICHUE ATUX 3aKIIOYCHWA B YMOJHOMOYCHHBIN (enepanbHbIi OpraH HMCIOJHUTEIBHOW BIACTH
OCYILIECTBIISIFOTCS. B CPOK, HE TPEBBIIAIOIIUI CTa AECATH pabOUYNX JTHEH CO JTHS MOMYYEHUS SKCIIEPTHBIM
YUPEXKIEHUEM COOTBETCTBYIOIIETO 3a/laHusl YIOJIHOMOYEHHOTO (efiepaibHOro opraHa HCIOIHUTEIbHON
BJIACTH M HEOOXOAUMBIX JOKYMEHTOB B 3JICKTPOHHOH (popMe miim Ha OyMaskHBIX HOCHTEIISIX.

Koncynprantlntoc: mpumedanue.

[lo 3asBnenuto, nonannomy B Munsapas Poccun no 11.04.2022, npu HEBO3MOKHOCTH MPOBEACHUS
OKCIIEPTU3bl KauyecTBa JICKAPCTBEHHBIX CPEJACTB B OKCIEPTHOM YUYPESKICHHUH, IOIYCKACTCS €e
MPOBEJICHHE TOCPEACTBOM JAUCTAHIIMOHHOTO B3aUMOJCHCTBUSA, TMOPSAOK U (OPMBI KOTOPOIO
OTIPENIETISIOTCS OKCIEPTHBIM YUPEXKIECHUEM I10 coriacoBaHuio ¢ 3asButensmu (IlocraHoBineHue
[IpaButensctBa PO ot 05.04.2022 N 593).

2. B TeueHue peBsiHOCTa JHEH CO AHS MOJIYYCHHUS DPELICHHUS YIOJIHOMOYEHHOTO (eaepaibHoro
OpraHa MCIIOJIHUTEIbHON BJIACTH O IMPOBEIEHUM HKCIEPTU3, NMPEAYCMOTPEHHBIX YacThlo | HacTosuien
CTaThH, 3asBUTENIb IPEACTABISIET B JKCHEPTHOE YUYPEXKICHUE Ul MPOBEACHUS SKCIEPTU3bl KauecTBa
JIEKApCTBEHHOTO CpPEJCTBa OO0paslbl JIEKAPCTBEHHOTO INpenapaTa s MEIUIHWHCKOTO MPUMEHEHUS,
MIPOU3BEJIEHHOTO0 B COOTBETCTBUU C TPEOOBAHUSIMH OIBITHO-IIPOMBIIIEHHOTO U (MJIM) IPOMBIIUIEHHOTO
PErJIaMEHTOB, YTBEP)KICHHBIX PYKOBOAMTEIEM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJACTB, a TaKXKe B
COOTBETCTBYIOILIMX ClTydasx 00pa3ibl (hapMaleBTUYECKO CyOCTaHIIMHU, TECT-IITAMMa MUKPOOPTaHU3MOB,
KyJIbTYpPbI KJIIETOK, 00pa3Libl BELIECTB, IPUMEHAEMBIX JJI1 KOHTPOJISl KaueCTBa JIEKAPCTBEHHOI'O CPEICTBA
MyTeM CPaBHEHHUS C HUMHU HCCIEAYEMOTro JEKapCTBEHHOTO CPEACTBA, B KOJIUYECTBAX, HEOOXOIUMBIX IS
BOCIPOM3BEJICHUS METOI0B KOHTPOJISI KAUeCTBA.

3. Ilpu momyueHun oOpa3lOB JICKAPCTBEHHOTO Ipenapara M (apMaleBTHUECKON cyOcTaHIMN
OKCHEPTHOE YUPEKICHHUE BBIJACT 3asBUTENIO JOKYMEHT, MOATBEPXKIAIOIIUI IOJIydYeHHE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIIAIONINN TpeX pabouux JHEH, yBEIOMIISET B SJIEKTPOHHON (opme min Ha
OyMa)KHOM HOCHUTEJIE 00 9TOM YIOJTHOMOUYEHHBIH (peepanbHblii OpraH UCTIOIHUTEIBLHON BIACTH.

4. Yka3aHHble B 4acTaX 2 W 3 HACTOSIIEH CTaTbU CPOK JUIsl MPEACTABICHUS 3asBUTEIEM O0Opa3lioB
JICKapCTBEHHOTO TMpermapara u (apManeBTUYECKOW CyOCTAaHIIMM M CPOK YBEJIOMIJICHHUS SKCIICPTHBIM
yupexaeHueM 00 93ToM Ha OyMaXHOM HOCHTEJE YIHOJHOMOYEHHOro (eaepaabHOr0 OpraHa
WCIIOJIHUTENILHON BJIACTH HE BKJIIOYAIOTCS B CPOK IMPOBEACHUS IKCIEPTHU3, MPEAYCMOTPEHHBIX YacTbio |
HACTOSALICH CTaThu.

5. JIOKyMeHTBI, NOCTYNMBIINE B OKCIEPTHOE YUPEXKIECHUE [UIsl IPOBEIACHUSI SKCIEPTHU3,
MPElyCMOTPEHHBIX YacTbl0 | HACTOSIIIEH CTaThH, MOAJIEKAT BO3BPATy B YIIOJIHOMOYEHHBIN (hefepanbHbIi
OpraH MCIIOJIHUTEIbHONW BJIACTH OJHOBPEMEHHO C 3aK/IIOUEHUSIMH, IOJYUYEHHBIMU IO pE3yJibTaTaM
COOTBETCTBYIOIINX IKCIEPTHU3.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

CtaTbsa 24. JkcnepTuM3a KayecTBa JlIeKapCTBEHHOro cpeacTBa WM 3KcnepTusa
OTHOLUEHUSI OXMAAEMOW MNONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOro
npenapaTa onsi BeTepMHapHOro npuMeHeHus

1. DkcnepTH3a KayecTBa JEKAPCTBEHHOTO CPEJICTBA M HKCIIEPTU3a OTHOLIEHUS 0’KMJIA€MOM MOJIb3bI
K BO3MOXHOMY PHUCKY IpPHMEHEHHUs JIEKapCTBEHHOI'O IIpernapaTa Jjsi BETEPUHAPHOIO INPUMEHEHHS,
COCTAaBJIEHME KOMHCCHSMHU JKCHEPTOB 3aKIIOUYEHHM 10 pe3yJibTaTaM YKa3aHHBIX »JKCIEPTU3 U
HalpaBJIeHUE TAaKUX 3aKJIIOYCHUH B YMOJHOMOYEHHBIM (enepanbHbIi OpraH HMCHOJHUTENBHOW BIIACTH
OCYIIECTBIISIIOTCS B CPOK, HE MPEBBILIAIONINNA CTa AECATH pabOUYUX JAHEU CO JIHS MOTYYEHHs SKCIIEPTHBIM
YUpPESKACHUEM 3a/laHUsl  YIOJIHOMOYEHHOro (helepaJlbHOr0 OpraHa HCIOJHUTEIBHOM BIIACTH C
JIOKYMEHTaMH, YKa3aHHBIMH B YacTu 3 cratbi 17 Hactosiiero denepaibHOro 3aKoHa.
(B pen. @enepanbubix 3aKk0HOB 0T 22.10.2014 N 313-P3, ot 13.07.2015 N 241-D3)

2. B Tedenme Tpuamatd paboumx JHEH CO JHSA TIOJYYCHHS PEIICHUS YIIOJHOMOYEHHOTO
denepanbHOrO OpraHa UCIOJIHUTEIBHON BIACTH O MPOBEJACHUH YKa3aHHBIX B YacTH | HACTOSIICH CTaThu
HKCIIEPTU3 3asBUTENb MPEJCTABIAET B SKCIIEPTHOE YUPEKIEHUE AJIs MPOBEIECHUS HKCIEPTHU3bl KauecTBa
JIEKapCTBEHHOTO CpEACTBAa O0pa3ibl JIEKAPCTBEHHOTO IIpemapaTta i BETEPUHAPHOTO MPUMEHEHUS,
MIPOU3BEIEHHOTO B COOTBETCTBHM C TPEOOBAaHUSIMU TEXHOJOTHYECKHX PErJIaMEHTOB, YTBEPIKIECHHBIX
PYKOBOJHUTENEM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB, & TAKXKE B COOTBETCTBYIOIIUX CIIy4asiX TECT-
TaMMbl MHKPOOPTAaHM3MOB, KYJIBTYpPHl KJIETOK, oOpasibl (hapMaleBTHUYECKOW CyOCTaHIIMH, 0Opasiibl
BEIIECTB, MPUMEHSEMbIC [UISI KOHTPOJII KadecTBa JIEKAPCTBEHHOTO CPEACTBA, B KOJIWYECTBAX,
HEOOXOUMBIX JIJIs1 BOCTIPOU3BEACHHS METO/I0B KOHTPOJIS KauecTBa.

(B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3. Tlpu momyueHun o0Opa3lOB JIEKAPCTBEHHOTO TNpemapara U (papMameBTHYECKON CyOcTaHIIUM
HKCHEPTHOE YUPEKICHHE BBIJACT 3asBUTENIO JOKYMEHT, MOATBEPKIAIOIIUI IOJyueHHE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBHITIAIONTUN TpeX pabounX THEH, yBEIOMIISIET B MIUCbMEHHOU hopMe 00 3TOM
YIOJHOMOYEHHBIN (eiepalbHbIi OpraH UCIIOTHUTEIBHOM BIACTH.

4. Cpok jans TpeAcTaBICHUS 3asBUTENeM OOpa3loB  JIEKApCTBEHHOTO Ipenapara M
dapMarieBTUYeCKON CyOCTaHIIMM W CpPOK YBEJOMJICHHS OJKCIEPTHBIM YUpEKICHHEM 00 3TOM B
NUCbMEHHOU (OpME YIOJTHOMOUYEHHOIO (peepanbHOr0 OpraHa MCIOJHHUTENbHON BIAcTH, yKa3aHHbBIC B
4yacTax 2 U 3 HAcTOSLIEH CTaThH, HE BKIIIOUAIOTCS B CPOK IIPOBEJIEHUS YKa3aHHBIX B 4acTW | HacTosuien
CTaTbH DKCIIEPTU3.

5. JIOKyMEHTBI, TOCTYIIUBIUIME B AHKCIEPTHOE YUPEKIEHHUE JJIS NIPOBEIEHUS yKA3aHHBIX B 4acTu |
HACTOSIIIEN CTaTbU OSKCIEPTHU3, IOJUIeKAT BO3BpAaTYy B YIOJIHOMOYEHHBIH (eaepalbHbIi Opra
VCIIOJTHUTENIBHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU 110 PE3yJIbTaTaM YKa3aHHbBIX dKCIIEPTH3.

CraTtbs 25. [loBTOpHOE NpoBeAeHME IKCNEePTU3bI JIEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

1. B ciydasx HeqoCcTaTOYHOM 0OOCHOBAaHHOCTH MJIM HEMOJHOTHI 3aKJIIOYEHUST KOMHCCUU SKCIIEPTOB,
HAJIM4Ms B HEM IPOTHBOPEUUBBIX JAHHBIX, (aTbCHU(PHUKAIMKA BBHIBOJOB 3KCIEPTU3bI JIEKAPCTBEHHOTO
CPECTBAa, COKPBITUS OT YIMOJIHOMOYEHHOIO (hefiepalbHOro OopraHa MCHOJHUTENBHOW BJIACTH OCHOBAaHHM
JUIsL OTBOJA OKCIEpTa BCIEACTBUE €r0 3aMHTEPECOBAHHOCTH B pe3yjbTaTax COOTBETCTBYIOIIECH
OKCHEPTHU3bl, HAJIWYMA JAHHBIX O MpPSIMOM JIMOO KOCBEHHOM BMEIIATEILCTBE B  IIpOLECC
COOTBETCTBYIOILEH AKCIEPTU3BI JIMI, HE YYACTBYIOLIMX B €€ NPOBEACHMM, HO OKA3aBIIUX BIIMSHUE Ha
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

NpOIIeCC M Pe3yJbTaThl €€ MPOBEACHUS, YIOJHOMOYEHHBIM (heepalbHbIM OpPraHOM HCIOJHHTEIBHOM
BJIACTH HA3HAYAETCsI MIOBTOPHAS DKCIIEPTH3A JIEKAPCTBEHHOTO CPEJICTBA U (MJIN) dTUYECKAsl SKCIIEPTH3a.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. IloBTOpHAs 3KCIEpTH3a JIEKAPCTBEHHOTO CPEACTBAa IMPOBOJAUTCA C yUYETOM pEe3yJIbTaTOB paHee
MPOBEICHHONW OKCMIEPTHU3bl B CPOK, YCTAHOBJICHHBIH YIOJHOMOYCHHBIM (helepaibHBIM OPTraHOM
WCTIOTHUTENFHOW BIACTU M HE MPEBHIMIAOIINN TPUALIATH pabOUYHX THEH CO JHS MOTYUYEHHS SKCIIEPTHBIM
YUPEKICHUEM 3aJIaHUS HA MPOBEIACHUE TTOBTOPHOM DKCIIEPTHU3HI JICKAPCTBEHHOTO CPEJICTBA.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-D3)

3. dunaHcoBoe oOecrieueHHE BBIMOJHEHUS 3aJaHUS Ha TPOBEICHHWE TOBTOPHOM HKCIIEPTHU3BI
JIEKAPCTBEHHOI'O CPEJCTBA HE OCYLIECTBIISETCSI.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl JIeKapCTBEHHbIX CPeaAcTB

Koncynbrantllntoc: npumeuanue.
C 01.09.2023 B 4. 1 cr. 26 BHOCcaTcs m3meHeHus (P3 ot 28.04.2023 N 171-®3). Cm. Oyaymuryto

PCAAKIIHNIO.

1. VYckopeHHass mpouegypa 3KCHEpPTHU3bl JIEKApCTBEHHBIX CPEJICTB B LEISAX TIOCYIapCTBEHHOM
perucTpanuy JEKapCTBEHHBIX IPENapaToB NPUMEHSETCS B OTHOIICHHHM OP(AHHBIX JIEKAPCTBEHHBIX
IpenapaToB, MEPBbIX TPEX JIEKAPCTBEHHBIX NPENapaToB, peructpupyemsix B Poccuiickoit denepanuu B
KayeCTBE BOCIIPOM3BEACHHBIX JIEKAPCTBEHHBIX IPENApaToB, OYEPEJHOCTb KOTOPBIX ONPEIENAETCS B
COOTBETCTBUM C HOMEPOM M JaTOH BXOAALIMX 3asBJICHUH O TOCYJapCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX IPENaparoB B paMKax OJHOTO MEXIyHapOJHOIO HENAaTEHTOBAHHOTO HAWMEHOBAHHUS
JIEKapCTBEHHOr'0 IIpernapara WM TPYNIUPOBOYHOIO HAMMEHOBAHMs JIEKAPCTBEHHOro IIpenapara, M
JIEKapCTBEHHBIX IIpenaparos, IIpeIHa3HaYEHHBIX HCKIIIOYUTEIBHO JUIS IIPUMEHEHUS
HECOBEPLIEHHOJETHUMU T'pakKJaHaMU.

(B pen. @enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. VYckopeHHas TMpoleaypa SKCIEPTH3bl JIEKapCTBEHHBIX CPEACTB B IIENIAX TOCYAapCTBEHHOU
pEerucTpalry JEKapCTBEHHBIX MPEMapaToOB HE MPUMEHSETCS B OTHOLLICHUU:

1) GuoaHaoroBsIx (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MpernapaToB (OMOaHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX MPErapaToB (3a HCKIIOYEHHEM Op(aHHBIX JIEKAapCTBEHHBIX
MIpenaparToB);

Koncynprantllntoc: npumeuanue.
C 01.09.2023 B 1. 3 4. 2 cT. 26 BHOCsTCS M3MeHenus (D3 ot 28.04.2023 N 171-03). Cwm. Oyaymryro

PCAAKIIHNIO.

Koncynsrantlntoc: npumedanue.
Jo 01.09.2023 poccuiickMM NPOU3BOIUTENSM JIEKAPCTBEHHBIX NPENapaToB MJii BETEPUHAPHOIO
NPUMEHEHHUsI Pa3pelIeHO0 IM0/IaBaTh PErHCTPAIMOHHOE JOChE MO YCKOPEHHOH mpouenype 0e3 yuera
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

TpeboBanmii m. 3 4. 2 c1. 26 (llocranosnenue [IpasurensctBa PO ot 12.03.2022 N 353).

3) BOCHpOU3BEIEHHBIX JIEKAPCTBEHHBIX IMpENapaToB (3a HUCKIOYEHHEM IEPBBIX  Tpex
peructpupyembix B Poccuiickoii @enepauuym B Ka4E€CTBE BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX
IIpenapaToB M JIEKAPCTBEHHBIX IIPENapaToB, MPEAHA3HAYEHHBIX HCKIKOYUTENIBHO Uil NPUMEHEHUS
HECOBEPIICHHOJIETHUMU IPAKIAHAMU);

4) HOBBIX KOMOWHAIUI 3apPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MIPENapaTos;

5) JexKapCTBEHHBIX IPENapaTroB, 3apEeTrUCTPUPOBAHHBIX paHee, HO TPOU3BEICHHBIX B JPYTHUX
JIEKapCTBEHHBIX (pOopMax B COOTBETCTBUM C IEPEYHEM HAUMEHOBAHM JIEKAPCTBEHHBIX (JOPM U B HOBOI
JIO3UPOBKE.

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynbrantllntoc: npumeuyanue.
C 01.09.2023 4. 2 ct. 26 nonoausiercs 1. 6 (P3 ot 28.04.2023 N 171-D3). Cm. Oyaylyro pedaKiuio.

3. VYckopeHHas mpoleaypa 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB MPOBOJIUTCS IO PEIICHUIO
COOTBETCTBYIOILIETO YIMOJTHOMOUYEHHOTO (pelepabHOr0 OpraHa HMCIOJHUTENBHON BJIACTH Ha OCHOBAaHUU
3asBJICHUS 3asBUTENISI B CPOK, HE MPEBBIMIAIOIINN BOCBMUIACCATH pabouux aHeu. [Ipu sTom skcneprusa
JIOKYMEHTOB, COJAEPIKAIIMXCSI B PETHCTPAIIMOHHOM JOChE€ Ha JIGKAPCTBEHHBIM Mperapar, MPOBOAUTCS B
CPOK, HE MPEBBIMAONINN JECATH padOvYnX ITHEH, IKCIEPTH3a KauecTBa JIGKAPCTBEHHOT'O CPEICTBA U
HKCIIEPTHU3a OTHOIICHHUS OXHIaeMOM TOJB3bl K BO3MOXKHOMY DPHCKY NPHUMEHEHUS JIEKapCTBEHHOTO
npenapara npoBOASTCS B CPOK, HE MPEBBIIIAIONININ IECTUIECATH PA0OUUX JTHEH.

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

3.1. B oTHOMIeHNN OpaHHBIX JIEKAPCTBECHHBIX MPENapaToB MOTYT OBITh NIPEJICTABICHBI PE3YIbTATHI
JTIOKJIMHUYECKUX UCCIEIOBAHUM JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCICTOBAHUN JIEKAPCTBEHHBIX
MpErnaparoB sl MEIULMHCKOTO MTPUMEHEHUS, BBIIIOJHEHHBIX 32 npeaenamu Poccuiickoit @enepaunn B
COOTBETCTBMH C TPAaBWIAMH HaJJISKAIICH Ja0OpaTOpPHON TIPAKTUKH M TpaBUJIAMU HaJyIeKaIeh
KJIINHAYECKOW MPAKTUKHU.

(dactp 3.1 BBeaeHa denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

4. VYckopeHHas Tpoleaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJIUTCA B TOPAJIKE,
YCTaHOBJICHHOM cTatbsimMu 17 - 20, 23 u 24 nactosmiero deaepaibHOTO 3aKOHA, U HE 03HAYAET CHUKEHUS
TpeGoBaHuil K 0€30MacHOCTH, KauecTBY U 3()(heKTUBHOCTH JIEKAPCTBEHHBIX MPETIAapaToOB.

CraTtbAa 27. PewmeHue o rocyaapCcTBEHHOW perncrpauumm siekapcTBEHHOro npenapara

1. B cpok, He mpeBbIIAIOMUN AecaTh paboynx AHEH CO JHSA MOJYYECHHs 3aKIIOYEHUNW KOMUCCUU
HKCIIEPTOB MO pe3yJIbTaTaM HKCIIEPTU3bl KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA M HKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOH I0JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHUs JIEKAPCTBEHHOTO IIpernapaTa, COOTBETCTBYIOIIHI
YIOJTHOMOYEHHBIN (eepalbHbIi OpraH UCTIOTHUTEIbHON BIACTH:

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

1) pa3Memiaer Ha cBoeM O(UIIMATILHOM caiTe B ceTH "MHTepHET" COOTBETCTBYIOIINE 3aKIIOUEHUS
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

KOMHCCHUH DKCIEPTOB M OCYIIECTBISET WX OIEHKY JJIsl OINpPENEeIICHUS COOTBETCTBUS 3allaHWI0 Ha
MIPOBEJICHHUE dTUX IKCIIEPTH3;
(n. 1 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) mpUHHMMAET peIIeHHEe O TOCYJapCTBEHHOH perucTpanuy JIGKapCTBEHHOI'O IpenapaTta Win o0
0TKa3€ B FOCYJapCTBEHHOI perucTpanyy JeKapCTBEHHOTO Mpenapara;

3) BHOCHUT NpU NPUHATUN PELIEHUS O FOCYJapCTBEHHOM perucTpanyu JIEKapCTBEHHOIO Npernapara
JAHHBIE O 3aperMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4HclIe O (hapMaleBTHUECKOH
cyOCTaHIIMM, BXOIAIIEH B COCTaB JICKAPCTBEHHOIO IMpenapara, B TOCYAAPCTBEHHBIH peecTp
JICKaPCTBEHHBIX CPEICTB M BBIJAET 3asABUTEIIO PETUCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOIO
npenapata, hopMa KOTOpOro yTBepkKIaeTcs YIOJTHOMOYEHHBIM (hesiepaibHbIM OpPraHOM HCIIOTHUTEIBHOM
BJIACTH, COIJIACOBAHHBIE HOPMATHUBHYIO JOKYMEHTAIMIO, HOPMATHUBHBIA JOKyMEHT, HMHCTPYKLHIO II0
IIPUMEHEHUIO JIEKApCTBEHHOIO IIpernapaTra W MakeTbhl IEPBUYHOM YNAKOBKM M  BTOPUYHOMU
(MOTpeOUTENbCKOM) YHNAaKOBKM C YyKa3aHHEM HAa HHMX HOMEpa pPErHMCTPALlMOHHOTO YJIOCTOBEPEHMS
JIEKapCTBEHHOI'0 IIpernapara M JaThl €ro IOCYJapCTBEHHON pErucTpaluy WIM B Ciloydyae NpPUHATHS
pemieHus 00 OTKa3ze B TOCYJapCTBEHHOH pErucTpaluy JIEKAPCTBEHHOrO Ipernapara yBEeIOMISeT B
NUCbMEHHOW ¢opme 3asBUTENsE 00 B3TOM C YyKa3aHHEM IMPUYMH TaKoro OTKa3a. 3a BbIgAdy
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOTO IIpenapaTa B3UMAETCs TOCYIapCTBEHHA MOLUINHA B
COOTBETCTBHUHM € 3aKOHOIAaTeNbcTBOM Poccuiickoit denepannu o Hasorax u cOopax.

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

2. OcHoOBaHHMeM JUIs OTKa3a B TOCYAApCTBEHHOW PETUCTpPALMU JICKAPCTBEHHOTO TMpemnapara s
MEIUIIUHCKOTO  MPUMEHEHHsI  SBJSIETCS  3aK/IOYCHHE  COOTBETCTBYIOMIETO  YIMOJHOMOYEHHOTO
denepanbHOrO OpraHa WCIOJTHUTEIBHOW BIIACTH O TOM, 4YTO KadectBO U (wim) 3(P(HEKTUBHOCTH
PETUCTPUPYEMOTO JICKApPCTBEHHOTO TIpenapaTta Uisi MEIWIUHCKOTO NPUMEHEHHs HE IOATBEPKICHBI
MOJyYeHHBIMHU JTaHHBIMH WJIM YTO PUCK MPUYMHEHUS Bpeaa 37A0POBBIO YENOBEKa BCIEACTBHE MpHEMa
JICKApCTBEHHOTO TIperapara Juisi MEAWIUHCKOTO MPUMEHEHHs TMpeBblmaeT 3(dQekTuBHOCTS ero
MIPUMEHEHHUSI.

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

3. TloBTOpHOE mHpEACTaBICHWE B COOTBETCTBYIOUIMH YIOJTHOMOYEHHBIH (heaepanbHblii OpraH
WCIIOJHUTEIBHOW BIIACTH JIEKAPCTBEHHOTO IIpenapara, B OTHOLICHMM KOTOpPOrO IIOJIy4eH OTKa3 B
roCy/1apCTBEHHON PETUCTPALMU U KOTOPBIM BIIOCIEACTBUM MOABEPICS U3MEHEHHMIO B YACTH €0 COCTaBa,
paccMaTpUBAEeTCsl Kak IPEICTaBICHHE HOBOI'O JIEKAPCTBEHHOI'O IIpernapara Ha €ro roCylapCTBEHHYIO
PETUCTPALIMIO HE3ABUCUMO OT COXPAHEHMsI €0 IEPBUYHOTO HAMMEHOBAHUS.

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

4. Ilpu mpenocTaBlIEHUU 3asBUTEIEM B COCTaBE PETUCTPALMOHHOIO JIOChE HA JIEKAPCTBEHHBIN
npenapar Uil BETEPHHAPHOTO NMPUMEHEHHUST KOIMHU PEUICHHs YIOJTHOMOUYEHHOTO (hefepalbHOro opraHa
HCIOJIHUTEIBHON BJIACTU O MPOBCACHUU HHCIICKTUPOBAHUA MNPOU3ZBOAUTECIIA JICKAPCTBCHHBIX CPCIACTB
CPOK TIPHHSATHS pEUICHHS O TOCYJapCTBEHHOW pErHCTpaluy JIGKAPCTBEHHOTO TMperapara JUis
BCTCPUHAPHOTO MMPUMCHCHUA IMPUOCTAHABIMUBACTCA CO OHA MOJIYUCHHUA BaKﬂIOqCHHﬁ, YKa3aHHbIX B HaCTU
1 Hacrosmed craThH, IO IHS TPHUHATHS YIOJIHOMOYEHHBIM (hefepallbHbIM OPraHOM HCITOTHUTEIHHOM
BJIaCTU PCHICHHA O BbLAAYC WU 06 OTKa3C¢ B BbIAA4YC 3aKIOYCHHUA O COOTBCTCTBUH IPOU3BOAUTCIIA
JICKApCTBEHHBIX CPEJCTB TPEOOBAHMSIM TPABWII HAIJISKAICH MPOU3BOJACTBEHHON MPAKTHKH, HO He Ooliee
YeM Ha CTO BOCEMBJIECAT PaboUunX JTHEH.

(dactp 4 BBeneHa DenepanbHbM 3aK0HOM OT 04.06.2018 N 140-D3)
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DaTa coxpaHeHus: 10.07.2023

5. OcHoBaHMeEM Il OTKa3a B TOCYJApCTBEHHOM pPETHCTPAIMU JIEKAPCTBEHHOrO Ipernapara s
BETEPUHAPHOTO TIPUMEHEHUS SBIISETCS 3aK/IIOUEHHWE YIOJTHOMOYEHHOTO (emepanbHOro oOpraHa
WCIIOJIHUTEIILHONH BJIACTH O TOM, 4YTO KadecTBO W (wim) 3(PEKTUBHOCTL PETHCTPUPYEMOTO
JIEKapCTBEHHOTO TIperapara [isi BETEPUHAPHOTO TPUMEHEHUS He TMOATBEPKACHBI TOTYYECHHBIMU
JTAHHBIMU WJIM YTO PUCK MPUYUHEHHS BpeAa 30POBBIO )KUBOTHOTO BCJIE/ICTBUE MPUEMA JIEKAPCTBEHHOTO
mpemnapara A BETEPHHAPHOTO TPUMEHEHHS TMpeBblaeT 3(pPEeKTUBHOCTh €ro NPUMEHEHHS, OTKa3
YIOJHOMOYEHHOTO (hefiepaibHOr0 OpraHa HWCHOJHHUTENbHOM BJIacTH B BbIJaue 3aKIIOYEHHUS O
COOTBETCTBUHM  MPOU3BOJUTENST JICKAPCTBEHHBIX CPEACTB TpPEeOOBaHMSM TPABUI  Ha/AJEKaIIeh
MIPOM3BOJCTBEHHONW MPAKTUKA [ KaKIOM TMPOM3BOACTBEHHON IUIOHIAJIKM  PETUCTPUPYEMOTO
JIEKapCTBEHHOTO TMpernapara JUisi BETEPUHAPHOTO TIPUMEHEHUS B Cllydae, €CIH IPOU3BOJCTBO
JIEKapCTBEHHOTO TMpemnapara Uil BETEPUHAPHOTO MPHMEHEHHUs OCYIIECTBISETCS 3a MpeaesaMu
Poccuiickoit @enepanyu, WiM OTCYTCTBUE TAKOTO 3aKIIIOUEHHUS.

(dactp 5 BBenmeHna denepanbHbiM 3aK0HOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: npumeuanue.
O mopsiike W CpPOKax OIMPEIEICHHUS B3aUMO3aMEHSIEMOCTH JIEKApCTB JICKAPCTBEHHBIX IpENapaTos,
3apeructpupoBannbix 10 01.03.2020, cm. c1. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aumMo3aMeHSAeMOCTb JieKapCTBeHHbIX npenapatoB  Ans
MeAULMHCKOro NpuMeHeHus
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. BzaumozameHSieMOCTb JIEKAPCTBEHHBIX MpPENapaToB s MEAUIMHCKOIO  MPUMEHEHUS
OonpeacsICTCA YIIOJIHOMOYCHHBIM q)e;[epaanLIM OopraHomMm HUCIIOJTHUTECILHON BJIaCTHU, OCYHICCTBJIAOIIUM
rOCY/IapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPEnapaToB s MEAMIMHCKOTO MNpPUMEHEHUs, B
paMKax OAHOro MCKIAYHAPOAHOTO HCIIATCHTOBAHHOI'O (I/IHI/I XUMHUYCCKOI'0, HJIHN prnHI/IpOBO‘-IHOI‘O)
HAaUMEHOBAHHSA HA OCHOBE 3aKJIIOUYEHUS KOMHCCHM OKCIEPTOB OSKCHEPTHOTO YUPEXKIEHUS O
B3aMIMO3aMEHSEMOCTH JICKAPCTBEHHOTO Tperapara s MEAUIIMHCKOrO TMPUMEHEHHUS 00 O TOM, 4TO
JIeKapCTBEHHBII Mpenapar A MEAUIIMHCKOTO MPUMEHEHHUs He SIBJseTcs B3auMo3aMeHseMbIM. [lopsnok
ONpeJIeJICHUSI B3aMMO3aMEHIEMOCTH JICKAPCTBEHHBIX MPENapaToB ISl MEIUIMHCKOIO MPUMEHEHHUS U
dbopma 3akirOueHUS KOMHCCHU JKCIEPTOB HSKCIEPTHOTO YUPEXKICHHS O B3aUMO3aMEHSIEMOCTHU
JICKAPCTBCHHLIX MpCIIapaToB JI1 MCAUITUHCKOI'O IPUMCHCHUA JII/I6O O TOM, 4TO HeKapCTBCHHLIﬁ npemnapar
JUTSL MEJTUIIMHCKOTO MPUMEHEHUS HE SBJSIeTCS B3aMMO3aMEHsIeMbIM, yCcTaHaBiuBatoTcs [IpaBuTenbcTBOM
Poccuiickoit denepanmu.

2. Komuccus 3KcnepTroB 3KCIEPTHOTO YUYPEXKJIEHHs JaeT 3aKII0UYEHHE O B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHOTO TpenapaTa JUlsi MeJUIIMHCKOTO TPUMEHEHUS JIM00 O TOM, YTO JICKApCTBEHHBIN Mpemnapar
Ul MEIUIMHCKOTO IPUMEHEHHMs He SBISETCS B3aUMO3aMEHSEMbIM, Ha OCHOBAaHMM CIIEAYIOLIMX
KpUTEPUEB (XapaKTEPUCTHUK):

1) »SKBUBaJEHTHOCTh (I OMOAHAIOTOBBHIX (OMOMOMOOHBIX) JICKAPCTBEHHBIX IpErapaToB
(OuoaHamoroB) -  COMOCTAaBUMOCTh)  KAQUeCTBEHHBIX M  KOJMYECTBCHHBIX  XapPaKTEPHCTUK
(dapMareBTHYECKIX CYOCTaHIMA WJIM COIOCTAaBUMOCTh aHTUTEHHOTI'O COCTaBa BaKIMH. VIcroiib3oBaHHE
pa3IMYHBIX COJEH, FPUPOB, KOMILIEKCOB, H30MEPOB, KPUCTAIUTMUECKUX (POPM U APYTUX MPOU3BOTHBIX
OTHOTO M TOTO JK€ JEHCTBYIONIETO BEIIECTBA HE SBIISACTCS MPEMSATCTBHEM [UIS  ONpPEICIICHHS
B3aMIMO3aMCHSEMOCTH  JICKAPCTBEHHBIX  NPEMaparoB, €CIU MPU  TMPOBEACHUU  HCCICIOBAHUS
OMOSKBUBAJIICHTHOCTH  JICKAPCTBEHHOTO  Tpenapara WM  HWCCICIOBAaHHMS  TEPANeBTHYCCKOM
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HKBUBAJICHTHOCTH JIEKAPCTBEHHOTO TIperapaTta J0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAYMMBIX Pa3IHIMi
dapmakokuHetukn u (uiau) d3¢ddexkTrnBHOCTH U 0€30MACHOCTH JIEKApPCTBEHHOTO Iperapara  Juls
MEIUIIMHCKOTO IPUMEHEHUS;

2) SKBUBAJIEHTHOCTH JIeKapCTBEHHOH (popMmbl. 1o SKBHBaJEHTHBIMHU JIEKAPCTBEHHBIMU (OpMaMU
NOHMMAIOTCS pa3HbIe JIEKapCTBEHHBbIC ()OPMBI, MMEIOIINE OJMHAKOBBIE CIIOCO0 BBEACHUS M CIIOCOO
NpUMEHEHHUs, OOJIaJjaloIlie  COMOCTaBUMBIMH  (papMaKOKHMHETHYECKUMHU  XapaKTePUCTUKaMU U
(apMaKoIOTHUECKIM JICHCTBHEM U 00ECTICUNBAIOIINE TAKXKE TOCTIDKEHNE HEOOXOANMOTO KIMHUYECKOTO
spdexra. Paznuums eKapcTBEHHBIX (OpM HE SABIAIOTCA MPEMSATCTBUEM Ui ONpEeeNICHHS
B3aMMO3aMEHSEMOCTH  JIGKAPCTBEHHBIX  IIPENapaToB, €CIM TPH  IPOBEICHWH  HCCIEJOBAHMS
OMOSKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  TpemapaTa  WJIM  HCCIENOBaHMUA  TEPareBTHYECKOM
HKBUBAJICHTHOCTH JIEKAPCTBEHHOTO TIperapaTta J0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAYMMBIX Pa3IHIMN
dapmakokuHetukn u (uian) 3¢ddexkTnBHOCTH U 0€30MACHOCTH JICKApPCTBEHHOIO Iperapara  Juls
MEIUIIMHCKOTO IPUMEHEHUS;

3) OKBUBAJICHTHOCTb HWJIM COIIOCTABUMOCTBL COCTaBa BCIIOMOTATCJ/IbBHBIX BCUICCTB JICKAPCTBCHHOTO
npenapara Ui MEAWIMHCKOTO TPUMEHEHHWs. Pa3nuuust coctaBa BCIOMOTAaTEIbHBIX —BEIIECTB
JICKAPCTBCHHOI'O mpfriapata HC MABJIAKOTCA TMPCIATCTBUCM [JIA OMNPCACIICHUS B3aMMO3aMCHACMOCTU
JICKapCTBEHHBIX  TpEMNapaTroB, ©€CIM TPpU  TMPOBEICHWW  HCCIECIOBAHUS  OMOIKBHBAJCHTHOCTH
JICKapCTBEHHOTO Tperapara WiId HCCIEAOBAaHUS TEPANEeBTUYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO
npernapara JOKa3aHO OTCYTCTBHE KIMHHYECKH 3HAYMMBIX pa3Iuuuii (papMakOKMHETHKH W (WIIN)
3 PEKTUBHOCTH U 0E€30MaCHOCTH JIEKApCTBEHHOTO Iperapara sl MeAMUMHCKOro mpumeHeHus. [Ipu
HaJIMYUHA KJIMHUYECKU 3HAYUMBIX pa3nuuii papMakoKWHETUKH U (Wiu) 3G (HEKTUBHOCTH U 0€301MaCHOCTH
JICKAPCTBCHHOI'0 mpcfrapara i1 MCAUIUHCKOTO MNPHUMCHCHUA B3aUMO3aMCHACMOCTDL OIPCACIIACTCA C
yKa3aHHEM Ha MCKITIOYCHUE OTACIBHBIX TPYIII HAllUEeHTOB;

4) UACHTUYHOCTD CII0co0a BBEACHUS U CIIOCO0A MPUMEHEHNS,

5) cOOTBETCTBUE IMPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA TPEOOBAHMSM IPABUI HajjleKallen
IIPOU3BOACTBEHHOM IPAKTUKH.

3. OmnpeneneHue B3aWMO3aMEHIEMOCTH BOCIPOU3BEJECHHBIX JIGKAPCTBEHHBIX IMpEnapaToB IS
MEJIUIIMHCKOIO0 MPUMEHEHHUs, yKa3aHHbIX B 4Yacth 10 crtatbu 18 Hacrosimero denepanbHOrO 3aKOHA,
OCYIIECTBIISIETCS 0€3 HEOOXOTMMOCTH JI0KA3aTENhCTBA UX OMOAKBUBAJICHTHOCTH.

4. OcoOeHHOCTH OIpeesIeH s B3aMMO3aMEHAEMOCTH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaTos,
KOMOWHHPOBAHHBIX JIEKAPCTBEHHBIX TMpernapaToB (Coaep)kammx KOMOWHAIMIO JBYX U Oojee
JNEHCTBYIOIIMX  BEIIECTB), JIEKAPCTBEHHBIX IMPEMapaToB JJs  MAPEHTEPATbHOTO MUTAHHUS |
HEJIO3MPOBAHHBIX JIEKAPCTBEHHBIX MpenapatoB ycraHaBiauBaroTcs [IpaButensctBoM  Poccuiickoit
®denepanuu.

5. Onpe/:[eneHI/Ie B3aUMO3aMCHACMOCTH HE€ OCYHICCTBIIACTCA B OTHOIONCHHU JICKAPCTBCHHBIX
PaCTUTCIIBHBIX IMMPENapaToOB, TOMCOIMATUYCCKHUX JICKAPCTBCHHBIX MPLCIIapaTOB.

6. @opMHUpOBaHUE MEPEUHS B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX MPENApPaTOB AJsl MEAUIMHCKOIO
NPUMEHEHHUSI OCYLIECTBIISIETCSl SKCIIEPTHBIM YUPEXKICHHEM MOCPEACTBOM OOBEIUHEHHUS JIEKAPCTBEHHBIX
IIpenapaToB B OTAEJbHBIE TPYIIIbl, B KaXIOH W3 KOTOPBIX JIEKAPCTBEHHBbIE Ipenaparbl SBIISIOTCS
B3aMMO3aMEHSEMbIMH.
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7. B cinydae BKIIOYEHUS B MHCTPYKLIMIO IO MEIUIUHCKOMY MPHUMEHEHHUIO JEKapCTBEHHOTO
npenapara Ha OCHOBAaHUU PE3YyJbTAaTOB COOTBETCTBYIOIIMX HMCCIICIOBAHUMN MOKA3aHUM JUIsl IPUMEHEHHUS,
KOTOpbIE OTJIMYAIOTCS OT MOKa3aHWM AJisi MPUMEHEHUs APYTUX JIEKAPCTBEHHBIX MpPENapaToB U3 IPYIIIbI
B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX MPENapaToB, B IMEPEUYHE B3aUMO3aMEHSEMbBIX JIEKAPCTBEHHBIX
[IpenapaToB JUIsi METUIIMHCKOTO IPUMEHEHHSI T0JKHA ObITh YKa3aHa COOTBETCTBYIOIIAst HH(OpMaIHs.

8. HepequL B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX MPCIapaToB AJId MCIUIUMHCKOI'O MPUMCHCHUA
pa3MeriaeTcs yrnoJIHOMOUYEHHBIM (pe/lepabHBIM OpraHOM HCHOJHHUTENBHOM BIIACTH, OCYLIECTBIISIOIINM
TOCYHApPCTBCHHYIO PCrucCTpanuio JICKAPCTBCHHBIX IIPCapaToB I MCAUIMUHCKOrO MNPUMCHCHUA, Ha
cBoeM oduimanpbHoM caiite B cetu "HMHTepHer'. MHpoOpMamms B mepeyHe B3aMMO3aMEHSIEMBIX
JICKAPCTBCHHLBIX IMPCIapaToB I MCIUIMUHCKOI0 IMPUMCHCHUA 06HOBHH€TC$I YKa3aHHbIM (bez[epaﬂbelM
OpraHOM HCIIOJIHUTENIBHON BJIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpENnapaTroB
1 MCOAUIUMHCKOTO TPHUMCHCHUA W BHCCCHHBIX U3MEHECHUU B AOKYMCHTBI, COACpIKAIIHUECA B
PETUCTPALIMOHHBIX JOChE€ Ha 3aperuCTPUpPOBAHHBIC JIEKAPCTBEHHBIE MpenapaThl A MEAUIIMHCKOIO
MMPUMCHCHMU.

9. Hopsanok ucnoiap30BaHusl HHGOPMAILIMU O B3aUMO3aMEHSIEMbIX JIEKAPCTBEHHBIX Mpernaparax Ajs
MCIUIIUHCKOI'O MTPHUMCHCHUA U TMOPAAOK Jauu paSLHCHeHI/Iﬁ mo BOIpOCaM B3aUMO3aMCHACMOCTU
JIEKapCTBEHHBIX MpEnapaToB s MEAUIMHCKOIO TNPUMEHEHHs YycTaHaBiuBaroTcs IlpaBuTenscTBOM
Poccuiickoin denepauyu.

Koncynprantlntoc: npumedanue.

Cpok perucrpany JIEKapCTBEHHOI'O IpemnapaTra [Ulsli BETEPHUHAPHOIO IPUMEHEHUs, MCTEKAIOIIUN C
14.03.2022 mo 31.12.2022, a Ttaxxke B 2023 romy, npomieH Ha 12 wmecsaueB (IlocranoBnenue
[IpaButennsctBa PO ot 12.03.2022 N 353).

CraTtbs 28. PerncrtpaumoHHoe yaocToBepeH1e fnekapcTBeHHOro npenapara

1. PerucrtpaunoHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOI'O INpernapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBLIAETCS OECCPOYHO, 3a MCKIIOYEHHUEM PETHUCTPALIMOHHOTO YJIOCTOBEPEHHS
JIEKapCTBEHHOI'O IIpernapara, BblJIaBa€MOr0 CO CPOKOM JEHCTBUSA IATH JIET, HA BIIEPBBIE PETUCTPUPYEMBbIE
B Poccuiickoit @enepanuu JeKapCTBEHHbBIE MPENAPATHI.

2. Ilo ucrteyeHMM yKa3aHHOTO B YacTH | HacTofAled cTaThU Cpoka BbAaeTcs OeccpodyHoe
PErUCTPALIMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOIO IMperapaTa MpU YCIOBUM TMOJTBEPKACHHUS €ro
roCyJ1IapCTBEHHON PETUCTpaIUU.

3. B ciyuyae BHeceHMsI B cooTBEeTCTBUU cO cTaThsamu 30 u 31 Hacrosuiero ®denepajbHOrO 3aKOHA
U3MEHEHUH B coJepXallyecs B PEruCTPAlMOHHOM J0Cb€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIH
npenapar JOKYMEHTBI, 3aTParvBaloOlINX CBEICHHS, OTPAXCHHBIE B PETUCTPALIMOHHOM YIOCTOBEPEHHUH
JIEKapCTBEHHOr'0 Ipernapara, YHOJHOMOYEHHbIN (eepanbHblii OpraH MCIOJHUTEIbHON BJIACTH BbIIAET
HOBOE PETUCTPALMOHHOE yJOCTOBEPEHHE JICKAPCTBEHHOT'O Iperapara, CoAeprKalliee BHECEHHbIE B HETO
U3MEHEHHUS.

(uactb 3 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

4. B ciywae yTpaTbhl WIM TMOBPEXKIEHUS PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKapCTBEHHOIO
mpernapara o 3asBICHHIO B IMMHCBMEHHOW (opMme 1epkaTesis WM BIaelblla PEerHCTPAIMOHHOTO
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YJOCTOBEPEHUS JIEKAPCTBEHHOTO MpenapaTa Wir YIOJIHOMOYEHHOTO MU JIPYTOro I0OpUINYECKOTO JIUIA O
BbIJIaye JyOJIMKaTa PErHCTPAMOHHOIO YIAOCTOBEPEHHUS JEKApPCTBEHHOTO Mperapara ynoJIHOMOYCHHBIN
(dbenepabHBIN OpraH UCIIOTHUTEIILHON BJIACTH B CPOK, HE MPEBBIIIAIOIINKN eCATH pabovnx AHEH CO ITHA
MOCTYIUICHUSI 3asBJICHHS, BBIJACT AyOJMKAT PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO
mpenapara. 3a BbIady IyOJMKaTa PETHCTPAIlMOHHOTO YJIOCTOBEPEHHUs JICKaPCTBEHHOTO TMperapara
B3MMAETCS T'OCYAApPCTBEHHAS [IOULIMHA B COOTBETCTBUU € 3aKOHOIATENILCTBOM Pocculickoit denepaunn o
Hajorax u coopax.

(uactb 4 BBeneHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynprantlntoc: npumedanue.

Cpok perucrpanyy JIEKapCTBEHHOI'O IpernapaTta JUlsli BETEPHUHAPHOIO IPUMEHEHUS, MCTEKAIOIIUN C
14.03.2022 mo 31.12.2022, a Ttakxke B 2023 romy, npomieH Ha 12 wmecsaueB (IlocranoBnenue
[IpaButennsctBa PO ot 12.03.2022 N 353).

Cratba 29. [loarBepXxaeHue rocynapCTBEHHOW perucTpauum JeKapCcTBEeHHOro
npenapara
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. IoaTBepkaeHHE TOCYIAPCTBEHHON PETHUCTpAIlMU JICKAPCTBEHHOTO Iperapara OCYIIEeCTBIISACTCS
npu BbIaue OECCPOYHOTO PETUCTPAIMOHHOTO YOCTOBEPEHHS JICKAPCTBEHHOTO Tperapara B cliydae,
YKa3aHHOM B 4YacTu 2 cTtaTbu 28 HacTtosmiero denepaibHOro 3aKOHa, B CPOK, HE MPEBBIMIAIOIINMA
HIECTUICCATH padOYMX JTHEH CO JHS IMOJYYCHUS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eIepaibHBIM
OpraHOM HCIIOJTHUTEIPHOW BJIACTH 3asBJICHUS O IMOATBEPXKICHUU TOCYJapCTBEHHOW pETUCTpaIluu
JIEKapCTBEHHOro Tmpenapara. He ocymiecTBisieTcss MOATBEPKJICHUE TOCYAAPCTBEHHOW PErUCTpallH B
OTHOIIIEHUH JICKAPCTBEHHOTO TMperapaTa, He HaXOuBIIErocsi B oopamieHuu B Poccuiickoit deneparuu B
TeYeHHe Tpex W Ooyiee JET, a TaKKe B OTHOIICHWH JICKAPCTBEHHOTO CPEJICTBA, IMPOU3BEICHHOTO C
HapylIeHueM TpeOOBaHMs, YCTAHOBJIEHHOTO YacThio 3.7 crathu 71 HacTosmiero deaepaibHOro 3aK0Ha.

2. 3asBieHUE O MOATBEP)KICHUU TOCYNAPCTBEHHON PETHUCTpalMy JICKApCTBEHHOTO Ipernapara s
MEIUIMHCKOTO MPUMEHEHHS IPEJCTABISIeTCSI B COOTBETCTBYIONIMH YHOJIHOMOUYCHHBIN (heaepaabHbIi
OpraH HCIOJHUTEIBHON BJIACTH HE paHee 4YeM 32 CTO BOCEMBJECAT AHEH 10 MCTCUCHHs CPOKa JCHCTBHS
PETHCTPAIIMOHHOTO yIOCTOBEPEHHS JIGKAPCTBEHHOTO TIperapara Ui MEJUIMHCKOTO TPUMEHEHUSL.

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

2.1. 3asBiIeHUE O TOATBEPXKICHUH IOCYIapCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO Mperapara Jyis
BETEPUHAPHOTO TPUMEHEHHS TPEJCTABISICTCS B COOTBETCTBYIOIIUN YIMOJHOMOYECHHBIN (henepaabHbIi
OpraH HMCIIOJIHUTEIHHON BJIACTH HE paHee YeM 3a CTO BOCEMBJICCST JAHEH JI0 MCTCUCHHS CPOKa JICHCTBHUS
PETUCTPALIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO TperapaTa IJisi BETCPUHAPHOTO NMPUMEHEHHS U HE
M03/IHEE OKOHYAHHS CPOKA €ro JICHCTBUSI.

(uactp 2.1 BBegena denepanbubiM 3akoHoM oT 02.08.2019 N 297-D3)

3. IlonTBepkieHUE TOCYJApCTBEHHOM perucTpalnuy JeKapcTBEHHOIO Mperapara OCYLIECTBIISIETCS
M0 pe3yJbTaTaM OHKCIEPTU3bl OTHOLICHUS O0XHIAEMOW IMOJIb3bl K BO3MOXHOMY PHUCKY HPUMEHEHUS
JIEKapCTBEHHOTO Mpernapara Ha OCHOBAHUM PE3yJbTaTOB MOHUTOPHUHTA 3(PPEKTUBHOCTU U 0€30MacHOCTH
JIEKapCTBEHHOI'O IIpernapara, IPOBOAUMOIO JEp’KaTeIeM WM  BIAJENIbLEM PETUCTPALUOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO MpenapaTa JI00 yIOJTHOMOYEHHBIM UMH FOPUINUECKUM JIUIIOM, a TaKKe
COOTBETCTBYIOIIUM YIIOJHOMOYECHHBIM (heliepaTbHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH B COOTBETCTBUU
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¢ TpeOoBaHUAMH CTaThl 64 HacTosiero dexepaabHOTO 3aKOHA.

4. K 3asB1€HHIO O IOATBEPKAECHUH FOCYAAPCTBEHHON PETUCTPALIMY JIEKAPCTBEHHOTO Ipenapara Jyis
MEIULMHCKOrO PUMEHEHMS IIPUIIararoTCs:

1) IOKyMeHTBI, cojaepXaliue pe3yiabTaThl MOHHTOpUHTa 3(ddexkTuBHOCTH U  Oe30macHOCTH
JIEKapCTBEHHOTO TIperapara il MEIWIMHCKOTO TIPHMEHEHHs, IPOBEICHHOTO Jep)KaTeleM MU
BJIAJENIbLIEM PETHUCTPALIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOI'O TMperapara Ui MEIUIMHCKOTO
NpUMEHEHHs JHO0O0 YHNOJTHOMOYEHHBIM WM IOPHIMYECKMM JIMIOM, 10 (opme, yTBEpKAEHHOM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM HCTIOJIHUTEIBHOM BIIACTH;

2) cBelieHUs O JaTe MPEAOCTaBICHHUS U PETUCTPALMOHHOM HOMEpE JIMIEH3MU Ha IPOM3BOJCTBO
JIEKapCTBEHHBIX CPEACTB MM CBEIACHMS O JaTe IMpeAOoCTaBICHHUS M PETUCTPALlMOHHOM HOMEpE
3aKIIOYEHUST O COOTBETCTBUM IPOM3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TpPeOOBaHMAM  IIPABUI
Ha/JIeKalled TMPOU3BOACTBEHHON TPAKTHKH, MPEJOCTABICHHBIX YIOJIHOMOYEHHBIM (eepatbHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIAaCTH B OTHOIICHUW IPOMU3BOJICTBEHHOW IUIOIIAJKU JICKAPCTBEHHOIO
npenapara Juisi MEJUIMHCKOIO IPUMEHEHHUs, TOCYJapCTBEHHAsl PETUCTpaLiisl KOTOPOro MOATBEPKIAETCS
B Clly4ae, €CId IPOM3BOJACTBO JIEKAPCTBEHHOIO TIIpenapara Il MEIULIUHCKOTO IPUMEHEHHS
ocyuectsisiercsa B Poccniickoit denepanuu;

(B pen. ®enepanpHoro 3akona ot 27.12.2019 N 478-D3)

3) Komus TPEJOCTABICHHON YMOTHOMOYEHHBIM OPTraHOM CTPAaHBl MPOU3BOAMTENS JIMIICH3UHU Ha
MIPOU3BOACTBO JICKAPCTBEHHOTO TMperapaTa Il MEIUIIMHCKOTO MPUMEHEHHUS U €€ TIEPEeBOJl Ha PYCCKHUI
S3bIK, 33aBEPEHHbIC B YCTAHOBJIEHHOM TMOPSAKE, a TaKKe KOMHUS 3aKIOYEHUsT O COOTBETCTBUU
MIPOU3BOAMUTEINS JICKAPCTBEHHBIX CPEICTB TpeOOBAaHUAM TIPABWJI HAJUISKAIIEH TMPOU3BOJCTBEHHON
MPAKTHKH, BBIAAHHOTO YIIOJHOMOYECHHBIM ()eIepaIbHBIM OpraHOM HWCHOJHUTENHHOW BIACTH B
OTHOIIIEHWW TIPOM3BOJICTBEHHOW IUIOMIAJKKA JICKAPCTBEHHOTO TMpernapata Uil  MEIUIIMHCKOTO
MPUMEHEHHUS, TOCYJapCTBEHHAs PETUCTpAIUsi KOTOPOrO TMOATBEPKIACTCS, WM KOMUS PEIIeHUS
YIIOJITHOMOYEHHOTO (helepaibHOTO OpraHa WCIOJHUTEIBLHON BJIACTH O TMPOBEACHUH HHCIICKTHPOBAHUS
MIPOU3BOAUTENIS JIEKAPCTBEHHBIX CPEACTB B ClIydae, €CIM MPOU3BOJCTBO JIEKAPCTBEHHOIO IMpenapara Jjis
MEIUIIMHCKOTO TPUMEHEHUSI OCYIIECTBIIAETCS 3a npeaenamu Poccuiickoit denepanyu.

(B pea. @exnepanbHoro 3akoHa ot 27.12.2019 N 478-D3)
(dactb 4 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOLIEHNN OMOJOTMYECKHX JEKAPCTBEHHBIX IMPENapaToB JJsl MEIUIIMHCKOTO NPUMEHEHUS
3asBUTENb JIOTIOJHUTEIILHO TMPEICTABISET Pe3yIbTaThl MEPONPHUATHHA, TNPETYCMOTPEHHBIX IUIAHOM
yIpaBJIEHUS] PUCKAMM, YTBEPXKIECHHBIM YHOJIHOMOYEHHBIM (heAepalbHbIM OPraHOM MCHOJHHUTEIBHOM
BJIACTH TIPH OCYIIECTBJICHWW TOCYNAapCTBEHHOW pETUCTpAIlMM JIEKAPCTBEHHOTO TMperapara JUis
MCIUIIMHCKOTI'O IPUMCHCHU .

(dactb 4.1 BBengeHa denepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.2. K 3asBJleHHIO O MOATBEPKACHUN TOCYAAPCTBEHHOW pErucTpalyy JIEKapCTBEHHOrO Ipernapara
JUI BETEPUHAPHOIO NPUMEHEHUs MPUJIAraroTcsl TOKYMEHTBI, COJEprKalllie pe3yJbTaThl MOHUTOPHHIA
3pPEeKTUBHOCT W O€30MacCHOCTH JIEKApCTBEHHOT'O TMperapara il BETEPUHAPHOTO NPUMEHEHUS,
IPOBOJUMOIO Jiep)KaTeleM WINM BIAAEIbIEM pPErMCTPALIMOHHOIO YIOCTOBEPEHHs JIEKapCTBEHHOTO
npenaparta JUisi BETEPUHAPHOTO MPUMEHEHHsS JHOO YMOJIHOMOYEHHBIM UM IOPUAMYECKUM JUIIOM, IO
dopme, yTBEPKIEHHOM YNOJHOMOUYEHHBIM (heepalbHBIM OpPraHOM MCIOJHHUTENbHOM BIacTH, U

non

JIOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, moanynkrax "a", "6", "k", "n" nynkTa 4 yactu 3 crateu 17
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HacTosuiero deaepanbHOro 3aKkoHa. B OTHOIIEHHMH MMMYHOOHMOJIOTMYECKUX JIEKapCTBEHHBIX MpenapaToB
JUIsl BETEPUHAPHOTO NIPUMEHEHHUS HE MPEACTABIAIOTCS CBEIACHMS, yKa3aHHbIe B MoAnyHKkTe "K" myHkTa 4
yactu 3 cratbu 17 Hacrosmero denepaabHOro 3akoHa. B OTHOIIEHNH JIEKapCTBEHHBIX MPENApaToB s
BETEPUHAPHOTO TPUMEHEHUS, IMOJYyYEHHbIX C IMPUMEHEHHEM TI'€HHO-HHKEHEPHO-MOIU(PHUINPOBAHHBIX
OpraHM3MOB WJIM COJAEpKAIlUX TaKUe OpPraHU3Mbl, JONOJHUTEIHLHO TMPEACTABISIOTCS CBEACHUS,
yKa3zaHHble B yHKTe 13 yactu 3 crathu 17 HacTosimero denepajbHOro 3aK0Ha.

(uactp 4.2 BBenena denepanpHbiM 3akoHOM 0T 04.06.2018 N 140-D3; B pen. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

4.3. 3asgBuTENb BIpPaBE NPEACTABUTh C 3aABJICHUEM O TMOATBEPXKACHUU TOCYJIapCTBEHHON
pPETUCTpALlMK  JIEKQpCTBEHHOIO  IpernapaTa KOMHWI0  JOKYMEHTA, IOATBEPXKAAIOIIErO  yIUIaTy
rOCyJapCTBEHHOM TOLUIMHBI 32 MOATBEPXKACHUE TOCYIApCTBEHHONW PETUCTpPAlUU JIEKapCTBEHHOIO
mpermapara, a Takke BblJaBaeMble (TpeqoCTaBisieMble) YIOTHOMOYCHHBIMH (eepaabHbIMU OpraHaMu
WCITOJITHUTEIILHON BJIACTH JIOKYMEHTHI (CBEIEHHS), YKa3aHHbIE B MYHKTax 2 W 3 4acTu 4 HacTosImen
cTathu. B ciyyae ux HempencTaBieHHs YIOTHOMOYCHHBIH (peaepanbHblii Oprad HCIOJIHUTEIBHOM BIACTH
3arpallrMBaeT yKa3aHHbIE TOKYMEHTHI (CBEIEHHS) B MOPsIKE MEXKBEIOMCTBEHHOTO MH(GOPMAIMOHHOTO
B3aUMOJICUCTBUA.

(dactp 4.3 B pen. GenepanpHoro 3akona ot 27.12.2019 N 478-D3)

5. B Tedenue gecatu pabouux [HEH CO [HS NPUHATHA 3asABICHUS O TOATBEPXKICHUU
TOCYyapCTBEHHON PETUCTPALMU JICKAPCTBEHHOI'O IIpenapara W JTOKYMEHTOB, COIEPKALIMX PE3YJIbTaThl
MOHUTOPHHIA 3((HEKTUBHOCTH U OE€30MaCHOCTHU JIEKAPCTBEHHOTO MpenapaTa, MpOBOJUMOrO JIepKaTeeM
WIA  BIQJEIbLIEM  PEruCTPAlMOHHOIO  YAOCTOBEPEHHUs  JICKapCTBEHHOrO  Ipemapara 0o
YIOJHOMOYEHHBIM MU IOPHIUYECKUM JIMILIOM, YIIOJTHOMOYEHHBIN (peepanbHblii OpraH HCIIOJTHUTEIbHOM
BJIACTH:

1) mpoBOOUT NPOBEPKY IOJHOTHI CBEACHHUN, COAEpXKAILUXCS B IPEACTABICHHBIX 3asgBUTEIEM
JIOKyMEHTaX;

2) NpUHUMAET pEIICHHWE O MPOBEICHHM WM 00 OTKa3e B MPOBEACHUU SKCIEPTH3BI OTHOIICHUS
0’KMJIaeMOM TI0JIh3bI K BO3MOXKHOMY PHCKY TPHUMEHEHHUs JIEKApCTBEHHOI'O TperapaTa Ha OCHOBAaHUU
pe3yNbTaTOB MOHUTOPHUHTA 3PPEKTUBHOCTH U 0€30MaCHOCTH JIGKAPCTBEHHOTO TpemapaTa, MPOBOANMOTO
Jep)KaTesieM WIM BJaJeNbIIeM PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO IMpemapara Juoo
YHOJIHOMO‘-IGHHBIM 150%04%0 IOpI/II[I/I‘-IeCKI/IM JIUIIOM, a TaKXKC (pe;[epaanHM OpI‘aHOM HCHOHHHTCHBHOﬁ BJIaCTU
B COOTBETCTBUU C TpeOOBaHUSIMH CTaTh 64 HacTosmero denepaabHOTO 3aKOHA,

3) yBemomisieT B 3JEKTPOHHOW (opMe WM MUCBMEHHOW (hopMe 3asBUTENSI U IKCIEPTHOE
yUpEeXKJIEHHE O NPUHATOM pelIeHUH Ju00 B cilydyae MPHUHITHUS peuieHuss o0 OTKa3e B IMPOBEICHUH
AKCIEPTU3BI YKA3bIBAET PUUYHUHBI TAKOTO OTKA3a.

6. B ciyudae BbIsSIBJI€HHS HEIOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH MH(POPMAINH, coAepKaliencs
B IIPEJCTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOYECHHBIN (pefepanbHblii OpraH UCIOIHUTEIbHOM
BJIACTU HANpaBlIAeT 3asBUTENI0 3ampoc 00 YTOYHEHHWH YyKa3zaHHOW uH(popMauuu. 3ampoc
YIOJHOMOYEHHOTO  (hefepalbHOTO  OpraHa  HCIOJHUTEIBHOM BJIIACTH MOXET OBITh  IepenaH
YIOJIJHOMOYEHHOMY IPEACTABUTENIO 3asIBUTENS JIMYHO MOJ PACHUCKY, HAIpPaBJ€H MO MOYTE 3aKa3HbIM
NUCbMOM HJIM TIepeiaH B AJIEKTPOHHOU (hopMe MO TelIeKOMMYHHUKAIIMOHHBIM KaHallaM CBsi3u. B ciydae
HapaBJIeHUs] 3alpoca YIMOJIHOMOYEHHOro (elepallbHOrO OpraHa HCIOJHUTENBHOM BJIAcTH MO IOYTe
3aKa3HbIM IUCHbMOM OH CUUTAETCS IOJYYEHHBIM [0 HMCTEYEHHMM ILIECTH JHEH C JaThl HaIpaBIICHUS
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3aKa3HOIo ImuchbMa.

7. 3asBuTens 005f3aH MPEACTaBUTH OTBET Ha 3alpoc YIMOJHOMOUYEHHOTO (erepaabHOro opraHa
HCIIOJTHUTENFHOM BJIAaCTU B CPOK, HE MPEBBIIAIONINIA JIEBIHOCTa pabOYMX THEH CO THS €ro MOoJydYeHUs.
Cpok, yKa3aHHBIM B 4acTH 5 HACTOSIIIEH CTaThbH, MPUOCTAHABIMBAETCS CO JHS HAIPaBJICHUS 3asIBUTEIIO
3arpoca yHOJHOMOYEHHOTo (hefepaibHOro OpraHa HCHOJIHUTEIbHOW BIIACTH A0 AHS TOJYYEHHUS UM
COOTBETCTBYIOILIETO OTBE€TA W HE YUUTHIBAETCA IPU HCUUCICHMH CpOKa IOATBEPXKIEHUS
roCy/apCTBEHHON PETUCTPalliy JIEKapCTBEHHOTO Mpenapara.

8. OcHoBaHMeM /Js1 OTKa3a B MPOBEACHUH OHKCIEPTH3bl OTHOIICHUS OKUAAEMOW TIONB3bI K
BO3MOXKHOMY DPHUCKY NpPHUMEHEHHS JIEKapCTBEHHOIO IMperapara sBiseTcs NpeCTaBlIeHUE JTOKyMEHTOB,
CoJIepKalUX Pe3yabTaThl MOHUTOPUHIA 3()h(HEKTUBHOCTH U OE30MIACHOCTH JIEKAPCTBEHHOT'O Ipernapara, 1
(umu) B OTHOUIEHMHM OMOJIOTMYECKHUX JIEKApCTBEHHBIX MpEnapaTroB pe3yJbTaTOB OCYIIECTBICHUS
MEpPONPHUATUHA B COOTBETCTBHM C IJIAHOM YIPABJICHUS PUCKAMH, YTBEP)KIACHHBIM YHOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCHOJIHHUTEIHHOW BJIACTU NMPHU OCYLIECTBIEHUU TOCYIApCTBEHHOM pEruCcTpaluu
JIEKapCTBEHHOT'O Tperapara, B HEMOJHOM 0o0beMe, OTCYTCTBHE HMH(pOpPMAIMM, MOATBEp)KIAroIel (pakT
yIUIaThl ~ TOCYJApCTBEHHON  MONUIMHBI 32  MOJATBEP)KIEHHE  TOCYJapCTBEHHOW  perucrpanuu
JIEKapCTBEHHOT'0 Ipernapara, JU00 HEeNpeACTaBICHUE 3asBUTEJIEM B YCTAaHOBJICHHBIA CPOK OTBETa Ha
yKa3aHHBIM B dYacTh 6 HACTOAIMIEH CTAaTbU 3alpoc YMOJHOMOYEHHOTO (QeaepaabHOTO OpraHa
UCTIOJIHUTENIFHON BJIACTH, a TAKXKe OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaxX MH(OpMAIUK, KOTOpast 10JKHA
OBITh B HUX OTpa)KeHa.

9. Dkcnmeptuza OTHOLIEHMSI OXHMAA€MOH TOJb3bl K BO3MOKHOMY pPHUCKY HPHUMEHEHUS
JICKApCTBEHHOTO Tperapara B HENSAX MOJITBEPKACHUS TOCYIapCTBEHHON PETHCTpAIK JEKapCTBEHHOTO
mpernapara MPOBOJUTCS KOMHUCCHEH JKCIEPTOB IKCIEPTHOTO YUPEKICHHUS B CPOK, HE TMPEBBIMAIONIUI
COpOKa pabounx JTHEH.

10. B cimyuae HEAOCTAaTOYHOCTH IPEACTABICHHBIX KCIEPTY MAaTEpUANIOB JUISl JAAaud 3aKJIIOUEHUS
HKCIIEPT oOpamaeTcs K pyKOBOJUTEIIO SKCIEPTHOTO YUPEKACHUS O MPEAOCTABICHUN €My HeOOXO0IMMBIX
MaTepuanoB. PyKOBOIUTENb SKCIEPTHOTO YUPEXKACHUS OOpaliaeTcss ¢ COOTBETCTBYIOIIMM 3allpOCOM B
YIIOJITHOMOYEHHBIN (he/lepaibHbId OpraH MCIOJHUTEIHLHON BJIACTH, BBIJABIINN 3aJaHUE Ha TPOBEICHUE
9KCHICPTU3bI OTHOIICHUA omunaeMoﬁ MOJIb3bl K BO3MOXXHOMY PUCKY MNPUMCHCHHA JICKAPCTBCHHOI'O
mpernapata Ha OCHOBAaHMHU JOKYMEHTa, COJAEp)Kalllero pe3yJbTaTbl MOHUTOpPHHra 3(¢GEKTUBHOCTH U
0e30IacHOCTH JIEKAPCTBEHHOTO TpemnapaTa. B TeueHue nsati pabouux JHEH Co THS MOCTYIUICHHUS 3ampoca
PYKOBOJMTENS SKCIIEPTHOTO YUpEXKJIEHUS YKa3aHHbIN (enepaiabHbIi OpraH HCHOJHUTEIBLHOW BIAacTU
HalpaBJIAeT 3asBUTENIO 3apPOC O MPEJCTABICHUM HEOOXOAMMBIX MaTepHANIOB, KOTOPBIA MOXKET OBITH
nepesaH yMnoJHOMOYEHHOMY MPEICTAaBUTENIO 3asBUTENS JHYHO IOJ PACIHUCKY, HAlpaBJIeH IO MOYTe
3aKa3HbIM MMHUCbMOM WJIM ME€peJaH B 3JEKTPOHHON (hopMe 1o TeeKOMMYHHKAIIMOHHBIM KaHajaM cBsi3u. B
clly4yae HampaBJeHHs 3alpoca YMOJHOMOYEHHOTO (enepalbHOr0 OpraHa HCIOJIHUTEIbHOW BIACTU IO
MOo4YTC 3aKa3HbIM IMUCBMOM OH CUHUTACTCS MOJTYYCHHBIM IO UCTCUCHUHN HICCTH I[H€I>'I C aThbl HAIpAaBJICHUA
3aKa3HOTO MHUCHMA.

11. 3asBuTens 00s3aH MPENCTaBUTh OTBET Ha 3alpoC YMOJIHOMOYEHHOTO (elepalbHOrO OpraHa
UCITIOJIHUTENIBHON BJIACTH B CPOK, HE NPEBBIMIAIOIINN IECTUACCITH PadOdYMX IHEH cO THS MOTydYeHHs
YKa3aHHOTO 3arpoca. YTOJIHOMOYEHHBIH (eaepanbHblii OpraH HCIOJHUTENBHONW BIIACTH, BBIAABIIHIA
3aJlaHA€ Ha IMPOBEJECHUE OHKCIEPTU3bl OTHOILEHMSI OXKUJAeMOW II0JIb3bl K BO3MOKHOMY PHUCKY
IIPUMEHEHUs JIEKAapCTBEHHOI'O IIpenapaTra Ha OCHOBAaHMU JOKYMEHTA, COJEPXKAILIEro pe3yJbTaThl
MOHUTOpUHTA 3(PGEKTHBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO Tpernapara, B TEYCHHE ISITH padounx
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JHEH cO JHS TOCTYIUIEHHs OT 3asiBUTENS OTBETa Ha 3alpOC YMOJHOMOYEHHOTO (hefepaibHOrO OpraHa
UCTIOJIHUTENIFHON BJIACTH HAIIPABISET 3TOT OTBET B SKCIIEPTHOE yUpexkIeHue. B ciydae HenpeacTaBneHus
10 UCTEYEHHH LIECTHICCATH pabounX JHEH 3asSBUTENEM OTBETA Ha YKa3aHHBIM 3aIIpoC YHOJTHOMOYCHHBIN
denepanbHBIl OpraH HCIOJHUTEIBHOM BJACTH, BBIAABIIUI 3aJaHUEe HA IPOBEICHUE HKCHEPTH3BI
OTHOIICHHUS OXKHJIAeMOW IIOJIb3BI K BO3MOXXHOMY PHCKY HMPUMEHEHHS JIEKapCTBEHHOTO IperapaTra Ha
OCHOBAHMU JOKYMEHTA, COJAEPKaIlero pe3yJbTaThl MOHHMTOPUHIa 3(PQGEKTUBHOCTH U O€30MaCHOCTH
JIEKapCTBEHHOTO TIperapaTta, B T€UEHHE IISITH PadO4YMX JHEH HampaBiIseT B SKCHEPTHOE YUPEKACHHE
yBEIOMJICHHE O HEIPEJCTAaBICHUU 3asBUTEJIEM OTBETa Ha 3alpoC YKa3aHHOrO opraHa. Bpems co mHs
HANpaBJCHUS 3alpoca OJKCIEPTHOTO YUYPEXKICHHWS B YINOJTHOMOYEHHBIH (demepaibHBIi  OpraH
UCTIOJIHUTENIFHOW BIIACTH /O JHA TOJYYEHHUS SKCHEPTHBIM YUPEKICHHEM OTBETAa Ha 3alpoc WM
YBEIOMJIEHHS O HENPEACTABICHUM OTBETa Ha 3allpoCc HE YYHWTHIBACTCS NPU HMCUYHUCICHHH CPOKa
NPOBEICHUS HKCIEPTU3bl OTHOWICHHS OXHJIAeMOM TOJb3bl K BO3MOXHOMY PHUCKY IPHUMEHEHHS
JIEKapCTBEHHOTO TIperapaTa Ha OCHOBAHMHM JIOKYMEHTA, COJAEPIKAaIero pe3yiabTaThl MOHUTOPHHTA
3 PEKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara.

12. B cpok, HEe MPEeBBIMAIOMNNA TeCATH padOUnX JHEH CO JHS TOJYyYCHHs 3aKIFOYCHHUS KOMHUCCHU
SKCIIEPTOB MO pe3yJibTaTaM »SKCHEPTU3bl OTHOIICHHUS OXKHUJAEMON TOJIb3bl K BO3MOXHOMY PHUCKY
MPUMEHEHHUs JIEKApCTBEHHOTO IpernapaTa, COOTBETCTBYIOIIMN YIOJTHOMOUYEHHBINH (efepanbHbli opraH
HUCIOJIHUTEIbHON BIIACTH:

1) ocymiecTBisIeT OLIEHKY 3TOr0 3aKIIOYEeHHs AJIs OIpeNeeHHs] €ro COOTBETCTBUS 3aJaHHUI0 Ha
MIPOBEICHUE YKa3aHHOM 3KCIEPTHU3BI;

2) mpUHHMMAaeT pEeLIeHHE O TMOATBEPKACHUU TOCYIapCTBEHHONW pErucTpaluy JIeKapCTBEHHOIO
npenapata Wid 00 OTKa3e B NOATBEP)KICHHM TOCYNApPCTBEHHOM pPETHCTpaluu JIEKapCTBEHHOTO
npemnapara;

3) BHOCHUT MpU TMPHUHATHM PELIEHUS O MOATBEPXKAECHUU TOCYAApPCTBEHHOW pPETUCTpaluu
JIEKapCTBEHHOI'O IpernapaTta CBEIEHUS B FOCYIAapCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX CPEJCTB U BBIJAET
3asBUTEINI0 OECCPOYHOE PETUCTPALIMIOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOTO Mpernapara.

13. OcHoBaHueM MJi1 OTKa3a B MOATBEPKICHUM TOCYAapCTBEHHOW PErMCTpallUM JIEKapCTBEHHOTO
mperapara SBISETCS 3aKIIOYEHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (eAepatbHOrO Oprana
UCIIOJTHUTENBHOM BIACTH O TOM, YTO PUCK NMPUYMHEHUS BpeAa 370POBBIO UEJIOBEKa WM KUBOTHOTO
BCJIEJICTBHE IIpHEMa JICKApCTBEHHOTO Mpenapara npeBblmaeT 3¢ (HeKTUBHOCT €r0 MPUMEHEHHSI.

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

14. B nepuon mpoBeneHUs MpOLELYpbl MNOATBEP)KIEHUS TIOCYAApCTBEHHOW pPETUCTpaLuu
JIEKapCTBEHHOTO TMpemnaparta ero ooparmienue B Poccuiickoit denepannn He MPUOCTAHABIMBASTCSI.

15. Homyckaetcst oOpailieHue JeKapCTBEHHBIX MpEnaparoB 10 WCTEYCHHs] CPOKa TOMHOCTH,
NPOM3BEJICHHBIX B TEYEHHWE CTAa BOCHBMUJCCATH KaJICHIAPHBIX JHEH TOcCiie JaThl TPUHSATHS
YHOJIHOMOYCHHBIM (benepaanLIM OopraHomMm HUCIOJIHUTENBHON BIIACTH peuiCHuss O MOATBCPIKACHHUN
TOCYJTapCTBEHHON pETUCTpallii, B COOTBETCTBHHM C WH(pOpPMAIMEH, CcoIepKamleiics B TOKYMEHTax
PErMCTPALIMOHHOTO JOChE HA JIEKAPCTBEHHBIN IIPENapar 10 AAaThl IPUHATUS TaKOTO PEILICHMUS.

(B pen. ®enepansuoro 3akona ot 02.08.2019 N 297-D3)

Cratba 30. BHeceHuMe un3MeHeHMW B [OOKYMEHTbl, cojepxawuecsa B
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permcTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIM JieKapCTBEeHHbIM npenapaTt Ans
MeAWLMHCKOro NpuMeHeHuns

1. B mensax BHeceHUS WM3MEHEHUN B JIOKYMEHTHI, COJCPXKAIIHUECS B PETUCTPAIMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIM Tperapar sl MEAWIIMHCKOTO TNPUMEHECHHS, JepiKarelb WIN
BJIQJIeTIe]] PETHCTPAIMOHHOTO YJIOCTOBEPEHHsSI JIGKAPCTBEHHOTO TMpernapara WM YIOJIHOMOYEHHOE UM
JPyTroe FOpUINYECKOe JHUIO (Jajiee B HACTOSIICH CTaThe - 3asBUTEIIb) MPEACTABISACT B YIIOJHOMOYCHHBIN
dbenepanbHBI OpraH HCIIOIHUTEIBHON BIIACTH 3asBJICHHE O BHECEHHHM TaKWX W3MEHEHWH mo Qopwme,
YCTAaHOBJICHHOHN YIIOJITHOMOYEHHBIM (heJiepajbHBIM OPTaHOM HCIIOJTHUTEIBLHOW BJIACTH, W MPHUIIaracMbie K
HEMY HM3MCHEHHS B YKa3aHHBIC JOKYMEHTHI, a TaKKe JOKYMEHTHI, MOATBEPKIAONINEe HEOOXOAMMOCTh
BHECEHHUS TAKUX MU3MEHEHHH.

(B pen. @enepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 04.06.2018 N _140-D3)

1.1. Ilpu HeoOXOaUMOCTH BHECEHHUS B IOKYMEHTHI, COAEpKaIlIUecs B PErHCTPalliOHHOM JI0Che Ha
3apETUCTPUPOBAHHBINA JICKAPCTBEHHBIM Mpenapar [yl MEAUIMHCKOTO NPUMEHEHHs, WU3MEHEHUH,
YKa3aHHBIX B IYHKT€ 3 YacTu 2 HACTOALICH cTaThu U TPeOYIOIIMX MPOBEAEHUS DKCIEPTU3bI KauecTBa
JICKAPCTBEHHBIX CPEJCTB, 3asBUTENb TOTIOJHUTEIHLHO MPEICTABISICT B YIOJTHOMOYECHHBIN (pemepanbHbIii
OpraH HCIIOJIHUTEJIBHON BIIACTH CBEACHHUS O JaTe NPEJOCTaBICHUS M PErUCTPALlMOHHOM HOMepe
JULEH3UM Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEIEHUA O JaTe MNPEJOCTaBICHUS U
PETUCTPALIMOHHOM HOMEpE 3aKIIOYeHHs O COOTBETCTBUU MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM MPABHUI HAAJEKANIEH NPOU3BOJACTBEHHON MPAKTUKH, BBIIAHHBIX (TIPEJOCTABICHHBIX )
YIOJTHOMOYEHHBIM (heJiepaabHbIM OPraHOM HCIIOJHUTENLHOM BIACTH B OTHOLLIEHUU W3MEHEHHOM U (WIIH)
JIOTIOJTHEHHOM MPOU3BOCTBEHHOM IJIOIIAIKH JIEKAPCTBEHHOTO Mpernapara, B cliydae, €Clii IPOU3BOICTBO
JIEKapCTBEHHOTO Tpemnapara ocyimiecTisercss B Poccuiickoit denepanuu, auO0 CBEIEHUS O Jare
MPEAOCTaBICHUS M PETMCTPALlMOHHOM HOMEpE BBIJAHHOM YINOJHOMOYEHHBIM OPTraHOM CTpaHbI
MIPOM3BOIUTENS JUIIEH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpenapara 1 ee NepeBo] Ha pyCCKHil S3bIK,
3aBEpPEHHBIC B YCTAHOBJICHHOM IOPSJIKE, a TAKXKE CBEJACHHS O JaTe MPEJOCTaBICHUS U PErUCTPALIMOHHOM
HOMEpE 3aKJIIOUEHHUS O COOTBETCTBUM MPOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB TPEeOOBAHHSIM MpPaBHII
Ha/JIeXKAIIEH TPOU3BOJCTBEHHONW MPAKTHKH, BBIIAHHOTO YIMOJHOMOYEHHBIM (heJepaabHbIM OpraHOM
WCIIOJITHUTEIILHONH BJIACTH B OTHOIICHMM W3MEHEHHOWM © (WIM) JOMOJHEHHOW MPOU3BOJICTBEHHON
TUIOLIAJKUA JIEKAPCTBEHHOI'O Ipenapara, Wid CBEACHHUS O JaTe MPEJOCTABJICHUS M PErUCTPALMOHHOM
HOMEpE pelIeHHs YIOJHOMOYEHHOTO (elepalbHOr0 OpraHa HCIHOJHUTEIbHOW BIACTH O MPOBEACHUU
WHCIIEKTUPOBAHUSI  TPOU3BOJUTENS  JIGKAPCTBEHHBIX CPEJICTB B  Clydae, €CJIM MPOU3BOJCTBO
JIEKapCTBEHHOTO TIpernapaTta OCylIecTBIAeTCs 3a npenenamu Poccuiickoi denepanuu.

(uactp 1.1 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3; B pen. denepanbHOro 3aKkoHa OT
27.12.2019 N 478-03)

1.2. Tlpu He0OXOIUMOCTH BHECEHHUS B JIOKYMEHTHI, COJCpKAIIUECS B PErHCTPAIMOHHOM JOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar J[uisi MEIULUHCKOTO IPUMEHEHHs, HW3MEHEHUH,
YKa3aHHBIX B IYHKTe 4 YacTu 2 HACTOAIICH CTaThU M TPeOYIOIIUX MPOBEACHUS IKCIEPTU3BI KauecTBa
JIEKapPCTBEHHBIX CPEJCTB, 3asBUTEb TOMOJHUTEIHLHO MPEICTABISIET B YIOJHOMOYEHHBIN (penepanbHblii
OpraH MCIIOJIHUTEIBHOM BJIACTH CBEACHUS O [JaTe€ MNPENOCTABIECHUS WM PETHCTPALMOHHOM HOMEpE
JULEH3UM Ha TNPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEIEHUA O JaTe MNPEJOCTABICHUS U
PErUCTPAlMOHHOM HOMEPE 3aKIIOYEHHS O COOTBETCTBUM NPOU3BOJUTENSA JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TNPaBUI HaJJIeKalleil MPOU3BOACTBEHHOM MNPAKTUKH, BBIAAHHBIX (TPEJOCTaBICHHBIX)
YIOJTHOMOYEHHBIM (hefiepaabHbIM OPTaHOM HCIOJHUTEILHON BIACTH B OTHOIICHUH MPOU3BOJCTBEHHON
IUIOIIAJKHA JIEKAPCTBEHHOI'O IpernapaTra, B Cllydae, €ClM IPOU3BOACTBO JIEKAPCTBEHHOIO Iperapara
ocymectBisiercss B Poccuiickoit  @enepanuu, 1uO0 CBEIEHUS O Jare MPEIOCTaBICHUS W
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DaTa coxpaHeHus: 10.07.2023

PErMCTPAlMOHHOM HOMEPE BBIJAHHOM YIOJHOMOYEHHBIM OPTaHOM CTPaHbI MPOU3BOJUTEINS JTULEH3UH Ha
MPOU3BOACTBO JIEKAPCTBEHHOTO IIpemapara M €€ TNEepeBOJ Ha PYCCKHM S3bIK, 3aBEPEHHBIE B
YCTAHOBJICHHOM HOPAJKE, a TAKXE CBEIEHUs O JaTe IMPEAOCTaBICHUS M PETUCTPALMOHHOM HOMeEpe
3aKJIFOYEHUST O COOTBETCTBHHM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJACTB TPEOOBAHHUSM TPABUI
HaJJIeXKalleld MPOU3BOJCTBEHHON MPAKTHUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (elepaabHbIM OpraHOM
WCIIOJIHUTENbHON BIACTH B OTHOILLIEHUU MPOU3BOACTBEHHOM IJIOIMIAKH JIEKAPCTBEHHOIO Mpenapara, uin
CBEJICHHA O Jare TMpEeJOCTABJICHHUS W PErMCTPALlMOHHOM HOMEPE PELICHHs YINOJIHOMOYEHHOTO
dbenepanbHOrO OpraHa WCIOTHUTEIHHOW BIACTH O NPOBEIACHUHM WHCIEKTUPOBAHUS TMPOU3BOIAUTENSL
JIEKapCTBEHHOI'O CPEJCTBA B CIIy4ae, €CIU MPOU3BOACTBO JIEKAPCTBEHHOTO MpenapaTa OCyIECTBIsAETCS 3a
npenenamu Poccuiickoit @eneparuu.

(actp 1.2 BBenena denepanpHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepanbHOro 3aKkoHa OT
27.12.2019 N 478-®3)

1.3. [lpunsATHe pemieHUss O BHECEHWH HM3MEHEHWW WIM 00 OTKa3e BO BHECCHHHM HW3MCHEHHUH B
JIOKYMEHTBI, COACPIKALIUECS B PETUCTPALUOHHOM JOChE Ha 3apETHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npemnapar J1js MEAULMHCKOTO MPUMEHEHUs, B CIy4ae HE0OXOIMMOCTH MPOBEIECHNUS IKCIIEPTU3bI KauecTBa
JIEKAPCTBEHHBIX CPEICTB U (MJIM) SKCHEPTHU3bl OTHOIICHHS OXKUJAEMOM MOJIb3bl K BO3MOXXHOMY PHUCKY
MIPUMEHEHUs JIEKApCTBEHHOI'O IpenapaTa JJii MEIUIIMHCKOTO MPUMEHEHUs! OCYLIECTBIIETCS B CPOK, HE
NPEBBIMIAIOIINN AEBIHOCTa pabounX JTHEH, a B OCTAJbHBIX CIy4asx B CPOK, HE MPEBBIIIAIONINN TPUALATH
pabounx AHEW cO JHS MPUHATUS YINOJIHOMOYEHHBIM (elepaibHbIM OpPraHOM HCIIOJIHUTENBHON BIACTU
3asABJICHUS O BHECEHUU TAKUX U3MEHEHUH.

(dactp 1.3 BBeaena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.4. YnonnomoueHHbIH (enepanbHblii OpraH HCHOJIHUTENBHOM BIIACTH C YYETOM pe3yJIbTaToB
(dapMakoHaq30pa U MPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB, HAXOIAIIMXCS B I'Pa)kJIaHCKOM
000poTe, yCTAaHOBJICHHBIM TpPEOOBAaHMAM K WX KauyeCTBY B TEUEHHE JAECATH PadO4YMX THEH co JH
HOCTYIUIEHUSI COOTBETCTBYIOLIEH HMH(OpManuM pasMelaer Ha CBOEM O(HIHMAIBHOM CalTe B CETH
"NHuTepHer" cBeleHUS 0 HEOOXOAUMOCTH BHECEHUS B MHCTPYKIHUIO 10 MEIUIMHCKOMY NPUMEHEHHUIO
JIEKapCTBEHHOI'0 Ipernapara U3MEHEHWH B OTHOUIEHUWH CBEJIEHMHM O IMOKa3aHWsX A NPUMEHEHUs U
NPOTUBONOKA3aHUAX Ul IPUMEHEHUS JIEKapCTBEHHOTO MpernapaTa, BhIABICHHBIX MOOOYHBIX JEHCTBHSAX,
HE)KENNATeJIbHBIX peakUusaX MpHU NMPUMEHEHMU JIEKapCTBEHHOro Ipernapara U yBeAOMiseT o0 3TOM B
AIIEKTPOHHON (hopMe WM MUChMEHHOW ¢dopMme (Ha OyMa)KHOM HOCHUTEINE) JeprkaTellss WU BIaJenbla
PETUCTPALIMOHHOTO YJOCTOBEPEHUsI JIEKAPCTBEHHOrO Ipenapara (WX YIOJHOMOUYEHHOE MM JIpyroe
IOPUIMYECKOE JIMIIO), a TaKKe Jep)Kareled WIM BiaAeibleB PETHCTPALIMOHHBIX YAOCTOBEPEHUN
JIEKapCTBEHHBIX MPENnapaTtoB (WIM YHOJIHOMOYEHHBIX UMM JPYIMX IOPUIMYECKUX JIUI[), KOTOpbIE
ABIIAIOTCS B3aMMO3aMEHSIEMbIMHU.

(dactp 1.4 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3)

1.5. lepxatenp WM Biajeiel] perUCTPAMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOI'O Ipenapara, a
TaKXe JepKaTelld WIN BIaJAEsblbl PETUCTPALIMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX MIPENapaToB (MiIH
YIOJHOMOYEHHBIE UMH JIPYTHE IOPUANYECKHE JINIIA), KOTOPBIE SBISIOTCS B3aUMO3aMEHIEMbIMH, 00S3aHbI
NPEJCTaBUTh B YIIOJHOMOUYEHHBIN (hefiepaibHbli OpraH UCIIOJIHUTEILHON BJIACTH 3asBJIEHUS O BHECEHHU
U3MEHEHUN B JOKYMEHTBI, COJAEpXKaIMeCcs B PETUCTPAMOHHBIX JOChE HA 3apEeruCTPUPOBAHHBIC
JICKapCTBEHHBIE IIpEnapaTsl Uil MEAWLIMHCKOIO NPUMEHEHMs, B OTHOLICHUM CBEIACHHMH, YKa3aHHBIX B
MHCTPYKLUHU 10 METUIIMHCKOMY IMPUMEHEHUIO JIGKAPCTBEHHBIX IMPErapaToB, B TEUEHHE COpoKa pabounx
JHEH cOo JHSA pa3MeIleHHs YIOJIHOMOYEHHBIM (elepaabHbIM OpPraHOM HCIOJIHUTENIBHOW BIIACTH
uH(pOpMaLnK, yKa3aHHOH B yacTu 1.4 HacTosmel ctareu. JlanHoe TpeOoBaHNE HE pacpOCTPaHSAETCS Ha
Cllydal BHECEHUS B HWHCTPYKLUMIO IO MEIUIMHCKOMY IPHMEHEHHUIO JIEKapCTBEHHOIO IIpenapara
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

W3MEHEHUH B OTHOIICHWW HOBBIX TIOKa3aHUH JUIsl IPUMEHEHHS JICKApPCTBEHHOTO Tperapara Ha OCHOBaHUH
PE3yJIbTAaTOB COOTBECTCTBYIOIIUX HCCHGHOB&HHﬁ.
(dactp 1.5 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3)

2. DKcnepTr3a JIEKapCTBEHHBIX CPEJICTB B YACTH IKCIIEPTU3BI KAUECTBA JIEKAPCTBEHHOT'O CPEJICTBA U
(MM) BKCHEPTU3bl OTHOLICHUS 0’KUJAeMOM MOJIb3bl K BO3SMOYKHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO
npernapara Jisi MEIUIIUHCKOTO TPUMEHEHUS TPOBOJIUTCS B CIIy4ae BHECEHHUS U3MEHEHUU B JOKYMEHTHI,
coJlepKallfecss B PErucTPallMOHHOM JOCh€ Ha 3aperuCTpUpOBAaHHBIA JIEKAPCTBEHHBIM IpernapaT, B
OTHOIIICHUU:

1) cBeneHuii, yka3aHHBIX B HWHCTPYKLUHUH 110 MEAMIMHCKOMY HPUMEHEHUIO JIEKapCTBEHHOIO
mpernapara:

a) JekapcTBeHHas Gopma ¢ yKa3aHHeM HalMEHOBaHUM U KOJMYECTBEHHOI'O COCTaBa JEHCTBYIOLINX
BEIIECTB U KQYeCTBEHHOTO COCTaBa BCIIOMOTATENbHBIX BEIIECTB (MIPU HEOOXOIUMOCTH KOJIUYECTBEHHOTO
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

06) ¢dapmakoguHamuka W (papMakOKMHETHKa (32  UCKIIOYEHHEM  (PapMaKOKHMHETHKHU
TOMEONAaTHYECKHX JICKAPCTBEHHBIX MPETapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX IPETAapaToB);

B) MOKa3aHUs JJIsl IPUMEHEHHUS;
I') IPOTUBOMNOKA3aHUS JJIsl IPUMEHEHUS;
1) MEpBI IPETOCTOPOKHOCTH IPU IPUMEHEHUY;

€) yKazaHue BO3MOXKHOCTH M OCOOCHHOCTEH TNpUMEHEHMs JEeKapCTBEHHOTO Ipemnapara Juist
MEAWIIMHCKOTO TPUMEHEHHss OEpeMEHHBIMU JKCHIIMHAMH, SKEHIIMHAMHU B TEPUOJ TPYJAHOTO
BCKapMJIMBaHMUsI, 1E€THMH, B3POCIBIMU, UIMEIOIIMMU XPOHHUYECKHE 3a00JIeBaHuUs;

) PEKUM JIO3UPOBAHMSA, CIOCOOBI BBEJICHHUS M NMPUMEHEHHS, IPU HEOOXOAUMOCTH BpeMs MpHeMa
JIEKapCTBEHHOTO IIpernapara, MPOJOJDKUTEIBHOCTh JICUEHUS, B TOM YHUCIIE Y AETed 0 MU IOCIE OJHOIO
roja;

3) BO3MOXHbIE IOOOYHBIE IEHCTBUS U HEXKeNaTeIbHble peakluy NMPU MPUMEHEHUHU JIEKAPCTBEHHOTO
npernapara;

1) CUMIITOMBI TIEPETO3UPOBKH, MEPHI TI0 OKA3aHUIO TTOMOIIU TIPH TTePEI03UPOBKE;
K) B3aMMOJEMCTBHE C APYTUMU JIEKApCTBEHHBIMU NIpenapaTaMy M (WIHM) NUIIEBBIMU IPOAYKTAMU;
1) GOpMBI BBITTyCKa JICKAPCTBEHHOTO TIpernapara;

M) yKka3aHue (Ipu HEoOXOJUMOCTH) OCOOEHHOCTEW NeHCTBHS JIEKapCTBEHHOTO IMperapara Npu
IIEPBOM IIPHEME WU NPU €r0 OTMEHE;

H) CBEJICHUSI O BO3MOXKHOM BIIMSIHUM JIEKAPCTBEHHOIO Ipernapara s MEAUIIMHCKOTO MPUMEHEHUS
Ha CIIOCOOHOCTH YIPABIIATH TPAHCIOPTHBIMU CPEJICTBAMHU, MEXaHU3MAMU;

O) CpPOK I'OJHOCTH W YKAa3aHUC Ha 3alpCT MPUMCHCHHUA JICKAPCTBCHHOI'O IIpEriapaTta 10 UCTCUHCHUU
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

CpOKa roJIHOCTH;
I1) YCIIOBUSI XpPaHEHUS;
P) YCTIOBUS OTITYCKa,
2) cocTaBa JIESKapCTBEHHOTO Mpenapara il MeIUIIMHCKOTO PUMEHEHUS;
3) u3MeHeHus MecTa IPOU3BOCTBA JIEKAPCTBEHHOTO IIpenapara JUisi MEAULIMHCKOTO IPUMEHEHHUS;

4) n3MeHeHus MoKa3aTeIel KauecTBa JEKapCTBEHHOTO Mpenapara JUisl MEAUIMHCKOTO IPUMEHEHUs
U (M) METOJI0B KOHTPOJIS KauecTBa JIEKApCTBEHHOTO MpernapaTa A MeIULUHCKOTO IPUMEHEHUS;

5) u3MeHEeHMs CpOKa TOAHOCTH JIEKAPCTBEHHOIO IIpenapaTa Jilsl MEIULUHCKOTO IIPUMEHEHUS;

6) cBeieHUl 0 HEOOXOAMMOCTH BHECEHHS HMHBIX W3MEHEHHH B HMHCTPYKIIMIO TI0 MEIMIIMHCKOMY
MPUMEHEHUIO JICKAPCTBEHHOTO TMpernapara, a TakkKe B HHBIE JIOKyMEHTBHI, COJAepKamluecs B
PETUCTPAIIMOHHOM JI0Ch€ Ha 3apeTUCTPUPOBAHHBIN JIEKapCTBEHHBIN mpenapar. [Ipm 3Tom perienue o
MPOBCACHHUU OSKCHCPTU3BI KA4YCCTBA JICKAPCTBCHHBLIX CpCACTB U (I/IJII/I) OKCIICPTU3bl OTHOIICHHUA
OKU/Ia€MOM TI0JIB3bI K BO3MOKHOMY PUCKY MPUMEHEHUS JICKApCTBEHHOTO Tpernapata il MEAHIIUMHCKOTO
MPUMCHCHUS MMPUHUMACTCA B COOTBCTCTBUU C YTBep)KHCHHOﬁ YIOJIHOMOYCHHBIM (I)e):[epaanLIM OopraHomM
UCTIOJIHUTENIFHOW BNIACTH KiIaccuUKanuell W3MEHEHWH, BHOCHUMBIX B JIOKYMEHTHI, COJEp)Kallfecs B
PETUCTPALIMOHHOM JIOChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MIpemapar.

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asBHTENb BIpaBE MPEACTaBUTH O COOCTBEHHON MHHUIIMATHBE BMECTE C 3asBJICHHEM O BHECEHUU
U3MEHEHUN B JOKYMEHTBI, COIEp)KallMecs B PETUCTPALMOHHOM JOChE HA 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipernapar A MEAULMHCKOIO NPUMEHEHMs, KOMHMM JIOKYMEHTOB, IOATBEP)KIAIOLINX
yIUIaTy TOCYJApCTBEHHOW IOUUIMHBEI 32 BHECEHUE B JOKYMEHTBI, COAEP)KAIUECS B PETUCTPALMOHHOM
JI0ChE Ha 3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JUisi MEAULIMHCKOTO IPUMEHEHUS, U3MEHEHUH,
TPeOYIOLMX IPOBEACHUS HKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YacTU OKCHEPTU3bl KauecTBa
JIEKapCTBEHHOT'O CPEJCTBA U (WJIM) DKCHEPTU3bI OTHOLICHUS 0XHMIa€MOU MOJb3bl K BO3MOKHOMY PHUCKY
IIPUMEHEHUS JIEKAPCTBEHHOTO IIpenapaTa JUisi MEAUIMHCKOTO IPUMEHEHUs, TOCYJapCTBEHHOW MOUINHEI
3a BHECEHHE B JOKYMEHTBI, COJIEpXallMecs B PErucTPallMOHHOM JOChE€ Ha 3aperucTpUpPOBAHHBIN
JIEKapCTBEHHBIM Npenapar Uil MEAULUHCKOIO NMPUMEHEHHs, U3MEHEHUH, He TPeOYIOLMX HMpPOBEAECHUs
AKCIEPTU3BI JIEKAPCTBEHHOI'O CPEZCTBA, a TAKXKE BblAABacMble (IIPEIOCTABISEMBIE) YIIOJIHOMOUYEHHBIMU
(benepanbHBIMU OpraHaMu MCIOJHUTEIbHON BIACTU JOKYMEHTHI (CBEJIEHMs), yKa3aHHbIe B yacTax 1.1 u
1.2 wHacrosmiei crtatbu. B cimyyae WX HeNpe[CTaBICHUs YIOJHOMOYEHHBIH QenepaiabHbIil opra
UCTIOJIHUTENIPHOM ~ BJIACTHM  3alpallldBaeT  yKa3aHHble  JOKYMEHTbl  (CBEIEHHs) B  IOpSAKe
MEKBEJOMCTBEHHOTO MH()OPMAIIHIOHHOTO B3aUMOICHCTBUSI.

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

4. B TeyeHue aecATH pabO4MX JAHEH CO JHs MOCTYIUICHHUs YKa3aHHOTO B YacTU | HACTOALIEH cTaTbH
3adBJIEHUS. U HEOOXOJUMBIX JOKYMEHTOB YIOJHOMOYEHHBIN (eaepaibHblii OpraH HCIOIHUTEIbHON
BJIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI M JTIOCTOBEPHOCTU CBEICHMI, COAEPIKAIIUXCS B MPEACTaBIEHHBIX
3asiBUTENIEM MaTepuaiax;
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"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

2) NIpUHUMAET peIlleHUe O MPOBEICHUH YKa3aHHBIX B YACTH 2 HACTOSIIEH CTaThH COOTBETCTBYIOLIUX
AKCIIEPTU3 JIEKAPCTBEHHOT'O CPENICTBA WIIM 00 OTKa3e B UX MPOBEICHUM;

3) yBemoMysieT B AJICKTPOHHOW WJIM MUChbMEHHOUM (hopMme 3asBUTENS O MPUHATOM PEIICHUW WA B
clIly4yae TPUHSATHS pemieHuss 00 OTKaze B MPOBEACHUU COOTBETCTBYIOMICH JKCHEPTU3BI C yKa3aHUEM
MIPUYHMH TaKOTO OTKa3a.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

4.1. B cinyyae BBISIBJICHUS HEJOCTOBEPHOCTH CBEAECHUW, COJEPKAIIUXCA B MPEICTABICHHBIX
3asiBUTENIEM MaTepuaiax, yIOJTHOMOYCHHBIN (eepalbHbIil OpraH HCIIOJHUTEIBHON BIACTH HAIMPABIISICT
3agBUTENIO 3alpoc 00 YTOUYHEHWHM YKa3aHHbIX CBeAeHUU. JlaHHBIA 3ampoc MokeT ObITh mepenaH
YIOJHOMOYEHHOMY IPEACTABUTENO 3aSBUTENS JIMYHO IOJ PACIUCKY, HApPaBIEH MO NOYTE 3aKa3HbIM
MUCHbMOM WJIM TEpellaH B 3JIEKTPOHHOU GopMme MO TeIeKOMMYHUKALIMOHHBIM KaHallaM CBs3H. B ciyuae
HaIpaBJIEHUs] JaHHOIO 3aIpoca 0 IOYTe 3aKa3HbIM MMCbMOM OH CUMTAETCS MOJIyYEHHBIM 10 UCTEUEHUU
[IeCTH AHEH ¢ AaThl HANPaBJICHUS 3aKa3HOTO MHUChMA.

(uactsb 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asBUTENh 0053aH MPEACTABUTH OTBET HA 3alpOC YIOJIHOMOYEHHOTO (eaepallbHOrO OpraHa
WCTIOTHUTENFHOW BJIACTH B CPOK, HE MPEBBIMIAIONIMIA JEBIHOCTa pabOYMX THEH CO IHS TOTy4YeHHS
naHHoro 3ampoca. Cpok, yKa3aHHbIM B 4acTh 4 HACTOSIIEH CTaTbH, MPHOCTAHABIMBAETCA CO JIHS
HATPABIIEHUS 3asIBUTEIIO 3apoca YIIOJIHOMOUYEHHOTO (peIepalibHOTO OpraHa MCIIOJTHUTEIHHON BIACTH 10
JTHS TIOJyYeHHUs] UM OTBETa Ha JIaHHBIM 3alpoC M HE YYUTHIBACTCS NMPU HCUMCICHUM CPOKa MPUHSATHS
pEelIeHUs] O BHECEHHM H3MEHEHHUM B JIOKYMEHTBI, COJEp>Kallluecs B PErMCTPAllMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpernapaT A MeAULHUHCKOTO IPUMEHEHUSI.

(uacTs 4.2 BBeneHa PenepasbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHOBaHMEM ISl OTKa3a B MPOBEACHUM YKA3aHHBIX B YAaCTH 2 HACTOSIIIEH CTATbH IKCIEPTHU3
SBJISIETCSI TIPEACTaBICHUE TJOKYMEHTOB, MEPEYUCICHHBIX B YacTax | M 3 HacTosIIEH CTaTbi, B HEMOJIHOM
o0beMe, HeMpeICTaBICHUE 3asBUTEIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIH B yacTu 4.1
HACTOSIICH CTaThU 3aIPOC YIIOJHOMOYEHHOTO (heepaabHOro OpraHa UCIOJIHUTEIBHON BIIACTH, a TAKKe
OTCYTCTBHE€ B  TIPEICTABIICHHBIX  JOKyMEHTaX JOCTAaTOYHBIX  CBEACHWH, IOATBEPKIAIOIINX
HEOOXOJMMOCTh BHECEHUSI U3MEHEHUH, WM OTCYTCTBHE MH(OpPMAIMU, TTOATBEPKIAIONICH (aKT yraaTsl
TOCYJapCTBEHHBIX IMOILINH, YKa3aHHBIX B YACTH 3 HACTOSIICH CTaThH.

(B pen. @enepanbubix 3aKk0HOB 0T 25.11.2013 N 317-P3, o1 22.12.2014 N 429-03)

6. YKa3aHHbIC B YACTU 2 HACTOSIIEH CTAaTbU DKCIEPTHU3bI MPOBOISATCA B MOPSAIKE, YCTAHOBICHHOM
craTheit 23 Hacrosiero deaepanbHOro 3aKOHa.

7. B cpok, He MpeBBIIAONMN AecaTH paboyux AHEH CO THS TOJYyYCHHs 3aKIIOYEHUNH KOMUCCUI
HKCIIEPTOB MO PE3yJIbTaTaM YKa3aHHBIX B YacTU 2 HACTOSIIEH CTaTbU SKCIEPTU3, YHNOJIHOMOUYECHHBIN
dbeneparbHBI OpraH UCTIOJHUTEILHON BIACTH:

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

1) mpuHUMaeT peleHre O BHECEHUH U3MEHEHHH B TOKYMEHTBI, COIEP KAIUECs] B PETUCTPALTUOHHOM
JIOChE Ha 3aperuCTPUPOBAHHBIN JICKApPCTBEHHBIM MpenapaTr Ui MEIUIUHCKOrO NPUMEHEHUs, WId 00
OTKa3€ BO BHECEHUM TaKUX U3MEHEHHU;

2) BHOCUT B TOCYJapCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIIEHUS O
BHECEHUH M3MEHEHUW B  JOKYMEHTBHI, COJAEp)KAIMeCs B  PETUCTPALIMOHHOM  JOCh€  Ha
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpenapaTr [Uisi MEIUIIMHCKOTO IMPUMEHEHHs, HEeoOXOIuMble
M3MEHEHUS U BO3BPAILAET UX 3aSBUTEIIO;

3) BbIIaeT 3asBUTEII0 HOBOE PETUCTPAIMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO Tpernapara B
Clly4ae U3MEHEHUS CBEJICHUM, COIEPIKALUXCS B HEM.
(m. 3 BBennen DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. OcHoBaHuMeM MJii OTKa3a BO BHECEHHWHM U3MEHEHUH B JIOKYMEHTBI, COJAEpXKalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM MpemapaTr Al MEAUIIMHCKOIO
MIPUMEHEHUS, SIBJISIETCS 3aKIFOUEHUE YIIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa WCMOJHUTEIIBHON BIIACTH
O BO3MOXHOCTH CHIDKEHHSI O€30MacHOCTH, KauecTBa, d(PQPEKTUBHOCTU JIEKAPCTBEHHOIO CpPEICTBA B
CJyyae BHECEHMsSI TAKUX U3MEHEHUM.

9. Homyckaercsi oOpalieHHe JEKapCTBEHHBIX IPENapaTtoB Il MEAMIMHCKOTO TPUMEHEHUS 0
HUCTCUCHUA CPOKA rOAHOCTU, NPOU3SBCACHHBIX B TCUCHHUEC CTa BOCBMUICCATH I[Heﬁ MOCJIC OAaThbl MPUHATHUA
YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HMCTIOJTHHUTEIBHOW BIIACTH PEIICHUS] O BHECCHUU W3MEHEHHH B
TOKYMEHTBI, COJepXKAIllUecs B PETUCTPALMOHHOM JIOChe, B COOTBETCTBMU ¢ HH(pOpMaIHEH,
colepXaleiics B JOKYMEHTaX pPETUCTPAIlMOHHOTO JIOChe Ha JIEKapCTBEHHBIH TIpemapar 10 JaThl
IPUHATHUS TAKOT'O PELICHUS.

(dactb 9 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IIpaButensctBo Poccuiickoii ®exepanuu BOpaBe YCTaHOBUTH OCOOEHHOCTH BHECEHHUS
W3MEHEHUN B JOKYMEHTBI, COIEp)KallMecs B PETUCTPALMOHHOM JOChE HA 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIM TMpemapar Uil MEAWIUHCKOTO NpPHUMEHEHHs, B ciydae JAe(eKTypbl WIM pHCKa
BO3HMKHOBEHUsS J1e(DeKTyphl JIEKAPCTBEHHBIX IpPENapaToB B CBSA3U C BBEIEHHEM B OTHOLIEHUH
Poccuiickoi @enepanyy OrpaHUYUTEIBHBIX MEP YKOHOMUYECKOTO XapaKTepa.

(actp 10 BBenena denepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Cratba 31. BHeceHuMe un3MeHeHMW B [OOKYMEHTbl, cojepxawuecsas B
perMcTpauMoHHOM J[OCbe Ha 3aperucTpuMpoBaHHbLIM JNeKapCTBEHHbIM npenapaTt Ans
BeTEePUHAPHOro NpMMeHeHus

1. B mensix BHECEHMs] U3MEHEHHH B JOKYMEHTHI, COJEpIKaIIMecss B PETHCTPAIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpernapar Uil BETEPUHAPHOIO IIPUMEHEHHs, Jep:KaTeilb WU
BJIaJIENIEl] PErHCTPAMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOTO IMperapara HIN YIOJTHOMOUYEHHOE MM
JIpyroe I0pUIUYecKoe JUIO (J1ajiee B HACTOSIIECH CTaThe - 3asBUTENb) MPEACTABISAET B YIOJTHOMOUYEHHBIN
(denepanbHBI OpraH HMCIOJHHUTEIBHON BIACTH 3asBIICHHE O BHECEHWHM TaKUX HM3MEHEHHWH 1o Qopme,
YCTaHOBJICHHOf/’I YHOOJHOMOYCHHBIM q)eﬂepaHBHBIM OopraHomM HUCIOJIHUTEIBbHOMI BJIAaCTHU, U MPUJIAraCMbIC K
HEMy W3MCHEHHUS B yKa3aHHbBIC JOKYMEHTHI, a TaKXKe ITOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOIUMOCTh
BHECCHHUS TAKUX U3MEHEHUH. HpI/I HCO6XOIII/IMOCTI/I BHECEHHUS U3MEHEHUN B AOKYMCHTBI, COACPIKAIIHUCCS B
PETUCTPAIIMOHHOM JI0OCh€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIN Mpermapar sl BETEPUHAPHOTO
NpUMEHEHHUsl, B CIy4asX U3MEeHeHuss U (WiM) JONOJHEHUS MPOU3BOJCTBEHHONW  IUIOLIAAKU
JICKApCTBEHHOTO CPEJICTBA, a TAaK)KEe M3MEHEHHsI IMOKa3aTellel KavyecTBa JIKAPCTBEHHOTO Iperapara Jjs
BETEPUHAPHOTO TPUMEHEHUS U (WJIM) METOJIOB KOHTPOJISI KauyecTBa JIEKAPCTBEHHOI'O TMperapara s
BETCPUHAPHOTO TPUMEHEHHUS 3asABUTEIh JIOTIOJIHUTEIBHO TPEACTABIsIET B YINOJHOMOYCHHBIH
benepanbHBIN OPTaH UCTIOTHUTEILHOU BJIACTHU CIIEAYIOIINE JOKYMEHTHI (CBEICHNUS):

(B pen. ®enepanpHoro 3akona ot 27.12.2019 N 478-D3)
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

1) cBeneHus o JaTe MPENOCTABIECHUS U PETHUCTPALIMOHHOM HOMEpE JIMLEH3UU Ha MPOU3BOJACTBO
JIEKapCTBEHHBIX CPEJCTB, MPEAOCTABICHHON IPOM3BOAUTENIO JIEKAPCTBEHHOIO IIpernapara i
BETEPUHAPHOI'0 IPUMEHEHUS, JUIsl POCCUMCKUX MPOU3BOJAUTENCH;

(B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

2) cBeneHusl O JaTe MPEAOCTaBJICHUA M PErHCTPAlMOHHOM HOMEpE JIMIIEH3MHM Ha MPOM3BOACTBO
JIEKapCTBEHHBIX CPEACTB, TPEJOCTABICHHONW MPOM3BOIUTENIO (apMaleBTHUECKON CcyOcTaHINH,
BXOJSIIIIE B COCTaB JIEKAPCTBEHHOI'O Mpernapara Juisi BETEPUHAPHOTO MPUMEHEHMS, Uil POCCUHUCKUX
MIPOU3BOAUTENEH;

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

3) Komusi TOKyMEHTA, BEIIAHHOTO YIOJTHOMOUYEHHBIM OPraHOM CTpaHbl IPOU3BOAUTENS TSl KaXKI0M
MIPOU3BOACTBEHHON IUIOMIAJIKK JIEKAPCTBEHHOIO IIpernapara JUisi BETEPUHAPHOTO NPUMEHEHUS U
MOJITBEPIKJAIONIETO COOTBETCTBUE MPOU3BOAUTENS JICKAPCTBEHHOTO IMpemapaTa TpeOOBaHMSM IPABUII
HaJUIeKaled MPOU3BOACTBEHHOM MPAKTHUKHA, W €ro IEepeBOJ Ha PYCCKUH S3bIK, 3aBEPEHHBIE B
YCTaHOBJICHHOM TOPSIIKE, a TAKXKE KOIUA 3aKJIIFOYEHUS O COOTBETCTBUM IIPOU3BOJUTEIIS JIEKAPCTBEHHBIX
CpelICcTB  TpeOOBaHUSM  TMpaBUI  HaJuIekalled  MPOM3BOACTBEHHOM  IMPaKTUKW,  BBIJAHHOTO
YIOJTHOMOYEHHBIM (hefiepaTbHbIM OPTaHOM HCIONHUTEIBHON BIACTH IJI KaXJIOH MPOWU3BOJCTBEHHOU
IUTONIAJIKK JIEKAPCTBEHHOTO Tpernapara Ui BETEPUHAPHOTO MPUMEHEHHs, JHOO0 KOIMHUs pPELIeHUs O
MPOBEICHUU UHCIIEKTUPOBAHUS IIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB, MPUHATOIO YIOJHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIOJHUTENBbHOM BIACTH Ui KaXXIOW MPOU3BOACTBEHHOHN IJIOIIAAKU
JIEKapCTBEHHOI'0 Mpenapara JJisl BETEPUHAPHOIO NMPUMEHEHUS. Y Ka3aHHbIE JOKYMEHTHI IIPEACTABIIAIOTCA
B ClIy4yae, €CIu MPOU3BOJCTBO JIEKAPCTBEHHOIO IMpernapata Uil BETEPUHAPHOIO NPUMEHEHUS
OCYILECTBISIETCS 32 npenenamu Poccuiickoit @enepannu;

4) Komus JOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOAUTENS
bapmarieBTUIECKOI cyOcTaHIH U MIOATBEPKIAOLLETO COOTBETCTBHE IIPOU3BOUTENS
(bapManeBTHYECKON CyOCTaHIIMU, BXOJAIIEH B COCTaB JIEKAPCTBEHHOI'O INpenapara JAjsl BETepUHApHOTO
NpUMEHEHHUs, TPeOOBaHUAM MPABWII HaJJIEKaIled NPOWU3BOACTBEHHON NpPAaKTUKU, M €ro IepeBo] Ha
PYCCKMH  SI3BIK, 3aBEPEHHBIE B YCTAaHOBIEHHOM IIOpSAKE, B Clydae, €CIM IPOU3BOACTBO
(bapMmarieBTHYECKON CyOCTaHIIMM OCYILECTBIIACTCS 3a npenenamu Poccuiickoit deneparyu.

(dactb 1 B pen. Deaepanbroro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cinyuyae u3meHeHuss W (WIHM) TOMOJHEHUS MPOU3BOJCTBEHHOM IUIOLIAAKU JIEKAPCTBEHHOTO
CpelCcTBAa JOKYMEHTBI, yKa3aHHble B 4acTH | HacTosIeld cTaTbu, NPEICTABISIOTCS 3asBUTEIEM B
OTHOILIEHUU U3MEHSeMON U (Wiau) JIOMOJIHAEMOW MPOU3BOACTBEHHON IUIONIAJAKU JIEKAPCTBEHHOTO
cpencTBa. Pemienne o BHECEHUN M3MEHEHUHN B JOKYMEHTBI, COJIEPKAIUECsS B PETUCTPALIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar JUisi BETEPUHAPHOTO MPUMEHEHUS, WIIM 00 OTKa3e B MX
BHECEHUH NIPUHHUMAETCS B Cllyyae He0OXOIUMOCTHU MPOBEIEHHUS SKCIIEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA B
CPOK, HE MPEBBIIAIOIINIA AEBIHOCTA padOYNX JHEH, a B OCTAIBHBIX CIIyYasX B CPOK, HE MPEBBIMAIONIUI
TpUALATH paboYMX JHEN CO JIHS MPUHATHUS YIOJIHOMOYEHHBIM (eiepalibHbIM OpraHOM HCHOJIHUTEIbHOU
BJIACTH 3aSIBJICHUS O BHECCHUU TAKUX U3MEHEHHI.

(dactp 1.1 BBenena denepanpHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.2. B ciydae peopraHuzaluu AepXaTeis WINM BIAJENblia PErHCTPalMOHHOIO YyIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara JUis BETEPUHAPHOTO MPUMEHEHHs, pa3padoTyuMKa WIM MPOU3BOIUTENS
JIEKapCTBEHHOI'0 IIpernapara iUl BETEPUHAPHOIO IIPUMEHEHHUS B 3asBICHUHM O BHECEHMM M3MEHEHHUN B
JIOKYMEHTBI, COAEpKALIUECs B PETUCTPAMOHHOM JIOChE€ Ha 3apETHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

npenapar [uisi BETEPUHAPHOTO INPUMEHEHMs, YKa3bIBAIOTCA JaHHbIE JOKYMEHTA, MOATBEP KIAIOIIETO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUI B EAMHBIN roCy1apCTBEHHBIN peecTp HOPUIANYECKUX JUL (A
OpraHU3aIMi, 3aperuCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit denepanuu), WK UHOTO JTOKYMEHTA,
MOJTBEPIKIAIOIIET0 PEOPTaHU3AIMI0 IOPUINYECKOro JIMIa (7151 OpraHu3alyii, He 3aperucTPUPOBAHHBIX
Ha Tepputopun Poccuiickoit deneparuu). 3asgBIeHUE O BHECEHWHW W3MCHEHHM B JIOKYMCHTHI,
coJiepKalliecss B PETUCTPALIMOHHOM JIOChE Ha 3apEeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapar s
BETEPUHAPHOTO NIPUMEHEHUS, U NPUIATaeMble K HEMY JOKYMEHTBI IPEJCTABIIAIOTCA B YIIOJHOMOYECHHBIN
(benepanbHBIN OpraH MCHOJIHUTENIBHONW BJIACTH HE MO3JHEE YeM 4Yepe3 TPUALATh padouyux THEH co AHA
BHECECHHsI COOTBETCTBYIOIIMX M3MEHEHUN B EWHBIN TOCYyTapCTBEHHBIH peecTp IOPUANYECCKUX JIHI (715
OpraHM3alyii, 3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoii denepanuu) win co AHS NPUHATHSL
COOTBETCTBYIOLIETO JIOKYMEHTA, MOJATBEPXKAAIOLUIET0 pEOpraHu3alMio IOPUAWYECKOro Juua (s
OpraHM3alyii, He 3aperucTpUpoBaHHbIX Ha Tepputopun Poccuiickoii ®enepaunn). B cioyuae
pEOpPraHM3alMy  AepiKaTels WIA BIAJENbla PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO
npenaparta s BETEPUHAPHOTO NPHUMEHEHUs 3asBICHME O BHECEHWUM W3MEHEHHUH B JOKYMEHTHI,
collepKaliecss B PETHCTPALIMOHHOM JIOChE HA 3apETMCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOIO MPUMEHEHHUs, MOJAETCS IOPUAMYECKHM JIMIIOM, KOTOPOMY B XOJA€ pPEOpraHu3aluu
IepeaHo MIPAaBO BIIAJACHUS TAKUM PETUCTPALIMOHHBIM yIOCTOBEPEHHUEM.

(uactsb 1.2 BBeneHa @enepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)

2. B ciyyae BHeceHUsI U3MEHEHHH B JOKYMEHTBI, COJIEP)KAIHMECs] B PETUCTPAIIMOHHOM JOChe Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIM MpenapaTr AJii BETEPUHAPHOTO IPUMEHEHHs, B OTHOLIECHUU
CBeJeHUH, yka3zaHHbIX B noamynkrax "e", "x", "k", "a", "®", "c", "x" mynkra 7 yactu 3 crareu 17
Hactosimero denepanbHOr0 3aKOHA, U3MEHEHHS W (WJIM) JIONOJIHEHUS MPOU3BOJCTBEHHOM IUIOLIAAKU
JIEKapCTBEHHOT'O CPEJCTBA, a TAaKKEe B Cllydae HM3MEHEHHUs TIOKaszarejield KadecTBa JIEKapCTBEHHOTO
npenapara Jjsi BETEPUHAPHOTO MPUMEHEHUs W (UJIM) METOJOB KOHTPOJISI KauyecTBa JIEKApPCTBEHHOTO
mpenapara Jyisi BETEPUHAPHOTO TPUMEHEHHUS MPOBOJUTCS DKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBa st
BETEPUHAPHOTO MPUMEHEHUs. B ciydae HE0OXOOUMOCTH BHECEHHS HWHBIX W3MEHEHUN B JOKYMEHTHI,
coJiepKaIrecss B PETUCTPAIlMOHHOM JO0Ch€ Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIM mMperapaT s
BETEPUHAPHOTO MPUMEHEHHUS, SKCIIEPTH3a JIEKAPCTBEHHOI'O CPEACTBA AJII BETEPUHAPHOTO IPUMEHEHUS HE
MIPOBOJIUTCA.

(B pen. @enepanbubix 3aKk0HOB 0T 22.10.2014 N 313-P3, o1 22.12.2014 N 429-03)

3. 3asBuUTENb BIOpPaBe MPEACTABUTH IO COOCTBEHHON MHUIIMATHBE BMECTE C 3asIBICHHEM O BHECEHUU
W3MEHEHUN B JOKYMEHTBI, COJEpJKallhecsi B PETUCTPALMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar il BETEPUHAPHOIO NPHUMEHEHHMs, KONMUHU JOKYMEHTOB, IMOATBEPKIAIOIINX
yIUIaTy TOCYJapCTBEHHOM MOLUIMHBI 332 BHECEHHE B JOKYMEHTBI, COJEPKAIIMECs B PETUCTPALMOHHOM
JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKaPCTBEHHBIN Mpenapar Juisi BETEPUHAPHOIO IPUMEHEHHUSI, U3MEHEHUH,
TpeOYIOLMX MPOBEACHHUS HKCHEPTH3bl JIGKAPCTBEHHOT'O CPEACTBA, WM W3MEHEHWH, HE TPeOyIOIMMX
MIPOBEJCHUS SKCIEPTH3bl JIEKAPCTBEHHOTO cpeicTBa. B ciydyae HeoOXOIMMOCTH U3MEHEHUS CBEICHUH,
COJIEpKalINXCs B PETUCTPALMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOI'O IpernapaTa Jii BETEpUHAPHOTO
MIPUMEHEHUS, C 3asBJICHUEM, YKa3aHHBIM B YacTU | HACTOSAIIEH CTAaTbH, 3asIBUTENb BIIPaBE MPEACTABUTH
N0 COOCTBEHHOW WHHMIMATHBE KOIHMIO JTOKYMEHTa, IOATBEP)KIAIOIIET0 YIUIATYy TOCYAapCTBEHHOM
MOIJIMHBI 32 BbIIaYy PETUCTPALMOHHOIO YIOCTOBEPEHHUS JICKAPCTBEHHOTO Mpenapara. 3asBUTENb BIIpaBe
NPEeICTaBUTh O COOCTBEHHON MHHUIIMATHBE CBEIEHUS O JIMICH3MX, YKa3aHHbIe B MyHKTax | u 2 yactu 1
HAcTOsALIeH CcTaThbM, a TakXKe BblaBaeMble YIOJHOMOYEHHBIMU  (pelepanbHBIMH  OpraHaMu
VCIIOJTHUTEIBHOM BJIACTU JOKYMEHTBI, yKa3aHHble B IyHKTe 3 yactu | Hacrosied ctatbu. B ciydae
HENpPEJCTABICHNUS YKa3aHHBIX JIOKYMEHTOB (CBEIEHUI) YIOJIHOMOYEHHBIM (henepanbHbli  Oprax
WCIIOJHUTENBHOM  BJIAcTH  3alpallliBaeT  yKa3aHHbIE  JOKYMEHTHl  (CBElEHHUs) B  IOpSAAKE
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

ME>KBEIOMCTBEHHOT'O HH()OPMALIMOHHOTO B3aMMOICHCTBHSL.
(uactsb 3 B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, HE TPEBBIMAIINNA 1eCATH pabOUnuX THEH CO JHS TMOCTYIUICHHS YKa3aHHOTO B YacTu |
HACTOSIIEH CTaThU 3asABJICHUA M HEOOXOJMMBIX TOKYMEHTOB, YIOJHOMOYEHHBIH (herepanbHblii opraH
WCIIOJTHUTENBHOM BIIACTH:

1) mpoBOAUT NMPOBEPKY MOJHOTHI M TOCTOBEPHOCTU CBEICHMM, COAEPIKALIMXCS B MPEICTABIECHHBIX
3asBUTENIEM JOKYMEHTaX;

2) IpUHUMAET PELIEHUE O IPOBEACHUM IKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA JJI1 BETEPUHAPHOIO
NPUMEHEHHUs WK 00 0TKa3e B €€ MPOBE/ICHUM;

3) yBenomisieT B MUCBMEHHOM (opMe 3asBUTENS O MPUHATOM pEIIeHUH WIM B Clyyae MPUHSATHS
pemieHUs 00 OTKa3e B MPOBEJEHUU HKCIEPTU3bl JICKAPCTBEHHOIO CPEACTBAa JUIsl BETEPUHAPHOTO
IIPUMEHEHUS C yKa3aHUEM IPUYHMH TaKOro OTKasa.

4.1. B ciiy4ae BBISIBJICHHUS HEJOCTOBEPHOCTH U (MJIM) HEJIOCTATOYHOCTH CBEACHHH, COJIEP)KAIIUXCS B
MIPEJICTABJIICHHBIX 3asBUTENIEM JIOKyMEHTaX, YIOJTHOMOYEHHBIN (enepalbHblii OpraH HCIOIHUTEIBHON
BJIACTH HAMPABIIIET 3asBUTEIO 3allpoc 00 YTOYHEHWH YKa3aHHBIX CBEICHHMHA. 3ampoc MOXKET OBITh
nepeaH YInoJIHOMOYEHHOMY MPEACTABUTENIO 3asiBUTENS MOJ PACHUCKY, HAIMPaBJEH IO MOYTE 3aKa3HbIM
MMMCBMOM WJIM TIEpeJiaH B JIEKTPOHHOH (hopMe 1Mo TEICKOMMYHHKAIIMOHHBIM KaHaJIaM CBs3H. B cirydae
HaTpaBIIEHUS 3ampoca 00 YTOYHEHUU YKa3aHHBIX CBEIIEHUH IO MOYTE 3aKa3HBIM MHCHMOM OH CUHUTAETCS
MOJIYYEHHBIM 110 UCTEYCHUH IIECTH THEH ¢ JaThl HAIIPABJICHUS 3aKa3HOTO MHUChMa.

(uacts 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. 3asBUTEnh 0053aH MPEACTABUTH OTBET HA 3alpoOC YIOJIHOMOYEHHOTO (eaepallbHOrOo OpraHa
WCTIOTHUTENFHOW BJIACTH B CPOK, HE MPEBBIMIAIONIMKA [EBIHOCTA pabOYMX THEH CO THS TOTy4YEHHS
naHHoro 3ampoca. Cpoku, yka3aHHble B YacTh 1.l Hacrosiiel cTaTbH, MPUOCTAHABJIMBAIOTCA CO JHSA
HaTPAaBIICHUS 3asIBUTEIIO 3aIpoca YIIOJIHOMOUYEHHOTO (peIepalibHOTO OpraHa MCIIOJHUTEIHHON BIACTH 10
JTHS TIOJyYeHUs OTBETa Ha JaHHBIM 3amMpoC M HE YUYUTHIBAIOTCS NPU HCUYHUCIECHUH CPOKA MPUHSATHS
pEelIeHUs] O BHECEHUM HM3MEHEHHUM B JIOKYMEHTBI, COJEp>Kalluecs B PErMCTPAlMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH MpernapaT AJs BeTepUHAPHOTO TPUMEHEHUS.

(uacTs 4.2 BBeneHa PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHuMeM Mg OTKaza B TPOBEACHUM SKCIEPTHU3bl JIEKAPCTBEHHOTO CpEACTBA JUIS
BETEPUHAPHOIO TIPUMEHEHUS SBJIAETCA INPEACTABIECHUE TOKYMEHTOB, YKa3aHHBIX B uacTax 1 u 3
HACTOALICH CTaThH, B HETMOJIHOM 00bEME WM OTCYTCTBUE B MPEACTABICHHBIX JOKYMEHTaX JOCTATOYHBIX
CBGI[CHI/If/'I, TIMOATBCPIKAAIOIIUX HGO6XOI[I/IMOCTI> BHCECCHUA PI3M€H€HI/II>'I, JII/I60 HCMPCACTABJICHUC
3asBUTEJIEM B YCTAHOBJICHHBIM CpPOK OTBETa Ha yKa3aHHBIM B 4acTu 4.1 HaAcTOsIMIEH CTaThbU 3ampoc
YIOOJIHOMOUYCHHOT'O (pGIICp&JH:HOFO opraHa HUCIOJIHUTEIBHON BIACTH.

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

6. 3KCHCpTI/I33 JICKAPCTBCHHOI'0 CpCACTBA JIsI BCTCPUHAPHOIO NPHUMCHCHUA B LECJIAX BHCCCHUA
U3MEHEHUN B JIOKYMEHTBI, COJEpKallfecsi B PETUCTPALMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM IIpenapar Julsi BETEPUHApPHOIO IPUMEHEHUs, OCYLIECTBISIETCS B IOPSIKE,
YCTaHOBJICHHOM cTaTbell 24 Hactosiiero denepaabHOro 3aKoHa.

6.1. B cpok, He MpeBBIIIAIOMUI JeCITH PadOYNX JHEH CO THS MOJyYeHHs 3aKJIIOUYCHHUS KOMHCCUU
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

AKCHEPTOB MO pe3yJbTaTaM YKa3aHHOM B YacTH 2 HACTOAIIECH CTAaTbU KCIEPTHU3bI, YIOJHOMOYCHHBIN
benepanbHBIN OpraH UCTIOTHUTEIHLHOM BIIACTH:
(B pen. ®enepanpuoro 3akona ot 02.08.2019 N 297-D3)

1) npuHUMaeT perieHre 0 BHECEHUH U3MEHEHHM B JOKYMEHTHI, COJIep Kallliecs] B peruCTpalluOHHOM
JI0OCbE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN INpernapaTr JUisi BETEPUHAPHOTO NMPUMEHEHUus, Ui 00
OTKa3€ BO BHECEHUM TaKWX U3MEHEHHUI;

2) BHOCHUT B TOCYJapCTBEHHBII peecTp JEeKapCTBEHHBIX CpPEACTB HAa OCHOBAaHUHU pEIICHUS O
BHECEHMM W3MEHEHUHW B  JOKYMEHTBI, COJEp)Kallhecs B  PEruCTPAllUOHHOM  JIOCh€  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpernapaT JUis BETEPUHAPHOIO TMPUMEHEHHs, HEoO0XOAHMbIe
M3MEHEHUS U BO3BPAILAET 3TH TIOKYMEHTHI 3asBUTEIIIO;

3) BBIZACT 3asBHUTENIO HOBOE PETHCTPAIMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Mperapara s
BETEPUHAPHOTO MPUMEHEHHUS B Cllydyae HEOOXOJUMOCTH M3MEHEHHs CBEJCHUMN, COAEPIKAIUXCS B HEM, C
COXpaHEHHEM HOMEepa paHee BBIIAHHOTO PErHCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TIpernapara
JUIsl BETEPUHAPHOTO TIPUMEHEHUSI.

(m. 3 BBennen PenepanbHbiM 3aK0HOM OT 02.08.2019 N 297-D3)
(uactsb 6.1 BBenena @enepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cnydyae BHeceHUsI U3MEHEHUN B JOKYMEHTBI, COJEPKAIIUECS B PETUCTPALIMOHHOM JI0ChE Ha
3apETUCTPUPOBAHHBIA  JICKAPCTBEHHBIM Mpenapar Uil BETEPUHAPHOTO MNPUMEHEHUs, B YaCTH,
Kacaroleicss u3MeHeHUs: M (WiIM) JOIMOJIHEHUS MPOU3BOJCTBEHHOM IUIOMIAJIKU JIEKAPCTBEHHOT'O
npenapara, npu MpeCTaBICHUN 3asBUTEJIEM B COOTBETCTBUM C IIYHKTOM 3 yYacTu | HacTosIed cTaTtbu
KONUM pEIIEeHUs] YHNOJHOMOYEHHOTO (enepalibHOro opraHa HCIHOJHUTENbHOM BJIacTU O MPOBEACHUU
WHCIIEKTUPOBAHUS TPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB CPOK, YKa3aHHbIM B yacTu 6.1 HacTosen
CTaThH, MPUOCTAHABIMBAETCA CO JIHA MOJIYYEHHS 3aKJIFOUYEHHsS KOMHMCCHM SKCHEPTOB A0 AHS MPUHATHS
YIOJTHOMOYEHHBIM ()eIepaTbHBIM OPTaHOM UCTIOJTHHUTEIHLHOM BIIACTH PEUICHHS O BbIaye Wi 00 OTKa3e B
BbIJIaye 3aKJIIOUEHHUS O COOTBETCTBUU IMPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHMSIM IPABHII
Ha/JIeXKaIel TPON3BOACTBEHHON MPAKTUKH, HO HE 0OJiee UeM Ha CTO BOCEMBIECAT padOUnX JHEH.

(dactp 6.2 BBeaeHa denepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

7. OcHOBaHHEM IJI1  OTKa3da BO BHCECCHUHN U3MCHEHUH B JAOKYMCHTBI, COACPKAIIUCCIA B
PETUCTPALIMOHHOM JI0Ch€ Ha 3aperuCTPUPOBAaHHBIM JIEKAPCTBEHHBIN Mpenapar A BeTepUHAPHOIO
MPUMCHCHHU:, B ClIydasaX, HC TpGGYIOH_[I/IX MNPOBCACHUA SKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA, ABJIACTCA
MIPEJICTaBICHUE TOKYMEHTOB, YKa3aHHBIX B 4acTax | M 3 HAcTOSIIEeH CTaThbd, B HEMOJHOM O0OBbEME WIIH
OTCYTCTBUC B NPCACTABJICHHBIX JOKYMCHTAaX CBeI[eHI/II‘/JI, KOTOPBIC OOJIKHBI 6BITB B HUX OTPAXXCHHI, .III/I60
HETIPEJICTABJIICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa HAa YKa3aHHBIM B yacTu 4.1 Hacrosien
CTaTbHU 3aIllpOC YIMOJIHOMOYCHHOI'O @eﬂepaﬂbHOFO opraHa HUCIOJIHUTENBHON BIACTH.

(dactb 7 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHueM i OTKa3a BO BHECEHHMM H3MEHEHHMM B JIOKYMEHTHI, COJEp>Kaluecs B
PETUCTPALIMOHHOM JI0Ch€ Ha 3apervuCTPUPOBAaHHBIM JIEKAPCTBEHHBIN Mpenapar A BeTepUHAPHOIO
MPUMEHEHHUS, B CIy4asX, TPeOYIOIIUX MPOBEIEHUS SKCIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA, SBISETCS
3aKJIIOUYEHUE YMOJIHOMOYEHHOro (hefepaibHOr0 OpraHa HCHOJHUTENBbHON BJIaCTH O BO3MOXHOCTH
CHIDKCHHUs 0€30TacHOCTH, KauecTBa, dPPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara BCIeACTBHE BHECEHUS
M3MEHEHUH B yKa3aHHBIE JOKYMEHTHI, OTKa3 YIIOJIHOMOYEHHOTrO (efepalbHOro OpraHa UCIOJHUTEIbHON
BJIACTH B BBIJau€ 3aKIIOYCHHUS O COOTBETCTBHH MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

MpaBWJ HaJJIeKalled NPOU3BOACTBEHHON TMPAaKTUKW B Cily4yae HU3MEHEHUS U (WIM) JOMOJHEHHS
MPOU3BOACTBEHHON IUIOMIAAKK JIEKAPCTBEHHOrO TIperapara, €CiId MPOU3BOACTBO JIEKAPCTBEHHOTO
npenapara Jjisi BETepUHAPHOTO MPUMEHEHHS OCYIECTBIseTCA 3a npeaenamu Poccuiickoit denepanuu,
HJIN OTCYTCTBHUEC 3TOT'O 3aKIIFOUYCHUS.

(dactp 7.1 BBengeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpalieHHe JEeKapCTBEHHBIX MpPEnapaToB JUIs BETEPUHAPHOTO MPHUMEHEHHS 10
UCTEYEHUs CpOKa FOJHOCTH, IIPOU3BEIECHHBIX B TE€UEHHUE CTA BOCBMUAECATH JHEW MOCIE NaThl MPUHATHS
YIOJHOMOYEHHBIM (peiepanbHbIM OPraHOM HCIOJHUTEIBHOM BIACTH PEIICHUS! O BHECEHUU M3MEHEHUH B
JOKYMEHTBI, CO/IEPIKAIINECS] B PETUCTPALIMIOHHOM JI0ChE Ha JIEKapCTBEHHBIN Mpenapar, B COOTBETCTBHH C
uHpOpMaLuel, conepKaleics B JOKyMEHTaX PerHCTPallMOHHOTO JIOChE Ha JIEKapCTBEHHBIN Ipenapar J10
JaThl IPUHATHUS TAKOTO PEIIECHUS.

(uactb 8 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbs 32. OTMeHa rocyfapCTBEHHOM perncTpaumm nekapcTBeHHOro npenapara

Pemenne 00 OTMEHE rocyapCTBEHHOW PEruCTpalldy JEKapCTBEHHOTO Mperapara U MCKIOYEHUH
JICKApCTBEHHOTO Tperapata W3 TOCyJapCTBEHHOTO peecTpa JIGKAPCTBEHHBIX CPEICTB NPUHHUMACTCS
YIOJHOMOYEHHBIM (heiepaibHBIM OPraHOM HCIIOJIHUTENLHOMN BIIACTH B CIIyYae:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (heiepaabHbIM OpraHOM HUCIIOJTHUTENIbHOMN
BJIACTH 3aKJIIOYEHUS O PUCKE WIM 00 yrpo3e 3J0pOBBIO, KM3HM YEJIOBEKa WJIM KHBOTHOTO IPH
MPUMEHEHUHU JIEKApCTBEHHOIO IIpernapaTa, MpeBbIIAlmKX ero 3((eKTUBHOCTh, MO pe3yibTaTaM
OCYILIECTBIIIEMOT'0 UM MOHUTOPUHTa O€30MaCHOCTH JIEKAPCTBEHHOTO MIPEerapara;

2) momauM Jep)KaTelieM WM BIIAJIETBIEM PETHCTPAIMOHHOTO YJIOCTOBEPEHHs JIEKAPCTBEHHOTO
mpernapara Wi YINOJHOMOYEHHBIM WM JPYTHMM HOPUIUYECKHM JIMIOM 3asBICHHUS 00 OTMEHe
rOCYJapCTBEHHOM PEeTUCTPAINH JICKAPCTBEHHOTO TMperapara;

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

3) HemoATBEP>KIACHUSI TOCYAapCTBEHHOM PEruCTpalliy JIEKapCTBEHHOTO Mpernapara Mo HWCTEUYEeHUU
CpOKa JICMCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHUSI, BBIJAHHOTO Ha MSTh JIET;

4) HenpecTaBICHUS 3asBUTENIeM HH(GOPMAIIH, KOTOpasi MOXKET MOBJIEYh 32 CO00H HEOOXOAMMOCTh
BHECEHMsI U3BMEHEHUN B JIOKYMEHTBHI, COJIEepKAIlHUECs B PETUCTPALMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN
JICKApCTBEHHBIH MTpenapar, B TeYCHUE TPUIATH PadOYuX JHEH CO JHS HACTYIUICHHUS dTHX H3MCHEHHUIA,

5) ocymiecTBIEHUS TOCYJapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOI'O IIpernapaTa I0J TOPIOBBIM
HAaVMEHOBAHUEM 3apETUCTPUPOBAHHOTO PaHEEe IMOJl STHM TOPTrOBHIM HAMMEHOBAHHEM JICKApCTBEHHOTO
npenapara, OTIN4aromerocsa Ka4€CTBCHHbIM COCTaBOM ﬂeﬁCTByIOMHX BCIICCTB,

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

6) OCyIIECTBIIEHUS TOCYJAPCTBEHHOHN pEerucTpaIiiy OJJHOTO U TOTO XKe JIGKAPCTBEHHOTO Mpemnapara B
OTHOIICHWH OJHOTO W TOTO >K€ JepKaTelsl WIH BIAJeNblla PETHCTPAIMOHHOTO YIOCTOBEPEHHS
JICKAPpCTBCHHOI'O IMpefriapata B BUAC [IBYX U 60.]'[66 JICKApPCTBCHHBIX IIPCIIapaTOB IIOA Ppa3JINYHbIMU
TOPTOBBIMH HAUMEHOBaHUSIMH,

(m. 6 B pen. ®eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BbIHECEHHMSI CYJIOM pEIIeHHs O HapyLIeHUH MpaB MpaBooOiagaTesis 00beKTOB HHTEIEKTYyaIbHOM
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

COOCTBEHHOCTH MPHU OOpaIIEHUH JIEKAPCTBEHHBIX CPEICTB;

8) OTCYTCTBHS JIeKapCTBEHHOTo mpemnapara B oOpamieHuu B Poccuiickoit Denepannu B TeueHHe
Tpex u OoJiee JeT;
(n. 8 BBenneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) HeBLINONHEHHWS  JepXaTeleM WM  BJaJeiblleM PETUCTPALUOHHOIO  YAOCTOBEPEHUS
JIEKapCTBEHHOTO TpernapaTa Ju00 yIMOTHOMOYEHHBIM UMH JAPYTUM OPUIUYECKUM JIULIOM MEPONPUITUN
no oOecrnevyeHnto Oe30MacHOCTH JIEKaPCTBEHHBIX MPENapaTroB, YCTAaHOBJIEHHBIX YIOJIHOMOYEHHBIM
dbenepanbHBIM OpPraHOM WCIHOJHUTENHHOW BIACTH B COOTBETCTBMHM C dacTsamMu 3 u 4 cratbu 64
HacTosuiero denepanbHOro 3aK0Ha, B paMKaxX OCYILIECTBIIEHUS (hapMaKOHA130pa;

(n. 9 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10) orTkaza npepkaTels WM BIIJeiblla PErUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO
npemnapara JIMOO YIMOIHOMOYEHHOTO HMMH JIPYTOro FOPHIMYECKOrO JIMIA OT BHECCHHS W3MEHEHUWI B
WHCTPYKIMIO TIO0 TMPUMEHECHHUIO JICKapCTBEHHOTO IMpernapara, KacaloIIUXCsS HOBBIX IOJITBEPKICHHBIX
JIAHHBIX O TOM, YTO PUCK NMPUYMHEHUS BpeJa 30POBBIO YEJIOBEKA WJIM KUBOTHOTO BCJEACTBUE IpHEMa
JIEKapCTBEHHOTO TMpernapaTa npeBbimaeT 3pHEKTUBHOCT €ro MPUMEHEHHS.

(n. 10 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.
C 01.01.2026 ct. 32 nonoausercs . 11 (@3 or 27.12.2019 N 475-D3).

CraTtbs 33. FlocynapCTBEHHbIN peecTp fleKapCTBEHHbIX CPeacTB

1. T'ocynapcTBEHHBI pEECTP JIEKAPCTBEHHBIX CPEICTB COJEPKHUT IEPEUYCHb JICKAPCTBEHHBIX
MperapaToB, MPOMISANINX TOCYIapCTBEHHYIO PETUCTPAIUIO, TIepeueHb (hapMaleBTHUECKUX CYOCTAHIIHMA,
BXO/JISIIIMX B COCTaB JIEKAPCTBEHHBIX MIPEMapaToOB, U CIEAYIOIIYI0 HHGOPMAIUIO:

1) B OTHOIIIEHHUH JIEKAPCTBEHHBIX MPENapaTOB:

a) HaMMCHOBAaHWE JICKAPCTBEHHOTO Mpemapara (MeXJIyHapoJHOE HEMAaTCHTOBAHHOE, WU
TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOC HANMEHOBAHWS);
(B pen. @enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

0) nexapcTBeHHas (popMa ¢ yKazaHHEM JIO3UPOBKH JIEKAPCTBEHHOTO Mpernapara u ero KOJMYecTBa B
NOTPEOUTENHCKON YIIAaKOBKE;

B) HAMMCHOBAHUE JCPXKATEIsl WIH BIAJCIbla PETUCTPAIMOHHOTO yIOCTOBEPCHHSI JIEKAPCTBEHHOTO
npernapara U CBEJCHHS O PETHCTPAIlUK JepKATeNs WM BIaJeiblla PErHCTPAIMOHHOTO YJOCTOBEPCHUS
JICKapCTBEHHOTO Tpernapara Juisi MEAUIIMHCKOTO MPUMEHEHHS B KaUeCTBE HAJIOTOILIATENBIINKA B CTPAHE
peructpanuu (s pOCCUUCKUX FOPUINYECKUX JIUI - WICHTH(PHUKAIIMOHHBII HOMEp HaJOTOILIATENbIIHKA
(MHH), nuyist ”HOCTpaHHBIX FOPUIUIECCKHUX JIUI] - CTPaHa PETUCTPAINY, HAMMEHOBAHHE PETUCTPUPYIOLIETO
OpraHa, perucTpaliOHHBIA HOMEp, KOJ HaJOTOIUIATEeNbIIMKA B CTPaHE perucTpanuu (MHKOPIIOPAIIUH)
WJIM €T0 aHaJIor);

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

I') HAMMEHOBAHME U aJIpeC MPOU3BOJIUTENS JICKAPCTBEHHOTO MpernapaTa U CBEJICHUS O PErUCTpalluu
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

MIPOM3BOJUTENST  JIEKAPCTBEHHOIO  Tperapara i  MEIUIMHCKOTO MNpPHUMEHEHUsS B  KauecTBe
HAJIOTOIUTATEIbIIMKA B CTpaHe  perucrtpanmuu (OIS  POCCUHUCKUX  IOPUAUYECKHX  JIUI[ -
UAeHTU(UKAITMOHHBIA HOoMep Hajororuiarensika (MHH), nns wmHOCTpaHHBIX IOpUAWYECKUX JIUIL -
CTpaHa pEerucTpali, HAUMEHOBAHHE PETUCTPUPYIOIIETO OpraHa, PErHCTPAIMOHHBIA HOMEp, KO
HAJIOTOTUIATEIIBIIIMKA B CTPAHE PEruCTpany (MHKOPIOPAIlMN) UIH €T0 aHaJIoT),

(mm. "r" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) (dapmakoTepameBTHYeCKas Tpylna, KoJA JIEKapCTBEHHOTO Ipermapara IO  aHaTOMO-
TEPaneBTHYECKO-XMMUYECKON  KiIacCU(pUKAIMM, pPEKOMEHIOoBaHHOW  BcemupHoOil  opranuzanueit
3PaBOOXPaHCHMS,

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

€) MOKa3aHUs U IPOTUBOINOKA3aHUsI K MPUMEHEHUIO JIEKapCTBEHHOTO Mpenapara;
) TOOOYHBIE JIEHCTBUS JIEKAPCTBEHHOTO Iperapara;

3) CPOK FOJTHOCTH JIEKApPCTBEHHOTO Mpemnapara;

1) YCIIOBHSI XpaHEHHUsI JIEKapCTBEHHOTO MpeTapara;

K) YCIIOBHS OTITyCKa JIEKApPCTBEHHOT'O IIperapara;

J) HOMep apMakomedHOW CTaThM WJIM B CiIy4ae €€ OTCYTCTBHS HOMEp HOPMAaTUBHOU
JOKYMEHTAIH 100 HOPMaTUBHOTO JIOKYMEHTA;

M) JaTa TOCYJIapCTBEHHOH pPETHUCTpaluy JIEKAPCTBEHHOIO Tpernapara M €ro PerucTpanruoOHHBIN
HOMEp, JlaTa 3aMEHbl PETUCTPAIIMOHHOTO YIOCTOBEPEHUs JIEKApCTBEHHOTO Mperapara Ha OeccpovHOe
PETUCTPALIMOHHOE  YAOCTOBEpEHUE JIGKAPCTBEHHOTO TMpemnapara, Jara [oJadd  3asBICHUS O
MOJATBEPKIICHHUH  TOCYIApPCTBEHHONH  PErHCTpallié  JIGKAPCTBEHHOTO — Mperapara, JaTa OTMEHBI
rOCYyIapCTBEHHOW PETUCTPALIUU JIEKAPCTBEHHOTO Tpernapara;

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

H) KayeCTBEHHBIN COCTaB M KOJUYECTBEHHBIN COCTaB JEHCTBYIOIIMX BEHIECTB M KAaUECTBEHHBIN
COCTaB BCIIOMOTaTEIbHBIX BEIIECTB JIEKAPCTBEHHOTO Mpenapara;
(nm. "H" BBeneH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

0) nH(opmanus 000 BceX pa3pelieHHbIX BUIaX BTOPUYHON (MMOTPEOUTETHCKON) yIIaKOBKH;
(nm. "o" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

M) Jara MPHUHITHA PEHIeHHs O BO3MOXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM IpernapaT Mpu
rOCYy/apCTBEHHOW PETUCTPAIIMU B KauecTBE Op(aHHOTO JEKApCTBEHHOTO Ipernapara (Ui TeKapCTBEHHBIX
[IPenapaToB JIsl METUIITHCKOTO IPUMEHEHMS);

(mn. "m" BBenmeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepalibHOrO 3aKOHA OT
27.12.2019 N 475-03)

p) Hamu4Me JIEKapCTBEHHOTO IMperapaTa B IEpeYHe KU3HEHHO HEOOXOIMMBIX W BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB (I JEKapCTBEHHBIX MPENapaToB JJII MEIUIIMHCKOTO IPUMEHEHHUS );
(nm. "p" BBemeH PexpepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 475-®3)
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

C) HAJIM4YKUE B JIEKAPCTBEHHOM TIperapaTe HapKOTHYECKUX CPEICTB, MCUXOTPOIHBIX BEIIECTB U MX
MPEKYpCOPOB, MNOMJICKAMUX KOHTpoiaro B  Poccuiickoit  ®dexepauuu, B  COOTBETCTBUU €
3akoHoAaTeIbCTBOM Poccuiickoit denepannu, MeKIyHapOAHBIMU goroBopamu Poccuiickoit deaepanuu,
B TOM uucie EnuHONW KOHBeHIMENW O HapkoTtudeckux cpeacrtBax 1961 roma m KonBeHnumen o
MCUXOTPONHBIX BenlecTBax 1971 roxa;

(nm. "c" BBeneH PeaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

T) WHPOpPMALUs O TOM, SBISAETCS JHM MJaHHBIA JIEKAPCTBEHHBIH Mpemapar pedepeHTHBIM
JIEKapCTBEHHBIM TIPENapaToMm;
(mm. "T" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Y) CBCACHHUA O MoJgadc 3asBJICHUA O BHCECCHUU U3MEHEHUH B AOKYMCHTBI, COJACPpIKAIIHUCCS B
PETUCTPAIIMOHHOM JIOChe Ha JICKApCTBEHHBIH Mperapar;

(nm. "y" BBeneH PenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-D3)

&) yrpatun cuity ¢ 1 mapta 2020 rona. - @enepanbHbiii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBEJICHUS JICKAPCTBEHHOTO Tpernapara B IpaxaaHCKHil 000pOT;
(nm. "x" BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

2) B OTHOULICHUH (hapMaIeBTUYECKUX CYOCTaHIIHIA:

a) HaMMEHOBaHME (apMaleBTUUECKON CyOcTaHIMU (MEXKIyHApOAHOE HENMaTeHTOBAaHHOE, WIH
ITPYNIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);
(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

0) HaMMEHOBaHUE U AAPEC MMPOU3BOAUTENS (hapMaIeBTUUECKON CyOCTaHIINH;
B) CPOK TOAHOCTH (papMaIieBTHIECKON CyOCTaHIINN;
T') yCJIOBUS XpaHEeHus papMalieBTUIECKON CyOCTaHIINM;

n) HoMep dapMakonelHONW CTaThM WJIM B Cllydae €€ OTCYTCTBHSI HOMEp HOPMAaTHBHOM
AOKYMCHTallUU JII/I6O HOPMATUBHOI'O JOKYMCHTA,

€) Hamuure (papMameBTHYECKOW CyOCTaHIIMM B IEPEYHE HAPKOTHUYECKHX CPENICTB, TICUXOTPOITHBIX
BEIIECTB M HUX MPEKYPCOPOB, MOIEKAIMX KOHTPOit0 B Poccuiickoit dexepanuu, B COOTBETCTBUU C
3akoHoAaTeIbCTBOM Poccuiickoit denepannu, MeKIyHapOAHBIMU goroBopamu Poccuiickoit deaepanuu,
B TOM uucie EnuHONW KOHBeHIMENW O HapkoTtudeckux cpeacrtBax 1961 roma m KonBeHnumen o
MCUXOTPOMNHBIX BenlecTBax 1971 roxa.
(nm. "e" BBeneH PeaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

2. dapmarieBTHUECKas CyOCTaHILMs, NMPOU3BEACHHAS IS peaju3allii, MOXKET ObITh BKIIIOUEHA B
TOCY/apCTBEHHBI pEecTp JIGKAPCTBEHHBIX CPEJICTB HAa OCHOBAHHWH 3asBJICHHS pa3pabOTUMKa WU
MIPOM3BOJUTENS JIEKAPCTBEHHOTO CpEACTBa JIMOO YMOJHOMOYEHHOTO HMMHU IOPHUAMYECKOTO JUIa IMpHU
YCIOBHM TPOBEAEHUS B OTHOIIEHUHM TaKOW (papmaneBTUUECKON CyOCTaHLIMU SKCIEPTU3bl KauecTBa
(dbapmaneBTUUeCKO CyOCTaHIIMM B TOPSIAKE, YCTAaHOBJICHHOM cTarheil 34 HacTosmero deaepanbHOTO
3akoHa. B oTHomeHuM QapmaneBTHUYECKUX CyOCTaHIMK, NPOMU3BENEHHBIX [UIi peaju3alud, B
rOCy/IapCTBEHHOM PEeCcTpe JIEKAPCTBEHHBIX CPEICTB COACPKUTCS Cleayroas HHPopMaIus:
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

1) HamMmeHOBaHUWE (apMalEeBTUUYECKON CyOCTaHIMM (MEXIyHApOJHOE HEMATEHTOBAHHOE, WIIH
IPYNIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HauMEHOBaHMe, aJpec MPOu3BoAUTENS (apMalleBTUYECKON CyOCTaHIIMH, a TaKKe€ B OTHOIICHUU
JIEKapCTBEHHBIX CPEICTB JJISI MEAULUMHCKOIO NPUMEHEHHS CBEACHUS O PErMCTpaluyd HPOU3BOIUTEIS
dapmaiieBTUYECKON CyOCTaHIIMM B KayecTBE HAJIOrOIUIaTeIbIIMKa B CTpaHe perucTrpanuu (s
POCCHUHCKHUX FOPUIUYECKHX JIUI[ - WACHTU(UKANUOHHBIA HoMep Hanorormiarensimuka (MHH), s
WHOCTPAaHHBIX OPUAMYECKUX JHUI - CTPaHa PEruCTpallMM, HaUMEHOBAHHME PErUCTPUPYIOLIErO OpraHa,
PErUCTPALlMOHHBIN HOMEp, KOJ HAJIOTOIUIaTeNbIIUKa B CTPaHE PErUCTpaluu (MHKOPIOPALMH) UK €ro
aHajor);

(m. 2 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMarieBTUIECKON CyOCTaHIINM;
4) ycnoBust XpaHeHus papMalieBTHYeCKOi cyOCcTaHIINM;

5) Homep (apMakomeHOW CTaThbWl JHOO B CiIydyae €€ OTCYTCTBHUS HOMEpP HOPMaTHBHOM
JOKYMCHTAIIUU UJIKM HOPMATUBHOTI'O TOKYMCHTA,

6) Hanuuue (gapMaleBTUYECKOW CyOCTaHIIMU B MEpeuHe HapKOTHUYECKUX CPENICTB, NMCHUXOTPOIHBIX
BEILIECTB M HUX MNPEKYPCOPOB, MOIECKAIMX KOHTPOit0 B Poccuiickoit denepanuu, B COOTBETCTBUU C
3akoHoAaTeIbCcTBOM Poccuiickoit denepannu, MeKIyHapOAHBIMU goroBopamu Poccuiickoit deaepanuu,
B TOM uucie EnuHoNW KoHBeHIMENW O HapkoTtudeckux cpeacrtBax 1961 roma m KonBeHnumen o
MCUXOTPONHBIX BenlecTBax 1971 roxa;

7) nara BKIIOYEHHUS (hapMaleBTHUECKONW CyOCTaHLIMU B TOCYJApCTBEHHBIM peecTp JIEKapCTBEHHBIX
CPEeICTB, JJaTa BHECEHHS M3MEHEHHH B JIOKyMEHTHI (DapMaleBTHUECKOW CyOCTaHIIMH, JAaTa UCKITIOUCHHS
(bapManeBTUYECKON CyOCTaHIIMU U3 TOCYIaPCTBEHHOTO PeecTpa JIEKAPCTBEHHBIX CPEJICTB.

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Ilopsiok BeneHusi rocyAapCTBEHHOIO PEecTpa JIEKaPCTBEHHBIX CPEACTB I MEIULMHCKOTO
NPUMEHEHUsT M [OPIJOK BEJIEHUS TOCYJAPCTBEHHOIO pEecTpa JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TIPUMEHEHHUS YTBEPXKJAIOTCS COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM (peepantbHbIM
OpraHOM MCHOJHUTEIBHOM BIACTH.

Cratba 34. BkniouyeHue B rocynapCTtBeHHbIA peecTp JeKapCTBEHHbIX CpeacTB U
MUCKIO4YEeHne n3 rocynapcTBeHHOro peecTtpa NeKapCTBEHHbIX cpeacTs
chapmaueBTUYECKON CyOCTaHLMN, NPOM3BEeAEHHOWN AN peanu3aunm
(B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

1. Jdns BkIroueHUs ¢apMaleBTUYECKONH CyOCTaHIIMM, TPOU3BEACHHOW Ui peaju3alud, B
rOCYapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS HKCIIEPTH3A €€ KAUECTBA.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

2. DKcnepTr3a KauecTBa YKa3aHHOW B 4acTH | HACTOAIIEH cTaTbu hapMaIleBTUYECKON CyOCTaHITNH,
COCTaBJICHHME KOMHUCCHUEW SKCIEPTOB 3aKIIOUCHUIN 110 Pe3ybTaTaM 3TOM SKCIEPTU3bl U UX HAMPABIICHUE B
YIOJHOMOYEHHBIN (¢efepanbHblii OpraH MCIOJHUTENBHONM BJIACTH OCYIIECTBISIIOTCS B CPOK, HE
HpeBBIIJ_IaIOIJ_II/II\/'I MEeCTUuACCATHN pa60q1/1x I[H€I>'I CO JHA TIOJYy4YCHHS OKCIOCPTHBIM YUYPCKIACHHUCM
COOTBETCTBYIOILIETO 3a/IaHUs YIOJHOMOYEHHOTO (peiepalibHOTO OpraHa HCIOJIHUTEIbHOW BIIACTH U
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

CJIEYIOIMNX JOKYMEHTOB (CBEICHUM):
(B pea. @exnepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBeneHust 0 jJare MPEAOCTABICHUS M PErHMCTPALMIOHHOM HOMEpE JIMIIEH3MHM Ha MPOM3BOACTBO
JICKAPCTBCHHBIX CPCACTB WM CBCACHUA O JAaTC MNPCAOCTABJICHUA W PCruCTpalluOHHOM HOMEPC
3aKJIIOYEHUSI O COOTBETCTBUM IMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBaHUSM  IpaBUII
Ha/JIeXKAMIEH TMPOU3BOJCTBEHHOW TMPAKTHKH, BBIAAHHBIX (MPEAOCTABICHHBIX) YIIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM MCIIOJHUTENBHONW BIIACTH, B CJIy4yae, €ClIM IPOU3BOJICTBO JIEKAPCTBEHHOTO
cpeacTsa ocyuectBisieTcss B Poccuiickoit @enepannu;

(B pen. @enepanbubix 3aKk0HOB 0T 04.06.2018 N _140-D3, o1 27.12.2019 N 478-D3)

2) xomMsl JOKYMEHTAa, BBIJAHHOTO YIOJHOMOYEHHBIM OpraHOM CTpPaHbl IPOU3BOJUTENS
JIEKapCTBEHHOT'O CPEJCTBA M MOATBEPIKAAIOIIETO pa3pelieHre MPOU3BOICTBA JIEKApPCTBEHHOTO CPE/CTBa,
U €ro NepeBOJ HA PYCCKUM SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IIOPSJIKE, a TAK)KE KOIHUS 3aKIF0UYEHUS O
COOTBETCTBUM  IPOU3BOJUTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHMAM TMpaBUI  HaAJExKalen
MPOM3BOJICTBEHHOM MPAKTUKH, BHIJAHHOTO YIOJHOMOYEHHBIM (peepanbHbIM OPraHOM HCHOJTHHUTEIBHOM
BJIACTH, JIUOO KOMUS pEIICHUs YIOJIHOMOUYEHHOro (henepasbHOro opraHa HCHOJHUTENIBbHOM BIACTH O
IIPOBEJCHUM HWHCIIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEACTBA. YKAa3aHHbBIE JOKYMEHTBI
NPEJCTABISIIOTCS B CiIy4ae, €ClIM TMPOU3BOJACTBO JIEKAPCTBEHHOTO CpPEJCTBA OCYIIECTBISETCS 3a
npenenamu Pocceniickoit denepanuy;

(m. 2 B pen. DeaepanbrHoro 3akoHa ot 04.06.2018 N 140-D3)

3) JOKYMEHT, COIepKAIIUI CIeTYIOIINe CBECHHsS O (apMalleBTUYECKON CyOCTaHIINN:
a) HauMeHoBaHue (hapMaIeBTUUECKON CyOCTaHIINH, €€ CTPYKTypa, 00IIne CBOWCTBA,
0) HauMEHOBAaHUE U a/IPEC TPOU3BOAUTEINS;

B) TEXHOJIOTHA IMPONU3BOACTBA C OIMMCAHHUEM CTaI[I/Iﬁ IMPOU3BOACTBA U METOJOB KOHTPOJIA HA BCEX
CTaaudgX IMPOU3BOACTBA,

T') ONMCaHue pa3padOTKH Mpoliecca MPOU3BOICTRA;

J) ONMCAHHWE KOHTPOJISI KPUTHMYECKHX CTaJui mpolecca IPOU3BOJACTBA U IMPOMEKYTOUHOU
IPOAYKIHNH]

€) IOKyMEHTaJIbHOE MOJITBEPKACHHUE (BaJIMIALIKs) ITPOLIECCOB U (MJIM) UX OIICHKA;
’K) CBOMCTBA M CTPYKTypa ICUCTBYIOIINX BEIIECTB;

3) XapaKTepHUCTHUKA IPUMECEI;

1) cnerudukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO U €€ 000CHOBAHME;

K) AHAIIUTHUYCCKUC MCTOIHUKH, HCIOJIB3YCMBIC TIPpU OCYHICCTBJICHHUU KOHTPOJIA KAa4YCCTBa
(dhapmareBTUUeCKON CyOCTaHIINHY;

J1) TOKYMEHTaJIbHOE MOJATBEpXKIACHUE (BaduAalysi) aHAIUTUYECKUX METOIMK, MCIOJIb3YEMBIX IMPHU
OCYIIIECTBIIEHUH KOHTPOJIA KauecTBa apMaIleBTUIECKON CyOCTaHIINH;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

M) pe3yJIbTaThl aHAIKM3a CEPUI (hapMaIleBTUUECKON CyOCTaHIINH;

H) Hepequb CTaHI[apTHBIX 06pa3u0B HJIN BCIICCTB, I/ICHOHL?)yeMBIX HpI/I OCYH.[GCTBJIGHI/II/I KOHTpO.HH
KauecTBa,

0) ONMCAaHUE XaPAaKTEPUCTUK U CBOIMCTB YIIAKOBOUHBIX MAaTEPUAJIOB U YKYTIOPOYHBIX CPE/ICTB;
1) JaHHBIC O CTAOMIILHOCTH (hapMalleBTUUECKONU CyOCTaHITUH;
P) CPOK FOJIHOCTH;

4) NOKyMeHT, cofepallluii CBeIEHUSI O PETUCTPALIUU MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB AJIs
MEAWIIMHCKOTO MPUMEHEHHsI B KaUeCTBE HAJOTOIIATENbIINKA B CTPAHE PErHCTpauu (A POCCUUCKUX
IOPUINYECKUX JIMIl - WUIASHTU(UKAIMOHHBIM HOMep Hajoromutarenbimuka (MHH), ans wHOCTpaHHBIX
IOPUIMYECKUX JIUI - CTpaHa PEerUCTPAIlii, HANMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PEerUCTPAMOHHBIN
HOMED, KOJT HAJIOTOTUIATEIIBIINKA B CTPAHE PETUCTpAIuy (MHKOPIIOPAIIMHN) WIH €T0 aHaJIoT).

(. 4 BBenneH PenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pen. 13.07.2015))

3. Jnsg mpoBeAeHHs SKCHEPTH3bl KadecTBa YKa3aHHOM B 4acth 1 Hacrosuied CTaTbu
dapmaiieBTUYECKON CyOCTaHLIMM 3asBUTENIb MPEACTaBIsSET B YHNOJHOMOYEHHBIN (efepanbHbIl opraH
WCIIOJIHUTEIIbHOW BJIACTH:

1) 3asBieHHE O BKIIOYEHHH B TOCYJAapCTBEHHBIH pEecTp JEKapCTBEHHBIX CPEICTB JTaHHOU
(bapMmarieBTUYeCKOi CyOCTaHIINH;

2) KonMsl TOKYMEHTa, MOJTBEPXJAIOLIEro YIUIaTy roCyJapCTBEHHOM IMOLUIMHBI 3a BKJIIOUEHHE B
rOCYJTapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB (papMalleBTUYECKON CyOCTaHIIMU, MPOU3BEICHHOMN
JUld  peanu3auuy, MO0 1O COOCTBEHHOW MHMLMATHBE YKa3aHHbIM JOKyMeHT. B ciydae ero
HETIPE/ICTABICHUS 3asBHUTEIEM YIOJHOMOYCHHBIM (heaepanbHblii OpraH HCIOJHUTEIBHOW BIIACTH
npoBepseT (akT yIUiaTel OCYy1apCTBEHHON MOLUIMHBI 3asBUTENIEM C UCIOJIb30BaHUEM HH(OpManuu oo
yIjiaTe TOCYJapCTBEHHOM MONUIMHEI, coaepxaiieiics B ['ocyapcTBeHHON MH(OPMAIIMOHHON cUCTEME O
TOCYapCTBEHHBIX M MYHHUIMIAJIBHBIX IIATEKAaX, HA OCHOBAaHUM IIPEICTABICHHON 3asBUTENIEM KOINU
JIOKYMEHTA, IOATBEPHKAAIOIIEr0 YIUIaTy rOCYAApCTBEHHON MOIIINHBL;

(m. 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) IOKyMEHTBI, YKa3aHHbIE B YaCTU 2 HACTOAILEH CTAThU;
(B pen. ®enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

4) zagBieHue o BblJadye paspelieHus Ha BBO3 B Poccuiickyto denepannio KOHKPETHOH MapTUH
HE3apEeTUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEACTBA, NPEAHA3HAYEHHOTO I INPOBENCHUS YKa3aHHOU
JKCIIEPTU3BL.

(. 4 BBennen DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B cnywae HempeIaCTaBI€HHsS C 3asBICHUEM O BKIIOYEHUM B TOCYAApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB (papMalleBTUYECKON CyOCTaHLIMU JOKYMEHTOB, MOATBEPKIAIOIUX YIJIaTy
roCy/apCTBEHHOM MOIIJIMHBI U YKa3aHHBIX B IIYHKTE 2 4acTU 3 HACTOSIIEH CTaTbH, @ TAKXKE BbIIaBAEMBbIX
(mpeocTaBiIsieMbIX) — YIOJIHOMOYEHHBIMU  (pefiepalbHbBIMM  OpraHaMHM  UCIOJHUTENBHOW  BJIACTH
JIOKYMEHTOB (CBEJCHMI), YKa3aHHbIX B IIYHKTaX | ¥ 2 yacTu 2 HACTOALIEH CTAaTbU, YIOJIHOMOYEHHBIN
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

benepanbHBI OpraH HCIOJHUTEIBHON BIIACTH 3alpalidBacT yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B
MOopAAKE MCIKBECAOMCTBCHHOT'O HH(pOpMaLII/IOHHOFO B3aI/IMOI[eI\/JICTBI/I}I.
(dactp 3.1 BBengeHa denepanbHbiM 3ak0HOM OT 27.12.2019 N 478-D3)

4. B TedueHue necsaTy pabodux JHEH COo THS MPUHITHS 3asBICHUS O BKIIOUCHUH YKa3aHHOW B YaCTH
1 Hactosmel crtaThu (apMaleBTUUECKOW CyOCTaHIIMM B TOCYJIApCTBEHHBIH pPEECTp JIEKapCTBEHHBIX
CpPEACTB M JIOKYMEHTOB, MEPEUYMCICHHBIX B 4acTW | ¥ myHKTe 2 4YacTH 3 HACTOALIEH CTaThbH,
YIIOJITHOMOYEHHBIN (DeiepanbHbIA OpTraH NCIIOTHUTEIIBHON BIIACTH:
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-D3)

1) mpoBOJUT TPOBEPKY TOJHOTHI M JOCTOBEPHOCTH IAHHBIX, COIEPIKAIIUXCS B MPEICTABICHHBIX
3asABUTCIICM JOKYMCHTAX;
(B pen. ®enepanpHoro 3akona ot 25.11.2013 N 317-D3)

2) NpUHUMAET pPELIEHUE O HANpaBICHUM B DKCIEPTHOE YUPEXKICHUE 3aJaHus Ha IPOBEACHUE
9KCIIEPTU3bl KaYeCTBA YKA3aHHOW B YacTH | HACTOsAIIEH CTaThll (papMarieBTUYECKON CyOCTaHITUU HIIA 00
OTKa3€ B TAKOM HalpaBJICHUH;

3) yBemoMIIsieT B DJIEKTPOHHON WJIM MUCHBMEHHOW ()OpME 3asiBUTENSI O MPUHATOM PEIICHUH WIN B
Clly4ae OTKasa ¢ yKazaHHEeM MPUYHH TaKOTO OTKa3a.
(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

4.1. B ciydae BbISBIECHHS HEJOCTOBEPHOCTH CBEIEHUM, COAEPXKAIUMUXCS B IPEICTABIECHHBIX
3asBUTENIEM MaTepHasax, YIOJHOMOUYEHHbIN (enepaabHblil OpraH MCIOJHUTEIbHON BJIACTH HAIIPABISAET
3agBUTENIO 3alpoc 00 YTOYHEHMM YKa3aHHBIX CBeneHWi. JlaHHBIN 3ampoc MoxkeT OBITh mepenaH
YIOJTHOMOYEHHOMY IPENCTABUTENIO 3asSBUTENS JIMYHO IOJ PACIHCKY, HANPAaBIEH IO IOYTE 3aKa3HBIM
NUCbMOM HJIM TIepeiaH B AJIEKTPOHHON (hopMe MO TelIeKOMMYHHUKAIIMOHHBIM KaHallaM CBsi3u. B ciydae
HaIPaBJICHUs JaHHOTO 3aIpoca IO IOYTE 3aKa3HBIM MMCbMOM OH CYMTAETCS IOJIyYEHHBIM 10 UCTEUEHUU
LIECTU AHEW C AAaThl HANIPABJIECHUS 3aKa3HOTO MHUChMA.

(dactb 4.1 BBeaeHa denepanbHbiM 3ak0oHOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTenp 00s3aH MPEICTaBUTH OTBET Ha 3alpoc YMOJHOMOYEHHOTo (efepaqbHOro OpraHa
UCITIOJIHUTENIbHONW BJIACTH B CPOK, HE NPEBBIMIAIOIIMN JAEBSIHOCTa PAOOUYMX AHEH CO JHS IMOJTydYeHHs
naHHoro 3ampoca. Cpok, yKa3aHHbIM B 4acTU 4 HACTOALIEW CTAaThU, MPHOCTAHABIMBAETCS CO THS
HalpaBJIEHUS 3asBUTEIIIO 3aMIpoca YIOJIHOMOYEHHOIO (heZiepaIbHOro OpraHa UCIOJHUTENBHOM BIACTH 10
JTHSI TIOJIy4€HUs] UM OTBETa Ha JAHHBIM 3alpoC M HE YYUTHIBACTCS MPHU MCUUCICHHHM CPOKA SKCIIEPTU3BI
KadgecTBa (hapMaleBTHUECKOW CyOCTaHLIMM, HEMUCIOJIb3yeMOM IpU NPOM3BOJCTBE JIEKAPCTBEHHBIX
IpernapaTos.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHOBaHHEM [JIsl OTKa3a B HAIpPaBJIECHUHU B JKCIIEPTHOE YUPEKICHHE 3aJaHUs HA IPOBEICHHE
OKCIIEPTU3bl KayecTBAa YyKAa3aHHOW B YacTH | HacTosmed cTaThu (apMarieBTUIECKON CyOCTaHIIUU
ABJIIETCS HENPEACTABICHUE JIOKYMEHTOB, YKa3aHHBIX B 4HacTW 2 HACTOSILIEH CTaTbHU, OTCYTCTBHE
uHbopMaluy, MOATBepXKAarolmed (akT yIulaThl TOCYJapCTBEHHOM MHOUUIMHBI 32 BKIIOYEHHE
dapMarieBTUYeCKON CyOCTaHIIMM, TPOM3BEACHHOW Uil peajHu3alld, B TOCYAapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEJICTB, HEMPEACTABICHHUE 3asIBUTEIIEM B YCTAHOBIICHHBIN CPOK OTBETA HA YKA3aHHBIN B
gyacT 4.1 HacTOALIeH CTaThH 3aIPOC YIOTHOMOYEHHOTO (heIepabHOr0 OpraHa UCIOIHUTEIBHONW BIIACTH
WM TIpe/ICTaBJICHHE JOKYMEHTOB, HE COJIEPXKAIUX NCUYEPITBIBAIOIIETO MePeUHs HeOOXOIUMBIX CBEACHUM.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenme mnsATHagUATH pabouMX IHEW CO JHSA MOJYYEHHS pELICHUS YHNOJIHOMOYEHHOTO
(denepanbHOro opraHa UCHOJIHUTEIBHONW BIACTH O HANPABIEHHM B HKCIEPTHOE YUPEKICHUE 3aJaHUS HA
NpOBEIEHUE HKCIEePTU3bl KayecTBa YKa3aHHOW B 4acTu | Hacrosimed crtatbu (papmaneBTHUECKOM
CyOCTaHIIMM 3asiBUTENb MPEJCTABIAET B SKCIIEPTHOE YUPEkKAECHUE ISl IPOBEJECHUS JAHHOW SKCIEPTHU3bI
o0pa3iiel (hapMareBTHUECKON CyOCTaHIIUU B KOJTHUYECTBE, HEOOXOIUMOM ISl BOCTIPOU3BEICHHSI METOIOB
KOHTPOJIsI KayecTBa. OKCIEPTHOE YUYPEKACHUE IpH MOJYy4eHHH O00pa3loB yKa3aHHOH B yactu |
HACTOSIIIEH cTaThby (hapMaleBTHUECKOW CYOCTAHIIMM BBIIACT 3asBUTENIO JOKYMEHT, MOATBEPKIAIOIINI
HOJy4YeHHe 3TuX oO0pa3lloB, U B CPOK, HE IMPEBBINAOLIMA Tpex padouux [AHEH, yBeIOMIISET B
SIIEKTPOHHOH WM THCbMEHHOH ¢opme 00 OSTOM YHNOJHOMOYEHHBIM (enepanbHbIi  OpraH
UCTIOJIHUTENIbHON BIACTH. DTU CPOKH HE BKJIFOUAIOTCS B CPOK ITPOBEACHUS JaHHON KCIIEPTU3HI.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

7. JIOKyMeHTBI, IOCTYNIMBIINE B DKCIEPTHOE YUYPEKACHUE Ul IPOBEACHUS DKCIEPTU3bl KauyecTBa
yKa3aHHOM B 4acTu 1 HacTosAmed cTarbu QapMaleBTUYECKOH CyOCTaHIIMHU, MOAJEKAT BO3BpaTy B
YIOJHOMOYEHHBIN (eiepaabHblil OpraH UCIOJHUTEIBHONW BIACTH OJHOBPEMEHHO C 3aKIHOYEHUSMH IO
pe3yibTaTam IPOBEIECHHON YKCIIEPTU3HI.

8. B cpok, He TpEeBBIIAIOIMUNA TATH PadOYUX THEH CO JTHSA TOJYyYCHHs 3aKITFOYCHHUS KOMHUCCHUHU
SKCIIEPTOB MO pe3yJibTaTaM »JKCIEePTU3bl KauyecTBAa YyKAa3aHHOW B YacTU | HACTOSIIEW CTaTbu
(dbapmareBTHIeCKOl CyOCTaHIINH, YITOJTHOMOYCHHBINH (peiepaabHbIi OPTaH UCTIOTHUTEIPHON BIIACTH:

1) ocyliecTBISIET OLEHKY TAaKOTO 3aKJIIOUEHMs JJI1 ONpPEAENIEHUs €r0 COOTBETCTBHS 3aJaHUI0 Ha
MIPOBEICHHUE TAaHHOW YKCIIEPTHU3HI;

2) npUHUMAET pelIeHre O BKIIIOYCHUN YKa3aHHOM B 4acTH | HacTosIIel ctaTby (papManieBTHUECKOM
CyOCTaHIIMM B TOCYJapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB WM PELIEHHE 00 OTKa3e B TaKOM
BKJIIOUEHUH;

3) BHOCUT MpU TPUHITHH PEHICHUS O BKIIOYCHWHM YKa3aHHOW B YacTH | HAcTOAImEH CTaThbH
dbapmaneBTUYECKOW  CyOCTaHIIMM B TOCYAApCTBEHHBIA  peecTp  JIEKAPCTBEHHBIX  CPEICTB
MIPETYCMOTPEHHYIO 4acThio 2 cTaThll 33 HacTosmero denepabHOro 3aK0Ha HH(DOPMAITHIO M YBEIOMIISET
00 3TOM B 3JIEKTPOHHOH HJIM MUCbMEHHOH (popme 3asBUTENS.

(B pen. @enepanbHbIX 3aK0OHOB 0T 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

9. OcHoBaHueM JUIsi OTKa3a BO BKJIIOYEHHM YKa3aHHOM B dYacth | HacTosied cTaTbu
(dapmareBTUYeCKOl CyOCTaHIIMM B TOCYJApCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB SIBISACTCS
3aKJIFOYEHHE COOTBETCTBYIOIIETO YITOJHOMOYEHHOTO (eAepaTbHOTO OpraHa WCIOIHUTEIHHOW BIACTH O
TOM, 4TO Ka4yecTBO (apMaIleBTUUECKON CyOCTaHIIMH HE TIOTBEPKACHO MOJTYYECHHBIMH TaHHBIMU.

(uactp 9 BBenena denepanbHbiM 3akoHOM OT 22.10.2014 N 313-®3; B pen. denepaibHOrO 3aK0oHA OT
04.06.2018 N 140-®3)

10. He nomyckaercs BKJIIOYEHHME B TOCYAAPCTBEHHBIH DPEECTP JIEKAPCTBEHHBIX CPEACTB OJHOM
(bapMareBTUYECKON CyOCTaHIMM, MPOU3BEACHHON Ul peaju3alliid U BBITYCKAEMOW OJHUM M TEM XK€
POM3BOJUTEIIEM, B BUIE ABYX U O0Jiee peecTPOBBIX 3alUCEH.

(dactpb 10 BBeneHa denepaabHbIM 3akOHOM OT 22.12.2014 N 429-03)

11. BHecenue n3MeHEHU B JOKyMEHTHI Ha (hapMaleBTHUECKYIO0 CyOCTaHIIMIO, TPOU3BEACHHYIO IS
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

peain3aliy U BKIIOYEHHYIO B TOCYIApCTBEHHBIM PEEeCcTp JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISETCS B
NopsiiKe, ycTaHOBJIEHHOM cTatbaMu 30 u 31 Hacrosuero denepanbHOro 3aKOHA, € YIUIATOH
rOCyIapCTBEHHOM MOLUIUHBI, TPEAYCMOTPEHHOM 3aKOHOAATENBCTBOM Poccuiickoit denepanuu o Hajorax
u coopax.

(dactp 11 BBenena denepaabHbIM 3ak0HOM OT 22.12.2014 N 429-03)

12. Jlonmyckaercst oOpaiierHne hpapManeBTHUECKUX CyOCTaHIINH, MPOU3BEIEHHBIX [T peau3alliy, B
TEUCHWE CTa BOCBMHJECSTH HEW 10 M IOCIe MPHHATHS YIMOJTHOMOYEHHBIM (hefepalbHbIM OPraHOM
UCTIOJIHUTENIFHONW BJIACTH pEIICHUS] O BHECEHHMH M3MEHEHHH B JOKYMEHTH Ha (hapMareBTHUYECKYIO
CyOCTaHIIMIO, TIPOM3BEACHHYIO MU peaju3aldd ¥ BKIIOYEHHYIO B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPE/ICTB.

(dactpb 12 BBeneHa denepaabHbIM 3akOHOM OT 22.12.2014 N 429-03)

13. Pemenne 00 MHCKIIOYEHMH U3 TOCYAAPCTBEHHOTO pEecTpa JICKApCTBEHHBIX CPEICTB
(dapmaneBTHYECKOH CyOCTaHIIMM, TPOW3BEAECHHON Ul peann3aliy, NPUHUMAETCS YHOJTHOMOYCHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTEIBHOH BIACTH B CIIydae:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (heiepaabHbIM OpraHOM HUCIIOJHUTENIbHOMN
BJIACTH 3aKJIIOYEHHUS O PUCKE WM 00 yrpose >KU3HH MU 37J0POBBIO YEJIOBEKa JIMOO KHUBOTHOTO IPH
HCITOJIb30BAHUU JIEKAPCTBEHHOTO CPE/ICTBA;

2) mojmaud pa3pabOTUYMKOM JIEKAPCTBEHHOTO CPEICTBA MM MPOM3BOJUTEIEM JIEKAPCTBEHHOTO
cpencTBa MO0 YNOJIHOMOYEHHBIM UMM JIPYT'MM IOPUIUYECKUM JIMLOM 3asABICHHUS 00 HCKIIOUEHHM U3
rOCYJJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CyOCTaHIIMM, MPOU3BEICHHOMN
Ul peann3aluy;

3) orcytcTBUs (hapMaleBTHUECKON CyOCTaHIIMU, MPOU3BEACHHOM ISl peanu3aliii, B 0OpalieHnu B
Poccutiickoii @enepanuu B TEUCHHE TPEX U OoJIee JIeT.
(uactb 13 BBenena PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

Cratba 35. YTpaTtuna cuny ¢ 1 utonsa 2015 ropa. - ®egepanbHbin 3akoH oT 22.12.2014
N 429-03.

Cratba 36. OO6xanoBaHue pelweHMA 00 OTKaze B Bblgaye pas3pelieHuss Ha
npoBeAeHMe KITMHUYECKOro uccnefoBaHUA NeKapCTBEHHOro npenapara, peweHus ob
OoTKase B rocyAapCTBEHHOW perucTpauum neKkapCTBEeHHOro npenapara, 3aKf4veHus
KOMMCCUM IKCNEPTOB IKCNEPTHOrO YUYPEXACHUA NN 3aKIIOYeHUs coBeTa No 3TUKe

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

Perienne COOTBETCTBYIOLIETO YIMOJIHOMOYEHHOIO (elepaJbHOro OpraHa MCIOJHHUTENbHOM BIacTH
00 oTKa3e B BbAayYe pas3pelieHHs Ha MPOBEIEHHE KIMHUYECKOTO HCCIEIOBAaHMS JIEKAPCTBEHHOTO
npenapara, pelleHue YKa3aHHOTO (heAepallbHOrO OpraHa MCIOJHUTEIbHOM BIacTH 00 OTKasze B
TOCYJapCTBEHHOM PETUCTpalUU JIEKAPCTBEHHOI'O IIperapara, 3akIOYEHHEe KOMHCCHUU DKCIEPTOB
HKCHEPTHOTO YUPEKICHUS WIIM 3aKIIOYEHUE COBETa 10 ITHKE MOXKET ObITh 00)KaJOBaHO B IOPSIKE,
YCTAaHOBJIEHHOM 3akoHoAaTeabcTBOM Poccuiickoit denepanuu. 3akiroueHHEe KOMHUCCHUM 3SKCIIEPTOB
DKCHEPTHOTO YYPEXKACHUS O B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPENAPATOB I MEIULUHCKOTO
NpUMEHEHHUs1 JTU00 O TOM, YTO JIEKAPCTBEHHBIN MpernapaT A MEIUIIMHCKOTO NMPUMEHEHUS He SBISETCS
B3aMMO3aMEHSAEMBIM, MOXXET OBITh O0KAJIOBAaHO JepXKaTeleM WINM BIAAEIbIEM pPErHCTPALUOHHOIO
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

YIOCTOBEPEHHsI JIEKApCTBEHHOTO INpenapara B YHOJIHOMOUYEHHBIH (hefepallbHblil OpraH UCHOJHUTEIbHOM
BJIACTH, KOTOPBINA MPHUBIEKAET K PACCMOTPEHUIO YKa3aHHOW asloObl MMO/IBEJOMCTBEHHbIE €My Hay4HbIE
OpraHu3ali M oO0pa3oBaTelIbHbIE OPraHM3allMM  BBICHIETO  O0pa30BaHMsA, OCYIIECTBIISIOIIUE
NesITeIbHOCTh B c(epe oOpalieHusl JIEKapCTBEHHBIX CPEACTB. 3aKIOYEHHE KOMHUCCHH 3SKCIIEPTOB
HKCHEPTHOTO YUpEeXJIEHHs, OQOPMIEHHOE IO HUTOraM IEepecMOTpa O0XKaJIOBAHHOIO 3aKJIIOUCHHS
HKCIEepPTa, MOXKET OBITh OCHOPEHO JepKaTeJeM WM BIaJeNblieM PEruCTPallMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOI0 IIpernapara Ju0O YINOJIHOMOYEHHBIM MMH JIMIOM B MOPSAAKE, YCTaHOBJIEHHOM
3akoHonarenbcTBOM Poccuiickoit ®enepanuu. [lpu  o0kajqoBaHUM pPELICHUS YHOJIHOMOYEHHOTO
(denepasbHOro OpraHa MCIOJHHUTEIbHON BJIACTH, 3aKIIOYEHUS HKCIEPTa MM KOMHUCCHU HKCIEPTOB
DKCIIEPTHOTO YUPEXKACHM, 3aKJIIFOUECHHs COBETA 110 DTUKE JEprKaTeslb WIH BIIaJENel] PETUCTPALMOHHOTIO
YIOCTOBEPEHHsI JICKapCTBEHHOIO IpernapaTra 100 YNOJIHOMOYEHHOE MMM JIMIO BIpPaBe NPEACTaBUTH
pe3ynbTaThl JKCIEPTU3bI JIEKAPCTBEHHOIO IIpernapara, IPOTOKOJIBI IOJYYEHHBIX aKKPEIUTOBAHHBIMU
UCTIBITATEIbHBIMHU J1a00paToOpusiMH (LIEHTPaMH) pPe3yJIbTaTOB UCCIEIOBAHUN, UCTIBITAHUI.

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

Cratba 37. WHdopmauusa, cBszaHHas C OCYyLLeCTBIIEHWEM rocyaapCTBEHHOM
peructpaumm rnekapcTBeHHbIX rMpenapaTtoB, WHOPMaLUA O 3aperncTpUpPoBaHHbIX
neKapcTBEHHbIX rMpenapatax W JieKapCTBEHHbIX Mpenaparax, WCKMIYEHHbIX U3
rocyapcTBEeHHOro peecTpa fieKapCTBeHHbIX CPeacTB

1. CoOTBETCTBYIOIIMIA YITOJTHOMOYSHHBIN (peiepaabHbIi OpraH UCTIOJHUTEIHFHOM BIACTH pa3MeIaeT
Ha cBoeM o¢uIMaibHOM caiite B cetn "MHTepHer" MH(POpPMALMIO, CBA3aHHYIO C OCYIIECTBIECHUEM
rOCy/IapCTBEHHOW PETUCTpallMU JIEKAaPCTBEHHBIX MPENapaTroB, B TOM YHCJIE MPOBEACHUEM SKCIIEPTH3BI
JIEKapCTBEHHBIX CPEACTB (BKJIIOYAsi Pe3ysbTaThl €€ MPOBEACHNUs), HH(POPMAIMIO O 3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IMpernapaTax W JIEKapCTBEHHBIX Npernaparax, HCKIIOUYEHHBIX U3 TOCYAapCTBEHHOIO
peecTpa JEKapCTBEHHBIX CPEJICTB, HE IMO3JHEEe 4YeM uepe3 MNATh padodyux AHEH CO JHS MOTyYeHHS
YIOJHOMOYEHHBIM (e/iepalIbHbIM OPraHOM HMCIIOJIHUTENBHOM BIaCTH COOTBETCTBYIOIIEH HHPOpMAIUH.
(B pen. @enepanbHbiX 3aK0HOB 0T 22.12.2014 N 429-D3, ot 02.08.2019 N 297-03)

2. Cpoxkd W TIOPSJOK pa3MEIEeHWs YKa3aHHOW B dYacTW | HacTosmied craTbu HWHGOpMAIN
YCTaHABIMBAIOTCSA YTMOJTHOMOYEHHBIM (pelepalibHbIM OpPraHOM HCIOJHUTENbHOU Biactu. MHopmarms,
yKa3aHHas B YacTW | HACTOSIIEW CTATbH, SBISIETCS OTKPBITOM M OOMIEAOCTYIMHOW M TPEIOCTaBISAETCS
3aMHTEPECOBAHHBIM JIMLIAaM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoi denepanunu.

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

Masa 7. KIIMHWYECKUE UCCINEOQOBAHUA NIEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAUUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NPOBEAEHUW, NPABA NALUMNEHTOB, YYACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHuMyeckue wuccneaoBaHMA NeKapCTBEHHbLIX MpenapaTtoB AnA
MeaULNHCKOro NpuMeHeHus

1. KnuHnueckue uccienoBaHus JICKAPCTBEHHBIX MPENapaToB ISl MEIUIMHCKOTO MPUMEHEHHUS, B
TOM YHUCJI€ MEXIYHAPOIHbIE MHOTOLIEHTPOBBIE, MHOTOIIEHTPOBBIE, TIOCTPETUCTPAIIMOHHBIE, IIPOBOISTCS B
OJHOM WM HECKOJbKUX MEAUIMHCKUX OpPraHu3alMsaX B COOTBETCTBMM C MpPaBWIAMHU HAJJIEkKalleH
KIIMHUYECKON TPAKTHKH, YTBEPKICHHBIMU YIIOTHOMOUYEHHBIM (peiepabHBIM OPraHOM HCITOJHUTEIBHOMN
BJIACTH, COOTBETCTBEHHO B CIEAYIOIIUX LEIAX:
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

1) ycraHoBieHHE O€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB Ui 30POBBIX TOOPOBOJBIIEB U (MIIH)
HEPEHOCUMOCTH UX 30POBBIMU JOOPOBOJIBLIAMHY, 32 UCKIFOUEHUEM TaKUX UCCIIEOBAHUH JIEKapCTBEHHBIX
MpernapaToB, MPOU3BEICHHBIX 3a npeneamu Poccuiickon denepannu;

2) noadop ONTUMAJIBHBIX JO3UPOBOK JIEKAPCTBEHHOIO Mperapara U Kypca JeueHus JUIsl MalueHTOB
C ONpEeNICHHBIM 3a00JIEBAaHUEM, ONTUMAJBHBIX 103 W CXEM BaKIHMHAIMA HMMYHOOHOJIOTUYECKUMU
JIEKapCTBEHHBIMU MpenapaTaMu 3J0POBBIX T0OPOBOJIBIIEB;

3) ycraHoBneHHEe 0€30MacCHOCTH JIEKAPCTBEHHOTO Mpenapara u ero 3(h()eKTUBHOCTH IS MAI[EHTOB
C ompeneneHHbIM 3aboneBaHueM, MNPOPUIAKTHYECKOH A(PPEKTUBHOCTH HMMYHOOHOIOTHYECKUX
JIEKapCTBEHHBIX MPenapaToB IJis 370POBBIX T0O0POBOJIBIIEB;

4) uzyueHne BO3MOKHOCTH PACHIMPEHUs MMOKAa3aHUN ISl MEIULMHCKOTO MIPUMEHEHHUS U BBISBICHUS
paHee HEU3BECTHBIX MOOOYHBIX IEHCTBUI 3apEerHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENIapaToB.

2. B oTHOILIEHNN BOCTIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB AJII MEAUIIMHCKOTO TPUMEHEHUS
MPOBOMSTCS HWCCIIENOBaHUS OWOPKBUBAJICHTHOCTH W (WJIHM) TEpPaneBTUYECKONW JKBUBAJICHTHOCTH B
[OPSAIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCTIOTHUTEILHON BIACTH.

3. OpraHuzanuio MNpOBENEHUS KIMHUYECKUX HCCIIEI0BAaHUI JIEKAPCTBEHHOrO Ipenapara A
MEIULMHCKOIO IPUMEHEHHS BIIPaBE OCYLIECTBIIATE:

1) pa3paboTumK JIeKapCTBEHHOTO MpernapaTa Uik YIOJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTenbHBIE OpraHW3alMyd BBICHIETO O00pa30BaHUS, OpPraHU3ALUHU JIOTIOJIHUTEIHLHOTO
npohecCHOHaTBFHOTO 00pa30BaHUS;
(m. 2 B pen. DeaepanbrHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4YHO-UCCIEA0BATEIbCKUE OpPraHU3aAIIIH.

4. KnuHnu4eckue uCCIIENOBaHMs JIEKAPCTBEHHOIO Ipenapara Uil MEIULIUHCKOTO IPUMEHEHUS
IIPOBOJATCA HAa OCHOBAHMM PA3PEILLICHUs HA MPOBEACHUE KIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOIO
npenapaTta, BbIJIAaHHOTO  YNIOJHOMOYEHHBIM  (peiepajbHbBIM  OpPraHOM  HCIIOJIHUTEIbHOM  BIIACTH.
YHoaHOMOYEHHBIH (eepaabHbIil OpraH UCIOJHUTEIBHOM BIACTH BEJET PEECTp BBIIAHHBIX Pa3pelieHHi
Ha MPOBEJICHNE KIMHUYECKUX HCCIIEJOBAaHUM JIEKapCTBEHHOTIO Ipernapara, COACp KAIUN yKa3aHUe Ha UX
L[eJIb WIH LIE€IIU, B YCTAHOBJIEHHOM 3TUM OpPraHOM IOpPSIKE.

(B pen. @enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. Yrparun cuny ¢ 1 utons 2015 rona. - @enepanbubiii 3akod ot 22.12.2014 N 429-D3.

6. K opraHmsanmuu mpoBeACHUS KIMHUYECKUX HCCIEIOBAaHHMN JIEKAPCTBEHHOTO Tpernapara s
MEIUIIMHCKOTO TPUMEHEHUS pa3padOTUMKOM JIEKApCTBEHHOTO Iperapara MOTYT IPHBIEKATHCS
IOpUIMYECKHE JIMIa JI000M  OpraHW3allMOHHO-TIPABOBOM  ()OPMBI  TIPH  YCIOBUU  OOCCIICUCHHS
COOTBETCTBUA OTUX I/ICCJICI[OBaHI/II\;I TpCGOBaHI/ISIM HaACTOALIECTO CDe,uepaJILHoro 3aKOHa.

Koncynsrantlntoc: nmpumedanue.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

B mnacrosimiee BpeMsi OEHCTBYIOIIMM 3aKOHOAATEIHCTBOM HE YCTAHOBIEH MOPSAOK aKKpPEAUTAIIUU
MEIUIIMHCKUX OpraHU3allMii Ha TPaBO MPOBEIACHUS KIMHUYCCKUX HCCIICOBAHUN JIEKAPCTBEHHBIX
npenapatoB s MmeauuuHckoro mnpumeneHus. Jlo 01.01.2021 pedictBoBano IlocTraHoBiieHHE
IIpaBurenscTBa PO ot 03.09.2010 N 683.

7. KimHH4YecKHe HCCIeNOBaHUs JICKAPCTBEHHBIX IIPENaparoB Uil MEAMIMHCKOIO IPUMEHEHUS
IOPOBOJATCS B MEIUIMHCKUX OpPraHMU3alUsAX, AaKKPEIUTOBAHHBIX YIOJIHOMOYEHHBIM (erepaabHbIM
OpPraHOM MWCIIOJHUTEJIBHOW BJIACTM B IIOpsAJKE, yCTaHOBJIEHHOM IIpaBurensctBoM Poccuiickoit
denepanuu.

8. IlepeueHp MEOUIMHCKUX OpraHu3alui, HUMEIOUIMX [paBO MPOBOJUTh KIMHUYECKHE
UCCIICIOBAaHMS JIEKApCTBEHHBIX IpPENapaToB A MEIUIMHCKOTO IMPUMEHEHMs, U PEEeCTp BbIJIAHHBIX
paspelieHuil  Ha  NPOBEACHME  KIMHUYECKUX  MCCIENOBAHUN  JIEKAPCTBEHHBIX  IIPENapaToB
OIyOJMKOBBIBAIOTCSI U Pa3MEIIAIOTCS  YIOJHOMOUYEHHBIM (eliepaibHbIM OpPraHOM HCIOJIHHUTEIbHOM
BJIACTH B YCTAHOBJIEHHOM UM IOPSIKE HAa CBOeM o(UIIHaTbHOM caiite B cetu "MHTepHeT".

Cratbsa 39. PeweHue o npoBeAeHUN KITMHUYECKOro uccnenoBaHUA NeKapCTBEHHOro
npenaparta Ansi MeAUMLUHCKOro npumMmeHeHus
(B pen. @enepanbHoro 3akoxa ot 22.12.2014 N 429-03)

1. KnuHnyeckoe wuccieoBaHue JIEKapCTBEHHOIO IpernapaTta A MEIUIMHCKOTO IPHUMEHEHUS
IIPOBOAMTCS Ha OCHOBAHUU PA3pellCHUs Ha MPOBEACHHUE KIMHUYECKOIO MCCIIENOBAaHUS JIEKaPCTBEHHOTO
npenaparta, BBUIAHHOIO YIOJIHOMOYEHHBIM (hefepalbHbIM OpPraHOM HCIOJHHUTENBHON BIIACTH  TI0
pe3yiabTaTaM 3KCIEepPTHU3bl JOKYMEHTOB, HEOOXOAMMBIX Ul IOJY4YEHMs pa3pelleHHs Ha IpPOBEICHUE
KJIIMHAYECKOIO UCCIIEA0BaHUS JIEKAPCTBEHHOTO IIpenapara U 3TUYECKON IKCIIEPTU3HI.

2. ,HJ'I?I IMMOJIYYCHHA PaspClICHUA Ha IMPOBECACHHUEC KIMHHUYECCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara jil MCAUIUHCKOTO NPUMCHCHUSA 3asABUTCIIb MTPCACTABIISICT B ynOJIHOMO‘-ICHHBIﬁ q)eﬂepaHBHbeI
Oopran HCITOJIHUTEIILHOM BJIACTH:

1) 3asBJICHUC O BbLAAYC pa3pClICHUA HAa IMPOBCACHUC KIIMHUYCCKOI'O UCCIICAOBAHUS JICKAPCTBCHHOT'O
nmpenapara i1 MCAUIUHCKOI'O IIPUMCHCHUA

2) KOnMM JOKYMEHTOB, MOATBEPXKIAIOIIMX YIUIATy IOCYAApCTBEHHOW IIONUIMHBI 32 IPOBEICHHE
OTUYECKOM OKCIEPTU3bl, OJKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar [uisl IOJy4YeHHUs
paspelleHuss Ha IPOBEACHHE KIMHUYECKOIO MCCICNOBAaHUSA JIEKAPCTBEHHOIO IIpenapara  Juisd
MEIULMHCKOIO IPUMEHEHUsA, 3@ BbIAAYy pas3pelleHus Ha IPOBEACHUE KIMHUYECKOIO HCCIIEIOBAHUSA
JIEKapCTBEHHOI'O IIpernapara s MEIULHMHCKOrO IPUMEHEHHs, 3a IPOBEICHUE JKCIEPTU3bI JTOKYMEHTOB
Ha JIGKAPCTBEHHBIM IIpemapaTr i IIOJy4YEHHUs pa3pelicHHsT Ha MPOBEICHUE MEXIyHApOIHOIO
MHOTOLIEHTPOBOI'O KJIIMHMYECKOIO0 HCCJIENOBAHMS JIEKAPCTBEHHOIO IIpernapara sl MEIULMHCKOTO
NPUMEHEHUsA, 3a BbIJAYYy pa3pelleHus Ha MPOBEACHUE MEXIYHAPOAHOIO MHOIOLEHTPOBOIO
KJIIMHAYECKOIO0 MCCIECNOBAaHUS JICKAapCTBEHHOIO IIpenapara il MEJUUUHCKOrO IPUMEHEHHMs, 3a
IIPOBEJCHUE OSTUYECKOM OHKCIEPTU3bI, JKCIEPTU3bl JOKYMEHTOB Ha JIEKaPCTBEHHBIM Ipenapar A
MOJIyYEHHUSI PA3PELICHHUsT Ha IPOBEIACHUE IOCTPErMCTPALIMOHHOIO KIMHUYECKOIO HCCIEAOBaHUSA
JIEKapCTBEHHOI'O Ipernapara s MEAULMHCKOrO IPUMEHEHUs, 3a BbIAAYy pa3pelleHHs Ha NPOBEICHUE
MIOCTPETUCTPALMOHHOIO KIMHUYECKOT0 HCCIEAO0BAHMS JICKAPCTBEHHOIO Ipenapara s MEIULMHCKOTO
[IPUMEHEHUS;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

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

3) MMPOTOKOJ KIMHHUYCCKOIO MCCICAOBAHUA JICKAPCTBCHHOI'O IMpfcrapara M1 MCIUIHUHCKOI'O
IIPUMCHCHUA,

4) Oporrropy Hcclea0BaTeNs;
5) naOpMAITMOHHBIN JTUCTOK MAITUEHTA;

6) cBeneHus o0 OmbITe PabOTHl HCCIENOBATENEH 1O COOTBETCTBYIOIIUM CIEIHATIBHOCTSIM U HX
OIIBITE PabOTHI TIO MPOBEACHHIO KIIMHNYECKUX MCCIIEeI0BAaHNH;

7) cBemeHHMsT O MEIULUMHCKUX OpraHU3alusX, B KOTOPBIX MpPEANojaraercs MpoBEJICHUE
KJIIMHAYECKOTO HCCIEAOBAHUS JICKAPCTBEHHOTO TMperapaTa Jis MEIUIIMHCKOTO MpUMEHeHHus (MOJIHOe U
COKpAIllEHHOEe HAWMMEHOBAHUS, OpPraHU3aIMOHHO-TIpaBOBas QopMa, MECTO HAXOXKICHUS U MECTO
OCYIIIECTBIICHUS JESITEIbHOCTH, TelaedoH, Tenedakce, aapec dIESKTPOHHONW MOYTHI KaKI0W METUITMHCKON
OpraHu3alNHN);

8) cBemeHus O TPEANOJIara€MbIX CpPOKaxX TMPOBEJAEHUS  KIMHUYECKOTO  HCCIEIOBaHUS
JIEKapCTBEHHOTI'O Mpenapara A MEIUIIMHCKOT0 PUMEHEHHS;

9) KOITUIO JOrosopa 0053aTeILHOIO CTpaxoBaHUs, 3aKJIHOUYCHHOI'O B COOTBCTCTBHU C THUIIOBBIMH
npaBujiaMu 00s13aTeILHOTO CTpaxoOBaHUusl, € YKa3aHUCM HpGI[CJIBHOfI YUCJICHHOCTH IMallMCHTOB,
YH4aCTBYHOIIUX B KIMHHUYCCKOM HMCCICAOBAaHUHM JICKAPCTBECHHOI'O IIpf€raparta ajdd MCEIUIMHCKOIO
MMPUMCHCHU,

10) uadopmariuio o coctaBe JeKapCTBEHHOTO Ipernapara Ui METUIIMHCKOTO IPUMEHEHHUS,

11) DOKyMEHT, COCTaBIEHHBIN IMPOU3BOIUTENIEM JIEKAPCTBEHHOI'O Ipenapara JUisi MEAULUHCKOIO
MPUMEHEHUSI W COJAEPIKAINi TOoKa3aTenu (XapaKTepUCTHUKH), a TakKKe CBEICHHUS O JIEKapCTBEHHOM
HpenapaTe Jide MCOUIIMHCKOT'O HpI/IMeHeHI/IH, HpOI/I3BeIIeHHOM JJIA HpOBeHGHI/IH KIIMHNYCCKHUX
HCCJICTOBAHUM;

12) cBeneHus o nare MpeAOCTaBICHUS U PErMCTPALMOHHOM HOMEPE JIMLIEH3MM Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJACTB B Cily4ae, €CJIM IMPOU3BOACTBO JIEKAPCTBEHHOTO IpernapaTa OCYIIECTBIAECTCS B
Poccuiickoii ®enepanuu, WM CBEAEHUS O JaTe NPEAOCTABICHUS W PETUCTPALMOHHOM HOMEpE
3aKJIIOYEHUS O COOTBETCTBUU MPOW3BOJAUTENS JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSM MpPaBHI
HaJJIeXKalel NPOU3BOJCTBEHHONM NPAKTHUKH, NPEAOCTABIEHHOIO YIOJHOMOYEHHBIM OPraHOM CTpaHbI
IIPOU3BOAUTEIIS JIEKAPCTBEHHOTO Mpernapara.

(B pen. @exnepanbHbix 3ak0HOB 0T 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2.1. B cnywae HempeacTaBiEHUsS C 3asABICHUEM O BbIJadye€ pa3pelieHusi Ha MPOBEACHUE
KJIMHUYECKOTO MCCIIEA0BAHNUS JIEKAPCTBEHHOTO IIpenapaTa /Uil MEAULIMHCKOTO IIPUMEHEHUS TOKYMEHTOB
(cBeneHuit), MOATBEPKAAIOIMINUX YIJIATy TOCYAapCTBEHHOM MONUIMHBI M YKa3aHHBIX B IYHKTE 2 4acTu 2
HACTOSIICH CTaThU, a TaKXKe BBIJABAEMBIX (IIPEIOCTABIISIEMBIX) YIIOJHOMOYEHHBIMU (eaepatbHbIMU
OopraHaMy HWCIIOJTHUTEJIBHOW BJIACTU JOKYMEHTOB (CBEIEHWH), YKa3aHHBIX B MyHKTe 12 dvactm 2
HACTOSIILIEH CTaTbM, YNOJHOMOYEHHBIM (hefepalbHblii OpraH HCIHOJIHUTENBHOW BIIACTH 3alpaildBaeT
yKa3aHHble  JTOKyMEHTbl  (CBEIEHHs) B  MOpSAAKE  MEXKBEIOMCTBEHHOIO  HMH(GOPMAIMOHHOTO
B3aUMOJICUCTBUA.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

(dactb 2.1 BBeaeHa denepanbHbiM 3ak0HOM 0T 27.12.2019 N 478-D3)

3. B cpok, He mpeBbIIAIONIHA ATH PAa00OUYNX JHEW CO JAHSA MPUHATUS YKa3aHHOTO B IIyHKTe | yactu
2 HACTOSIICH CTaThbU 3asABJICHUS U HEOOXOIUMBIX JOKYMEHTOB, YIIOJITHOMOYCHHBIH (efepabHbIi OpraH
HCITOJIHUTEJILHOM BJIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI M JTOCTOBEPHOCTU CBEICHMI, COAEPIKAIIUXCS B MPEACTaBIEHHBIX
3asBUTEJIEM JOKYMEHTAaX;

2) NpUHUMAET pelIeHHe O MPOBEIEHUHU IKCIEPTU3bl TOKYMEHTOB ISl TIOJYUYEHHs pa3pelieHus] Ha
MPOBEICHUE KIMHUYECKOTO MCCIEO0BAHUs JEKAPCTBEHHOTO Ipenapara Uisi MEIULIUHCKOTO MPUMEHEHUS
Y DTUYECKOM IKCTIEPTHU3BI UM 00 OTKa3€ B MPOBEIEHUH YKa3aHHBIX SKCIIEPTHU3;

3) yBemomisieT B 3JIEKTPOHHOW (opme uian Ha OyMaKHOM HOCHUTENE 3asBUTEISI O MPUHITOM
pelieHnu 1100 B cayyae MPUHATHS peuieHus 00 0TKa3e TakKe ¢ yKazaHHeM NMPUYHMH TaKOTO OTKa3a;

4) moAroTaBIMBAET U HAIPABISIET B AKCIEPTHOE YUYPEKIEHHE M COBET [0 ITHKE 3aJaHUE Ha
IIPOBEJCHUE COOTBETCTBYIOIIMX IKCIEPTHUS.

4. B ciay4ae BbISIBICHHUS] HEMOJHOTHI M (MJIM) HEJIOCTOBEPHOCTH MH(POPMALIMHU, COAEpIKAIICHCS B
MIPEJICTABJICHHBIX 3asBUTEJIEM JIOKyMEHTax, YIOJHOMOYEHHBIN (enepalbHblii OpraH HCIOJHUTEIbHON
BJIACTH HANpAaBJISIET 3aSBUTEIIO 3apoc 00 YTOUHEHUH YKa3aHHOW MH(popMauuu. J[aHHBINA 3apoc MOXKET
ObITh TIepeljaH YIOJIHOMOYEHHOMY MpPEICTaBUTEN0 3asBUTENS JIMYHO MMOJ PACHHCKY, HaIpaBlIeH IO
MOYTE 3aKa3HBIM MUCHMOM WIIM TEpEeJaH B DJICKTPOHHON (GopMe Mo TeIeKOMMYHHMKAIIMOHHBIM KaHajam
cBs3u. B ciywae HampaBieHuss [aHHOTO 3ampoca MO MOYTE 3aKa3HbIM MHCbMOM OH CUMTAETCS
MOJYYEHHBIM MO MCTEYEHUH IIECTH JHEH ¢ JaThl HANpaBJICHUS 3aKa3HOTO MHCbMA. 3asBUTENb 00s3aH
MPEJICTaBUTh OTBET HA 3alpoc YMOJIHOMOUYEHHOro (enepaqbHOr0 opraHa MCIIOJHUTENIBHON BIIACTU B
CPOK, HE MPEBBILAIONINN IeBIHOCTa pabouux aHEl co aHs ero monydeHus. Cpok, yka3aHHBIN B 4acTu 3
HACTOSIIIEN CTaThbU, NPUOCTAHABIMBAETCS CO JIHA HAIPaBJICHUS 3asBUTEINIO 3alpoca YIMOJIHOMOYEHHOTO
(benepaabHOro OopraHa UCIOJHUTENFHON BIACTH 10 JHS MOJYYEHHUS] UM COOTBETCTBYIOIIETO OTBETAa U HE
YUUTHIBAETCS TPU HMCYUCIEHUH CpPOKa TMPUHATUS YIOJTHOMOYEHHBIM (enepaqbHbIM  OpraHOM
VCIIOJTHUTENIbHOM BJIACTU PELICHUS O IPOBEIECHUU IKCIIEPTU3BI JOKYMEHTOB ISl TIOJTYUYEHUS pa3peleHUs
Ha TMpPOBEJCHUE KIMHUYECKOTO HCCIENOBAaHUS JIEKapCTBEHHOrO Ipemapara Uil MEIULIHUHCKOIrO
IIPUMEHEHUS.

5. OcHOBaHHMEM [T OTKa3a B MPOBEACHUM DKCIIEPTHU3BI JOKYMEHTOB JIJISl TIOJYYCHHUS Pa3pelieHus
Ha MPOBCACHUC KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara Ajid MCIUIHUHCKOIO
NPUMEHEHUST W JTUYECKOH SKCIEPTU3bI SBISIETCS MPEICTAaBICHHE JOKYMEHTOB, ITPEIyCMOTPEHHBIX
YacThi0 2 HaCTOﬂH_IGI\/'I CTaTbH, B HCIIOJHOM O6’b€Me, HCMIPCACTABJICHUC 3a4BUTCIICM B YCTaHOBHeHHLIﬁ
CPOK OTBETa Ha yKa3aHHBIH B YacTH 4 HACTOAIICH CTAaThH 3alpoC YIOJHOMOUYEHHOTO (emepansbHOro
opraHa HUCIOJIHUTEIBHON BIACTH JII/I60 OTCYTCTBHUC B IPCACTABJIICHHBIX HJOKYMCHTAX HUCUCPIILIBAIOIICTO
MepevHsi HeoOXoauMoil MH(pOpMaMu Wi WHPOPMAIMK, KOTOpas T0JDKHA OBITh OTpakeHa B HHUX, a
TaKXke OTCYTCTBUE HH(OpMaIUM, MOATBEpXkAaroniel (akT YIUIaTel TOCYJAapCTBEHHON MOLUIMHBI 32
NPOBEICHUE ATHUYECKOW OSKCIEPTU3bI, IKCHEPTH3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM mpenapaTr Juis
MOJIYYCHHA Pa3pClICHUA Ha MPOBCACHHUC KIMHUYCCKOTO HCCIICAOBAHUA JICKAPCTBCHHOI'O Ipfriapara AJIsd
MEIUIIUHCKOTO TMPHMEHEHHS, 3a BBIAAYy pa3pelieHUss Ha MPOBEACHUE KIMHUYECKOTO HCCIIETOBAHHS
JICKAPCTBCHHOI'O Ipfrapara Ajd MCIUIHUHCKOrO NpUMCHCHUSA, 3a MPOBCACHUC SKCIICPTU3BI JOKYMCHTOB
Ha JICKQpCTBEHHBIN TMpemapar i TONY4YeHHUS pa3pelieHus Ha TPOBEICHHE MEXIYHAPOIHOTO
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MHOTOLIEHTPOBOTO KJIMHUYECKOTO HCCIEIOBaHMUsA JICKapCTBEHHOIO IIpenapaTta JUlsli MEIULIMHCKOTO
IPUMEHEHHUs, 3a BblJA4y pa3pelieHUs Ha MPOBEIACHHE MEKIYHApOJHOTO MHOTIOLIEHTPOBOIO
KJIMHAYECKOTO MCCIIEOBAHUS JIEKApCTBEHHOI'O Ipernapara s MEAMLUHCKOrO IPUMEHEHUs, 3a
IIPOBEJCHUE OSTUYECKON HKCHEPTU3bI, 3KCIEPTH3bl JOKYMEHTOB Ha JIEKApCTBEHHBIN Ipenapar A
NOJY4YEeHUsl pa3pelleHus Ha IMPOBEJEHHE MOCTPErUCTPALIOHHOIO KJIMHUYECKOTrO0 HCCIEeI0BaHUs
JIEKapCTBEHHOT'O Ipernapara i MEAMLIMHCKOIO NPUMEHEHUs, 3a BblJAdy pa3pelleHMs] Ha IPOBEICHHE
HOCTPErUCTPALMOHHOIO KIMHUYECKOT0 HCCIIEOBAaHUS JIEKAPCTBEHHOIO Ipernapara Aas MEIULMHCKOTO
IIPUMEHEHUS.

6. IlpoBengeHwe OKCHEpTH3bl JOKYMEHTOB JUIsl TIOJIYYEHHUs pa3pelieHus Ha TMpOBEJEHUE
KJIIMHUYECKOT'O MCCIIEI0BAHUS JIEKAPCTBEHHOTO MpernapaTa Jjisi MEIUIUHCKOTO MTPUMEHEHUSI U STHYECKOM
AKCIIEPTHU3bI, COCTABIEHUE KOMUCCUEH IKCTIEPTOB M COBETOM IO ATHUKE 3aKIIFOUCHUH O BOZMOYKHOCTH WU
HEBO3MOKHOCTH NPOBEJICHUS TAKOTO KJIMHUYECKOTO MCCIEAOBAHUS U HANpPABJICHHE 3TUX 3aKIIOYCHUH B
YIIOJITHOMOYEHHBIA (pefepabHbIii OpraH HWCIOJTHUTEIIBHOW BJIACTH OCYIIECTBISIOTCS B CPOK, HE
MPEBBIIIAIOIINNA TPUIATH PadOYMX THEW CO MHSA TOJNYyYEHHUs HKCIEPTHBIM YUYPEKIACHHUEM 3aJaHUs
YIIOJITHOMOYEHHOTO (peiepaibHOro OpraHa HCIOJHUTEIBHOM BIIACTH C TPWIOKEHHEM JIOKYMEHTOB,
yKa3aHHBIX B myHKkTax 3, 4, 10 w 11 yactu 2 HacTosmied CTaThbU, U COBETOM IO JTHKE 3aJaHUS
YIIOJITHOMOYEHHOTO (peiepaibHOro OpraHa HCIOJHUTEIBHOM BIIACTH C TPWIOKEHHEM JIOKYMEHTOB,
YKa3aHHBIX B IIyHKTax 3 - 6, 8 1 9 yacTu 2 HaCTOALIEH CTaThy.

7. B cpok, He TIPEBBIIAOIINI TATH pabovMX JHEH CO JTHS MOJTYYEHHUs 3aKIIOUEHUH, YKAa3aHHBIX B
4acTu 6 HACTOALICH CTaThU, YIIOJTHOMOUYEHHBIH (peepanbHbli OpraH UCTIOIHUTEFHON BIACTH:

1) ocyIiecTBIsSET OIEHKY MOCTYIHUBIINX 3aKIIOUEHUH IS ONPEICIICHUs UX COOTBETCTBUS 3aJaHUSM
Ha MIPOBE/ICHUE COOTBETCTBYIOLIUX IKCIEPTH3;

2) mpUHUMAeT peUIeHHE O BblJaue pa3pellleHusi Ha IMPOBEIEHHE KIMHUYECKOIO HCCIIEeI0BaHUs
JICKapCTBEHHOTO TMpernapara Il MEIUIMHCKOTO NPUMEHEHHUs WIH 00 OTKa3e B BBIJAYE YKa3aHHOTO
paszpeleHus;

3) BbLAAET pa3pellieHue Ha NPOBEACHHE KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO Ipernapara
JUIs MEAMLMHCKOrO TNPHMEHEHMs] WM pelleHne o0 OTKa3e B BblJau€ YKAa3aHHOTO pa3pelleHHs C
yKa3zaHHEM MPUYHH OTKas3a.

8. OcHOBaHUEM JUIsl OTKa3a B BbIJady€ Pa3pelIeHHs] Ha MPOBEIECHUE KIMHUYECKOTO HCCIIEOBAHUS
JIEKApCTBEHHOI'O Tpenapara Jyisi MEIUIMHCKOTO MPUMEHEHHS SIBJISETCS HAIMYKE 3aKITI0YEHUS] KOMUCCUU
HKCIIEPTOB WJIM 3aKIIOYEHHS COBETa IO OSTUKE O HEBO3MOXXHOCTU TMPOBEACHUS KIMHUYECKOTO
UCCJIEIOBAHMS JICKAPCTBEHHOTO IMpenaparta i MEAMIMHCKOTO MPUMEHEHUS 1O pe3yjbTaTaM
MIPOBEJCHHBIX IKCIEPTU3, MPEYCMOTPEHHBIX YacTbi0 6 HACTOSIEH CTAaThU.

9. Pemenne 00 OTKaze B MPOBENCHHM HKCHEPTH3BI JOKYMEHTOB JUIS MOJYYECHHUS pa3pelieHHs Ha
IIPOBEJCHUE KIIMHUYECKOTO MCCIIEJOBAHMs JIEKaPCTBEHHOTO Mpenapara Al MEAUIUHCKOTO IPUMEHEHUS
U OTUYECKOM DKCIEPTU3bl M B BbIJAYE pa3pelICHUs HA IPOBEIACHUE KIMHUYECKOIO HCCIENOBaHUS
JIEKapCTBEHHOr'0 Tpernapara Uil MEAMLUHCKOrO MPUMEHEHHS MOXKET ObITh 00XajllOBaHO B TMOPSIKE,
YCTaHOBJICHHOM 3aKoHoarenbcTBoM Poccuiickoit denepanuu.

Cratbsa 39.1. 3Tnyeckasa akcnepTusa
(BBenmeHna denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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1. Otnueckas 9KCHICPTHU3a MPOBOAUTCA COBETOM I10 3TUKC, CO3JaHHBIM B MOPAJAKE, YCTAHOBJICHHOM
YIOJIHOMOYCHHBIM (be,[[epaJ'IBHI)IM OopraHomM HCITOJIHUTEILHOMN BJIaCTH, B LOCJIAX BbIAA4YMU 3aKIIFOUYCHUA 00
TUYECKOM 00OCHOBAHHOCTH BO3MOKHOCTHU MPOBCACHUA KIIMHUYCCKOTO HCCJICAOBAHUA JICKAPCTBCHHOI'O
npenapara i1 MEAUIUHCKOI'O IPUMCHCHUA.

2. DKcrepTaMy COBETa MO ATHKE MOTYT OBITh NMPEICTABUTENN MEAULMHCKIX OPTaHU3aIMi, HAyYHbIX
OpraHu3anuii, 0o0pa30BaTENbHBIX OpraHU3alMil BbICIIErO0 OOPa30BaHUsA, a TakXKe MPeICTaBUTEIH
OOIIECTBEHHBIX OpraHU3aLUi, PEIUTHO3HBIX OPraHU3alluil M CpeAcTB MaccoBoil mH(opmanuu. JlaHHbIe
HKCHEPTHl HE JOJKHBl HAaXOAMUTHCS B KAaKOH-JIMOO 3aBUCUMOCTH OT pa3padOTYHMKOB JIEKApPCTBEHHBIX
IIPEnapaToB U APYruX JIUL, 3aMHTEPECOBAHHBIX B pE3yJIbTaTaX dTUYECKON IKCIIEPTUSBI.

3. Omnarta yciIyr OSKCIEPTOB COBETa IO JTHKE OCYIISCTBIISIETCS HAa OCHOBAHHWHM JOTOBODA,
3aKJIFOYEHHOTO MEX]y YIOJIHOMOYEHHBIM (helepaabHbIM OPraHOM HCITOJIHUTENBHON BIACTH, KOTOPBIM
CO37IaH COBET II0 JOTHUKE, M DKCIEPTOM COBETa IO JTHKE, 3a CYeT OFJ/DKETHBIX AaCCHUTHOBAHHM,
MPEyCMOTPEHHBIX YIOJTHOMOYEHHOMY (helepaabHOMy OpraHy HCIIOJHUTEIBHON BIIACTH, KOTOPBIM
CO37IaH COBET MO A3THKE, B (emepanbHOM OOJDKETE HAa COOTBETCTBYIOIIMHA ToJ Ha OOECIIEUEeHHE €ro
JIeATEeIbHOCTH, B pasMepax, ycTaHoBIIeHHbIX [IpaButensctBoM Poccuiickont denepanun.

4. DxcnepTel COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOAATEIHCTBOM
Poccuiickoin denepauyu.

5. CocTaB coBeTa Mo 3TUKE, MOJI0KEHHE 00 ITOM COBETE, MOPSAOK €T0 ASATEIHHOCTH, TPEOOBAHUS K
KBTM(UKAIIMY U ONBITY pa0OTHI TIO SKCIIEPTHON OIICHKE HAYYHBIX, MEIUIIMHCKUX U ITHUYECKUX aCTICKTOB
KIMHUYECKUX  HUCCIENOBAHMM  JIEKQPCTBEHHBIX MPENapaToB [JIs MEIUIMUHCKOTO IPUMEHEHUS,
MPEABSABISIEMBIE K JKCIIEPTaM COBETA MO 3THKE, HOPAJIOK OPraHU3aldd U IPOBEICHUS ITUYECKOU
IKCIIEPTHU3bI, (DOpMa 3aKITFOYEHUSI COBETA IO STUKE YCTAHABIMBAIOTCS YIIOJHOMOYECHHBIM (efepaibHbIM
OpPraHOM MCIIOJIHUTEIBHOM BJIACTH. YMCIIO NpEaCcTaBUTENEH MENMIMHCKUX OPraHU3aldil HE MOXKET
MIPEBBINIATH IMOJOBUHY OT OOIIETO YHMCIIa SKCTIIEPTOB COBETA IO ITHKE.

6. Undopmanus o cocraBe coBeTa IO ITHKE, IUIAHAX €ro paboThl W TEKyWIEH AesTelIbHOCTH
pasmenaercs Ha OQUIMAIBHOM CaiiTe YHNOJHOMOYEHHOTo (heAepalbHOrO OpraHa MCIOJHUTEIbHON
BiacTy B ceTd "MHTEpHET" B yCTAaHOBJIEHHOM UM IOPSJIKE.

Cratbs 40. lNpoBeaeHMe KINMHUYECKOro UccriefoBaHUA NeKapCTBEHHOro npenapara
ANA MeAULMUHCKOro nNpuMeHeHus

1. PykoBoauTenb MEIMIIMHCKOW OpraHW3alli, KOTOpas MPOBOAMUT KIMHUYECKOE HCCIIEAOBAaHUE
JIEKapCTBEHHOI0  Mpemnapara [  MEIUMUMHCKOrO  INPUMEHEHHWs, Ha3HAyaeT  MCCIEI0BaTes,
OTBETCTBEHHOTO 3a TMPOBEJCHUE TAKOTO HCCIEAOBAHUS M HMMEIOMIEro JICYEOHYIO CIEeIHaTbHOCTD,
COOTBETCTBYIOILYIO IPOBOJAMMOMY KIMHUYECKOMY HCCIICIOBAHUIO JIEKAPCTBEHHOIO IIpernapara, co
CTakeM paboThl MO MporpaMMaM KIMHHUYECKUX HCCIIEIOBAHWUN JIEKAPCTBEHHBIX IPETNapaToB HE MEHEe
YeM TpH TOJa U N0 €ro MpeIoKEHUIO Ha3HAYaeT COMCCIENOBATENed W3 4YuCiIa Bpadyell 3Tou
MEIHUIIMHCKOW OpraHu3alluH.

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

2. UccnenoBaTenb OCYMIECTBIISET BHIOOP MAIIMEHTOB, KOTOPHIE MO MEIUIIMHCKUM ITOKa3aHUSIM
MOTYT OBITH MPHBJICYEHBI K YYACTUIO B KIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOTO IpemapaTa s
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MCIUIIMHCKOTI'O IMPUMCECHCHU .

3. HccnemoBarenb W COUCCIENOBATENH JIOJDKHBI OBITh O3HAKOMIIGHBI C  pe3yibTaTaMu
JOKJIIMHUYECKOTO  HCCJEeOBAaHUS  JIEKAPCTBEHHOI'O  CPEICTBA,  COAEpKallMMUCS B Opourope
UCCJIEeIOBATENsA, MPOEKTOM MPOTOKOJIa KIMHUYECKOrO0 MCCIEJOBaHUSl JIEKapCTBEHHOIO Ipemnapara s
MEAMIIMHCKOTO MPUMEHEHUs], pa3pab0TaHHBIM pa3pabOTUUKOM JIEKAPCTBEHHOIO Mpenapara Wil UHBIM
IOPUUYECKAM JIMIOM, TNPUBJICKAEMbIM K OpraHu3aliid MPOBEACHUS KIMHUYECKOTO HCCIIEAOBAHUS
JIEKapCTBEHHOTO TMpemnapara Al MEIUWIUHCKOTO TNPUMEHEHHs, W JPYTUMH MaTepuajaMu TaKoro
UCCJIEI0BAHMUSL.

3.1. PykoBoauTens MEIMIIMHCKON OpTaHM3aIliU B CPOK, HE MPEBBIIIAIOININI TpeX padouux JHEH CO
AHA Hadajla NpPOBCACHUSA KIIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOTI'O IpfcIiapara AJjid MCAUIIMHCKOI'O
IPUMEHEHHUs, coo0mmaeT o0 TOM B YHNOJHOMOYEHHBIN (efepanbHbIi OpraH HUCIOJHUTENbHON BJIACTH,
BBIJIABIINI pa3pelieHre Ha MPOBEJCHUE TAKOTO UCCIIeI0OBaHMUs, TI0 YCTAaHOBJICHHON UM (QopMme.
(dactp 3.1 BBeaeHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYLIECTBISIOIIME OPraHU3aLMI0 IPOBEACHMUS KIMHUYECKOIO MCCIIEI0BaHUsA
JIEKapCTBEHHOTO IIpernapara Uil MEIULIUHCKOTO IPHMEHEHUS W yKa3aHHble B 4acTtu 3 crathu 38
Hacrosimero denepanbHOrO 3aKOHA, B Cllydyae HEOOXOJMMOCTH BHECEHHMS WM3MEHEHHH B IPOTOKOI
KJIMHUYECKOTO MCCIIEJOBAHUS JICKAPCTBEHHOI'O Ipenapara JUlsi MEAUIUHCKOIO MPUMEHEHHUs] COOOLIatoT
00 3TOM B YIIOJTHOMOUYEHHBIH (hefiepalibHbIid OpraH UCIIOJIHUTEIBHON BIACTH, BBIIABUIMIA pa3pelieHne Ha
IPOBE/IEHUE TAaKOTO UCCIIE0BAaHUs, 10 YCTAHOBIEHHON UM (hopMe.

(B pen. @enepanvuoro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma COOOIICHHWS O BHECEHWHW HW3MEHEHHH B MPOTOKOJ KIWHUYECKOTO WCCIIECIOBAHUS
JIeKapCTBeHHOFO npenapaTa I MEIUIITMHCKOT' O HpI/IMeHeHI/IH JOJI’KHaA co;[epxcaTb cnenyfomne CBCACHUA:

1) HauMeHOBaHME, HICHTU(PUKAITMOHHBIN HOMEP U JaTa MPOTOKOJIa KIMHUYECKOTO UCCIICIOBAHUS;
2) nata BHECEHUsI H3MEHEHUN B MPOTOKOJI KIIMHUYECKOTO UCCIEOBaHUS;
3) HaMMEHOBAaHKE W MECTO HAXOXKICHUS 3asIBUTEIIS;

4) HauMEHOBaHHME OpPraHM3aLMU, TNPUBJICYCHHON pa3pabOTYMKOM JIEKApCTBEHHOTO Mpernapara K
OpraHu3aliy IPOBEACHUS KIMHUYECKOTO UCCIEeI0BAHUS (IPU HATUYHHN);

5) HAaMMCHOBaHUA KM MECTAa HAXOXICHUA MCAUIIMHCKHX OpFaHH3aHI/II>'I, B KOTOpPBIX IMPOBOAUTCA
KIMHHUYCCKOEC NCCIICAOBAHUCEC,

6) JaTta BbIAa4u pPa3spCllICHHd Ha MNPOBCIACHUC KIIMHUYCCKOr0 HCCICIOBAHUA W HOMEP 3TOrO0
paspenieHus;

7) HU3MCHCHUS, BHOCUMBIC B ITPOTOKOJ KIIMHUYCCKOT'O UCCIICAOBAHUS.
(dactb 4.1 BBeaeHa denepanpHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBBIIAIONINA TPUIAIATH pabOUYMX THEH CO THS MOJyuyeHHs YKa3aHHOTO B 4acTu 4
HACTOSIIIEH CTaThbM COOOIICHMS, YIOJHOMOYEHHBIN QeepalbHbIi OpraH HWCIOJHHUTEIbHON BIIACTH
paccMaTpUBAaeT 3TO COOOIIEHHE B YCTAaHOBJICHHOM MM HODPSJIKE M NPUHUMAET pEIleHHEe O BHECEHUH
M3MEHEHUN B MPOTOKOJI KIIMHWUYECKOIO0 HCCIENOBAHUS JIEKAPCTBEHHOIO Ipernapara sl MEIULMHCKOrO
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NpUMEHEHHsT Wi 00 OTKa3e BO BHECEHMM TakuX W3MeHeHwid. [Ipm paccMOTpeHHMH COOOIICHHS O
HCO6XOHI/IMOCTI/I BHECECHHUS H3MEHCHUI B MMPOTOKOJ KIMHHUYCCKOrO HUCCICAOBAHUA JICKAPCTBCHHOT'O
npenapara Il MEIWIMHCKOTO MPUMEHEHHsS B IIeTSIX OICHKH OOOCHOBAaHHOCTH TIpEIaraeMbIX
U3MEHEHU U OonpeacicHusd CTCICHU pUCKA Ui MAUCHTOB, MPUHUMAIOMIUX YYaCTHUC B KIIMHUYCCKHUX
UCCIIC/IOBAHHSAX, YIOJHOMOYEHHBIM  (peiepaibHbIM  OpPraHOM  HCIIOJHUTEIBHOH BIACTH  MOTYT
MIPUBJIEKATHCS SKCIIEPTHI COBETA IO ITUKE.

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

6. KimHnyeckoe wuccienoBaHue JIEKapCTBEHHOTO IIpernapaTa Al MEIUIMHCKOTO IPUMEHEHUS
MOKET OBITh NPUOCTAHOBJIEHO WJIM MPEKpalleHO, €CIU B IMpOoLecce ero MNpoBeACHHUS OOHapyKeHa
OIMACHOCTb 7Sl )KU3HM, 310pPOBbs NALIMEHTOB. B ciiyyae BO3HUKHOBEHMS ONACHOCTHU JUIsl )KU3HHU, 30POBBS
MAlMEHTa, YYacTBYIOIIEr0O B KIWHUYECKOM HCCIEAOBAHMM JIEKAPCTBEHHOrO Iperaparta s
MEIUIIMHCKOTO TPUMEHEHUS, HCCIIEOBaTeNu 00s3aHbl NMPOMH(POPMHUPOBATH 00 3TOM PYKOBOIMTEIS
MEIUIMHCKOW OpPraHu3alMd W  OPraHu3alyio, I[OJYYUBIIYK) pa3peuieHHue  yHOJHOMOYEHHOI'O
denepanbHOrO OpraHa MCHOJHHUTENBHOM BJIACTM HAa OPraHU3aIMI0O MPOBEACHUS KIMHHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOIO IIpenapara. PenieHue o npuoCcTaHOBICHUH KIIMHUYECKOTO MCCIIEI0BAHMS
JIEKapCTBEHHOT'0 IIpenapara JUisi MEAULIUHCKOTO IMPUMEHEHUs] IPUHUMAIOT PYKOBOIUTENb MEAUIIMHCKON
OpraHM3aly ¥ (UJI1) OpraHu3aliys, MOoJy4HBILas pa3pelleHrne yIoJIHOMOUYEHHOTo (eepaabHOro opraHa
VCIIOJTHUTENIBHOM BJIACTH HA OPraHU3alldI0 MPOBEICHHS KJIMHUYECKOTO MCCIIEJOBAHMSI JIEKAPCTBEHHOIO
mpenapara Juisi MEIWLIHMHCKOrO TNPHUMEHEHMs, pEeUIeHWE O NPEeKpalleHHMH TaKoro HCCIeq0OBaHus
NPUHUMAET YIOJTHOMOYEHHBINH (e/iepaiabHbIil OpraH NCIOJIHUTEILHONM BIACTH HA OCHOBAHUHM COOOIICHHUS
B NUCbMEHHON (hopMe PYKOBOAMTENS MEAMIMHCKON OpraHM3allid WM OpraHu3alvs, MOJy4YuBIIAs
paspelieHre yMOJIHOMOYEHHOro (efepaqbHOr0 OpraHa HCIOJHUTENBHONW BIIACTH Ha OPTaHU3aIHIo
IIPOBEACHUS KIIMHUYECKOTO UCCIIET0BAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTO TPUMEHEHUS.

7. B cpok, He NpPEeBBIIAONIMA MATH pabouyuX AHEH CO JHS 3aBEpPIICHHUS, MPUOCTAHOBJICHUS WU
IIPEKPAlCHUs]  KJIMHUYECKOIO  HUCCIENOBAHMSA JIEKAPCTBEHHOrO IIpemnapara il MEIULIUHCKOTO
NPUMEHEHHUs, COOOIIeHHe 00 TOM HAIpaBISETCS OPraHM3ALUSAMH, YKa3aHHBIMH B 4YacTu 3 crtatbu 38
Hacrosero denaepaabHOTO 3aKOHA, B YIIOJIHOMOYCHHBINH (peepaibHbIi OpraH UCIIOTHUTEIIBHONW BIIACTH
10 YCTAaHOBJICHHOM UM dopme.

8. ®dopma cooOmieHuss O 3aBEpIICHUU, NPUOCTAHOBICHUM WM MPEKPAIEHUN KIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO Mpernapara JUisi MEAUIIMHCKOTO MTPUMEHEHUS JOJKHA CO/IePKATh:

1) uadopmaIuio 0 MEAUITMHCKON OpPraHW3alliyd WM MEIUIIMHCKUX OPraHU3alUsX, MPOBOIUBIINX
JIAaHHOE HCCJIEI0BAHUE;

2) omnMcaHue JaHHOTO UCCIIeI0BAHMSI;

3) nmanubie uccrnenoparens (haMuius, UMs, OTUYECTBO, MECTO PadOTHI, 3aHUMAeMas TOJKHOCTH,
CIIENUAIBLHOCTh, CTaX pabOThl MO TMporpaMMaM KJIMHHUYECKHUX HCCIIEIOBAaHUNA JIEKApPCTBEHHBIX
MpenaparoB, MepeYeHb KIMHUYECKUX HCCICAOBAHUI JIEKAPCTBEHHBIX MpEnapaToB, B KOTOPHIX OH
MpUHUMAaN yyacThe (TIepUObl YIacTHsI) B KAUECTBE UCCIICIOBATENS WU COUCCIIEIOBATENS);

(B pen. @enepanvhoro 3akona ot 11.10.2010 N 271-D3)

4) pe3yabTaT JAHHOTO HMCCIIEI0BaHuUs (3aBepllIeHNe, TPUOCTAHOBIEHUE WM MPEeKpalleHue JaHHOTO
UCCIIEIOBAaHMA ¢ YKa3aHUEM MX MPUYHMH U BIUSHUS HA OIICHKY €ro pe3ysbTaToB, OOLIYIO OILIEHKY PHCKA U
0)KMJIa€MOM TMOJb3bl OT NPUMEHEHUS HCCIEAYyEeMOro JIEKapCTBEHHOIO Ipemapara, a Takke
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MpeanoaraeMbple JanbHEHIIe TeHCTBYS).

8.1. Tlpu BeIsIBICHUU (eAepaTbHBIM OPraHOM HWCIOJHUTEILHOW BIACTH, OCYIIECTBISIONIIM
GYHKIIMM 10 KOHTPOJIO M Haa30py B cdepe 3ApaBOOXpaHEHUS, HApYIICHUH MNpaBWI Hajuiexalien
KJIIMHUYECKOW MPaKTUKU MPU MPOBEACHUHM KIMHUYECKOTO HUCCIEIOBAaHUS JIEKAPCTBEHHOTO Mperapara,
BIMSIONIMX Ha TOJHOTY W (MJIM) JOCTOBEPHOCTh JTAHHOTO KIMHUYECKOTO HCCIIEeNOBaHUS, YKa3aHHBIN
denepanbHBI OpraH UCIOTHUTEIHLHOW BIACTH MPUOCTAHABIMBACT MPOBEICHUE TAHHOTO KIMHHYECKOTO
UCCJIEIOBAaHMSI M BBIHOCUT MEIUIIMHCKOM OpraHu3alud, B KOTOPOW MPOBOJIUTCS AAHHOE KIMHHYECKOE
UCCIICIOBaHNEe, TMpEeANHucaHne o0 YCTpaHCHWHM BBISIBICHHBIX HapymieHui. [lpu HeycTpaHeHUuU
MEIUIIMHCKOW OpraHu3alMeld BbIABICHHBIX HAPYUIEHWW B YCTAHOBJICHHBIM B MPEANHCAHUU CPOK
YKa3aHHBIN (QenepalbHbIi OpraH WCIOJHUTEIHHONW BIACTH MPHUHUMAET pEUICHHE O TpeKpalleHun
MIPOBEJCHUS KIMHUYECKOTO HMCCIEAO0BaHUs JIEKAPCTBEHHOI'O Mperapara U HampasiisieT B (deaepaibHbIN
OpraH HCIIOJIHUTENBHONH BJACTHU, OCYIICCTBISIOMUN (QYHKIMH 1O BBIPa0OTKE U pealn3aluu
roCy/IapCTBEHHOW MOJUTHUKA U HOPMATUBHO-IIPABOBOMY PETYJIHPOBAHHUIO B cdepe 3apaBOOXpaHEHHUS,
3aKJIIOYEHUE O BBISIBIICHUU TIPH MPOBEACHUM TaHHOTO KJIMHUYECKOTO MCCIEI0BAHMS HAPYIICHUHN MpaBUil
Ha/JIeXKaled KIMHUNYeCKOW MPaKTUKK Ui MPUHATHUS pElIeHUss 00 OTMEHE pa3pelleHrs Ha OpraHu3aliio
MPOBEACHUS JTAHHOTO KIMHUYECKOTO MCCIIEIOBAHUS C JAThl MPHUHATHUS PELIEHUS O MPHUOCTAHOBICHUU
MIPOBEJCHUS KIIMHUYECKOTO HCCIIeI0BaHuUs JIEKapCTBEHHOTO Mpenapara.

(uactsb 8.1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

9. VmnomHomoueHHBIH (QenepaTbHbIi OpraH MCHOJHUTEIBLHON BIIACTH OIYOJMKOBBIBAET W
pasmemiaer Ha CBoeM o¢uIMansHOM caiite B cetd "MHTepHer" cooOlIeHHe O 3aBepIICHMUHU,
MPUOCTAHOBJICHUH WM TPEKpAlleHUH KIMHUYECKOTO HCCIIEIOBAaHHUS JIEKApCTBEHHOrO Mpemnapara Aiis
MEIUIIMHCKOTO MPUMEHEHHS B CPOK, HE MPEBBIMIAIOIUIN TATH paboyuX JHEW CO THS ero MoJyueHHs, B
YCTaHOBJICHHOM UM TOPSKE.

10. YnonHoMoueHHBIH (efepabHbIi OpraH MCIOJHHUTENIBHON BIACTH OCYIIECTBISET BEJCHHE
peecTpa uccienoBarenaei, NpOBOASIINX WU MPOBOJAMBIINX KIMHUYECKUE MCCIIETOBAHUS JIEKAPCTBEHHBIX
[IpenaparoB JUisi MEIULHUHCKOIO NPUMEHEHHMs, B COOTBETCTBUU C YTBEPXKACHHBIMH UM [PABWIAMU H
pasMelaeTr ero Ha cBoeM oduIManibHOM caiite B ceTdu "VHTepHeT" B YCTaHOBJIEHHOM WM IOPSIJIKE.
Yka3aHHbBIN peecTp coAEePKUT UH(OPMALINIO, TPETyCMOTPEHHYIO IYHKTOM 3 4acTH 8 HACTOSIICH CTAaThU.

I1. Otuer o pe3ynapTaTax KIMHUYECKOTO MCCIEAOBAHUS JICKAPCTBEHHOTO IMpenapara s
MEIMIMHCKOIO IPUMEHEHHUSI COCTABIISIETCSl OPraHM3alMel, YKa3aHHOW B 4acTu 3 craThu 38 HACTOSIIETO
@®enepalIbHOTO 3aKOHA, HA OCHOBAaHUM 3aKIIOYEHHH MEIULMHCKHUX OpraHM3alMii, MPOBOJUBIIMX 3TO
UCCIIEIOBaHMEe, M TIPEJCTABISETCS B YHNOJHOMOYEHHBIN (hefepaibHblii OpraH MCHOJHHUTENBHOM BIacTH,
BBIJIaBILIMI pa3pelleHre Ha MPOBEJECHUE ITOTO UCCIIEOBAHUS, B CPOK, HE TPEBBIIIAIONINN TpeX MECSIEB
CO IHA Cro 3aBCpUICHUA, IIPUOCTAHOBJIICHUA WM TMPCKpALICHUA, B HTOPAAKEC, YCTAHOBJICHHOM
YIOJTHOMOYEHHBIM (e/IepaIbHbIM OPraHOM HMCIIOJIHUTEIbHON BIACTH.

12. Hapymenue mnpaBus Haajexalled KIMHUYECKOH MNpakTHKH, (anbcu(uKaius pe3ysibTaToB
KJIIMHAYECKOI'O0 MCCIIEOBAaHUs JIEKAPCTBEHHOIO IpernapaTta il MEIULIHMHCKOTO NPUMEHEHUs BIIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEIhCTBOM Poccuiickoit deneparuu.

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

13. HpI/I NPOBCACHUUN KIIMHUYCCKOTO UCCICAOBAHUSA JICKAPCTBCHHOTO IIp€riapaTta AJid MECAULUHCKOTO
MIPUMEHEHUS JOMyCKAaeTCsl 3a00p Y MAIMEHTOB OMOJOTHYECKUX MaTepHasioB (00pa3iibl OMOIOTHYECKUX
JKUJKOCTEH, TKAHEW, CEKPEeTOB W MPOMYKTOB >KU3HEICATEIILHOCTH 4YEIOBEKa, (U3UOJIOTHMUYECKUX H
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NaTOJIOTMYECKUX BBIJICJIEHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOINICUITHBII MaTepuan)
Uit ux u3yuyenus B Poccuiickoit @enepauuu u (win) 3a npenenamu Poccuiickoit @enepanui.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

14. llopsanok BBo3a B Poccuiickyto @enepanuio u BeIBO3a 3a npeaensl Poccuiickoit denepanun
OMOJIOTUYECKUX  MAaTepHaloB, IOJIYYEHHBIX IPU HNPOBEAECHUM  KIMHUYECKOIO  HCCIEIOBaHUs
JIEKapCTBEHHOI'O IIpenapara sl MEOULUHCKOIO IIPUMEHEHUs, ycTaHaBiauBaercs IlpaBurenscTBOM
Poccuiickoii ®enepanym.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-D3)

CraTtbsa 41. [loroBop 0 npoBeAeHUU KIMHUYECKOro nccrneaoBaHUA NeKapCTBEHHOro
npenapara ansa MeauLUHCKOro npumMeHeHus

1. KnuHunyeckoe wuccineqoBaHUE JIEKAPCTBEHHOIO INpernapara i MEIULIHMHCKOTrO INPUMEHEHHUS
MIPOBOJIUTCS B COOTBETCTBUU C JOTOBOPOM O MPOBEJCHUU KIMHUYECKOTO UCCIEIOBAHUS JIEKAPCTBEHHOTO
mpenapara Juisi MEOULUHCKOrO IMPUMEHEHHUs, 3aKIF0YaeMbIM MEXIY OpraHu3alMel, MOIyduBLIEH
pa3pelieHue yMnoJIHOMOYEHHOTO (eAepanbHOTO OpraHa WCIHOJHUTEIbHOW BIACTH HA OPraHU3aIUIo
MIPOBECHMS TAaKOrO0 HCCIENOBaHUSA, M MEIMLMHCKOM OpraHu3alueil, OCYyILECTBIIIONICH MpOBEICHUE
TaKOr'0 MCCIICIOBAHUSI.

2. JloroBop O NpPOBEICHHM KIMHUYECKOTO HCCIEIOBAaHUS JIEKApCTBEHHOrO Ipemapara s
MEIUIIMHCKOTO MPUMEHEHHUS I0JHKEH COJEPIKATh:

1) ycroBus ¥ CpOKH MPOBEACHUS JAaHHOTO UCCIIETOBAHMS;

2) ompeneneHue OOLIEH CTOMMOCTH TPOTPaMMBlI JAHHOTO HCCIIEIAOBAHUS C yKa3aHHEM CYMMBI,
npeaHa3Havaromecs 1Tl BBIIUIAT HCCIIEA0BATENSAM, COUCCIIEIOBATEISM;

3) onpenenenue (Gpopmbl MpeACTaBICHUS Pe3yIbTATOB JAHHOTO HCCIEIOBAHUS B YIIOJIHOMOYEHHBIN
(dbenepabHBIN OpraH UCTIOJIHUTEILHON BIACTH.

CraTtbsa 42. dunHaHcoBoOe obecneyeHue KNMMHUYECKoro nccneagoBaHus
NeKapCTBEHHOro npenapara aona MeguUUHCKOro NpuMeHeHus

®duHaHCOBOE oOecrneyeHrue KIMHHYECKOTO HUCCIICAOBaHUA JICKAPCTBCHHOI'O IIplriapara I
MCIUIIMHCKOTI'O MPUMEHEHUA OCYIIECCTBIIACTCA 3a CUCT:

1) cpenctB denepanbHOrO OOIKETA;

2) cpeACTB OpraHu3aluii, MOJYyYMBUIMX pa3pelleHHe Ha OPraHU3alMI0 MPOBEICHHUS TaHHOTO
UCCJIEI0BAHMS], B COOTBETCTBUH C YCIOBHUSIMHU JOTOBOPA O €TI0 IPOBEICHUH;

3) MHBIX HE 3aNpeIIeHHbBIX 3aKOHOAaTeNbcTBOM Poccuiickoit denepaiuu HCTOYHUKOB.

Cratba 43. lpaBa nauMeHTOB, Y4YacTBYHOLWMUX B KIMHUYECKOM WUCcCrnenoBaHUMU
feKapCTBEHHOro npenapara ans MeauUUHCKOro NpuMeHeHus

1. VYwuacrtue NanuceHTOB B KIIMHUYCCKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O IMpfcliapara I
MCIUIIMHCKOT'O TPUMEHCHUS ABJISACTCA I[O6pOBOJ'II>HBIM.
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2. TlammeHT WM €ro 3aKOHHBIM MPEACTaBUTENb JOJKEH OBITh WH(OOPMHUPOBAH B MHUCHMEHHOU
dopme:

1) o nexapcTBEHHOM Mpenapare A MEIUIMHCKOTO MPUMEHEHHUS W CYIIHOCTH KIMHUYECKOTO
UCCJIEI0BAHMS TOTO JIEKAPCTBEHHOIO Mperapara;

2) o0 6e30MacHOCTH JIEKAPCTBEHHOTO TpenapaTa JUisi MEAUIMHCKOTO MPUMEHEHHS, €ro OXKHIAeMON
3¢ (HEKTUBHOCTH M CTENICHU PUCKA IS MAIUEHTA,

3) 00 ycnoBUsIX y4acTus MallMeHTa B KJIMHUYECKOM HCCIIEIOBAaHUH JIEKApCTBEHHOTO MpernapaTa A
MEIUIUHCKOTO MPUMEHEHHS;

4) 0 OEIIKM MK HEIAX W MPOAOIKHUTCIBHOCTH KIMHHYECKOTO HCCICAOBAHHA JICKAPCTBCHHOI'O
npenapara JJjis1 MCIUIUHCKOI0 NIPUMCHCHUS

5) o JneHlcTBUSAX mNalMeHTa B Cciy4yae HENmpeaBUICHHBIX 3((EKTOB BIMSIHUS JIEKApCTBEHHOTO
npenapara Jijisi MEAUIIMHCKOTO IPUMEHEHHUS Ha COCTOSIHUE €T0 3/I0POBbS;

6) 00 yCIOBHSX 0053aTEILHOTO CTPAaXOBAHMS KH3HH, 3/I0POBbs MAIIUCHTA;

7) 0 TapaHTHUAX KOH(I)I/II[GHI_[I/IaJIBHOCTI/I ydaCTus TMalueHTa B KIMHUYCCKOM HCCICAOBAHUN
JICKApPCTBCHHOI'O IIpfriaparta JJIs1 MCAUIIUHCKOT'O IIPUMEHCHUA.

3. I[O6pOBOJIBHOG CcoryIaCue manMeHTa Ha y4aCTUC B KIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOI'O
npenapara misd MECOAUIUHCKOTO IMPUMCHCHHUA IMOATBEPKIAACTCA €ro IOANHNCBIO HIM IIOANHNCBIO €ro
3aKOHHOI'O NpCACTABUTCIIA HA I/IH(I)OpMaI_II/IOHHOM JIUCTKC IMallUCHTA.

4, HaHI/IeHT WM €ro 3aKOHHBIM NpEaACTAaBUTECIIbL HMMCECT IIpaBO OTKa3aTbCiad OT Y4YaCTHA B
KIIMHUYCCKOM HCCIICAOBAHNUUN JICKAPCTBCHHOI'O IHpfrapara AJid MCAUIMUHCKOTO MPUMCHCHHA Ha 000
CTaguu IMPOBEACHU TaAKOT'O UCCICAOBAHM.

5. TlpoBeneHue KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Ipemnapara s METUIIMHCKOTO
NPUMEHEHHS C yJ9acTHEeM B KAauecCTBE IMALMEHTOB JIETEH JOMYyCKAeTCsl TOJIBKO C COTNIAcHs B MHChMEHHOU
dopme ux poxautenel, ycblHOBUTeneil. JleTh MOTyT paccMaTpuBaTbCs B KauecTBE MOTEHIMAJIBHBIX
HAlMeHTOB TAaKOTO MCCIIEIOBAHMSI, TOJIBKO €CIIH €r0 MPOBEJCHNE HE0O0X0IUMO ISl YKPETUICHHS 310pOBbS
JeTel Wi npo(UIaKTUKY UHPEKIIMOHHBIX 3a00JeBaHUi B IETCKOM BO3pacTe JMOO €CIU LEIbI0 TaKOro
WCCIIEIOBAHMS SBJISIETCS TOJyYSHUE NAHHBIX O HaWIydlIeld JO3MPOBKE JICKAPCTBEHHOTO Iperapara Ul
JeueHHus neTe. B 3TuX ciyyasx TakoMy HCCIIEIOBAaHHUIO JOJDKHO IPEANIECTBOBATh KIMHUYECKOE
HCCIIEIOBAaHUE JIEKAPCTBEHHOTO TIperapaTta JUIl MEAWIIMHCKOTO TNPHMEHEHUS Ha COBEPIICHHOJETHUX
rpakJaHax, 3a MWCKIIOYEHHEM CIIyuyaeB, €CJIM HUCCIEAYyeMBbI JIeKapCTBEHHBIH mpemapar Jajis
METUIINHCKOTO NPUMEHEHUS npeaHa3HaYeH UCKITIOYNTEIIHHO ISt UCTIONIb30BAHUS
HECOBEPIICHHOJIETHUMHU TPakJaHAMHU.

(B pen. ®enepanpHoro 3akona ot 22.10.2014 N 313-D3)

6. 3anpeu1aeTcsl MPOBCACHUC KIIMHHUYCCKOIO MCCICAOBAHUA JICKAPCTBCHHOTO IMpfcriapara Ijid
MCIUIIMHCKOI'O MPUMEHCHUA C YUACTUEM B KAYECTBC MMAITUCHTOB!

1) nereit-cupot u aereit, ocraBIIMXCs 0€3 MOMEUYEHUs] POIUTENCH;
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2) KEHIIMH B TMepuoJ OepeMEHHOCTH, J>KEHIIMH B NEpUOJ TPYAHOr0 BCKapMIIMBAHHUA, 3a
WCKIIIOUEHHEM CJIy4yaeB, €CJId MPOBOJUTCS KIMHHUYECKOE HCCIIEeIOBAHME JIEKAPCTBEHHOTO Mperapara,
MpeIHAa3HAYeHHOTO Ui YKa3aHHBIX EHIIWH, MPU YCIOBUH HEOOXOJWMOCTH MONy4YeHUsS HH(OpMaLUU
TOJIKO BO BpeMsl TPOBEACHHS] COOTBETCTBYIOIIMX KIMHUYECKUX HCCIEAOBAaHUN U MPUHATHUS BCEX
HEOOXOJUMBIX MEp IO HCKIIOYEHHIO PUCKAa HAHECEHHUs Bpelda >KEHIIMHE B IepHoJ OepeMEHHOCTH,
JKEHIIMHE B TIEPUOJI TPYAHOTO BCKAPMITMBAHUSI, IJIOY WU PEOCHKY:;

3) BOEHHOCHY’)KalMX, 3a HCKIIOYEHHEM CIlydaeB MPOBEACHUS KIMHUYECKOTO HCCIIEeIOBaHUS
JICKApCTBCHHOI'O TIIpfrapara, CHCUHAIbHO pa3pa60TaHH0ro A4 IPpUMCHCHUA B YCJIOBUAX BOCHHBIX
JNEWCTBUM, YPE3BBIYAMHBIX CHUTyalui, NpOQUIAKTHKA W JICYeHHs] 3a00JIeBaHWM M TIOpaXEHUH,
MOJTYYCHHBIX B PE3YIbTATC BO3I[€I>'ICTBH$I H66HaI‘OHpI/I}ITHBIX XUMHUYCCKHUX, 6I/IOJIOI‘I/I‘-IGCKI/IX,
paauanuoHHbIX (pakTopoB. KimHuueckoe ucciegoBaHHWE TaKOro JIEKapCTBEHHOIO IperapaTra MOXKET
MPOBOAUTLCA C YHACTHEM B KaUCCTBC MAITUCHTOB BOCHHOCIYXXAIIUX, 3d UCKIIFOUCHUCM BOCHHOCTYKAIIUX,
MPOXOJSAIINX BOGHHYIO CIY»OY IO MPHU3BIBY, C COOMIOACHUEM TPEOOBAaHUMN, YCTAHOBICHHBIX HACTOSALIUM
®enepanbHbIM 3aKOHOM B OTHOLLIEHUH TPAKIAHCKUX JIULI;

4) cOTpyTHUKOB MTPABOOXPAHUTEIBHBIX OPIaHOB;

5) nui, oTOBIBAIOIIMX HAaKa3aHHE B MECTaxX JUIICHHUS CBOOOIBI, a TAKXKE JIHUI], HAXOJSIIUXCS O]
CTpa)xel B CJICICTBEHHBIX U30JATOpax.

7. Jlomyckaercs NpPOBENECHHE KIMHUYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHOTO IMpenapara Jyist
MEIUITMHCKOTO IPUMEHEHUS, TPEAHA3HAYEHHOTO IS JICUCHUS TICUXMYECKUX 3a00JIeBaHMi, C y9acTUEM B
KadyeCTBC IMAIITUCHTOB JINI] C ICUXNYCCKUMHU 32160JI€B3HI/I$IMI/I, HpI/I3HaHHI:IX HGI[CCCHOCO6HBIMI/I B HO[ZHQKG,
YCTAHOBJICHHOM  3akoHogaTenbcTBOM  Poccuiickoii  ®depeparmu.  KnumHuyeckoe — ucciaegoBaHUE
JIEKapCTBEHHOTO TpenapaTa B 3TOM Cllyyae MPOBOAMTCS MPU HAIMYHM COTJAcHs B MUCBMEHHOH (opme
3aKOHHBIX TIPEJICTaBUTENICH YKa3aHHBIX JIHIL.

Cratba 44. OO6GsAsatenbHoe CTpaxoBaHME XU3HW, 300POBbA  MNALUMEHTa,
y4yacTByHwLWero B KINMHMYECKOM WUCCNefoBaHMU JeKapCTBEHHOro npenapata Aans
MeAULMHCKOro NpMMeHeHuns

(B pen. ®enepanbHoro 3akoxa ot 29.11.2010 N 313-03)

1. Opranuzanus, nOJydyuBLIas pa3pelleHHE Ha OPraHu3alyi0 IPOBEAEHUS KIMHHUUYECKOIO
UCCIICIOBAaHMs JIEKApCTBEHHOI'O Mpernapara sl MEAMLUHCKOrO INPUMEHEHMs, 00s3aHa B KauecTBe
CTpaxoBaressl CTPaxoBaTh pPHUCK IPUYMHEHHs Bpela >KU3HU, 3J0POBBIO MAlMEHTa B pe3yJbTaTe
IIPOBEACHMS KIMHUYECKOr0 MCCIIE0BAHUS JIEKaPCTBEHHOIO Ipenapara i MEIULIUHCKOTO IIPUMEHEHHUS
3a CBOM CYET IMyTeM 3aKJIFOUSHHUS JOrOBOpa 00s13aTEILHOIO CTPaXOBaHMUS.

2. OObexkToM 0053aTE€TBLHOTO CTPAaXOBaHUS SIBISETCS HMYIIECTBEHHBIM HMHTEpeC NalleHTa,
CBSI3aHHBIN C MPUUYMHEHHEM BpeAa €ro *KU3HU WK 3J0POBBIO B PE3yJIbTaTe MPOBEACHUS KIMHHUYECKOTO
HCCJIEIOBaHMSI JIEKAPCTBEHHOT'O MIpernapaTa Jijisl MeIUIIUHCKOTO PUMEHEHUSI.

3. CTpaxoBbIM CIy4aeM IO JIOTOBOPY 00s3aTeILHOTO CTPAXOBAHUS SIBISIETCS CMEPTh MAIlUeHTA WIIN
YXYAILIEHUE €ro 3I0pPOBbs, B TOM YHCJIE BIEKYIee 32 COOON YCTaHOBJICHHE NHBAIMIHOCTH, IPU HAJTUYUU
MPUYUHHO-CIICICTBEHHOW CBSI3W MEXKJy HACTYIUIGHHEM OJTOrO0 COOBITHS M Yy4YacTHEeM IMalueHTa B
KJIMHUYECKOM HCCIIEJOBaHUH JIEKAPCTBEHHOI'O Mperapara.
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4. TpeOGoBaHusi O BO3MEIICHHUH Bpela, NPUUYNHEHHOTO JKU3HU WM 30POBBIO IIAIMEHTA,
NPEABSBISIIOTCA B~ TEUEHHE  CPOKOB  HCKOBOM  JaBHOCTH, YCTAHOBJIGHHBIX  TI'PaKIAHCKUM
3aKOHOIATEILCTBOM.

5. Pa3zmep cTpaxoBOii BBIIUIATHI IO JOTOBOPY 00S3aTEIBHOTO CTPAXOBAHUS COCTABIISET:

1) B cimyyae cMepTH MalyeHTa JBa MUJUIMOHA pyOJiel Ha KakJIOoro MalueHTa, Y4acTBOBABILErO B
KJIIMHWUYECKOM HCCIEOBaHUM JICKAPCTBEHHOTO IIpenapara;

2) npH yXyAILIEHUH 3J0POBbS MallUEHTA!

a) TOBJIEKIIEM 3a cOOOM YCTaHOBJIEHHME WHBAIWAHOCTU | rpymmbl, OJMH MUJUIMOH MATHCOT THICAY
pyOsiell Ha KaXA0ro MAalMeHTa, y4YacTBOBABIIEIO B KIMHUYECKOM MCCIEJOBAHUU JIEKAPCTBEHHOTO
npenapara;

0) moBIeKIeM 3a cO0OH ycTaHOBJIEHHUE WHBaTUAHOCTH Il Tpynmel, oAMH MWIIHOH pyOsield Ha
K)KI0T0 MAIMeHTa, y9aCTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAHUY JICKAPCTBEHHOTO Mpenapara;

B) TIOBJICKIIEM 3a cO00¥ ycTaHOBieHHe WHBAIUIHOCTH III rpymmbl, msaThcoT ThICSY pyOseil Ha
KQXXJIOTO MAIlMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEA0BAHUH JIEKAPCTBEHHOTO Mpenapara;

T') HE TIOBJICKIIIEM 3a CO0OH YCTaHOBJICHUSI MHBATUIHOCTH, HE O0jee yeM TpHCTa ThICSY pyOse Ha
KKIOr0 TMAIMeHTa, Y4YacTBOBABIIETO B KIMHUYECKOM HCCIICJIOBAHUH JICKAPCTBEHHOTO TIpernapara,
UCXOAsl W3 HOPMATHBOB, OTPAXKAIOIIMX XapaKTep U CTENeHb IMOBPEXKIEHUS 3I0pPOBbs, a TaKkKe
(aKTUYECKH TMMOHECEHHBIX MAIIMEHTOM pPACXOJ0B, BBI3BAHHBIX MOBPEKICHHEM 30POBBS, Ha
MEAMIMHCKYIO ITOMOIIb, TPUOOpPETeHNE JIeKaPCTBEHHBIX MPErnapaToB.

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

6. Yrparui cuity ¢ 1 uronsg 2015 roga. - @enepanbublii 3akoH o1 22.12.2014 N 429-D3.

7. Cpok moroBopa 00S3aTENILHOTO CTPaxXOBaHUS HE MOXET ObITh MEHEee, YeM CpPOK IPOBEICHUS
KIIMHAYECKOTO MCCIIeIOBAHNUS JIGKAPCTBEHHOTO Tperapara.

8. YcnoBusi 10roBopa 0O0S3aTENBHOIO CTPAaXOBaHHMs, B TOM YHCIE CTpaxoBble TapU(bl MO
00s13aTeIbHOMY CTPAaXxOBaHMIO, MEPEUeHbh HEOOXOMMMBIX JOKYMEHTOB JUIS OCYIIECTBICHHUS CTPaxOBOW
BBIIJIATBHI, TOPSAJOK YCTAaHOBJICGHUS CTpaxoBaTeleM HWHIMBUAYAIbHOTO WICHTU(UKAIMOHHOTO KOJa
HanMenTa, TOpSJ0K HH(YOPMHUPOBAHHS CTPAXOBATEIEM CTPAXOBIIHMKA O MPHUBICUYCHHBIX K KIMHHYECKOMY
UCCIIIOBAaHMIO JIEKAPCTBEHHOI'O TMperapara Uil METUIMHCKOTO TNPHUMEHEHHs TMalUeHTax, MOpPAI0K
yIJIaThl CTPAXOBOM MPEMUH, MOPSIIOK peaTH3aliy ONpeieIeHHbIX HacTosAmuM denepaabHbIM 3aKOHOM U
OpyruMH  (elepalbHbIMM 3aKOHAMHM IpaB U OO0S3aHHOCTEH CTOPOH TO JOrOBOpPY 0053aTeNbHOTO
CTpaxOBaHMs, a TAK)KE HOPMATHBBI, OTPAXKAIOIIME XapakTep W CTENEHb MOBPEXKACHHUS 3I0POBbS,
YCTaHABJIMBAIOTCS TUIIOBBIMU MPABUIIAMH 00S3aTE€IBHOTO CTPAXOBAHUSI.

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

9. B ciy4yae npuuMHEHUs BpeJa *KU3HU MALMEHTA, Y4aCTBOBABILIErO B KJIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOT'0 TMpemnapara, BBITOJONPUOOPETATEsIMH [0 JOTOBOPY 00S3aTEIbHOIO CTPaXxOBAHUSA
ABIIAIOTCA TpaKIaHE, HMEIOLIME IpaBO Ha BO3MEIIEHHE BpeAa B Clydae CMEPTH KOpPMHJIbLA B
COOTBETCTBUM C TPAKIAHCKHM 3aKOHOJATEIbCTBOM, MPU OTCYTCTBHUHM TAKUX TPaXJaH - POAUTEIH,
CyNpyr, AETH yMEPILUEro MAlMEHTa, Y4aCTBOBABIIETO B KJIMHUYECKOM MCCIEAOBAHUU JIEKAPCTBEHHOIO
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mperapara, B Cllydae CMEpPTH TAIMEHTa, YyYacTBOBABIIETO B KIMHUYECKOM HCCJICIOBAHUHU
JIeKapCTBeHHOFO HpenapaTa U HC HMCBHICTO CaAMOCTOATCIABHOIO J0XOo44, - rpanc):[aHe, Ha MXIVBCHUU
KOTOPBIX OH HAaxOJIWICS, B OTHONICHWM BO3MEIICHHS pacxXxoJ0B Ha TmorpeOeHUE TAaIMCeHTA,
YYacCTBOBABIIETO B KJIMHUYCCKOM HCCIICAOBAHUM JICKAPCTBEHHOIO IMperapara, - JIUIO, MOHECIIee TaKue
pacxobl.

10. CrpaxoBasi BbIIUIaTa B CYET BO3MEUICHUS Bpela, MNPUYMHEHHOTO JKU3HU MAalMeHTa,
Y4aCTBOBABIIETO B KIMHUYECKOM HCCIICOBAHWHU JIEKAPCTBEHHOTO Tperapara, pachpeneiseTcs MEXIy
BBITOIONPHOOpETATENSIMU MTPOMTOPIHUOHATEHO UX KOJIMYECTBY B PABHBIX JIOJISX.

11. Ilpm HacTymuieHUHM CTpPaxoBOrO cliyyas NAlHUEHT, YYacTBOBABIIMKA B KIMHUYECKOM
HCCIIENOBaHUU JIEKapCTBEHHOTO Ipemnapara, BBITOJIOTIPHOOpETATEND BIIpaBe MpEIbIBUTH
HEINOCPEJICTBEHHO CTPAXOBIIUKY TpeOOBaHME O BO3MEIIEHWH MPUYMHEHHOTO Bpeaa. CTpaxoBas BhIILIATa
OCYHICCTBJIACTCA CTPAXOBHIMKOM B TCUCHUC TpHUALATH IIHCﬁ CO OHA NOpCACTaBJICHUA HGO6XOI[I/IMLIX
JTOKYMEHTOB. [lalieHT, yyacTBOBaBIINN B KIIMHUYECKOM HCCIIEI0BAaHUU JIEKAPCTBEHHOTO Mpenapara, Win
BBIFOJIONIPHOOpETaTeNb 00s3aH COOOIIUTh CTPAXOBUIMKY JUIS OCYIIECTBICHHS CTPAaXxOBOM BBIMJIATHI
MHAMBUIYaJIbHBIN UIEeHTU(PUKALMOHHBIN KO/ MAallMeHTa, yCTaHOBJICHHBII CTpaxoBaTeieM B COOTBETCTBUU
C TUIIOBBIMU MTPpABHUJIAMHA OGHB&TCHBHOFO CTpaxOBaHUA.

12. Jlo monHOTO OmpenesieHus pa3Mepa MOJIeKAIIero BO3MENIEHUIO BpeAa CTPAXOBIIUK IO
3a4BJICHUIO ITAITMCHTA, y‘-IaCTBOBaBIJ_IeFO B KIIMHNYCCKOM HCCIICAOBAHHUN HeKapCTBeHHOF (0] HpenapaTa, 1501851
3asIBJICHHUIO BBITOJIONIPHOOPETATEINS BIIPaBe OCYIIECTBUTH YacTh CTPAXOBOM BHITLIATHI, COOTBETCTBYIOIIYIO
(akTHUECKU ONpeeNICHHON YacTh NPUYMHEHHOTO Bpea.

13. CrpaxoBas BbIIUIaTa B COOTBETCTBHU C JIOTOBOPOM  OOS3aTENIHHOTO  CTPaXOBaHUS
OCYHICCTBIIACTCA HE3ABUCUMO OT BBIILIAT, MIPUYUTAOIINUXCS IO APYTUM BUAAM CTPAXOBAHUA.

14. He pomyckaercsd y4yacTHe TAlMEHTa B TMPOBEICHHM KIMHUYECKOIO  HCCIIEI0BaHUSA
JIEKapCTBEHHOTO Tperapara Mpu OTCYTCTBUU J0TOBOPa 00S3aTEILHOTO CTPaXOBaHUSI.

15. KoHTposib 3a HCHIOJHEHHEM OpraHW3allMell, MOJYYMBIICH pa3pelieHHe Ha OpraHU3alUI0
MPOBCACHHUA KIMHUYCCKOTO UCCIICAOBAHUS JICKAPCTBCHHOTI'O IIpCIiapaTa Al MCAUIIUHCKOI'O ITPUMCHCHHA,
YCTaHOBJICHHOM HAcCTOSIIEeH cTaThell 00S3aHHOCTU MO 00S3aTEIBHOMY CTPaXOBaHHUIO KM3HH, 310POBbA
nanueHTa, Yy4aCTBYIOLICTO (yqaCTBOBaBHJeFO) B KIIMHUYCCKOM HCCJICIAOBAHUU JICKAPCTBCHHOTO
npernapara, OCYIIECTBISETCS YIOJHOMOYEHHBIM (hefepaibHbIM OpraHOM HCIIOJHUTENBHON BJIACTH,
BbIIABIIUM Pa3pCIICHHUEC HA MPOBCACHHUEC KIMHUYCCKHUX I/ICCJIGILOBaHI/Iﬁ JICKApCTBCHHLIX MperapaToB AJId
MEAMIIMHCKOTO MTPUMEHEHUS.

Mnaea 8. MIPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
Crartbs 45. NMpon3BoacTBO NeKapCTBEeHHbIX CPeacTB

1. TIpow3BOACTBO JEKAPCTBEHHBIX CPEACTB JOHKHO COOTBETCTBOBATh TPEOOBAHUSAM IPABHII
Ha/IJIeKalled MPOU3BOACTBEHHON MPAKTHKH, YTBEP)KICHHBIM YIIOJHOMOYEHHBIM (pe/iepaibHbIM OpraHOM
WCITOJIHUTENbHOH BiacTH. OCOOCHHOCTH Tepexoia MPOU3BOJICTBA OTACIBHBIX JEKaPCTBEHHBIX CPEACTB K
UX TPOU3BOJCTBY B COOTBETCTBHU C TPEOOBAHMSAMU MPABHI HAJUIEKAIIEH MPOU3BOJACTBEHHON MPAKTHKH
ycranaBnuBaroTca IIpaBurenbctBoM Poccuiickoit @enepanun. Bbpigaua 3akiio4eHUd O COOTBETCTBUU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAaHUSAM MpaBWJI HAAJEKaIIeld MpPOU3BOJICTBEHHOM
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MIPaKTUKH OCYIIECTBISAETCA IO pe3yJibTaTaM HWHCIEKTUPOBAHUS TMPOU3BOJUTENEH JIEKAPCTBEHHBIX
CpeacTB B mopsanke, ycraHoBiaeHHOM IIpaButensctBom Poccuiickon @Penepauuu. Pasmep miarsl 3a
BbIIayy 3aKJIIOYEHHS] O COOTBETCTBMM MPOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPaBUII
HaJUIe)Kallledl  IPOU3BOJACTBCHHOM  IIPakTUKM  ycraHasinuBaercs  I[IpaBurensctBoM — Poccuiickoi
®enepaunu. [lopaaok opraHu3aluyd U MPOBEACHUS MHCIEKTHUPOBAHUS IPOU3BOIUTENEH JIEKApCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpPEOOBAaHMSAM TIPAaBUJ HaJJIekKalleld TMPOU3BOJCTBEHHON MPAKTHKU
ycranaBinuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.

(B pen. @enepanbHbix 3akOHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-P3, ot 22.12.2014 N 429-
®3)

2. IlpousBoAcCTBO JieKapCTBEHHBIX cpelacTB B Poccuiickoit ®exnepauuu OCYHIECTBISIETCS
MIPOU3BOAUTENISIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMH JIMIEH3UIO HA MPOU3BOJACTBO JIEKAPCTBEHHBIX
cpeactB. IloaTBep:kaeHHe COOTBETCTBUS JIMIEH3MATa HOpPaBWIAM HaAJeXalled MpOU3BOJICTBEHHOU
MIPAKTUKH OCYLIECTBIISIETCS B paMKax JIMIIEH3MOHHOTO KOHTPOJS B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccwiickoii @enepariu ¢ yaeToM 0COOEHHOCTEH, YKa3aHHBIX B 4acTU | HACTOSIIEH CTAaThU.

(B pen. @enepanbubix 3aKk0HOB 0T 22.10.2014 N 313-P3, o1 22.12.2014 N 429-D3)

2.1. JInsa ueneil IUIEH3UPOBAaHUS NPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB A MEAULHUHCKOIO
NPUMEHEHNsT U HMHCHEKTHPOBAHUS CyOBEKTOB OOpAIleHUs JIEKapCTBEHHBIX CPEJICTB HAa COOTBETCTBHE
TpeOOBaHUAM MPABUII HAJJIEKAIIEH TPOU3BOICTBEHHOM MPAKTHKH (eepaabHbIil OpraH UCIIOTHUTEIBHOM
BJIACTH, OCYIIECTBISAIONMI TIOCYAAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IIPEMapaToB Ul
MEIUIIMHCKOTO TIPUMEHEHHS, TMpeNocTaBiIsieT (enepaJbHOMy OpraHy HWCIOJIHUTENIBHOW BJIACTH,
OCYILECTBIIAIOLIEMY (peAepalIbHbIi TOCYJapCTBEHHbIN JIMIEH3UOHHBIH KOHTPOJb JAEATENbHOCTU 10
IIPOM3BOJICTBY JIEKAPCTBEHHBIX CPEACTB JII MEIMULUHCKOIO NPUMEHEHMs, IO €ro 3ampocy B paMKax
MEXBEJJOMCTBEHHOTO MH()OPMALMOHHOTO B3aUMOJCHUCTBUS B IOPAJKE, YCTAaHOBICHHOM (enepaabHbIM
OpraHOM HCIIOJIHUTENIBHOM BJIAacTH, OCYLIECTBISIOIIMM JHUIEH3UPOBAHUE NPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB Ul MEIUIMHCKOIO IpPUMEHEHUs, U (enepaabHbIM OpPraHoM HCIOJHUTEIbHON BIIACTH,
OCYLIECTBIISIOIUM TOCYJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENAapaToB MJsl MEIULIUHCKOIO
IIPUMEHEHUS, CBEIEHUS O JIEKAPCTBEHHBIX CPENCTBAX, YKa3aHHbIE B 4ACTW S5 CTATbU |8 HACTOSILErO
®enepallbHOTO 3aKOHA, B TOM UHCJIE B CIIy4ae, €CJIU TaKHE CBEJIEHUS COCTABIISIOT KOMMEPUYECKYIO TaliHYy.
(dactb 2.1 BBeaeHa denepanbHbiM 3akoHOM 0T 14.07.2022 N 311-D3)

3. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS C COONMOJIeHuEM TpeOoBaHUi
HPOMBIIIVICHHOTO PETJIaMeHTa, KOTOPBIN YTBEPKIAETCSI PyKOBOANUTEIEM IPOU3BOJUTEIS JIEKAPCTBEHHBIX
CpPeICTB W BKIIOYAaeT B ce0s TMepeueHb HCIOJIb3YeMbIX (hapMaleBTHUECKUX CyOCTaHUUi |
BCIIOMOTaTEeNbHBIX BEIIECTB C YKa3aHWEM KOJIMYECTBA KaXKIOTO W3 HHX, JaHHBIE 00 HCIIOJIB3yeMOM
000pYyJIOBaHMH, ONHMCAHUE TEXHOJOTHYECKOTO TMpOIecca W METOJOB KOHTPOJII Ha BCEX JTamax
IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

4. Tlpu mpoU3BOJCTBE JIEKAPCTBEHHBIX CPEJCTB HCIOIB3YIOTCS (apMaleBTUUYECKHe CyOCTaHIIHH,
CBEJICHHsI O KOTOPBIX CcOAepXkaTcsi B TOCYIJapCTBEHHOM peecTpe JIeKapCTBEHHBIX CpPEICTB, 3a
UCKITIOYCHHEeM (papMaleBTUYECKUX CyOCTaHIMI, NPOM3BOAMMBIX JUIS TPOBENCHUS KIUHUYECKHX
uccienoBaHuii U it skenoprta. K mpoueccy npousBojicTBa (hapMalieBTHUECKO CyOCTaHIIMU OTHOCSATCS
TO0BIE  CTaguM  TEXHOJOTHMYECKOTO TMpPOIecca, TMO3BOJIIOMIME TOJIYYUTh TOTOBBIM  MPOAYKT,
COOTBETCTBYIOIIUN TpeOoBaHUAM (apMaKoNeWHON CTaTbyd, B TOM 4HCIE (QepMEeHTAIUsl, SKCTPaKIIUs,
OUHMCTKA, BBIJCIICHUE, MEPEKPUCTAITN3AIMS, BBICYIIMBAHUE, U3METbUYCHUE. B ciydae HEoOXOAMMOCTH
MCIIOJIb30BAaHUSl STWJIOBOTO CIUPTA, B TOM 4YHcie (papMmaneBTHUECKONH CyOCTaHIIMU CIUpPTa 3TUIOBOTO
(3TaHONa), mWpU TPOU3BOJACTBE JIEKAPCTBEHHBIX CPEICTB B KayecTBE JEWUCTBYIOIIEro U (WJIM)
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

BCIIOMOTaTEJIbHOIO BEILECTBA, a TAKXKE B MHBIX TEXHOJOIMUECKUX IENAX JOJKHA OBITh MCIIOJIb30BaHA
TOJILKO (papMarieBTHUECKasi CyOCTaHIIHsI CITUPTA 3TUIIOBOTO (3TAHOM).

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3, ot 27.12.2019 N 481-
®3)

4.1. llepeueHb JEKApCTBEHHBIX IPENaparoB A MEAULUHCKOIO NPUMEHEHHs, B OTHOLICHHUHU
KOTOPBIX YCTAaHABJIMBAIOTCS TPeOOBaHUS K OOBEMY Tapbl, YNAaKOBKE U KOMIUICKTHOCTH, IEPEYECHb
JIEKapCTBEHHBIX IPenapaToB i BETEPUHAPHOTIO IPUMEHEHUS, B OTHOIIEHUH KOTOPBIX YCTaHABJIMBAIOTCS
TpeOOBaHUS K 00BEMY Taphl, a TaKkKe TpeOOoBaHUS K OOBEMY Tapbl, YMAaKOBKE M KOMIUIEKTHOCTH
JIEKapCTBEHHBIX IpenapaToB s MEIUIMHCKOTO IpPUMEHEHMs, TpeOoBaHUA K OObEMYy Tapbl
JIEKApCTBEHHBIX IPEMNapaToB JUIsl BETEPUHAPHOIO TNPUMEHEHHUS OMNPEAEISIOTCS COOTBETCTBYIOIIUMHU
YIOJHOMOYEHHBIMU (pelepaIbHBIMI OpraHaMHU HCIIOJHUTEIbHON BIIACTH B IOPAIKE, YCTaHOBIEHHOM
IIpaBurensctBOM Poccuiickoit @enepanyu.

(dactb 4.1 B pen. GenepanpHoro 3akona ot 14.12.2015 N 374-D3)

4.2. OpraHuszaiyy, OCYIIECTBISAIONINE MPOU3BOACTBO (apMaleBTUYECKONW CYOCTaHIIMM CIHPTa
STUJIOBOTO (3TaHoja) ISl MPOM3BOJACTBA CIHUPTOCOAEPIKAIIUX JIEKAPCTBEHHBIX IpPErnaparoB, 00s3aHbI
OCYILECTBIISITh YUET B TOPSIJIKE, YCTAHOBICHHOM cTaThsMu 8 u 14 denepanbHOro 3akoHa OT 22 HOSIOpS
1995 roga N 171-®3 "O rocynapcTBEHHOM PETYIMPOBAHUH MPOU3BOJICTBA U 000OPOTA ITHIIOBOTO CITUPTA,
QIKOTOJIBHOM M CIHPTOCOZEp)Kalled TNpOAYKIMH M 00 OrpaHHYeHHH TMOTpeOaeHus (paciuTHs)
ajKoroiasHOM mpoaykiuu'. [IponsBoncTBO (hapMalneBTHUECKOM CyOCTaHIIMU CITUPTA ATHJIOBOTO (3TaHOJIA)
JIOITyCKAETCsl TOJBKO OpraHu3aluei, OCYIIECTBISIONIEH MPOU3BOACTBO PEKTU(HUKOBAHHOTO 3THUIOBOTO
CIUpTa W3 TMHILEBOTO ChIpbS HAa OCHOBAHWU JIUIIEH3UU HA MPOU3BOJCTBO 3TUJIOBOTO CIUPTa JUIS
NPOM3BOJICTBA (hapMaleBTUUECKOW CYyOCTaHIIMM CIUPTa STHWIOBOIO (3TaHONIA) B COOTBETCTBUU C
TpeboBanusamMu DepepanbHoro 3akoHa oT 22 HOsO0ps 1995 roma N 171-®3 "O rocymapcTBEHHOM
pEeryJIupoBaHUU TPOMU3BOJCTBA M 000POTa ATUIOBOTO CIUPTA, AIKOTOJIBHON M CIHPTOCOAEpIKAIIeH
MPONYKIIMM W 00 OrpaHWYCHUH TMOTpeOaeHuss (pacruThs) aJIKOTOJBHOW MPOAYKIUU", METOJI0M
pa3BeeHMs] BOJOM OYMILIEHHON TAaKOro 3TUJIOBOIO CIUPTA, IIPOU3BEACHHOIO JAHHOM OpPraHMu3aluei I10
MECTY OCYIIIECTBJICHHS ITPOU3BOACTBA (hapMaIleBTUUECKON CyOCTaHIIMK CIIMPTA STUIOBOTO (3TAHOJIA).
(uactb 4.2 BBeaena denepanbubiM 3akoHoM oT 03.07.2016 N 261-D3; B pen. denepanbHOro 3akoHa ot
27.12.2019 N 481-03)

4.3. NnnuBuayaibHble NMPEeINpPUHUMATEIN U IOPHINYECKUE JIUIA, OCYLIECTBISIOIME 3aKyNKy HU
WCITOJIb30BaHNEe (PapMarieBTUYECKON CyOCTaHIIMKM CIUPTA STHIOBOTO (3TaHOJA), a TAaK)Ke MPOU3BOJICTBO,
U3rOTOBJICHUE U (WiIM) OOOpOT (32 MCKIIOYEHHEM PO3HHUYHONW NPOJAAXH) CHHPTOCOIASPKAIIUX
JIEKapCTBEHHBIX IIpenapaToB, O0sM3aHbl OCYLIECTBIATh MX Y4eT M JEKIapUpOBAHUE B IOPSJIKE,
yCTaHOBIIEHHOM cTaThsMu 8 u 14 depepanbHoro 3akoHa or 22 HosOps 1995 roma N 171-®3 "O
roCyJJapCTBEHHOM pEryJIMpOBaHUM IPOU3BOACTBA W 00OpPOTa H3TUIIOBOrO CHHUPTA, AJIKOTOJbHOH U
CHHUPTOCOAEpKAIIEH MPOIYKIMU U 00 OrpaHUYeHUH MOTpedIeHNs (PaCUTHs) aJIKOTOIBHON MPOyKIHn".
(dactp 4.3 BBeaeHa denepanbHbiM 3ak0HOM 0T 29.07.2017 N 278-D3)

4.4. Ilpu nDpoOU3BOACTBE JIEKAPCTBEHHBIX IPENapaTroB sl BETEPUHAPHOTO IPUMEHEHUs
JIOITyCKAETCsl WCIIOJIb30BaHME TPOU3BEICHHBIX Ui peanu3aiuud  (apManeBTHUECKUX CyOCTaHINH,
BKJIIOYEHHBIX B TOCYIApPCTBEHHBIH DPEECTp JIEKAPCTBEHHBIX CPEACTB YIIOJHOMOUYEHHBIM (heaepanbHbIM
OpraHOM  WCIOJHHUTENBHOW  BIACTH, OCYIIECTBISIONIMM BEICHHE TOCYJApCTBEHHOTO peecTpa
JICKAPCTBCHHLBIX CPCACTB AJId MCAUIUHCKOTO MTPUMCHCHUS.

(dactp 4.4 BBeaeHa denepanpHbiM 3akoHOM 0T 02.08.2019 N 297-D3)
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

5. 3anpemaercst IpPOU3BOJICTBO:

1) nexapCTBEHHBIX CPEJCTB, HE BKIIFOUEHHBIX B TOCYJAAPCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPE/CTB,
32 HCKJIIOYEHUEM JIEKQPCTBEHHBIX CPEACTB, MPOUZBOAUMBIX I TPOBEICHHUS  KIMHUYECKUX
WCCIIEIOBAHUM U JUIS DKCIIOPTA;

2) panbcuuIupoBaHHBIX JEKAPCTBEHHBIX CPEJICTB;
3) nlekapCcTBEHHBIX CPEJCTB 0€3 JIMIEH3UHN Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CpPEICTB C HapylIeHHWEM MpaBUi OpraHu3alud MPOU3BOACTBA U KOHTPOJIA
KauecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuity. - @enepanbHbiid 3aK0H oT 27.12.2019 N 481-D3;

6) cnupTOCOAEpKAIMUX JIEKAPCTBEHHBIX MPENApaTOB MO MECTY OCYIIECTBICHHS IPOU3BOJICTBA
(dbapmareBTUYeCKOl CyOCTaHIIMU CIUPTa STUJIOBOTO (dTaHONAa) W (WJIM) MO MECTy OCYIIECTBICHUS
MIPOM3BOJICTBA ITUIIOBOTO CIIUPTA;

(n. 6 BBenneH PenepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Koncynbrantlntoc: npumevanue.

®enepanbHbM 3aKk0HOM OT 22.12.2020 N 436-P3 cr. 14.1 @3 or 22.11.1995 N 171-®3 uznoxena B
HOBOH penakuuu, HopMma M. 1.1 cr. 14.1 crapoit penakuuu P3 cooTBeTcTBYeT HOpME 1. 2 cT. 14.1
HOBOM pEIaKIIMH.

7) dapmareBTHUECKON CyOCTaHIIMHM CHHpPTa ITHIOBOrO (dTaHONa) U (WJIHM) CHHUPTOCOIEPIKAIIIX
JICKapCTBEHHBIX IpPENapaToB HAa OCHOBHOM TEXHOJIOTUYECKOM OO0OpYIOBaHUM ISl TMPOU3BOJCTBA
ATUJIOBOTO CIIMPTA, YKa3aHHOM B myHKTe 1.1 crateu 14.1 denepanbHoro 3akoHa ot 22 HosiO0ps 1995 rona
N 171-®3 "O rocyaapcTBEHHOM pPETYJIUPOBAHWHM IPOM3BOACTBA M 000pOTa JTHIIOBOTO CITHPTA,
QIKOTOJILHOM U CIUPTOCOJEpKAIIeH MPOAYKIMH W 00 OrpaHHYeHUH MOTpeONieHusT (pacIHTHs)
AJIKOT0JIbHOUM TpOoayKIuu'.

(. 7 BBeneH PenepasibHbIM 3aKk0HOM 0T 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPEACTB B TIPaXJaHCKUIL O0OOpPOT YIOJIHOMOYEHHOE JIHMIIO
IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIISIET IMOATBEPAKACHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeACTB TpeOOBAHUAM, YCTAHOBJIEHHBIM IIPU UX TOCYJAapCTBEHHOM PErMCTpalldU, M TapaHTHPYET, UTO
JICKAPCTBCHHLBIC CpCACTBA IPOU3BCACHBI B COOTBCTCTBHU C Tpe6OBaHI/I$IMI/I IpaBuJl Hannencameﬁ
IPOM3BOJICTBEHHOM MPAKTHUKH.

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

7. YTOIHOMOYEHHBIM JIMIIOM HPOM3BOAUTENS JIEKAPCTBEHHBIX CPENCTB SIBISETCS €ro pabOTHHK,
aTTECTOBAHHBIA B YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (heiepabHBIM OPTaHOM HCIOJHHUTEIBHOW BIIACTH
HOPSIKE U UMEIOLINH CTak pabOThl HE MEHEE YeM IIATh JIET B 00JIaCTH MPOM3BOACTBA U (MJIM) KOHTPOJIS
Ka4ecTBa JIEKAPCTBEHHBIX CPEJICTB, BHICIIEE 00pa30BaHUE COOTBETCTBEHHO IO OJHOI U3 CHENUAIILHOCTEN
U (WIM) OZTHOMY W3 HAIpaBJICHUH TOATOTOBKHU: OMOJIOTHS, OMOTEXHOIOTHS, BETEPUHAPHS, BETEPHHAPHO-
CaHMTapHasi JKCIEPTH3a, KIMHUYECKas MEIUIMHA, PpaJAHallMOHHAs, XUMHYecKas M OHoJIoruyeckas
3amuTa, papmanus, GyHIaMeHTaIbHasE MEIUIMHA, XMMUYECKast TEXHOIOTUSI, XMMHUSL.

(B pen. @enepanbHbix 3ak0HOB 0T 22.10.2014 N 313-®3; ot 02.08.2019 N 297-D3)
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

8. IlpousBoauTenu JIEKApCTBEHHBIX CPEACTB (3a HMCKIIOYEHHEM (hapMaIleBTUUECKONH CyOCTaHIIUN
CIIUPTa 3TUJIOBOrO (3TaHOJAa) MOTYT OCYILECTBIIATHh MPOJAXy JIEKAPCTBEHHBIX CPEJICTB WM INEpeaaBaTh
MX B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepanuu nopske:

(B pea. @exnepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM mpou3BOJUTENSIM JI€KApPCTBEHHBIX CPEJICTB AJIsi IPOU3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3anusaM ONTOBOM TOPrOBIIU JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeyHbIM OpraHMU3alMsIM, BETEPUHAPHBIM AaNTEYHBIM OpPraHMU3alUsIM, WHIAUBUAYAIbHBIM
peIPUHUMATESIM, UMEIONTUM JHUICH3UI0 Ha (DapMarleBTHUECKYIO AEATEeIbHOCTh WM JIMIEH3UI0 Ha
MEAMIMHCKYIO JeSTeNIbHOCTD;

4) Hay4YHO-HMCCIIEIOBATEILCKIM OPTaHU3allUsIM IS HAyYHO-HCCIIeI0BATEIbCKON PabOTHI;
5) MEIUIIMHCKUM OpPTaHU3allisIM M BETEPUHAPHBIM OpTaHU3AIHSIM;

6) opraHu3alvsiM HW HWHAWUBUAYAJIBHBIM TPCANTPUHUMATCIIAM, OCYHICCTBIIAIOIINM Ppa3BCIACHUC,
BBIpAIIMBAHNE W COJIEpP)KAHHWE JKUBOTHBIX (32 HCKIIOYCHHEM TMPOAAXKH UM (papMameBTHIECKUX
cyOCTaHIMI MU BX TIepeadn).

(. 6 B pen. DeaepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

9. TlpoumsBoamrenu QapMareBTUIECKOW CYOCTaHIIMM CHUpPTa S3TUJIOBOTO (dTaHONa) OOs3aHbI
OCYIIECTBIISATh peaju3anuio (repeaady B yCTaHOBJICHHOM 3aKOHOJATeNbCTBOM Poccuiickoit deneparuun
nopsinke)  (hapmareBTHUECKOH  CyOCTaHIIMM  CIHUPTa  AITHIOBOTO  (dTaHONA)  MPOU3BOJIUTEISIM
JIEKapCTBEHHBIX CPEJCTB ISl MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB, MPOU3BOIUTENSAM (M3TOTOBUTEIISIM)
MEAUIIMHCKIX U3IETHIA JJIsl IPOU3BOICTBA U U3TOTOBJICHHSI MEIUIIMHCKUX U3CIUI B EMKOCTSIX 00beMOM
He Oosiee 1 mutpa u (wnm) He menee 1000 TuTpoB, a opraHU3aNKsIM, YKa3aHHBIM B IYHKTax 3 - 5 yactu 8
HACTOSIILEH cTaThH, B Tape 0ObeMoM He Oojiee 1 muTpa.

(uactp 9 BBenena denepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3; B pen. denepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3)

10. Peammszamusa (mepemada B yCTAaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit ®Depepanmu
nopsinke) (hapMareBTHUECKONH CyOCTaHIIMM CIOHUPTa ATHIOBOTO (ITAaHONA) OpPTaHH3aIMsIM ONTOBOM
TOPTOBIIN JIEKAPCTBEHHBIMU CPEJICTBAMU HE JIOITYCKAETCH.

(uactb 10 BBenena PexnepanbHbIM 3akoHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku apmarieBTUIECKON CyOCTaHIIMHM CIUPTAa ATHJIOBOTO (9TAHOJIA) OCYIIECTBISIIOTCS C
coOnrofieHreM TpeOOBaHMI, YCTAaHOBIEHHBIX a03alleM 4YeTBepThIM myHKTa 3 cratbu 9 demepanbHOTO
3akoHa OT 22 HosAOps 1995 roma N 171-®3 "O rocymapCTBEHHOM pETYJIMPOBAHUU IMPOU3BOACTBA M
000poTa ATHIOBOTO CHHPTA, AJIKOTOJBRHOW M CHUPTOCOACpXKAIIed MPOAYKIMH M 00 OTrpaHHYCHUU
noTpeOaeHus (PacUTHsI) aTKOTOJILHON TPOTyKIIU".

(uactb 11 BBenena @enepanbHbM 3akoHOM OT 27.12.2019 N 481-D3)

Cratbsa 46. MapkupoBKa fekapCTBeHHbIX CPeAcTB

1. .HeKapCTBeHHLIe npenaparbl, 3a HCKIHOYCHUCM JICKAPCTBCHHLIX IMPCIapaToB, H3TOTOBJICHHBIX
AlITCYHBIMU  OpTraHHU3alusaIMHK, BETCPHUHAPHBIMHU AINTCUYHBIMHU OpraHu3alvusaIMH, HWHIAWBHUAYAJIbHBIMU
npeaAnpuHuMaTCiisiMyM, HWMCIOINIMMHU  JIMIICH3UIO Ha q)apMaueBTqucxon ACATCIBHOCTD, OOJIXKHBI
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

MOCTYTIaTh B OOpaIleHne, eCIu:

1) Ha uX NEpBUYHOM yNakOBKE (3a MCKJIIOYEHHEM IIEPBUYHOM YIAKOBKU JIEKapCTBEHHBIX
pacTUTENBHBIX MPENapaToB) XOPOIIO YUTAEMBIM IIPU(TOM HA PYyCCKOM S3bIKE YKa3aHbl HAMMEHOBAaHUE
JEKapCTBEHHOIO Ipemnapara (MEeXAyHapoJHOE HENAaTEeHTOBAHHOE, WM TIPYNIUPOBOYHOE, WIH
XMMHYECKOE, UM TOProBOE€ HAMMEHOBAHUE), HOMEP CEpUH, JaTa BhIIycKa (AJ1 UIMMYHOOMOJIOTHYECKUX
JIEKapCTBEHHBIX IPENapaToB), CPOK T'OJHOCTH, TO3UPOBKA WIM KOHLEHTpAIHs, 00beM, aKTUBHOCTH B
€IMHUIIAX EeHCTBHS WIHM KOJIMYECTBO J103;

(B pen. @enepanbubix 3ak0HOB 0T 11.10.2010 N 271-P3, ot 22.12.2014 N 429-03)

2) Ha WX BTOPUYHOU (MOTPEOUTEIHCKON) YIAKOBKE XOPOIIO YHTAEMBIM MIPHUPTOM HA PYCCKOM
S3bIKE yKa3aHbl HAUMEHOBAHME JICKAPCTBEHHOTO Mpemaparta (MEXIyHapOJHOE HEMAaTEHTOBAHHOE, WIIH
TPYNIUPOBOYHOE, WJIM XHMHYECKOE W TOProBO€ HAMMEHOBaHHUsS), HAaWMEHOBAHHE MPOU3BOIUTENS
JIEKapCTBEHHOTO Tperapara, HOMep CepuH, JaTa BBIMTycKa (IIsi UMMYyHOOHMOJIOTHYECKIX JIEKApCTBEHHBIX
[pernapaToB), HOMEpP PErucTPAllMOHHOTO YJIOCTOBEPEHMs, CPOK TOJHOCTH, CIOCOO0 MPUMEHEHHUS,
JO3UPOBKA WM KOHIIEHTpalus, 00BEM, aKTHBHOCTh B EJIMHHUIAX NEHUCTBUS JIMOO KOJIMYECTBO /103 B
yIaKoBKe, JIEKapCcTBEHHAas popMa, YCIOBUS OTITYCKa, YCIOBHS XpaHEHUS, IPEeypeAUTEIbHbIE HAAMHUCH.
(B pen. @enepanbubix 3ak0HOB 0T 11.10.2010 N 271-P3, ot 22.12.2014 N 429-03)

2. dapmaneBTHUECKUE CyOCTaHIIMU JOJDKHBI TIOCTYNaTh B OOpalleHwe, €Cld Ha MX MEePBHYHOU
YIaKOBKE XOPOIIIO YHUTAEMbIM MIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAaHHUE (hapMaleBTUIECKOM
cyOcTaHy (MEeXIyHapOIHOE HEIAaTeHTOBAaHHOE, WM TPYNIHUPOBOYHOE, WIM XUMHUYECKOE U TOPrOBOEC
HaMMEHOBAHUs1), HAMMEHOBAHHE MPOU3BOAUTENS (DapMalleBTHUECKONW CyOCTaHLIMU, HOMEp CepUH M JaTa
W3TOTOBJICHHSI, KOJIMYECTBO B YIIAKOBKE W €IWHUIIBI H3MEPEHHS KOJIMYECTBA, CPOK TOJHOCTH M YCIOBHS
XpaHEHHUs.

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

3. JIekapcTBEHHBIE CPEICTBA B KAYECTBE CHIBOPOTOK JOJDKHBI ITOCTYNATh B OOpAIEHNE C YKa3aHUEM
’KMBOTHOT'0, U3 KPOBH, IJIA3Mbl KDOBH, OPTaHOB U TKaHEH KOTOPOTO OHU MOJTyUYEHBI.

4. Ha BTOpu4HYIO (IOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJNICTB, MOJYYCHHBIX U3 KPOBH,
IJ1a3Mbl KPOBHM, OPTAHOB M TKaHEH YeJIOBEKA, JOJIKHA HAHOCUThCS Haanuch: "Anturena k BUY-1, BUY-
2, k BUpycy renatuta C 1 IOBEpXHOCTHBIN aHTUI'€H BUpyca renatura B otcyrcTByroT".

5. Ha  mepBuunyro VIOAKOBKY W BTOPHUYHYIO (MOTpPeOUTENHCKYIO) YIaKOBKY
panuodapmalieBTHIECKUX JIEKApPCTBEHHBIX CPECTB JOKEH HAHOCUTHCS 3HAK PAJMAIlMOHHON OMAaCHOCTH.

6. Ha BropuuHyr (MOTpeOUTETHCKYI0) YIAKOBKY TOMEOTATHYECKUX JICKAPCTBEHHBIX IPENapaToB
IOJKHA HAHOCUTHCS HaAMmuCh: "I 'oMeonaTuueckuii”.

7. Ha BTOpHYHYyIO (IOTpEOMTENbCKYIO) YINAKOBKY JICKAPCTBEHHBIX PACTUTENBHBIX IpEnapaToB
JI0JIKHA HAHOCHUTHCA Haanuch: "[Ipoaykius npouuia paaualioHHbIA KOHTPOJIb'.

8. Ha mnepBuuHyio ymakoBKy (eciyd Il 3TOTO CYIIECTBYET TEXHHYECKass BO3MOXKHOCTH) H
BTOPUYHYI0 (TIOTPEOUTENHCKYI0) VYIAKOBKY JIEKAPCTBEHHBIX MPENaparoB, MPEAHA3HAUYCHHBIX IS
KIMHUYECKUX MCCIIeIOBaHMH, JOKHA HAHOCUTHCS HAAMUCK: " {71 KIMHMYECKUX UCCIeA0BaHuM".

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-D3)

9. VYmnakoBka JICKAPCTBCHHBIX CPCACTB, IMNPEAHASHAYCHHBIX HCKIIIOYHUTCIBHO [JIA JOKCIIOPTa,
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

MapKUPYETCsl B COOTBETCTBUHU C TPEOOBAHUSAMHU CTPAHBI-UMIIOPTEPA.

10. Ha TtpaHcnopTHyio Tapy, KOTOpas He MpeJHa3HauyeHa JyId MoTpeduTeneii M B KOTOPYIO
MIOMEIIIEHO JIEKAPCTBEHHOE CPEJICTBO, JOJDKHA HAHOCUThCA HMH(OpManus O HAUMEHOBAaHUM, CEpPHU
JIEKApCTBEHHOT'O CPEJICTBA, JaTe€ BBIMYCKA, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENBCKUX) YMAKOBOK
JIEKapCTBEHHOTO CPENCTBA, NMPOU3BOAUTENE JIEKAPCTBEHHOTO CPEICTBA C YKa3aHMEM HAMMEHOBAaHUA H
MECTOHAXO0XICHUS TIPOU3BOJUTENS JIEKAPCTBEHHOTO CPEICTBA (apec, B TOM YHCIe CTpaHa U (WIN) MECTO
IPOM3BOJICTBA JIEKAPCTBEHHOI'O CPE/ICTBA), a TAKXKE O CPOKE T'OJHOCTHU JIEKAPCTBEHHOI'O CPEACTBA U 00
YCIOBHSAX €r0 XpaHEHUs U MEPEeBO3KU, HEOOXOAUMBIE MPEaYyNpeTUTeNbHbIC HAAMCH U MaHUITYISITOPHbIE
3HAKH.

11. Ha nepBHYHYIO YNakOBKY M BTOPUYHYIO (ITOTPEOMTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX
CPEACTB Il BETEPHUHAPHOIO IPUMEHEHUS JOJDKHA HAHOCUThCA Haamuch: "Jns BeTepuHapHOTro
puUMeHeHus".

12. Ha BrOpuuHyt (TIOTPEOUTENBCKYIO) VYIAKOBKY JIEKapPCTBEHHOTO TIperapaTta HAHOCHUTCS
LITPUXOBOU KOJ.

Nnasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUUCKYIO ®EAEPALMIO N BbIBO3 JIEKAPCTBEHHbIX CPELCTB
U3 POCCUUCKON ®EOEPALIUN
(B pen. deaepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 47. Nopsanok BBO3a nekapcTBeHHbIX cpeacTB B Poccunckyro Pepepaumio n
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauun
(B pen. ®enepansroro 3akona ot 06.12.2011 N 409-D3)

1. BBo3 nekapcTBeHHbIX cpeiactB B Poccuiickyro ®enepanuto OCYHIECTBISIETCS B IOPSJIKE,
ycraHoBiieHHOM [IpaBurensctBom Poccuiickonn ®enepanuu, B COOTBETCTBUM € TaMOXEHHBIM
3aKOHOJIATEILCTBOM TamokeHHOTO coro3a B pamkax EBpA3DC (manee - TaMoXeHHBIH CO03) M (UJIH)
3aKoHoarenscTBOM Pocculickor denepany 0 TaMOXKEHHOM JIEI€.

(B pen. ®enepanpuoro 3akona ot 06.12.2011 N 409-D3)

Koncynprantlliotoc: npumeuanue.
Jo 31.12.2023 poccuiiCKUM MPOU3BOJUTENSM PA3PEIICHO B YBEIOMUTEIBHOM IOPSAKE BBO3UTH HE
BHECEHHBIE B peecTp (apMaleBTUUYECKUe CYOCTAaHIMM Uil BETEPUHAPHOTO NPUMEHEHHs JUIs

MIPOU3BOJCTBA 3aPETUCTPUPOBAHHBIX JieKapcTBeHHBIX cpeacTB (IlocranoBnenue IlpaButensctBa PO
ot 12.03.2022 N 353).

2. BBosumble B Poccuiickyro ®enepannio JIEKapCTBEHHbIE CPEACTBA JIOKHBI COJIEPKATHCS B
roCy/1apCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEJICTB.
(B pen. @enepanbubix 3aKk0HOB 0T 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)

3. Jonyckaercs BB03 B Poccuiickyro ®enepanuio KOHKPETHOM MapTUH 3apeTMCTPUPOBAHHBIX U
(umM) HEe3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, IpEJHA3HAYEHHBIX JUIl IPOBEIECHHUS
KIIMHHUYCCKHUX I/ICCJICI[OBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIIapaToB, MHPOBCACHUA ISKCICPTU3LI JICKAPCTBCHHBIX
CPEICTB ISl OCYLIECTBICHHUS TOCYAAapCTBEHHOW PETrHMCTpalMM JIEKapCTBEHHBIX MPENapaToB WIH JUIS
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

OKa3aHWs MEIUITMHCKOW IMOMOIIM IO KM3HEHHBIM IMOKa3aHUSAM KOHKPETHOTO IMallMeHTa Ha OCHOBAaHWU
pa3pemeHH;1, BBIJAHHOI'O yHOJ’IHOMO‘IeHHLIM q)ez[epaﬂbelM OpI‘aHOM HCHOHHHTGHBHOﬁ BJIaCTU 110
3asBJICHUSM JIMII, YKa3aHHBIX B cTaThe 48 Hacrosmero denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3ad4BICHUS W IIPUHATHE pEUICHUS O BblJA4Y€ paspelleHus Ha BBO3 KOHKPETHOM IapTUH
3apErUCTPUPOBAHHBIX U (WJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB, MPEIHASHAUYCHHBIX IS
HpOBG[[GHI/ISI KIIMHUYCCKUX I/ICCJIGILOBaHI/Iﬁ HeKapCTBeHHI:IX npenapaTOB, HpOBGI[eHI/ISI 3KCHepTI/I3BI
JIEKapCTBEHHBIX CPEJACTB JUISI OCYIIECTBICHHUS TOCYJIApCTBEHHON PEruCTpaliuyd JICKApPCTBEHHBIX
HpenapaTOB I JId OKa3aHUsA MGILPILII/IHCKOP'I IIOMOIIIN II0 XHU3HCHHBLIM IIOKA3aHUAM KOHKpCTHOI‘O
nanyenTa Jm0o 00 OTKa3e B BbIJaue YKa3aHHOTO pa3pelieHus MTPOU3BOIATCS B CPOK, HE MPEBBIIIAFOIIHI
AT pabounx aHeld. [1nara 3a Beigauy yKa3aHHOTO pa3pelieHusi He B3UMaeTcsl.

(B pen. ®enepanpuoro 3akona ot 06.12.2011 N 409-D3)

Koncynbrantllntoc: npumeuanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiy (D3 ot 27.12.2019 N 475-D3).

3.1. Homyckaetcst BBo3 B Poccuiickyto denepannio KOHKPETHON MApTHUH HE3aPETUCTPUPOBAHHBIX
JIEKApCTBEHHBIX MPENapaToB, COJAEPKAIMX HAPKOTHUECKHE CPEJICTBA WJIM ICUXOTPOIIHBIE BELIECTBA, B
nopsake, ycraHoBieHHOM IIpaButensctBoM Poccuiickonn ®denepauuu, s OKa3aHUS MEIULHUHCKOU
MIOMOILY MO >KMU3HEHHBIM IOKa3aHUSAM KOHKPETHOTO IMalMEeHTa WIM TPyNIbl NAUEHTOB B CIIy4ae, e€Ciu
UMEETCsl pelleHHe BpauyeOHOM KOMHCCHMU MEIMIMHCKOW OpraHu3aluu o Hed()(HEKTUBHOCTH WIIH
HEBO3MOKHOCTH NPHUMEHEHHS] Y KOHKPETHOI'O IAlMEHTa WHBIX 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenapaToB, B TOM YHCIE COJCPKAIIUX APYTHe NEHCTBYIOIIME BEIIECTBAa, U O HEOOXOIUMOCTH BBO3a
ONPENIETICHHOI0 HE3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOT'O MIpenapara ¢ yKa3aHueM €ro M IyHapOJHOTO
HEMaTeHTOBAaHHOTO (WM XMMHYECKOTO, WJIM TPYNIHPOBOYHOTO) HAWMEHOBAHUS, (OPMBI BBITyCKa H
KonuuecTBa. llepeyenb 3ab0seBaHU M COCTOSHUN W COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpPENapaToB,
CoZIepKaIIMX HAPKOTHYECKHUE CPEACTBA U IICUXOTPOIIHBIE BEIIECTBA, B LIEISAX OCYILECTBICHUS UX BBO3A B
COOTBETCTBUM C TpPEOOBAHMUSAMU HACTOSILEH YacTU YTBEP)KIAeTCS YIMOJHOMOYEHHBIM (eaepaabHbIM
OpPraHOM HMCIIOJHUTEIbHOU BIIACTH.

(dactp 3.1 BBeaeHa denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3)

3.2. 1o 31 nexabps 2024 roma momyckaroTcs BBO3 Ha Tepputopuio Poccuiickoit ®@enepauuu u
obpamenue B Poccuiickoit denepanuui ¢ y4eToM OCOOCHHOCTEH, yCTaHOBJICHHBIX IIpaBHUTETHCTBOM
Poccuiickoii ®@enepaunu, 3aperMCTPUPOBAHHBIX JICKAPCTBEHHBIX IMIPENApPAaTOB Uil MEOULIMHCKOIO
MPUMEHEHUs B YIaKOBKaX, MpeJHa3HAYCHHBIX Ui oOpallleHus B MHOCTPAHHBIX TOCyIapCcTBax, B clyyae
nedeKTyphl JIEKapCTBEHHBIX IPENapaTOB WM pPHCKA €€ BO3HUKHOBEHUS B CBS3H C BBEICHHEM B
oTHoweHun Poccuiickoin denepanuu OrpaHUUYUTENIBHBIX MEP 3KOHOMHUUYECKOrO XapakTepa IpH YCIOBUU
COOTBETCTBUSl BBO3MMBIX JICKAPCTBEHHBIX TIpEMaparoB TPeOOBAaHUSM, YCTAaHOBIEHHBIM TIPU WX
PErUCTpallvy, 3a UCKIIOYEHHEM TpeOOBaHUN K NMEPBUYHOM YIMaKOBKE, BTOPUYHOH (HOTPEeOUTENbCKOM)
VIOAKOBKE, a TakKe MpH HAIMYAM HA BTOPUYHON (TOTPEOUTEIIbCKOW) YIAKOBKE JIEKAPCTBEHHBIX
[penapaToB, HAXOJAIIUXCS B OOpallleHWH, CaMOKIIEAIIeCs 3TUKETKH, coiepxaiieid HHpOpMaluio o
JIEKApCTBEHHOM IIpernapare Ha pyCCKOM SI3bIKE.

(actp 3.2 BBenena denepanbHbIM 3aKk0HOM OT 26.03.2022 N 64-D3; B pen. denepanpbHOro 3akoHa oT
19.12.2022 N 519-®3)

4. B Poccuiickyro denepanuito MOXKHO BBO3UTH JIEKAPCTBEHHBIE CPEICTBA, KAYECTBO KOTOPBIX
MOJNTBEPKICHO  CePTH(PUKATOM  MPOW3BOAUTENSI  JIGKAPCTBEHHBIX  CPEICTB,  YIOCTOBEPSIFOIINM
COOTBETCTBUE BBO3MMBIX JIEKAPCTBEHHBIX CPE/ICTB TPeOOBAHUAM (hapMaKOIEHHBIX cTaTell 1100 B ciyyae
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

UX OTCYTCTBUSI HOPMAaTHUBHOM JTOKYMEHTALMU WJIM HOPMAaTUBHOI'O JIOKYMEHTA.
(B pea. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

5. 3ampemtaercst BBo3 B Poccuiickyro deneparuto dhambcuUIMpOBaHHBIX JEKAPCTBEHHBIX CPEJNICTB,
He100pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB.
(B pen. ®enepansuoro 3akona ot 06.12.2011 N 409-D3)

6. QanbcuUIMPOBAHHBIE JIEKAPCTBEHHBIE CPEICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBCHHBIE
CpEACTBA MOMJIEKAT UIBATHIO U MOCIIEIYIONIEMY YHUUYTOKEHHUIO WM BbIBO3Y M3 Poccuiickoit @eaepanuu,
KOHTpa(aKTHBIE JICKAPCTBEHHBIC CPE/ICTBA - MU3BATHIO U MOCICIYIONIEMY YHHYTOXEHUIO. Y HHUTOKEHUE
win  BeIBO3 u3  Poccmiickoit  ®eneparuu  GanbCUUIUPOBAHHBIX  JICKAPCTBEHHBIX  CPEJCTB,
HETOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB, KOHTpPA(aKTHBIX  JIEKAPCTBEHHBIX  CPENICTB
OCYIIECTBIISIETCS 3@ CYET JIMIA, OCYIIECTBUBIIETO0 HX BBO3. [lOpANOK YHHYTOXKEHHUS M3BITHIX
banbcupUIUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEJOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpadaKTHBIX JICKAPCTBEHHBIX CPEACTB ycTaHaBiuBaeTcs [IpaBurenscTBoM Poccutickoit Deaepanmm.
(B pea. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluma, ocymecTtBistomue BBo3 B Poccuiickyro  ®enepanuio  dambCcuUIMPOBAHHBIX
JICKapCTBEHHBIX  CPEICTB, HENOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEICTB, KOHTpa(aKTHBIX
JIEKAPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C TAMOXKEHHBIM 3aKOHOJATEIbCTBOM
Tamo>keHHOT0 cOr03a U (WIK) 3aKOHOaTeNbCTBOM Poccuiickoit deaepanniv 0 TaMOXKEHHOM JIeTI€.

(B pen. ®enepanvhoro 3akona ot 06.12.2011 N 409-D3)

8. BrIBO3 jekapcTBeHHBIX cpeAcTB U3 Poccuiickoit dexepannu ocymecTBiseTcst 0e3 MpUMEHEeHHUs
OTpaHMYEHUI, YCTAaHOBJIEHHBIX TaMOXXEHHBIM 3aKOHOJATENLCTBOM TaMOXXEHHOTO coro3a H  (WiH)
3aKoHOonaTenbCcTBOM Poccuiickoit denepanii 0 roCcyJapCTBEHHOM PETYJIMPOBAHUM BHELIHETOPTrOBOU
JIeATEIbHOCTH.

(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-P3, ot 25.11.2013 N 317-D3, ot 22.12.2014 N 429-
®3)

9. Brox B rpaxkaaHCKuii 00OpOT JIEKAPCTBEHHBIX MPEMapaToB Jsi MEIUIIMHCKOTO TpPUMEHEHUS,
BBe3eHHBIX B Poccuiickyto @eneparuio, OCymecTBISIETCS ¢ COOM0IEHEeM TPEOOBaHM, YCTAaHOBICHHBIX
cratheit 52.1 nHactosmero denepanbHOro 3aKoHa.

(dactpb 9 BBeneHna denepanbHbIM 3aK0HOM OT 28.11.2018 N 449-D3)

Koncynprantllntoc: npumeyanue.
C 01.09.2023 ct. 47 nononusercs 4. 10 (D3 ot 02.07.2021 N 317-03). Cm. Oyayiiyro pelakiuio.

Cratbs 48. lOpnanyeckue nuua, KOTOpPbIM pa3pellueH BBO3 NeKapCTBEHHbIX CPeAcTB
B Poccuickyro ®epepauuio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHbIE cpencTBa B Poccuiickyro denepanuo MOryT BBO3UTS:
(B pen. @enepanproro 3akona ot 06.12.2011 N 409-D3)

1) nDpou3BOAMTENM JIEKAPCTBEHHBIX CPEACTB JUIsl Leled COOCTBEHHOrO  IPOM3BOJICTBA
JIEKapCTBEHHBIX CPE/CTB;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

2) WHOCTpaHHble pPa3pabOTYUKU JIEKAPCTBEHHBIX CPEICTB M HWHOCTPAHHbBIE MPOU3BOIUTENN
JIEKApCTBEHHBIX CPEJCTB WIIH JAPYTHe IOPUANYECKHE JIUIA 110 TOPYUYEHUIO pa3paboTunKa JeKapCTBEHHOTO
CpelCcTBa JUIsl MPOBEIACHHS KIMHUYECKUX MCCIeOBAaHUMN JIEKapCTBEHHOTO IpernapaTra, OCYIIECTBICHUS
rOCYJapCTBEHHON  perucTpanuy  JISKapCTBEHHOTO — Iperapara, BKIIOYEHHs  (apMaleBTUYECKOMH
cyOCTaHIIMM B TOCYAapCTBEHHBIA PEecTp JIEKAPCTBEHHBIX CPEJICTB, KOHTPOJISI KayecTBa JIEKapCTBEHHBIX
CPEZCTB MPH HATMYUH pa3pelIeHHs YIOJIHOMOYEHHOTo (peepaibHOr0 OpraHa MCIOJHUTEIbHOMN BIIACTH
Ha BBO3 KOHKPETHOMN MapTHH JIEKAPCTBEHHBIX CPECTB;

3) opraHu3any ONTOBOM TOPTOBIJIM JEKAPCTBEHHBIMU CPEACTBAMY;

4) HaydyHO-UCCIIENOBATEIbCKUE OpTaHU3aIlH, O0pa3oBaTeNbHbIC OpPTaHU3AIlMH  BBICIIETO
00pa3oBaHMs, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB s pa3pabOTKH, HCCIEIOBaHWMA, KOHTPOJI
0e30macHOCTH, KadecTBa, J(PPEKTUBHOCTH JICKAPCTBEHHBIX CpPEACTB MPH HAIWYHAW pPa3peIIeHHs
YIOOJIHOMOUYCHHOT'O (be,uepaJILHoro opraHa HUCIOJIHUTEIBHOMU BJIaCTH,

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

5) MEIUIIMHCKUE OpraHU3aliy, UHbIE YKa3aHHbIE B IIYHKTaX | - 4 HacTOsIIENH CTaTby OpraHu3aluu
JUISL OKa3aHMs MEIULIUHCKON TIOMOIIH I10 KU3HEHHBIM [TOKA3aHUSAM KOHKPETHOTO MALMEHTa IIPU HAJTUYHAN
paspelIeHusl YIoJHOMOUYEHHOTO (eiepaIbHOr0 OpraHa MCIOJHHUTENIbHON BIIACTH HAa BBO3 KOHKPETHOM
NapTUM JIEKAPCTBEHHOrO IMpernapaTa, BBIAAHHOTO B YCTAHOBJIEHHOM IOpAIKe B (OpME 3JIEKTPOHHOTO
JIOKYMEHTA, TOANMCAaHHOTO YCHJICHHON KBATH(DUIIUPOBAHHOM 3JIE€KTPOHHON MOIHCHIO;
(B pen. ®enepanpHoro 3akona ot 12.03.2014 N 33-03)

Koncynprantllmtoc: npumeyanue.
C 01.01.2024 1. 6 ct. 48 yrpauusaet cuiy (D3 ot 27.12.2019 N 475-D3).

6) rocyJapCTBEHHBIC YHUTAPHBIC MPEANPUATUS, UMYIIECTBO KOTOPBIX HAXOIUTCS B (efepanbHON
cobctBeHHOCTH, ompenensembie [IpaBurensctBoM Poccuiickoit ®enepanuu, B YacTH BBO3a B
Poccuiickyro  ®enepanuio  HE3apETHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPEMAPATOB,  COAEPKAIIMX
HAapKOTHYECKHUE CPEIICTBA WM IICUXOTPOITHBIC BEIIECTBA, IS OKa3aHUS MEAMIIMHCKON ITOMOIIM 10
JKU3HEHHBIM MOKA3aHHUSAM KOHKPETHOTO MallMEeHTa WIKM TPyl MAIMEHTOB B COOTBETCTBUU C YacThio 3.1
crateu 47 Hacrosero deaepanbHOTO 3aKOHA.

(1. 6 BBeieH PenepasibHbIM 3aKk0HOM 0T 27.12.2019 N 475-03)

Cratba 49. [loKyMeHTbl, npeacTtaBnsieMble B TaMOXeHHble opraHbl Poccuinckomn
denepauum nNpu BBO3e fieKapCTBEHHbIX cpeacTB B Poccumckyro Penepaumio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Tlpu BBO3e nekapcTBeHHbIX cpeAcTB B Poccuiickyto denepannio B TaMOXEHHbIE OpraHbl
Poccuiickoii ®enepauun HapsLy C JOKYMEHTaMH, MPEICTaBICHHE KOTOPBIX IPEILyCMOTPEHO
TaMOKCHHBIM 3aKOHOJIaTEJILCTBOM TaMOXKEHHOTO coro3a M (WMJIM) 3aKOHOJIATEIhCTBOM Poccuiickoi
Denepanuy 0 TAMOKEHHOM JIEJIE, IPEACTABIAIOTCS CIELYIOIINE JOKYMEHTBI:

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

1) ceprudukaT NUPOU3BOAUTENS JICKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIIOLIMHA COOTBETCTBUE
BBO3UMOI'O JIEKAPCTBEHHOTO CpencTBa TpeboBaHMAM (apMakomeiHoil craTtbi OO B cllydae ee
OTCYTCTBHSI HOPMATHBHOMN TOKyMEHTAIIU¥ WJIX HOPMAaTUBHOTO JOKYMEHTA;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

2) paspelieHHe YIOJHOMOYEHHOTO (heepalbHOr0 OpraHa HCIOJHUTENIBHOW BJIACTH Ha BBO3
KOHKPETHOM MapTUH JIEKAPCTBEHHOI'O CPEJICTBAa B CIydyasX, YCTAaHOBJIEHHBIX YacTbio 3 crateu 47
HacTosnero denepanbHOro 3aKoHa.

2. JlokyMeHThI, yKa3aHHble B IyHKTax | v 2 yactu 1 HaAcTOsIIEW CTaTbH, MPEACTaBISIOTCS B
TaMOXeHHBIe opranbl Poccuiickoit denepanuu npu NpUOBITHH JICKAPCTBEHHBIX CPEACTB B Poccuiickyto
®denepanuro.

(B pen. ®enepanvhoro 3akona ot 06.12.2011 N 409-D3)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuinckyio ®depepauuto ans
JINYHOrO UCMOJNIb30BaHUA U UHbIX HEKOMMEPYECKUX Lesier, a Takke ANA UCNoNb30BaHUSA
Ha TeppUTOpPUN MeXAYHapPOAHOro MeAULMHCKOro Knacrepa
(B pen. @enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N_160-D3)

1. JlekapcTBeHHBIE TpenapaTsl MOryT ObITb BBe3eHbl B Poccuiickyro ®epepammio 6e3 ydera
TpeOOBaHM, IPETyCMOTPEHHBIX YacTsaMu | - 4 ctateu 47, cTathsamu 48 u 49 Hacrosmero deaeparbHOTO
3aKOHAa, €CJIM OHM IIPEIHA3HAYEHBI JUIS:

(B pen. ®enepanpuoro 3akona ot 06.12.2011 N 409-D3)

1) MUYHOTO WCTHONB30BaHUS (PU3MYECKUMH JHUIlamMu, TpuOsBIIMMUA B Poccuiickyro denepanuto.
IIpu »Tom BBO3 B Poccuiickyro Denepanuio JEKapCTBEHHBIX MPENapaToB, COAECPKAIIMX
CWJIBHONCUCTBYIOIIME W (WUJM) SJIOBUTHIE BEIECTBA, BKIIOUYEHHBbIE COOTBETCTBEHHO B CIIHMCOK
CUJIBHOJICUCTBYIOIIUX BEIIECTB JJIS LIEJEH YroJIOBHOrO 3akoHojaTenbcTBa Poccuiickoit denepanuu U B
CIMCOK SIIOBUTBHIX BEIIECTB I LEJEH YrOJIOBHOTO 3aKoHoaaresnbcTBa Poccuiickonn denepanuu,
yTBepkeHHbIe [IpaBurensctBoM Poccuiickoilt deaepanuu, OCynecTBISICTCS MPU HATMYUKM JOKYMEHTOB
(3aBEpEHHBIX KOMHUI JOKYMEHTOB WJIM 3aBEPEHHBIX BBIUCOK M3 HUX), MOATBEPXKIAIOIIMX Ha3HAUYCHHE
busznyeckoMy JMIy YKa3aHHBIX JIEKAapCTBEHHBIX MpEnaparoB (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX
IIpenaparoB, 3aperucTpupoBaHHbiXx B Poccuiickoir ®denepanuun M OTIyCKaeMblx B Poccuiickoit
®enepanuu 0e3 pelenTa Ha JeKapcTBEHHBINH npenapar). [lonTepkaaroniye J0KyMeHTbI (MX 3aBEpEHHbIE
KOIWU WX 3aBEPEHHBIEC BBIMUCKU U3 HUX) JOJDKHBI COAEPKATh CBEACHUS O HAMMEHOBAHUU M KOJIMYECTBE
HA3HAYEHHOT'0 JIEKapCTBEHHOro TMpemnapara. B ciydae, ecnu MNOATBEp)KAArOIIME JOKYMEHTHI (MX
3aBEpPEHHBIC KOMUU WM 3aBEPEHHBbIE BBIMUCKU W3 HUX) COCTaBJIEHbl HA MHOCTPAHHOM SI3bIKE, K HUM
MIPUJIAraeTCsl HOTApUAJIBHO 3aBEPEHHBIN NIEPEBOJ HA PYCCKUU SA3BIK;
(m. 1 B pen. @enepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) HCIONB30BaHMA  pPAOOTHMKAMM — JUIUIOMATUYECKOTO  KOpIyca WIM  MPEICTaBUTENSAMU
MEXIYHAPOAHBIX OpraHU3alui, aKKpeIUTOBaHHBIX B Poccuiickoit Penepanny;

3) nedyeHHs NAcCaXXMpPOB M WIEHOB SKMUIIAXKEH TPAaHCIOPTHBIX CPEACTB, MOE3AHBIX Opurax u
BOJIUTENEH TPAaHCIIOPTHBIX CPECTB, NpUOBIBIINX B Poccuiickyto deneparmio;
(B pen. ®enepanpuoro 3akona ot 06.12.2011 N 409-D3)

4) neueHus: yYaCTHUKOB MEKIYHApPOJIHBIX KYJBTYpPHBIX, CIIOPTUBHBIX MEPONPUATHI U y4aCTHUKOB
MEXIyHapOJHBIX JKCIIECIULINN;

5) JeyeHUsT KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cafax, IUpKaxX, OKeaHapuymax,
nenb(GUHAPUAX, JICUCHUS IWKUX >KHUBOTHBIX, IMOCTOSHHO WJIM BPEMEHHO HACEISIONMIUX TEPPUTOPHIO
Poccuiickoii ®eneparuy, HaXOIANIMXCS B COCTOSHUU E€CTECTBEHHON CBOOOABI M TPUHAJICKAIIUX K
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BHJIaM, 3aHeceHHBIM B KpacHyro kuury Poccuiickoit denepanuu u (MiIM) KpacHbIe KHUTH CyOBEKTOB
Poccuiickoii denepanuu, a TakkKe >KUBOTHBIX, BBO3UMBIX B Poccuiickyro Penepauuio Ui y4acTus B
CIIOPTHUBHBIX U 3PEJMILHBIX MEPONPUATHIX;

(B pen. @enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) MCIIOIB30BaHMS HA TEPPUTOPUH MEXKTYHAPOJHOTO MEIUIIMHCKOTO KIIacTepa.
(1. 6 BBeneH PenepasibHbIM 3aKk0HOM OT 29.06.2015 N 160-D3)

2. B ciyyasix, npeayCMOTPEHHBIX YacTblO0 | HACTOAIIEH CTaThbH, OMyCKAeTCs BBO3 B Poccuiickyto
®Denepanuio JIEKapCTBEHHBIX MIPENapaToB, HE 3aperucTpUpoBaHHbIX B Poccuiickon denepanyu.
(B pen. ®enepanpuoro 3akona ot 06.12.2011 N 409-D3)

3. JlexkapcTBEHHBIE Mpenaparsl, IpeIHa3HauYeHHbIE JJI1 T'yMaHUTapHON MOMOIIM (COASHCTBUS) WU
MOMOIIM TIPU YPE3BBIYAMHBIX CUTyalMsX, BBO3ITCS B Poccuiickyro ®enepannio B MOPSIKE,
ycraHoBiaeHHOM IIpaBurensctBoMm Poccuiickoit ®enepanuu. 3ampemaercss BBo3 B Pocculickyro
@denepanvio  HE3apPETUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  IpeMapaToB,  MpeAHA3HAUYEHHBIX IS
TYMaHHUTapHOM MOMOIIHM (COASUCTBUS) WIM TOMOILM TP YPE3BBIYANHBIX CUTYAIUSX.

(B pen. ®enepanpuoro 3akona ot 06.12.2011 N 409-D3)

Cratba 51. CoTpyaHu4yecTBO henepanbHOro opraHa WUCMNOSIHUTENbHOM BRAacTHU,
YNOJSIHOMOYEHHOro B 00NnacTM TaMOXEHHOro pena, UM ApYyrux YnoJIHOMOYEHHbIX
denepanbHbIX OpraHOB UCMOJNTHUTENBLHOW BNacTu

1. VYmomHomodeHHBIE (enepanbHble OpPraHbl HCIOJHUTEIBHOM BIIACTH TPEJOCTABISIOT B
pacrnopsbkeHrue (eaepaabHOrO0 OpraHa WCIOJMHHUTEIHHOW BIACTH, YIOJTHOMOYEHHOTO B 001acTu
TaMOXEHHOTO JIeJIa, TOCYJIApCTBEHHBIN pEecTp JIEKApCTBEHHBIX CPEACTB, a TaKXke HH(opMaIuoo o
BBIJJAHHBIX pa3pelICHUSAX Ha BBO3 KOHKPETHOM IIAPTUM JICKAPCTBEHHBIX CPEICTB B  CIydasx,
YCTaHOBJICHHBIX YacThl0 3 cTaThu 47 HacTosiero GeaepaibHOro 3aKoHa.

2. denepanbHBIA OpraH HMCIOTHUTEIBHOW BIIACTH, YIIOJHOMOYEHHBIH B OOJIACTH TaMOXEHHOTO
nena, "HGOpMUPYET yKa3aHHbIE B YAaCTH | HACTOAILIEH CTaTbU YHOJHOMOYEHHBIE (eiepalibHble OpraHbl
UCIIOJIHUTEIILHOM BIIACTH O BBO3€ JIEKAPCTBEHHBIX CpelacTB B Poccuiickyro denepanuio U BbIBO3E
JIEKapCTBEHHBIX cpencTB U3 Poccmiickoit denepanuu 1mo ¢GopMe W B MOPSJIKE, KOTOPHIE YCTAHOBJICHBI
IIpaBurenscTtBOM Poccuiickoit @enepanyu.

(B pen. ®enepanvhoro 3akona ot 06.12.2011 N 409-D3)

Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTDb
CraTtbs 52. OcywecTBneHue cpapmaLeBTUYECKON AeATEeNIbHOCTHU

1. dapmameBTuveckas ACATEIBHOCTh OCYIIECTBIISICTCS OpPTaHM3AalUSMH ONTOBOH TOPTOBIH
JIEKapCTBEHHBIMU  CPEICTBAMH,  aNTCYHBIMU  OpPTaHM3AIMSIME,  BETEPHHAPHBIMU  ANTEUHBIMH
OpraHW3aIlMsIMKA,  WHIUBUAYAJTBHBIMH  MPEIIPUHUMATEISIMHY, UMCIOIUMH  JIMIEH3UI0  Ha
(bapMaleBTUYECKYI0 AESITeIbHOCTh, MEAMIMHCKAUMH OPTraHU3alUsMH, HWMCIOIMIMMH JUICH3UIO Ha
(dapMaleBTUYECKyI0 ACSATEIBbHOCTh, M HX OO0OCOOJICHHBIMU TOJpa3JeeHUsIMU  (aMOyJIaTOpHsIMHU,
denpamepckuMu M (QeIbAIIEPCKO-aKyILIEPCKUMU  IIYHKTaMH, HEHTpaMHu (OTAETICHUsSMHU) OOIIei
BpayeOHON (CEeMEWHOW) MPaKTHKH), PACIOJIOKEHHBIMH B CEJIIBCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNT€YHBIE OpPTaHM3AINH, U BETEPUHAPHBIMH OPTaHU3AIMSAMU, UMEIONINMHE JIUIEH3UI0 Ha
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JoKyMeHT npeaocTassieH KoHcynbTaHTaoc
DaTa coxpaHeHus: 10.07.2023

(apMaleBTUYECKYIO JESITENbHOCTb.
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

Koncynprantlntoc: nmpumedanue.

Y. 2 c1. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacTu aKKpEeIUTALUH CIICIIMAIMCTOB C BBICIITUM HIIHA
CpPEIHHM BETEPUHAPHBIM OO0pa30BaHUWEM, OCYIIECTBISIOMNX (hapMaIleBTUIECKYIO IesATEIbHOCTD,
npumensercsa ¢ 01.03.2026. CeptudukaTtsl TakuM Tuiiam BblarTesd mo 28.02.2026 u OeHcTBYIOT He
Oozee 5 ner.

2. Ou3MyYecKue JMIa MOTYT OCYHIECTBIATH (PapMaleBTUUECKYIO AEATEIBHOCTh NP HAIWYUU
BBICHIIETO MWJIM CpeIHEero (QapMmaleBTHYeCKOro o0pa3oBaHMs M cepTudUKaTa clenuanucra Jaubo
NPOMICHHON AaKKpeAWTAIlMH CHEIHMAINCTa, BBICIIETO WIM CPEAHEr0 BETEPHHAPHOTO 0O0pa3oBaHUs H
cepTuduKaTa crenuanucra Ju00 NPOWIEHHOM aKKpeIUTAalUU CHELMANINCTa, a TAKXKE BBICHIETO WIIH
CPEIHEr0 METUIIMHCKOTO 00pa3oBaHUs, cepTH(]UKaTa creruagiucTa Ju00 MpOHIeHHON aKKpeAUTaIlH
CHELMAINCTa U JIOTOJIHUTEIBHOIO NPO(PECcCCHOHAIbHOTO O0pa30BaHMs B YacTU PO3HUYHOH TOPrOBIM
JICKapCTBEHHBIMM TIpenapaTaMud Ul MEIUIMHCKOTO TPHUMEHEHHs TpH YCIOBUM HUX pabOTHl B
000CO0JIEHHBIX NOAPA3eNCHUIX MEIUIIMHCKUX OpraHu3alnii, yKa3aHHbIX B 4acTU | HacTOsIIEH CTaThH.
(uactsb 2 B pen. enepanpHoro 3akoHa ot 28.04.2023 N 149-D3)

Koncynbrantlntoc: mpumedanue.

JlexapcTBeHHbIE NpenapaThl A1 MEAULMHCKOTO IIPUMEHEHMS], BBEIEHHBIE B TPaXKJaHCKUK 000pOT 10
29.11.2019, momyexxaT XpaHEHUIO, MEPEBO3KE, OTIYCKY, pealu3allvu, Nepeaadye, MPUMEHEHUIO 0
ucTeueHus cpoka ux ronHoctu (P3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOPOT neKapCTBeHHbIX MNpenapatoB AnA
MeaULMNHCKOro NpUMeHeHus
(BBenmeHna denepanbHbIM 3aK0HOM OT 28.11.2018 N 449-D3)

1. [lepen BBOAOM B Ipa)KAaHCKHI 00OPOT KaXKIOW CEpPUM MM KaXkJI0H MapTUU MPOM3BEICHHOTO B
Poccuiickoin @enepanuu JIEKapCTBEHHOTO Mpenapara il MEAUIUHCKOTO IPUMEHEHHUS, 3a UCKIIOUCHUEM
UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOAUTENb TaKOTO JIEKapCTBEHHOTO
mperapara MmpeacTaBisieT B penepalbHbIi OpraH UCIIOTHATEIHFHONW BIACTH, OCYIICCTBISIONUN (YHKIIMH
M0 KOHTPOJIO M Haa30py B cdepe 3apaBOOXpaHEHHS, IOKyMEHT MPOM3BOAMUTENS JIEKaPCTBEHHOTO
CPEACTBA,  NOATBEPXKAAIOMIMI  KA4eCTBO  JIEKAPCTBEHHOrO  Mpernapara, ©W  MOATBEPKIACHUE
YIOJIHOMOYEHHOIO JIMIA MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEIACTB COOTBETCTBHUS JIEKAPCTBEHHOTO
npernapara TpeOOBaHUSM, YCTAaHOBICHHBIM IIPH €T0 TOCYAaPCTBEHHON PETUCTPAIIUH.

2. Ilepen BBOIOM B Tpa)KAaHCKUH OOOPOT KaXJ0M cepuM WM KaXIOW MapTHM BBO3MMOIO B
Poccuiickyro @enepanmio JIGKQpCTBEHHOI'O IIpenapara JUuisi  MEJUIUHCKOrO IPUMEHEHUus, 3a
UCKIIIOUEHHMEM HMMYHOOHOJIOTMYECKHX JIEKAPCTBEHHBIX IPENapaToB, OpraHU3alMsl, OCYILECTBISAOLIAs
BBO3 JIEKapCTBEHHOro mpemnapata B Poccuiickyro ®Dexepamnmio, npeacTaBisieT B (eaepalbHbIi OpraH
UCTIOJIHUTENIPHOW ~ BJACTH, OCYLIECTBISAIOMMN (YHKIMH 1O KOHTPOJIIO U Haa3opy B chepe
3IpaBOOXPAHCHUS, CEpTH(UKAT MPOM3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA, YAOCTOBEPSIIOLIMIHA
COOTBETCTBHE BBO3UMOI'O JIEKAPCTBEHHOr'0 IpenapaTa TpeOoBaHUAM (papMaKoneiHON CTaTby, a B ciaydae
OTCYTCTBUS (hapMaKOTEHHOW CTaTbu TPEOOBAHUSM HOPMATHUBHOW JOKYMEHTAIlMHM, W TOJTBEP)KICHHE
NpEeJCTaBUTENsl OpraHu3allMy, OCYLIECTBISAIOMIEH BBO3 JIEKapCTBEHHOro Ipemnapara B Poccuiickyro
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

@denepanvio M YHNOJHOMOYEHHOM HWHOCTPAHHBIM  IPOU3BOJUTENEM  JIEKAPCTBEHHBIX  CPEACTB,
COOTBETCTBUSI BBO3MMOTO JIEKAPCTBEHHOTO IpenapaTa TpeOOBaHUSAM, YCTAHOBJIEHHBIM TIPU  €ro
roCyJJapCTBEHHOM pEruCTpaLiy.

3. Ilopsnok NpencTaBieHUs B COOTBETCTBUU C HacTAMU | M 2 HACTOALIEH CTaTbU JOKYMEHTOB U
CBEIEHUII O JIEKapCTBEHHBIX IIpernaparax, BBOJMMBIX B TIPaXJaHCKHH OOOpOT, yCTaHABIMBACTCA
IIpaBurensctBOM Poccuiickoit @enepanyu.

4. B OTHOUmIEHWHM TEPBBIX TPEX CEPUN WIM MAPTUNA JEKAPCTBEHHOrO IMperapara, BIEPBbIE
npousseeHHOro B Pocculickorn denepanuu win BrepsBele BBO3UMOro B Poccuiickyro denepanuio, B
denepanbHbI OpraH UCHOJHUTENBLHOM BIIACTH, OCYIIECTBISIOMNNA (YHKIUU IO KOHTPOJIIO U HAJ30py B
cdepe 3apaBOOXpaHEHHUS, JOMTOTHUTEIBHO PEACTABISIETCS TPOTOKOJ UCIIBITAHUA O COOTBETCTBUH CEPHH
WIM TapTHUM JEKapCTBEHHOI'O MperapaTta Uil MEIULIMHCKOrO IPUMEHEHUs MOoKa3aTelsiM KadecTBa,
IIPEyCMOTPEHHBIM HOPMAaTUBHOM JOKyMEHTAallMel (fajee - MNPOTOKOJI HCIBITAHUIN), MPOBOJUMBIX
AaKKpEIUTOBAHHBIMU B COOTBETCTBHUU C 3aKOHOAATENbcTBOM Poccuiickoit deneparuu 006 akkpeIuTaluy B
HAIlMOHAJBHOM  CHCTEME  aKKpenuTanmuuh  ¢enepajbHbIMH  TOCYJApCTBEHHBIMH  OIOKETHBIMH
YUpPEKIECHUSIMU,  TOJBEJOMCTBEHHBIMH  (eiepaIbHOMY  OpraHy  HCIOJIHUTEIbHONW  BJIACTH,
OCYILECTBIISIIOLIEMY (DYHKIIMHU IO BBIPAOOTKE U peau3alii rocy1apcTBEHHON MOJUTUKH 1 HOPMAaTHBHO-
IIPaBOBOMY PpETyJMpOBaHUIO B cepe 3apaBooXpaHeHMs, U (enepalbHOMY OpraHy HCIIOJHUTEIbHON
BJIACTH, OCYIIECTBIIAIONIEMY (YHKIMHU IO KOHTPOJIIO W Haa30py B cdepe 3apaBooxpaHeHus. llopsmox
BbIIaYM yKa3aHHBIMHU (efepaibHbIMU T[OCYAapCTBEHHBIMU OIOJKETHBIMH YUPEXKICHUSIMH JaHHOTO
IIPOTOKOJIA ¥ pasMep IUIATHI 3a €ro BblAady ycraHasnusarorcs [IpaBurenscrBom Poceniickoit denepanun.

5. Exeronno He mo3nHee 1 ¢eBpans mpou3BOAUTENN JICKAPCTBEHHBIX CPEJCTB WM OpPTraHU3aIUH,
OCYILECTBISIIOIIKAE BBO3 JIEKAPCTBEHHBIX IpenaparoB B Pocculickyro denepanuro, NpeACTABISIOT B
dbenepabHBI OpraH UCIOJHUTEILHON BJIACTH, OCYIICCTBISIFONINN (YHKIIMHA 10 KOHTPOJIIO M HAJ30py B
cdepe 3IpaBOOXpaHEHHS], TPOTOKOJ MCIIBITAHUNA TMOCTYIHBIIETO B TEUEHUE T0Jla B TPAKIAHCKUI 000pOT
JIEKapCTBEHHOT'O TIpenapara KOHKPETHOTO TPOM3BOIUTENS (HA OJHY CEPHIO KaXXJOTrO TOPTOBOTO
HAUMEHOBAHUS C YYETOM JIEKapCTBEHHON (POPMBI U O3UPOBKH), MPOBOIAMMBIX aKKPEANUTOBAHHBIMH B
COOTBETCTBHH C 3aKoHoAaTrenbcTBOM Poccuiickoit ®enmeparuu 00 akKpeIuTallMk B HAIMOHAJIBLHOMN
CHUCTEME aKKPEIUTAI[UH HCIBITATeIbHBIMU Ja00paTopusMu (IICHTPaMHu).

6. IlpousBogurenu JEKAPCTBEHHBIX CPEJICTB WM OPraHU3alMM, OCYLIECTBISIONINE BBO3
JIEKapCTBEHHBIX IpenapaToB B Pocculickyro ®denepanuio, HE MEHEE YEM 3a OJUH TOJ JI0 IUIAHUPYEMBIX
NPUOCTAHOBIICHUA WIM MPEKpallleHUsl MPOU3BOACTBA JIEKAPCTBEHHBIX IpEnaparoB WJIM HMX BBO3a B
Poccuiickyto ®eneparuio yBeIOMISIOT 00 3ToM (eaepalbHBIi OpraH HCIOJHUTEIBHON BJIACTH,
OCYILECTBIIAIOUIMNA (YHKIUH IO KOHTPOJIIO U Ha/A30py B chepe 3apaBoOXpaHeHus U (eaepalbHblil OpraH
UCTIOJIHUTENIPHOW ~ BJIACTH, OCYIIECTBISAIOMMNA  (YHKIMH 1O  JHUIIEH3UPOBAHUIO  IPOHM3BOJCTBA
JIEKapCTBEHHBIX CPE/ICTB.

7. BBoa B TpakAaHCKUH OOOPOT KaXIOM Cepuu WIM KaXIOW MapTUH MMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOIO TMpemnapara, npou3BefeHHoro B Poccuiickoit @eaepanuu wiv BBO3UMOTO B Poccuiickyro
QDenepalio, OCYIIECTBISETCS HAa OCHOBAHUM pa3pelleHHs, BBIIAHHOTO (eAepaibHbIM OpraHoM
UCIIOJTHUTENFHOM BJIACTH, OCYIIECTBISIONIMM (QYHKIMM 1O KOHTPOJNIO M Haa3opy B cdepe
3[paBOOXPAaHEHMs, HAa OCHOBAHUHU BBIJAHHOTO (elepalbHbBIMH T'OCYIAPCTBEHHBIMH OOKETHBIMU
YUPEKICHUSAMHY, YKA3aHHBIMM B YacTH 4 HACTOAILIEH CTaThbH, 3aKIFOYEHUS O COOTBETCTBUU CEPUU WIH
NapTHH UMMYHOOMOJIOTUYECKOTO JIEKAPCTBEHHOI'O Mperapara TpeOOBaHHSIM, YCTAaHOBJICHHBIM IIPH €To
rocy1apcTBEHHOU peructpauuu. [1opanok BblIayu pa3pelieHns Ha BBOJ B IPa)JIaHCKHM 000pOoT cepuu
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

WIN ApTHH UIMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOTO Mpenapara, a TakKe MOPsI0K BbIAAYN YKa3aHHOTO
3aKJIIOYEHUsT W pasMep IUIaTel 3a €ro Bblgady ycraHaBiuBarorca IIpaBurensctBoM Pocculickoi
®denepanuu.

8. 3a HempencTaBlICHHE WM HECBOEBPEMEHHOE IPEACTABICHUE JOKYMEHTOB M CBEJIEHUH,
MPEIyCMOTPEHHBIX YacTsiMu 1, 2, 4, 5 u 6 HACTOSIIEN CTaThbU, TPOU3BOIUTEINH JICKAPCTBEHHBIX CPEACTB U
OpraHu3alllM, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX MpenapaTtoB B Poccuiickyio denepainio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

9. IlpexncraBieHre JOKYMEHTOB M CBEJIEHUM, MPEIyCMOTPEHHbIX 4YacTaMmu 1, 2 u 4 Hacrosuieit
CTaTbM, W TOJy4YeHHE MPEeIyCMOTPEHHOTO YacTbi0 7 HACTOSIIEH CTaTbu pa3pelieHuss Ha BBOJ
UMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOTO TIpernapaTa B TIPaKAaHCKUH 00OpoT He TpeOyroTcs B
OTHOIIEHHWU JIGKAPCTBEHHBIX TMpENaparoB, MpEAHA3HAUYEHHBIX s TMPOBEACHHUS  KIMHUYECKHX
UCCIIEJOBAaHUM JIEKapCTBEHHBIX IIPENapaToB, NPOBEACHMSI SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB IS
OCYIIECTBJICHUS] TOCYAAPCTBEHHONW pErucTpaniy JeKapCTBEHHBIX MpEnaparoB, a TakKe B OTHOIICHUU
HE3apEeTrUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, MPEAHA3HAYEHHBIX AJIs OKa3aHUs MEAUIIMHCKON
MOMOIIM TIO KU3HEHHBIM IMOKAa3aHUSM KOHKPETHOTO MAalMeHTa WM TPYIIbl MallMeHTOB, BBO3UMBIX B
Poccuiickyto ®enepannio B cOOTBETCTBUU ¢ 4YacTsaMu 3 U 3.1 crarbu 47 Hacrosimero deaepanbHOro
3aKOHa.

(B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

10. Ilpu BBIABICHHH B TPaKJAaHCKOM OOOpOTE CEpHM WM TApTUU JIEKAPCTBEHHOTO IIperapara,
JOKYMEHTbl M CBEAEHHS O KOTOpBIX, IPEIyCMOTPEHHblE dacTaMu 1, 2 u 4 HacTOsILEH CTaTbH, HE
NpeAcTaBieHbl B (eAepalbHbli OpraH MCHOJHHUTENBHOM BIACTH, OCYHIECTBIISIFOIIMN (DYHKIUM 10
KOHTPOJIO M Haa30py B cdepe 3apaBOOXpaHEHUs, JTUOO CepUM WM MApTUH UMMYHOOHOJIOTHYECKOTO
JEKapCTBEHHOI0 IperapaTra, HEe MMEIOLIMX pa3pelleHds Ha BBOJ B TIPAXKAAHCKUH 00OpOT,
NPEIyCMOTPEHHOTO YacTbl0 7 HACTOALIEH CTaThu, (enepaabHbIi OpraH MCIOJHHUTENbHOM BIIACTH,
OCYILECTBIIIONIMHA (DYHKIMM 1O KOHTPOJI M Haa30py B cdepe 3ApaBOOXpAaHEHUs, B HOPSIKE,
ycraHoBiieHHOM IIpaBurensctBom Poccuiickoit ®enepanyy, NPUHUMAET pEUICHUE O IPEKpalCHUU
IPaXXJJaHCKOr0 000pOTa TaKUX CEpUM WIM MAPTHUHM [0 MPEICTABJICHHUsS YKAa3aHHBIX JOKYMEHTOB M
CBe/IeHU MO0 MOoNTyueHHs YKa3aHHOTO pPa3peIieHus..

Koncynprantlntoc: npumedanue.
C 01.09.2023 goxkyment nomomnsiercsa ct. 52.2 (@3 or 02.07.2021 N 317-@3). Cm. Oyayuiyio

PEAAKIIUIO.

Cratbsa 53. Npoaaxa, nepedayva nekapcTBeHHbIX CPeACTB OpraHM3auusiMm onToOBOM
TOProBMnyx NeKapCTBeHHbIMU CpeaACcTBaMM

1. OpraHuzanuy ONTOBOM TOProBIIM JIEKAPCTBEHHBIMHU CPEJICTBAMHU MOTYT OCYLIECTBIIATH MPOAAXKY
JIEKApCTBEHHBIX CPEICTB WM IE€pelaBaTb MX B YCTAHOBJICHHOM 3aKOHOJATEIbCTBOM Pocculickoin
®enepanyu nopsake (3a UCKIIOUCHUEM (apMaleBTUUECKONH CyOCTaHIIMM CIIUPTa 3TUIIOBOTO (3TaHOIA):

(B pea. @exnepanbHoro 3akoHa ot 27.12.2019 N 481-03)

1) apyrumM opraHu3amusM ONTOBOM TOPrOBIH JIEKAPCTBEHHBIMU CPENICTBAMU;

2) IPOU3BOIUTENSM JICKAPCTBEHHBIX CPEICTB IS LIeJIel TPOU3BOACTBA JICKAPCTBEHHBIX CPECTB;
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

3) anTeYHBIM OPTaHHU3AIMSAM U BETEPUHAPHBIM alTeUHBIM OPTaHU3AIUAIM;
4) Hay4YHO-HUCCIIEIOBATEILCKIM OPTaHU3aIUsIM IS HAyYHO-HCCIIeI0BATEIbCKON PabOTHI;

5) WHAMBHUIYyalbHBIM MpEANpPUHUMATENSAM, HWMEIOLUUM JIMLEH3UI0 Ha (QapMaleBTHYECKYIO
JEATEIbHOCTD WA JTULEH3UIO HA MEAUIIMHCKYIO JIeATeIbHOCTD;

6) MEIMIIMHCKUM OpraHM3alUsAM, B TOM YHCIIE CO3/IaHHBIM U 3apPErMCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJAATEIbCTBOM MHOCTPAHHOIO rocyjaapcrBa - wieHa OpraHuzanuu SKOHOMHYECKOTO
COTPYAHMYECTBA M  Pa3BUTUS  HMHOCTPAHHBIM  IOPUIMYECKUM  JIMIIaM,  WHAMBUIYalIbHBIM
NpeANPUHUMATEISM, SBISIOIIMMCS YYaCTHUKAMU MIPOEKTa B COOTBETCTBUU ¢ DenepanbHbIM 3akoHoM "O
MEXYHapOJAHOM MEIUIMHCKOM KJIacTepe M BHECEHUU W3MEHEHMH B OT/ENbHBIC 3aKOHOJATEIbHbBIC aKThl
Poccuiickoii @enepanun', 1 BETEpUHAPHBIM OPraHU3ALNAM;
(B pen. @enepanpHoro 3akoHa ot 26.07.2019 N 240-D3)

7) opraHu3aivsiM W HWHAWUBUAYAJIBHBIM TIPCANTPHUHUMATCIIAM, OCYIICCTBIIAIOIINM Ppa3BCIACHUC,
BBIpAIIMBAHNE W COJIEpP)KAHHWE JKUBOTHBIX (32 HCKIIOYCHHEM TMPOAAXKH UM (papMameBTHIECKUX
cyOCTaHIMI MU BX TIepeadn).

(n. 7 B pen. @eaepanbrHoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHu3anuy ONTOBOH TOPIOBIM JEKAPCTBEHHBIMU CPEJICTBAMU HE BIIPABE OCYIIECTBIIATH
nmponaxy (mepegady B YCTaHOBIIGHHOM 3aKOHOJATEILCTBOM Poccuiickoin ®Denepanuu  mopsiake)
(bapmarieBTHYeCKON CyOCTaHIIMM CIIUPTA STUIOBOTO (3TAHOIA).

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

Crartbsa 54. NMpaBuna onToBOM TOProBnun NeKapCTBEeHHbIMU CpeaCTBaMMm

Koncynbrantllintoc: npumeuanue.
C 01.09.2023 B 4. 1 cr. 54 BHOCcaTcs m3meHeHus (P3 ot 28.04.2023 N 171-®3). Cm. Oyaymuryro

PCAAKIINIO.

1. OnToBas TOProBis JEKAPCTBEHHBIMU CPEICTBAMU OCYILECTBIIAETCS IMPOU3BOAUTEISIMU
JICKAPCTBCHHLBIX CPCIACTB M OpraHu3aliusaIMUu OINITOBOM TOProBJIK JICKAPCTBCHHBIMU CPCACTBAMU 110
IpaBUIaM HaJuIeXalel AUCTpUObIOTOPCKOM MPAKTUKU M [IPABUIAM HaJyIeXkalleil MPaKTUKKA XpaHEHHs U
NEPCBO3KU JICKAPCTBCHHBIX IPCIApaToB, YTBCPKACHHBIM COOTBCTCTBYIOIIMMU YIIOJHOMOYCHHBIMU
(benepanbHbIMU OpraHaMu UCIIOJIHUTEIbHON BIIACTH.

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

2. OpraHu3anusi ONTOBOH TOPIrOBIM JIEKAPCTBEHHBIMHM CPEACTBAMU o00s3aHa COOJIIOAATh
npeenbHbIe CPOKU OTTPY3KH 3aTPEOOBAHHBIX allTEYHON OpraHU3alMel JIEKapCTBEHHBIX MpEenapaToB JUIs
MEIMIMHCKOIO INPUMEHEHHS M HE BIIPABE OTKAa3blBaTh ANTCUYHOM OpraHu3alnd, C KOTOPOM Yy Hee
3aKJII0YEH COOTBETCTBYIOLIMK JOrOBOP O IIOCTABKAaxX JIEKAPCTBEHHBIX IPENApaToB Ui MEIULIMHCKOTO
IIPUMEHEHUS, B IIOCTABKE JIEKAPCTBEHHBIX MPENApaToB M1 MEIULUUHCKOIO NPUMEHEHHS NPU HAIU4YUU
3aTpeOOBAHHBIX JIEKAPCTBEHHBIX MPEMApPaToOB A MEIUIIMHCKOTO MPUMEHEHHUS y OpraHU3alud ONTOBOM
TOPIOBJIM JIEKapCTBEHHbIMHM cpencTBaMu. IlpenenbHble CpPOKM OTIPY3KH 3aTpeOOBaHHBIX aNTEYHOMH
OpraHU3alMel JIEKApCTBEHHBIX IIPEnapaToB [UIl MEIULHMHCKOIO IPHUMEHEHMS B 3aBUCUMOCTH OT
pacIoJIOKEHUSA MeECTa OTIPY3KH JIEKAPCTBEHHBIX IPENapaToB Uil MEIULMHCKOIO IPUMEHEHUs
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

YCTaHaBJIMBAIOTCS YIIOJTHOMOYEHHBIM (hesiepaabHbIM OPTaHOM HCIOTHUTEIBHON BIACTH.
(uacts 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2022 N 64-D3)

Crtartba 55. [opAaoK pO3HMYHOW TOProBMyY NleKapCTBEHHbIMU NpenapaTramm

1. Po3Hu4Hass TOProBisl JIEKAPCTBEHHBIMU TIperaparaMd B KOJIMYECTBAX, HEOOXOAUMBIX s
BBITIOJIHEHUSI BpaueOHBIX ((enpaIepcknx) Ha3HAYCHWW WM Ha3HAYeHWW CIENUAIUCTOB B 00JAcTH
BETEPUHAPUH,  OCYIIECTBISETCS ~ aNTEUYHBIMH  OPTraHU3alUsSMU, BETCPUHAPHBIMH  ANTEYHBIMU
OpraHu3alusIMH, WHAMBUAYAIbHBIMU  MpEANpPUHUMATENSIMH, UMEIOUIMMHM  JIMIEH3UI0  Ha
(bapMaleBTUYECKYI0 AESITeIbHOCTh, MEAMIMHCKHUMH OpraHU3alUusMH, HWMCIOIMIMMH JIUICH3UIO Ha
(dapMaIeBTUYECKYI0 ACSATEIPHOCTh, M HX OO0OCOOJICHHBIMU TOJpa3JeeHHsIMU  (aMOyJIaTOpHsIMHU,
denpamepckuMu M (QeIbAIIEPCKO-aKyILIEPCKUMU  IIYHKTaMH, IEHTpaMHu (OTAETIeHUsSMHU) OOIIei
BpayeOHON (CeMEWHOW) MPaKTHKH), PACIOJIOKEHHBIMH B CEJIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alT€YHBIE OpPTaHM3AINH, U BETEPUHAPHBIMH OPTraHU3AIMSAMU, UMEIONINMHE JIUIEH3UI0 Ha
dapmalleBTUYECKYIO JeATelIbHOCTh. Pa3pelieHa po3HUYHAs TOPIOBIS TOJBKO JIEKAPCTBEHHBIMU
rpernapaTraMu, 3aperucTpupoBaHHeiMu B Poccuiickoit denepanuu WM U3rOTOBJIEHHBIMU ANTEYHBIMU
OpraHu3aIusIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHU3alHIMH, VHAUBHUIYaJIbHBIMU
OPEeIPUHUMATEISIMI, HWMEIOIIMMH JIUIEH3WI0 Ha (apMaleBTUYECKYI0 JesATeNbHOCTh. Po3HHUYHAs
TOPIOBJIsl JIEKAPCTBEHHBIMHU IMIperapaTaMHd OCYIIECTBISETCS IO MpaBWJIaM HaJJIeKalle anTeqyHou
MPAKTHKH, YTBEPKIECHHBIM YIIOJTHOMOYECHHBIM (pe/iepalibHbIM OPTaHOM HUCIIOJIHUTEBHON BIACTH.

(B pen. @enepanbubix 3aKk0HOB 0T 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

1.1. Po3HuYHasi TOProBisl JIEKAPCTBEHHBIMHM MperapaTaMy JUisi MEAMIIMHCKOTO MpUMEHEHus (3a
UCKJIIOYEHHEM JIEKAPCTBEHHBIX MPENapaToB, OTIMYCKAEMbIX MO pEleNnTy Ha JeKapCTBEHHBIM mpemnapar,
HApPKOTHUYECKUX JIEKAPCTBEHHBIX IMPENapaToB U IMCUXOTPOIMHBIX JICKAPCTBEHHBIX MPEMApaToOB, a TaKkKe
CITUPTOCOEPIKAIUX JICKAPCTBEHHBIX TMPEMapaToB ¢ OOBEMHOW J0JIeH STHUIIOBOTO CIUPTA CBBIMIE 25
NPOIIEHTOB) MOXET OCYIIECTBIIATHCS AaNTEYHBIMA OPTaHU3AIMsIMHU JUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HuuHyl0  TOProBilO  JIGKAPCTBEHHBIMU  NpenaparaMd i MEAMLIMUHCKOTO  IpPUMEHEHUS
JUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBIISITh alTEYHbIe OpPraHU3allMM, MMEIOIINE JIMLEH3UI0 Ha
dapMalleBTUYECKYI0  JAESTEeIbHOCTh W COOTBETCTBYIOIIEE paspelieHue  (¢eaepalbHOro  OpraHa
UCTIOJIHUTENIFHONW ~ BJIACTH, OCYIIECTBISIONIET0 (YHKIMM 10 KOHTPOJIIO M HAA30py B cdepe
3npaBooxpaHeHus. [lopsmoxk BblgauM paspelieHUs] Ha OCYIIECTBIEHHWE PO3HUYHON TOProBIIU
JICKapCTBEHHBIMH TIperapaTaMy TUCTAHIIMOHHBIM CIIOCOOOM, TpPeOOBaHHSI K aNTEUHBIM OPTaHU3ALUSM,
KOTOpbIE€ MOTYT OCYLIECTBJIATH TaKyl0 TOPTOBJIIO, U MOPSAJOK €€ OCYLIECTBIICHHUS, a TakKe IpaBHiia
JIOCTaBKH JIEKAPCTBEHHBIX IIPENapaToB TIpaxkJaaHaMm YycraHasiuBaroTcs IIpaBurensctBoM Poccuiickoin
Oenepannn. Mapopmanmst 00 oruraueHHbIX (OTMYIIEHHBIX) W MOJYYEHHBIX JIGKAPCTBEHHBIX IMpernaparax
BHOCUTCS B CHCTEMY MOHUTOpPUHIA JABUKEHUS JIEKAPCTBEHHBIX IMpENnapaToB i MEIULHUHCKOTO
MPUMEHEHUS B TIOPSIIKE, TPEYCMOTPEHHOM HYacThio 7 cTaTbu 67 HacTosiero deaepaibHOro 3aKOHa.
(uactsb 1.1 BBenena @enepanbhbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buzmbl anTeyHpIX OpraHW3aluid W [paBWiIa OTIYyCKa JICKAPCTBEHHBIX IPEMapaToB JUIs
MEAWIIMHCKOTO TPUMEHEHHUS aNTeUYHBIMH OpPTaHHW3aIUSAMHU, WHIUBUAYATHHBIMU TPEANPUHUMATEISIMH,
UMEIOIIIMMHU JIUIICH3HIO Ha (hapMalleBTUIECKYIO ACATEIBHOCTD, a TAKXKE MPAaBHJIa OTITYCKa JIEKAPCTBEHHBIX
MpernapaToB Ui MEAUIMHCKOTO NMPUMEHEHUS MEIUIMHCKUMU OPTaHU3AMSIME, UMEIONIUMH JTHUIICH3UIO
Ha (papManeBTHUECKYIO IeATEIBbHOCTh, M MX O0OCOOJICHHBIMH TOJpa3JeicHUsIMUA (aMOyJIaTOPHUsIMHU,
denpamepckuMu M (QeIbAIIEPCKO-aKyILIEPCKUMU  IIYHKTaMH, HEHTpaMHu (OTAETICHUsSMHU) OOIIei
BpayeOHON (CeMEWHOW) MPaKTHKH), PACIOJIOKEHHBIMH B CEJIIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT amNTeUHbIC OpPTraHW3aIlUH, YTBEPKIAAMOTCS YIOTHOMOYEHHBIM (enepalbHbIM OpraHOM
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

UCTIOJIHUTENIbHON BIIACTH.
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. IIpaBuna oTIrycka HAPKOTUYECKUX CPEICTB M MCHXOTPOITHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
Ka4yeCcTBE JIEKAPCTBEHHBIX IIPErapaTroB, JEKApCTBEHHBIX MPENapaToB, COJACPXKAIIUX HAPKOTHYECKHE
CpeACTBA W TICUXOTPOIHBIE BEIIECTBA, YTBEP)KJAIOTCS YIHOJIHOMOYCHHBIM (helepalbHBIM OpPraHOM
HUCITOJTHUTEILHOM BJIACTH IO COTJIACOBAHHIO C (bel[epaHLHBIM OopraHomM HUCITOJTHUTEIILHOM BJ1aCTH,
YIIOJTHOMOYEHHBIM B chepe BHyTPEHHHX JIEIT.

(B pea. @exnepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapCTBEHHBIC TIpenapaThl s BETEPUHAPHOTO MPHUMEHEHHs IOJUIeKAT  OTIIYCKY
BCTCPUHAPHBIMU aANTCYHBIMH OpraHu3aliudaMi, BCTCPHUHAPHBIMHU OpraHu3aliudMi, HWHAUBUIYaJIbHBIMU
NpeANPUHAMATEIISIMH, HWMEIOIIMMHU  JIMIIEH3WI0 Ha  (apMaleBTHYECKYI0 AeSTeNbHOCTh. OTImycK
JICKAPCTBCHHLBIX IIPCMapaToB A BCTCPUHAPHOIO MNPHUMCHCHUA OCYHICCTBIACTCA B COOTBCTCTBUU C
NpaBWIaMH H/JISKAIIed anTeYyHOW NPaKTUKW JIEKAPCTBEHHBIX MPENapaToB JUIsi BETEPHHAPHOTO
NPUMEHEHHUS, YTBEPKACHHBIMU YIIOTHOMOUYEHHBIM (peiepaibHbIM OPraHOM UCIIOJTHUTEIBHOM BIACTH.

(B pen. ®enepanshoro 3akona ot 02.08.2019 N 297-D3)

5. IlepeyeHb MEIMUIMHCKUX OpraHU3alMid, HWMEIOIIUX JIMIEH3HI0 Ha (apMareBTHYECKYIO
JIeATEILHOCTh, U WX 000COOJEHHBIX MOapa3feneHuii (amOynaTopuid, enpamepckux U (hempamepeKo-
aKyIIEepCKUX IyHKTOB, LEHTpoB (oTAeneHui) oOmieid BpaueOHONM  (ceMelHO#) MpaKTHUKH),
PacCIOJI0KEHHBIX B CEJIBCKMX HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OpPraHU3aluy, a
TaK)K€ NEPEUYEHb JIEKAPCTBEHHBIX IPENApaToB, NPOAAKa KOTOPBIX MOXKET OCYILECTBIATHCS YKa3aHHBIMU
OpraHu3alus MM U HMX  OOOCOOJIGHHBIMH  MOJApa3AEICHUSAMH,  YCTAHABIMBAIOTCA  OpraHaMu
UCTIOJIHUTENBHOU Bi1acTH cyobekToB Poccuiickoit denepannu.

(B pen. @enepanbubix 3aKk0HOB 0T 25.11.2013 N 317-P3, ot 03.04.2020 N_105-D3)

6. AnrteuHble OpraHu3allid, WHAUBUAYaJIbHbIE MPEANPUHUMATEIN, HMEIOLIME JIMLEH3UI0 Ha
(dapMaleBTUYECKYI0  JEeSATEIbHOCTh, 00sA3aHbl obOecneuynBaTh yTBEpKIEHHBIM [IpaBuTenbcTBOM
Poccuiickoii @enepauuu 1 GOpMUPYEMBbIH B YCTAHOBJICHHOM MM IIOPSIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX IpenapaToB, HEOOXOIUMBIX Ul OKa3aHHUs MEAULUHCKON TTOMOIIH.

(uactsb 6 B pen. enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnreuHsle OpraHM3alliM, WHIUBHIyalbHbIC NPEANPUHUMATEIH, HMEIONIHe JHICH3HI0 Ha
(dapMaIeBTUYECKYI0 JIeATeNbHOCTh, HapsAAy C JIEKapCTBEHHBIMH MpernapaTaMd HMEIOT IpaBo
npuoOperaTh W TNpoAaBaTh, B TOM YHCIE TUCTAHIMOHHBIM CIOCOOOM, MEIWIMHCKHE W3AEIHs,
NEe3UH(PULIUPYIOIINE CPEACTBA, MPEIMEThl M CPEICTBA JIMYHON TUTHEHBI, MOCYNy ULl MEIUIMHCKUX
1eJIeld, IpeIMETHl U CPEICTBA, IPEAHA3HAUCHHBIE U1 YX0/1a 32 OOJBHBIMH, HOBOPOXKJICHHBIMH H JIETBMH,
HE JIOCTUTTIUMH BO3pacTa TpeX JIeT, OYKOBYIO ONTHKY M CPEJICTBA yXOJa 3a Hed, MHHEPAJIbHBIE BOJBI,
NPOIYKTHl JIE4EOHOTO, JETCKOTO W JIUETHYECKOrO IUTAHUS, OWOJOTMYECKH AaKTHUBHBIE JOOAaBKH,
nap(proMepHble 1 KOCMETHYECKUE CPEJCTBA, MEIUIMHCKUE U CAaHUTAPHO-TIPOCBETHTENbHbIE IeYaTHbIE
W3/1aHNs, TIpeIHa3HaYeHHBIE TS MPOTaraH/ibl 3J0pOBOT0 00pa3a KHU3HH.

(B pen. ®enepanbubix 3aKk0HOB 0T 27.07.2010 N _192-®3, ot 25.11.2013 N 317-D3, ot 03.04.2020 N _105-
®3)

8. JlestenpHOCTh anTe4HbIX opraHu3auuii Boopyxennbix Cun Poccuiickoit ®enepauun, Jpyrux
BOMCK, BOMHCKUX (POPMHUPOBAHUN U OPraHOB, B KOTOPBIX 3aKOHOAATENbCTBOM Poccuiickoit deneparum
NPEIYCMOTPEHO TPOXOXKIAEHHE BOEHHON CHyXObl WM (enepanibHOl ToCylapcTBEHHON —CITy:KOBI,
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

CBSI3aHHOW C NPABOOXPAHHUTEIHHON AEATENBHOCTBIO, periaaMeHTupyercss HactosmuMm DexepaabHbIM
3aKOHOM U YTBEP>KACHHBIMU COOTBETCTBYIOIIMMH (peepanbHbIMU OpraHaMHU HMCIOJHHUTEIBHON BIIACTH
nonoxxeHuAMU. KoHTposb 3a coOMIofeHHEeM YKa3aHHBIMH aNTEYHBIMU OPTaHM3AlMSIMU TOJI0KEHUH
Hacrosiero PenepaibHOTO 3aKOHA OCYLIECTBISIETCS COOTBETCTBYIOIIMMH (efepabHBIMU OpTraHaMH
UCTIOJTHUTENIFHOH BIIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

9. Vrparun cuity ¢ 1 ssuBaps 2021 roga. - @eaepanbubiil 3akoH oT 03.04.2020 N 105-D3.

Koncynprantllntoc: npumeuanue.
C 01.03.2026 cr. 55.1 yrpauuBaet cuiry (D3 ot 20.10.2022 N 405-D3).

Cratbs 55.1. MNopspok ocylecTBNeHUst PO3HUYHOW TOProBNU NeKapCcTBEHHbIMU
npenapatamMm pOns MeAULMHCKOro MNpPUMEHEeHUsl, OTNyCKaeMbiMM MO peuenTy Ha
ﬂeKapCTBeHHblﬁ npenapat, ANCTAaHUNOHHbIM cnocob6om

(BBenena denepanbHbiM 3aK0HOM OT 20.10.2022 N 405-D3)

1. B nmepuon ¢ 1 mapra 2023 roma mo 1 mapra 2026 roga B ropoje (denepaibHOr0 3HAYCHUS
Mockse, B benropockoit 1 MockoBcKoit o0acTsx (aajgee B HACTOALICH cTaThe - CyOBheKThl Poccuiickoit
denepanun) IpeaycMaTPUBASTCS MTPOBEACHUE SKCIICPUMEHTA 110 OCYIICCTBICHUIO POSHUYHON TOPTOBIIH
JIEKAPCTBEHHBIMU TIpenapataM JUIsi MEIUIMHCKOTO NPUMEHEHHs, OTIYCKAaeMbIMU IO pElenTy Ha
JIEKapCTBEHHBIN TIpenapar, JUCTAaHIMOHHBIM CIIOCOO0M (Jajiee - SKCIIEPUMEHT).

2. B pamkax sKcIEpMMEHTa €ro YYaCTHHKHM BIIPAaBE JAMCTAHLUMOHHBIM CIIOCOOOM OCYIIECTBIIATH
PO3HUUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IIpenapaTaMu JJsi MEAUIIMHCKOTO IPUMEHEHHSI, OTITyCKaeMbIMU
IO pElenTy Ha JIEKapCTBEHHBIH mpenapaT (B ToM uucie chopMupoBaHHOMY B (OpME 3IEKTPOHHOTO
JOKYMEHTa B JIMYHOM KaOMHeTe TIpaxJIaHuHa B (eAepalbHON rocyJapCTBEHHON HH(OPMAIMOHHON
cucremMe "EQuHBIA TOpTan TOCYZApCTBEHHBIX W MYHHUMOAIBHBIX yciayr (pyHkuuil)' w (uwnm) Ha
PErHOHANIBHBIX TMOpTajaX roCyAapCTBEHHBIX W MYHHIIMIIAJbHBIX YCIYT) U BKJIIOYEHHBIMH B IEPEYCHb
JCKapCTBEHHBIX MpenapaTtoB u (apMakoTepameBTUYECKUX TPYI JIEKAPCTBEHHBIX IIPEMaparTos,
pa3pelIeHHbIX K pealn3aliy B paMKax dKCIepUMEHTA, YTBEPKIACHHBIH YIOTHOMOYEHHBIM (efepaibHbIM
OpraHOM MCIIOJIHUTEIbHOW BJIAcCTU (3a MCKIIIOUEHUEM JIEKAPCTBEHHBIX IIPEMApaToB, COJEPKALIUX
HAapKOTUYECKUE CPEJICTBA, MCHUXOTPOIHBIE BEHIECTBA M UX MHPEKYPCOPHI, JIEKAPCTBEHHBIX IPENapaToB,
COJIepXKAINX CHIIBHOJCHCTBYIOIINE BEIIECTBa, paanodapManeBTHYECKUX JIEKaPCTBEHHBIX IPENaparos,
MMMYHOOHOJIOTHYECKUX JIGKAPCTBEHHBIX MpEnapaTroB, a TaKXKe JIEKapCTBEHHBIX MpernapaTroB, s
KOTOPBIX B COOTBETCTBMM C MHCTPYKIHMEH 10 NPUMEHEHHUIO JIEKAPCTBEHHOr'O Ipenapara YCTaHOBJIEH
TEMIIEPaTypHBI peXuM XpaHeHHUs Huxke 15 rpaaycos llenbcus, crmproconepkaniux JeKapCTBEHHBIX
IIpenapaToB ¢ OOBEMHOMN J10JIEH STHUJIOBOIO CIMPTA CBBIIIE 25 MPOLEHTOB U JIEKAPCTBEHHBIX IIPENIApaToOB,
M3TOTOBJICHHBIX AalTEYHBIMU OpraHu3alusMu). KpuTepuu BKIIOUEHHUS JEKAapCTBEHHBIX IPENapaToB U
(apMakoTepaneBTUIEeCKUX IPYII JEKApPCTBEHHBIX MPENapaToB B YKa3aHHBIN MepeUeHb YCTAaHABIUBAIOTCS
[IpaButensctBoM Poccuiickoit denepanuu. [lonoxkeHuss HaCTOSIIEH CTaThbU HE PACHPOCTPAHSIIOTCS Ha
JIeKapCTBEHHBIE TpenapaThl, OTIyCKaeMble OECIIaTHO WIIM CO CKHJIKOH TpaskJjaHaM, UMEIOIIUM MIPaBoO Ha
o0OecrieueHre JIGKApCTBEHHBIMU TIperaparaMd 3a CYET CpEJICTB  OMO/KETHBIX ACCUTHOBAHUI
denepanpHOTO OFOKETa U OI0KETOB CyOBeKkTOB Poccuiickoit denepanuu.

3. VYyacTHUKaMM  SKCIEpUMEHTa  SBJISIOTCS  YINOJHOMOYEHHBIH  (enepanbHblii  opraH
UCTIOJIHUTENIFHON BIJIACTH, YIOJHOMOYEHHBIE OpraHbl MCIOJHHUTENBHON BiacTu cyOobekToB Poccuiickoii
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

CDez[epauHI/I, MCIUIMHCKHEC OpraHu3aluy W allTCYHBIC OpraHHu3ali, COOTBECTCTBYIOIIUEC Tpe6OBaHI/I${M,
YCTaHOBJICHHBIM B COOTBETCTBUH C HACTBIO 4 HACTOSIIEH CTaThH.

4. IlonokeHne 0 MOPsIIKE MPOBEACHUS HKCIEPUMEHTA, B TOM 4HCiIe TPeOOBAHUSA K MEIUIMHCKUM
OpraHu3alysM M AaNTEYHbIM OPraHU3alUsAM, SBJISIOIUMCS YYaCTHUKAMM OKCIIEPUMEHTA, IOPSAIOK
OCYLIECTBIICHUS] PO3HUYHON TOPrOBJIM JIEKAPCTBECHHBIMU IIpenapaTaMy JUIsl MEJULMHCKOTO IPUMEHEHUS,
OTITyCKaeMBbIMU IO PELENTy Ha JIEKAPCTBEHHBIN Mpemnapar, AUCTAHIMOHHBIM CIOcoOOM, TpeOOBaHUS K
JIOCTaBKE TaKMX JICKAPCTBEHHBIX IIPENapaToB TIpaXkJaHaM, IIpaBUia BbIIAYM pA3pEUICHHs Ha
OCYILECTBIICHUE PO3ZHUYHOM TOPIOBIIU JIEKAPCTBEHHBIMU IIpenapaTamu Uil MEAULMHCKOTO IIPUMEHEHMUS,
OTIIyCKA€MBbIMU IO PELENTy Ha JIEKapCTBEHHBIN IMpenapar, AUCTAHUMOHHBIM CIOCOOOM, YTBEpPHKAAeTCs
[TpaButensctBoM Poccuiickoit ®denepanyuu. TpeOoBaHus K anTedyHbIM OPTraHU3ALMAM, SBISTFOIIUMCS
YYaCTHUKAMHU SKCIEPUMEHTa, HE MOTYT OBITh HW)KE TpeOOBAHMH, YCTaHOBJIEHHBIX K alTEYHbIM
OpraHU3alMsIM B COOTBETCTBUU C 4acTbio 1.1 cTaThu 55 Hacrosmiero @eaepaabHOTO 3aKOHA.

5. YnonHoMo4eHHBIN (penepanbHbIi OPTaH UCIIOTHUTEIIBHON BIIACTH:

1) ocyuecTBIsIEeT METOAMYECKOE COINPOBOXKACHHUE OSKCIIEPUMEHTA, BKIKOYAs METOJUYECKOE
COIIPOBOKJICHHE JI€ATENbHOCTH MEAMLIMHCKUX OPraHU3alMi ¥ aNTeuHbIX OpraHU3aluil, y4aCTBYIOIIMUX B
HKCHEPUMEHTE, N0 0(hOPMIICHHUIO, NCTIOIB30BAHUIO M XPAHEHHUIO PEIIETITOB Ha JIEKAPCTBEHHBIN Mpernapar,
B TOM 4HCJI€ CHOPMHUPOBAHHBIX B (POPME AIIEKTPOHHBIX JOKYMEHTOB;

2) mnpexacrasnseT B IlpaBurensctBo Poccuiickoit ®Penepanuu NOpeaBapUTEIbHBIA (B MEPUOJ
IPOBE/ICHUS] KCIIEPHMEHTa, HO HE IO3JHEE YeM 3a JIBa MeCsla JI0 MCTEUEHHs CpoKa MpPOBEICHMS
HKCIIEPUMEHTA) U UTOrOBBIN (110 OKOHYAHNHU SKCIIEPUMEHTA, HO HE TIO3/IHEE YEM Yepe3 JIBa MecsAla 10ciie
UCTEUEHUsI CPOKa IPOBEACHUS HKCIEPUMEHTA) NOKJIAJbl O pe3yJbTaTax MpPOBEJIEHHs SKCIIEPUMEHTa U
NPEeUIOKEHHs 0 BHECEHHH M3MEHEHHH B 3aKOHOAATEIBCTBO 00 00pallieHNH JIEKAPCTBEHHBIX CPEICTB.

6. YIIOTHOMOYEHHBIM OpTaH UCIIOTHUTEIBHON BlIacTH cyObekTa Poccuiickoit denepanuu:
1) BpaBe yCTaHOBUTH OCOOCHHOCTHU MPOBENICHHS SKCIICPUMEHTA;

2) yTBEp)KIaeT MOpsIOK OTOOpa METUIIMHCKUX OpraHu3aluil W anTeuHbIX OpraHu3aluil ams
y4acTHs B IKCHEPUMEHTE, a TaKXKe IMPOBOAUT TAaKOH OTOOp W YTBEPXKAAET MepeueHb MEIUIMHCKHUX
OpraHM3alliil U MepevyeHb anTeuHbIX OPraHU3alMii, COOTBETCTBYIOIIUX TPEOOBaHUIM, YCTAHOBICHHBIM B
COOTBETCTBUH C YACTbIO 4 HACTOSIEH CTaThH, U SIBJSIOLIMUXCS YUaCTHUKAMU YKCIIEPUMEHTA;

3) ocylecTBIsSET MOHUTOPUHI IPOBEACHUS HKCIEPUMEHTA M IPEJACTaBJIAET €ro pe3yjbTaThl B
YIOJHOMOYEHHBIN (heiepabHblii OpraH UCIIOTHUTEIBHOM BIIACTH;

4) obecreunBaeT WHOOPMAIMOHHO-TEXHUYECKOE OOCCIICYCHHE TMPOBEACHHUS OSKCIEPUMEHTA
MOCPEICTBOM HCIIOJIb30BaHMS TOCYJAapCTBEHHON MH(POPMALIMOHHOM CUCTEMBI B cpepe 31paBOOXPaHEHHS
cyobekTa Poccuiickoit deneparuu v (MaM) MEAUIMHCKUX HH(POPMAIMOHHBIX CHCTEM MEIUITMHCKHUX
oprT: aHHSaHHﬁ, SBIIAIOIUXCA  yYaCTHUKAMU  SKCHICPUMCHTA, U HUX B3aI/IMO,Zl€I>'ICTBPI$I C C,Z[I/IHOI\/'I
rocyJIapCTBEHHON MHGOPMAIIMOHHON CUCTEMOH B cepe 3IpaBOOXpaHEHUSI.

7. MenuuuMHCKUE OpraHM3allMd W alTeYHble OpPraHW3alMKd BIPABE OTKA3aThCsl OT YYacTHsl B
OKCIIEPUMEHTE, IO0JaB B YIOJHOMOYEHHBIH OpraH HCIOTHUTEIBHOW BIacTH CcyObekTa Poccuiickoit
®denepalyivi COOTBETCTBYIOIIEE 0OpaIieHne B MMCbMEHHOU (hopme.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
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JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

8. AnTeuyHble OpPraHU3AlMH, SBISIONIMECS yYACTHHUKAMHU JKCIIEpUMEHTa, OOs3aHBI MPHU MPOJIaKe
JTUCTAHIIMOHHBIM CITIOCOOOM JIEKaPCTBEHHOTO TMpernapaTa s MEAUIIMHCKOTO MPUMEHEHHSI, OTITYCKaeMOT0o
0 PEIIENTy Ha JICKAPCTBEHHBINA Tperapar, 00eCeunTh MPU OCYIIEeCTBICHHH JOCTAaBKH WICHTH()HKAITHIO
JUYHOCTH TPAKIAHWHA, IOJYYAIOIIEro TaKOW JIEKApCTBEHHBIM Mpenapar, B MENSIX YCTaHOBJICHUS
COOTBETCTBUS €r0 JIMYHOCTH W JIMIA, YKA3aHHOTO B pelenTe Ha JICKAPCTBEHHBIN IpemapaTr (ero
3aKOHHOTO TIPEJCTaBUTENsA), JMOO JIHIA, YIMOJTHOMOYEHHOTO JUIIOM, YyKa3aHHBIM B peIenTe Ha
JICKapPCTBEHHBIHN Mpenapat (ero 3aKOHHBIM MPEJICTaBUTEIIEM), Ha TIOJyYeHHE JICKaPCTBEHHOTO Tperapara
(manee B HACTOSIIIEH CTAThE - JIUIO, YKA3aHHOE B pelenTe (3aKOHHBINA MPECTABUTENb, YIIOTHOMOYCHHOE
JIUTIO).

9. Jlumo, oOCyLIECTBISAIOIIEE JOCTaBKY JIEKAPCTBEHHOrO IIpernapara s MEIULUHCKOTo
INPUMEHEHHUs, OTIyCKaeMOIro IO peleNnTy Ha JIeKapCTBEHHbIN Ipenapar, 00s3aHO MOTpedoBaTh y
IPaKIaHMHA, [TOIYYarOLIEro TAKOM JIEKapCTBEHHBIN IIpenapar, NpeabsBUTh JOKYMEHT, yA0CTOBEPSIOIIUN
€ro JIMYHOCTh, U1 MAEHTHU()UKALNU JUYHOCTU 3TOrO I'pakJaHWHA M YCTAHOBJIEHUS COOTBETCTBHS €rO
JUYHOCTH U JIMIA, YKa3aHHOIO B pelenTe (3aKOHHOTO MPEJCTABUTENS, YIOJIHOMOYEHHOro jiuma). B
ClIy4ae BBISABJICHUS HECOBNAACHHS JIMYHOCTH I'PAXKIAHHWHA, ITOJYYAIOIIEro JIEKAPCTBEHHBIN Npenapar, u
JMIAa, YKa3aHHOTO B PELENTe (3aKOHHOTO IPEJICTaBUTEINS, YIOJHOMOYEHHOIO JIMIA), a TAK)KE B CiIydae
OTKa3a TpaJaHWHA, IMOJYYAIOLIEro  JIGKAPCTBEHHBIM  Ipenapar, NpeabsSBUTb  JTOKYMEHT,
YAOCTOBEPSIOIIUNA €r0 JIMYHOCTb, JIMLO, OCYILECTBISAIOIIEE JOCTABKY JIEKAPCTBEHHOIO Iperapara s
MEIUIUHCKOr0 MPUMEHEHUs, OTITyCKaeMOTI0 IO PEeLenTy Ha JIEKapCTBEHHBIH Ipenapat, 00s13aHO BEPHYTh
TaKOW JIEKAPCTBEHHBIN IIPENapar B allTEYHY0 OPraHU3aLuIo.

10. TloaTrBepkmeHueMm ¢akra TMepegadyd JIGKQpCTBEHHOTO TIpermapara Uil  MEIUITUHCKOTO
IIPUMEHEHUs, OTIIYCKAaeMOIro IO PELENTY Ha JIEKapCTBEHHBIN IIpenapar, JIMIY, YKa3aHHOMY B pPELENTe
(3aKOHHOMY TMPEACTABUTENIO, YIOJIHOMOUYEHHOMY JIMILY), SIBISIOTCS KAacCOBBIM Y€K W TOJIUCH JIMIIA,
MOJIYYMBLIETO TAaKOW JIEKAPCTBEHHBIN Ipenapar, Ha JOKYMEHTE O IOJYyYEHHH TaKOrO JICKaPCTBEHHOTO
npenapata 1no ¢opme, yTBEp)KIAeMOW YMOJIHOMOYEHHBIM (enepaibHbIM OpPraHOM HCIIOJIHUTEIBHON
Bnactu. llocne mepenauM JE€KapCTBEHHOrO Ipemapara JHIly, yKa3aHHOMY B pelente (3aKOHHOMY
MPEJICTABUTEN0, YIMOJIHOMOYEHHOMY JIMILy), 3TOT JOKYMEHT IepefaeTcs JHIOM, OCYIIEeCTBUBIIUM
JIOCTaBKY TaKOro JICKapCTBEHHOTO IMpernapara, B alTEeYHYI0 OpraHu3aluio, OCYIIECTBUBIIYIO OTIIYCK
JIEKapCTBEHHOTO TMpemnapara. B ciyuyae BbISBIEHUS MpU Mepefaye JUIy, YKa3aHHOMY B pelente
(3aKOHHOMY  TIPE/ICTaBUTENIO, YHNOJHOMOYEHHOMY JIMILy), JIEKAPCTBEHHOIO Iiperapara (akToB
MEXaHUYECKOTO TMOBPEkKIACHHUS €ro WJIM €ro YMNaKOBKM TaKOW JIEKapCTBEHHBIM Mpenapar JHUIOM,
YKa3aHHbIM B PCHCITC (3aKOHHBIM npeaACTaBUTCIICM, YIIOJTHOMOYCHHBIM JII/ILIOM), HC NPHUHUMACTCA U
BO3Bpallaercs 0e3 ero oIuiathl JHIy, OCYLIECTBHBIIEMY [OCTaBKY JIEKApCTBEHHOTO IIpernapaTra u
o0ecrevnBaroIIeMy ero BO3BpaT B allTEUHYI0 OPTaHU3AIIHIO.

11. 3a napymenus 3akoHojarenbcTBa Poccuiickoit denepanun, COBEPUICHHBIE MPU MPOBEACHUU
9KCIICPUMCHTA, €ro y4aCTHUKH HECYT OTBCTCTBCHHOCTb, YCTAHOBJICHHYIO 3aKOHOAATCIHCTBOM
Poccuiickoii ®enepanym.

12. KoHTpomnb 3a WHCIOJHEHHEM TpeOOBaHMH, CBS3aHHBIX C IPOBEICHHEM HKCIEPUMEHTA,
ocyuiecTBisieTcss (enepasbHbIM OPraHOM HCHOJHUTENBHOM BJIACTH, OCYLIECTBIAIOMINM (DYHKIHMU T10
KOHTPOJIIO M HAaZ30py B cepe 31paBOOXpaHEHHs, B IOPsAKe, ycTaHOBICHHOM deepanbHbIM 3aKOHOM OT
31 urona 2020 roga N 248-D3 "O rocyaapcTBEHHOM KOHTPOJIE (HAA30pe) U MyHUITUTIATLHOM KOHTPOJIE B
Poccuiickoit @enepanmn".

Cratbsa 56. U3aroTtoBneHue n oTNycK JfieKapCcTBEHHbIX NpenapaToB
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen, o 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

Koncynsrantlntoc: nmpumedanue.
C 01.03.2025 B 4. 1 ct. 56 BHOCsATCs m3meHeHus (P3 ot 30.12.2021 N 463-D3).

Koncynprantllntoc: npumeuanue.
C 01.09.2023 B 4. 1 cr. 56 BHOCcaTcs m3meHeHus (P3 ot 05.12.2022 N 502-03). Cm. Oyaymryro

PCAAKIIHNIO.

1. M3roroBieHue JNEKapCTBEHHBIX MPEMAPATOB aNTEYHbIMU OpPraHU3ALMIMH, BETEPUHAPHBIMU
alTEeYHbIMH OpraHU3alUsIMHU, WHIUBUIAYAIbHBIMU MPEANPUHUMATEISIMH, HMEIOIMMMU JIMLICH3UIO Ha
dbapMaleBTUYECKYIO ACSITETbHOCTh, OCYIIECTBISIETCS MO pelenTaM Ha JEeKapCTBEHHbIE Mpenapathl, 1Mo
TpeOOBAHUAM MEAMIIMHCKUX OpPTaHM3allMi, BETEPUHAPHBIX OpraHU3allii B COOTBETCTBUU C IMpaBUIAMU
W3TOTOBJICHUS M OTIyCKA JIEKAPCTBEHHBIX MPENaparoB, YTBEPKICHHBIMU  YIIOJHOMOYEHHBIM
(denepalibHbIM OpPTraHOM UCIOJHUTEIBHOM BIACTH.

Koncynbrantlntoc: npumevanue.
C 01.09.2023 4. 2 cT. 56 uznaraercs B HOBo# penakiuu (D3 ot 05.12.2022 N 502-D3). Cm. Oyaymryio

PEAAKITUIO.

2. HpI/I N3TrOTOBJICHUA J'IeKapCTBeHHI)IX npenapaTOB AlITCYHBIMHA OpFaHI/ISaHI/IHMI/I, BCTepI/IHapHI)IMI/I
anTeUYHbIMH OpPTaHU3AIUSIMHU, HHIUBUAYAJbHBIMA NPEINPUHUMATEISIMA, WMEIOUIUMH JUIEH3UI0 Ha
(dapManeBTUYECKYI0 ACSTENbHOCTh, MCIOIL3YIOTCS (hapMaleBTUUECKHe CyOCTaHIIMM, BKIFOUEHHBIE
COOTBETCTBEHHO B FOCYJapCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPENICTB ISl METUITMHCKOTO PUMEHEHUS U
FOCYI[apCTBeHHBIﬁ pGCCTp J'ICKapCTBeHHI)IX CpGI[CTB JJI BCTCpI/IHapHOFO HpI/IMeHeHI/ISI B yCTaHOBJ'IeHHOM
nopsinke. He nomyckaeTcss M3roTOBICHHE AaNTEYHBIMU OpraHU3alUsIMU, BETEPUHAPHBIMU alTEYHBIMU
OpFaHI/IBaHI/IflMI/I, I/IHI[I/IBI/II[yaJ'II)HI)IMI/I HpCI[HpI/IHI/IMaTeJ'ISIMI/I, NMCHOIIINMHAN JINIICH3 WO Ha
(bapMaleBTUYECKYIO AESITeNbHOCTDb, JIEKAPCTBEHHBIX MpEnapaToB, 3apeTUCTPUPOBAHHBIX B Poccuiickoit
denepanyu.

Koncynbrantllntoc: mpumeuanue.
C 01.09.2023 B 4. 3 cr. 56 BHOCcaTcs u3meHeHus (P3 ot 05.12.2022 N 502-03). Cm. Oyayuryro

PEAAKITUIO.

3. MapkupoBKka JIEKApCTBEHHBIX NPENapaToB, HW3TOTOBJICHHBIX AaNTEYHbIMU OpraHU3aLUsIMHU,
BETEpUHAPHBIMU AaNTEYHBIMU OPraHU3ALUSAMH, WHAMBUIYAIbHBIMHU MPEIIPUHUMATEISIMU, UMEIOLIUMU
JUIEH3UI0 Ha (apMalleBTUYECKYIO JEATeIbHOCTh, U O(OpPMIIEHHE TaKUX IPEnapaTtoB JIOJIKHBI
COOTBETCTBOBATH IPABUJIAM, YKa3aHHBIM B 4aCTH | HACTOSALICH CTaThU.

Koncynsrantlntoc: npumedanue.
C 01.09.2023 B 4. 4 cr. 56 BHOcaTcs m3meHeHus (P3 ot 05.12.2022 N 502-03). Cm. Oyaymryro

PECAAKIIHUIO.

4. Anrteunbic opraHu3alu, BCTCPHUHAPHBIC  ANTCUHLIC OpPraHU3alii, HWHIAUBUIAYAJIBHBIC
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(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

MPEANPUHUMATEIN, UMEIOIIHE JINIICH3UIO Ha (apMaIleBTUYECKYIO IeITeIbHOCTh, HECYT OTBETCTBEHHOCTh
3a HCCO6JIIOII€HI/I€ HpaBI/IJI N3TrOTOBJICHHUA U OTHyCKa JIeKapCTBCHHI:IX HpenapaTOB B COOTBCTCTBHUH C
3aKoHOAAaTEILCTBOM Poccuiickoi denepanun.

Cratba 57. 3anpeweHue npoaaxu ¢anbcnpPULUNpPOBaHHbIX JeKapCTBEHHbIX
cpeacTs, HeaoOOpPOKa4YeCTBEHHbIX  NEeKApPCTBEHHbIX  CPeAcCTB, KOHTpadaKTHbIX
neKapcTBEeHHbIX CpeacTB

[Iponaxa danbcuduIupoBaHHBIX JEKAPCTBEHHBIX CPEICTB, HETOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX
CpEeICTB, KOHTPaaKTHBIX JICKAPCTBEHHBIX CPEICTB 3aMPEIacTCsl.

CraTtbs 58. XpaHeHMe nekapCTBEHHbIX CpeacTB

1. XpaHeHue JI€KapCTBEHHBIX CPEJCTB OCYLIECTBISETCS MPOU3BOAUTENSAMHU JIEKAPCTBEHHBIX
CpPE/ICTB, OpraHM3aIlUsIMA  ONTOBOM  TOPTOBIM  JIEKAPCTBEHHBIMH  CPEACTBAMH,  aNTEUYHBIMU
OpraHU3aLMIMU, BETEPUHAPHBIMU anTeYHLIMHU OpraHu3alMsIMH, WHUBUTYy IbHBIMU
MIPEANPUHUMATEIISIMHA, UMEIOITUMHU JIUIEH3UIO Ha (PapMareBTUYECKYIO NEATeIbHOCTh WM JIMIICH3UI0 Ha
MEIUIUHCKYIO JIeATeIbHOCTh, MEIULIUHCKUMU OpraHU3alUsIMH, BETEPUHAPHBIMU OpTraHU3ALUAMH U
WHBIMH  OpraHU3aIUsIMH, OCYIICCTBISIONIMMH OOpalieHue JIEKapCTBEHHBIX CPEACTB. XpaHEHHUE
JIEKAPCTBEHHBIX CPEACTB JJiI BETEPUHAPHOIO MPUMEHEHHS OpraHu3alusIMd W HWHAUBUAYAIbHBIMU
MPEANPUHUMATENIIMA B CIIy4asX, €CJIM OHH MCIOJB3YIOTCS HWCKIIOYUTEILHO TIPH pPa3BeICHUH,
BBIPAIIMBAHUY, COACPKAHUH M JICYCHUU KUBOTHBIX, MOKET OCYIIECTBIATHCS O€3 MOJy4YCeHHUs JTUICH3UU
Ha (hapMaIeBTHUECKYIO JCSITEIIbHOCTb.

(B pen. @enepanvHoro 3akona ot 22.10.2014 N 313-D3)

2. IlpaBmia  XpaHeHHs]  JIEKAPCTBEHHBIX  CPEJICTB  YTBEPKIAIOTCA  COOTBETCTBYIOIIKUM
YIOJTHOMOYEHHBIM ()eIepaIbHBIM OPTaHOM HCIIOJIHUTETHPHON BIACTH.

3. XpaHeHrne HapKOTUYECKUX JIEKaPCTBEHHBIX CPEJICTB, NCHUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJICTB,
paanodapMalleBTUYECKUX  JIEKAPCTBEHHBIX  CPEACTB  OCYIIECTBISETCS B COOTBETCTBUU  C
3aKOHOAAaTeNLCTBOM Poccuiickoi denepanuu.

Cratba 58.1. lpeAMeTHO-KONMUYECTBEHHbLIA Y4YeT JleKapCTBEHHbIX CpeacTB Ans
MeAULMHCKOro NpuMeHeHus
(BBenmeHna denepanbHBIM 3aK0HOM OT 25.12.2012 N 262-D3)

1. [IepedeHnp JIeKapCTBEHHBIX CPENICTB ISl MEAUIIMHCKOTO MPUMEHEHUS, TOJISKAIINUX MPEeIMETHO-
KOJIMYECTBEHHOMY Y4YEeTy, YTBEP)KIAETCs YIMOTHOMOUYEHHBIM (efepaibHbIM OpPraHOM HCIIOJHUTEIHHON
BJIACTH.

2. HO[ZHQOK BKIIFOUYCHUS JICKAPCTBCHHBIX CPCACTB IJId MCIUIHMHCKOI'O IMPUMCHCHHA B NCPCUYCHDb
JICKAPCTBEHHBIX CPEICTB U MEAMIMHCKOTO MPUMEHEHHS, MOUIeKAIIUX MPEIMETHO-KOIHYECTBEHHOMY
yUYeTy, YCTaHABIMBACTCA YHNOJHOMOYEHHBIM (elepaIbHbIM OpPraHOM HCIOJHUTENBHOM BIIACTH I10
COTJIACOBAaHUIO C (efepalbHBIM OpraHOM HCIIOJHHUTEIBHON BIACcTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX €Il
(B pen. ®enepansuoro 3akona ot 03.07.2016 N 305-D3)

3. HpeﬂMeTHO-KOJIPI‘-IGCTBGHHBIﬁ YUCT JICKApPCTBCHHBIX CPCACTB JISI MCAUIUHCKOTO IMPUMCHCHUA
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

BEIyT MPOM3BOAUTENM JIEKAPCTBEHHBIX CPEICTB, OpraHMU3allM ONTOBOM TOPIOBIH JIEKAPCTBEHHBIMU
Cpe/ACTBaMu, alTeYHble OpPraHu3allii, WUHJIWBHAyaJIbHbIE MPEANPUHUMATENN, UMEIOLIUE JIMLIEH3UI0 Ha
(bapMaleBTUYECKYIO NIE€ATENbHOCTh WU JIUIEH3UI0 HAa MEIUIIMHCKYIO NEeSTeNIbHOCTh, U MEIUIIMHCKUE
OpTraHM3aIlNH, OCYIIECTBISIONINE 00palleHne JIEKapCTBEHHBIX CPENICTB ISl METUIIMHCKOTO MPUMEHEHUS,
MyTeM perucTpanuy JoObIX CBS3aHHBIX C UX OOpallleHHeM omepanui, IpU KOTOPBIX HU3MEHSETCS UX
KOJIMYECTBO U (WJIM) COCTOSIHUE, B CICIIHMANBLHBIX JKypHAIaX ydeTa OIlepaluii, CBI3aHHBIX ¢ OOpaleHueM
JIEKapCTBEHHBIX CPENICTB I MEAUIIMHCKOTO IPUMEHEHHUS (Jaliee - ClieUaIbHbIE Ky pHaJIbl).

4. IlpaBuia perucTpanyyl OIEpalyii, CBSI3aHHBIX C OOpAIeHHWEM JIEKaPCTBEHHBIX CPEACTB IS
MEIUIMHCKOIO NPUMEHEHHMs], BKJIIOUEHHBIX B MEPEUYEHb JIEKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO
IIPUMEHEHUS, MOJIEKAIINX MTPEAMETHO-KOJINYECTBEHHOMY YUETY, B CIIELMAIbHBIX KypHAIax U [IpaBuia
BEJCHUS] M XpaHEHHUS CIEUUalIbHBIX >KYpHAJIOB YTBEPKAAIOTCS YHMOJHOMOYEHHBIM (eaepanibHbIM
OpraHOM MCHOJIHUTEIbHON BIIACTH.

5. KonTpons 3a coOMOAeHHMEM NOpPaBWJI PETUCTPAIMU OIepaluid, CBS3aHHBIX C OOpalieHueM
JIEKapCTBEHHBIX CPEACTB JII MEIULMHCKOTO NMPUMEHEHHUs, BKIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX
CPEICTB Il MEIHULUHCKOTO IPUMEHEHHs, IOMJIEKAIUX IPEIMETHO-KOJIMYECTBEHHOMY YYeTy, B
CHELMANbHBIX JKYypHajaX, a Takke 3a COOMIOJEHHWEeM IpPABUJI BEIEHHS M XPAaHEHHs CIEeHUAIbHBIX
’KYpHAJIOB BO3JIaraeTcsl Ha YIOJHOMOUYEHHbIE (pefiepanbHble OpraHbl UCIOIHUTEIBHON BIACTH M OPTaHBbI
UCTIOJIHUTENFHON BIacTH cyObekToB Poccuiickoit deneparyu, OCYHIECTBISIOMIUE JHIIEH3UPOBAHHUE
NPOM3BOJICTBA  JIEKAPCTBEHHBIX CPEACTB, (apMalleBTUYECKOH  JEATEIbHOCTM W MEIUIMHCKOM
JESTENIbHOCTH, U OCYILECTBIISETCS B paMKax JINLIEH3MOHHOI'O KOHTPOJISL.

Masa 11. YHUMTOXEHUE JIEKAPCTBEHHbIX CPELOCTB
Cratbsa 59. OCHOBaHMA N NOPAAOK YHUUTOXEHUS JNIeKapCTBEHHbIX CPeaAcTB

1. HenoOpokauecTBEHHbIE JIEKAPCTBEHHbIE CPEIACTBA, (aIbCUPHUIMPOBAHHBIC JIEKAPCTBEHHBIE
CpeACTBa TMOMJIEKAT M3BIATUI0O M3 OOpalleHUus W YHUYTOXKEHUIO B HOPSJKE, YCTaHOBIECHHOM
ITpaBurensctBoM Poccuiickoit @enepanuu. OcHOBaHMEM Ui YHUUYTOXEHHS JIEKAPCTBEHHBIX CPENCTB
ABJIICTCS ~ PEIEHWE  BIAACIbLA  JICKAPCTBEHHBIX  CPEACTB,  PEIIEHHE  COOTBETCTBYIOILErO
YIOJHOMOYEHHOTO (heeparbHOr0 OpraHa UCIOJHUTEIBHOMN BIACTH WK PELICHUE Cya.

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

2. KonrpadakTHble JIeKapCTBEHHBIE CPEICTBA MOAJEKAT UZBATHIO U3 OOPAIIEHUS U YHUUTOKEHHIO
1o peuleHnto cyaa. [opsaaok yHHYTOXKEHUs] KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEICTB yCTAHABJINBACTCSA
IIpaBurenscTtBOM Poccuiickoit @enepanyu.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pacxompl, cBsi3aHHBIE C YHUYTOKEHHEM KOHTPAa()aKTHBIX JICKAPCTBEHHBIX CPEJCTB,
HE0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (DambCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
BO3MEIIAIOTCS UX BIIAJEIbLIEM.

4. Bnagenern JeKapCTBEHHBIX CPEACTB JOJDKEH MPEJCTABUTh B YIOJTHOMOYEHHBIN (enepanbHbIi
OpF aH HCHOHHHTGHBHOP'I BJI1aCTHU IIOKYMeHT 1501851 3aBepeHHon B yCTaHOBHeHHOM HO[!SIQKG €ro KOIIHMIO,
MOATBEPKAIONINE (DAKT YHHUTOKECHHS JICKAPCTBEHHBIX CPEICTB.

5. CoOTBEeTCTBYIOIIMI YIOJTHOMOUYEHHBIN (enepaabHbli OpraH HCIOJHUTEILHONH BJIACTH,
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

NPUHABIIMN pelieHue 00 YHHUYTOKEHUU JIEKapCTBEHHBIX CPENCTB, OCYIIECTBISET KOHTPOJb 3a HX
YHUYTOXKEHUEM.

6. VYHUYTOXKEHHE JIEKQpCTBEHHBIX CPEACTB TMPOM3BOAMUTCA OPTraHU3ALUAMH, HMEIOIIUMU
COOTBETCTBYIOIIYIO JIMIICH3HIO, Ha CIIEIUAIIEHO 000PYIOBAaHHBIX TUIOIIAIKAX, IOJIUTOHAX U B CIICIIUATBHO
000pyIOBaHHBIX TOMEIICHUSX C COOMI0JIeHuEM TPeOOBaHUI B 00JaCTH OXpaHbl OKpPYKAIOUIEH cpeabl B
COOTBETCTBUU C 3aKOHOJaTeabCcTBOM Poccniickort denepanmu.

7. HapxoTuyeckue JE€KapCTBEHHbIE CpEACTBa, ICUXOTPOIHBIE JIEKAPCTBEHHBIE CPENCTBA,
paanodapMalleBTUYECKUE  JICKAPCTBEHHBIE ~ CPEACTBA  YHHYTOXAIOTCS B COOTBETCTBUU  C
3aKOHOAaTeNLCTBOM Poccuiickoi denepanuu.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA NNEKAPCTBEHHBbIE NMPEMNAPATbI ANA MEAULIMHCKOIo NPUMEHEHUA

Cratbsa 60. TlocynapcTBeHHOE perynupoBaHue LieH Ha feKapCTBEHHble npenapartbl
Ans MegULMHCKOro NpMMeHeHus

1. TocynapcTBeHHOE peryJupOBaHHE II€H Ha JIGKAPCTBEHHBIC NpenapaTthl I MEIUIIHHCKOTO
MPUMEHEHHS OCYIIECTBIISIETCSI TOCPEACTBOM:
(B pen. ®enepanpHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxknenus: [IpaBurensctBoM Poccuiickoit denepanny nepedyHs KU3HEHHO HEOOXOIUMBIX H
BaXHEHIINX JIEKapCTBEHHBIX IPENapaToB, KOTOPHIM (opMmupyeTcs U HEe pexe OAHOIO pa3a B TOJ
NepecMaTpUBAETCS B YCTAHOBJIEHHOM MM IOPSAKE HA OCHOBE KOMIUIEKCHOM OLIEHKH JIEKapCTBEHHBIX
MpenaparoB, BKJIIOYAs AaHAIW3 CBEACHUH O CPAaBHHUTEIBbHON KIWHUYECKOH J(P(HEKTUBHOCTH |
0€30MacHOCTH  JIGKAPCTBEHHOTO CPENICTBA, OICHKY HKOHOMHUYECKHX TOCTEACTBUNA TMPUMEHEHUS
JIEKAPCTBEHHOI'O CPEACTBA U W3YYEHUE JIOMOJHUTEIBHBIX IOCIEICTBUI NPUMEHEHHs JIEKAPCTBEHHOIO
CpEe/CTBa;

(B pen. @enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBepXKIEHUS METOIMKH pacyeTra TMpeleNbHbIX OTIYCKHBIX IIeH IPOMU3BOJMUTENEH Ha
JIEKapCTBEHHBIE TIperapaThl, BKIIOUCHHBIE B IEPEUCHb J>KU3HEHHO HEOOXOAMMBIX M Ba)KHEWIIHX
JIEKapCTBEHHBIX IPENapaToB, a TAaKKe BHEAPEHUS MEXaHW3MOB (DOPMHUPOBAHMS CUCTEMbI pedepeHTHBIX
[CH;

(B pen. @enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N _134-D3)

3) TOCYymapCTBEHHOW DErHCTPAllMM MNpPEAETbHBIX OTHYCKHBIX IE€H TPOU3BOJHUTENICH Ha
JICKAPCTBCHHLIC TIpC€rapaTrhbl, BKIIOYCHHBIC B MCPCUYCHL KU3HCHHO HeO6XOHI/IMBIX U BaXHEHUIITHUX
JIEKapCTBEHHBIX MPETapaToB;

(B pea. @exnepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BeneHWs TOCYAapCTBEHHOTO peecTpa MpEeAeNbHBIX OTIYCKHBIX II€H MPOU3BOAMUTENECH Ha
JICKapCTBEHHBIE TMpenaparhl, BKIIOUYEHHBIE B TIEPEUYCHb >KU3HEHHO HEOOXOAWMBIX W BaKHEUIINX
JIEKapCTBEHHBIX MIPENnapaToB;

5) yTBepXIeHHS METOIUKU YCTAHOBJICHHMS OpraHaMy MCIOJHHUTEIBHOM BIACTH CYOBEKTOB
Poccuiickoii @Denepanmuu NpeACTbHBIX pPa3MEPOB ONTOBBIX HAA0aBOK M TPEACIbHBIX pPa3MepoB
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

PO3HUYHBIX HaA0aBOK K (DAKTMYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM TPOU3BOJIUTEISIMU
JIEKAPCTBEHHBIX IMPENapaToB, Ha JIEKAPCTBEHHBbIE Ipenaparbl, BKIIOYEHHbIE B IEPEUYCHb MKU3HEHHO
HEOOXOUMBIX M BaKHEHIIINX JIEKApCTBEHHBIX IPENapaToB;

6) YCTaHOBJIEHUS MPEJIEbHBIX pa3MEPOB ONTOBBIX HAJA0ABOK U MPEAETIbHBIX Pa3MEPOB PO3HUUHBIX
Ha/0aBOK K (PAKTMYECKMM OTIyCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOJUTENSIMU JIEKaPCTBEHHBIX
IpenapaToB, Ha JIEKApPCTBEHHbIE IpenapaThl, BKIIOYEHHBbIE B TEpeueHb KM3HEHHO HEOOXOIUMBIX H
BAXHEHIINX JIEKAPCTBEHHBIX IIPENApaTOB;

7) yTBEpXKACHUS TOPSIKA BBIAAYU TPEIANHCAHUNA OpraHaM HCIIOJTHUTEIHHONW BIACTH CyOBEKTOB
Poccuiickoii @enepanunu 0 MPUBEACHUN B COOTBETCTBUE C 3aKOHOAATEILCTBOM Pocculickoit deaepanuu
pemieHuit 00 YCTAaHOBIIGHWHU TMpENeIbHBIX Pa3MEPOB ONTOBBIX HAN0aBOK U MPEACTBHBIX pPa3MepoB
PO3HUYHBIX HAJ0aBOK K (AKTUUECKHM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM TPOU3BOIUTEIIMU
JIEKapCTBEHHBIX IMPENapaToB, Ha JIEKApCTBEHHBbIE Npernaparbl, BKIIOYEHHbIE B MEPEUYEHb >KU3HEHHO
HEOOXOJAMMBIX ¥ BAXKHEUINWX JIEKAPCTBEHHBIX TMpENapaToB, €CIW OHU NPHHATHI C HAPYIICHHUEM
3aKoHozarenscTBa Poccuiickoit @enepannu, B nopsaake, ycraHoBiaeHHOM [IpaBurensctBoM Pocculiickon
®denepannu;

8) HampaBlieHUS YINOJTHOMOYEHHBIM (heJepaTbHbIM OPraHOM HCIIOTHHUTEIHHOW BIIACTH OpraHam
WCIIOJIHUTENILHON BIacTH CyObekTOB Poccuiickoir ®deneparuu TpeAnvcaHduii O TNPUBEACHUH B
COOTBETCTBHE €  3aKOHOoJarenbCcTBOM  Poccuiickor  dDenepanuu  NPUHATBIX € HAPYLICHUEM
3akoHoaTenbcTBa Poccuiickoit deneparuu pemieHnii 00 yCTaHOBJICHUH MPEETbHBIX Pa3MEPOB ONTOBBIX
Ha0aBOK U TPENENbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0ABOK K II€HAM Ha JIEKAPCTBEHHBIC MpErapaTshl,
BKJIIOUEHHbBIE B MIEPEUEHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

9) ocymecTBieHus (peaepanbHOro rocy1apcTBEHHOTO Ha/30pa B cepe oOpaleHus JTeKapCTBEHHBIX
CPEICTB M PErMOHAJIBHOIO TOCYIapCTBEHHOIO KOHTPOJIA 3a NPUMEHEHHEM LIEH Ha JIEKAPCTBEHHBIE
npenapaTbl COOTBETCTBEHHO YHNOJTHOMOYEHHBIMU (pellepalibHbIMU OpraHaMK HCIIOJHHUTENBHOM BIACTH U
opraHaMy HWCIIOJIHUTEILHON BJacTH cyOBhekTOB Poccuiickoit denepannu cOriiaCHO MX KOMIIETCHIIMH B
nopsiike, ycraHosiaeHHoM IIpaBurensctBom Poccuiickon @enepanny;

(m. 9 B pen. DeaepanbHoro 3akoHa ot 25.06.2012 N 93-03)

10) nmpuMmeHeHHs TPENYyCMOTPEHHBIX 3aKoHonaTenbcTBOM — Poccuiickoit  @Pexpepanuu  Mep
OTBETCTBEHHOCTH 3a HapyllleHHe MOopsAaKka IeHOOOpa30BaHMs Ha JICKapCTBEHHbIE Ipernaparsl,
BKJIIOYEHHBIE B IIEPEUEHb )KU3HEHHO HEOOXOIUMBIX U BAXKHEHININX JIEKAPCTBEHHBIX MpenapaToB.

(B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

2. B ycnoBusx upe3BblYaliHON cuTyanuu U (WIM) NpU BO3HUKHOBEHUHU YIPO3bl PaCIpPOCTPAHEHUS
3a0o0JieBaHusl, MPEACTABISIONIETO OMACHOCTh JJISi OKPYKaIoIIUX, a TakKe B clyyae, €cld B TeueHHUe
TPUIALATH KaJEHAAPHBIX OHEW nocie npuHatus lIpaBurensctBoM Poccuiickoir denepannu pemieHus o
MIPOBEJCHNY MOHUTOPVHIA PO3HUYHBIX IIEH Ha JICKAPCTBEHHBIE IIPENapaThl, HE BKIOUCHHBIE B IEPEYEHb
JKU3HEHHO HEOOXOIMMBIX W BAXHEWIIUX JIEKAPCTBEHHBIX IPENapaToB, HA TEPPUTOPHUSIX CYyOBEKTOB
Poccuiickoii @enepanii BbIABIEH POCT PO3HUYHBIX 1IEH HAa YKa3aHHBIE JICKAPCTBEHHBIE MpernapaTsl Ha
TPUILATH IPOIIEHTOB U Oosee, [IpaButenscTBo Poccuiickoit deneparyy BipaBe yCTaHOBUTH NpeAeIbHBIE
OTIYCKHBIE LI€Hbl IMPOU3BOAMTENICH HAa yKa3aHHbIC JICKAPCTBEHHBIE IpPENaparhl, MpEeAesIbHbIE pa3Mepbl
ONTOBBIX HAT0ABOK U TpeleiIbHBIE pa3Mepbl PO3HUYHBIX HAT0ABOK K (PaKTUYECKHM OTITYCKHBIM I[€HaM
MIPOU3BOAMTENICH HA YKa3aHHbBIC JIEKAPCTBEHHbIE Npenapathl. [lepeueHp TeKkapCTBEHHBIX MPEnapaTroB, HE
BKIIIOUEHHBIX B IEpPEUeHb >KU3HCHHO HEOOXOJMMBIX W BAXKHEUIIMX JIEKAPCTBEHHBIX IMPENaparoB, U
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

OpsJIOK ero opMupoBanus onpenessitorcs [IpaButensctBom Poccuiickoit deneparun.
(uactsb 2 BBeneHa denepanbHbiM 3aKk0HOM OT 26.03.2020 N 67-D3)

3. B TedyeHue NeBAHOCTA KAJICHAAPHBIX HEW co aHA yTBepxkaeHus lIpaBurenbctBoM Poccuiickoi
®denepanny nepevHsi, yka3aHHOTO B YAaCTU 2 HACTOSIIEH CTaThU, HE JOMYCKAIOTCA pealn3alus U OTITyCK
BKJIFOYCHHBIX B HETO JIEKAPCTBEHHBIX IMPENapaToB IO IIE€HaM, MPEBBIMIAIOIINM IPEACIbHBIE OTITYCKHbBIE
LEHbl TMPOU3BOJUTENECH HAa yKa3aHHbIE JIEKAaPCTBEHHBIE NpPENapaThl, MpEeAeNIbHbIE pa3Mepbl OMNTOBBIX
Hag0aBOK H TIPEAENbHBIE pa3Mepbl PO3HUYHBIX HAA0aBOK K (DaKTHUYECKUM OTIYCKHBIM IICHaM
MPOM3BOJUTENCH Ha YKa3aHHBIC JICKAPCTBEHHBIC MpenapaThl C YYEeTOM Halora Ha J00aBIICHHYIO
CTOMMOCTb.

(uactb 3 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynsrantlntoc: nmpumedanue.
3apeructpupoBanubie A0 07.06.2019 mnpenenpHbIE OTIYCKHBIC II€HBI MOJJIEKAT O00sS3aTENbHON
nepeperucrpanuu B 2019 - 2020 rogax B coorBercTBUH €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratbsa 61. Focy,qapCTBeHHa;l pernctpaumsa " nepeperncrtpauna npeperibHbiX
OTNYCKHbIX LeH npou3BoAuTeNieM Ha JeKapCTBEHHble npenapaTtbl, BKIO4YEHHble B
nepe4yeHb XU3HEeHHO H906XOFWIMI:IX M BaXXHEeMLWunx JIeKapCTBEeHHbLIX npenapartoB

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

1. IlpenenbHas OTIyCKHAsi IIeHA MPOU3BOAMTENS HA JICKAPCTBEHHBIM Mperapar, BKIIOYEHHBIA B
IepeYeHb JKU3HECHHO HEOOXOMUMBIX U BaXHCWIIUX JIEKAPCTBEHHBIX TIPENapaTroB, MOJJICKUT
roCyJIapCTBEHHON pEerucTpanuu B mopsake, ycraHoBieHHOM [IpaButensctBoM Poccuiickoit denepanuu,
Ha OCHOBaHHMHU TPEICTABICHHOTO B YHNOJIHOMOYEHHBIH (efepalbHBbIii OpraH HCIOJHUTEILHOW BIIACTH
3asgBIICHUS JepiKaTelsl WIK BIaJeblla PEeruCcTPalliOHHOTO YJOCTOBEPEHHUs JEKapCTBEHHOTO Mpernapara
(YIIOJIHOMOYEHHOI'O UM JIMLIA).

2. 3apeructpupoBaHHAs NpeAeNbHAas OTIYCKHAs II€Ha IPOU3BOJUTENS HA JIEKapCTBEHHBIN
npemnapar, BKJIIOUYEHHBIA B IEPCUCHb KU3HCHHO HCOGXOI[I/IMBIX M BaXXHEHUIITNX JICKApCTBCHHBIX
IpernapaToB, MOXKET OBITh NMEPEPErHCTPUPOBAHA B CTOPOHY YBEIMYEHUS OJMH pa3 B KaJCHIAPHOM TOIY
Ha OCHOBAHHH IPEJCTABICHHOTO B YIOJIHOMOYECHHBIN (hefepaibHbIi OpraH UCIIOTHUTENBHOM BiIacTu A0 1
OKTSIOpSl KaKAOTO roja 3asBICHUS JAEpKaTeNls WIN BIAAEibla PErHCTPAMOHHOTO YJOCTOBEPEHHMS
JIEKapCTBEHHOT'0 Ipernapara (yIoJIHOMOUYEHHOT0 UM JIULIA).

3. 3aperucTpupoBaHHAs MpeleiabHas OTIIyCKHas Il€Ha MPOU3BOJAUTENS Ha JIEKApCTBEHHBIN
npenapar, BKJIIOUYEHHBIH B TIEpeueHb JKU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JIEKapPCTBEHHBIX
MIPEenapaToB, MOXET ObITh EPEPETUCTPUPOBAHA B CTOPOHY CHI)KEHUS Ha OCHOBaHHUH MPECTABICHHOTO B
YIOJIHOMOYEHHBIN (peiepaIbHbIil OpraH UCTIOHUTEIFHON BIIACTH 3asBICHUS JCp)KaTels WIN BIaeibla
PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa (YIOJIHOMOYEHHOTO UM JIUIA).

4. Jlepxarenb WM BIIAJENEl] PETUCTPALMOHHOIO YIOCTOBEPEHMs JIEKApCTBEHHOI'O IIperapara
(YmOTHOMOYEHHOE UM JIMIO) O0053aH MpEeACTaBUTh B YIOJHOMOYEHHBIM (efepaibHbIi  OpraH
VCIIOJTHUTENIBHOM BJIACTU 3asiBICHUE O MEPEPErucTpalyy 3aperucCTPUPOBAHHOMN IIPENEIbHON OTIYCKHOMN
LEHBI IPOM3BOAMUTENS HA JIEKAPCTBEHHBIN MpenapaT, BKIIOUEHHBIH B MepEUYeHb )KU3HEHHO HE0OXO0IMMBIX
Y BaXXHEWUIINX JIEKAPCTBEHHBIX [IPENAPATOB, B CTOPOHY CHI)KEHHUS B CIEAYIOLINX CIIydasiX:
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

1) cHIW)KeHUE 1IeHbl B NHOCTPAHHOW BAJIIOTE HA JIEKAPCTBEHHBIN IpenapaT B CTpaHe MPOU3BOANUTENS
U (WIM) B CTpaHax, B KOTOPBIX JICKAPCTBEHHBIM Ipenapar 3aperucTpUpOBaH U (MJIHM) B KOTOpBIE
MOCTABJIAETCS IPOU3BOAUTENIEM;

2) cHWXeHHE IIeH Ha pedepeHTHBIE JIEKapCTBEHHBIE Ipernaparhl B COOTBETCTBHM C IIYHKTOM |
HACTOSIIIEH dYacTu ()11 COOTBETCTBYIOIIMX BOCIPOW3BEICHHBIX, OMOAHAIOTOBHIX (OHOMOAOOHBIX)
JIEKapCTBEHHBIX NpenapaToB);

3) mpeBbIICHUE TPENeTbHON OTITYCKHOW IIEHBI Ha TEPBBIH BOCHPOW3BEACHHBIN, OMOaHAIOTOBBIN
(Omoro100HBIN) JIeKapCTBEHHBIN TpenapaT MHOCTPAHHOTO MPOM3BOJCTBA HAJ MpPENeNbHOM OTIYCKHOU
[IEHOM MTPOU3BOAMTEIS HA BTOPOH BOCIIPOM3BEICHHBIN, OM0aHAIOTOBBIN (OMOMOJ00HBIN) JTeKapCTBEHHBII
Ipenapar, pacCYUTaHHOM B COOTBETCTBUU C METOIMKOMW, yTBep:KAeHHOU IIpaBurensctBoM Poccuiickoin
®denepanunu;

4) npeBbIllICHUE TPEJENbHON OTIMYCKHOM LIEHBI Ha MEpBBIA BOCIPOM3BEACHHBINH, OMOAHATIOTOBBIN
(6uomoMOOHBIN) JIEKApPCTBEHHBIM TIpermapaT MPOU3BOIUTENS TOoCyJapcTBa - wWieHa EBpa3uiickoro
DKOHOMHUYECKOTO COK03a HaJ IPENCIbHOM OTIyCKHOM ILICHOW IMPOU3BOAUTENS HA  BTOPOU
BOCITPOM3BEICHHBIN, OMOAHATOTOBBIM (OMOTMOMOOHBIN) JIEKAPCTBEHHBIM TpErmapaT MPOU3BOIUTENS
rocyfapcrBa - wieHa EBpa3niiCKOro SKOHOMMYECKOTO COl03d, PACCUUTAHHOM B COOTBETCTBUU C
METOJIMKOM, yTBepkaeHHO# [IpaButenscTBOM Poccutickoit @enepanuu.

5. Ilopsagok  mepeperucTpanuu  3aperUCTPUPOBAHHBIX  IIPEAEIBHBIX  OTIIYCKHBIX  LIE€H
MIPOM3BOJUTENEH Ha JEeKapCTBEHHbIE Mpernaparhbl, BKIIOUYEHHbIE B MIEpEeYeHb )KU3HEHHO HEOOXOJIUMBIX U
BAXHEHMILINX JIEKAPCTBEHHBIX IIPENapaToB, B Clydasx, MPEIyCMOTPEHHBIX YacTsaMu 2 - 4 HacTosuleH
cratby, ycraHaBiauBaeTcs [IpaButensctBoMm Poccuiickoi denepanuu.

6. DKOHOMUYECKUI aHaINW3 IPEJIEIbHONM OTIYCKHOM LIEHbl IPOW3BOAMTENS HA JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBIH B IE€peYeHb >KM3HEHHO HEOOXOOUMBIX M BaKHEHIINX JIEKapCTBEHHBIX
IIpernapaToB, IpU €€ TOCYJApCTBEHHOW pErucTpalMd WM IEPEepPErucTpalliyd  OCYLIECTBIIAETCS
(denepanbHBIM OpPraHOM HCIOJHUTENIBHOW BIACTH, OCYLIECTBISIOIIMM (YHKIMH IO TNPHHATHIO
HOPMATUBHBIX MPABOBBIX AaKTOB U KOHTPOJIO 3a COOJIIOJICHMEM 3aKOHOJATeNbCTBA B  cdepe
TOCYJapCTBEHHOTO PETYIMPOBaHUs 1IeH (TapudoB) Ha TOBAPHI (YCIYTH).

7. PacueTr mpenenbHbIX OTIYCKHBIX ILI€H, YKa3aHHBIX B 4acTsaX | ¥ 2 HacTosIel CTaTbH, MPU HX
rOCyapCTBEHHON PErHCTpalMy WIN NEPEPEruCcTpalui OCYLIECTBISETCS B COOTBETCTBUH C METOIUKOM,
yTBepkaeHHou [IpasurensctBoM Pocculickor denepanyv ¥ y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobmoaeHne OamaHca WHTEPECOB MOTPEOUTENEH JIEKapCTBEHHBIX IMPENapaToB, BKIIOYEHHBIX B
nepevyeHb XKM3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKApCTBEHHBIX IPENapaToB, W MPOU3BOIUTENCH
JICKApCTBEHHBIX MPENapaToB, BKIIOYCHHBIX B TEPEYCHb JKU3HEHHO HEOOXOIMMBIX W Ba)KHEHIINX
JIEKapCTBEHHBIX MPEMapaToB;

2) dakTHUECKyI0 OTIYCKHYIO IIEHY Ha JIEKapCTBEHHbIE npenapatsl B Poccuiickoit deneparum, 1ieHy
BBO3a JIEKAPCTBEHHBIX IMpenaparoB B Poccuiickyro denepamuio, a TakkKe LUEHbl Ha AHAIOTMYHBIE
JIEKapCTBEHHBIE TIpenapaThl, HaxosIIrecs: B oopamienuu B Poccutickoii deneparumy;

3) 3aTpaThl NPOM3BOIUTENS JIEKAPCTBEHHOTO IMperapara Ha MPOM3BOJICTBO U PEANU3ALUI0
JIEKapCTBEHHOTO Mpenapara;
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4) nieHy Ha JIeKapCTBEHHBIN Ipernapar, ero LeHy B CTpaHe MPOU3BOIUTENS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIH Npenapar 3aperucTpupoBaH U (WIKM) B KOTOPbIE OCTABISAETCS IPOU3BOAUTEIIEM.

8. He momyckaroTcs peanu3anys M OTITYCK JIEKaPCTBEHHBIX MTPENapaToB, BKIIOUYEHHBIX B NEPEYeHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JEKapCTBEHHBIX NpPENapaToB, HA KOTOPbIE MPOU3BOIUTEISIMU
JEKapCTBEHHBIX NPENapaToB HE 3aperHCTPUPOBAaHA MpeAeTbHAs OTHYCKHAas [IE€Ha, peaTn3allis
MPOU3BOIUTESIME JIEKAPCTBEHHBIX IMPENApaToB IO II€HAM, MPEBHIMIAIONINM 3apETUCTPUPOBAHHbIE WIIH
HepeperucTpUpPOBaHHBIE MPEeIbHBIE OTITYCKHbIE IIEHBI HA JIEKAPCTBEHHBIE TPENapaThl ¢ yYeTOM Hajora
Ha 100aBJIEHHYIO CTOUMOCTb.

9. OcoOEHHOCTH rOCYJapCTBEHHOI'O PErYIMPOBAHUS MPEEIbHBIX OTIIYCKHBIX IIEH TPOU3BOANUTENEH
Ha JIGKapCTBEHHBIC IpemnapaThl, BKIIOYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IPENapaToB, B 3aBHUCUMOCTH OT SKOHOMHYECKHX U (MJIM) COLHMAIBHBIX KpPUTEPHEB
(U3MEHEHME yCIIOBUH, MOPsIIKAa U CTOMMOCTH IPOU3BO/ICTBA JIEKAPCTBEHHBIX IIPENApPaTOB, UCIIOJIb30BaHUE
HOBBIX ()OpPM, METONOB M CIIOCOOOB TIOCYJIapCTBEHHOI'O pEryJIMpPOBAHUS LE€H Ha JIEKapCTBEHHBIE
npernapaTsl, B TOM 4HCJIe Ha OCHOBE MeXaHH3Ma peepeHTHOro 1eHOo0Opa30BaHusl, U3MEHEHHH MopsiaKa
OKa3aHMsA MEIUIMHCKON IOMOINM, W3MEHEHHME Kypca HWHOCTPAaHHON BaJIOTBI W HHBIE W3MEHEHUS)
ycranasinuBarorcs [IpasurensctBom Poccuiickont @enepanuu.
(B pen. @enepanpuoro 3akona ot 08.03.2022 N 46-03)

Cratba 62. TlocymapCTBeHHbIA peecTp npeAefibHbIX  OTNYCKHbIX  LieH
npousBoauTesNien Ha JfieKapCTBeHHble npenapaTbl, BKNKYEeHHble B Nepe4vYeHb XXU3HEHHO
HeoO6XoAUMbIX U BaXKHENLLMNX NeKapCTBEHHbIX NpenapaToB

1. 3apeructpupoBaHHBIE WM IEPEPETHCTPUPOBAHHBIC IPEJCIbHBIE  OTIYCKHBIE  IICHBI
HpOH?;BOI[PITCJIGfI Ha JICKApCTBCHHBIC NPCIapaThl, BKIFOUCHHLIC B ICPCUCHL KU3HCHHO HeO6XOIII/IMBIX u
BOXKHEHIINX JICKApPCTBEHHBIX IMPENapaTroB, IO/UIeKAT BKIIOYEHHUIO B TOCYJapCTBEHHBIN peecTp
MNPEACIbHBIX OTIIYCKHBIX ILICH HpOH3BOI[HTCJIeI>'I Ha JICKApCTBCHHLIC MPETIapaThbl, BKIIIOYCHHBIC B IICPCUCHDb
’KM3HEHHO HEOOXOMMBIX M Ba)KHEHIINX JIEKAPCTBEHHBIX IPETIapaToB.

(B pea. @exnepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBEHHBIM peecTp MPEAETbHBIX OTIYCKHBIX IIE€H MPOU3BOJIMUTENICH HA JIEKAPCTBEHHBIE
npenaparbl, BKJIOYCHHBIC B ICPCUCHL KHU3HCHHO HGOGXOIII/IMI:IX U BaXHEHUIINX JICKAPCTBCHHLIX
MpenapaToB, COACPKUT B ceOe CIIEIYIONTY0 HH(DOPMAITHIO:

1) HauMeHOBaHUE JAepXKATENsl WIN BIIaJelblla PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara, HAaWMEHOBAaHHME IPOM3BOIUTENSI JIEKAPCTBEHHOTO TMpernapaTa, CBEACHHS O PETUCTpaIiuu
JiepoKaTesisi Wik BIIaJIeNbla PETUCTPAIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOIO Mpenapara, CBeICHUs O
pETHCTpallid TTPOU3BOAMUTENS JICKAPCTBEHHOTO TMpernapaTa il MEIUIIMHCKOTO NMPUMEHEHHUs B KayeCTBE
HAJOTOIUIATENbIIMKa B  CTpaHE  perucTpauu (I  POCCUUCKUX  IOPUAUYECKUX  JIML -
UAeHTU(UKAITMOHHBIA HOMep Hajororuiarensimka (MHH), nns wmHOCTpaHHBIX IOpUAWYECKUX JIUIL -
CTpaHa pEruCTpalli¥, HAUMEHOBAHHE PErUCTPUPYIOUIETO OpraHa, PETrUCTPALMOHHBIA HOMEp, KO
HAJIOTOTUIATEIIBIIIUKA B CTPaHE PErucTpaluy (MHKOPIIOPAIMH) WM €ro aHaJoT), MECTO HaXOXICHUS
MPOU3BOACTBEHHBIX IUIOLIAJ0K, YYACTBYIOIIMX B IPOLIECCE MPOU3BOACTBA JIEKAPCTBEHHOIO IMpenapara, ¢
yKa3aHUEM CTaJiH Ipoliecca MPOU3BOICTRA;

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

2) HauMMEHOBAaHME JIEKApPCTBEHHOrO TMpemapara (MeXAyHapoJHOE HEMaTeHTOBaHHOEe, WU
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TPYNIUPOBOYHOE, WIIM XUMUYECKOE U TOPTOBOE€ HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

3) HOMEp PErHCTPANMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO TIpernapara;

4) nexapcTBeHHasi popMa C yKazaHUEM JO3MPOBKH JIEKAPCTBEHHOTO IMpernapaTa U €ro KOJIHMYecTBa
BO BTOPUYHOH (TTOTPEOUTENHCKOM) YIIAaKOBKE, a TAKKE KOMIIJICKTHOCTH;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHas MpeesibHas OTIIyCKHAas 1IeHA Ha JEKapCTBEHHBIN Mpenapar B pyOoIsix;
(B pen. @exnepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) mata ¥ HOMEp INpHKa3a YHNOJHOMOUYEHHOTO (elepajbHOro OpraHa HMCIOJHHUTENBHOM BIACTH O
rOCyJapCTBEHHOM PETUCTPALUU UIU NIEPEPETUCTPALMU IIPEIEIBHON OTIIYCKHOU LICHBI HA JIEKAPCTBEHHBIN
npenapar, BKIIOYEHHBIH B IE€peYeHb >KU3HEHHO HEOOXOOUMBIX M BaKHEHIINX JIEKapCTBEHHBIX
[IPEnaparos;

(B pen. @enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3, o1 06.06.2019 N _134-D3)

6.1) naTa BCTYIUIEHUS B CHITy NIPHKa3a YIOJIHOMOYEHHOTO (e/lepaIbHOr0 OpraHa MCIOTHUTEIbHON
BIaCTH O TOCYJApCTBEHHOM PpEruCTpaluyl WIN TEPeperucTpanuy MpeAeIbHOW OTIyCKHOW IIeHBI
NPOM3BOJUTENS Ha JICKAPCTBEHHBIM Npernapar, BKIIOUEHHBIH B IepeuyeHb XKU3HEHHO HEOOXOIUMBIX U
B)KHEHIIHNX JIEKAPCTBEHHBIX MPETapaToB;

(m. 6.1 BBenen PenepanbHbIM 3ak0HOM OT 06.06.2019 N 134-D3)

7) MTPUXOBOM KOJ, HAHECEHHBI HAa BTOPHUYHYIO (ITOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npernapara;
(n. 7 BBennen DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) Koa IeKapCTBEHHOIO Mpemnapara MO0 aHAaTOMO-TEPaNeBTUYCCKO-XUMHUYECKON KIacCHU(pUKAIUH,
PEKOMEHI0BaHHOW BceMupHO opranuzanyei 31paBoOXpaHeHus.
(n. 8 BBenneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

3. T'ocymapcTBeHHass perucrpanys WM IEpPEeperucTpanys MpeneiabHbIX OTIIYCKHBIX II€H Ha
JIeKapCTBEHHbIE TMpenapaThl, BKIIOYCHHbIE B TIEpEUYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIHUX
JICKapCTBEHHBIX IIPENapaToB, BEACHHE TOCYAAPCTBEHHOIO pEEeCTpa MPENENbHBIX OTIYCKHBIX IICH
NPOM3BOJUTENCH HA JICKApCTBEHHbIE MpenapaThl, BKIIOUYEHHBIE B MEPEYCHb KU3HEHHO HEOOXOIUMBIX H
BOXHEHMIINX  JIEKAPCTBEHHBIX  IPENApaToB,  OCYIIECTBIAIOTCA B IOPSAKE,  YCTaHOBJIEHHOM
IIpaBurenscTtBOM Poccuiickoit @enepanyu.

(B pen. ®enepansHoro 3akona ot 06.06.2019 N 134-D3)

Cratba 63. YctaHoBneHue opraHamMuM MCNOJNIHATENILHOM BNAacTM CYyObLEKTOB
Poccumckon ®Pepepaumm npegenbHbIX pasmMepoB ONTOBbLIX HaAaGaBOK M npeAenbHbIX
pa3mepoB PO3HUUYHbIX HaAbGaBOK K (paKTUH4ECKUM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM
NpoM3BOAUTENAMM JeKapCTBEHHbIX MNpenapaTtoB, Ha JieKapCTBeHHble npenaparbl,
BKJIIOYE€HHble B MNepeYeHb XWU3HEHHO HeoOXOAUMbIX WU BaXHEWLWMUX JeKapCTBEHHbIX
npenapatoB
(B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

1. Opra#sl UCHOJHHUTEIHLHON BIacTH CyObekTOB Poccuiickoit @enepand yCTaHABIMBAIOT
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

npeenbHble pa3Mephl ONTOBBIX HAJ0ABOK U MpeE/EIbHbBIE pa3Mephbl PO3HUYHBIX Ha0aBOK K (PaKTHYECKUM
OTITyCKHBIM IIeHaM (0e3 ydera Hajiora Ha J100aBJICHHYIO0 CTOMMOCTb), YCTAaHOBJICHHBIM POU3BOIUTEISIMH
JIEKApCTBEHHBIX IIPENapaToB, HA JIEKapCTBEHHBbIE NpeNaparbl, BKIIOYEHHbIE B [EPEUYEHb JKU3HEHHO
HEOOXOIMMBIX M BOKHEHIIINX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUHU C YTBEPKIECHHON B IOPSIKE,
ycraHoBiieHHOM [lpaButensctBoM Poccuiickoit ®enepannu, METOIMKOW YCTAaHOBJIEHUS OpraHaMH
UCTIOJIHUTENFHON BIacTu cy0bekToB Poccuiickoit Denepanuyl mpeieibHbIX pa3MepOB ONTOBBIX HaJI0ABOK
U TpeAeTbHbIX Pa3MEpOB PO3HUUYHBIX HAJ0AaBOK K (DAKTUYECKMM OTIIyCKHBIM LI€HAM, YCTAHOBJIEHHBIM
IIPOM3BOJUTENSAMU JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE IIpenaparbl, BKJIIOYCHHBIE B
HepevyeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX NpenapaToB. IIpoekTsl perieHuit
OpraHOB HCIIOJHHUTENBbHOM BiacTu cyOBbekToB Poccuiickoit @enepanun 00 yCTaHOBIEHHM U (MIIH)
MU3MEHEHUH MIPEJENIbHBIX Pa3MEPOB ONTOBBIX HAJI0ABOK M MPEJEIbHBIX Pa3MEPOB PO3HUUYHBIX HAJ0aBOK K
(aKTHYECKUM OTITyCKHBIM II€HaM, YCTAHOBJICHHBIM IPOHM3BOIUTEISIMH JIEKAPCTBEHHBIX MpPENapaToB, Ha
JIEKapCTBEHHbIE MpenapaThl, BK/IIOUEHHbIE B IIEpEYEHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX MpenapaToB, IOJUIEKAT COTVIACOBAHUIO C YHNOJHOMOYEHHBIM (penepanbHbIM OpPraHOM
UCTIOJIHUTENIBHON BJIACTH, OCYILECTBIIAIONIMM (DYHKIMHU 1O MPUHIATHUI0O HOPMATUBHBIX MIPABOBBIX AKTOB U
KOHTPOJIO 32 COOJIIOJCHHEM 3aKOHOJATelIbcTBa B c(epe TroCylapCTBEHHOTO pEryJIMpOBAaHUS IIEH
(TapudoB) Ha ToBapsI (YCIIyTH), B IOPsAKE, ycTaHOBIeHHOM [IpaBuTenscTBoM Poccuiickoit Deaepanmm.
(B pen. @enepanbHbix 3ak0HOB OT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-D3)

2. OpraHuzaiiud OINTOBOW TOPTOBJIM JIEKApCTBEHHBIMH CpEICTBAMH, alTE€4YHbIE OpraHu3allvy,
WHAWBUIyAIbHBIE TPEANPUHUMATETH, WMEIOIUE IUIEH3UI0 Ha (apMaIeBTHUECKYI0 IesTeNbHOCTD,
MEAMIIMHCKHE OpraHu3alluy, HMEIOIIME JHIEH3UI0 Ha (apMaleBTHUECKYIO esTeNbHOCTh, U HX
o0ocobeHHble noapaszaeneHus (amOynaTopuu, ¢enpamepckue U (GerapaepeKo-aKymepcekue MyHKTHI,
HeHTphl (oTmeneHust) oOmel BpadeOHOM (CeMEWHOW) TPAKTUKH), PACIOJOKEHHBIE B CEIbCKHUX
HACEJIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEUHBIC OPTraHU3aI[MH, OCYIISCTBISIIOT peaTn3aIliio
JIEKapCTBEHHBIX IpPEnaparoB, BKIIOYEHHBIX B IIE€PEYEHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IpErnaparoB, MO LEeHaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBUH C IIOPSIKOM,
yctaHoBieHHBIM [IpaButenbctBoMm Poccmiickoit denepanuu, U ypoBeHb KOTOPBIX (0€3 ydyeTa Hajora Ha
N00aBJIEHHYI0O CTOMMOCTB) HE JIOJDKEH TMPEBBIIaTh CyMMYy (aKTHYECKOW OTITyCKHOW LEHBI,
YCTaHOBJICHHON MPOU3BOIUTENEM JIEKAPCTBEHHOTO TMpernapaTta, He MPEeBBIIAIONIeH 3aperucTpupOBaHHOM
WIH TIEPEPETUCTPUPOBAHHON TMpeNeIbHOW OTHMYCKHON IIeHBl MTpOM3BOAMTENS (Ha JaTy pealu3alud
JIEKapCTBEHHOT'O TIperapara TMPOW3BOAUTEIEM), W pa3Mepa ONTOBOM Haa0aBKu H (WIH) pasMepa
PO3HUYHOI Ha/n0aBKH, HE MPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa IMpelebHOW ONTOBOM HaI0aBKH U
() pazMepa npeeabLHON pO3HMYHON HaZ0aBKH, YCTAHOBIICHHBIX B cyOBbekTe Poccuiickoit deneparum.
(uactsb 2 B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranpl HCHOJHHUTEIBLHOW BiacTu cyObekTOB Poccuiickoit demeparnu pa3MemiarOT B CETH
"UuTepHer" nHpOpPMAIMIO O 3apETUCTPUPOBAHHBIX MPEEIBHBIX OTITYCKHBIX LI€HaX MPOM3BOIUTENCH Ha
JIEKapCTBEHHbIE IpenapaThl, BKIIOYCHHbIE B IEPEYEHb JKU3HEHHO HEOOXOJMMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX IMpernapaToB, 00 YCTaHOBIEHHBIX B cyObekre Poccuiickoii ®dexepanuu mpenenbHbIX
pasMepax ONTOBBIX HAM0aBOK W (WJIM) MPEACIIBHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K yCTAaHOBJICHHBIM
MPOU3BOJIUTESIMH JICKAPCTBEHHBIX IPENapaToB (PAaKTUYECKHMM OTITYCKHBIM II€HaM Ha JIEKapCTBEHHBIE
npenapaTsl, BKJIIOYCHHbIE B IE€PEUCHb MKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKapCTBEHHBIX
IIPENapaToB, a TAKXKE O CYMME 3aperMCTPUPOBAHHBIX NPEJEIBbHBIX OTIYCKHBIX LIEH MIPOU3BOJUTENEH Ha
JIEKapCTBEHHbIE MpenapaThl, BK/IIOUEHHbIE B IIEpEYEHb JKU3HEHHO HEOOXOOMMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX IpPENapaToB, YCTAaHOBIEHHBIX B cyOwbekTe Poccuiickoil @Denepanuu MpeaerbHbIX
pasMepoB ONTOBBIX HAJI0ABOK U MPEJEIbHBIX pa3MEPOB PO3HUUYHBIX HAJ10ABOK M HaJIora Ha 100aBJIEHHYIO
cTouMocTh. MHpopMmarus, nperycMOTpeHHass HACTOSIIEH YacThlO, JOJDKHA HAXOIHWTHCS TaKXkKe B
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

anTEeYHBIX OPraHU3aIUAX B IOCTYITHOW ISl BCEX 3aMHTEPECOBAHHBIX JUI] (hOpME U OOHOBIIATHCS IO MEPE
€e pa3MeIIeHUs OpraHaMy WCIOJHUTENhHOW BIACTH CyObekToB Poccuiickoit ®Depeparmuu B ceTu
"UnaTepuert".

(uactsb 3 B pen. enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrpatun cuiny ¢ 1 mapta 2020 roaa. - ®enepanbhbiii 3akoH 0T 27.12.2019 N 475-D3.

Maea 13. MOHUTOPUHIT SOPEKTUBHOCTU U BE3OINACHOCTHU
JIEKAPCTBEHHbIX MPEMAPATOB, HAXOOALLMNXCA B OBPALLEHUN
B POCCUNCKOWN ®EOEPALIUUA
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 64. ®DapmakoHaa3op
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBEHHBIE TIpeapaThl, HaxoaAmuecs B oopamennn B Poccuiickoit deneparuu, moaiexar
MOHHUTOPHUHLY J(PQPEKTUBHOCTH U OE30MACHOCTH B IIENSAX BBISBICHHS BO3MOXKHBIX HETATUBHBIX
MOCNEACTBUIA WX MPUMEHEHUS, WHAMBHUIYAIbHON HENEePeHOCUMOCTH, HPEIYNPEXKIECHUS MEAUIUHCKUX
pabOTHHUKOB, CIECIUATNCTOB B OOJIACTH BETCpUHAPHUU, TMAIMCHTOB WJIM BIIAJENBIEB JKUBOTHBIX M HX
3alIUTHl OT IPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX MPENapaToB.

(B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. dapmakoHaI30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (herepanbHbIM
OpPraHOM HCIIOJIHUTEIBHOM BIACTH B YCTAHOBJICHHOM UM IMOpsAKE MyTEM aHalu3a IMPeloCTaBIsIeMOil
cyObekTaMu  oOpalieHus JIGKQpCTBEHHBIX CpencTB HMH(POpManuu O TMOOOYHBIX  JEHCTBUSAX,
HE)KEJIATENIbHBIX PEAKLHUAX, CEPhE3HBIX HEXKENATEeIbHBIX PEeaKIHsaX, HENpPEeABHICHHBIX HEXelaTeIbHbIX
peakiusx Npu MPUMEHEHMH JIEKapCTBEHHBIX MpernapaTroB, 00 HHIWBUIYaTbHOW HENEPEHOCHMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTHU JICKAPCTBEHHBIX MPENApaToB, a TakkKe 00 MHBIX (PaKTax M 0OCTOATEIHCTBAX,
MPEJCTABISIIONIMX YIPO3y KU3HU MU 3J0pPOBbIO 4YelloBEKa JIMOO >KMBOTHOTO TMpPH MNPUMEHEHUU
JIEKapCTBEHHBIX NPENapaToB U BBIABICHHBIX Ha BCEX dTamax oOpalleHHs JIEKapCTBEHHBIX MPENapaToB B
Poccuiickoii denepanuu u Apyrux rocy1apcrax.

3. CyOBexTbl 0OpallieHus JIEKapCTBEHHBIX CPEJICTB B MOPSIKE, YCTAHOBICHHOM YITOJTHOMOYEHHBIM
denepanbHbIM  OpraHOM  HCIIOJIHUTENBHOM  BIACTH, O00s3aHBl COOOIIATh B  YHOJHOMOYEHHBIH
denepanbHBIE OpraH WCHOTHUTENHHOW BJIACTH O TMOOOYHBIX ACHCTBHUSAX, HEXKEIATEIbHBIX pPEaKIHX,
CEPbE3HBIX HEXENIaTeNbHBIX PEeaKIUsIX, HEMPEIBUACHHBIX HEXeNaTeNbHbIX PEeaKIHSIX MpU MPUMEHEHUU
JIEKapCTBEHHBIX MpPEnapaTroB, 00 HHAUBUIYaJbHOH HEMEPEHOCUMOCTH, OTCYTCTBUU 3(P(PEKTUBHOCTH
JIEKapCTBEHHBIX MpernaparoB, a Takxke 00 MHbIX (pakTax U OOCTOATENbCTBAX, MPEACTABISIOUIMNX YTPO3y
JKHU3HU WKW 3JOPOBLBIO YCJIOBCKA JII/I60 JKUBOTHOI'O MpU MPUMCHCHHUU JICKAPCTBCHHBIX IIPENApaTOB H
BBISIBIICHHBIX Ha BCEX JTalax oOpalleHHs JIEKapCTBEHHBIX mpernapaToB B Poccuiickoit deneparuu u
Jpyrux rocygapcrBax.

4. Jlepxatenu WIM BiaAeiblbl PErHCTPALIMOHHBIX YAOCTOBEPEHUHN JIEKapCTBEHHBIX MpPENapaTosB,
IOPUIMYECKHUE JIUIIA, HA UMS KOTOPBIX BbIIAHBI Pa3pELIEHUs HAa IPOBEACHUE KIMHUYECKUX UCCIEA0BaHNN
B Poccuiickoit ®eneparuu, U060 YIOTHOMOYEHHBIE HWMH JIpyTUe IOPUIUYECKHE JHIlA B PaMKax
oOecrieyeHns 6e30MaCHOCTH JICKAPCTBEHHBIX MPENApaToB B MOPSJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (efiepaabHbIM OPTaHOM HCHOJHUTENbHOM BIAcTH, 00S3aHBI OCYIIECTBISATH IMPHEM,
yueT, oOpaboTKy, aHalu3 M XpaHEHHE TOCTYNAaoIIMX B HMX aJpec OT CyOBeKTOB oOpalieHus
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

JIEKapCTBEHHBIX CPEACTB U OPraHOB TOCYIApCTBEHHOM BIIACTH COOOLIEHH O MOOOYHBIX NEHCTBUSIX,
HEXeJaTeNbHBIX PEAKIUAX, CEPhE3HBIX HEXKENIaTeIbHbIX Y HENMPEABUACHHBIX HEXEIaTeNbHBIX PEaKIUsiX
IpU TMPUMEHEHUU JIeKapCTBEHHBIX IMpernapaToB, 00 OCOOEHHOCTSX MX B3aWMOJAEWUCTBUSA C APYTUMHU
JICKapCTBEHHBIMH TIpemnapaTaMy, WHANBUAYAIbHONH HEMEPEHOCUMOCTH, a Takke 00 WHBIX (akrax u
00CTOSITENTLCTBAX, IMPEACTABISAIONINX YIPO3y >KU3HU WM 3I0POBBI0 YeNoBeKa JHOO >KUBOTHOTO WITU
BIMSIONIMX HA HW3MEHEHUE OTHOIIECHUS OXHJIAeMOM MOJIb3bl K BO3MOKHOMY pPHCKY NPUMEHEHUS
JIEKapCTBEHHBIX MPENapaToB.

5. Ilpu BbIsIBIEHMH WH(POPMALMU O CEPHE3HBIX HEKENATENbHBIX PEAKIHUSIX M HEMpeaBHICHHBIX
HEXKENNATeNIbHBIX PEaKUUAX MpU NPUMEHEHUH JIEKAapCTBEHHBIX IIpenapaToB, 00 OCOOEHHOCTSAX HX
B3aUMOJICHCTBUSL C JPYTUMH JIEKApCTBEHHBIMM MpenapaTamMy, WHIUBUAYAJIbHOW HETEePeHOCHUMOCTH, a
Takke 00 MHBIX (pakTax U 0OCTOATENILCTBAX, BIUSIOIIMX HA N3MEHEHHE OTHOUICHUS 0XKHMIAeMOH IMOJIb3bI
K BO3MOXXHOMY pHUCKYy TpPUMEHEHHs JIEKAPCTBEHHBIX IIPENaparoB, JAEp)KaTeld WU BIaJeNbLbI
PETUCTPALIMOHHBIX YJAO0CTOBEPEHUH JIEKApCTBEHHBIX MPENapaToB, IOPUINYECKUE JIMLA, HA UM KOTOPBIX
BBIJIaHBI pa3pelIeHus] Ha MPOBENCHHE KIMHHYECKUX HccienoBaHuil B Poccuiickoit depepanuu, aubo
YIOJIHOMOYEHHbIE UMM Jpyrue HOpUAMYECKHE LA OO0sf3aHbl NPUHATH MeEpbl, HAIpPaBICHHBIE Ha
yCTpaHEHHWE  HETaTHBHBIX  IOCIEACTBUI  NPUMEHEHUsT TaKUX  JIEKAPCTBEHHBIX  IIpPENapaTos,
NpeyNpexIeHue PUUMHEHNs Bpella )KU3HU WIN 3[0POBBIO YEJIOBEKa MO0 KUBOTHOIO, 3aAILUTY UX OT
NPUMEHEHHUs TaKUX JIEKAPCTBEHHBIX MPENapaToB, Ha JOMOJIHUTENIBHBIA cOOp AaHHBIX 00 3P PEeKTUBHOCTH
1 0€30MaCHOCTH TaKMUX JIEKAPCTBEHHBIX MIPENapaToB.

6. 3a HecooOIIeHNe WK COKPhITHE HH(POPMAIIMHU, TPETYCMOTPEHHOM YacTbio 3 HACTOAIIEH CTAaThH,
JepKaTed WA  BJIQAENbIBl  PETHCTPAIMOHHBIX  YJIOCTOBEPEHHMM JICKAPCTBEHHBIX IPENaparoB,
IOpUINYECKUE JIMIA, HA UMsI KOTOPBIX BBIIaHBI pa3pelieHus] Ha MPOBEACHUE KIIMHUYECKUX UCCIIEOBAaHUMN
B Poccwmiickoit ®Denepanmu, IU0O0 YMOJTHOMOUYEHHBIE WMH JpyTrMe HOPHUIWYECKHE JIMIA, a TaKKe
TOJKHOCTHBIC JIMIIA, KOTOPBIM 3Ta WHQpOpMAIUs cTaja HM3BECTHA IO POAYy WX MPOQPEecCHOHATBHON
JIeATeIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOAATENHCTBOM Poccuiickoit denepanun.

7. Ilpu mosny4eHUH yMOJTHOMOYEHHBIM (heiepalbHBIM OpPraHOM HCIIOJHUTEIBHON BJIACTH B PaMKax
ocyllecTBIeHUsT UM (papmMakoHa/I30pa JO0Ka3aTeIbCTB O HECOOTBETCTBHM JIEKAPCTBEHHOrO IMpernapara
YCTQHOBJICHHBIM TpPEOOBAaHUSM WM TNpPU MOJYyYeHHMH HMH(GOPMAIMM O HECOOTBETCTBMM JAHHBIX 00
3¢ (HEeKTUBHOCTH U 0 OE30MACHOCTH JIEKapCTBEHHOTO IpernapaTa JaHHBIM O JIEKAPCTBEHHOM Ipernapare,
COJIEpKalIMMCsl B MHCTPYKLUU 110 €r0 MPUMEHEHHUIO (B TOM UHUCIIE BBISBICHHBIX B XO/I€ OCYIIECTBICHUS
dbapmakoHaq30pa KOHTPOJIbHO-HAJA30PHBIMU OpraHaMH HHOCTPAHHBIX TOCYAapCTB), YHOJHOMOYEHHBII
(benepanbHBIN OpraH UCHOIHUTEIBHOW BIACTH B YCTAHOBJIEHHOM MM IOPSJIKE pacCMaTPUBAET BOIPOC O
MIPUOCTAHOBIIEHUN TPUMEHEHUS TAKOTO JIEKAPCTBEHHOTO Mperapara.

Crartbs 65. NMpuoctaHoBNeHne NPpUMEHEeHUsA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. IIpu momyuennu nHbOpPMAUU O HEXKENATEIbHBIX PEAKIHIX MPU MPUMEHEHHUU JEKapCTBEHHOTO
npernapara, HE YKa3aHHBIX B HMHCTPYKIMH II0 TPHMEHEHHUIO JIEKapCTBEHHOTO IIperapara, Cephe3HBIX
HE)KEJIATENIbHBIX PpeakIusX, 00 OCOOCHHOCTSAX €ro B3aUMOJCHCTBUS C JPYTUMH JIEKApCTBEHHBIMH
npernaparamMu, KOTOpbIE MOTYT IPEACTABIATE YTPo3y )KU3HU WM 3JOPOBBIO YEJIOBEKA MO0 )KUBOTHOTO, a
TaKXKe O HECOOTBETCTBUHU JAaHHBIX 00 3(PEKTUBHOCTH U O OE30MACHOCTH JICKApCTBEHHOTO IMpernapara
JAHHBIM O JIEKapCTBEHHOM ITpenapare, CoOAep KaliMcsl B MHCTPYKIMU IO €ro MPHUMEHEHHUIO0, B TOM YHCIIe
OT YIOJHOMOYEHHBIX OPraHOB HWHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOPOH OCYIIECTBISIETCS B
COOTBETCTBHH C COIJIAIICHUSMH MEX]IY YHOJTHOMOYCHHBIM (eIepallbHBIM OpPraHOM HCIOJHUTEIBHON
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

BJIACTU U YIOJHOMOYEHHBIMH OpraHaMH WHOCTPaHHBIX TOCYAAapCTB, YHOJHOMOYEHHBIN (denepaabHbIi
OpraH MCIOJHUTENILHOW BJIACTH PacCMaTpPUBAET BOIPOC O BO3MOKHOCTH HMPUOCTAHOBJICHUS OOpalleHHs
TAaKOTO JIEKAPCTBEHHOTO IIpernapaTa B MOPSAAKE, YCTAHOBJIECHHOM YIOJIHOMOYEHHBIM (enepanbHbIM
OpraHOM MCHOJIHUTEIbHON BIIACTH.

2. Ilpm HeWCHoOMHEHWM WJIM HEHAJUIeKAIEM WCIOJHCHUH Jep)KaTelsIiMd WIH BlaJeibllaMu
peFI/ICTpaLII/IOHHBIX y,Z[OCTOBepeHI/II\/'I JIeKapCTBeHHI:IX HpenapaTOB, IOpI/II[I/I‘-IGCKI/IMI/I JJMIamMmu, Ha HUMA
KOTOPBIX BbIJIaHbI Pa3pelICHUs] Ha MPOBEACHUE KIMHUYECKUX UcchenoBanuil B Poccuiickoit denepanuu,
NN YHOJIHOMO‘-IGHHBIMI/I 50058 npyr MU IOpI/IIII/I‘-ICCKI/IMI/I JIMIIaMu 06H33HHOCTef/’I, yCTaHOBJIeHHI:IX qacTiMHUu
3 u 4 crateu 64 HacTosmero dexepaabHOTO 3aKO0HA, JIMOO B CIyYasiX MPEJCTaBICHUS COOTBETCTBYIONTUM
YHOJIHOMO‘-IGHHBIM @enepanLHHM OpF aHOM HCHOHHHTGHLHOP'I BJIACTU 3aKJIIKOYCHHUA O H€I[OCTOBepHOCTI/I
PE3yIBTATOB KIMHUYECKOTO UCCIEAOBAHUS JIEKAPCTBEHHOTO MpernapaTa i MEIUIIMHCKOTO TPUMEHEHNS,
KOTOpPO€ OCHOBAaHO Ha pPe3yJibTaTax MPOBEPKH MEIUIMHCKONW OpraHu3alyy, MPOBOJUBIIEH yKa3aHHOE
KJIIMHAYECKOE MCCIICIOBAaHNE C HAPYIIEHWEM IPaBUJ HaJIeKAIIeH KIMHUISCKON MPAKTUKHU, U TIPUBENO K
Honyqumo HGI[OCTOBGpHI:IX pGSYJH:TaTOB, JII/I60 B cnyqae HCBBIITOJIHCHU A Hpe,Z[HI/ICB.HI/I}I, BBIJAHHOI'O
YIIOJITHOMOYEHHBIM  (he/lepaibHBIM OPTraHOM HCIOJHUTEIBHON BJIACTH 110 HMTOTaM OCYIIECTBICHUS
BBEIOOPOYHOTO KOHTPOJISl KauecTBa JIEKAPCTBEHHOTO IperapaTa, YIOJIHOMOUYEHHBIH (eepallbHbIi opran
WCITOJITHUTEIILHON BJIACTH B YCTAHOBJIEHHOM WM IOPSJIKE PacCMaTPUBAET BOMPOC O MPHUOCTAHOBIECHUU
MIPUMEHEHUS TAKOTO JIEKAPCTBEHHOTO Mpernapara.

3. VYnomHOMOUYCHHBIN (enepaabHblii OpraH HMCIOJHUTEIHLHOW BIACTH TMPHU TMPEJICTABICHUU €My
CBGI[CHI/Iﬁ O HCCOOTBCTCTBUU MNPOU3ZBOAUTCIIA JICKAPCTBCHHLIX CPCIACTB TpGGOBaHI/ISIM npaBujl
Ha/JIeXKaled Mponu3BOJCTBEHHON MPAKTUKHU U (WJIM) O HApYIICHUU JTUIIEH3UOHHBIX TpeOOBaHUM, KOTOPbIE
6BIJII/I BBISABJICHBL B XOJC MPOBCACHHA WHCIICKTHUPOBAHUA TMPOU3BOAUTECIIA JICKAPCTBCHHLIX CPCACTB HIIN
OCYIIECTBJICHUS JIMIIEH3MOHHOTO KOHTPOJS B chepe MpOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB M MPUBEIH
WA MOT'YT MIPHUBECTU K IIPOU3BOACTBY JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOIO MPUMEHEHHS,
MPUYUHUBIIMX WIH CIIOCOOHBIX MPUYMHUTD BPE )KU3HU WU 3[0POBBIO Tpak/laH, pacCMaTPUBAET BOMIPOC
O MPUOCTAHOBJICHUU HNPHUMCHCHUS JICKAPCTBCHHLIX MNPCIapaTroB IAJid MCIUIHUHCKOIO IMPUMCHCHHA B
YCTaHOBJICHHOM UM HOPSAKE B CIEAYIOIINX CIyyasx:

1) cocraB U (WIM) TEXHOJOTHSI MPOU3BOACTBA JEKAPCTBEHHOTO Mpernapara sl MEAUIIMHCKOIO
IpUMEHEHHUs1 (C ONMHMCAaHWEM CTaJWi MPOU3BOJACTBA) OTIUYAIOTCS OT 3asIBICHHBIX B PErHCTPAI[MOHHOM
JI0ChE;

2) JexapcTBEHHBIN mpenapar Ui MEIUIMHCKOTO MPUMEHEHHS MPOU3BEACH Ha MPOU3BOJCTBEHHON
TJIOIIAJIKE, HE YKA3aHHOW B PETrUCTPALIMOHHOM J0ChHE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPXKAAIOIINE
COOTBETCTBUE KauecTBa JICKAPCTBEHHOTO IMpernapaTta Uisi MEIUIUHCKOIO0 NPUMEHEHHUs, BBOJUMOIO B
rpaXKAaHCKHUI 000pOT, TPeOOBAHUSAM, YCTAHOBJICHHBIM MPHU €r0 TOCYJapCTBEHHOM perucTpalmy;

4) mpou3BOAMUTENIEM JIEKAPCTBEHHBIX CPEACTB B  COTJIACOBAaHHBIM €  COOTBETCTBYIOILIUM
YIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIOJTHHUTEIBHONW BJIACTH CPOK HE YCTPAHEHbI HapyIICHUS
TpeOOBaHUI MpaBWII HaJJIekKAIIed MPOU3BOACTBEHHON MPAKTUKHU U (WJIM) JTUICH3UOHHBIX TPEeOOBAHHIA,
KOTOpble OBLIM BBISIBICHBI B XOJ€ MPOBEACHUS MHCIEKTUPOBAHUSA TPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEJICTB WJIM OCYIIECTBICHHS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
Y TPUBEIN WM MOTYT INPUBECTH K IMPOU3BOJACTBY JIEKAPCTBEHHBIX MPEMAPATOB JUII MEIULUHCKOTO
MPUMEHEHUS, TPUYNHUBIINX WIA CIOCOOHBIX MPUYUHUTE BPEJl KU3HU WIIH 3I0OPOBBIO TPaXk/IaH.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

(dactp 3 BBenmeHna denepanbHbiM 3aK0HOM OT 04.06.2018 N 140-D3)

4. YTIIOITHOMOYEHHBIN (eepabHbIi OpraH UCIIOJHUTEIBHOM BIACTH NPU HAJTMYUU Y HETO CBEACHUHN
O HECOOTBETCTBMM IPOM3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMSAM IIPAaBUJI HaJIeXKallel
NPOM3BOJICTBEHHOM MPAaKTUKU W (WIM) O HAPYUICHWW JIMIEH3HMOHHBIX TPeOOBaHUIl, KOTOpbIE OBLIH
BBISIBIICHBI B XOJ€ IPOBEACHHA MHCIEKTHUPOBAHWS IPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB HIIU
OCYILIECTBIICHHS JIMIICH3HOHHOTO KOHTPOJIS B cpepe MpOU3BOACTBA JEKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT IPUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX INPENApaTOB I BETEPUHAPHOIO NPUMECHEHHS,
NPUYMHUBIIMX MU CIIOCOOHBIX NPUYMHUTH BPEA KHU3HH WIM 30POBBIO JKHUBOTHBIX, PacCMaTpUBAET
BOIIPOC O TPUOCTAHOBJIICHWM pEAIU3alMd M [PUMEHEHHS JIEKapCTBEHHBIX IIPENapaTroB s
BETEPUHAPHOI'0 IIPUMEHEHHS B YCTAHOBIICHHOM UM IIOPSAJKE B CAEAYIOIIMX CIydasx:

1) coctaB U (WJIM) TEXHOJOTUS MPOU3BOJACTBA JIEKAPCTBEHHOIO IMperapaTa i BETEpUHAPHOTO
MpUMEHEHUs1 (C ONMUCAaHWEM CTaJWi MPOW3BOJACTBA) OTIUYAIOTCSA OT 3asBJIECHHBIX B PETHCTPALMOHHOM
JIOChHE;

2) nekapCTBEHHBIN IIpernapaT JUisl BETEpPUHAPHOTO MPUMEHEHHS IIPOU3BEIEH Ha MTPOU3BOJCTBEHHON
IUIONIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOCHE;

3) y DOpoOu3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBUE KayeCcTBa JIEKAPCTBEHHOIrO IpernapaTta Ui BETCPUHAPHOIO IMPUMEHEHHUs, BBOAMMOIO B
rpaXXIaHCKUI 000pOT, TpeOOBAHHSIM, YCTAHOBICHHBIM IIPH €r0 T'OCYAapCTBEHHON PETrHCTPAllNy;

4) TPOU3BOIUTENEM JIEKAPCTBEHHBIX CPEJACTB B  COMIACOBAHHBIA C  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (hefiepaabHbIM OPTraHOM HCIIOTHHUTEIHHOW BIIACTH CPOK HE YCTPAHEHBI HAPYIICHUS
TpeOOBaHMI MpaBWJI HAJISKAIIEH TMPOU3BOJACTBEHHOM MPAKTUKU M (MJIM) JIMIIEH3MOHHBIX TpeOOBaHUH,
KOTOpBbIe OBLTM BBISIBIICHBI B XOJE TMPOBEACHUS WHCIEKTUPOBAHUS TPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB MJIM OCYIIECTBJICHHUS JTUIIEH3MOHHOTO KOHTPOJIS B c(pepe Mponu3BOACTBA JICKAPCTBEHHBIX CPEICTB
U TIPUBENU WM MOTYT MPHUBECTH K MPOHM3BOJCTBY JICKAPCTBEHHBIX MPENAapaToB Ui BETEPHUHAPHOTO
NPUMEHEHUS], TIPUYNHUBIINX MM CIOCOOHBIX MPUYMHHUTD BPEJl )KU3HU WIIH 37I0POBBIO KHUBOTHBIX.

(uactb 4 BBeneHa DenepanbHbiM 3aK0oHOM 0T 04.06.2018 N 140-D3)

Koncynsrantlntoc: nmpumedanue.
C 01.01.2026 cr. 65 nomonnseTcs 4. 5, 6 (P3 ot 27.12.2019 N 475-D3).

Koncynbrantllntoc: npumeuanue.
C 01.09.2023 ct. 65 nononusiercs 4. 7 (@3 ot 02.07.2021 N 317-D3). Cm. Oyaymiyro peJakluio.

Cratbsa 66. Uncpopmauma o pesynbtaTtax chapmakoHagsopa
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

YnonHoMO4YeHHBIN — (enepanbHBlii  OpraH  HCIOJIHUTEIBHOW  BJIACTH,  OCYIIECTBIISIOIIUAN
dbapMakoHaI30p, MO €ro pe3ysibTaTaM pa3MelaeT Ha CBoeM OQHUIMaIbHOM caiite B cetu "MHTepHeT"
uH(dOpMaIHIo o:

1) BBIABJICHMMW HOBBIX TIIOATBCPKACHHBIX OJAaHHBIX O MOOOYHBIX I[CﬁCTBI/ISIX, HCXCIIaTCIIbHBIX
peaKnuusaXx, CCPbE3HBLIX HEKCIIATCIBbHBIX PCAKIUAX, HCIPCABUACHHBIX HCEKCIIATCIBbHBIX PCAKIUAX IIPpH
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

IMPUMCEHCHHHU JICKAPCTBCHHOTI'O IIpEIiapaTa, B TOM YUCJIC BIUAOIINX HAa OTHOIICHUC O}I(H,Z[aeMOﬁ ITIOJIB3bI K
BO3MOXHOMY PUCKY ITIPUMCHCHHA JAHHOI'O JICKAPCTBCHHOT'O IMpEriapara,

2) IPUHATHIX PEUICHHUSIX O BHECEHUHM M3MEHEHUH B MHCTPYKLHUIO MO MPUMEHEHUIO JIEKaPCTBEHHOTO
npernapara, O IPUOCTAHOBJICHUU MPUMEHEHHsI JIEKAPCTBEHHOTO MpenapaTta, 00 M3BATHH U3 OOpalleHHs
JIEKapCTBEHHOTO Iperapara Uik 0 BO300HOBJICHUN TPUMEHEHUS JIeKapCTBEHHOTO Mpernapara.

Mnasa 14. UHO®OPMALIUA O JIEKAPCTBEHHbIX NMPEMNAPATAX. CUCTEMA
MOHUTOPUHI'A ABUWXEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEQUUMHCKOro NnPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHcpopmauma o nekapcTBeHHbIX npenapatax. Cuctema MOHUTOpPUHra
ABWXEHUS NeKapCcTBEHHbIX NpenapaTtoB AN MeAULMUHCKOro NpUMeHeHus
(B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Mudopmanus 0 JEKapCTBEHHBIX Mperaparax, OTIYCKAeMbBIX IO PEHEenTy Ha JIeKapCTBEHHBIN
npernapar, O0JDKHA COJEPXKAThbCs TOJBKO B CIEIMATHM3UPOBAHHBIX HW3JAHHAX, MPEIHA3HAUYCHHBIX JUIS
MEAUIMHCKHX, ()apMalleBTUYECKUX paOOTHUKOB, CIICIIHATUCTOB B 0OnacTu BetepuHapuu. Mudopmamus o
JICKApCTBEHHBIX TpenapaTax JJisl CIEIUATUCTOB B 00JIACTH OOpaIleHHs JIEKApCTBEHHBIX CPEACTB MOMKET
CONIepKaThCs B MOHOrpadusiXx, CHpaBOYHHMKAX, HAYYHBIX CTaThsX, B JOKJIagaX Ha KOHTpeccax,
KOH(EpEHIUAX, CHMIIO3UyMaX, HayYHBIX COBETaX, a TaKKe B HMHCTPYKIHMIX [0 MPUMEHEHHUIO
JIEKapCTBEHHBIX MPETapaToB.

(B pen. ®enepansuoro 3akona ot 02.08.2019 N 297-D3)

2. Nndopmanust o JeKapcTBEHHBIX IpenapaTax, OTIYCKaeMbIX 0e3 pelenTa Ha JIeKapCTBEHHBIN
mpenapar, MOXKET COJIEpXKaTbCsid B MyONUKalUSAX M OOBSBICHUSAX CPEACTB MaccoBOM HHpopmanuu,
CHELMANTU3UPOBAHHBIX M OOIIMX TMEYATHBIX M3AAHUSAX, MHCTPYKLUAX IO NMPUMEHEHHIO JIEKapCTBEHHBIX
MIPenapaToB, UHBIX U3/IaHUAX CyOBEKTOB OOpallleHus IEKapCTBEHHBIX CPEJCTB. PekliaMHbIe MATepUAIIBI O
JIEKapCTBEHHOM TIperapare, OTIyCKaeMoM Oe3 pelenrta Ha JEKapCTBEHHBIM Mpenapar, IOJDKHBI
COOTBETCTBOBATh UHCTPYKIIUU MO MPUMEHEHHIO JIEKAPCTBEHHOIO MperapaTa.

3. Jlomyckaercs WCIIONB30BAHKUE JIOOBIX MAaTEPUAIBHBIX HOCUTENEH, IMO3BOJISIIONINX XPAHUTh,
nepeaaBaTh ¥ UCIOJIb30BaTh HHGOPMAITHIO O JICKAPCTBEHHBIX Mpernaparax 0e3 ee MCKaKCHHUS.

4. Jlns ueneil wuaeHTU(UKAIMHM YIMAKOBOK JIEKAPCTBEHHBIX MPENaparoB [UIsl MEAHIIMHCKOTO
MPUMEHEHUS TPOU3BOJUTENN JIEKAPCTBEHHBIX CPENCTB B MOPAJNKE, YCTAaHOBICHHOM IIpaBHUTENbCTBOM
Poccuiickoii denepannu, HAHOCIT Ha NEPBUYHYIO YIAKOBKY (B OTHOLIEHHUH JIEKAPCTBEHHBIX MPENapaToB
JUIS METMIIMHCKOTO TIPUMEHEHHUS, 11 KOTOPBIX HE MPEeIyCMOTPEHAa BTOPUYHAS YIIaKOBKA) M BTOPUUHYIO
(TOTpeOUTENBCKYIO) YIIAKOBKY JIGKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS CPeICTBa
UAeHTUDUKAIIMN, 32 HMCKIIOYEHUEM JICKAPCTBEHHBIX IMPENapaToB Il MEAMIIMHCKOTO TPHUMEHEHUS,
MPOU3BOAUMBIX JJI MPOBEACHUS KIMHUYECKUX HMCCIIEOBAHUM, HKCIIOPTA, JEKAPCTBEHHBIX IMpEnapaToB
I MEAUIIMHCKOTO NMPUMEHEHMS, YKa3aHHBIX B 4acTsax S u 8 crareu 13 Hacrosmero denepanbHOro
3aKOHa, paguodapManeBTUYECKIX JICKAPCTBEHHBIX TIPENaparoB, MHSIBOK MEIUIIMHCKUX U Ta30B
MEIUIIMTHCKUX.

(dactb 4 BBeneHa PenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapaKTepuCTUKHU CPeICTBA UACHTU(UKALINY, IOPIJIOK €T0 HAHECEHUS U TPeOOBaHUSI K CTPYKType
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

u ¢opmary uHPOpMAIUK, KOTOPYK) COAEPKUT CPEICTBO HICHTU(DHKAIIUU, ONPEACIISTIOTCS
IIpaBurensctBOM Poccuiickoit @enepanuu.
(dactp 5 BBenmeHna denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. llopanok co3maHusi, pa3BUTHUS, BBOJA B OJKCIUIyaTallMio, SKCIUTyaTalldd M BBIBOJA U3
JKCIUTyaTalluM CHUCTEMbl MOHHUTOPHHIA JABWKEHHUS JIEKAPCTBEHHBIX IPENapaToB Uil MEIULHUHCKOTO
NPUMEHEHHUS, HOPSANOK TPEJOCTaBICHHsSI HHPOPMAIMK, COACpIKAIIEHCS B CHUCTEME MOHUTOPHHTA
JBUKEHHUS JIEKAPCTBEHHBIX IMPENapaToB s MEIULIMHCKOIO NMPUMEHEHHUS, U HOPIJIOK B3aUMOJECHCTBHUSA
YKa3aHHOM  CHCTEMBI C HMHBIMH  TOCYAAPCTBEHHBIMH  WH(POPMAIMOHHBIMH  CHCTEMaMH U
MHGOPMAIIMOHHBIMHU CHCTEMaMU IOPUANYECKUX JIUI M UHIUBUIYaJIbHBIX MpeANpUHUMAaTeNel, yKa3aHHbIX
B yactax 7 u 10 Hacrosimed cratbu, yctaHaBiauBaroTcs IlpaBurenscTtBoM Poccuiickoit denepanuu.
OnepaTopaMu CHUCTEMBl MOHHUTOPHHIA JBHWKEHHUS JIEKAPCTBEHHBIX IMPENaparoB Uil MEIUIMHCKOTO
MPUMEHEHHUST SBISIOTCA  (pelepalbHBli OpraH WCIOJTHUTENBHOW BIACTH U (MJIM) OpraHu3alus,
ynoinHomoueHHbie [IpaButensctBoM Poccuiickoit @eneparumu.

(uactb 6 BBeeHa DenepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

7. IOpuauueckne nuLa U NHAMBUAYAIbHBIE PEANPUHUMATENHN, OCYLIECTBIIOMNE IPOU3BOICTBO,
xpa"HeHue, BBO3 B Poccuiickyro ®enepanuio, OTIyCK, peanu3aluo, Iepenady, IPUMEHEHHE U
YHUUTOKEHHUE JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAULIMHCKOTO IPUMEHEHHUs, 00eCIIeunBalOT B MOPSIKE
U B cocTaBe, KOoTopble ycraHoBieHbl [IpaBurensctBoM Poccuiickoir denepanuu ¢ ydeToMm BuUAa
OCYILECTBIIIEMOH MMHU [JEATEIbHOCTH, BHECEHHE HH()OpPMalMM O JIEKApCTBEHHBIX Npenapartax Jyis
MEJIULUHCKOIO MPUMEHEHUS B CHCTEMY MOHUTOPUHIA IBUKEHUS JIEKAPCTBEHHBIX IIPENApPaTOB IS
MEIMIMHCKOrO IPUMEHEHHS.

(uactb 7 BBeneHa denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-D3)

7.1. JlexkapcTBeHHblE MpemapaTbl A MEAULIUHCKOIO IPUMEHEHMs, IpeJHa3HAYeHHbIE s
oOecrieyeHus I, OONBHBIX reModuiInel, MyKOBHUCIHMI030M, THIIO(PH3apHBIM HAHU3MOM, OOJIE3HBIO
['omie, 3710KaYECTBEHHBIMH HOBOOOPAa30BAaHUSAMHM JUM(OUIHONW, KPOBETBOPHOM M POACTBEHHBIX HM
TKaHEH, pacCEesIHHBIM CKJIEPO30M, JIUI] [TOCJI€ TPaHCILIAaHTALlMY OPTaHOB U (MJIM) TKAHEH, IPOU3BEIECHHbBIE
1o 31 mexabps 2019 roga, a Takke WHBIC JIEKAPCTBEHHBIE MTPeNapaThl JIsi MEIUIIMHCKOTO TTPUMEHEHUS,
npousBeneHHele 10 1 wmrons 2020 ronma, mojuiekaT XpaHEHHWIO, IEPEBO3KE, OTIYCKY, pealn3alluy,
nepeaaye, MPUMEHEHUIO 0€3 HaHECeHMs CPEeICTB MAECHTH(HKALMU 10 MCTEYEHUs CpoKa MX TOJHOCTH.
[TpaButenscTBO Poccuiickoit Penepannu BIOpaBe YCTAaHOBUTh OCOOCHHOCTH BBOAA B TPaXKIAHCKHIMA
000pOT JIEKAPCTBEHHBIX NpENapaToB A MEIULMHCKOTO NMPUMEHEHHs, MPOU3BEACHHBIX B mepuoi c |
utonsg 2020 roma mo 1 okrabpsa 2020 roga. B mensx BBoJa B IpaKIAaHCKUM OOOPOT JIEKApCTBEHHBIE
npenapaTtsl A MEIUIMHCKOIO TPUMEHEHHUs, 3a MCKIIYEHUEM JIEKapCTBEHHBIX IIPENaparos,
NpeHa3HAYCHHBIX JUIsI OOeCIeYeHusl JIML, OONBHBIX reMo(puinel, MyKOBUCIHIO30M, THMO(MU3APHBIM
HaHMU3MOM, 0osie3Hbl0 ['olle, 3710KaueCTBEHHBIMH HOBOOOPA30BaHUAMHU JUMQPOUIHOMN, KPOBETBOPHOU U
POJCTBEHHBIX UM TKaHEW, PACCEIHHBIM CKJIEPO30M, JIMIL [TOCJIE€ TPAHCIUIAHTALUN OPTaHOB U (WJIN) TKaHEH,
Mpou3BeJIeHHbIC 3a mpeaenamu Tepputopun Poccuiickoit deaepanuu 10 1 oktsops 2020 roma, moryT
ObITh BBe3eHbl B Poccuiickyro @enepamuio no 1 sBaps 2021 roga B MOpsAKe, YCTaHOBICHHOM
[TpaBurenscTBOM Poccuiickoit deneparnuu, 6€3 HAHECEHUS CPEACTB UACHTU(DUKAIINN.

(B pen. @enepanbHbIX 3aK0HOB 0T 27.12.2019 N 462-P3, ot 13.07.2020 N 206-D3)

8. Opranuzauus HHYOPMALMOHHOTO B3aWMOJEUCTBUS CHUCTEMbl MOHUTOPUHTA JIBHYKEHUS
JIEKAPCTBEHHBIX MpEnapaToB s MEIUIUHCKOIO MPUMEHEHHUS C UHBIMH TOCYJapCTBEHHBIMU
MHGOPMAIIMOHHBIMU CHUCTEMaMH OOECIEeYrMBAaeTCs B TOM UHCJIE TOCPEICTBOM HHGPACTPYKTYpHI,
obecrnieunBaromield MHMOPMAIMOHHO-TEXHOJIIOTUYECKOE B3aUMOJICHCTBUE HWH(POPMAIIMOHHBIX CHCTEM,
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

UCTIONIB3YEMBIX Il TPEIOCTABICHUS TOCYAAPCTBEHHBIX W MYHHIMIMAIBHBIX YCIYyT M HWCIIOJHEHHS
rOCyJapCTBEHHBIX U MYHHIUIIAIBHBIX (YHKIHUI B 3JIEKTPOHHOU (hopMme.
(dactp 8 BBenmeHa denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

9. OO6menocrtynHass wuHpOpMamMs, CcOAEpKamascs B CHUCTEME MOHHTOPHHTA JIBYDKCHUS
JIEKapCTBEHHBIX MPENapaTroB A MEIUIUHCKOIO IPHUMEHEHHs, pa3Melaercs B HH(OPMAIOHHO-
TEJIEKOMMYHHUKAIIMOHHON ceTu "MHTepHer" (B ToM uymcie B (opMe OTKPBITHIX JAHHBIX) B IOPSJIKE,
ycranoBiieHHOM [IpaButensctBoM Poccuiickoit @enepanumu.

(uactb 9 BBeneHa DenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

10. Ilpon3BoauTeny JIEKapCTBEHHBIX CPEACTB MOIYYAIOT COAEPKAILYIOCS B CUCTEME MOHUTOPHHIA
JBYDKEHUS JIEKAPCTBEHHBIX IPENapaToB A MEIUIMHCKOTO NMPUMEHEHUS HH(POPMALUIO O CepUsix H
MapTUSAX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOJUMBIX UMM U HAXOJSIIMXCS B IPaXXTaHCKOM 000pOTE B
Poccuiickoii @eneparyu, 6€3B03ME3IHO.

(gactpb 10 BBenena denepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

11. 3a npou3BOACTBO WU MPOJAXKY JIEKAPCTBEHHBIX MPENapaToB JUisi MEAUIIMHCKOTO MPUMEHEHUS
0e3 HaHEeCEeHUs CPEICTB HACHTHU(PHUKANH, C HAPYIICHHEM YCTAaHOBJICHHOTO TIOPSIKA WX HAHECCHHS, a
TaK)K€ 3a HECBOEBPEMEHHOE BHECEHME [IaHHBIX B CHUCTEMY MOHHUTOPHHIA JIBHXKEHMS JIEKApPCTBEHHBIX
MpenaparoB Jjisi MEIUIIMHCKOTO TIPUMEHEHHS WM BHECEHHE B HEE HEJOCTOBEPHBIX JIaHHBIX
IOpUIMYECKUE JIMIA U UHAUBUAYaJbHbIE MPEINPUHUMATENH, yKa3aHHble B 4YacTAX 4 W 7 HacToslen
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOAATEILCTBOM Poccuiickoit @enepanumu.
(uactb 11 BBenena ®@exnepanbHbM 3akoHOM OT 28.12.2017 N 425-D3)

12. TIlpaButensctBo Poccuiickoit @®enepanuu BIpaBe YCTAHOBUTh OCOOEHHOCTH BHEIPCHUS
CHUCTEMbl MOHHUTOPUHIA JBWKEHUS JIEKAPCTBEHHBIX NPEeNaparoB s MEIUIMHCKOrO0 NpPUMEHEHUS,
BKJIIOYAsi CPOKM €€ BHEAPEHUS, B OTHOIIEHUHU JIEKAPCTBEHHBIX MpPErnapaToB i MEAULUHCKOTO
MPUMEHEHUs, BKJIIOYEHHBIX B IIE€PEUCHb >KU3HEHHO HEOOXOJUMBIX M BAXKHEUIIUX JIEKAPCTBEHHBIX
[pernapaToB, JEKapCTBEHHBIX MPENapaToB, NpeJHAa3HAYEHHBIX [UIsl oOecreyeHusl Jnl, OOJIbHBIX
reMopmineii, MyKOBHUCIMIO30M, TUNO(U3apHBIM HaHU3MOM, Oose3Hbio ['omie, 3710Ka4eCTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUMGPOUTHON, KPOBETBOPHOM U POJICTBEHHBIX UM TKAHEU, PACCESIHHBIM CKIIEPO30M,
JUI[ TOCJE€ TPaHCIUIAHTAllMM OpPraHoB W (WJIM) TKAaHEW, WHBIX JIEKApCTBEHHBIX MPENapaToB s
MEAUIIMHCKOTO MTPUMEHEHHS.

(uactb 12 BBenena PexnepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)

Nnasa 14.1. OTPAHUYEHUA, HANNTATAEMbBIE
HA OPTAHU3AUWUU, OCYLLUECTBNAOWUE OEATEJNIbHOCTb
MO OBPALLEHUIO JIEKAPCTBEHHbLIX CPEACTB
(BBenmeHna denepanbHbM 3aK0HOM OT 25.11.2013 N 317-®3)

Cratba 67.1. OrpaHuyeHus, Hanaraemble MpPU OCYLUECTBNEHUN AOEATEeNbHOCTU B
ccepe obpalieHUs nekapCcTBeHHbIX CPeacTB

1. Opranuzanuu, 3aHUMalONIMecs pa3padOTKOM, NPOM3BOACTBOM U (WIM) peanu3anuei
JIEKapCTBEHHBIX IpenapaToB Ul MEIUIUHCKOIO MPUMEHEHUs, OpraHu3aluy, o0J1afaolye npaBaMyu Ha
HCIIOJIb30BaHUE TOPrOBOI0 HAUMEHOBAaHMsI JIEKAPCTBEHHOTIO IIpenapaTa JJil MEIULUHCKOTO IPUMEHEHNUS,
OpraHu3alii ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CPEICTBAMM, aNTE€4YHble OpraHu3auuu (Ux
NpeJCTaBUTENN, UHbIE (U3UUECKUEe U IOPUIUYECKUE JIMIA, OCYLIECTBISIOIINE CBOIO JEATENBHOCTh OT
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

UMEHU 3TUX OpPraHu3alfii) B OTHOIIEHUH MEAMLMHCKUX PaOOTHUKOB M PYKOBOAUTENECH MEAMLIMHCKUX
OpraHu3alyil He BIIPaBe:

1) BpyuaTh HOJApKH, BBIILJIAUMBATH JCHEKHbIE CPEACTBA (32 HCKIIOYEHHEM BO3HArpaXKIeHHUIl MO
JIOTOBOpaM TMpU TPOBEJACHUU KIMHUYECKUX HCCICAOBAHUM JIEKAPCTBEHHBIX IMpenapaTroB s
MEIUIUHCKOIO IPUMEHEHUs, BO3HArPaXXIEHUM, CBS3aHHBIX C OCYIIECTBICHHUEM MEIULUHCKUM
pabOTHUKOM TeJarornyeckoi u (Win) Hay9HOH JESATEIHHOCTH), B TOM YHCIIEe OIUIaYMBaTh Pa3BICUYCHUS,
OTIBIX, IPOE€3J] K MECTY OT/bIXa, a TAK)K€ NPHUBJIEKATh K YYaCTHIO B Pa3BJICKATEIbHBIX MEPOIPUATHSAX,
MIPOBOJIMMBIX 32 CUET CBOUX CPEJICTB;

2) 3aKiIoYaTh COMVIAIIEHHS O HA3HAYeHWHM WIM PEKOMEHJAllMU TMaldeHTaM JeKapCTBEHHBIX
MpenaparoB A MEAUIIMHCKOTO IPUMEHEHHS (32 UCKIIFOUEHUEM JOTOBOPOB O MPOBEICHUN KIMHUYECKUX
MCCJIETOBAaHU JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIUHCKOTO MPUMEHEHHUS);

3) npenocTaBiIsATh 00pa3lbl JEKAPCTBEHHBIX MPENapaToB sl MEAULMHCKOTO IPUMEHEHUS B LIENAX
BPYYEHHUS MalMEeHTaM (32 HUCKJIIOYEHHEM CIIyyaeB, CBS3aHHBIX C IIPOBEIEHHEM KJIMHUYECKUX
MCCJIEJOBAaHUN JIEKAPCTBEHHBIX MTPEMNAPATOB ISl MEAUIMHCKOTO IPUMEHEHMUS);

4) mpeaoCTaBIsATh HEAOCTOBEPHYIO U (MJIM) HETIOJIHYIO WH(OPMAITHIO O JIEKapCTBEHHBIX MperapaTax
I MEIALIUHCKOTO IIPUMEHEHUS,

5) mocemats UX B pabouee BpemMs Ha padOUYMX MeECTax, 32 UCKIIOUEHHEM CIIy4yaeB, CBS3aHHBIX C
MMPOBCACHUEM KIIMHUYECKUX I/ICCJIG,Z[OBaHI/Iﬁ JICKAPCTBCHHLIX npenapaTroB JJISL MCEOUIIMHCKOT'O
NPUMEHEHHUS, C YYaCTHEM B TOPSIKE, YCTAHOBICHHOM PYKOBOAMTEIEM MEIUIIMHCKON OpraHHM3alvH, B
COGpﬁHIfDIX MCAUIIMHCKUX paGOTHI/IKOB U HUHBIX MCPOIPUATUAX, HAIPABJIICHHBIX Ha HOBBIHNICHUC HX
npoeCCHOHATIBHOTO YPOBHS WJIM Ha TPENOCTaBICHHWE WH(OPMAIUH, CBSI3aHHOW C OCYIIECTBICHHEM
MOHHTOpPUHTa 0€30MaCHOCTH JICKAPCTBEHHBIX MPETapaToB;

6) moOyX/1aTh K BBIMHCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB JJs MEAUIIMHCKOTO MPUMEHEHHs Ha
OnaHKax, cojaepkalux HH(POPMAIMIO PEKIAMHOIO XapakTepa, a TakKe Ha pelenTypHbIX ONaHKax, Ha
KOTOpBIX 3apaHee HareyaTaHO HauMEHOBaHHE JIEKApCTBEHHOTO Tperapara JUisi MEAULHUHCKOTO
IIPUMEHEHUS.

2. Opranu3zanuy, yKa3aHHble B a03alle 1mepBoM YacTu | HACTOSIIEH CTaThH, U UX MPEACTABUTEIN B
OTHOIICHUHU (hapMalEBTHUECKUX PAOOTHUKOB U PYKOBOJUTENEH allTEYHBIX OpraHN3alliil HEe BIpaBe:

1) Bpy4aTh MoJapkH, BHIIUIAYMBATH JACHEKHBIE CPEJCTBA, B TOM YHCIIE OIUIAYMBATH Pa3BIICUCHHUS,
OTIIBIX, TPOE3] K MECTy OTIbIXa, W NPHUBIEKATh K YYaCTHIO B pa3BIIEKATEIbHBIX MEPONPUATHUSX,
MIPOBOJAMMBIX 3a CYET CBOUX CPE/ICTB;

2) MpemoCTaBIATh OOpa3lbl JEKAPCTBEHHBIX MPENapaToB IS MEIUIIMHCKOTO MPUMEHEHUS s
BPYUYCHUS HACEIICHUIO;

3) 3aKJIIOYaTh COrJIalICHHUA O HNOPCHJIOKCHUMU HACCJICHUIO OMNPCACIICHHBIX JICKAPCTBCHHBIX
nmpenaparoB A1 MEAUIUHCKOTO ITPUMCHCHUS

4) nmpeoCTaBIIATh HEJOCTOBEPHYIO U (MITH) HEMOIHYIO HH(POPMALIUIO O JIEKApCTBEHHBIX MpenapaTax
JUIs  MEIUIMHCKOTO IPUMEHEHWs, B TOM UHCIE€ MMEIOUMX OJMHAKOBOE MEXIYHapOJHOE
HENaTEHTOBAaHHOE HAaMMEHOBAHHUE.
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JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

Cratba 67.2. TpeboBaHuA K opraHusauMm U NPOBEAEHUI0 Hay4YHbIX MEepPOonpuUsTUN,
MHbIX MEepOMNpPUATUX, HanpaBfieHHbIX Ha MOBbIWeEHWe npodecCUoHarbHOro YpOBHA
MeOULUMHCKMX paboOTHUKOB WM Ha npepocTaBrieHMe WHgpopMauum, CBA3AHHOW C
ocyLiecTBNeHueM MOHUTOPUHra 6e3onacHOCTH fieKapCcTBEeHHbIX NpenapaToB

1. ITpn mpoBeaE€HUHM HAYYHBIX MEPONPUSATUIM, HHBIX MEPONPHUITHI, HAITPABJICHHBIX HA MOBBIIICHUE
npoeCCHOHATIBHOTO YPOBHS MEIUIMHCKUX pPaOOTHUKOB WJIM Ha TMPEIOCTABICHUE CBS3aHHOH C
OCYIIECTBJIECHUEM  MOHMTOPUHIA  O€30MaCHOCTH  JIEKAPCTBEHHBIX  MpernaparoB  HH(OpMaluu,
OpraHU3yeMbIX OpraHM3alMsMHU, yKa3aHHBIMH B ab3aue mepBoM dactv | crateu 67.1 HacTosIero
denepalbHOTO 3aKOHA, MX TMPEACTABUTEISIMH W (WIM) (UHAHCUPYEMBIX 3a CUYET CpPEICTB D3TUX
OpraHM3alliii W WX [peJICTaBUTENICH, 3alpelaeTcs MpPensTCTBOBaTh YYacTHI0 B yKa3aHHBIX
MEPONPUITUAX HHBIX OpraHHU3alfii, KOTOpPbIe MPOU3BOIAT WM PEaM3yIOT JIEKAPCTBEHHBIE Ipernaparhbl
JUIS MEIHMIMHCKOTO TPUMEHEHHUS CO CXOXXUM MEXaHHU3MOM (PapMaKoJOTHUECKOro JeHCTBHA, JHOO
CO3/aBaTh JAUCKPUMUHAIIMOHHBIE YCJIOBHS MJI OJHMX YYaCTHUKOB II0 CpPaBHEHHIO C JAPYTUMHU
y4aCTHUKaMH, a UMEHHO:

1) npenocTaBisaTh pa3iIMyHOE KOJIMYECTBO BPEMEHH I BHICTYIUIEHUH YYaCTHHUKOB, Pa3IMYHbIE 110
pasMepy 3aHUMaeMOH IUIOINAAM MecTa JAJsl JeMOHCTpaluu OOpaslioB JICKAPCTBEHHBIX MpenapaToB s
MEIUIUHCKOIO TPUMEHEHMS WJIH PEKJIAMHBIX MAaTe€pUaloB O JEKapCTBEHHBIX Ipenaparax [uis
MEAMIMHCKOIO IPUMEHEHHUS Ha SKCIIO3ULUAX, CTEH/AX, 3a UCKIIOUEHUEM CIIy4aeB, €CIIM TaKHE yCIIOBHUS
3aKpeIUIeHbl B COTJIAIICHUSAX ATUX OpraHM3alllii, UX HpeacTaBuUTeNlell 0 (GUHAHCHUPOBAHUM YKa3aHHBIX
MEPONPHUATUN U 00YCIIOBJIEHBI PA3TMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OPTraHU3aLUIO;

2) ycTaHaBJIMBaTh pa3Mep B3HOCA JJI YYaCTHUKOB MEpONpPHATHUMN, YKa3aHHBIX B al3alle MepBOM
HACTOSIIIEH YaCTH, IIPEBBILIAIOIINN CYMMY 3aTpaT Ha OPraHU3aLMI0 YKa3aHHBIX MEPONIPUATUN U BELYLIUI
K HEOOOCHOBAaHHOMY OIPaHMUYEHHIO YHCIIa UX YYaCTHHUKOB.

2. OpraHuzanuy, yka3aHHble B a03aie mepBoM udactu | crateu 67.1 Hactosimero denepanbHoro
3aKOHA, WX MPEICTAaBUTENH, OCYIIECTBIISIONINE OpraHu3aluio U (Uiau) (UHAHCUPOBAHUE MEPOIPHUSITHIA,
yKa3aHHbBIX B 4aCTHU | HAacTOAIIEH cTaThu, 00s13aHBI 00eCTIeYnBaTh JOCTYI K MH(OPMAIMH O JaTe, MECTE U
BPEMEHHM NPOBEJCHMSI YKa3aHHBIX MEpONPUATHI, IUIaHaX, MIporpaMMax MpPOBEICHHSI YKa3aHHBIX
MEPONPUIATUN U TEMaX, IUIAHUPYEMBIX Ul pAaCCMOTPEHMSI, COCTABE MX YYACTHUKOB IIyTEM pa3MEILEHUs
COOTBETCTBYIOIICH MH(pOPMAIIMK HA CBOMX O(PHUITMANIBHBIX caiiTax B ceTu "MHTepHET" HE mo3mHee IBYX
MECSLEB J0 Hayaja MPOBEACHUS YKAa3aHHBIX MEPOIPUITHH.

3. Undopmarnus o NpoBeACHUN MEPONPHUITHI, YKA3aHHBIX B YacTH | HACTOSIICH CTaThbd, B CPOK,
YCTAHOBJICHHBIM YacTbl0 2 HACTOSALICH CTaThbu, JOJDKHA OBITh HampaBieHa B (eaepalbHBId OpraH
UCIIOJTHUTENFHOM BJIACTH, OCYUIECTBISAIOMMN (YHKIMHM 1O KOHTPOJIIO U Haa3opy B chepe
3IpaBOOXPAHEHUs, IS MOCIEAYIOMIEro pa3MeNIeHns ee Ha OQUIIMATLHOM CalTe 3TOTO OpraHa B CETH
"UnaTepuert".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EOEPALIUU NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BOSMELLUEHUE BPEOA, NPUYHUHEHHOIO 3OPOBbLIO NPAXAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTtenbcTBa Poccumnckon
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(pen. oT 28.04.2023) JokyMeHT npenocTasneH KoHcynbTaHTIaoC

DaTa coxpaHeHus: 10.07.2023

"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

depepauum npu obpalieHUn neKapcTBEHHbIX CPeaAcTB

1. Hapymenue 3akoHomatenscTBa Poccuiickoit denepanuu mpu OOpalIEHUH JIEKAPCTBEHHBIX
CPEICTB BIEYeT 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOAATEILCTBOM Poccuiickoit
denepanuu.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

2. 3a HempenCTaBJICHUE WM HECBOEBPEMEHHOE MpeJCTaBlieHne MHPopMaK U (MIK) T0KyMEHTOB
nubo TpeAcTaBleHHE HEJOCTOBEPHBIX WHGOpManuu © (WIU) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacTosaumM  DenepanbHbIM  3aKOHOM, CYOBEKTBl OOpalleHHs] JIEKapCTBEHHBIX CPEACTB HECYT
OTBETCTBEHHOCTH B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickont denepauuu.

(gactp 2 BBenena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3; B pen. denepaibHOTO 3aK0HA OT
04.06.2018 N 140-D3)

Cratba 69. Bo3meleHue Bpeaa, NPUMUYMHEHHOro 340POBLIO rpaxgaH BcneacTeue
NPpUMEeHEHUA NeKapCcTBEHHbIX NpenapaTos

1. Ilpon3BoauTens JEKapCTBEHHOTO IMpenapaTa 00s3aH BO3MECTUTh Bpe/, IPUUUHEHHBIH 3/J0POBBIO
rpakJiaH BCIIEJACTBUE MPUMEHEHUs JIEKAPCTBEHHOI'O Mpenapara, eciiv JoKa3aHo, 4To:

1) nexkapcTBEHHBIH Mpenapar MPUMEHSUICS MO HAa3HAYEHHWIO B COOTBETCTBMM C WHCTPYKLHEH IO
NPUMEHEHUIO JIEKApCTBEHHOTO Ipernapara ¥ NPUYMHON Bpela SBHJICS BBOJ B TPaXIAaHCKUH 000pOT
HEI00pOKaYeCTBEHHOT O JIEKapCTBEHHOTO Mpenapara;

2) Bpen 3I0pOBBIO TPUYMHEH BCIEJCTBHE HEIOCTOBEpHOW HH(MOpMAIMM, colepKaleiics B
MHCTPYKLUU IO IPUMEHEHUIO JIEKAPCTBEHHOI'O Mpenapara, W31aHHON NPOU3BOJIUTEIEM JIEKAPCTBEHHOTO
npemnapara.

2. B cnyudae, ecinu Bpel 30pOBBIO TPaKIaH MPUYMHEH BCJIEICTBUE MPUMEHEHUS JIEKapCTBEHHOTO
npernapara, MPUIIEIIIEr0 B HETOJHOCTh B pe3yJbTaTe HAPYIICHUS TPABUI XPaHEHUS JEKApPCTBEHHBIX
CPEJICTB, MPaBUJI ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH MpenapaTaMH, IPaBWJI OTIyCKa JIEKAPCTBEHHBIX
MpernapaToB, MPaBWI M3TOTOBIEHUS U OTIYCKAa JIEKAPCTBEHHBIX MPEMapaToB, BO3MEIIEHHE Bpena
OCYIIECTBIISIETCS. COOTBETCTBEHHO OpraHu3allMell ONTOBOM TOPTOBJIHM JIEKAPCTBEHHBIMU CPEACTBAMU,
anTeYyHOW oOpraHu3alueil, WHAUBHIyAIbHBIM MpEANpPUHUMATEICM, UMEIONIMMH JIMICH3WI0 Ha
bapMaleBTUYECKYIO JESTeNbHOCTh WM JIMIEH3HI0 Ha MEAMLUHCKYIO JeATENbHOCTh, MEIULIUHCKOMN
OpraHM3alfel, WMEIIIeH IUICH3UI0 Ha (PapMaleBTUYCCKYIO CSITeNbHOCTh (ee 000COOICHHBIM
nojapasaenenueM (amOynaTopueid, GenpbAmepckuM U (GeabIIIepCKO-aKyIIepCKUM MTyHKTaMHU, IIEHTPOM
(oTmenenuem) oOmieil BpadeOHOU (ceMeitHOW) MpPaKTUKH), PACIOJIOKEHHBIM B CEIHCKOM HACEICHHOM
MIyHKTE, B KOTOPOM OTCYTCTBYET alnTe4yHasl OpraHu3aius), JOMyCTUBIIUMU MPOAAKy UM OTIYCK TaKOTO
JIEKapCTBEHHOTO Tperapara.

(B pen. ®enepanpHoro 3akona ot 25.11.2013 N 317-D3)

3. BosMmenienue Bpena, NPUUMHEHHOIO 3J0POBBIO TIpaXkJaH BCJIEACTBUE IPHUMEHEHUS
JIEKapCTBEHHBIX IPENapaTroB WM COBEPILIEHUS NPOTUBOIPABHBIX AECHCTBHM CyObeKTaMH OOpalleHus
JIEKApCTBEHHBIX CPEICTB, OCYILECTBIACTCS B COOTBETCTBUM C 3aKOHOJATENBLCTBOM Poccuiickoin
denepanuu.

Mnasa 16. 3AKINIOYUTEJIbHbLIE NMOJIOXXEHUA
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

Ctatba 70. O npM3HaHMM yTpPaTUBLUMMU CUNY OTAENbHbIX 3aKOHOAATEeNIbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNnbHbIX akToB) Poccumnckon Pepnepaumm

[Ipu3HaTh yTPaTUBIIUMU CHUITY:

1) ®denepanbubiii 3akoH oT 22 uwoHA 1998 roma N 86-@3 "O nekapcTBEHHBIX cpeicTBax"
(Cobpanue 3akoHonarensctBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH oT 2 stHBaps 2000 roga N 5-O3 "O BHeceHUM U3MEHEHUS U JAOMOTHEHUH B
O®enepanpubiii 3akoH "O nekapcTBeHHBIX cpenctBax" (CoOpaHue 3akoHomarenbcTBa Poccuiickoit
®enepauun, 2000, N 2, cT. 126);

3) crarbio 40 ®enepanbHoro 3akona ot 10 saBapst 2003 roga N 15-03 "O BHeceHUH U3MEHEHHUH 1
JIOTIOJIHEHUN B HEKOTOpbIE 3aKOHOJATENbHBIE aKkThl Poccuiickoil denepauuy B CBSA3U C IPUHATUHEM
®denepanpbHoro 3akoHa "O  JMIICH3UPOBAHWUW  OTAETBHBIX BHAOB JesrenbHOocTH"  (CoOpanme
3akoHonarenscTBa Poccuiickoit denepanuu, 2003, N 2, ct. 167);

4) cratpio 31 denepansuoro 3akona ot 30 utons 2003 roga N 86-d3 "O BHeceHWH U3MEHEHHHN U
JIOTIOJIHEHU! B HEKOTOPBIE 3aKOHOJAATENbHbIE aKkThl Poccuiickon @enepanny, NpU3HAHUY YTPATUBIIUMU
CUJTy OTJACJIBHBIX 3aKOHOJATENIbHBIX akTOB Poccuiickoil ®enepaunu, NPEAOCTABICHUHU OTAEIbHBIX
rapaHTUil COTPYJAHUKAM OPTraHOB BHYTPEHHUX JIEJI, OPTaHOB IO KOHTPOIIO 32 00OPOTOM HAPKOTHUECKHUX
CPE/ICTB M TICUXOTPOITHBIX BEIIECTB W YIMPa3IHAEMBIX (eAepalbHbIX OPraHOB HAJOTOBOW TMOJUIMU B
CBSI3U C OCYILIECTBICHHMEM MEp IO COBEPIIEHCTBOBAHHMIO rocyaapcTBeHHOro ympasienus" (CoOpanue
3akoHo aTenbcTBa Poccuiickont deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 ®@enepanbHoro 3akoHa ot 22 aBrycra 2004 rona N 122-®3 "O BHeceHUN U3MEHEHUM
B 3aKOHOJaTeNIbHbIe aKThl Pocculickoil ®enepaliu ¥ MPU3HAHWUA YTPATUBIIMMHU CHIIY HEKOTOPBIX
3aKOHOAATENbHBIX akTOB Poccuiickoii denepaunu B cBsi3U ¢ npuHiATHEM DenepanbHbIX 3akoHOB "O
BHECCHHHM W3MEHEHUW W nomnojHeHud B DenepanbHbiii 3akoH "OO 0OMUX MPUHIMIIAX OpPTraHU3AINH
3aKOHOAATENbHBIX (IPEICTABUTENIBHBIX) W MCIOJHUTENbHBIX OpPraHOB T'OCYJAapCTBEHHOH BIACTH
cyobekToB  Poccmiickoit  ®Depepammu” wu  "OO0 0O0HmMX NOPUHIMIIAX OpPraHU3alMd  MECTHOTO
camoynpasiieHust B Poccuiickoit @enepanmn” (Cobpanue 3akoHomarenbcTBa Poccuiickoit @enepanum,
2004, N 35, ct. 3607);

6) crateio 28 deaepanpHoro 3akoHa ot 18 nexabps 2006 roxa N 231-03 "O BBeneHUH B JeiicTBUE
yacTu 4eTBepToi ['paxmanckoro komekca Poccuiickoit ®enepanuu" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2006, N 52, ct. 5497).

CraTtbsa 71. BectynneHue B cuny Hacrosiwero ®eaepanbHOro 3akoHa

1. Hacrosimuit ®denepanpHblii 3aK0H BeTynaeT B cuity ¢ 1 centsiopst 2010 roxa.

2. JlekapcTBeHHBIC CpEICTBA, 3apETHCTPUPOBAHHBIC JO JHS BCTYIUICHHS B CHUJIY HACTOSIIETO
®denepanbHOro 3aK0HA, MOJIEKAT BKIOYEHUIO B TOCY/IAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEJICTB C
BHECCHHEM YyKa3aHHBIX B 4actu | crateu 33 Hactosmero deaepaqbHOro 3aKOHa CBEIEHUW 00 3THX
JICKAapCTBEHHBIX CPEJCTBaX 0€3 NPOXOXKACHUS BHOBb INPOLEAYPHl TOCYJApCTBEHHOM pEerucTpaiuu
JIEKapCTBEHHBIX MPETapaToB.
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

3. TocymapcTBeHHas peruCTpalysl JEKapCTBEHHBIX MpENapaToB, 32 UCKIIOYCHUEM JIEKapCTBEHHBIX
MpenaparoB il MEAUIMHCKOTO NMPUMEHEHHUs, MPEJICTABICHHbIX Ha YKa3aHHYIO PErMCTpaldi0 A0 JHS
BCTYIUICHHS B CHITy HacTtosiero denepaibHOro 3aK0Ha, OCYIIECTBIISIETCSI B COOTBETCTBUHU C HACTOSIIINM
®denepanbHbIM 3aKOHOM HAa OCHOBAaHUHU JOKYMEHTOB U JAHHBIX, MPEJICTABICHHBIX /10 JAHS BCTYIUICHUS B
cuity Hacrosero deaeparbHOro 3aK0Ha.

(B pen. ®enepanvhoro 3akona ot 11.10.2010 N 271-D3)

3.1. 'ocynapcTBeHHas perucTpaiys JeKapCTBEeHHbIX MpenapaToB s MEIUIIMHCKOTO TPUMEHEHUS,
IIPEJICTABICHHBIX Ha TOCYJAapCTBEHHYIO PETUCTPALMI0 A0 JHSA BCTYIUIEHMS B CHJIy HAaCTOSIIETO
@®enepalIbHOTO  3aKOHA, M TOCYAApCTBEHHAs perucTpanusi JEeKapCTBEHHBIX IMpernaparoB s
MEAMIMHCKOIO IPUMEHEHUS, INPEACTABIECHHBIX HAa OJKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHS
BCTYIUIEHUSI B CHly Hacrtosiero deaepanbHOro 3aKOHA B LENSIX UX MOCIEAYIONIEH ToCylapCTBEHHOM
pEerucTpanuy, OCYIIECTBIISIOTCS HAa OCHOBAaHMM JOKYMEHTOB W JaHHBIX, MPEACTaBICHHBIX 10 IHS
BCTYIUIEHUSI B CWIy HacTodmero @enepalbHOrO 3aKOHA, a TaKXkKe 3asBICHHUS O TOCYAapCTBEHHOU
pPETUCTpallUK  JIEKAPCTBEHHOI'O Ipenapara, IpPEICTaBICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX
[IpenapaToB WM yIOJIHOMOUYEHHBIM UM JIMLIOM B COOTBETCTBUM ¢ HacTtosmuMm DepepanbHbIM 3aKOHOM B
YIOJHOMOYEHHBIN (hefepanbHblii OpraH UCIIOIHUTENbHON BiaacT 10 1 mapra 2011 roga, 6e3 TpeboBaHus
YILIaThl TOCYIAPCTBEHHOM MOILIMHBI, MPEIyCMOTPEHHON 3aKoHOIaTenbcTBOM Poccuiickoit denepanuu o
HaJorax u coopax.

(dactb 3.1 B pen. denepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. TloaTBepkIeHHWE TOCYNAapPCTBEHHONW pETUCTpAllMM  JIEKAPCTBEHHBIX MpEnapaToB s
MEAMIIMHCKOTO NMPUMEHEHHUS, MPEACTABICHHBIX AJIS MOJITBEPKICHUS TOCYIapCTBEHHON PETUCTpaluu 10
JHS BCTYIUIEHMS B CWy Hacrosiuero @enepalbHOr0 3akOHa, U TMOATBEP)KIACHHE I'OCYAapCTBEHHOM
pPETUCTpalliK JIEKAPCTBEHHBIX TMPENnapaTroB Ui MEIUIUHCKOTO NPUMEHEHUs, MNpPEJICTaBICHHBIX Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB A0 JHS BCTYIUIEHUS B cuiy Hacrosiuero denepaabHOro 3akoHa B
HENSIX TOCIEIYIOIeT0 MMOATBEPXKIEHUSI HMX TOCYJapCTBEHHOM pPETruCTpaldy, OCYIIECTBISIOTCS Ha
OCHOBAaHMU JOKYMEHTOB M JAHHBIX, MNPEJCTABICHHBIX 1O JHA BCTYIJICHHS B CHJIy HACTOSIIETO
@®enepalibHOTO 3aKOHA, a TakKXKe 3asBJIICHUS O TOJATBEPKIECHUM TOCYJIApCTBEHHON perucTpaluu
JIEKapCTBEHHOT'0 TIpernapara, MpeICTaBICHHOTO IPOU3BOJUTENEM JIEKApPCTBEHHBIX IPENapaToB MU
YHOOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHM C HacTosAumM @DenepalbHbIM  3aKOHOM B
YIOJIHOMOYEHHBIN (hefepanbHbIi OpraH UCTIOIHUTENbHON BiacT 10 1 maprta 2011 roga, 6e3 TpeboBaHus
YIIAThl TOCYIAPCTBEHHOM MOILIAHBI, MPEAYyCMOTPEHHOM 3aKoHOAaTENhLCTBOM Poccuiickoit denepanuu o
HaJorax u coopax.

(dactp 3.2 B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.3. [IlpunsAtue pemeHuss O BHECEHWHM M3MEHEHMH B JIOKYMEHTBI, COJAEpXkallhecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM MpemapaTr Al MEIUIIMHCKOIO
MNPUMCHCHHUA W NPCACTABJICHHBIC OO0 AHA BCTYIUICHUA B CHIIY HACTOAIICTO CDGI[Gp&HLHOFO 3aKOHa, "
MPUHATHE PEIIeHUsI O BHECEHUH U3MEHEHHI B TOKYMEHTBI, COJIeprKallieecs B PETUCTPAMOHHOM J0Che Ha
3apeFHCTpHpOBaHHLIﬁ HeKapCTBeHHblf/'I npenapar s MCAUIMUHCKOTO NPUMCHCHUS U IPEACTABJIICHHBIC HA
AKCIIEPTU3Y JIEKApPCTBEHHBIX CPEJCTB A0 AHS BCTYIUIEHHS B cuily Hactosimero denepaibHOro 3aKoHa,
OCYHICCTBJIAKOTCA Ha OCHOBAHUH NOKYMCHTOB W HAHHBIX, IMPCACTABJIICHHBIX OO JIHA BCTYIUJICHUA B CUITY
Hactosuiero denepasbHOrO0 3aKOHA, a TaKXKe 3asBICHUS O BHECEHWU H3MEHEHHH B JOKYMEHTHI,
cojiepXalirecsi B PEruCTPallMOHHOM J0ChE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpenapaT s
MEAMIIMHCKOTO MNPUMEHEHUs, MPEeACTaBIEHHOTO IPOU3BOIUTENIEM JIEKAPCTBEHHBIX IMpPENnapaTroB WU
YHOJIHOMOYCHHBIM uMm JIMIOIOM B COOTBETCTBUU C HaCTOsAIINM q)eﬂepaJIBHBIM 3aKOHOM B
YIIOJITHOMOYEHHBIN (peepanbHbIii OpraH UCTIOJHUTEIRLHOM BiacTu A0 1 mapta 2011 roma, 6e3 TpeboBaHus
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

YIIAThl TOCYIAPCTBEHHOM MOILIAHBI, MIPEAYyCMOTPEHHOM 3aKoHOAATENhLCTBOM Poccuiickoit denepanuu o
HaJorax u coopax.
(gactp 3.3 B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bblgaua paspenieHM Ha TNPOBEACHHE KIMHUYECKUX MCCIEAOBAHUN JIEKApPCTBEHHBIX
IIPENnapaToB Uil MEIULMHCKOTO MPUMEHEHHS IO 3asBICHHAM, NOJAHHBIM 1O IHS BCTYIUIEHHS B CHILY
Hacrosero denepanbHOro 3aK0Ha, a TaKXKe 10 3asBJICHUAM, IIOJAHHBIM IIOCJIE JHS BCTYIUICHUS B CUILY
HacTosnero denepanbHOro 3aK0Ha Ha OCHOBAHMM DKCIIEPTHU3, IPOBEACHHBIX 10 JHS BCTYIUICHUS B CHILY
Hacrosmero denepaJbHOIO 3aKOHA, OCYLIECTBIISIETCS B COOTBETCTBUU € HacToAUM DenepanbHbIM
3aKOHOM Ha OCHOBAHMH JOKYMEHTOB U TaHHBIX, IIPEJCTABICHHBIX WIH IOJIYYEHHBIX O JAHSA BCTYIUICHUS
B Cculy Hactoswmero denepaJbHOro 3aK0Ha, a TAKXKE HA OCHOBAHUU KOIMM IIPEIBAPUTEIILHOIO JOTOBOPA
0053aTENIbHOTO  CTPAXOBAHUS  KU3HM, 3/0pOBbSl MAIMEHTOB, YYaCTBYIOIIMX B  KJIMHUYECKOM
UCCJIEOBAHUM JIEKAPCTBEHHOI'O IIpernapara sl MEJUIUHCKOrO INPUMEHEHHUs, WM KOIMM J0roBopa
0053aTENIbHOTO  CTPAXOBAHUS  KU3HM, 3/0pOBbSl MAIMEHTOB, YYaCTBYIOIIMX B  KJIMHUYECKOM
UCCIICIOBAaHUM JICKAPCTBEHHOTO TNpenapaTa JUlsi METUIIMHCKOTO TPUMEHEHUSs, JIMOO NpeICcTaBICHHOM
KOIMHU J0roBOpa 0053aTeNbHOI0 CTPAXOBaHUs, 3aKIIOYEHHOTO B COOTBETCTBUM C TUIIOBBIMU IPABUIAMU
0053aTENIFHOTO CTPaxOBaHUs, C YKa3aHUEM MpPEJeNbHOW YUCIECHHOCTH NAlMEHTOB, YYacTBYIOLIUX B
KJIMHAYECKOM HCCIIEIOBAaHUM JICKapCTBEHHOIO IIpenapaTta s MEIUIMHCKOTO IpUMEHEHus, 0e3
TpeOOBaHUS YIUIATBl TOCYNAPCTBEHHOM IMOIUIMHBL, MPEAyCMOTPEHHON 3aKOHOIATENbCTBOM Poccuiickoit
®denepanuu 0 Hajorax u coOopax.

(uactb 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3aperucTpupoBaHHbIE B WHOCTPAHHOW BAaJIOTE OO0 JHA BCTYIUIEHHS B CHJIy HACTOAILIETO
@®enepalIbHOTO 3aKOHA IPEENIbHBIE OTIIYCKHBIE LIEHbl NHOCTPAHHBIX IIPOU3BOAMUTENEH HA JIEKAPCTBEHHbIE
npenaparbl, BKJIIOYEHHbIE B IE€peYEHb >KM3HEHHO HEOOXOAMMBIX W BaKHEWIIMX JEeKapCTBEHHBIX
npenapaToB, MOAJIEKAT Mepecyery B pyonu mo kypey Llentpansnoro 6anka Poccuiickoit denepanyu Ha
naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit denepanuu, 0e3 TMpeACTaBICHHS 3asBICHUS O
IIEPECUYETE LIEHBl C BHECEHUEM COOTBETCTBYIOLIUX M3MEHEHMH B TOCYJApCTBEHHBIN peecTp MpeAeIbHbIX
OTIYCKHBIX II€H NMPOM3BOJUTENECH HA JIEKAPCTBEHHBIE MpEnaparsl, BKJIIOUEHHBIE B IEPEYEHb KU3HEHHO
HEOOXOIUMBIX M BaKHEHIIINX JICKAPCTBEHHBIX TPENapaToB.

(dactp 3.5 BBeaeHa denepanpHbiM 3akoHOM oT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbBIE 11O [JHS BCTYIUIEHMS B CHJIy HacTosuero ®enepaJbHOrO 3aKOHa
HpeeNbHble OTIYCKHbIE IIE€HBl POCCHUHCKUX HPOM3BOJIUTENCH Ha JIEKapCTBEHHbIE IpenapaTsl,
BKJIIOYEHHBIE B TMEPEYCHb J>KU3HEHHO HEOOXOIMMBIX M BaXKHEHIIMX JIEKApCTBEHHBIX IPENaparos,
nojiexar uHAekcammu ¢ 1 HosOps 2010 roma wmcxonas M3 MPOTHO3HPYEMOTO YPOBHS WHQISANH,
ycraHoBieHHOTO DenepanbHbIM 3aKkoHOM OT 2 nekadps 2009 rona N 308-D3 "O ¢denepanbsHoM GromkeTe
Ha 2010 rox u Ha uianoBkid niepuod 2011 u 2012 rogos" Ha 2011 rox.

(uactsb 3.6 BBeneHa @enepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapta 2011 roga He momycKarOTCs MPOU3BOACTBO U BBO3 B Poccuiickyro denepanuio
JIEKapPCTBEHHBIX MPETMapaToB B YIIAKOBKAX C MAPKUPOBKOM, KOTOpasi Obljla HAHEeCEHA JI0 JTHS BCTYIUICHUS B
cuny Hactosmero deaepanbHOro 3akoHa. [lo WCTeUeHWHM YKa3aHHOTO CpOKa JaHHBIC JICKAPCTBEHHBIC
npenaparbl MOTYT OTIYCKaThCsl, PEAJIM30BBIBATHCS, MEPEAABAThCA U TMPUMEHSATHCS JO HUCTEUEHUsS UX
CpOKa TOTHOCTH.

(B pen. @exnepanbubix 3aKk0HOB 0T 29.11.2010 N 313-P3, o1 06.12.2011 N 409-D3)

4. Co gHs BCTymuieHus B cuily Hactosimero @enepanbHoro 3akoHa u no 30 ampens 2011 ropa
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depepabHbI 3aKoH 0T 12.04.2010 N 61-93
(pen. oT 28.04.2023)
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB"

JokyMeHT npenocTasneH KoHcynbTaHTIaoC
DaTa coxpaHeHus: 10.07.2023

BKIJIFOUUTENIBHO  JIOMYCKAeTCs MPOBENCHHE OSKCIEePTH3bl JIEKAPCTBEHHBIX CPEICTB  AKCHEpTaMu
AKCIIEPTHOTO YUPEXKACHHUS JO TMPOXOXKACHHS HMMHU aTTecTallid B TMOPSAKE, YCTaHOBJIEHHOM
YIOJTHOMOYEHHBIM (e/IepalIbHbIM OPraHOM MCIIOJIHUTEIBHON BIACTH.

5. Co nmHs BCcTymuleHUs! B cuily Hactosimero denepanbHoro 3akona u mo 31 nmexabps 2013 roxa
BKJIFOUUTENIBHO OCYIIECTBIIIETCA NMEPEXO0] K MPOM3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C
IIpaBWJIaMU OpPTaHU3ALMK NTPOU3BOJICTBA U KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIMHU B
yactu 1 crateu 45 Hactosmero @DenepanbHOTO 3akoHa, B TOJHOM oObeme. Cpoku mepexojna
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K HX IIPOU3BOJACTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBAaHUSAMM JaHHBIX NPABWII, BKJIIOYAas CPOKH aTTECTALlMM YIOJIHOMOYEHHBIX JIMIL, yKa3aHHbIX B
gactax 6 m 7 cratbu 45 Hactosiuero denepalbHOrO 3aKkoHa, ycTaHaBiMBawoTcs [IpaBuTenbcTBOM
Poccuiickoit ®enepanmm.

6. JluueH3un Ha NPOMU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB, BblAaHHbIE 10 1 sHBaps 2014 rona,
neuctBytoT nocie 1 suBapst 2014 roma g0 MCTeUEHHS CpOKa MX ACHCTBHS MPH YCIOBHUU COOTBETCTBUS
JUIEH3MAaTa TpaBuiaM OpraHu3alliy TMPOU3BOJCTBA M KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEJCTB,
yKa3aHHBIM B yacTu 1 ctatbu 45 Hactosmero deaepaibHOro 3aKOHa.

7. ®dopmupoBaHHE TOCYAApPCTBEHHOTO 3aJlaHWs Ha MPOBEICHHUE HSKCIEPTH3bl JIEKAPCTBEHHBIX
CpelcTB (enepaqbHOMY TOCYAApCTBEHHOMY OIO/DKETHOMY YUPEKACHUIO MO MPOBEACHUIO IKCHEPTU3bI
JICKapPCTBEHHBIX CPEJCTB U (PUHAHCOBOE OOECIIEYCHHE BBHITIOJHEHHS TOTO 3aJaHMs OCYIIECTBISIOTCS B
nopsigke, ycraHoBieHHOM DenepanbHbiM 3aKk0HOM OT 12 situBapst 1996 roma N 7-®3 "O HeKOMMEPUECKUX
opraHuzanusx".

(dactp 7 BBenmeHna denepanbHbM 3aK0HOM OT 29.11.2010 N 313-D3)

[Ipe3unent
Poccutickoi ®enepanuun
JA.MEJIBEJIEB
Mocksa, Kpemip
12 anpensa 2010 roga
N 61-®3
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