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CHuCOK U3MEHSIONIUX TOKYMEHTOB
(B pen. denepanbHbIX 3aKk0HOB 0T 27.07.2010 N 192-D3,
ot 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-03,
ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,
0T 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-D3,
0t 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
ot 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
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 481-03,
0T 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-03, ot 22.12.2020 N 444-03,
ot 11.06.2021 N 170-®3, ot 08.03.2022 N 46-D3, ot 26.03.2022 N 64-D3)

Maea 1. OBLWWMUE NOJIOXKEHUA
Cratbsa 1. MpeameT perynupoBaHusa HacToswero PeanepanbHOro 3akoHa

1. Hacrosamuii ®enepanbHblii 3aKOH pETyIUpPYET OTHOILEHUS, BO3HMUKAIOIIME B CBS3H C
oOpamieHueM - pa3pabOTKOHM, AOKIMHUYECKHMMM HCCICIOBAHUAMH, KIMHHUUYECKUMH HCCIEIOBAHUSIMH,
AKCHEPTU30M, TOCYAAPCTBEHHOM pETUCTpauMeld, €O CTaHAAPTU3alMEd M C KOHTPOJIEM KayecTsa,
IIPOU3BOJCTBOM, H3IOTOBIICHHEM, XPAaHCHUEM, IIEPEBO3KOH, BBO30M B Poccuiickyro ®denepanuro,
BbIBO30M M3 Pocculickoit denepanuu, peknaMoi, OTIYCKOM, peaiM3aluel, nepeaadyei, NpUMEHEHUEM,
YHUYTOKECHHUEM JIEKAPCTBEHHBIX CPE/CTB.
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

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

2. Hacrosiuuii @enepalibHbIi 3aKOH YCTaHABIMBAET IPUOPUTET TOCYJAPCTBEHHOIO PETYINPOBAHUS
0€301MacHOCTH, KauecTBa 1 3(P(PEKTUBHOCTH JICKAPCTBEHHBIX CPEJCTB MPH UX 0OpaICHUH.
(B pen. ®enepanbHOro 3akoHa ot 25.06.2012 N 93-®3)

Crtatbs 2. Cdepa npumeHeHns HacTosiwero denepanbHOro 3akoHa

Hacrosimumiit ®enepaibHplii 3aKOH TPUMEHSETCS K OTHOIICHUSM, BO3HUKAIOIIMM TPU OOpalieHuH
JIEKapCTBEHHBIX CPEICTB Ha Tepputopun Pocculickon Oenepauu.

CtaTtbsa 3. 3akOHOpaTeNnbLCTBO 06 OOpaLeHnn neKkapcTBeHHbIX CpeacTB

1. 3akoHOmaTenbcTBO 00 OOpalIeHUH JIEKAPCTBEHHBIX CPEICTB COCTOMT W3 HACTOSIIETO
@enepanbHOTO 3aKOHA, APYrHX (enepaabHBIX 3aKOHOB M HMHBIX HOPMATHBHBIX IIPAaBOBBIX aKTOB
Poccuiickoit @enepanuu.

1.1. 3akoHOHATENBCTBO 00 OOpALICHUH JEKAPCTBEHHBIX CPEACTB B OTHOIICHUH IOPUINYECKUX JTUI] U
WHAWBUIYAIBHBIX  MpeIIpUHUMATENe,  OCYIIECTBISIIOIIMX  JEATENbHOCTh  HAa  TEPPUTOPUH
MEXJIyHApOJAHOTO MEIUIIMHCKOTO KJacTepa, MPUMEHSETCS C Y4eTOM OCOOCHHOCTEH, YCTaHOBJIEHHBIX
@enepanbHbIM 3ak0HOM "O MEXIyHapOJHOM MEAMIMHCKOM KJacTepe W BHECEHMHM HW3MEHEHWIl B
OT/ENbHBIE 3aKOHOaTeNbHbIE akThl Poccuiickoit @enepannn.

(uactsp 1.1 BBenena @exnepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. JleiictBue Hacrosero denepanbHOro 3aK0OHa paclpocTpaHseTcs Ha 0OpalieHrne HapKOTHIECKUX
JICKApCTBEHHBIX CPEACTB M TCHUXOTPOIMHBIX JIEKAPCTBEHHBIX CPEIACTB C YUYETOM OCOOEHHOCTEH,
YCTAaHOBJICHHBIX  3aKoHOJarenbCcTBOM  Poccuiickoir  ®denepanuu O HApPKOTHYECKUX  CPEACTBAx,
MICUXOTPOITHBIX BEIIECTBAX U 00 UX MpeKypcopax.

3. JeiictBue Hactosmiero ®DenepanbHOro  3aKOHAa  PacHpoCTpaHseTcs Ha oOpalieHue
panuodapManeBTUYeCKUX JICKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH, YCTAHOBJIEHHBIX
3akoHoaTeabcTBOM Poccuiickoit denepanyu B o0nactu obecrieueHus paualiioHHONH 6€3011acHOCTH.

4. Ecnu MexyHapoHbIM oroBopoM Poccuiickoit denepanuy yCcTaHOBIEHBI HHBIE NIpaBUia, YEM
T€, KOTOpbIE IIPEAYCMOTPEHBI HacToAlMM DenepanbHbIM — 3aKOHOM, IPUMEHSIOTCS IIpaBUia
MEXKyHApOJHOI'O JOr0BOpA.

4.1. PemeHus MeEXrocylapCTBEHHBIX OpPraHoB, IIPUHSATHIE HAa OCHOBAHUU  IOJIOYKEHUI
MEXKIYHAPOAHBIX J0roBopoB Poccuiickoir @enepauuu B HUX HCTOJIKOBAHWM, IIPOTUBOpEYAILEM
Koncrurynuu Pocculickorn @enepannu, He nojuiekar ucrnonHeHuto B Poccuiickon denepanuu. Takoe
MPOTHBOPEUUE MOKET OBITH YCTAHOBJIECHO B IOPSJIKE, ONpPEeIeHHOM (heiepaabHbIM KOHCTUTYIIHOHHBIM
3aKOHOM.

(uacts 4.1 BBeneHa @exnepanbHbIM 3akoHOM 0T 08.12.2020 N 429-D3)

5. B Poccuiickonn ®enepauu B COOTBETCTBHHM C MEXIYHAapOIHBIMU Jorosopamu Poccuiickoit
@enepauy M (WIM) Ha OCHOBE IPUHLMIIA B3aUMHOCTH TIPU3HAIOTCS PE3YNbTAThl KIMHUYECKUX
UCCIEAOBAaHUN JIEKApCTBEHHBIX IIPENaparoB Ul MEIULHUHCKOIO IPUMEHEHMS, IIPOBEICHHBIX 3a
npeaenaMmu teppuropun Poccuiickon denepanuu.
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?;ee%e%in;gbég 32%'(205 0T 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynsTaHTlnioc

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

Crtatbsa 4. OCHOBHbIE NOHATUA, UCMOJIb3yeMble B HacTosilem denepanbLHOM 3aKOHe

Jns ueneit Hactosuero denepanbHOro 3aK0OHA UCIIOJIB3YOTCS CICIYIOIINE OCHOBHBIE ITOHATHSA:

1) nmexapcTBEHHBIE CpEICTBA - BEIIECTBA WIM HMX KOMOWMHAIIMHM, BCTYMAIOUIME B KOHTAKT C
OpraHM3MOM YEJIOBEKAa WJIM KUBOTHOI'O, IPOHHUKAIOIIME B OPraHbl, TKAHW OpraHu3Ma 4YeJIOBEeKa WIH
KHBOTHOTO, TPUMEHSIEMbIE Il TPOPHUIAKTHKH, JHUATHOCTHUKU (32 HCKIIOUYEHHEM BEIIECTB WM HX
KOMOMHAIMI, HE KOHTAKTUPYIOIIUX C OPraHU3MOM YeJIOBEKa WJIM >KMBOTHOTO), JIEUEHUs 3a00JI€BaHUA,
peadmIuTamy, Uil COXpaHEHHs], MPEIOTBPAILECHHS WM TPepbIBaHUs OEpEeMEHHOCTH U TOJy4eHHBIE U3
KpOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHu3Ma 4eJIOBEKa WU KUBOTHOTO, PACTCHUIN, MUHEPAJIOB
METOJaMH CHHTE3a WM C NMPHUMEHEHHEM OHOJIOTMUECKHX TeXHOoJIoTHH. K JexapcTBEHHBIM CpeicTBaM
OTHOCSTCS (hapMalleBTUYECKHE CYOCTaHIIMH U JIEKaPCTBEHHBIE MTPpenapaThl;

2) dapmaneBTHUecKas CyOCTaHIUS - JIGKAPCTBEHHOE CPEJICTBO B BHJIE OJHOTO MM HECKOJIBKUX
oOmagaromux (papMaKoJIOrHUECKON aKTUBHOCTBIO JICWCTBYIOIIUX BEIIECTB BHE 3aBUCUMOCTHU OT MPUPOIBI
MPOUCXOXKICHUS, KOTOpO€ TMpPEAHA3HAUYEHO Il TPOM3BOJACTBA, W3TOTOBJICHUS JIEKAPCTBEHHBIX
IpernaparoB U onpenenseTr ux 3ppekTuBHOCTD;

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

3) BcmoMmorarenbHbIE BEIIECTBA -  BEIIECTBA HEOPraHMYECKOTO WM  OPraHu4ecKoro
IIPOUCXOXKACHUS, UCIOJIb3YEMBIE B IIPOLIECCE IIPOU3BOACTBA, U3TOTOBICHUS JICKAPCTBEHHBIX IIPENApaTOB
ISl IPUAHUS. UM HE0OXOAMMBIX (PU3UKO-XUMHUYECKUX CBOMCTB;

4) nexapCTBEHHBIEC IIperaparbl - JIEKAPCTBEHHBIC CPEJCTBA B BHJE JIEKAPCTBEHHBIX (OPM,
IpUMEHSIEMbIE Ul TNPO(UIAKTHKH, JUATHOCTUKH, JIeYeHHs 3a00JieBaHUs, peaOMIUTALUH, s
COXpaHeHHUs, IPEAOTBPAIICHUS WU MIPEPhIBaHUsl OEPEMEHHOCTH;

5) nekapcTBeHHass opMa - COCTOSHHE JICKAPCTBEHHOT'O Mpernapara, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEJICHHs U IPUMEHEHHUS U 00ecIieunBaroliee J0CTHKEHHEe He00X0AMMOro JeuebHoro 3¢ pexTa;

5.1) mo3upoBKa - coJiepKaHUe OJAHOTO MM HECKOJIBKUX JIEHCTBYIOIIMX BEIIECTB B KOJIMYECTBEHHOM
BBIPQ)KCHUU HA EAMHUIY J03bl, WIM EIUHHIy 00beMa, WJIM EJUHUIy MacChl B COOTBETCTBUH C
JeKapcTBeHHONH ¢opMmoii 7auOO IsI HEKOTOPBIX BHJOB JIGKAPCTBEHHBIX (OPM  KOJHMUYECTBO
BBICBOO0XK/1a€MOT0 U3 JIEKAPCTBEHHOU (hOpMBI AEHCTBYIOIIETO BELIECTBA 32 €IMHUILY BPEMEHH;

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

6) epedeHb )KU3HEHHO HEOOXOIMMBIX U BAKHEUIINX JICKAPCTBEHHBIX MTPEMAPaTOB - YTBEPKIAEMBbIi
IIpaBurensctBoM Poccuiickont ®Penepanyy nepedeHb JICKapCTBEHHBIX IPENapaToB Ul MEAULMHCKOIO
IpUMEHEHHsI, 00ECTIeYNBAIOIINUX IPUOPUTETHBIE MOTPEOHOCTH 3PAaBOOXPAHEHHUS B LIESAX MPOPUIAKTUKA
U JIe4eHus1 3a00JIeBaHUil, B TOM 4Yucie IpeoOnajgaomux B CTPYKType 3aboieBaeMocTu B Poccuiickoit
denepauuu;

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

6.1) opdanHble NEKapCTBEHHBIC MpENapaThl - JIEKAPCTBEHHbIE NpenapaTsl, NpeJHa3HaYCHHbIC
UCKJIIOYMTENBHO JUISl JUArHOCTUKM MJIM IaTOT€HETHYECKOro JIeUeHHUs (JICYEHHs, HalpaBJICHHOIO Ha
MEXaHU3M Pa3BUTHUs 3a00JI€BaHNUs) peaKkux (ophaHHBIX) 3a001€BaHUN;

(. 6.1 BBenen @eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

6.2) Ouosornyeckue JIEKapCTBEHHBIE NpenapaThl - JIEKAPCTBEHHbIE Iperaparhl, ACHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOU3BEJICHO WM BBIACICHO W3 OMOJIOTMYECKOr0 MCTOYHUKA M JUIS ONpEACICHUs
CBOMCTB M KauecTBa KOTOPHIX HeEo0XoauMa KOMOHMHAIuMsi OWOJIOTHYECKUX U (U3UKO-XMMHUYECKUX
MeTof0B. K OuonornyeckuM JIeKapCTBEHHBIM IIperaparaM OTHOCATCS HMMMYHOOHOJIOTHYECKUE
JICKapCTBEHHbIE TIpenapaThl, JIEKapCTBEHHBbIC IIpernaparbl, IMOJYyYeHHbIE M3 KPOBHU, IUIa3Mbl KPOBH
YeJoBeKa M JKMBOTHBIX (32 HMCKIIIOYEHHEM LENbHOM KpPOBH), OMOTEXHOJOTHMUECKHE JIEKapCTBEHHBIC
IpernapaThl, TeHOTEPAIEBTUUECKUE JIEKAPCTBEHHBIE TPETapaThl;

(. 6.2 BBeneHn @epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7) WMMYHOOMOJIOTMYECKHE JIEKAPCTBEHHBbIE TMpemaparbl - JICKQpCTBEHHBIC  Iperaparsl,
npeJHa3HauYeHHbIE U1 (OPMHUPOBAHUS AKTMBHOTO MJIM MACCHMBHOTO MMMYHHTETa JTHMOO JHMArHOCTUKU
HUIMYMS ~ UMMYHHTETa MO JUArHOCTUKUA  CIEHU(UYECKOTO  MPHOOPETEHHOTO  W3MEHEHUs
MMMYHOJIOTHYECKOTO ~ OTBE€Ta Ha  ajuleprusupymommue BemecTtBa. K MMMyHOOHOJIOTHYECKUM
JEKapCTBEHHBIM  IIpernaparaM  OTHOCSATCS ~ BAaKLUHBL,  AHATOKCHHBI,  TOKCHHBI,  CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPT€HBI;

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

7.1) GMOTEXHOJOTHYECKHE JIEKAPCTBEHHBIE TPenapaThl - JIeKapCTBEHHbIE MPEMaparhl, MPOU3BOICTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIIOIb30BAHUEM OMOTEXHOJIOTHYECKUX MPOLIECCOB M METOIOB (B TOM UYHCIIE
JHK-pekoMOMHAHTHOW TEXHOJIOTUHM, TEXHOJIOTUH KOHTPOJUPYEMOU 3KCIPECCUU T'€HOB, KOAUPYIOIIMX
OMOJIOTUYECKM AaKTHUBHBbIE OCNKM B TPOKAPUOTaX M HYKApHOTaX, BKIIOYAs M3MEHEHHBIE KICTKH
MJIEKOITUTAIOIIUX ), THOPHIOMHOTO METOJIa U METO/1a MOHOKJIOHAJIBHBIX aHTUTET;

(. 7.1 BBenen @eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7.2) reHOTepalneBTHUYECKHE JIEKapCTBEHHBbIE IpenapaTbl -  JIEKAPCTBEHHBIE  IIpENaparsbl,
¢bapmareBTHUECKass CyOCTaHIMA KOTOPBIX SBISETCS PEKOMOMHAHTHOM HYKJIEMHOBOW KHCIIOTOM WIIH
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKICHMHOBYIO KHCJIOTY, TIO3BOJISIONIYIO OCYILIECTBIISATH
peryaupoBaHue, pernaparuio, 3aMeHy, 100aBlIeHHe WIN yaJeHUe TeHETHUECKOH MocIe10BaTeIbHOCTH;
(n. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIEC IMpenaparhl U (papMmaleBTUYECKUe
CyOCTaHIIMM, COJEp)Kallhe HAPKOTUYECKHE CpeICTBa W BKIIOYEHHbIE B [lepeyeHb HApKOTHUYECKHUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IPEKypCOpOB, NOMIEKAIIMX KOHTpoJ0 B Poccuiickon
@enepaunuy, B COOTBETCTBUM C 3aKOHOJAarTesnbcTBOM Poccuiickont ®Penepanuu, MeEXIyHapOIHBIMU
norosopamu Poccuiickoii @enepanuy, B ToM uyuciae EQUHOM KOHBEHIMENM O HapKOTUYECKUX CPEACTBAX
1961 rona;

9) mCUXOTpONHBIE JIEKAPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIC IpenapaThl U (apMaleBTHUECKHE
CyOCTaHIIMM, COJEp)Kalllhe ICUXOTPONHBIE BellecTBA M BKIIOYEHHbIE B [lepeyeHb HAPKOTUYECKHUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IPEKypCOpOB, NOMIEKAIIMX KOHTpoJ0 B Poccuiickon
@enepaunuy, B COOTBETCTBUM C 3aKOHOJATesnbcTBOM Poccuiickont ®Penepauuu, MeEXIyHApOIHBIMU
noroBopamu Poccuiickoit ®@enepanun, B ToM uncie KoHBeHIMed O MCUXOTpONHBIX BemiecTBax 1971
rojaa;

10) pammodapmanieBTUYECKUE JIEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPBIC
coJiepKaT B TOTOBOM JUIsI MCHOJIB30BaHUSA (popMe OTUH PaTUOHYKINI MM HECKOJBKO PaAHOHYKIHIOB
(panroaKTUBHBIX U30TOIIOB);
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

10.1) opuruMHaJbHBIM JIEKapCTBEHHBIM IpemapaT - JIEKAPCTBEHHBIM IIpernapar C HOBBIM
JNEUCTBYIOLIUM BEILIECTBOM, KOTOPBIA IIEPBBIM 3aperucrpupoBaH B Poccuiickoi ®Penepanuuu Wid B
MHOCTPaHHBIX TOCYapCTBAX HA OCHOBAHUHU PE3YJIbTATOB NOKIMHUYECKHUX MCCIEAOBAHUH JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKUX MCCIENOBAHUMN JIEKAPCTBEHHBIX MPENapaToB, MOATBEPKIAAIOIINX €r0 KauecTBo,
3¢ GEeKTUBHOCTH U 6€301aCHOCTb;

(n. 10.1 BBenen @enepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBII NeKapCTBEHHBIN Mpenapar - JEKapCTBEHHBIN MpenapaT, KOTOPBIA UCIOIb3YeTcs
ISl OLIEHKH OMO’KBUBAJIEHTHOCTH MJIM TE€PANIEBTHYECKON SKBUBAJICHTHOCTH, KauecTBa, 3(ppekTuBHOCTH U
0€30MMacHOCTH BOCIIPOM3BEICHHOTO JICKAPCTBEHHOTO Mpenapara Win 0MoaHanoroBoro (OHOmo1o00HOTO)
JICKapCTBEHHOTO Ipernapara (6noananora). B kadectBe peepeHTHOTO JIEKapCTBEHHOTO Iperapara JUls
MEIULUHCKOTO TPUMEHEHHsI HCIOJb3yeTCsl OPUTMHAIBHBINA JIEKapCTBEHHBIH mpemnapar Jubo, eciu
OpUTMHAJIBHBIA JIEKAPCTBEHHBIN IMpernaparT He 3aperucTpUpoBaH WIM HE HAaXOguTcs B 00opoTe B
Poccuiickoit @enepaniii 1 HE HAXOAUTCS B 000POTE B MHOCTPAHHBIX IOCYJapCTBaX, BOCIPOU3BEACHHBIN
JIEKapCTBEHHBIN Mpemnapar Ui OMOaHAIOTOBLIHN (OMOTIOI0OHBIN) JIeKapCTBEHHBIN Mpenapat (OrnoaHaior),
KOTOPBIA TMEPBBIM 3aperUCTPUPOBAH U3 YHCIa HaxoAsmuxcs B obopore B Poccuiickoit ®deneparum,
OMOAPKBUBAJIEHTHOCTh WM  TEparneBTUYECKas JKBUBAICHTHOCTb, KadyecTBO, 3(dekTuBHOCTE U
0€30MaCHOCTh KOTOPOTO OLIEHUBAIUCH M0 OTHOILEHHIO K OPUTHHAIBHOMY JICKAPCTBEHHOMY IIperapary, a
TaKkKe KayecTBO, A(PPEKTUBHOCTH U O€30MaCHOCTh KOTOPOrO TOATBEPKIAIOTCA pe3ylbTaTaMu
(dapmakoHaI30pa U MPOBEPOK COOTBETCTBHS JIGKAPCTBEHHBIX CPEICTB, HAXOISIIUXCS B TPAKIAHCKOM
o0opoTe, yCTaHOBICHHBIM TpeOOBaHMAM K HMX KauecTBY. B kauecTBe peepeHTHOro JeKapCTBEHHOTO
mpenapara JUis  BEeTEPHMHAPHOTO TNPHMEHEHHUs HCIOJb3yeTcs JIEKAapCTBEHHBIM mpemapaTr  ajs
BETCPUHAPHOTO IIPUMEHEHMs, 3aperucTpUpoBaHHbIl B Pocculickoin ®enepanuu Ha OCHOBAHUU
pE3yIbTAaTOB JNOKIMHUYECKUX HCCIIEIOBAHUMN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKHX MCCIEIO0BaHUMN
JIEKapCTBEHHBIX MPENapaToB, NOATBEPKAAIOIINX €T0 Ka4ecTBO, 3PPEKTUBHOCTh U O€30MaCHOCTH;
(n. 11 B pen. @enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

12) Bocnpon3BEAECHHBIN JEKApCTBEHHBIN IIpenapar - JEKapCTBEHHBIN Mpenapar A1 MEIULUHCKOTO
NPUMEHEHHs, KOTOPBI HMMEeT HSKBUBAICHTHBIH pe(epeHTHOMY JIEKapCTBEHHOMY  IIperapary
KAUECTBCHHBIM COCTAaB M KOJIMYECTBEHHBIM COCTaB JEHUCTBYIOIIMX BEIIECTB B HKBUBAJICHTHOU
JICKapCTBEHHON (opme, OO JIeKapCTBEHHBIN TMperapar [Uis BETEpUHAPHOTO MPUMEHEHHS, KOTOPBIN
UMEeT Takue e, YT0 M pedepeHTHBI JIeKapCTBEHHBIM IpenapaT, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIM  COCTaB  JCWCTBYIOIIMX BEIIECTB B TaKOW K€ JIGKQpCTBEHHOU  dopme,
OMOAPKBUBAJIEHTHOCTh MJM  TEPANEBTHYECKAsh SKBHUBAJIEHTHOCTb KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY Iperapary MoATBEPKIeHa COOTBETCTBYIOLIUMHE HCCIIEJOBAHUSIMHY;

(n. 12 B pen. @enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

12.1) TepaneBTHUEeCKasi SKBUBAJIEHTHOCTD JIEKAPCTBEHHBIX IIPENAPATOB - AOCTHKEHNUE KIMHUYECKU
COIMOCTAaBUMBIX TeparneBTUYeckoro s¢dexra u mnokaszareneil 3()(HEeKTUBHOCTH U OE30MACHOCTH IPHU
NPUMEHEHHH JICKAPCTBEHHBIX NPENapaToB Ui MEIUIMHCKOTO TPUMEHEHHUs, HMEIOUINX OJHO
MEXJIyHapOJAHOE HEMaTeHTOBAaHHOE (WM XHMUYECKOEe, WM TPYINIHUPOBOYHOE) HAUMEHOBAaHUE, B
SKBUBAJICHTHBIX JIO3MPOBKAX IO OJHUM M TEM € IMOKa3aHUsM K NMPUMEHEHHIO U TPH OJWHAKOBOM
crioco0e BBEeICHHS Y OHOM U TOMU )K€ TPYIIIBI OOJIbHBIX;

(n. 12.1 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

12.2) OuoananoroBslii (OMOMOKOOHBIN) JIEKapCTBEHHBIN mpenapar (OuoaHanor) - OHOJIOTMYECKHMA
JICKapCTBEHHBIN Ipernapar, CXOXXMH 10 IMapaMeTpaM KadecTBa, S(P(GEKTUBHOCTH M 0E30MacHOCTH C
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

peepeHTHBIM OHOJIOTUYECKUM JICKApCTBEHHBIM IIPEnapaToM B TaKoH e JIEKapCTBEHHOW Qopme H
AMEIOIINN UASHTHYHBINA CIIOCO0 BBEICHM,
(n. 12.2 BBeaeH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

12.3) B3amMo3aMeHSAEMBIN JIEKAPCTBEHHBIN IMpenapaTr - JIEKapCTBEHHBIH IpernapaTr ¢ JI0Ka3aHHOM
TEpareBTUYECKON OSKBHUBAJCHTHOCTHIO MJIM OHWOIKBHBAJICHTHOCTHIO B OTHOLICHUHM pedhepeHTHOro
JIEKapCTBEHHOI'O Ipernapara, UMEIOIINI SKBUBAJIEHTHbBIE €My Kau€CTBEHHBI COCTaB M KOJIWYECTBEHHBIN
COCTaB JICWCTBYIOIIUX BEIIECTB, COCTaB BCIIOMOTATEIbHBIX BEILIECTB, JEKAPCTBEHHYIO (JOPMY M CIOCOO
BBEJICHUS;

(n. 12.3 BBegen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

12.4) OMOPKBUBAJICHTHOCTh JIGKAPCTBEHHBIX IMpENapatoB - JOCTIDKEHHE COMOCTAaBUMBIX
[I0Ka3aTeJIe CKOPOCTH BCACBIBAHMSI, CTEIIEHU MOCTYIUIEHUS K MECTY ACHUCTBUS M CKOPOCTH BBIBEICHHUS
OJTHOTO WJIM HECKOJIbKHX 00JIaalonux (papMakoJIOTHYeCKON aKTUBHOCTBIO JAEUCTBYIOLINX BEILECTB MPHU
IIPUMEHEHUH JIEKAPCTBEHHBIX IPENaparoB Uil MEIUIMHCKOTO IPUMEHEHUs, HMMEIOIIHUX OJHO
MEXAYHApOJAHOE HEMAaTEHTOBAHHOE (MM XMMHUYECKOE, WM TIpPyNIHUPOBOYHOE) HAUMEHOBAHHE, B
SKBUBAJICHTHBIX JIO3UPOBKAX U MPHU OJAUHAKOBOM CIIOCO0E BBEICHUS;

(n. 12.4 BBeneHn PenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

13) nexapcTBEHHOE PACTUTEIBHOE CBHIPhE - CBEXKHME WIIM BBICYIICHHBIE pAacTEHHs JHO0 MX YacTH,
UCIOJIb3YEMBIE NIl NPOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB OpraHU3alUsIMU - IPOU3BOIUTEISMHU
JIEKaPCTBEHHBIX CPEJICTB WJIM M3TOTOBJIEHMS JIEKAPCTBEHHBIX IPENApPaTOB alTEYHBIMU OPraHU3ALUSMU,
BETEPUHAPHBIMM ANTEYHBIMU OpPraHU3aLUsAMHU, WHIMBUIYaJIbHBIMHU IPEATNPUHUMATENSIMU, UMEIOIIMMHU
JMIICH3UIO HA (hapMalleBTUYECKYIO IS TeNbHOCTD;

14) nexapCTBEHHBII PACTUTENBHBIN Npenapar - JEKapCTBEHHBIN IpernapaT, MPOU3BEACHHBIN WU
U3TOTOBJICHHBIA U3 OJHOIO BUJA JIEKAPCTBEHHOI'O PACTUTEIBLHOTO CBHIPbs MM HECKOJIBKUX BUJIOB TaKOI'O
CBIPbSI U pean3yeMblil B pacacOBaHHOM BHJI€ BO BTOPHYHOM (TIOTPEOUTENHCKOM) YITaKOBKE;

15) roMeonaTnueckuil JeKapCTBEHHBIN Npenapar - J€KapCTBEHHBIN IIpenapat, IPOU3BEACHHbBIN WIH
U3TOTOBJICHHBI U3  (apMmaneBTUYECKOM CyOcTaHIMM WM  (papMaleBTUYECKUX CYOCTaHIMA B
COOTBETCTBUHU C TPEOOBAHUAMH OOIIMX (apMaKONEHHBIX cTaTe K TOMEONAaTHYECKUM JIEKapCTBEHHBIM
mpernapataM WM B COOTBETCTBHM C TpeOOBaHMSAMH (hapMaKONeH CTpaHbl MPOU3BOIAMUTENS TaKOTO
JIEKapCTBEHHOTO TpenapaTa;

(n. 15 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

16) MexxayHapOoJHOE HEMATEHTOBAaHHOE HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEACTBA - HAMMEHOBAHHE
JCUCTBYIOLIETO  BemiecTBa  (hapMaleBTHUECKOW  cyOCTaHLMM, pEKOMEHJOBaHHOE  BcemupHOH
OopraHusaluei 31paBOOXpPAHCHUS;

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

17) TOproBoe HaMMEHOBAaHUE JIEKAPCTBEHHOI'O CpPEJICTBA - HAMMEHOBAHME JIEKAPCTBEHHOTO
CpeICTBa, MPHCBOCHHOE €ro pa3pabOoT4MKOM, JepKaTelieM WU BIAACTbIEM PETUCTPAIIMOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MPETapara;

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

17.1) rpynnmupoBOYHOE HAMMEHOBAHHME JIEKAPCTBEHHOIO  Ipernapara - HAaUMEHOBaHHUE
JIEKapCTBEHHOI'O IpernapaTa, HE MMEIOLIEr0 MEXKIyHApOJHOTO HEMAaTEHTOBAHHOIO HAaWMEHOBAaHWS, WU
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

KOMOMHAIIMM JIEKApPCTBEHHBIX IPENapaTroB, HUCHOJIb3yeMOe B LEIIX OOBEIUHEHHS WX B TPYIILY O[T
€IMHBIM HaMEHOBAHUEM UCXOMs U3 OJJMHAKOBOI'O COCTaBa JEHCTBYIOLIUX BEILECTB;
(n. 17.1 BBeneH @enepasbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

18) obmas QapmaxorneiiHas cTaThbs - JOKYMEHT, YTBEP)KICHHbIN YIIOJTHOMOYEHHBIM (pesiepaibHbIM
OpraHOM WCTIOJHUTEIILHOM BIIACTH W COAEpIKAIIMN TepeueHb MoKa3aTellel kKadecTBa W (WJIM) METOJIOB
KOHTPOJISl Ka4ecTBa KOHKPETHOW JIEKapCTBEHHOH (DOPMBI, JIEKAPCTBEHHOTO PACTUTEIHHOTO CBIPbS,
OTHCAaHUsI OMOJOTUYECKUX, OMOXUMUYIECKIX, MUKPOOHOIOTUIECKIX, (PU3UKO-XUMUUYECKUX, (PU3HUCCKUX,
XUMHYECKUX W JPYIHX METOJOB aHajdu3a JIeKQpCTBEHHOTO CpEJICTBA, a Takke TpeOoBaHUS K
UCIOJIb3YEMBIM B IIENIAX MPOBEACHHUS JAaHHOTO aHalM3a pPEeaKTHBaM, THUTPOBAaHHBIM pacTBOpaM,
WHIUKATOpaM;

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

19) ¢apmakoneiiHas cTaThs - JOKYMEHT, YTBEP)KICHHBIM YIIOJHOMOYEHHBIM (elepatbHbIM
OpraHOM HCIOJIHUTENIBHOM BJIACTU U COJEPIKALIMI ITepeuyeHb [10Ka3aTeIe KauecTBa U METOI0B KOHTPOJIA
KauecTBa JIEKAPCTBEHHOTO CPEACTBA;

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

19.1) cranmapTHble 00pa3Iibl - BEIIECTBA, NOCPEACTBOM CPABHEHUS C KOTOPBHIMH OCYIIECTBISETCS
KOHTPOJIb KadeCcTBa HCCIEAYEMbIX JICKApPCTBEHHBIX CPEACTB C MOMOIIbIO (U3UKO-XUMUYECKUX U
OMOJIOTUYECKUX METOJIOB B LEJIAX MOATBEPKACHUSI COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM
HOPMAaTUBHOH JTOKYMEHTALUH, YCTAHOBJIEHHBIM IPU OCYIIECTBIEHUU T'OCYJapCTBEHHON PETUCTpaLUH, U
KOTOpBIE TPHUMEHSIOTCS Uil KaJIMOPOBKH CTAaHIAPTHBIX OOpas3loB MPOM3BOJIUTENS JIEKAPCTBEHHBIX
CPEACTB, HCIIOJB3yEeMbIX JUIs KOHTPOJS KadecTBa M HMHBIX IeJed Npu oOpalleHUH JIeKapCTBEHHBIX
CPEICTB;

(. 19.1 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

19.2) ¢dapmakoneiHslii cTaHAApTHBIM oOpaser] - CTaHJapTHBIA oOpasel, MPOU3BEACHHBIH B
COOTBETCTBUH C (hapMaKOIEHHOH cTaThel;
(. 19.2 BBegen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKYMEHTALUs - JOKYMEHT, COJEpKalUil IepedyeHb ONIPENENIAEMbIX II0
pe3yiapTaTaM COOTBETCTBYIOLIMX OKCIEPTHU3 IOKa3aTelell KadyecTBa JIEKapCTBEHHOI'O CpPEACTBAa UL
MEUIIMHCKOTO MPUMEHEHUS], METOI0B KOHTPOJISI €0 KaUeCTBA M YCTAHOBIIEHHBIN €r0 MPOU3BOAUTEIIEM;

21) HOpMaTHBHBIN JOKYMEHT - TOKYMEHT, COAEpPKAIINN NIEpEeYeHb ONPENEISIEMBIX IO PE3yabTaTamM
COOTBETCTBYIOLIMX OJKCIEPTH3 TIOKa3areied KadecTBa M (WJIM) METOJOB KOHTPOJS KauecTBa
JEKapCTBEHHOW  (OpMBI, OMUCAHWS  OWOJNIOTUYECKUX, OHOXUMHUYECKHX, MHUKPOOHOJIOTHIECKHX,
(U3NKO-XUMHUECKUX, (PU3UUYECKUX, XUMUUYECKUX U JPYTUX METOJIOB aHAJIM3a JICKAPCTBEHHBIX CPEJICTB
IUIs BETEPUHAPHOTO MPUMEHEHUs], TPeOOBaHUS K UCIOJIb3yEMbIM B LIEJISX MPOBEICHHS JAaHHOTO aHAIN3a
peaKkTUBaM, TATPOBAHHBIM PAaCTBOpaM, MHIMKATOpaM U YCTAHOBJICHHBIH €ro MPOU3BOUTEIIEM;

21.1) oOmuit TeXHUYECKUH ITOKYMEHT - KOMIUIEKT IOKYMEHTOB M MaTEpUAJIOB, COCTOSIIUN M3
HECKOJIBKMX  pa3lesoB -  JIOKyMEHTallMW  aJAMHMHHMCTPAaTUBHOIO  XapakTepa, XHUMHUYECKOM,
(dapMmareBTHUECKOW M OHOJIOTHYECKON JOKyMEHTaluuu, (HapMaKoIOTHYeCKOH, TOKCHUKOJIOTHYECKOM
JOKYMEHTAlM¥, KIMHUYECKOM IOKYMEHTAllMM M IPEJCTABIIAEMbI OJHOBPEMEHHO C 3adBIIEHUEM O
roCyJapCTBEHHOM perucTpaluy JIEKapCTBEHHOTo Mpernapara it MEAMIIUHCKOTO TpUMEHeHHs B (hopmare,
YCTQHOBJIEHHOM YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJHUTEIHHOM BIIACTH;
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

(m. 21.1 BBeneH @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOT'O CPEICTBA - COOTBETCTBUE JICKAPCTBEHHOTO CPEJCTBA TPeOOBAHUIM
(bapmakomneiiHo# cTaThy MO0 B CIydae ee OTCYTCTBUS HOPMATHBHOM JOKyMEHTALUU WJIM HOPMAaTHUBHOTO
JOKYMEHTA;

23) 06e30MacHOCTh JICKAPCTBEHHOTO CPEIACTBA - XapaKTEPUCTHKA JICKApPCTBEHHOT'O CPENICTBa,
OCHOBaHHAsl Ha CPABHUTEJIBHOM aHaJIM3e ero 3(h(eKTUBHOCTH U PHCKA MPUYMHEHUS Bpe/a 310pOBbIO;

24) 3¢ ¢eKTHBHOCTh JICKAPCTBEHHOTO Iperapara - XapaKTepPUCTHKA CTEMEHU TMOJIOKHUTEIHHOTO
BIMSIHUS JIGKAPCTBEHHOTO TIpernapara Ha TEYCHHEe, MPOJODKUTENFHOCTh 3a00JIeBaHUS WM €r0
NpeJoTBpalleHNe, peabuINTaIMI0, Ha COXpaHEHUE, TPEOTBPAIllEHUE UITH NTPephIBaHNEe OEPEMEHHOCTH;

25) cepus JIEKApCTBEHHOTO CPEACTBA - KOJUYECTBO JIEKAPCTBEHHOI'O CPEACTBA, NMPOU3BEICHHOE B
pe3yibTaTe OJTHOTO TEXHOJOTUYECKOTO IIUKJIA €r0 MPOU3BOAUTEIIEM;

26) perucTpanMoOHHOE yOCTOBEPEHUE JIEKAPCTBEHHOI'O Mpenapara - JOKYMEHT, [OATBEP K AAI0LIUI
(baxT rocyiapcTBEeHHOM perucTpalyy JIEKapcTBEHHOTO Mpernapara;

26.1) nepkarenb WIM BIAJENEL PErUCTPALMOHHOIO YIOCTOBEPEHUS JEKApCTBEHHOI'O Ipemnapara -
pa3pabOTYMK JIEKAPCTBEHHOTO CPEJICTBA, IPOM3BOAMTENb JIEKAPCTBEHHBIX CPEICTB WM HHOE
IOPUJIMYECKOe JIMIO, 00Jajaroiiee MpaBoM BIAJICHHUS PETHCTPALIMOHHBIM YAOCTOBEPEHUEM, KOTOpBIC
HECYT OTBETCTBEHHOCTb 32 KauecTBO, 3(h(heKTHBHOCTH U 06€30TaCHOCTD JIEKAPCTBEHHOTO Mpernapara;

(. 26.1 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

27) perucTpanoHHBIH HOMEp - KOJOBOE 0003HAUYEHHE, MPUCBOCHHOE JICKAPCTBEHHOMY Tpenapary
IIPU €T0 rOCyIapCTBEHHOM pErucTpanny;

28) oOpamieHue JEKapCTBEHHBIX CpEACTB - pa3paboTKa, JOKIMHUYECKUE HCCIEeIOBAaHNUS,
KIIMHUYECKHE MCCIEN0BAHUS, IKCIEPTU3A, TOCYIapCTBEHHAs] PErHCTpalisl, CTaHJapTU3aLMs U KOHTPOJIb
KauecTBa, IPOU3BOJICTBO, U3TOTOBJIEHUE, XPaHEHUE, [IEPEBO3Ka, BBO3 B Pocculickyro denepanuio, BbIBO3
u3 Poccuniickoit ®enepauuu, pexinama, OTIYCK, peanu3alnus, Iepenada, NPUMEHEHHE, YHUUYTOKCHUE
JIEKapCTBEHHBIX CPE/ICTB;

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

29) cyObekThl OOpamieHHs JIEKapCTBEHHBIX CPEACTB - (PU3MUECKHE JMIA, B TOM YHCIE
WHIMBUIYAIbHbIE TPEINPUHUMATENH, ¥ IOPUAMYECKHUE JIMIA, OCYIIECTBISIONINE ACATENLHOCTh MpU
oOpalieHnH JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboTUMK JIEKAPCTBEHHOT'O CPEACTBA - OpraHu3anus, 00Iaaromas npaBaMi Ha pe3yIbTaThl
JNOKIMHUYECKUX  HMCCIENOBAaHMM  JIGKAPCTBEHHOTO  CPEICTBAa,  KIMHUYECKUX  MCCIEJOBAHUN
JICKapCTBEHHOTO MpenapaTa u (W) Ha TEXHOJOTHIO TPOU3BOICTBA JIEKAPCTBEHHOTO CPECTBA;

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

31) npou3BOACTBO JEKAPCTBEHHBIX CPEACTB - AESITEIBHOCTH 10 IPOM3BOJCTBY JIEKApPCTBEHHBIX
CPEICTB OpPraHU3alUsIMU - IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX CPEICTB HA OJHOM CTaJWM, HECKOJIbKUX
UJIM BCEX CTaAMAX TEXHOJIOTMYECKOTO IPOLIECCA, a TAKXKE 0 XPAHCHUIO U pealu3aldy NIPOU3BEICHHbIX
JIEKapCTBEHHBIX CPEJICTB;
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

31.1) npou3BOJCTBEHHAS IUIOMIAAKA - TEPPUTOPHATBHO 000COOICHHBIM KOMIUIEKC MPOU3BOIUTEIS
JEKapCTBEHHBIX CPEICTB, IIPEIHA3HAUEHHBIM I BBIIOJIHEHUS BCEro IIpoliecca IPOU3BOJCTBA
JIEKaPCTBEHHBIX CPEJICTB UJIM €T0 ONPENIETICHHOMN CTauH;

(m. 31.1 BBegen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

32) nmpou3BOOUTEND JIEKAPCTBEHHBIX CPEJCTB - OpPraHM3alUs, OCYLIECTBIISAIOIIAs IPOU3BOJCTBO
JICKapCTBEHHBIX CPEACTB B COOTBETCTBUU C TPEOOBAHUSAMH HacToAIIero denepaibHOTO 3aKOHA;

33) dapmareBTHUECKasT ACSITETBHOCTD - JMEATEIBHOCTH, BKIIOYAIOMIAasi B ceOsl OMTOBYIO TOPTOBIIO
JIEKAPCTBEHHBIMM ~ CPEJICTBAMH, MX XpaHEHWE, TNEepeBO3Ky W (WIU) PO3ZHUYHYIO TOPIrOBIIO
JIEKapCTBCHHBIMU TpernapaTaMi, B TOM YHCJIE TUCTAHIIMOHHBIM CIOCOOOM, WX OTIYCK, XpaHEHUE,
MEePEBO3KY, U3TOTOBJICHUE JIEKAPCTBEHHBIX MTPENAPATOB;

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

34) opraHuzanus ONTOBOM TOPrOBIAM JIEKAPCTBEHHBIMM  CpPEACTBAMU -  OpraHu3alus,
OCYILECTBIIAIONIAs ONTOBYIO TOPrOBIIIO JIEKAPCTBEHHBIMH CpPEJICTBAMHU, UX XpaHEHHE, IEPEBO3KY B
COOTBETCTBUH € TpeOOBaHUAMH HacTosero denepanbHOro 3aK0Ha;

35) amnrewynas opraHuzanus - OpraHu3anus, CTPYKTYpHOE TOJpa3AcieHUuEe MEIULUHCKON
OpraHu3aluy, OCYLIECTBIAIOIINE PO3ZHUYHYIO TOPrOBIIIO JICKAPCTBEHHBIMU IIpelaparaMy, B TOM 4YHCIIE
JIMCTAaHIIMOHHBIM CIOCOOOM, XpaHeHHE, IEPEBO3KY, U3TOTOBJIEHUE U OTIYCK JIEKapCTBEHHBIX MPEMapaToB

TS METMITTHCKOTO TIPUMEHEHHUSI B COOTBETCTBHH C TpeOOBaHUAMHU HacTosiiero deaepaabHOro 3aK0Ha;
(B pen. ®enepanbHbIX 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTeyHas OpraHu3alys - OpraHu3alus, CTPYKTypHOE IOApa3JelIeHUe
BETEPUHAPHOM OpraHU3aluy, OCYIIECTBIIAIOIINE POZHUYHYIO TOPIOBIIIO JIEKApCTBEHHBIMU Ipenaparamy,
B TOM 4YHCJIE€ JAWCTAaHIMOHHBIM CIIOCOOOM, XpaHEHUE, M3TOTOBIEHHE U OTIYCK JIEKAPCTBEHHBIX
IpernapaToB sl BETEPUHAPHOTO NPUMEHEHHS B COOTBETCTBUUM C TPEOOBAaHMSMH HACTOSIIETO
denepanbHOIO 3aKOHA;

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

37) danbcupuIpoBaHHOE JIEKAPCTBEHHOE CPEACTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOXKIAEMOE
J0XHOU MH(OpPMAIUEil 0 ero cocTaBe U (MITH) MPOU3BOIUTEIIE;

38) HemoOpokayecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHMUIM (DapMaKOTEHHON cTaThu MO0 B Cllydae €e OTCYTCTBHUSI TPEOOBAHUSIM
HOPMAaTHUBHOM TOKyMEHTAIIUU WJIM HOPMAaTUBHOTO TIOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPECTBO - JICKAPCTBEHHOE CPEICTBO, HAXOAAIIEecs B 000poTe
C HapyIIEHUEM IPaKJaHCKOTO 3aKOHOAATENbCTBA;

40)  JOKIMHMYECKOE  HCCIICIOBAaHHE  JIEKAPCTBEHHOIO  CpEACTBA -  OWMOJIOTHYECKHE,
MUKPOOHOJIOTUYECKHE, MMMYHOJOTHYECKHE, TOKCHKOJOTHYeckue, (apmakojorunyeckue, (huznyeckue,
XMUMHMUYECKUE U IPYrHe UCCIIEN0BaHUs JEKapCTBEHHOIO CPEACTBA MyT€M IPUMEHEHMSI HAyYHBIX METOJOB
OLICHOK B IIEJISIX MOJIyYeHHS J0Ka3aTeNIbCTB 0€301MacHOCTH, KayecTBa U 3()(HEKTUBHOCTH JICKAPCTBEHHOTO
CPEACTBA;

4]) KIMHUYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOrO Ipenapara - HW3y4E€HUE JUarHOCTHUYECKHUX,
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

Ne4eOHBIX, MPOPUIAKTUYECKUX, (APMAKOJIOTHIECKUX CBOMCTB JIEKAPCTBEHHOTO IMpenapara B MPOIecce
€ro TPHUMEHEHHUs Yy 4elOBEeKa, >XMBOTHOTO, B TOM WYHCJIE€ IPOLECCOB BCACHIBAHUS, DPACIPENCICHHS,
W3MCHEHHUSI W BBIBEICHHUS, IyTeM IPUMEHEHUS HAyYHBIX METOJIOB OIICHOK B MEMNSAX IOTYYCHHUS
JIOKa3aTeNbCTB 0€30MacHOCTH, KadecTBa U A((EKTUBHOCTH JIGKAPCTBEHHOTO Ipemnapara, JaHHBIX O
HEXKENIaTeNbHBIX PEaKIUsAX OpraHu3Ma 4YeJOBeKa, JKMBOTHOTO Ha NPHUMEHEHHE JIEKapCTBEHHOTO
npemapata 1 00 3ddexre ero B3aUMOACUCTBUS C JPYrUMH JIEKAPCTBEHHBIMU TpernaparamMu U (W)
MUIIEBBIMH MTPOTYKTaMH, KOPMaMHU;

42) MHOTOLIEHTPOBOE KIMHUYECKOE MCCIIEN0BAHUE JIEKAPCTBEHHOIO IpenapaTa Uisi MEIUIMHCKOTO
IIPUMEHEHUST - KJIMHUYECKOE HCCIEAOBAaHUE JICKAPCTBEHHOIO IIpemapara Uil  MEIULUHCKOIO
NPUMEHEHHs, TIPOBOAMMOE Pa3pabOTUMKOM JIEKAPCTBEHHOIO TpernapaTra B JBYX M 0ojiee MEIUIIMHCKUX
OpraHu3alnusix 10 eAMHOMY IIPOTOKOJY KIIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO MPEeIapara;

43) MeXIyHapoJHOE MHOTOLIEHTPOBOE KIMHHUYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOIO Ipemnapara
IUIE MEAWLUHCKOTO TPUMEHEHHUS - KIMHUYECKOE MCCIIEeJOBAHUE JIEKAPCTBEHHOIO IIperapara s
MEIULUHCKOTO TPUMEHEHHUs, MPOBOAUMOE DPa3pabOTUYMKOM JIEKAPCTBEHHOTO Mperapara B Pa3IMUHbIX
CTpaHax 10 €IMHOMY MTPOTOKOIY KIMHUYECKOTO MCCIIEJOBAHNUS JIEKAPCTBEHHOTO MPerapara;

44) NOCTPEruCTPAallMOHHOE KIMHUYECKOE MHCCIEN0BAHUE JIEKAPCTBEHHOIO Ipenapara Ul
MEIMLMHCKOTO TPUMEHEHUS - KIWHUYECKOE UCCIEJ0BAaHUE JIEKAPCTBEHHOTO Tpenaparta s
MEIULUHCKOTO MPUMEHEHUS, MPOBOAUMOE MPOU3BOJUTEIEM JIEKAPCTBEHHOTO Ipernapara, rpakKIaHCKui
000pOT KOTOPOTO OCYIIECTBIISIETCS TMOCJIE TOCYIapCTBEHHON PErucTpaliiiy, B IENAX JOMOJHUTEIHHOTO
cOopa MaHHBIX O ero 0e30MmacHOCTH U 3 (PPEKTUBHOCTH, PACIIMPEHHS TOKA3aHUI K IPUMEHEHHUIO TAHHOTO
JICKapCTBEHHOTO TpenapaTa, a Tak)Ke BBISIBJICHUS HEXKEJIaTeNIbHBIX PEaKIMii MAaIMeHTOB Ha €ro JeCTBUE;

45) wucciaenoBaHue OMOAKBUBAJICHTHOCTH JICKAPCTBEHHOTO IIpemapara - BHJ KIMHUYECKOTO
MCCIIEIOBAaHUS JIEKapCTBEHHOTO Mperapara, MpoBEACHUE KOTOPOTO OCYIIECTBISIETCS IJIsi ONpEAeIeHuUs
CKOPOCTH BCAaChIBaHUSI M BBIBEJICHHS OJHOTO WM HECKOJBbKHX 00Janaromux (HapMakoJIOru4ecKoi
aKTUBHOCTBIO JICHCTBYIOIIMX BELIECTB, KOJIMYECTBA JICKAPCTBEHHOIO TpenapaTa, JOCTUTAIOIIETo
CHCTEMHOI'0 KPOBOTOKA, M Pe3yJbTaThl KOTOPOTO MO3BOJISIIOT CHENaTh BBIBOJ O OHMOIKBHUBAJIEHTHOCTH
BOCIPOU3BEICHHOTO JIEKAPCTBEHHOT'0 MpernapaTa B ONpeesIeHHBIX JEKapCTBEeHHON (opMe U J03UpOBKeE,
COOTBETCTBYIOLINX (pOpME U JO3UPOBKE pePepeHTHOrO JEKAapCTBEHHOTO MPernapara;

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

46) wuccnenoBaHME TEPANEBTUYECKONW OSKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IIPENaparoB - BHJ
KJIMHUYECKOTO MCCIIEOBAHMS JICKApPCTBEHHBIX MpPEnapaToB, MPOBeIeHHE KOTOPOTO OCYIIECTBISIETCS IS
BBISIBJIICHUS OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaTOB OIMpEIeIEHHON JIeKapCTBEHHOH (hOpMBI, a
TaKKe HaJM4YUs OJMHAKOBBIX TIOKa3areieid Oe30macHOCTH M 3(P(GEKTUBHOCTH JIEKapPCTBEHHBIX
IpernapaToB, OJAMHAKOBBIX KIMHUYECKHX 3()(HEKTOB MpU X MPUMEHEHUH;

47) mpoTOKOJN KJIMHUYECKOIO HCCIIEJOBAHMs JIEKAPCTBEHHOI'O IMpemnapara - JOKYMEHT, B KOTOPOM
OTIPENIENAIOTCS 11EH, (POPMBI OPTaHU3AIMH M METOJIOJIOTUS MPOBEACHUS KIMHHUYECKOTO HCCIEeI0BaHUS,
CTaTUCTHUYECKHE METOAbl 00pabOTKH pe3yabTaTOB TAaKOTO HCCIEAOBAHHMS M Mephl MO 00ecreueHHUIo
0€30MacHOCTH (PU3WYECKUX JIMIl, YYaCTBYIOIIMX B KIMHUYECKOM MCCIECJOBAHUU JICKAPCTBEHHOTO
npernapara;

48) OporIropa MCCIEIOBATENS - CBOJHOE M3JIOKEHHE PE3YJIbTATOB JOKIMHHUYECKOTO UCCIET0BAHUS
JICKApCTBEHHOTO CPEACTBA M KIMHUYECKOTO HCCIENOBAaHMS JICKQpPCTBEHHOTO TIpermapara s
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

MCIUIIUHCKOI'O MPUMCHCHHUA,;

49) uHPOPMALIMOHHBIN JTUCTOK MALMEHTAa - TOKYMEHT, B KOTOPOM COZEP)KaTCs B IOCTYIHOM (opme
CBECHMSI, Kacarolluecss IPOBOAMMOIO KIMHUYECKOTO HMCCIEAOBAaHUS JIEKAPCTBEHHOIO IMpernapara, U B
NUCHbMEHHOM (hopMe HOOpPOBOJIbHOE cOrlacue MalMeHTa Ha Y4acTHe B KIMHHUYECKOM HCCIEeIOBaHUU
JICKApCTBEHHOTO TpernapaTa Iocje O3HAKOMIICHHS € OCOOCHHOCTSIMHM KIMHMYECKOTO HCCIIEeIOBaHMA,
HMMEIOLMMU 3HaYE€HHE JUIs BBIPAYKEHUS TAKOTO COTJIACHs;

50) mobGouHoe [eiicTBHE - peakius OpraHu3Ma, BO3HHUKIIAS B CBSI3M C INPHUMEHEHHEM
JICKApCTBEHHOTO Ipernapara B J103aX, PEKOMEHIYEMbIX B HWHCTPYKIMH IO €ro MPUMEHEHHUIO, IS
npo(UITAKTUKY, TUATHOCTUKH, JICUEHUS 3a00JI€BaHUS WITH JUI PeaOHIUTALINN;

50.1) HexenaTenbHas peakUus - HEMpeAHAMEpeHHas HeOJIarompusATHAs peakUus OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHa ¢ IPUMEHEHHEM JIEKapCTBEHHOT'O TpenapaTa;
(m. 50.1 BBeneHn @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTelnbHas peakiys - HEXKENaTeNbHas peaklus OpraHu3Ma, CBS3aHHAs C
IPUMEHEHHEM JIEKapCTBEHHOI'O TMpernapara, MpUBEIIIas K CMEPTH, BPOXKICHHBIM aHOMAJHSIM WIIH
MOpOKaM Pa3BUTHA JIMOO MpencTaBisionias co0oi yrpo3y >KM3HM, TpeOyromas roCIUTAIN3AUN WIH
MpUBEIIAsl K CTOMKOM yTpare Tpya0CIOCOOHOCTH U (M) HHBAJIUIHOCTH;

52) HempenBUACHHAS HEXeNaTelnbHas pPeakius - HeKelaTeNbHas peaklys OpraHu3Ma, KoTopas
CBs3aHA C MPHUMEHEHHEM JIEKQpCTBEHHOTO IMpemnapara B J03aX, PEKOMEHAYEMBIX B MPOTOKOJE €ro
KIIMHUYECKOTO WCCIIEOBAHUS, OpOIIIOpe UCCIEAOBaTeNsl, WIM C MPUMEHEHHEM JIeKapCTBEHHOTO
mpemapaTa B 032X, PEKOMEHIYyEeMbIX B HMHCTPYKIIMH [0 €ro MPUMEHEHHUIO Ui TPO(UIAKTHKH,
JMArHOCTHKHY, JICUeHUs 3a00JI€BaHUS WIIM METUITUHCKON peaOMINTAIlUU MAlUEHTa, ¥ CYIITHOCTh, TSKECTh
WM UCXOJ KOTOPOH HE COOTBETCTBYET MH(OpMAIMK O JEKapCTBEHHOM Ipemnapare, CoAepIKaIieics B
MPOTOKOJIE €r0 KJIMHUYECKOTO WCCIICOBaHMS, OpOIIOpe UCCIeNoBaTeNsl WM B WHCTPYKIUHU IO
MPUMEHEHHIO JIGKAPCTBEHHOTO TMpernapara;

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

52.1) ¢apmaxkoHaa30p - BHJI JAEATEIBHOCTU M0 MOHHUTOPUHTY 3(P(HEKTUBHOCTH U 0E30MACHOCTH
JICKApCTBEHHBIX  IpErapaTtoB, HANpPaBICHHBI Ha BBIABICHWE, OICHKY M  NpPEJOTBpalleHHE
HEXXeJaTeNbHbIX NOCIEACTBHIA MPUMEHEHHUS JIEeKapCTBEHHBIX MPENapaToB;

(. 52.1 BBegen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

52.2) mnmaH ympaBiIeHUsT PUCKaMU - TOAPOOHOE OMHMCaHUE MEPOIpPUATHH 1O (apMaKoOHAI30py,
HaIIPaBJIEHHBIX Ha BBISBICHUE, OLEHKY M NMPEAOTBpAIlEHUE WJIM MUHHUMU3ALUIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMHU IIperapaTaMu, BKJIIoYasi OIeHKY 3()()eKTUBHOCTH JAHHBIX MEPOIIPUATHH;

(. 52.2 BBegen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

Kouncynsranrlntoc: npumedanue.
C 01.03.2023 B 1. 53 ct. 4 BHOCsTCs u3MeHeHus (D3 ot 30.12.2021 N 463-D3).

53) peuent Ha JEKapCTBEHHBIH Npenapar - MEIUIMHCKUNA JIOKYMEHT YCTaHOBJIEHHOW (OpPMBI,
COZEpIKAIUN Ha3HAYCHHUE JIEKapCTBEHHOI'O IIpenapara Uil MEQULUHCKOIO IIPUMEHEHUs, BbIJIAHHBIN
MEIULIUHCKUM pabOTHUKOM B LIEISAX OTIYCKA JIGKAPCTBEHHOTO Ipernapara MM €ero W3TOTOBICHHUS WU
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

OTITyCKa Ha OyMa)>KHOM HOCHUTEJIE WJIM C COTJIACHsl MallMeHTa WM ero 3aKOHHOTO MpeACTaBUTeNs B hopme
AJIEKTPOHHOTO JIOKYMEHTA, TOANKUCAHHOTO C HCHOJb30BAHUEM YCHJICHHOW KBaTH(PUIHUPOBAHHOMN
AJIEKTPOHHOW TMOJAMUCH MEIUIMHCKOTO pPa0OTHHKA, JMOO JOKYMEHT YCTAaHOBJIEHHOH (HOpMBI,
coJiepKaluil Ha3HAYCHHE JICKApPCTBEHHOTO INpernapara Uil BETEPUHAPHOTO NPHUMEHEHHS, BBbIJAHHBIN
CIELUANIUCTOM B O0O0JacTH BETEPUHAPUM B LENAX OTIYCKA JIEKAPCTBEHHOTO TIIpernapara WA €ro

M3TOTOBJICHUS U OTIyCKa Ha OyMa)>KHOM HOCHTEJIE;
(B pen. ®enepanbHbIX 3aK0HOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

Koncynsranrlntoc: npumedanue.
C 01.03.2023 . 54 crt. 4 uznaraercsi B HoBo# penakiuu (O3 ot 30.12.2021 N 463-D3).

54) TpeboBaHME MEOUIIMHCKON OpraHU3alMy, BETEPUHAPHON OpraHu3alu - JIOKYMEHT
YCTaHOBJICHHOHM ()OPMBI, KOTOPBIM BBIMTUCAH MEAMLIMHCKAM PAOOTHUKOM MJIHM CIIEUAIMCTOM B 001acTH
BETEpUHAPUHU, UMEIOIIUMH Ha 3TO IpPaBO, M COJACPKHUT B IMUCHBMEHHOW (opMe yKazaHUE aNTeyHOU
OpraHu3alluy WM BETEPUHAPHOM anTeYHO OpraHu3ani 00 OTIYCKE JIEKAPCTBEHHOTO IpernapaTta Ui o
€ro M3roTOBJIEHUH U 00 OTIYCKe Ui 0OecreueHHs JeueOHOTO MpoLecca B MEAUIIMHCKONW OpraHu3alyi,
BETEPUHAPHOMN OpraHU3alluy;

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

55) KOMIUIEKCHasi OILIEHKa JIEKapCTBEHHOTO Tpernapara - OILIEHKa 3aperucTpUpPOBAHHOTO
JIEKapCTBEHHOTO TIperapara, BKIOYaroIas B ceds aHan3 WH(GOPMAIMK O CPAaBHUTEIHHOU KIMHHYECKOM
3¢ heKTUBHOCTH U 0€30TTaCHOCTH JICKAPCTBEHHOTO IMpernapaTa, OIEHKY SJKOHOMUYECKHUX MOCIEACTBHA €To
MIPUMEHEHHUS], U3YUYCHHUE JOTMOIHUTENBHBIX MOCIEACTBUNA MPUMEHEHHUS JIEKapCTBEHHOIO Ipenapara B
LEeNsAX TPUHSTHS PEIICHUH O BO3MOXHOCTH BKJIIOYEHHUS JICKAPCTBEHHOIrO IIpernapara B IEpeueHb
KU3HEHHO HEOOXOJMMBIX M BOKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMATHBHBIC MPABOBBIC AKTHI U
WHBIE JOKYMEHTBI, ONPEICIISIONINE MOPAIOK OKa3aHUsd MEIULIMHCKOW MOMOIIIM, UM UCKITIOYEHUS €ro 13
YKa3aHHBIX MIEPEUHs], AKTOB U JIOKYMEHTOB;

(. 55 BBenen DenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

56) cucrema MOHUTOPUHIA JBW)KEHHUS JIGKAPCTBEHHBIX IMpENapaToB JUisi MEIUIMHCKOTO
npuMeHeHusl - (enepanbHas rocydapcTBEHHAs WHQPOPMAIMOHHAS CUCTEMa MOHHTOPUHTA JBHMKCHHS
JIEKAPCTBEHHBIX TMpENapaToB [UIsi MEIULUMUHCKOTO MPUMEHEHUS OT MPOU3BOAMUTENS 1O KOHEYHOIO
MOTPEOUTENsE C WHCIOJB30BAHMEM B OTHOIICHWH JICKAPCTBEHHBIX MPENapaToB s METUITUHCKOTO
MIPUMEHECHHSI CPEJICTB UICHTH(PHKAIIH.

(. 56 BBenen PenepanbHbM 3ak0HOM OT 28.12.2017 N 425-03)

Mnaea 2. NOJIHOMO4YUA ®EAEPAJIbHbLIX OPITAHOB UCMONHUTENbHON
BITACTWU, OPFAHOB UCMNOJIHUTENBbHOWU BNIACTU CYEBEKTOB POCCUNCKON
SEOQEPALNU NPU OBPALLEHUUN NEKAPCTBEHHbIX CPELOCTB

Ctatba 5. MNMonHomouusa cpenepanbHbIX OPraHoOB WCMOJSIHUTENLHOM BNacTM nNpu
obpalleHMn nekapcTBeHHbIX CPeacTB

K nmonmnomounsiM (enepanbHBIX OPraHOB UCHOTHUTEIBHOM BIACTH MPH 0OpaIeHUH JIEKapCTBEHHBIX
CPEICTB OTHOCATCS:
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

1) nposenenne B Poccuiickoit ®Penepaunu eqUHON TOCYJapCTBEHHON IOJUTHKH B OO0JIACTH
oOecrieyeHns JeKapCTBEHHBIMU IIpenapaTamMmu rpaxaad B Poccuiickoit @eneparuy;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yrBepxaeHHEe oOmMX (apMakonmeHHbIX cTared, (apMakONeHHBIX cTaTel, W3JaHue
roCyJapCTBEHHOH (apMaKorien, Co3aHue 1 BeJIeHue peecTpa (papMakoneiHbIX CTaHJapTHBIX 00pasIoB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocymecTBieHne (eAepatbHOr0 TOCYJapCTBEHHOTO KOHTpOJiss (Ham3opa) B chepe oOparneHus
JICKapCTBEHHBIX CPE/ICTB;
(B pen. denepanbHbIX 3aK0HOB 0T 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) InUIEH3UpOBAHUWE MPOU3BOJCTBA JIGKAPCTBEHHBIX CpPEICTB, B TOM 4Hcie (enepaibHbIi
rOCy/lapCTBEHHBIN JIMIIEH3MOHHBIN KOHTPOJIb IEATEIBHOCTH 10 ITPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB,
NIEPUOINYECKOE MOATBEPKICHUE COOTBETCTBUS JIMIEH3MATa, MUMEIOLIEr0 JIMIEH3UI0 Ha IPOU3BOJICTBO
JICKapCTBEHHBIX CPEICTB, U (hapMaleBTUUECKOH NEATETbHOCTH B COOTBETCTBUHM C 3aKOHOATEILCTBOM
Poccuiickoit ®eneparuu;

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

5) opraHuzanus SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, STUYECKOM BSKCHEPTU3bl BO3MOMXKHOCTH
MPOBEACHUS KIMHUYECKOTO UCCIEA0OBaHUS JIEKAPCTBEHHOTO Mpernapara Jjisi MEAUIIMHCKOTO MPUMEHEHUS,
SKCIEPTU3bl  JOKYMEHTOB, TMPEJACTABICHHBIX JJsi ONpPENEJICHUsT BO3MOXHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIM MpernapaTr i MEAUIMHCKOTO MPUMEHEHMsS] NpPU TOCYJApCTBEHHOW PErucTpalud B
KauecTBe Op(haHHOTO JIEKAPCTBEHHOTO IMpernapara;

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

5.1) opranuzanus NpPOBENECHUS] KOMIUIEKCHOM OIICHKH JIEKApCTBEHHOTO TMpernapata B LEIAX
MPUHATUSL PEHICHUI O BO3MOXHOCTH BKJIIOYEHUS JICKAPCTBEHHOTO IMperapara B MEpPeueHb KU3HEHHO
HEOOXOIMMBIX M Ba)XHEHIIUX JICKAPCTBEHHBIX NpPENapaTroB, HOPMATHBHBIE MPABOBBIC AKThl W WHBIE
JOKYMEHTBI, OTPEICNSIONIUE MOPSIOK OKa3aHWs MEIUIMHCKOW TMMOMOIIM WM HUCKIIOUEHHUS €ro u3
YKa3aHHBIX MEPEYHs, aKTOB U JJOKYMEHTOB;

(. 5.1 BBenen @eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) Bblaya pa3pellieHUui Ha MPOBEACHNUE KIMHUYECKUX UCCIIEI0BAaHUN JIEKAPCTBEHHBIX IIPENapaTosB,
BEJICHUE peecTpa BBLAAHHBIX PA3PELICHUM Ha MPOBEACHUE KIMHUYECKUX HUCCIEHOBAHUMN JIEKAPCTBEHHBIX
[Ipenaparos;

7) TOCymapCTBEHHAas pETUCTpalMsl JIEKapCTBEHHBIX IIPENapaToB, BEIEHHE TIOCYIApPCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPENICTB;

8) opranuzanus u (WiIK) IPOBEICHHE HHCIIEKTUPOBAHUS CYOBEKTOB 00paleH!s JeKapCTBEHHBIX CPE/ICTB
Ha COOTBETCTBHE MPAaBUJIaM HaJISKaIIEH JTabopaTOpHON MPAKTUKHU, TIPAaBUIIaM HaJyIexarei
KIIMHUYECKOW ITPaKTUKH, IIPaBUIIaM HaJUJIEKaLIEH MPaAKTUKN XpPAaHEHUS U IIEPEBO3KU JIEKAPCTBEHHBIX
IperapaToB, MpaBUIaM HaAJISKaIIeH AUCTPUOBIOTOPCKON MPAKTHKH, ITPaBUIaM HaJJIeKalel anTeyHon
MIPaKTUKU;

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

8.1) opranuzanus M (WIKM) IpOBeICHHE WHCIEKTHPOBAHUS CYOBEKTOB OOpalIeHUs JIeKapCTBEHHBIX
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

CPEACTB Ha COOTBETCTBHE TPEOOBaHMSIM IPaBWJI HAJUIKAILICH MPOU3BOJACTBEHHOW MPAKTHKH, BblAaya
3aKIIOYEHUH O COOTBETCTBHHM IPOM3BOJAUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM TMPaBHII
HaJUIeKallel IPOU3BOACTBEHHON IIPAKTUKY;

(. 8.1 BBenen @eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8.2) ycraHOBIEHHE NOpsAAKAa BEACHHS M BEICHHME TOCYAAPCTBEHHOTO pEecTpa 3aKIOYEHHH O
COOTBETCTBUU  TPOM3BOJMUTENS  JICKAPCTBEHHBIX CPEACTB  TpPeOOBAaHUSAM  MpaBWJ  HaJuiexkarei
IIPOU3BO/JICTBEHHOH IIPAKTUKH;

(m. 8.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) rocynapcTBeHHas perucTpanus NpPEAeNbHBIX OTIYCKHBIX I€H IMPOU3BOJUTENEH Ha
JICKAPCTBCHHBIC IMPCIIapaThbl, BKJIKOUYCHHBIC B TMCPCUCHL KXU3HCHHO HCOGXOZ[I/IMBIX M BaXXHEHITUX
JICKApCTBCHHBIX MpCraparoB, U BCIACHUC TOCYAAPCTBCHHOI'O pPECCTpa MNPCACIbHBIX OTITYCKHBIX IICH
HpOHSBOHHTCJ’ICﬁ Ha JICKAPCTBCHHBIC NPCIapaTbl, BKIIIOYCHHLIC B MICPCUCHDb KU3HCHHO HCOGXOZ[I/IMBIX u
BAKHEUILNX JICKAPCTBEHHBIX [IPENapaToB;

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue MPOEKTOB PEIICHUI OPraHOB MCIIOJIHUTEIBHONW BIacTU cyObekToB Poccuiickoii
@enepan 00 YCTaHOBJICHMM W (WJIM) M3MEHEHHM TIPEACIbHBIX pPa3MEpOB OMNTOBBIX HAA0aBOK M
NpeeNbHBIX Pa3MEpOB PO3HUYHBIX HAA0aBOK K (PAaKTMUECKHM OTIIYCKHBIM II€HaM, YCTAHOBJICHHBIM
IIPOU3BOJUTENSIMHA JIEKAPCTBEHHBIX IPENapaTroB, Ha JIEKAPCTBEHHBIE IIpeNapaThl, BKIIOUEHHBIE B
NepevyeHb KU3HEHHO HEOOXOAMMBIX M BAXKHEHUIIHNX JIEKAPCTBEHHBIX MPETapaToB;

(m. 9.1 BBennen denepanbHbIM 3aKk0HOM OT 13.07.2015 N 241-D3)

10) Bblgaua, yCTAHOBJIEHME TOPSAKA BbIAAYM pPa3pelieHUss Ha BBO3 KOHKPETHOW IapTHH
JIEKapCTBEHHOIO cpencTBa B Poccuiickyro @enepanmio;
(n. 10 B pen. @enepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

10.1) BbIIa4a, yCcTaHOBJIEHUE TOPS/IKA BBIIAUYM U (POPMBI JOKYMEHTA, KOTOPBIN MOJATBEPKIAET, YTO
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpenapara s MEIULUHCKOTO IPUMEHEHHUS OCYIIECTBIEHO B
COOTBETCTBMH C TpeOOBaHMSAMH NPAaBWI HAJICKAIIEW IPOU3BOACTBEHHONM NPAKTUKU WIH 4YTO
JICKapCTBEHHBIN Ipernapar IJisi BETEPHHApPHOTO MPHUMEHEHHUsS JOMyIlleH K oOpameHuio B Poccuiickoii
@enepani, W TMOMICKUT MNPEICTABICHUIO IO TPeOOBAHUIO YIIOJHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN Ipenapar;

(n. 10.1 BBenen denepanbHbiM 3ak0oHOM OT 22.12.2014 N 429-®3; B pen. ®@enepaibHOTO 3aKOHA OT
02.08.2019 N 297-®3)

10.2) BbIgaua, ycTaHOBJICHHE MOPSAKA BbIAAYM U (OPMBI JOKYMEHTA, COJACPIKAIIETO CBEJCHUS O
CTaIusAX TEXHOJOTMYECKOTO Ipollecca IPOU3BOJACTBA JIEKAPCTBEHHOI'O CPEACTBA UIsl MEAMIIMHCKOIO
IIPUMEHEHMS], OCYIIECTBIISIEMBIX HAa TEPPUTOPUH EBpa3niickoro 5JKOHOMHUYECKOTO COI033;

(n. 10.2 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepanbHOro 3akoHa OT
13.07.2015 N 241-®3)

11) co3ganue coBETOB IO BOMPOCAM, CBSI3aHHBIM C OOpaIlleHUEM JIEKAaPCTBEHHBIX CPEJICTB;
12) arrecranus u cepTUUKALNS CIICITUATNCTOB;

13) yrpatun cuiy ¢ 1 centsiops 2013 rona. - @enepanpubiit 3akoH oT 02.07.2013 N 185-D3;
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [ata coxpaHeHnus: 03.06.2022

14) ocymecTBienue GpapmMakoHaa30pa;
(n. 14 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

15) yuactre B MEXAYHApPOJHOM COTPYIHUYECTBE;

16) moyueHue 1o 3ampocam yrmoJIHOMOYEHHOTO (pefiepaibHOTO OpraHa UCIOJHUTEIBHOM BIACTH OT
OpraHoB HCIOJHUTENILHOW BiacTH cyobekToB Poccuiickoit ®eneparuu, a Takke OT CYOBEKTOB
oOpalieHus JEeKapCTBEHHBIX CPEACTB Ul MEIUIIMHCKOrO NpPUMEHEHHs HWH(POpMalKU IO BOMpOCam
YCTAQHOBJICHUS U IPUMEHEHUS IIEH Ha JIEKapCTBEHHBIE MpenapaTsl U Ha0aBOK K HUM;

17) npuMeHeHue Mep OTBETCTBEHHOCTH 3a HapyIlIeHHE 3aKkoHoaTenbcTBa Poccuiickoit @enepanui;

18) yrBepkaeHHe TpaBWII HaJuIekamed Ja0opaTOPHOM MPAaKTUKM, TPABWII  HaJuIexamei
KIIMHUYECKOM NPaKTHKH, IMPAaBWII HAJICKAIIEH IMPOU3BOJCTBEHHON NPAKTUKH, IPABWI HAJICKAIIEH
IIPAKTUKA ~ XpaHEHUs W  TEPEeBO3KM  JIEKAPCTBEHHBIX  IpEnaparoB, MpPaBUI  HaJlekKaliei
IUCTPUOBIOTOPCKOM TPAKTUKH, MPaBHJ HAJUIeKALIEH anTeyHONW MNpaKTHKH, NPaBWI HaaJexalien
MPAaKTUKU (hapMaKOHAA30Pa JIEKAPCTBEHHBIX MPETapaToB A MEIUIIMHCKOTO NPHMEHEHUS;

(. 18 BBenen PenepanbHbM 3ak0HOM OT 22.12.2014 N 429-03)

19) ycranoBnenue nopsaka GOpMUPOBAHUS PETHUCTPALMOHHOTO JI0ChE Ha JISKApCTBEHHBIH Mmpemnapar
U TpeOOBaHMI K JOKYMEHTaM B €T0 COCTaBE;
(. 19 BBenen DenepanbHbM 3aKk0HOM OT 22.12.2014 N 429-03)

20) yTBepKIeHHE MTPaBUII PAIMOHATFHOTO BEIOOpAa HAMMEHOBAHUH JICKAPCTBEHHBIX MIPEMapaToB s
MEJIMIUHCKOTO IPUMEHEHUS;
(. 20 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepKJIeHHE NIEPEeUHs HAUMEHOBAHHI JIEKAPCTBEHHBIX (OPM;
(. 21 BBenen DenepanbHbM 3aKk0HOM OT 22.12.2014 N 429-03)

22) yrparun cuity ¢ 1 mapra 2020 roga. - ®@enepanbHbiii 3akoH oT 27.12.2019 N 475-03;

23) yrBepxaeHuEe TpeOOBaHUN K MHCTPYKIHMU 10 MEAWLMHCKOMY NPUMEHEHHUIO JICKapCTBEHHBIX
IIpenapaToB U K UHCTPYKLUHU 10 BETEPUHAPHOMY IPUMEHEHHUIO JIEKAPCTBEHHBIX MTPENApaTOB;
(. 23 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

24) npUHATHE PEIICHUM, SBJISIOIIMUXCS OCHOBAHUSIMU JJisi BKJIIOYEHHUS JOMEHHBIX UMEH U (MJIN)
yKaszaTeneil CTpaHHIl caliTOB B MH(POPMALMOHHO-TEIEKOMMYHUKAMOHHON cetn "MHTepHer", a Takke
CETEBbIX aJ[pECOB B EIMHYIO ABTOMAaTH3HUPOBAHHYIO HH(pOpMAIMOHHYIO cucTteMy "EnumHblii peectp
JOMEHHBIX HMEH, YyKas3aTeJled CTpaHWIl CaiToB B HMH(POPMALMOHHO-TEIEKOMMYHHKAIIMOHHON CETH
"Unrepuer" u CETEBBIX aJpeCoB, MO3BOJISIIOIIUX UICHTU(QHUIIUPOBATH CaMTHI B
MH(POPMALIMOHHO-TEIEKOMMYHUKAIIMOHHOW ~ CEeTH "NuTepuer", colepxanie  HMHGOpPMAIHIO,
pacripocTpaneHue kKoTopoil B Poccuiickoii ®epepauuu 3amperieHo, B OTHOLICHHMM HH(OpPMAIUH,
coJiepKalleil NpeUI0KEHHE O PO3HMYHOM TOProBJIE JIEKAPCTBEHHBIMU IIpelapaTamMHd, B TOM YHUCIIE
JIMCTAHIIMOHHBIM  CHOCOOOM, pO3HMYHAs TOPrOBJISE KOTOPHIMH OrpaHMYEHA WM 3alpelieHa B
COOTBETCTBUU C HacTosIuM DenepaabHbIM 3aKOHOM, U (WJIM) HHPOPMALIH, COAEpIKaIIel MpeioKeHne
O PO3HUYHOM TOProBJie JIEKAPCTBEHHBIMHU MperapaTamMd, B TOM YHCJIE AWCTAHIMOHHBIM CIOCOOOM,
JUIAMH, HE HMMEIOIIMMM JIMIEH3UU U DPA3pELIeHHs] Ha OCYIIECTBIEHUE TAaKOW JAESATEIbHOCTH, €CIU
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OBpPALLEHUM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

MOJIydeHHUE JIMIEH3UM W  pa3pelieHus MNPEeAyCMOTPEHO 3aKOHOJATeNbCTBOM 00  oOpaiieHun
JICKapCTBEHHBIX CPE/ICTB;
(. 24 B pen. @enepanpHoro 3akoHa oT 03.04.2020 N 105-D3)

25) BbIaua pa3pelieHui Ha BBOJ B TPAXKIAHCKUNA 000pOT MMMYHOOHOJIOTHUECKUX JICKApCTBEHHBIX
[Ipenaparos.
(. 25 BBeneH PenepanbHbIM 3ak0HOM OT 28.11.2018 N 449-03)

Kouncynsranrlntoc: npumedanue.

Cr. 5.1 pacnpocTpaHsercs Ha MOJIHOMOYHMS, KOTOPbIE HE IEpeNaHbl AJIs OCYLIECTBIEHHSI OpraHaM
roCyJapCTBEHHOH BiacTu cyObekToB PD u opranam MeCTHOrO CaMOYIpPaBJICHUSI COOTBETCTBYIOIIUMHU
¢benepanpabiMu 3akoHaMu (D3 ot 13.07.2015 N 233-D3).

Ctatba 5.1. lepemaya ocyuwecTBneHUMsa mnonHomoumn dpenepanbHbIX OpraHoB
UCNONHUTENLHOW BrNacTM nNpu oOOpaleHNM JeKapCTBEHHbIX CpPeaAcTB opraHam
MCNONTHUTEeNbHOM BNacTu cyobekToB Poccumnckon ®egepauum

(BBenena denepanbHbiM 3ak0HOM OT 13.07.2015 N 233-D3)

[TomHoMoumst (heaepanbHBIX OPraHOB HCIOJHUTEIBHON BIACTU MPHU OOpaIlleHUH JIEKapCTBEHHBIX
CPEICTB, IIPEIyCMOTPEHHbIE HacTosAmMUM @DenepanbHbIM  3aKOHOM, MOIYT IepefaBaTbCsa s
OCYILIECTBIICHUSI ~ OpraHaM  HUCHOJHUTENbHOW  Bmacth  cyObekToB  Poccuiickoit  ®denepanuu
nocraHosieHussMU [IpaBurenscTtBa Poccuiickont @enepanuu B NOpsAIKe, YCTaHOBIEHHOM DenepanbHbIM
3akOHOM OT 6 OkTA0psa 1999 roma N 184-®d3 "OO6 oOmMx MPUHIHUIAX OPraHU3ALUHN 3aKOHOJATEIbHBIX
(mpencTaBUTENBHBIX) M HCHOJHUTENBHBIX OPraHOB TOCYAApPCTBEHHOM BiacTu cyObekToB Poccuiickoit
Oenepauun”.

Cratbsa 6. NlonHOMOuYMA opraHOB UCNONHUTENBLHOW BrnactTu cy6bekta Poccuickomn
depepaumm npm obpalleHUn NeKapcTBEHHbIX CPeaAcTB

K nonHOMOUYMSM OpraHoB HCHOJHHUTEIbHON BiacTu cyObekra Poccuiickoit ®Denepanuu mnpu
oOpalIeHnH JIEKapCTBEHHBIX CPEJICTB OTHOCATCS:

1) pazpaboTka U peanu3alys perHoHAIBHBIX IPOTPAaMM OOECTIEUeHUsI HACEIECHUS JIEKapCTBEHHBIMHU
npernapaTamu;

2) yCTaHOBJICHHE MPEAEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U MPEAEIbHBIX pa3MEpPOB PO3HHUYHBIX
Ha/10aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBJICHHBIM IPOU3BOIAMUTEISIMU JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKAPCTBEHHBIE MpPENapaThl, BKIIOYEHHBIE B IMEPEUYCHb >KU3HEHHO HEOOXOAWMBIX M
BAKHEUILNX JICKAPCTBEHHBIX [IPENapaToB;

3) OCYIIECTBJIEHHE PETMOHAIBHOTO TOCYAAPCTBEHHOTO KOHTPOJS 3a INPHUMEHEHHEM IIeH Ha
JICKApCTBEHHBIE TIIperaparhbl, BKIIOYEHHBbIE B IMEPEYCHb HKU3HEHHO HEOOXOJMMBIX M BaKHEHIINX
JICKApCTBEHHBIX IPErapaToB, OPraHU3alUSAMH ONTOBOM TOProBIM JIEKAPCTBEHHBIMU CPEICTBAMH,
aNTEYHBIMU OPraHMU3ALUSAMH, WHAWBUIYAJIBHBIMU TPEANPHUHUMATENSAMH, HMEIOIIUMHU JIMIIEH3UI0 Ha
(bapMaIeBTHUECKYI0 JEATEIbHOCTh, MEAWLUMHCKUMH OPraHU3aLUsAMH, HWMEIOIIUMH JIUICH3HI0 Ha
(bapMareBTHUECKYI0 JEATeIbHOCTh, M HMX 000COOJEHHBIMU TOJpa3feneHusIMu (amOynaTopusmu,
benpamepckuMu U QeNIbALIEPCKO-aKYIIEPCKUMHU  MTyHKTaMH, LEHTpaMu (OTACNEHHUsIMH) OOmeit
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

BpaueOHOI (ceMeilHOM) MPaKTHUKHU), PACIOJIOKEHHBIMU B CEJIbCKUX HACEIECHHBIX IMYHKTaX, B KOTOPBIX

OTCYTCTBYIOT allTE€YHbIC OPTraHU3aIIHH;
(B pen. denepanbHbIX 3aKOHOB 0T 25.06.2012 N 93-D3, ot 27.12.2019 N 475-03)

4) mpunsTHE perieHuss o0 HCIHOJB30BAHMM Ha TeppuTopuu cyobekra Poccuiickoit Deneparuun
HapsAIy C pelenTaMy Ha JeKapCTBEHHbIE penapaThl, 0popMICHHBIMUA Ha OyMa)KHOM HOCHTEJIE, PELENTOB
Ha JIEKapCTBEHHBIE MpenapaThl, cQOpPMUPOBAHHBIX B (DOpPME IEKTPOHHBIX IOKYMEHTOB.

(1. 4 BBenen denepanbHbiM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnaea 3. TOCYOAPCTBEHHASA ®APMAKOIEA

Crtatba 7. Paspabotka M m3paHue rocypapcTBeHHoM hapmakonew, pasmelleHue
OaHHbIX O Hen

1. Tlon rocymapcTBeHHOM (apmakorneeldl MOHUMAeTcs CBOJA OOmMX (hapMakoOMEHHBIX cTaTed |
(bapMakoTeHHbIX CTAaTEH.

2. Pazpaborka oOmmx ¢apMakoneHbx cTtareid MW (QapMakomeHHbIX cTaTei, B TOM 4HCIE
¢dapmakoneiHbIX crareid Ha (apMakomeiHble CTaHAApTHbIE O0O0paslbl, W BKIIOYEHHE UX B
rOCyJapCTBeHHYIO (hapMaKONe OCYIIECTBIISIOTCA B TOPSAKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM
(beneparbHBIM OPraHOM UCTIOJIHUTENFHON BIACTH.

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

3. Pazpabotka papmakomneitHOi cTaThil Ha pe(epeHTHBIN JEKapCTBEHHBIH Mpenapar U BKIIOUEHHE
ee B IoCyIapCTBEHHYIO (papMakorelo B TEUEHHE CPOKa JEHCTBHS 3aIMThl MCKIIOYMTEIBHOTO MpaBa,
yIOCTOBEPEHHOI0 MaTeHTOM Ha pedepeHTHBIN JIEKapCTBEHHBIN IMpenapar, OCYIIECTBISIOTCS C COTJIacHs
€ro pa3paboTumKa.

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

4. TocynmapcTBeHHas (Qapmakores H34aeTcd  YHOJHOMOUYEHHBIM  (efepabHBIM  OpraHOM
WCTIOJTHUTEIBHOM BIIACTH 3a CUET CPEACTB (eliepaabHOro OI0pKeTa U MOJUICKUT Nepen3JaHusIM He pexe
4YeM OJMH pa3 B IATh JIET, B MEPHUOJ MEXKIY KOTOPHIMH M3JAIOTCS MPUIIOKEHUS K TOoCyIapCTBEHHON
dapmakonee, coaepkamme oOmue (apmakoneitnple crath M (WIK) (papmakomneiiHble CTaThy,
YTBEPKJCHHBIE MTOCIIE M3IaHUS UITH MTEpEen3IaHus TOCYIapCTBEHHOH (apMaKorieu.

5. YnonHOMOYeHHBIH (enepaibHblii OpraH MCHOJHHUTEIBHOM BIIACTH pa3MellaeT JaHHBIE O
roCyIapCTBEeHHOU (papMakoriee v MPUIOKEHHUIX K Hell Ha cBoeM oduimansHoM caiite B cetn "MHTepHet"
B YCTaHOBJIEHHOM UM TOpPSJKE.

Mnasa 4. IMUEH3VNPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPELOCTB
N ®APMALIEEBTUYECKON OEATENBHOCTU, FOCYOAPCTBEHHbIW KOHTPOJb
(HAOQ30P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctatba 8. JluueH3npoBaHue nNPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeaAcTB W
chapmMaLeBTUYECKON [EeATEeNbHOCTH

1. JIuneHsupoBaHue MPOU3BOACTBA JIEKAPCTBEHHBIX CPENICTB U (hapMalleBTUYECKON NIESTETbHOCTH
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

OCYILECTBJISETCS B COOTBETCTBUH C 3aKOHO1aTesibcTBOM Poccuiickoit denepanmm.

2. O6s13aTeNbHBIM YCIIOBUEM TPEIOCTABICHUS JMLIEH3UU Ha MTPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB
ABIISICTCS TPUIOKEHHUE K 3asBIICHUIO COMCKATEINs JIMLEH3UU TMEpedHs JIEKAapCTBEHHBIX (GopM H (WiIH)
BUJIOB (papMalleBTUYECKUX CYOCTaHLMN, KOTOpPbIE IMPOU3BOAUTEINH JIEKAPCTBEHHBIX CPEACTB HaMepeH
IIPOU3BOIUTb.

3. B ciryuae HEOOXOIMMOCTH pacIIMPEHUs] POU3BOJICTBA JICKAPCTBEHHBIX CPEICTB 3a CYET HOBBIX
JIeKapCTBEHHBIX (OpM M BHUIOB (PapMaleBTUYECKUX CYOCTaHIMHA TMPOU3BOJAUTENb JIEKAPCTBEHHBIX
CpeACTB JOJDKEH MOAaTh B JIMIEH3UPYIOUIUI OpraH 3asBlEHME O BHECEHHMHM H3MEHEHHH B peecTp
JIMIIEH3HUH Ha MTPOU3BOJICTBO JICKAPCTBEHHBIX CPECTB.

(B pen. ®enepanbHbix 3ak0HOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N 170-D3)

4. JIluueH3us Ha MPOU3BOJCTBO JIGKAPCTBEHHBIX CpelCTB ((papmarnieBTHUECKO CyOCTaHLIMU CIHpTa
STUJIOBOTO (3TaHOJIA) BBLAAETCS IMPH YCIOBMM HAJM4YUsl Y OpraHU3alil Ha IpaBe COOCTBEHHOCTH,
X034WCTBEHHOTO BEJICHUS MIIM ONEPATUBHOTO YIMPABICHHUS OCHOBHOTO TEXHOJIOTHUYECKOTO 000PYHA0BaHUS
JUIs TIPOW3BOJCTBA STHJIOBOTO CIIMPTA, 3apETMCTPUPOBAHHOIO B COOTBETCTBUU CO crTarbed 14.1
@enepanbHOro 3akoHa oT 22 HosiOps 1995 roma N 171-®3 "O rocyaapcTBEHHOM pETYIHPOBAHUHU
MPOU3BOJICTBA U 00OpOTA STHIIOBOTO CIMPTA, AJIKOTOJBHOW M CHUPTOCOJEpKaIled NPOIyKUUU U 00
OTpaHHYEHUU MOTPeOICHHS (PACTIUTHS) ATKOTOJIBFHOM MPOTyKIuu'.

(uactpb 4 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 481-D3)

Ctatba 8.1. OcCOOEHHOCTU nULEeH3MpPOBaHUA MNPOU3BOACTBA JIeKaPCTBEHHbIX
cpencTtB (hapmaueBTUYECKON CyOGCTaHLMM cnupTa 3TUNOBOro (3TaHONa)
(BBeneHa denepasibHbIM 3aKkOHOM OT 27.12.2019 N 481-D3)

1. JleficTBMe JNMLEH3UM HA TMPOU3BOJACTBO JIEKAPCTBEHHBIX CpeAcTB ((papmalneBTHUECKOM
CyOCTaHIIMM CIHMPTa S3THJIOBOTO (3TaHOJIA) NMPUOCTAHABIMBACTCSA B YaCTH IpaBa Ha IPOM3BOJCTBO
(bapMareBTHUECKOW CyOCTaHIIMU CHHUpTa 3TUJIOBOTO (3TAHOJA) JMIEH3UPYIOIIUM OpPraHOM B CIydYasXx,
onpeneneHHbIX ctatbeil 20 denepanbHoro 3akona ot 4 mas 2011 roga N 99-03 "O nuueHsnpoBaHUU
OTIENbHBIX BHJOB JESATEIBHOCTH", a TaKKe Ha CpPOK IPHOCTAHOBIEHUS JACHUCTBUS JIMIEH3UU Ha
MIPOU3BO/ICTBO 3TUIJIOBOTO CIIUPTA ISl IPOU3BOJICTBA (hapMaIleBTUIECKON CyOCTAaHIIMH CIUPTA STHIOBOTO
(3TaHoNa), BEIJAHHON B COOTBETCTBUU ¢ DenepalbHbIM 3aKOHOM OT 22 Hos0ps 1995 roma N 171-03 "O
rOCyJapCTBEHHOM DEryJIMpPOBaHUU TPOM3BOJCTBA M 00OpOTa 3TUIOBOTO CIHPTA, AJIKOTOJBHOW U
CIUPTOCOIEpIKAILEH MPOTYKIIUN U 00 OTpaHUYCHUH NTOTPeOIeHN (PACUTHSI) aJIKOTOIBHON MPOIyKIUK".

2. JleWicTBME JIMLEH3UM HA TPOU3BOJACTBO JIEKAPCTBEHHBIX CpeAcTB ((papmaneBTHUECKOM
CyOCTaHIIMM CIUpTa 3TWIOBOTO (3TaHOJA) B 4YacTW IpaBa Ha MPOU3BOACTBO (PapMaleBTUYECKOM
CyOCTaHIIMM CINHPTAa STHIOBOTO (STaHOJA) NpPEKpalaeTcs JHUIEH3UPYIOIMIUM OpraHoM B CIy4asx,
onpeneneHHbIX ctatbeil 20 denepanbHoro 3akona ot 4 mas 2011 roga N 99-03 "O nuueHznpoBaHuu
OTZENbHBIX BHUJAOB JAEATEIBHOCTU", a TaKXKe C JaThl IPEKpalleHUs WIM aHHYJIMPOBAHUS JAECHCTBUSA
JUIIEH3UM Ha TPOM3BOJICTBO STHJIOBOTO CHHMpTa JUIsl MPOU3BOJACTBA (papManeBTUUECKON CyOCTaHIMH
CIUpTa ITHIOBOTO (3TaHONA), BBIIAHHOW B cOOTBEeTCTBUU ¢ DenepanbHbiM 3aKOHOM OT 22 HOs0pst 1995
roga N 171-®@3 "O rocyqapCTBEHHOM pPETYIMPOBAHUU IMPOU3BOJCTBA U 000pOTa 3TUIIOBOTO CIIHPTA,
AJIKOTOJIBHOM ¥ CHMpTOCOAepkKalieil MpoAyKIMH M 00 OrpaHW4YeHuH moTpeOneHus (pachuThs)
QJIKOTOJIBHOM MPOTyKIUH".
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

Ctatba 9. [locypnapcTBeHHbIW KOHTponb (Hags3op) B cdepe obpalweHus
neKkapcTBEHHbIX CpeaAcTB
(B pen. ®enepanbuoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTpoOJIb (Ham3op) B cdepe oOpalieHHsT JEKapCTBEHHBIX CPEICTB
OCYIIECTBISICTCS TMOCPEACTBOM  (pellepalbHOTO TOCYAapCTBEHHOTO KOHTpoJisi (Hamzopa) B cdepe
oOpalieHus JEeKapCTBEHHBIX CPEACTB U (heAepalbHOrO TOCYAAPCTBEHHOTO JIMIEH3MOHHOTO KOHTPOJIS
JEATENbHOCTH 10 TPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBISEMBIX (perepanbHbIMU OpraHaMu
HCIIOJIHUTENBHOU BIIACTH, YIIOJTHOMOYEHHBIMU [IpaBurensctBoM Pocculickon Denepanuu.

2. Ilpenmerom (enepalibHOTO TOCYJApPCTBEHHOTO KOHTPOJs (Haa3opa) B chepe oOparieHus
JICKapCTBEHHBIX CPEJCTB SBISIOTCS:

1) cobmronenue oOs3arenbHBIX TpeOOBaHUH B cepe oOpaleHus JeKapCTBEHHBIX CPEICTB, B TOM
qucie:

a) TpeOOBaHUM K JOKIMHUYECKHM HCCIEIOBAaHUAM JIEKAPCTBEHHBIX CPEJCTB, KIMHUYECKHM
HCCIIEIOBAHUAM JIEKAPCTBEHHBIX IIPENapaToB, M3TOTOBJIECHUIO, XPAaHEHMIO, IIEPEBO3KE, BBO3Y B
Poccuiickyro @exnepanuio, OTIYCKYy, pealu3allM, I[epeaade, MpoJake JIEKapCTBEHHBIX CPEACTB,
IIPUMEHEHHIO JIEKAPCTBEHHBIX IIPENApaToB, YHUUYTOXKEHUIO JIEKAPCTBEHHBIX CPEJCTB, YCTAaHOBIJIEHUIO
IIPOU3BOJUTENSIMUA JIEKAPCTBEHHBIX IIPENAapaToB LIEH Ha JIEKapCTBEHHbBIE IIpENapaThl, BKIIOUEHHBIE B
NepevyeHb KU3HEHHO HEOOXOAMMBIX M BOXKHEHUIIHX JIEKAPCTBEHHBIX MTPETapaToB;

0) TpeboBaHMII K COOTBETCTBUIO JIGKAPCTBEHHBIX CPEICTB, HAXOAALIUXCS B OOpalleHUH,
MOKa3aTelNsiM KauecTBa, 3PPEKTUBHOCTH U OE30MAaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBUH C HACTOSIIUM
®enepanbHbIM 3aKOHOM;

B) TpeOOBaHUI K COONIOACHUIO CyObEeKTaMu OOpalleHHs JIEKapCTBEHHBIX CPEICTB, YKa3aHHBIX B
gactu | crarbu 67.1 Hactosiero denepanbHOro 3aKOHa, OTpPaHUYEHUH, HalaraeMelx craTbsiMu 67.1 u
67.2 Hacrosiero denepabHOTO 3aKOHA;

2) co0uroIeHHe JTMIIEH3UOHHBIX TPEOOBaHMI K OCYILIECTBIICHUIO (hapMaIleBTUYECKOM 1S TebHOCTH;

3) cobmoaenue TpeOOBaHUH K MPEIOCTABICHUIO CyObEKTaMU OOpaIlIeHus JIEKapCTBEHHBIX CPEICTB
uHpOpMAIMKA O JIEKAPCTBEHHBIX CpeACTBaX W (MJIM) JIEKApCTBEHHBIX Mperaparax, MpeaycMOTPEHHON
crarbsimu 9.1, 52.1 n 64 Hactosmero denepanbHOro 3aKOHA.

3. Ilpum ocymecTBieHuN (eaepaabHOro TOCYyAapCTBEHHOIO KOHTposs (Hag3opa) B cdepe
oOpamieHus JIeKapCTBEHHBIX CpPEACTB TMPOBOJATCSA CIEAYIOIIME BHJBI KOHTPOJIBHBIX (HAA30PHBIX)
MEpOIPUATHH:

1) noxymeHTapHas IPOBEPKa;
2) Bbl€3/IHAs IPOBEPKA;
3) BBIOOPOYHBII KOHTPOJIb KAaUeCTBa;

4) KOHTpOJIbHAS 3aKYIIKa;
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5) MHCIIEKIIUOHHBIN BU3HUT;

6) HaOmoJeHHe 3a COONIIOJCHHEM O00s3aTeNIbHBIX TpPeOOBaHMN (MOHMTOPUHI OE€30MACHOCTH)
(papmaxonanzop).

4. OpraHu3zanus 1 OCyIIECTBIIEHHE (elepalbHOr0 rOCyJapCTBEHHOTO KOHTpOJIs (Han30pa) B chepe
oOpalieHus JeKapCTBEHHBIX CpeacTB peryaupyrorcs denepanbubiM 3akoHoM oT 31 mronst 2020 roma N
248-®3 "O rocynapcTBEHHOM KOHTpoJie (Haa30pe) M MYyHHUIUIAILHOM KOHTpoJie B Poccuiickoit
Oenepauun".

5. BHemnaHOBBIM BBIOOPOYHBIM KOHTPOJbh KadecTBAa MPOBOAMUTCS B TOM 4YHCIE HAa OCHOBAaHHH
IIPOrpaMMBbI IIPOBEPOK.

6. [TanoBbIi BEIOOPOYHBIA KOHTPOJIb KaueCTBa HE MPOBOAUTCSI.

7. Ilo pe3ynbraTaM BHIOOPOYHOTO KOHTPOJIS KauecTBa HapsLy C PEHICHUSMH, MPEIyCMOTPEHHBIMH
®enepanbHbiM 3ak0oHOM OT 31 utons 2020 roga N 248-D3 "O rocynapCTBEHHOM KOHTpoJie (Haa30pe) u
MYHUIIUIIATBHOM KoHTposie B Poccuiickoit ®denepauun”, denepaabHbIMU OpraHaMy HCIIOJHUTEIbHOMN
BJIACTH, YIOJHOMOYEHHBIMH Ha OCYILIECTBJICHHE BHIOOPOYHOTO KOHTPOJISA KadyecTBa, MPUHUMAIOTCS
CJIEYIOLIUE PEILICHUS:

1) o pmanpHeWIIeM TpakJIaHCKOM 00OpOTE CepuH, MAPTHH COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpEICTBa B ClIy4ae MOATBEPKACHUS 10 PE3yJbTaTaM MPOBEAECHHBIX UCIBITAHUN COOTBETCTBHS KAaueCTBa
JICKApCTBEHHOTO CPE/ICTBA YCTAHOBJIEHHBIM TPEOOBaHHSIM;

2) 00 U3BATHH U3 TPAKIAHCKOTO 000pOTa CEpHM, MAPTHHU COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpEICTBa B Cllyya€ BBISBIEHHUS IO PE3yJIbTaTaM IPOBEACHHBIX MCIBITAHUM HECOOTBETCTBUS KadyecTBa
JICKApCTBEHHOTO CPE/ICTBA YCTAaHOBJICHHBIM TPEOOBaHMSIM;

3) o mepeBoje JIEKaPCTBEHHOI'O CpPEICTBA Ha IMOCEPUHHBIM BHIOOPOUYHBIA KOHTPOJIb KayecTBa
JICKapCTBEHHBIX CPEJICTB B CIIydae MOBTOPHOTO BBISBICHUS HECOOTBETCTBHUS KayeCTBA JIEKAPCTBEHHOI'O
CpeACTBa YCTAaHOBJICHHBIM TpeOOBaHMSM M (TpU HEOOXOAMMOCTH) O MpPOBEPKE CyOBEKTa OOpalieHus
JIEKapCTBEHHBIX CPENCTB. Pacxopl, CBsI3aHHBIE C MPOBEACHUEM MOCEPUHHOIO BHIOOPOUYHOTO KOHTPOJIS,
OIJIAUMBAIOTCS TPOU3BOAMUTENIEM JIEKAPCTBEHHOTO CpeACTBa JHOO JepxareieM WIM BIaJeNbleM
PETUCTPAIIMOHHOTO YI0CTOBEPEHHsI JIEKAPCTBEHHOTO Ipenapara.

8. denepalnbHbIil rOCYAapCTBEHHBIM JHMIIEH3UOHHBIM KOHTPOJb JEATENBHOCTH MO IPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEACTB OCYILECTBIISIETCS B COOTBETCTBHM C 3aKOHOJATENbCTBOM Poccuiickoin
denepanuu.

Cratbsa 9.1. porpamma npoBepoK
(BBenena denepanbHbiM 3ak0HOM OT 11.06.2021 N 170-D3)

1. B mensix opraHu3anuy BHIOOPOYHOTO KOHTPOJIS KA4eCTBa JIEKAPCTBEHHBIX CPEICTB (popmupyercs
porpamMmma IpoBEpPOK.

2. Jna uened peanus3allid IPOrpaMMbl IIPOBEPOK ITPOM3BOIUTENN JIEKAPCTBEHHBIX CPEICTB H
OpraHu3alnuy, OCYLIECTBISAIOIIME BBO3 JIEKAPCTBEHHBIX cpeActB B Poccuiickyro ®Penepanuro,
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MPEAOCTABJISIIOT B OTHOLIEHHUM JIGKAPCTBEHHBIX CPEACTB I MEAMIMHCKOIO IIPUMCHEHHS B
YIIOJTHOMOYEHHBIH (elepanbHblii OpraH HMCIOJHUTENBHOW BIACTH, OCYIIECTBIISIONIMA (QYHKIMH IO
KOHTpPOJII0O M Haa30py B cdepe 371paBOOXpaHEHHS, B OTHOIICHWU JIEKAPCTBEHHBIX CPEIACTB IS
BETEPUHAPHOTO TPHUMEHEHUS B YIOJHOMOYECHHBIM (elepanbHblii OpraH HCHOJHUTEIBHOM BIACTH,
OCYIIECTBISIOMMNNA (QYHKIIMH IO KOHTPOJIIO M HaJ30py B cepe 0OpaleHust JIEKapCTBEHHBIX CPEACTB JUIS
BETEPUHAPHOTO IPUMECHEHUS, CBEACHUS O CEPUsX, MApTHUIX JICKAPCTBEHHBIX CPEACTB, MOCTYMNAIOLIUX B
rpaxaanckuii 06opotT B Poccuiickoit ®enepanuu, B MOpSIKe, COCTaBe W 00BEME, YCTaHOBICHHBIX
yKa3aHHBIMH (heiepaJIbHBIMU OpraHaMH HCTIOJIHUTEILHON BJIACTH B OTHOIICHUH JIEKAPCTBEHHBIX CPEICTB
JUIsL MEIULMHCKOTO IPUMEHEHHS W B OTHOLIECHUM JIEKAPCTBEHHBIX CPEACTB Ml BETEPUHAPHOIO
IIPUMEHEHHUS COOTBETCTBEHHO.

3. IlporpamMmMa mpoBepok (opmupyercs Ha KaleHZApHbIM rox B cpok a0 30 nexaOps rona,
MPEIIECTBYIOIIETO FOy IPOBEACHUS BBIOOPOYHOTO KOHTPOJIS.

4. B cmyuae HacTyIUIeHUs COOBITMH, yKa3aHHbIX B HoOAmyHKTax "0" m "B" myHkTa 2 uactu 6
HacTosIel cTaThy, (eepasbHBIM OPraHOM HCHOJIHUTENBHOM BJIACTH, OCYIIECTBISIOMNUM (PYHKIMH TIO
KOHTPOJII0O M HaI30py B cdepe 37ApaBoOXpaHeHUs, (penepalbHBIM OpPraHOM HCIIOJHUTENFHON BIIACTH,
OCYIIECTBISIOMMM (YHKIIMH IO KOHTPOJIIO U HAJ30py B cepe oOpalieHus JeKapCTBEHHbBIX CPEACTB IS
BETEPUHAPHOTO TPHUMEHEHHs, IpH HEOOXOAUMOCTH BHOCATCS COOTBETCTBYIOUIME M3MEHEHHUS B
IporpamMmy IpPOBEPOK.

5. B nporpaMMy npoBEpPOK MOTYT BKJIFOYAThCSI MEPOIIPUATHUS C YUETOM HApPYIICHUH, BBIIBICHHBIX B
pamMKax KOHTPOJIbHBIX (HaI30PHBIX) MEPOIIPUATHN 32 MPEABIAYIININ KaJeHAapHBIN IO,

6. [IporpaMMa npoBEpOK COAECPAKUT:

1) mepeueHb JEKapCTBEHHBIX CPENICTB, OTOOP 0OPa3IOB KOTOPHIX OYAET OCYHIECTBIATHCS B paMKax
BBIOOPOYHOTO KOHTPOJISI, (POPMHUPYEMBIN C YUETOM PE3yIbTaTOB TOCYAapPCTBEHHOTO KOHTPOJS (HA/A30pa)
B c(hepe oOpaleHHs JeKapCTBEHHBIX CPEACTB 32 KaJeHIApHBIN IO, MPEIIIECTBYIOMINNA rOly IPOBEACHUS
BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHHe Ha COOBbITHE, HACTYIJICHHE KOTOPOTrO SBIISETCS OCHOBAHUEM ISl OCYLIECTBICHHS
BBIOOPOYHOTO KOHTPOJIS:

a) MOJIydeHHE CBEACHUH, MPEACTaBIIEMbIX B COCTaBe M 00bEME, YCTAaHOBIICHHBIX (perepabHbIM
OpraHoM HCIOJHHUTEIBHOM BIIACTH, OCYLIECTBISIOMMM (DYHKIMM IO KOHTPOJIIO W HAa30py B cdepe
3/IpaBOOXpaHEeHMsI, (pefepabHBIM OPraHOM HCIIONHUTEIBHON BJIACTH, OCYILECTBISIONUM (YHKIUHU IO
KOHTPOJIIO M HaJ30py B chepe oOpalieHus JeKapCTBEHHBIX CPEJCTB JJISi BETEPUHAPHOTO MPUMEHEHHS, O
CepusiX, MapTHSAX JIEKAPCTBEHHBIX CPEACTB, IMOCTYMAIOMIMX B TpakJaHCKU 0060poT B Poccuiickoit
@denepanyy, yKa3aHHbIX B IIyHKTe | HacTosimied 4YacTH, OpraHU3alUsAMH, OCYLIECTBIISIOIIUMHU
IIPOU3BOJICTBO JICKAPCTBEHHBIX cpeAcTB B Poccuiickont denepanuu U BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepanuro;

0) mosy4eHue MOCTYMAloIIel B MOPSJKE, YCTAHOBIEHHOM cTaThell 64 Hactosmiero denepaabHOrO
3aKoHa, MH(pOpMaIuK 0 MOOOYHBIX JEHCTBUAX, HEXKENATENbHBIX PEaKIUIX, CePhE3HBIX HEKEIaTeNIbHbIX
peaxkuusax, HEMPEIBUICHHBIX HEKENATENbHBIX PEAKIMAX IIPU MPUMEHEHUH JIEKAPCTBEHHBIX IPENApPaTOB,
00 MHIMBHIyalTbHON HENEPEHOCUMOCTH, OTCYTCTBUHM I(PQPEKTUBHOCTH JIEKAPCTBEHHBIX IPENaparoB, a
Takke 00 MHBIX (PaKTax U 0OCTOATENBCTBAX, MPEACTABIAIONIUX YIPO3Y KU3HU WU 30POBBIO YEJIOBEKA
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a100 >KMBOTHOTO TPU NPUMEHEHHMHU JIEKAPCTBEHHBIX MPENapaToB M BBIBICHHBIX Ha BCEX OJTamax
oOpaleHus JIeKapCTBEHHBIX MpenapaTtoB B Poccuiickoit denepanyu u Ipyrux rocy1apcrpax;

B) MOJIy4eHUE B COOTBETCTBUU ¢ DepepanbHbM 3akoHOM OT 31 wmrtons 2020 roma N 248-03 "O
rOoCylapCTBEHHOM KOHTpoJIe (Haa30pe) M MyHHMIMNAJIbHOM KOHTpoje B Poccuiickoit ®enepaunn”
CBEICHUI O MPUYMHEHHWU Bpelna WM 00 yrpo3e NMPUYMHEHHS BpeAa >KU3HU, 370POBBIO0 I'PaXJIAH WIN
KUBOTHBIX.

Ctatba 9.2. NocymapCTBeHHbIA KOHTpPOsNb (Hag3op) 3a peanusaumen opraHamm
ucnonHutTenbHom Bnactu cybvektoB Poccunckon Pepepaumm nonHomoumnm B cdepe
obpalleHnAa nekapCcTBeHHbIX CPeACTB ANl MeAULIMHCKOro NPUMeHeHuUs

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

1. T'ocynapcTBeHHBIM KOHTPOJIb (HAI30p) 3a peaiu3aluedl opraHaMu MCIOJHUTENbHOM BIACTH
cyobekToB Poccuiickoit @enepanun mosHOMOuYuii B cdepe oOpalieHHs JIEKapCTBEHHBIX CPEICTB IS
MEIULHUHCKOIO IPUMEHEHHMS OCYLIECTBISAETCA YIOJHOMOYEeHHbIM IIpaBurensctBom Poccuiickoit
denepanry OpraHoM UCTIOJIHUTENBHOM BIACTH.

2. IlpenMeToM rocyaapcTBEHHOTO KOHTPOJIs (Haa30pa) 3a peajiu3alieil opraHaMu UCTIOIHUTEIbHOU
BIacTH cyowrekToB Poccuiickoit @eneparuu nomHoMounidi B chepe oOpaieHus JIeKapCTBEHHBIX CPEICTB
TS MEAULIUHCKOTO TIPUMEHEHUS SIBJISIETCS COOJII0/ICHNE YITOJIHOMOYEHHBIMU OpraHaMU UCTIOHUTEILHON
BIacTu cyobekToB Poccuiickoit depepanun METOJUKH YCTAHOBICHHS MPEACTbHBIX pPa3MEpPOB OMTOBBIX
Ha/J0aBOK W TMIpeNeNIbHBIX pa3MepoB PO3HUYHBIX HAA0aBOK K (DaKTHUECKUM OTIIYCKHBIM LIEHAM,
YCTAHOBJIEHHBIM IIPOU3BOJUTENSAMU JIEKAPCTBEHHBIX IPENAapaToB, Ha JIEKAPCTBEHHBIE IIperaparsl,
BKJIIOYCHHBIE B IEPEUYEHB )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIIHMX JIEKAPCTBEHHBIX MTPETapaToB.

3. Ilpu ocyuiecTBIEHUU TOCYJAapCTBEHHOTO KOHTpOJIS (Haa3opa) 3a peanu3aluedl opraHamu
UCTIOJIHUTENBHOM Biactu cyObekToB Poccuiickoit @enepanuu monHoMounid B cdepe oOpamieHus
JICKApCTBEHHBIX CPEACTB Il MEIUIIMHCKOTO TIPUMEHEHUS IPOBOIATCS CIEAYIONINE BUBI MEPOTIPUATHIA:

1) noxymMeHTapHbIE IPOBEPKH;
2) BbIE3HBIE TPOBEPKHU.

4. OpranHuzanys M OCYIIECTBJIEHUE TOCYAAPCTBEHHOTO KOHTpOJs (Haa3opa) 3a peanusanueit
OpraHaMH HCIIOJIHUTENbHONW BIACTH CyOBekTOB Poccuiickoit ®enepanuu monmHOMOUuid B cdepe
oOpaleHns JIEKapCTBEHHBIX CPEICTB Ul MEIUIIMHCKOTO NPHUMEHEHUs peryiaupyiorcs denepaibHbIM
3akOHOM OT 6 OkTA0psa 1999 roma N 184-®d3 "O6 oOmMx MPUHIHUIAX OPraHU3ALUHN 3aKOHOJATEIbHBIX
(mpencTaBUTENBHBIX) M HCHOJHUTENBHBIX OPraHOB TOCYAApCTBEHHOM BiacTu cyObekToB Poccuiickoit
Denepauun”.

5. llonoxeHue O TOCYHApCTBEHHOM KOHTposie (Haa30pe) 3a peanu3alueil opraHamu
UCTIOJHUTENBHOM Biactu cyObekToB Poccuiickoit @enepanuu mnonHoMounid B cdepe oOpamieHus
JIEKApCTBEHHBIX CPEICTB I MEIULIMHCKOTO IIpuMeHeHus yrBep:xkuaercs [IpasurenscrBom Poccuiickoin
denepanuu.

CtaTtba 9.3. PermoHanbHbIN rocyAapCTBEHHbIN KOHTPONb (HaA30p) 3a NpMMeHeHMeM
LeH Ha NneKkapcTBeHHble npenapaTtbl, BKITIOYEeHHbIe B NepeyYeHb XXU3HEeHHO HeoO6XoAUMbIX
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

N BaXXKHeMLWmnx JNIeKapCTBEeHHbLIX NMpenapaTtoB
(BBenena denepanbHbiM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PernoHanpHblil rocy1lapCTBEHHBI KOHTPOJIb (Ha/A30p) 3a MPUMEHEHUEM IIEH Ha JIEKapCTBEHHBIE
npernaparel, BKIIOYEHHBIE B TMEPEUYEHb JKU3HEHHO HEOOXOAMMBIX M BAXXHEUIIMX JIEKAPCTBEHHBIX
IPEerapaToB, OCYIIECTBIISETCS OPraHOM MCIOJHHUTENbHON BracTu cyowbekra Poccuiickoit deneparmu,
YIIOJIHOMOYEHHBIM BBICIIUM HCIIOJIHUTENIBHBIM OPraHOM T'OCYJapCTBEHHOH BiacTH cyObekTa Poccuiickoit
denepanuu.

2. TlpeaMeTOM pErmoHaNIbHOIO TOCYJAapCTBEHHOIO KOHTPOJIA (Haa30pa) 3a MPUMEHEHHEM LIEH Ha
JICKapCTBEHHBIE IIperaparhbl, BKIIOYEHHBIE B IMEPEYCHb HKU3HEHHO HEOOXOJMMBIX M BaKHEHIINX
JICKAapCTBEHHBIX  IpEenapaToB,  SABISETCSA  COOJIOJEHHE  OPraHM3alMsSMH  ONTOBOH  TOPTOBIH
JIEKapCTBEHHBIMU CpPEACTBAMM, alTEUHBIMM OpPraHU3ALUSAMH, WHIUBUAYAIBHBIMU NPEATIPUHUMATENSIMH,
UMEIOIMMHU JIMICH3UI0 Ha (apMaIeBTHUECKYIO JAEATEIbHOCTh, MEIUIIMHCKUMU OpTraHU3alHsIMH,
MMEIOIIMMU JIMICH3UI0 Ha (hapMalieBTHUECKYIO ACSITEIbHOCTh, M UX 000COOICHHBIMU MOAPA3CICHUIMU
(amOymaropusiMu,  QenpAmIepcKUMH U (ENpAMIEPCKO-aKYIIEPCKUMH  MyHKTaMH,  LIEHTpaMHu
(ornenenusiMu) oOmel BpaueOHOM (ceMelHO) MPaKTUKU), PACTIONOKEHHBIMU B CEIbCKUX HACEICHHBIX
IIYHKTaX, B KOTOPbIX OTCYTCTBYIOT aIllT€YHbIE OpraHu3allu{, [pU peaau3aluu JIEKaPCTBEHHBIX
npenapaToB TpeOOBaHMI K NPUMEHEHHIO LIE€H, YPOBEHb KOTOPHIX HE JOJDKEH INPEBBIIATh CyMMY
(aKTHUECKOW OTIYCKHOM LIE€HBI, YCTAHOBJIEHHOM IPOM3BOAMTEIEM JIEKAPCTBEHHBIX IPENaparoB, M
KOTOpbIE HE IPEBBIIIAIOT 3aPETUCTPUPOBAHHBIX NPENENbHBIX OTIYCKHBIX ILI€H, U Pa3MEpPOB OITOBBIX
Ha/10aBOK W (WJIM) pa3MepoB PO3HUYHBIX HAA0aBOK, HE MPEBBIMIAIOIMIMX COOTBETCTBEHHO pa3MepoB
IpeeNbHBIX ONTOBBIX Ha/0aBOK U (WJIM) pa3MepoB MpeAeTIbHBIX PO3HUYHBIX HA10aBOK, YCTAHOBJICHHBIX
B cyObekTe Poccuiickoii @eneparui.

3. OpraHusainuss ¥ OCYILECTBIEHUE PETMOHAIBHOTO TOCYAAPCTBEHHOIO KOHTpPOJS (Haa30pa) 3a
NPUMEHEHHEM LIeH Ha JIEKAPCTBEHHBIE MPenapaTthl, BKIIOUCHHBIE B IEPEYCHb KU3HEHHO HEOOXOAUMBIX U
BAYKHEHIINX JIEKApCTBEHHBIX IIpenapaToB, perynupyorcs denepanpapiM 3akoHoM oT 31 urons 2020 rona
N 248-®3 "O rocyaapCTBEHHOM KOHTpoJie (HaA30pe) M MYyHULHMIAILHOM KOHTpoJsie B Poccuiickoit
Oenepauun".

4. IlonoxeHne 0 PErMOHAILHOM T'OCYJapCTBEHHOM KOHTpOJE (Haa30pe) 3a MPUMEHEHHWEM LIEH Ha
JICKapCTBEHHBIE IIperaparhbl, BKIIOYEHHbIE B IMEPEYCHb HKU3HEHHO HEOOXOJMMBIX W BaKHEHIINX
JIEKapCTBEHHBIX IPENapaToB, YTBEP)KIAETCSl BBICIIMM HCIIOJHUTENBHBIM OpPraHOM TIOCYIapCTBEHHOMN
BiacTu cyowsekra Poccuiickoit denepanuu.

Ctatba 9.4. ®depepanbHbii rocyfapCTBEHHbIN  JIMLEH3NOHHbLIN  KOHTPONb
AEeATeNnbHOCTN NO NPOU3BOACTBY JIeKAPCTBEHHbIX CPeAcTB
(BBenena denepanbubiM 3ak0HOM OT 11.06.2021 N 170-D3)

1. ®enepanbHblil TOCYJAPCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb AEATEIBHOCTH IO IPOU3BOJCTBY
JICKApCTBEHHBIX CPEJICTB OCYIIECTBISCTCS (elepalbHBIMH OpraHaMH HUCIIOJHUTENBHOW — BIIACTH,
ynosiHoMo4eHHbIMHU [IpaBurensctBoM Poccuiickoit denepanuu.

2. ®enepanbHbli TOCYJAPCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb AEATEIBHOCTH IO IMPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCSA B COOTBETCTBUU ¢ DenepaibHbIM 3akoHOM OT 4 mast 2011 roga
N 99-@3 "O nuiueH3upoBaHUM OTAEIbHBIX BUJIOB AEATENBHOCTH" U PenepanbHbIM 3aKOHOM OT 31 mrons
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpoj€ (HaA30pe) MU MYHULUINAIBHOM KOHTPOJIE B
Poccuiickoit ®enepanuu". B pamkax ¢deaepanrbHOro TOCyIapCTBEHHOTO JIMIEH3MOHHOTO KOHTPOJIS
JESTEIbHOCTH 10 IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB IIJIAHOBBIE KOHTPOJIbHBIE (HAI30PHBIE)
MEpPOIIPUATHS HE MPOBOJAATCSA, IPU 3TOM IPOBOAUTCA NEPUOIUYECKOE MOATBEPKACHHUE COOTBETCTBUS
JMIICH3UATOB JIMLEH3UOHHBIM TpeOoBaHMUSIM B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 4 mas 2011
roza N 99-@3 "O nuueH3upoBaHUM OTAEIbHBIX BUIOB JEATEIBHOCTH' .

Mnasa 5. PASPABOTKA, JOKITMHUYECKUE UCCIIEANOBAHUA
NNEKAPCTBEHHbBIX CPEACTB, A TAKXE KITMHUWYECKUE UCCJIEQOBAHUA
NEKAPCTBEHHbBIX NMPEMAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

CtaTtba 10. PazpaboTka nekapcTBeHHbIX CpeACcTB

1. Pa3zpaGoTka JeKapCTBEHHBIX CpPEICTB BKIIOYAeT B ceOs MOMCK HOBBIX (DapMaKOJIOTUYECKH
aKTHBHBIX BEIIECTB, TOCIEAYIOIIee M3Y4YEeHHE WX JIEKAPCTBEHHBIX CBOWCTB, JIOKIMHHUYECKUE
UCCIIEIOBAaHUS, Pa3padOTKy TEXHOJIOTMH MPOM3BOACTBA (hapMaleBTHUECKUX CyOCTaHLUH, pa3paboTKy
COCTaBOB U TEXHOJIOTHI IMPOU3BOJICTBA JICKAPCTBEHHBIX IPEMAPATOB.

2. ®uHaHCcOBOE o0ecrieueHrne pa3padOTKH JIGKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS 3a CUET:
1) cpenctB dhenepanbHOroO OIOKETA;
2) cpenctB pa3pabOTUYHMKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpeACTB IIPOU3BOIUTENEN JIEKapPCTBEHHBIX CPEICTB pu BBITIOJTHEHUH
HAy4YHO-HMCCIIEIOBATEIbCKIX PAa0OT MO JIOTOBOPY MEXIY pa3pabOTUMKOM JIEKaPCTBEHHBIX CPENICTB U
IIPOU3BOIUTENEM JIEKAPCTBEHHBIX CPEJICTB;

4) UHBIX HE 3alpelIeHHBIX 3aKOHOaTeNbCTBOM Poccuiickoit denepaniuu HCTOYHUKOB.

3. HpaBa pa3pa60TqHKa JICKAPCTBCHHOT'O CPpCACTBA OXPAHAOTCA I'PpAKIAHCKHUM 3aKOHOAATCILCTBOM.

Ctatba 11. [oknuMHMYeCKOe wucCcneQoBaHUE JeEKapCTBEHHOro cpeacrtsa Ans
MeaAULIMHCKOro NpUMeHeHus

1. JloknMHUYECKOEe HCCIEeNOBAaHUE JIEKAPCTBEHHOTO CPEACTBA JUIS MEIUIIMHCKOTO TNPHUMEHEHUS
IPOBOJUTCS IyT€M TNPUMEHEHUS HAyYHBIX METOJOB OIICHOK B IIENAX MOJYYEHHUS JO0Ka3aTelbCTB
0€301MacHOCTH, KauecTBa 1 3((PEKTUBHOCTH JICKAPCTBEHHOTO CPE/ICTRA.

2. JloxknmuHUYEeCKOEe HCCIIEIOBAHUE JIEKAPCTBEHHOIO CpEACTBa ISl MEAMIIMHCKOTO MPUMEHEHUS
MPOBOJUTCS B COOTBETCTBUM C TMPABHUIAMH HaJUIekKaIIed TabOpaTOpHON MPAKTHKH, YTBEPKICHHBIMU
YIIOJTHOMOYEHHBIM (heIepalIbHBIM OPTaHOM HCIIOJIHUTETHHON BIACTH.

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

3. Jlns opraHu3anyy ¥ IpoBEACHUS JOKIMHUYECKOTO UCCIIEI0BAHUS JIEKapCTBEHHOTO CPEICTBA IS
MEIMLIMHCKOTO  TPUMEHEHHs  Pa3pabOTUMKM  JICKApCTBEHHBIX  CPEACTB  MOTYT  IPHUBJIEKATh
HAy4YHO-HCCIIeIOBATEeIbCKIE OpraHu3aluu, 0o0pa3oBaTelbHbIC OPraHU3allMM BBICIIETO OO0Opa30BaHMA,
UMEIOIIKE HEOOXOUMYI0 MaTepHaJbHO-TEXHUUYECKYI0 0a3y M KBAIM(UIIMPOBAHHBIX CIICHUAIUCTOB B
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

COOTBETCTBYIOLIECH 00J1aCTH MCCIIeIOBaHHUS.
(B pen. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

4. JIOKJIMHUYECKOE MCCIEA0BAHUE JIEKAPCTBEHHOIO CPEACTBA IS MEIULMHCKOTO INPUMEHEHUS
MPOBOJUTCS MO YTBEPKAECHHOMY pPa3pabOTYMKOM JICKAPCTBEHHOTO CPEJICTBA IUIAHY C BEIACHHUEM
IIPOTOKOJIa 3TOTO MCCIEAOBAHMS M COCTABIECHUEM OTYETa, B KOTOPOM COJEPIKATCS PE3YIbTaThl 3TOTO
UCCIIEOBAHUS U 3aKIIOYEHHE O BO3MOXHOCTH IIPOBEACHUS  KIMHUYECKOTO  HCCIIEIOBaHMS
JIEKapCTBEHHOI'O Mpenapara sl MEAULUHCKOTO IPUMEHEHUSI.

5. IIpoBeneHne MPOBEPOK COOMIOCHNS TIPABHIT HaJIeXKAaIeld 1abopaTopHO MPAKTUKU U MTPABOBBIX
HOPM UCIIOJIb30BAaHUSI KMUBOTHBIX IPU MPOBEACHUM AOKIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX
CPEICTB sl MEAMIIMHCKOTO MPUMEHEHUS OCYIIECTBIISCTCS YIMOJTHOMOYEHHBIM (elepalbHbIM OpPraHOM
HCITOJIHUTEIBHOMN BJIACTH.

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

6. Pe3ynbraThl JOKIMHHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO CPEACTBA Uil MEAULIIMHCKOTO
NPUMEHEHHsI MOTYT OBbIThb HpPEJCTaBJICHbI B YIOJHOMOYEHHBIN (hepepalbHbId OpraH HCIOJHUTEILHON
BJIACTU B YCTAHOBJICHHOM IIOPSJKE B LEISAX FOCYJapCTBEHHON PErUCTPALMU JIEKAPCTBEHHOIO IIpernapara.

Cratba 12. [oknuHM4YecKoe wuccrnegoBaHUe JleKapCTBEHHOro cpeacTtBa M
KIIMHUYECKOe uccriefqoBaHUEe JeKapCTBEHHOro npenapara Ans BeTepUHapHOro
npUMeHeHuA

1. JIOKIMHMYECKOE HCCIIEI0OBAaHUE JIEKAPCTBEHHOTO CPEACTBA JIi BETEPUHAPHOIO INPUMEHEHMS
IIPOBOJUTCS. IYTEM IPUMEHEHHUS HAy4YHbIX METOJOB OIIEHOK B MLENAX IOJY4YEHHs JI0KA3aTElbCTB
0e301acHOCTH, kKauecTBa U 3(p(HEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, B TOM YMCIE OMpPEIEeNICHHs CpOKa
€ro BBIBEICHUS U3 OpraHW3Ma JKMBOTHOTO, B IIEJISAX oOecrevyeHus: 6€30IMacHOCTH MPOIYKIUU KUBOTHOTO
IIPOUCXOXKACHHUS TTOCJIE TPUMEHEHHUSI COOTBETCTBYIOILETO JIEKAPCTBEHHOTO IIpernapara.

2. I[OKJ'IPIHPI‘ICCKOC HUCCICAOBAHUC JICKAPCTBCHHOI'0 CPCACTBA W KIMHUYCCKOC MCCICIOBAHUC
JICKAPCTBCHHOT'O IIpfriapaTta M BCTCPUHAPHOIO HNPHUMCHCHUSA, HCCICIOBAHUC OMO’KBUBAJICHTHOCTHU
YKa3aHHOI'0 JICKapCTBCHHOI'O Ipfrapara MpoBOAATCA B COOTBCTCTBUH C IpaBUJIaMH, YTBCPKIACHHBIMH
YIIOJITHOMOUYCHHBIM (bel[epaHBHBIM OopraHomM HUCIOJIHUTEILHOM BIACTH.

3. JIOKIMHHMYECKOE MCCIEA0BAHNUE JIEKAPCTBEHHOIO CpPEACTBA M KJIMHMYECKOE HCCIIEJOBAHHE
JIEKAPCTBEHHOI'0 IIpernapara Uil BETEPUHAPHOIO IMPUMEHEHUS IIPOBOIATCS 10 YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEICTBA IUIaHY C BEIEHHEM IPOTOKOJOB ATHX HCCIEIOBAHUN H
COCTaBJICHUEM OTUYETOB, B KOTOPBIX COJEPIKATCS PE3yIbTaThl 3TUX UCCIICIOBAHUM.

4. Jlna opraHu3alyuy U NMPOBEAEHUS JOKIMHUYECKOTO HUCCIEN0BAHUS JIEKAPCTBEHHOI'O CPEACTBA U
KJIMHUYECKOTO MCCIIEI0BAHMSI JICKAPCTBEHHOTO Tperapara sl BETEPUHAPHOTO IPUMEHEHHUS Pa3paboTUNK
JCKapCTBEHHOTO  CpEJICTBAa  MOJXKET  NpPUBJEKATh  OpraHu3aliM, HMEIOIIHEe  HEO0OXOIUMYIO
MaTepHAIbHO-TEXHUUECKYI0 0a3y M KBaJM(HUIIMPOBAHHBIX CHEIMAINCTOB B COOTBETCTBYIOLIEH 001acTu
UCCIIEI0OBAHUS.

5. KnuHuueckue wucciaenoBaHus JIEKapCTBEHHBIX IIPENApaTOB AJIs BETEPUHAPHOTO INPUMEHEHMS
MIPOBOJAATCS B BETEPUHAPHBIX OPraHU3alUAX W B OpPraHU3alUAX, OCYILIECTBIIAIOLNIUX DPAa3BEICHHUE,
BBIPAIIUBAHUE U COJEPKAHUE )KUBOTHBIX, B LEIIAX:
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OBpPALLEHUM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

1) ycraHOBJIEHMS IEPEHOCUMOCTH JIEKAPCTBEHHBIX ITPENAPATOB 340POBBIMU )KUBOTHBIMH;

2) monbopa ONTHUMAIBHBIX JIO3UPOBOK JICKAPCTBEHHBIX IMPEMapaTtoB M Kypca JICYEHUS Ha
KOHKPETHOM TpyIIe >KUBOTHBIX C OTIPEACTICHHBIM 3a00JIeBaHUEM;

3) ycTaHoBieHHs 0€30MacHOCTH U 3P (HEKTUBHOCTH JIEKAPCTBEHHOTO IMperapara, MpeaHa3HaueHHOTO
IUISL JIGYEHUSI ONPEICTICHHBIX 3a00J1€BaHUI KUBOTHBIX, WM 3()(HEKTUBHOCTH JIEKAPCTBEHHOTO Iperapara
1St PO (MIIAKTUKY 3200J1€BaHU 3/10POBBIX KUBOTHBIX;

4) wn3ydeHMs BO3MOJYKHOCTEH pACHIMPEHHs NOKa3aHUN K MPUMEHEHHUIO 3aperMCTPUPOBAHHOTO
JIEKapCTBEHHOTO MpenapaTa 1 BhISABICHHUS paHee HEM3BECTHBIX MOOOYHBIX JICHCTBUM.

6. KinmHunyeckoe uccienoBaHUE JIEKAPCTBEHHOIO Ipernapara A BETEPUHAPHOIO IPUMEHEHHUS
OCYIIECTBIISIETCS 3a CUET CPEACTB Pa3pabOTUHKA JEKAPCTBEHHOTO CPEJICTBA.

7. Otuersl O pe3ynbTaTax JIOKIMHUYECKOIO MCCIEAOBaHMs JIEKAPCTBEHHOIO CpEACTBA H
KIIMHUYECKOTO  MCCIEN0BAaHUS  JIEKAPCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO  NPUMEHEHHUS
COCTaBIIAIOTCSA Pa3padOTUMKOM JIEKAPCTBEHHOTO CPEJICTBA C YUETOM 3aKIIOUEHHH OpraHu3auui,
IIPUHUMABIINX Y4aCTHE B OPraHU3aLMHU U IPOBEAECHUU 3TUX UCCIEA0BAHNN.

8. KoHTponp 3a npoBeAcHMEM [OKIMHMYECKHUX MHCCIENOBAHUN JIEKAPCTBEHHBIX CPEACTB H
KIIMHUYECKUX MCCICJOBAHUM JICKAPCTBEHHBIX IIPENapaToB JUIi BETEPUHAPHOIO  INPUMEHEHUs
OCYIIECTBISIETCS YIIOJTHOMOYEHHBIM (heZiepabHbIM OPTaHOM UCTIOTHUTEIBHON BIACTH.

Magea 6. OCYLLECTBNEHME FOCYOAPCTBEHHOWU PETMCTPALIUN
NEKAPCTBEHHbBIX NMPEMAPATOB

Cratba 13. locyaapcTBeHHasi permcTpauus fiekapCcTBeHHbIX NpenapaToB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynbranrlntoc: npumedanue.

JlommyckaeTcsi IpUMEHEHHE B MEAMIIMHCKHUX IEsIX HE 3apeTUCTPUPOBAHHBIX B PD nexapcTBEHHBIX
MIpPermapaToB, COJEPKAIINX HAPKOTUIECKHE CPEIICTBA MIIM IICUXOTPOITHBIC BEIIECTBA, BBE3CHHBIX B PD
B cOOTBeTCTBUH C 4. 3.1 cT. 47 nannoro nqokymenta (1. 8 cT. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoit @enepanu JOMYCKAIOTCS MPOU3BOJICTBO, U3TOTOBIECHUE, XpPaHEHHE, MTEPEBO3Ka,
BBO3 B Poccuiickyro ®enepanuro, BeiB0o3 u3 Poccuiickont Penepauuu, pekiama, OTIIYCK, pealu3alus,
nepeaada, NPUMEHEHUE, YHUYTOKECHHME JICKapCTBEHHBIX IIPENapaToB, €CIU OHU 3aperuCTPUPOBAHBI
COOTBETCTBYIOLIUM YIIOJTHOMOYEHHBIM (peIepaIbHBIM OPraHOM MCIIOJHUTEIHHOM BIIACTH.
(uactp 1 B pen. @enepanbHoro 3akoHa oT 13.07.2015 N 241-D3)

2. T'ocynapcTBEHHOM perucTpannu o yiexKar:

1) Bce nekapCTBeHHBIE NpemnapaThl, BIIEPBBIE MOJyIeXkaliue BBOAY B oOpamieHue B Poccuiickoit
denepauuu;

2) neKapCTBEHHbIE IIpenaparbl, 3aperHCTPUPOBAHHBIE pAHEE, HO IPOU3BEICHHBIE B JApPYrUX
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

JICKapCTBEHHBIX (pOpMax B COOTBETCTBUU C IMEPEYHEM HAWMEHOBAHUH JIEKApCTBEHHBIX (OPM, B HOBOM
J03UPOBKE MPH JOKA3aTEIbCTBE €€ KIMHIUUECKONW 3HAUUMOCTHU U 3((HEKTUBHOCTH;

3) HOBbIe KOMOMHAIMH 3aPETUCTPUPOBAHHBIX PaHee JEKApCTBEHHBIX IPENapaToB.

3. I'ocynapcTBEeHHasi perucTpanus JIEKAPCTBEHHBIX IIPENApaTOB OCYIIECTBISAETCS MO pe3ysbTaTaM
OKCIEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB, a TOCYIApPCTBEHHAs PErucTpanus op(aHHBIX JEKapCTBEHHBIX
IIPENapaToOB OCYLIECTBIISIETCA 110 pe3yJbTaTaM JKCIEPTU3bl JOKYMEHTOB, IPEACTAaBICHHBIX JUIA
ONpeENIEHUs] BO3MOKHOCTH PacCMaTpUBaTh JIEKAPCTBEHHBIN IIpenapaT JUisi MEJUILIMHCKOTO IPUMEHEHHUS
IPU  OCYIIECTBICHWH TOCYIapCTBEHHON pPErHCTpallid B KauecTBe OPQAHHOTO JIEKapCTBEHHOIO
Ipenapara, 1 o pe3yJbTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPE/CTB.

4. I'ocynapcTBEHHasi perUCTpalis JIEKapCTBEHHOTO IIpernapaTa OCyLIECTBISIETCS COOTBETCTBYIOIINMM
YIIOJTHOMOYEHHBIM (eiepaJIbHbIM OPraHOM HCIOJHHUTENbHON BJIAcTH B CPOK, HE TNPEBBIMIAIOUINN CTa
HIECTUACCATH PA0OUYMX JHEW CO ITHS MPUHATHS COOTBETCTBYIOLIETO 3asBICHHUS O TOCYIapCTBEHHOU
perucTpanyy JIeKapcTBEHHOTo mpernaparta. B ykazaHHBIA CpPOK BKIJIIOYAETCS BpeMs, HEOOXOIuMoOe JUis
IIOBTOPHOTO IPOBEJEHUS JKCIEPTU3bl JIEKAPCTBEHHOIO CPEJICTBA B COOTBETCTBUM €O cTaTbedl 25
Hactosiero denepanpHoro 3akoHa. Cpok rocyAapCTBEHHOM PETMCTPALMU JIEKAPCTBEHHOTO Ipenapara
UCUUCIACTCS CO JHA NPUHATHS COOTBETCTBYIOIIMM YIMOJHOMOYEHHBIM (eiepalbHbBIM OpPraHoM
UCIOJIHUTENBHON  BJIACTU  COOTBETCTBYIOLLEIO  3asBIECHUS O TOCYAApCTBEHHOM  perucrpaunuu
JICKApCTBEHHOTO Ipernapara ¢ TMPWIOKEHHEM HEOOXOIUMBIX JOKYMEHTOB IO JIEHb BbIIA4u
PETUCTPAIIMIOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOT O Ipernapara. Bpems, HeoOxoaumoe 1i1si HarpaBlIeHUS
YIIOJTHOMOYEHHBIM ~ (peflepalIbHBIM OpPraHOM HCIIOJHUTENILHOW BJAcTH 3alpoca O MPeACTaBICHUU
HEOOXOAMMBIX MaTEPUANIOB U MPEJICTABIICHUS 3asBUTENIEM OTBETa Ha JJAHHBIN 3alIpOC B COOTBETCTBHH CO
cratbsiMu 16, 19 n 23 nacrosimero denepanbHOro 3aKOHA, HE YYUTHIBAETCS NPU HCUHMCIEHUU CPOKa
roCcy/lapCTBEHHOW PETUCTPALIUHU JIEKAPCTBEHHOTO Mpenapara.

5. T'ocyapCTBEHHOM pErUCTPALIMHU HE TTOUIEXKAT:

Koncynsranrlntoc: npumedanue.
C01.03.2023 B 1. 1 4. 5 c1. 13 BHOCsTCS u3MeHeHus (P3 ot 30.12.2021 N 463-D3).

1) nexapcTBeHHBIE IpenapaThl, W3TOTOBJIEHHBIE ANTEUYHBIMU OPTraHU3ALMSIMH, BETEPUHAPHBIMU
anTEeYHbIMM OPraHU3ALUAMU, WHIUBUAYAIBHBIMU MPEAIPUHUMATEIAMH, KOTOPble UMEIOT JIMLEH3UI0 Ha
(bapMaIeBTHUECKYI0 JAEATENIbHOCTh, MO pELeNTaM Ha JIeKapCTBEHHBbIE IpenapaTsl U TpeOOBaHUSAM
MEIULUHCKUX OPraHU3alui, BETEPUHAPHBIX OpraHU3alNi;

2) nexkapcTBEHHBIE Mpenaparhl, IpuoOpeTeHHbIe (PM3NYECKUMH JIMIIaMH 3a npenenamu Poccuiickoit
@®enepanny U NpeJHA3HAYCHHBIE UI1 JUYHOTO UCIIOJIb30BaHUS;

3) nekapcTBEHHBIE ITpenaparsl, BBoO3uMble B Poccuiickyio denepanuio 1 Oka3aHUs MEAUIIMHCKON
IOMOILH IO KU3HECHHBIM IMOKAa3aHUSAM KOHKPETHOTO IMAlMEHTAa HAa OCHOBAHUM PA3pELIEHUs], BBIIAHHOTO
YIOJHOMOYEHHBIM (heZiepaTbHBIM OPTraHOM UCTIOJTHUTEIHHOU BIIACTH;

4) nexkapcTBEHHBIE CpeICTBa, BBO3MMbIE B Poccuiickyro denepainuio Ha OCHOBAaHWH BBIIAHHOTO
YIIOJTHOMOYEHHBIM (e/IepajbHBIM OPraHOM HCIHOJHHUTEIBHOM BIACTU pa3pellieHUs W MpeAHa3HAaYCHHBIC
Ul TPOBEACHUS KIMHUYECKUX MCCIENOBAHUN JIEKAPCTBEHHBIX IpenaparoB U (WIKM) HPOBEACHHUS
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

OKCHEPTU3Bl  JIEKAPCTBEHHBIX CPEACTB  JUISl  OCYLIECTBIEHMS TOCYAAPCTBEHHON  perucTpanuu
JIEKapCTBEHHBIX MIPENapaToB;

5) dbapmarieBTHUECKHE CyOCTaHITUY;

6) pamrodapMaleBTHUECKUE JIEKapCTBEHHBIE IpenapaTsl, M3TOTOBJICHHBIE HEMOCPEICTBEHHO B
MEIULIMHCKUX OPTaHU3alUsIX B IMOPSKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM (eepajbHbIM OpPraHoM
VCIIOJIHUTEILHOU BIIACTH;

7) nexapCTBEHHBIE NIPENapaThl, IPOU3BOIUMBIE I SKCIIOPTA.
6. He nomyckaercs rocynapcTBeHHasi peruCTpaLus:

1) nexapCTBEHHBIX MPENapaToB, OTIMYAIOLIUXCA JpPYyr OT Jpyra KauyeCTBEHHBIM COCTaBOM
JNEUCTBYIOLIUX BELIECTB, 10 OJUHAKOBBIM TOPrOBBIM HAMMEHOBAHUEM;

2) OMHOTO JIEKapCTBEHHOTO Tperapara, MPeACTaBICHHOTO Ha TOCYIApPCTBEHHYIO PETHCTPAIUIO B
OTHOIICHHH OJIHOTO U TOTO JK€ JAepKaTels WX BIAJCNblla PETUCTPALUOHHOTO YIOCTOBEPECHUS
JIEKapCTBEHHOTO TMpernapaTta B BUAEC JABYX M 0oJiee JIEKQPCTBEHHBIX IMPEMapaToB TOJ Pa3IdYHBIMU
TOProBBIMA HAUMEHOBAHHSIMH.

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

7. Tlo 3ampocy (B »1MeKTpOHHOM (opMe uau Ha OyMaKHOM HOCHTeENe) cyObekTa oOpamieHHs
JICKapCTBEHHBIX ~ CPEACTB  COOTBETCTBYIOUIMM  YIOJHOMOYEHHBIM  (eiepalbHbIM  OpPraHOM
UCIOJIHUTENBHON  BJACTH, OCYIIECTBISIOIIMM TOCYAAPCTBEHHYIO PErHMCTPALUIO0  JIEKAPCTBEHHBIX
IIPENapaToB, B yCTAHOBJIEHHOM UM IOPSIIKE OCYLIECTBIISIETCS HAYYHOE KOHCYJIBbTUPOBAHUE 110 BOIIPOCaM,
CBSA3aHHBIM C  IIPOBEICHUEM  JOKIMHUYECKUX  HCCIECJOBaHUM, KIMHUYECKMX  MCCIEAOBAHUN
JICKapCTBEHHBIX IIPENapaToB, OSKCIEPTHU3bl KauecTBa JICKAPCTBEHHBIX CPEACTB, 3((eKTUBHOCTH H
0€30MaCHOCTH, C OCYILIECTBIIEHHEM TOCYAapPCTBEHHOM pErucTpaluy JIEKapCTBEHHBIX IpenapaToB.
KoHCynbTHpOBaHNE OCYILECTBISETCS C IMPHUBICYCHUEM (elepalbHbIX T'OCYJapCTBEHHBIX OIOJKETHBIX
YUpeXJACHUH, IMOABEIOMCTBEHHBIX JaHHOMY (enepanbHOMYy OpraHy HCIOJIHMTEIbHON BIacTW M HE
YYacTBYIOIIMX B OPraHU3allUM IIPOBEJIEHUS SKCIEPTU3bl KAYEeCTBA JIEKAPCTBEHHBIX CPEACTB B ILEIAX
OCYILIECTBIEHUSI MX TOCYJapCTBEHHOW pPErMCTpalMid B COOTBETCTBUM €O cTaTbed 16 HacTosIero
denepanbHOrO 3aKOHA, B BUIE OTBETa B MUCbMEHHOW (hOpMe YIIOTHOMOUYEHHOTO (ellepalbHOTO OpraHa
HCIIOJIHUTENBHON BJIaCTU Ha 3ampoc. PasMmep B3uMaeMoil ¢ 3asBUTENsS IUIAThl OINPEAETSAETCS B
COOTBETCTBUMH C 3aKOHOAATeNbcTBOM Poccuiickoit ®exepanuu 00 OpraHum3alud  MpeaoCTaBICHUS
rOCYyJapCTBEHHbIX M MYHMLIMNAIbHBIX ycnyr. HMHopmamus 00 OCYIIECTBIEHHMH  HAay4HOTO
KOHCYJIbTUPOBAHUS, B TOM YHCJIE CTaThbH, 0030pbI, CIIpaBOYHBIC MaTepHalbl U WHAs MHPOpMaLus o0
OCYIIECTBICHUH HAYYHOTO KOHCYIbTHPOBAHMS, pa3MelaeTcs Ha O(UIIMATFHOM CaiiTe YIOJTHOMOUYEHHOTO
(denepasbHOTO OpraHa HMCTIOJTHUTENBHOW BiIacTH B ceTH "MHTepHeT" ¢ COOMIOEHUEM OrpaHHYCHHH,
YCTAaHOBJIEHHBIX  3aKOHOJATEIbCTBOM O  IEPCOHANBHBIX  JaHHBIX, KOMMEpYECKOM U  (win)
rOCyJapCTBEHHOM TalHe.

8. T'ocymapcTBeHHast perucrpanus JEKapCTBEHHBIX IIPENapaTroB, KOTOPHIE IMpEIHa3HAYEHBbl AN
IIPUMEHEHUsI B  YCIOBUSAX BOCHHBIX JCUCTBUM, YpE3BBIYAMHBIX CHUTYallUH, IPEIYNPEKICHUS
Ype3BbIYAHHBIX CUTYallUH, TPOQHUIAKTUKA U JICYCHUs 3a00JI€BaHUM, MPEICTABISAIONIMX OMACHOCTb IS
OKpYXXaroIuX, 3a00JIeBaHUN U TOPaKEHHI, OJTYYEHHBIX B pe3yJbTaTe BO3JCHCTBUS HEOIArompHusITHBIX
XUMUYECKUX, OMOJOTMYECKHX, paJuallMOHHBIX (DaKTOPOB, M KOTOPHIE pa3pabOTaHbl B TOM YHUCIE IO
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

3aJaHnI0 (hefiepalibHBIX OPraHOB HCIIOJHUTENIBHOW BIIACTH, YIMOJHOMOYEHHBIX B 007acTH 00OPOHBI
CTpaHbl U 0€30MAaCHOCTH TOCYJapCTBa, a TAKKe JICKAPCTBEHHBIX CPEICTB B ciiydae MX AePEKTYphl MU
pUCKa BO3HMKHOBEHHS Je(eKTypbl B CBs3M C BBeJeHHMEM B oTHomeHuH Poccuiickoit denepauun
OTPAaHUYUTENBHBIX MEpP HSKOHOMHUYECKOIO XapaKTepa OCYILIECTBIAECTCS B IOPSAAKE, YCTAHOBJICHHOM
IIpaBurensctBoM Poccuniickoit denepanumn.

(B pen. ®enepanbHbix 3ak0HOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratba 14. NMpuHUMNBLI 3KCNEepPTU3bl NIeKapCTBEHHbIX CPeaAcTB
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. 3KCHepTI/IBa JICKApPCTBCHHBIX CPCACTB OCHOBBIBACTCA Ha NPUHIHIIAX 3aKOHHOCTH, COGJIIO,Z[CHI/IH
npaB u CB060,Z[ YCJIOBCKAa MW TIpaXJaHWHA, IIpaB KOPUAWXYCCKOro JiKMNa, HC3aBUCUMOCTH JSKCIICPTa,
OG’LCKTI/IBHOCTI/I, BCCCTOPOHHOCTU U TOJIHOTBL HCCHCHOBaHHﬁ, NpOBOAMMEBIX C HCIIOJIb30BAHUCM
COBPCMCHHBIX ,Z[OCTI/I)KCHI/Iﬁ HaYKM W TCXHUKH, OTBCTCTBCHHOCTH (be;[epaﬂLHoro rocyaapCTBCHHOI'O
GIOI[)KCTHOFO YUPCKACHUA II0 MPOBCACHHUIO OSKCIICPTHU3BI JICKAPCTBCHHBLIX CPCACTB W ISKCICPTOB 3a
MPOBCACHUC U KAYCCTBO SKCIICPTHU3HI.

2. DKcrepTH3a JIEKapCTBEHHBIX MPenapaToB A MEJUIIMHCKOTO IPUMEHEHUS BKIIIOUAET B ce0s:

1) skcnepTU3y IOKYMEHTOB, MPEACTABICHHBIX A OIPEICIIEHUS BO3MOXHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIM IIpernapaTr s MEIULUHCKOIO IPUMEHEHHUS IIPU OCYIIECTBICHHHM TIOCYJapCTBEHHOMN
perucTpaiyu B KayecTse ophaHHOTO JIEKapCTBEHHOTO IpenapaTa;

2) BKCHEepTU3Y MPEATIOKEHHBIX METOJ0B KOHTPOJISI Ka4eCTBA JIEKAPCTBEHHOI'O CPEJICTBA U KadecTBa
MPEJCTAaBICHHBIX O00pPa3loB JIEKAPCTBEHHOTO CPEACTBAa C HKCIIOJIb30BaHHEM JTHX METOJIOB (Janee -
9KCIEPTH3A KaUeCTBA JIEKAPCTBEHHOI'O CPEJICTBA);

3) oKchmepTH3y OTHOIIEHHS OXXKMJIAEMOW TONb3bl K BO3MOXHOMY pHUCKY IPUMEHEHHUS
JIEKapCTBEHHOTIO IIpeIapara;

4) sKCIepTU3y PEerucTpPalMoOHHOTO JOChe Ha JICKAPCTBEHHBIM MpemnapaTr B IENsAX ONpeIeTICHHS
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPEMApPaToB sl MEIUIIMHCKOTO TPUMEHEHHUS.
(. 4 BBeneH PenepanbHbIM 3aK0HOM 0T 27.12.2019 N 475-D3)

3. DkcnepTH3a JIEKapCTBEHHBIX INPEMapaToB Ul BETEPUHAPHOTO NMPUMEHEHHUS BKIIOYAET B ceOs
JKCIIEPTU3Yy KauecTBa JICKAPCTBEHHOI'O CPEACTBA U OKCIIEPTU3Y OTHOLICHMS OXKUIAEMOM IIOJB3BI K
BO3MOKHOMY PUCKY IIPUMEHEHHS JIEKApCTBEHHOTO IIperapara.

Ctatba 15. ®epepanbHoe rocygapCTBeHHoe OrmKeTHOe YyypexaeHue no
npoBeAeHNI0 IKCNepPTU3bl NIeKapCTBEHHbIX CPeacTB

DKcrnepTu3a JIGKapCTBEHHBIX CPEJCTB MPOBOIAUTCS (ellepalbHbIM TOCYIapCTBEHHBIM OIOKETHBIM
YUpEXKJIEHHEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (heepaIbHOr0 OpraHa MCIOJHUTEIBLHON BIIACTH,
CO3/IaHHBIM ISl OOECleYeHUs] HCIOJHEHUS IOJIHOMOYMUA 3TOT0 (erepalbHOro OpraHa IO Bblgaue
paspellieHuii Ha NPOBEACHHUE KIMHUYECKUX MCCIEAOBAHMM JIEKAPCTBEHHBIX IpenapaToB W (WIK) IO
roCylapCTBEHHOW PETUCTPALIMHU JIEKAPCTBEHHBIX NIPENapaToB (Aajiee - SKCIEPTHOE YUPEXKACHUE).

Cratba 16. OpraHusauus npoBeAeHUA IKCNEePTU3bl JIEKAPCTBEHHbLIX CPeaCcTB
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

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

1. DOxcneprusa JEKapCTBEHHBIX CpPEICTB IPOBOAUTCS KOMHMCCHEW DKCIEPTOB 3KCIEPTHOTO
YUPEXKJIEHUS, HA3HAYEHHOW €ro pyKOBOJMTENIEM, HA OCHOBAaHUU 3aJaHUSl HA IPOBEIEHHUE KCIEPTU3bI
JICKApCTBEHHOTO CPEJICTBA, BBIJAHHOTO YIIOJIHOMOYEHHBIM (ellepalbHbIM OPraHOM HCIOJIHUTEIBHOM
BJIAcTU. PyKOBOJUTENH AKCIIEPTHOTO YUPEXKIACHUSI 00eCreunBaeT HaJyIekallee MpOBEICHUE dKCIIEPTU3HI
JICKApCTBEHHBIX CPEJICTB B COOTBETCTBHHM C 33aJaHHEM, BBIJAHHBIM YIIOJHOMOYEHHBIM (perepabHbIM
OpraHOM MCIIOJIHUTEIBHON BJIACTH, U OPraHU3YET MOJArOTOBKY CBOJHOTO 3aKJIKOYEHHUS 3TOM KoMuccuu. B
COCTaB TON KOMHCCHU MO PEIICHUI0 PYKOBOJIUTENS IKCIIEPTHOTO YUPEXKJICHHSI MOTYT OBITh BKIIIOYCHBI B
Ka4ecTBE KCIIEPTOB JIMIla, HE padOTaIOMIKEe B JAHHOM SKCIIEPTHOM YUPEXACHUH, €CIIU UX CIIEIHaIbHbIE
3HaHUS HEOOXOOUMBI JJIsi TPOBENCHHS] OSKCHEPTU3bl M TaKUE BSKCIEPThl OTCYTCTBYIOT B JaHHOM
AKCIEPTHOM YUPEKICHHUH.

2. DKCHepToM IO MPOBEACHUIO SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB SBJISETCS aTTECTOBAHHBIN
pabOTHUK SKCIIEPTHOTO YUPESKICHHS, KOTOPHIH HMEET BBICIIEE MEAMLMHCKOE, (hapMaleBTHYECKOE,
OMoJIOTHYECKOE, BETEPUHAPHOE WIIM XUMHUYECKOoe 00pa30BaHME U MPOBOJUT HKCIEPTH3Y JIEKAPCTBEHHBIX
CpPEeZACTB B MOPSAKE UCIOTHEHUSI CBOMX JOJKHOCTHBIX 00SI3aHHOCTEH (J1asiee - SKCIepT).

3. HpI/I MPOBCACHHUUN OSKCHCPTU3BLI JICKAPCTBCHHLIX CPCACTB I3KCICPT HC MOKCT HAXOIUTHLCA B
KaKoH-1100 3aBHUCHMOCTH OT JiMia, Ha3HAYMBLICTO JTY I3KCICPTHU3Y, pa3pa60Ttha JICKApCTBCHHOT'O
CpCACTBA UJIN APYTUX 3aUHTCPCCOBAHHBIX B PC3YJIbTaTaX SKCICPTUIBI JIUII.

4. Tlpu npoBeNEHUHM SKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB HE JIOMyCKaeTcss HCTpeOoBaTh y
3asgBUTENS JMOO MHBIX JIMI] MaTepualibl, HEOOXOIMMbIE Uil TPOBEICHHs SKCHepTH3bl. B ciyuae
HEJIOCTATOYHOCTH IPEACTABJIICHHBIX DJKCIEPTYy MAaTE€pPUalOB U1 JAa4d 3aKIIOYEHHs DKCIEPT CTaBUT
BONPOC O TPEICTABICHUH €My HEOOXOAMMBIX MAaTepHalioB IMepel] PYKOBOJIUTENEM SKCIEPTHOIO
YUpeXAeHUs, KOTOPbI 0Opamaercs ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIIOJHOMOYECHHBIN (peepaibHbIH
OpraH HCIIOJIHUTEIIBHON BJIACTH, BBIJABIIMN 3aJaHUE HA IIPOBEICHUE HKCIIEPTU3BI JIEKAPCTBEHHOIO
cpeacTBa. YKa3aHHBIM (heaepalbHbI OpraH MCIOJHUTEIBHON BIACTH B TEUCHHE IATH pabOUYMX JHEH co
JHS TIOCTYIUIEHMS 3alpoca PyKOBOAMTEI HKCIEPTHOIO YUPEKICHUS HAIPaBISAET 3asABUTEIIO 3aIpOC O
NPEJCTaBICHUN HEOOXOAUMBIX MaTepHaioB. JlaHHBINA 3ampoc MOXKET OBITh MEpefaH YIOJIHOMOYEHHOMY
MIPEACTABUTEINIO 3asBUTEIIS JINYHO IO PACIIUCKY, HAMPABJICH 10 I0YTE 3aKa3HbIM IIMCbMOM WU NIEPENaH
B 2JICKTPOHHOH (hopMe MO TETeKOMMYHUKAIMOHHBIM KaHallaM CBs3H. B ciiyuae HampaBiieHUs JTaHHOTO
3ampoca 1o IO0YTe 3aKa3HbIM [MMCbMOM OH CUUTACTCS IOJYYEHHBIM 10 MUCTEUEHUHU LIECTH JHEU C JaThl
HaIlpaBJICHUs 3aKa3HOTO NMMCbMa.

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

4.1. 3asBuTens 00s3aH MPEACTaBUTh OTBET Ha 3alpOC YIOJIHOMOYEHHOTO (efepalbHOTO OopraHa
MCTIOJTHUTEIBHOM BJIACTH B CPOK, HE MPEBBIIAIONINI JIEBIHOCTA Pa0OYMX AHEH CO JHS €ro MOJyYCHHUS.
YTOTHOMOYEHHBIH (elepanbHblil OpraH UCIOJHUTEIBHOM BJIACTH, BBIJABIIUH 3aJjaHUE HA MPOBEACHUE
OKCTIEPTHU3bl JICKAPCTBEHHOTO CPEJACTBA, B TEUCHHE MATH pabouuMx IHEH co JHS TOCTYIUICHHS OT
3asBUTENIS OTBETA HA JAHHBIM 3alpOC HAIPABIIET TAKOM OTBET B JKCIEPTHOE yupexkieHue. B ciydae
HETPEeACTaBICHUSI M0 HMCTEYEHUH JAEBSHOCTAa pabOuyMX IHEH 3asBUTE]IEM OTBETa Ha JAaHHBIA 3ampoc
YIIOJTHOMOYEHHBIH (heiepaabHblii OpraH MCIOJIHUTEIBHOW BIACTH, BBINABIIMM 33JaHUE Ha MPOBEJICHHUE
HKCTEPTHU3bl JIEKAPCTBEHHOIO CPEJCTBA, B TEUEHUE MATH PabOYMX IHEH HampaBiseT B JKCIEPTHOE
YUpEXKICHUE YBEIOMIICHUE O HEIPEACTABICHUM 3asBUTEIEM OTBETAa HA 3allpoC YKA3aHHOIO OpraHa.
Bpemst co aHs HampaBieHHs 3ampoca SKCIEPTHOTO YUPEKICHHS B YIIOJIHOMOYEHHBIH (hemepabHbIN
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[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

OpraH MCIOJHHUTEIBHOM BJIACTH 1O JTHS MOJYYEHHUs SKCIEPTHBIM YUPEKICHHEM OTBETa Ha 3ampoc MU
YBEIOMJICHUSI O HEMNpPEJCTAaBICHUM OTBETAa Ha 3alpoC HE YYUTHIBACTCS MPH HCUUCICHUHM CpOKa
MIPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTRA.

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

4.2. Ecnu B cocTaBe PETMCTPALMOHHOIO J0ChE HA JIEKAPCTBEHHBIM Ipenapar Uisi MEIUIMHCKOTO
IIPUMEHEHHSI COAEPXKUTCS IpeaycMoTpeHHass cratbed 18, uwacteio 1.1 cratem 30 u cratheil 34
Hacrosimero @denepanbHOTO 3aKOHA KOMHUS PEIICHUS YIOJHOMOUYEHHOTO (peepalbHOTO OpraHa
WCIIOJIHUTENBHON BJIACTU O IPOBEJCHUM WHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB,
SKCIEPTY 10 OGOPMIICHHS pPE3YJIbTaTOB 3KCIEPTU3bI JIEKAPCTBEHHOTO CPEJACTBA MPEAOCTABISAETCS B
MOPSIIKE U HA YCIOBMSX, KOTOpbIE NPEIyCMOTpeHbl uacTsimMu 4 u 4.3 HacTosAlmed cTaTbu, KOMMS
3aKIIOYEHUSI O COOTBETCTBUU TPOU3BOJUTENS JICKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM  IPaBHII
Ha/IIeKalled MPOU3BOJCTBEHHOM IMPAKTUKH, BBIJAHHOTO YIOJHOMOUYEHHBIM (enepalbHbIM OpraHoM
HCIIOJIHUTENNBHOM BIIACTH.

(uactsp 4.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.3. 3asButenb 00s3aH MPEICTABUTh B YINOJHOMOYEHHBIN (enepanbHbIil OpraH WCHOJHUTEIHHOM
BJIACTU KOTIMIO 3aKJIOYEHHS O COOTBETCTBUU NPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHUSAM
[IpaBUJI HaJJIEXKAIICH NPOU3BOJACTBEHHON INPAKTUKA B CPOK, HE IMPEBBIIAIOMUNA CTa BOCBMHUACCIATH
pabounx AHEH cO IHS TMOJY4YEHHUs 3ampoca O €€ MPEOCTaBICHUH. YIIOJHOMOYEHHBIN (enepaibHbIii
OpraH HCIIOJIHUTEIIBHON BJIACTH, BBIJABIIMN 3aJaHUE HA IIPOBEICHUE DKCIEPTU3BI JIEKAPCTBEHHOIO
CpeACTBa, B TE€UCHHE IATH pabO4YMX AHEH CO IHS MOCTYIJICHHUS OT 3asBHUTENS KOMUHU 3aKIIOUYEHHUS O
COOTBETCTBUU  TMPOM3BOJMUTENS  JICKAPCTBEHHBIX CPEACTB  TpeOOBAaHUSAM MpaBWJ  HaJulexkarei
IIPOU3BOJICTBEHHOM MPAKTUKH, HANPABIIAECT €€ B DKCIEPTHOE ydpexkAcHHUE. B ciydae HempeacTaBieHUs
3asBUTEIIEM B YKa3aHHBIM CPOK KOIMM 3aKIIOYEHUS O COOTBETCTBUM IIPOM3BOJUTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHUSAM TPaBUJI HAUIekKAIIeld MPOM3BOACTBEHHONH MPAKTHKH  YHOJHOMOYEHHBIN
(benepanbHBIl OpraH WCHOJHUTEIBHOM BIACTH, BBIJABIIMK 3aJaHME Ha MPOBEICHHE SKCIEPTU3BI
JICKApCTBEHHOTO CPEICTBA, B TEUYEHUE INATH pabOYMX IHEW HAmpaBiseT B 3KCIEPTHOE YUPEKICHUE
YBEIOMJICHUE O HENPEACTABICHUM 3asABUTEIIEM KOIUU 3aKIIOYEHUS O COOTBETCTBUU IPOU3BOIUTEINS
JICKapCTBEHHBIX CPEACTB TPEOOBAaHUSAM IPaBHJ HAIJIEKAIIed MPOU3BOJCTBEHHON MpakTUKH. Bpems co
IHS HalpaBJIEHUS 3arpoca HKCIEPTHOTO YUYPEXKJAECHUS B YIOJIHOMOYCHHBIM (enepaiabHbI opraH
UCIIOJIHUTENBHOW BJIACTH [0 JHSA IIOJYYEHUS OKCIEPTHBIM YUPEXKACHUEM KOIIMU 3aKIIOYEHUS O
COOTBETCTBUMU  TPOM3BOJMTENS  JICKAPCTBEHHBIX CPEACTB TpeOOBAaHUSAM MpaBWJ  HaJulexkarei
IIPOU3BOJICTBEHHONM IIPAaKTUKU WIM YBEIOMIICHHS O €€ HENPEJCTaBICHUM HE YYUTBIBACTCSA IIpU
HCYHUCIICHUH CPOKA MPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOIO CPEACTBA.

(uactsp 4.3 BBeneHa PenepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

5. DkcnepT npH NPOBEACHUM INOPYYEHHONM €MY pPYKOBOIMUTENEM SKCIEPTHOIO YUPEXKIECHUS
HKCTIEPTHU3BI JIEKAPCTBEHHOTO CPEJICTBA 00s3aH:

1) mpoBecTH TOJHOE WCCIEAOBAHUE TMPEJCTABICHHBIX €My OOBEKTOB, MaTepuaioB, JaTh
000OCHOBaHHOE U OOBEKTUBHOE 3aKJIIOUYEHHE II0 TIIOCTABICHHBIM TIepeJ HHUM BOMpPOCaM  HIIH
MOTHUBHPOBAHHOE 3aKIIOUYEHUE O HEBO3MOKHOCTU IIPOBEIACHUS WM OKCIEPTU3bl JIEKAPCTBEHHOIO
CpEZCTBA, €CIIU MOCTABJICHHbBIE BOIIPOCHI BHIXOAAT 3a MPEAEIbl CHEIHATbHBIX 3HAHUN SKCIepTa, 00BEKTHI
HCCIEA0BAaHUN U MaTepuaibl HEIPUTOAHBI WIM HEAOCTATOYHBI Ul IIPOBEACHUS HUCCIENOBAaHUN U Ja4d
3aKIIIOYEHUsT JIMOO COBPEMEHHBIH YpOBEHb Pa3BUTHUA HAyKH HE TO3BOJISIET OTBETHTH Ha MOCTaBJICHHBIC
BOIIPOCBI;
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[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

2) He pasrjamarh CBEJIEHUS, KOTOPBIE CTaIM €My M3BECTHBI B CBSA3M C IIPOBEICHHEM 3KCIEPTU3bI
JIEKapCTBEHHOI'O CPEJCTBA, & TAK)KE CBEJIEHUS, COCTABJISIOIINE FOCYAAPCTBEHHYI0, KOMMEPUECKYIO WU
MHYIO OXpaHsAEMYIO 3aKOHOM TaliHy;

3) obecrieunTh COXpPAaHHOCTh MPEICTABIEHHBIX 0OBEKTOB UCCIIETOBAHUHA U MAaTEPHAJIOB.
6. DKCHepT He BIpaBe:

1) mpoBOAUTH 3KCIEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOpAIIEHUIO HETOCPEACTBEHHO K HEMY
OpraHu3anuii uiaM GU3NIECKUX JIHII;

2) caMOCTOSTEIILHO COOMPATh MaTepHaIbl ISl TPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPECTBA;
3) IpOBOAUTH KCIIEPTU3Y JIEKAPCTBEHHOT'O CPEJCTBA B KAUECTBE HErOCYIapCTBEHHOIO IKCIIEPTA.

7. B cnydae HEOOXOJMMOCTH SKCIEPT BIIPaBe XOJATaliCTBOBATh Iepell PYKOBOJHUTEIEM
HKCTIEPTHOTO YUPEXKJICHHUS O TPUBJICYCHUN K IPOBEICHUIO SKCIIEPTH3BI JIEKAPCTBEHHOTO CPEICTBA IPYTUX
JKCIIEPTOB.

8. Kaxplil sKcnepT, BXOJSAIIMNA B COCTaB KOMHCCHUM AKCIIEPTOB, KOTOPOUM MOPYYEHO MPOBEACHHUE
SKCHEPTU3BI JIEKAPCTBEHHOTO CPEACTBA, HE3ABUCMMO M CAMOCTOSTEIBHO NPOBOAUT HCCIEHOBAHUS,
OIICHUBAET PE3yJAbTaThl, MOJYUYEHHBIE MM JIMYHO M JIPYTMMH JKCTIEepTaMu, U (QOPMYTUPYET BHIBOJIBI
OTHOCHUTEJILHO MTOCTABJIEHHBIX BOIPOCOB B MPEAEIAX CBOMX CHEUUABHBIX 3HAHUU.

9. Pe3ynbpTaThl AKCHEPTH3Bl JIEKAPCTBEHHOTO CPEACTBA OQOPMIISIOTCS 3aKIIOYEHHEM KOMHCCHH
SKCTIEPTOB. B 3aKil0O4eHHH KOMHCCHHU OSKCIIEPTOB YKa3bIBAIOTCS IE€peueHb HCCIEIOBaHUN, 00BEM
MPOBEACHHBIX KaXKIbIM SKCIIEPTOM HCCIICIOBAHUM, YCTAHOBIIEHHBIE KaX/IbIM U3 HUX (DAKTHI U ClIeIaHHbIC
B pE€3yJIbTaTe UCCIEN0BAHUN BBIBOJIbI. DKCIEPT, MHEHUE KOTOPOr0 HE COBNAAAET C PELIEHMEM KOMHUCCHU
HKCTIEPTOB, BIIPaBE BBHIPA3UTh CBO€ MHEHHE B TUCbMEHHOU (hopMe, KOTOpOe MPUOOIIAETCs K 3aKITI0UCHUIO
KOMHCCHUU 3KCIIEPTOB.

10. DOkcnepThl, BXOJSIIME B COCTaB KOMHCCHH, TPEIyNpexaaoTcs 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOHATENbCTBOM Poccuiickon denepanuu 3a nady 3aKIIOYEHHUs, COICPIKALLErO
HE00OCHOBaHHBIE WIH (haIbCU(PUITMPOBAHHBIEC BBIBOIbBI, O YEM OHH JAIOT MOJIHUCKY.

11. Omnpenenenrie ypoBHS MpodeCCHOHATHHON MOATOTOBKH 3KCIIEPTOB M aTTECTAIlUsl UX Ha MPABO
MPOBEJICHUST SKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEIICTB OCYIIECTBISIOTCS KCIEPTHO-KBATH(PUKAITUOHHBIMHU
KOMHUCCHSIMHU B TIOPSIJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (heJiepaibHBIM OPraHOM
WCIIOJIHUTEIPHON BIACTH. YPOBEHb MPOPECCHOHATBHON MOATOTOBKH 3KCIIEPTOB MOJUICKUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHSIMH HE PEKEe YeM OJIUH Pa3 B MSATh JIET.

12. IlpaBuna mpoBEACHUS AKCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB M OCOOCHHOCTH SKCHEPTH3BI
OTIENBHBIX BHUJOB JICKAPCTBEHHBIX IpenapaToB (peepeHTHHIX JICKApCTBEHHBIX IpPENaparos,
BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IMPENapaToB, OWOJOTHYECKUX JICKAPCTBEHHBIX IPEnapaTos,
OnoaHaNoroBbIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IpernaparoB (OMOAaHAJIOroB), TOMEOMATHYECKUX
JICKapCTBEHHBIX MPEnapaToB, JEKAPCTBEHHBIX PACTUTENBHBIX MpEnapaToB, KOMOMHALMHN JIEKapCTBEHHBIX
npenaparoB), (OpMbI 3aKIIOUEHUH KOMHCCHHM 3KCIIEPTOB YCTAaHABIMBAIOTCS COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pesiepalibHbIM OPraHOM UCIIOJIHUTEIBHOM BIACTH.
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(uactp 12 B pen. @denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Kouncynsranrlntoc: npumedanue.
CM. 0COOCHHOCTH pa3pelInTENbHBIX PEXKUMOB B cepe 0OpalleHus JIeKapCTBEHHBIX MPEnapaToB s
BETEPUHAPHOTO NpuMeHeHus, yTB. [loctanoBienuem IlpasurensctBa PO ot 12.03.2022 N 353.

CtaTtba 17. NMopaya n paccMoTpeHue 3asABIIeHUA O rOCyAapCTBEHHOW perucrpauum
neKkapcTBeHHOro npenapara Ansi BeTepuHapHoro NnpMMeHeHus
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Jna rocynapcTBEHHOW pPEruMCTpaluy JIEKapCTBEHHOIO IIpernapaTta JUulsli BETEPUHAPHOTO
INPUMEHEHHsT Pa3pabdOTUYMK TaKOTO JIEKApCTBEHHOTO IMperapara MM YIOJIHOMOYEHHOE WM JIpYroe
IOPUANYECKOE JIMLO (Jajlee B HACTOALLEH CTaTbe - 3asBUTENb) IPEJICTABISIET B YINOJIHOMOYEHHBIN
(benepanbHBIl OpraH HCHOJHUTENBHOM BIIACTH, OCYLIECTBISIONIMM TOCYIAapPCTBEHHYIO PETUCTPAIUIO
JIEKapCTBEHHBIX MIPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHUS, B AIEKTPOHHON (hopMe MM Ha OyMa>KHOM
HOCHTEJIE 3asBJIEHUE O TOCYJapCTBEHHON PETUCTpAllUU JEKApCTBEHHOIO Ipernapara Jyuisi BETEpUHAPHOTO
MPUMEHEHHs], a TAKKE B TIOPSIJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (heiepaIbHbIM
OpPraHoM HCIOJHHUTEIBHOM BJIACTH, B 3JICKTPOHHOW (GopMe MM Ha OyMa)kHOM HOCHTENE HEOOXOIMMbIE
JOKYMEHTBI, M3 KOTOPBIX (DOPMHUPYETCS PETUCTPALIMOHHOE JOChe Ha JIEKApCTBEHHBINM mpenapar A
BETEPUHAPHOTO MPUMEHEHUS.

2. B 3asdBlIeHNHU O TOCYAApCTBEHHOM pErncTpalyy JIEKApCTBEHHOTO IIpenapaTa Uil BETEpUHAPHOTO
IIPUMEHEHMS] YKA3bIBAIOTCSA:

1) HauMeHOBaHUE U aJIpec 3asiBUTENS, pa3paboTyrKa ¥ MPOU3BOIUTENS JEKAPCTBEHHOTO MpenapaTa
JUIs BETEPUHAPHOIO TPUMEHEHUS M aJpPEeC MECTa OCYILECTBICHMS IPOU3BOJACTBA JIEKAPCTBEHHOTO
IpenapaTta Julsi BETEPUHAPHOTO NPHUMEHEHUs (B Clydae HaJIM4Yus HECKOJIbKMX YYaCTHUKOB IIpoliecca
MPOU3BO/ICTBA HEOOXOJMMO YKa3aTh KaXkJI0TO U3 HHX);

2) HaMMEHOBAHUE JIEKAPCTBEHHOIO Mpenapara i BETEPUHAPHOTO NPUMEHEHUs (MEXIyHapOIHOE
HENATEeHTOBAHHOE, UJIM IPYNIIMPOBOYHOE, UJIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) MEpCUCHb ,Z[CﬁCTByIOH.IHX U BCIIOMOTI'aTCJIbHBIX BCIICCTB, BXOAAIIHNX B COCTAaB JICKAPCTBCHHOI'O
npemnapara i BETCPUHAPHOTIO0 NPUMCHCHHS, C YKa3aHUCM KOJIMYCCTBA KAXKI0I'0 U3 HUX,

4) nexapcTBeHHas (opma, JTO3MPOBKA, CIOCOOBI BBEAEHUS M IMPHUMEHEHHs, CPOK TOJHOCTH
JIEKapCTBEHHOI'O MpenapaTa Jjisl BETEpUHAPHOTO IIPUMEHEHUS;

5) dapmakoTepaneBTUUeCKas Ipymnmna;

6) HeoOXOAUMOCTh NMPUMEHEHUSI YCKOPEHHOM MpOLEayphl KCIIEPTU3BI JIEKAPCTBEHHBIX CPE/ICTB B
LEJAX TOCYJapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOIO IIpernapara;

7) KON NOKyMEHTOB, NOATBEP/KIAIOIINX YIIJIaTy TOCY1apCTBEHHON MOLIINHBIL:

a) 3a NPOBEACHHME HKCIEPTHU3bl KAUECTBA JIEKAPCTBEHHOTO CPEACTBA M SKCIEPTU3bl OTHOLICHUS
0’KUJJAEMOH TOJIb3bI K BOBMOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOTO Tpernapara Jjsi BETEpUHAPHOTO
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IIPUMEHEHMS IIPU €T0 TOCYAAPCTBEHHOM pErUCTpally;
0) 3a BeIJauy PErUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO MPerapara;

8) HammuuWe corynacus, MNPEeITyCMOTPEHHOTO 4YacTbl0 7 HACTOSAIIEW CTaTbUh, €CIM C MOMEHTa
perucTpanuu pedepeHTHOro JIEKapCTBEHHOTO NpernapaTa A BETEPUHAPHOTO MPHUMEHEHHs MPOIIIIO
MCHECC 4YEM LICCTH JICT.

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

3. PerucrpaunoHHOE 10Cbe B LENSIX AKCIEPTU3BI JIEKAPCTBEHHOTO Ipernapara Jiisi BETEpHUHAPHOTO
npUMeHeHHs GOPMUPYETCS U3 CIEAYIOMNUX JOKYMEHTOB U CBEJICHHIA:
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHus o jaTe MPEAOCTABICHHS M PETUCTPAIMIOHHOM HOMEpE JIMIICH3MH Ha MPOU3BOJICTBO
JICKApCTBEHHBIX CPEJCTB, MPEIOCTABICHHONW MPOU3BOAMUTENIO PETHCTPUPYEMOTO JIEKaPCTBEHHOTO
npernapara Juisi BETEpMHApPHOTO MPUMEHEHUS, Il POCCUHCKUX MTPOU3BOIUTEICH;

(B pen. ®enepanbHbIx 3ak0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) cBeneHMA O JaTe MPEJOCTaBJICHUS M PErMCTPAlMOHHOM HOMEpE JIMIEH3UU Ha MPOU3BOCTBO
JICKApCTBEHHBIX ~ CPEICTB, MPEIOCTABICHHOW MPOU3BOAMTENIO  (PapMaleBTUYECKON  CyOCTaHIIMH,
BXO/ISILIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipernapara Julsi BETepUHAPHOTO MTPUMEHEHHUS, IS
POCCUICKHX ITPOU3BOAUTEIICH;

(B pen. @enepanbubix 3akoHOB OT 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1) xomMs NOKyMEHTa, BBIJAHHOIO YIIOJHOMOYEHHBIM OPIraHOM CTpPaHbl INPOU3BOAUTENS IS
KOKJIOM IPOU3BOJACTBEHHOM IUIOIIAAKM  PETUCTPUPYEMOIO  JICKAPCTBEHHOIO  IIpernapara s
BETCPUHAPHOTO IPUMEHEHUS U IOATBEPKIAIOLIErO COOTBETCTBUE IIPOU3BOAMTEINS JIEKAPCTBEHHOIO
npernapara TpeOOBaHHUIM MPaBUII Ha/IekKalllell POU3BOICTBEHHOM MPAKTHKH, U €0 MEePeBOJ] Ha PYCCKUI
S3bIK, 3aBEPEHHBIC B YCTAHOBJIICHHOM IIOpSAJKE, a TaKKe KONMS 3aKIIYEHUS O COOTBETCTBUU
MPOU3BOIUTEINSL JICKAPCTBEHHBIX CPEJACTB TpeOOBaHMSAM MpPaBUJ HAJUIeKAIEH MPOU3BOJACTBEHHON
MPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (hefepaibHbIM OPraHOM MCIOJIHUTEIbHOM BIACTH VI KaXKI0M
IIPOU3BOJCTBEHHON IUIOIIAJAKU PETUCTPUPYEMOIrO JIEKAPCTBEHHOIO IIpernapara s BETEPUHAPHOIO
NPUMEHEHHs, TUOO KOMUS PElICHHUS O MPOBEICHUM MHCIIEKTUPOBAHHS MPOM3BOJIUTENS JIEKAPCTBEHHBIX
CPEACTB, MPHUHATOTO YIOJIHOMOYEHHBIM (heIepaIbHBIM OPraHOM HMCIIOJHUTENBHON BIIACTH IS KaXKIOH
IIPOU3BOJCTBEHHON IUIOIIAJKU PETUCTPUPYEMOIrO JIEKAPCTBEHHOIO IIpernapara s BETEPUHAPHOIO
[IPUMEHEHHUs. YKa3aHHbIE JOKYMEHTBI IIPEACTABIISIIOTCSA B CIydae, €CiId MPOU3BOJCTBO JIEKAPCTBEHHOIO
Ipenapara ocylecTBisieTcs 3a npegenamu Poccuiickoit denepanuu;

(. 2.1 BBenen @enepanbHbiM 3aK0HOM OT 04.06.2018 N 140-D3)

2.2) xonus [JOKYMEHTAa, BBIIAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpaHbl IMPOU3BOAUTENS
(bapMareBTHUECKOM cyOcTaHIIH u MIOJITBEPIK IAOLIETO COOTBETCTBHUE IIPOU3BOIUTEIIS
(bapmareBTHUECKON CyOCTaHIIMU, BXOAAIIEH B COCTaB PErUCTPUPYEMOTO JICKApCTBEHHOTO Mpernapara Jjis
BETEPUHAPHOTO MPUMEHEHUs, TPEOOBAHUAM NPaBWII HaJUIekKaIlleld MPOU3BOJICTBEHHON MPAKTUKH, U €r0
IIEPEBOJI Ha PYCCKUH S3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSAKE, B Clydae, €CIM IPOU3BOJCTBO
(bapmareBTHUECKON CyOCTaHIIMM OCYILECTBIIAETCS 3a npenenamu Poccuiickoit deneparium;

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

3) NpOEeKT HOPMAaTUBHOIO JOKyMEHTAa Ha JIEKApCTBEHHBIM IpenapaT il BETEPHUHAPHOIO
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

MPUMCHCHUS

4) HOKYyMEHT, COJEepXalluil CIeAyIoIyl0 MHPOPMaLuo O (apMaleBTUYECKOH CyOCTaHIIMU WU
(bapMareBTHUECKIX CYOCTaHIUAX, BXOAAIIUX B COCTaB JIGKAPCTBEHHOTO IMpernapara Jjsl BEeTEPHHAPHOTO
NPUMEHEHHUS:

a) HauMEHOBaHHE (papMaleBTHUECKON CyOCTaHLMM, €€ CTPyKTypa, oOmmue CcBoicTBa (IpH
rOCYyJapCTBEHHOM  pEerucTpalii  MMMYHOOHMOJIOTMYECKMX  JICKAPCTBEHHBIX  IMpenapaToB s
BETEPUHAPHOTO TMPHUMEHEHHs TPEACTABIAIOTCS CBEIEHHUS O IITaMMeE, BKIIOYash €ro HauMEHOBAHHE,
MH(POPMAIIHIO O TPOUCXOKICHUH, €T0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE JICTIOHUPOBAHUS);

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

0) HaMMEHOBAaHUE U AJJPEC MPOU3BOIUTEIIS;

B) TCXHOJIOTHA MMPOU3BOACTBA C ONMHNCAHUCM CTa,Z[I/Iﬁ MMPpOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudax MpONU3BOACTBA,

r) uHpopManus O TpuUMeciX (He TNPEACTaBIsIeTCs TMPU TOCYJapCTBEHHON PETrUCTpaIliH
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB il BETEPUHAPHOTO IPUMEHEHU );
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) crienuduKanys Ha GpapMaleBTUYECKyI0 CyOCTaHIIMIO (HE MPECTaBIsAEeTCs IPH TOCYAapCTBEHHOM
perucTpaii UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB il BETEPHHAPHOTO MPUMEHEHUS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) ONMHUCaHUEC MCTOAUK KOHTPOJIA KaUCCTBA,

) pe3yabTaThl aHalW3a cepuil (papMaleBTUYECKON CcyOcTaHIMM (HE NPEACTaBISIIOTCA TPH
rOCYyJapCTBEHHOM  pEeruCTpalii  UMMYHOOHMOJIOTMYECKHX  JICKAPCTBEHHBIX  IMpenapaToB s
BETEPUHAPHOTO NPUMEHEHUS);

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

3) IepeUYeHb CTaHIAPTHBIX 00PA3I0B WM BEUIECTB, UCMOJIB3YEMBIX MPU OCYIIECTBICHUH KOHTPOJISI
KauyecTBa;

1) ONMCAHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOUYHBIX MaTEpUAJIOB U YKYIIOPOYHBIX CPEJICTB;

K) JaHHblE O CTa0MJIBHOCTH (HE TPEJICTABISAIOTCS TMpPH TOCYIAapCTBEHHON PpErucTpariu
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB il BETEPUHAPHOTO IIPUMEHEHU );
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

JI) CPOK TOAHOCTH, YCIOBUS XpaHEHMUS;

5) oryer O pe3ynbTarax JOKIMHUYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO MPUMEHEHUs, BKIIIOYAIOIINI OMUCAHUE METOJOB OINPEICIICHUS] OCTATOYHBIX KOJIMYECTB
NEUCTBYIOIIEro BellecTBa (IEHCTBYIOIIMX BEIIECTB), JOCTUTAIOIIETO (JOCTUTAIOIIUX) CHUCTEMHOIO
KPOBOTOKA, B MPOAYKLIHMH »WUBOTHOTO MPOUCXOXKICHUS TMOCIE MPUMEHEHHUS TaKOro JIEKAPCTBEHHOIO
CPEJICTBA, a TAKXKE TOKYMEHTaIbHOE MOITBEPKACHHUE (BAIMIALINsI) YKA3aHHBIX METO/IOB;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

6) order O pe3ynbTarax KIMHUYECKOIO MCCIENOBaHMsS JIEKapCTBEHHOIO Ipenapara Juisd
BETEPUHAPHOTO NPUMEHEHHS Yy KAKJIOTO BUJIA )KUBOTHBIX, YKa3aHHBIX B MHCTPYKLIUH 110 BETEPUHAPHOMY
IIPUMEHEHHUIO;

7) IPOEKT MHCTPYKLUHU 110 BETEPUHAPHOMY IIPUMEHEHUIO JIEKAPCTBEHHOTO Ipernapara, coepkanieit
CIICAYIOIIKE CBEICHUS:

a) HaMEHOBAHUE JIEKapCTBEHHOTO IIpenapaTa Jjisl BETEpUHAPHOTO MPUMEHEHUS (MEXKIyHApOIHOE
HENATEeHTOBAHHOE, UJIM TPYNIMUPOBOYHOE, UJIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

0) nexapcTBeHHast popMa ¢ yKa3aHWEM HAaUMEHOBAaHMN M KOJMYECTBEHHOTO COCTaBa JCHCTBYIOLINX
BELIECTB M KAUECTBEHHOTO COCTaBa BCIIOMOI'aTEIbHBIX BEILIECTB;

B) ONMCAaHNE BHEIIHETO BH/IA JIEKAPCTBEHHOTO Mpenapara A BETEpUHAPHOTO IPUMEHEHMS;

r) apmMakoTepaneBTHUECKasi rpyIa JEKapCTBEHHOIO Mpernapara Jjisi BeTepUHAPHOTO NPHUMEHEHUS
WIM YKa3aHue "TOMEONaTUYECKUI JIEKApCTBEHHBIN Ipenapat";

o)  (QapmakonuHamMMKa M (apMakOKMHETHKa (32  MCKIIOYeHHEM  (hapMaKOKWHETHKH
TOMEOIIAaTHYECKUX JIEKAPCTBEHHBIX MPENapaTOB U PACTUTENBHBIX JICKAPCTBEHHBIX MPENapaToB) WIH
ONHCaHHE UMMYHOOHOJOTMUECKIX CBOMCTB JIEKAPCTBEHHOTO Iperapara;

€) MOoKa3aHusl Il IPUMEHEHMS;
) MPOTUBOIIOKA3aHUs [yl IPUMEHEHNUS;
3) M€pbI IPEIOCTOPOKHOCTH IIPU IPUMEHEHNU;

1) yKa3aHHe BO3MOYXHOCTH U OCOOCHHOCTEW MPUMEHEHHUSI Y OEPEMEHHBIX )KUBOTHBIX, Y )KUBOTHBIX B
[IEpUOJ JIAKTALINH, Y [IOTOMCTBA )KUBOTHBIX;

K) PEeXUM JI03UPOBaHMs, COco0 BBEIACHUS W MPUMEHEHHUs, IPU HEOOXOIUMOCTH BpeMs Ipuema
JIEKapCTBEHHOTIO Ipelapara Juisi BETEPUHAPHOTO IPUMEHEHUS, IIPOIOJIKUTEIbHOCTD JICUEHUS,

.]I) BO3MO’KHEIE TTOOOYHBIE HCﬁCTBHH, HCXKCJIATCIBbHBIC PCAKIIMU IIPU IMPUMCHCHUHN JICKAPCTBCHHOI'O
npemnapara i BETCPUHAPHOI'O IPUMCHCHUA,

M) CUMITOMBI [I€PETO3UPOBKH, MEPHI 10 OKA3aHHIO IIOMOILY IIPU NIEPET03UPOBKE;
H) B3aUMOJEHUCTBHE C APYIMMHU JIEKAPCTBEHHBIMHU IIpenapaTamMy U (MIH) KOPMaAMH;
0) opMBI BBIITyCKa JIEKAPCTBEHHOTO TMpenapara Ijisi BETEPHHAPHOTO IPUMEHEHUS;

N) ykasaHue (MpH HEOOXOJAWMOCTH) OCOOEHHOCTEW AEHCTBHUS JICKApCTBEHHOTO IIperapara Juls
BETEPUHAPHOTO MPUMEHEHUS NIPU IIEPBOM IIPUEME WIIN IIPU €0 OTMEHE;

p) omucanue (Mpu HEOOXOAMMOCTH) JACHCTBUIA CHEIHATMCTa B 00JaCTH BETEPHHAPUH, BIAJETbIA
KUBOTHOTO MPHU IMPOIYCKE IpUeMa OJHOM WJIM HECKOJbKHX J03 JIEKAPCTBEHHOIO IIperapara ist
BETEPUHAPHOTO IPUMEHEHHS;

www.consultant.ru Crpanvua 37 mn3 143
HapAe)XHafa npaBoBas noaaepxxkKa


https://www.consultant.ru/
https://www.consultant.ru/

depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

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

C) CpOK TOJHOCTM W YyKa3aHHE Ha 3alpeT IPUMEHEHUS JIEKapCTBEHHOTO IIpenapara Juisd
BETEPUHAPHOTO MPUMEHEHUS 110 UCTEYEHNHU CPOKA TOJHOCTH;

T) YCJIOBMSI XPAaHEHHS;

y) yKa3aHMe Ha HEOOXOAMMOCTb XpaHEHUS JIEKapCTBEHHOIO TIpernapaTra s BETEPHHAPHOTO
IIPUMEHEHMS] B MECTAX, HEAOCTYIHBIX AJIs ACTEH;

¢) ykazanuwe (Mpu HEOOXOAMMOCTH) CIEIHUAIBHBIX MEp MPEJOCTOPOKHOCTH TMPU YHUYTONKECHUHU
HEHUCIIOJb30BAHHBIX JIEKAPCTBEHHBIX MTPENApaToOB ISl BETEPUHAPHOTO MPUMEHEHUS;

X) CPOKHM BO3MO>KHOT'O HCIIOJIb30BAaHUS MPOAYKIMU >KMBOTHOTO NMPOUCXOXKACHUS IOCIE BBEICHUS
YKUBOTHOMY JIEKAPCTBEHHOTIO IIperapara il BETCPUHAPHOTO IPUMEHEHUS,

1) YCTIOBUS OTITYCKa;

‘I) HAaMMCHOBAHUA U aApeCa IMPOU3BOACTBCHHLIX IIJIOHIAAOK IITPOU3BOAUTCIIA JICKAPCTBCHHOI'O
npemnapara i BETCPUHAPHOI'O IPUMCHCHUA,;

II) HAaUMEHOBAaHWE, aJpEeC OpraHM3allMH, YINOJHOMOYEHHOW Jep)KaTelieM WIM BIaJeNbleM
PETUCTPAIIMIOHHOTO  YIOCTOBEPEHHUsI JICKQpCTBEHHOTrO Iperapara Ha MPUHIATHE MPEeTeH3Ud OT
OTpeOUTENS;

8) MPOEKThI MAKETOB MEPBHUYHON YIAKOBKU M BTOPUYHOH YITAKOBKH JICKApPCTBEHHOTO Mpernapara Jyis
BETEPUHAPHOTO PUMEHEHMS;

9) crnenyromue cCBeIEHHs O JIEKAPCTBEHHOM TIpenapaTte /Ui BETepUHAPHOTO IPUMEHEHHUS:
a) OTMCaHUE U COCTAB JICKAPCTBEHHOTO MpernapaTa sl BETepUHAPHOTO IPUMEHEHUS;
0) onucanue (papMareBTHUECKON pa3pabOTKy;

B) OMUCAHUC IMPOoLECCCa MPOU3BOACTBA U €TO KOHTPOJIA, IOAIIMCAHHOC B NIOPAAKEC, YCTAHOBJICHHOM B
COOTBETCTBHUH C YacCThiO 1 HACTOSIIECH CTATHU,
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I') ONHCAaHWE KOHTPOJS KPUTUUYECKUX CTaJui IMPOU3BOACTBA M IPOMEKYTOUYHOM IMPOAYKIIHH,
MNOANNCAaHHOC B MOPAAKE, YCTAHOBJIICHHOM B COOTBECTCTBHUU C YACTHIO 1 HaCTOHH_Ieﬁ CTaThH,
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HAaUMEHOBAaHUS W ajpeca pa3pabOTUMKa, JAep)KaTellss WM BIAJeNblla PErUCTPAllMOHHOTO
YIIOCTOBEPEHHUsI  JIEKAPCTBEHHOTO  TpenapaTa, IMPOU3BOACTBEHHBIX  IUIOMIAJ0K  MPOU3BOAUTEIS
JICKApCTBEHHOTO Tperapara Jjisi BETEpUHAPHOTO MPUMEHEHHUS C YKa3aHUEM CTaJUl TEXHOJIOTUYECKOTO
mporecca, OCYIIECTBIISIEMBIX Ha IPOM3BOJACTBEHHBIX IUIOMIAAKAX MPOU3BOAUTEINS JIEKAPCTBEHHOTO
npernapara Juisi BETEpUHApHOTO MPUMEHEHUS;

(B pen. ®enepanbHbIX 3aKk0HOB 0T 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)
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e) papmareBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOIOTUYECKHE XapaKTePUCTHUKH;

3) MaTepHalbHBIN OalaHC IS TPOU3BOJICTBA CEPUH TOTOBOTO MPOAYKTA;

1) OTNIMCaHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPUATIOB U YKYIIOPOUHBIX CPECTB;
K) IOKyMEHTaJIbHOE MOJITBEPKACHHE (BAJIUIAIMA) TPOLIECCOB U (MJIM) UX OIIEHKA;

) TpeOOBaHUS K KadyecTBY BCIIOMOTATENbHBIX BemecTB (ceprudukar, crnenuduxanms Ha
BCIIOMOTAaTENBbHEIE BEIIECTBA U X 0O0CHOBAHHUE);

M) AHAIIUTUYCCKUC MCTOAUKH, HUCIOJB3YCMBIC TIIPHU OCYIICCTBJIICHHU KOHTPOJIA Ka4YCCTBa
BCIIOMOTI'aTCJIbHBIX BCUICCTB,

H) JOKYMEHTAJIbHOE MOATBEPKJACHUE (BaluJalus) aHATUTHYECKUX METOJUK, MCIOJIb3YEeMBIX MPHU
OCYILECTBJIEHUH KOHTPOJISI KAUE€CTBA BCIIOMOTATENbHBIX BEIECTB;

O) HH(bOpMaHHH 00 HCIOJIB30BAHMH BCIIOMOTATCIbHBIX BCIICCTB YCIOBCYCCKOT'O M XHWBOTHOI'O
MMPOUCXOKIACHUS;

1) yrpatuia cuny. - @enepanpHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeOOBaHMS K KauecTBY JIEKAPCTBEHHOTO TMpemapara [Uisi BETEPUHAPHOTO TNPHUMEHEHUS
(ceprudukar, cienupuKays Ha JeKapCTBEHHBIN NpenapaT U uX 000CHOBaHHE);

C) AQHAJIUTUYECKUE METOJIMKH, MCIOJIb3yeMble TIPU OCYLIECTBIEHMHM KOHTPOJISI KadecTBa
JIEKapCTBEHHOI'O MIpenapaTa Jjisl BETEpUHAPHOTO IIPUMEHEHUS;

T) AOKYMCHTAJIbHOC TOATBCPKICHUC (BaJ'II/I,Z[aI_[I/IH) AHAIIUTUYCCKUX MCTOJUK, HUCIOJIb3YCMbIX IIPU
OCYIICCTBJIICHUU KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOI'O MIpCIiapaTta AJid BETCPUHAPHOTI'O IPUMCHCHUS

y) JOKYMEHT, MOIATBEPKIAIOIIMNA KayecTBO JIEKAPCTBEHHOI'O IIpernapara TPeX NPOMBIIIEHHBIX
cepuil (MMPOTOKOJ aHAIM3A WK CEPTUDHUKAT aHAIM3a), OJJHA CEPUs KOTOPOTO JOJDKHA COBMAIATh C cepueit
o0pa3ia JeKapCcTBEHHOTO Mpernapara, MoAaHHOTO Ha PErUCTPaIHIo;

¢) xapakTepucTUKa MpuMecei;

X) TepedeHb CTaHJApTHBIX 00pa3loB, HMCIOJB3YEMbIX HMpPU OCYIIECTBICHHM KOHTPOJS KauecTBa
JIEKapCTBEHHOI'O MIpenapaTa Jjisl BETEpUHAPHOTO IIPUMEHEHUS;

I1) JaHHBIE O CTAOMIILHOCTH JICKAPCTBEHHOTO Mpenapara Jjisi BETepUHAPHOTO IPUMEHEHUS;

10) xomust NOKYMEHTa, COJAEpIKaIlero HH(POpPMAIUI0 O HAJMYUM WIM 00 OTCYTCTBUU (DaKTOB
pEruCTpaIiy JIGKAPCTBEHHOT'O Iperapara il BETEpUHAPHOTO NMPUMEHEHHUs 3a npenenamu Poccuiickoii
denepauuu;

11) cornacue B mucbMeHHOH (opme, MPeayCMOTPEHHOE YacThiO0 7 HACTOSIIECH CTaThH, B Clydae
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pEerucTpaIyy BOCIPOU3BEICHHOTO JIEKAPCTBEHHOTO Mpernapara;
(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

12) xomMsi JOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM HOpSAJKE U
MOATBEPXKAIOLIETO TPABOMOYHOCTh 3asBJICHUS O TOCYJAapCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO
npenapara Jiisl BETEpUHApHOI0 NPUMEHEHHUS (JOBEPEHHOCTD);

Kouncynsranrlntoc: npumedanue.

Jlo 31.12.2022 poccuiickuM IPOU3BOJUTENSM Pa3pelIeHO HE IPEACTABIATH CBEIECHUS B COOTBETCTBUU
c m 13 u 3 cr. 17 npu perucrpauvd MMMYHOOHMOJOTMYECKHX JIEKAPCTBEHHBIX IPENapaTroB
(ITocranosnenue IIpaBurensctBa PO ot 12.03.2022 N 353).

13) cBemeHuss O TOCYJapCTBEHHOM pPETUCTPAllMM  T'€HHO-MHKEHEPHO-MOIU(PHUIIMPOBAHHBIX
OpPraHu3MOB, NPEIHA3HAYCHHBIX [UIA BBIIYCKA B OKPYXAWOIyI0 cpeay (IpH TOCyIapCTBEHHOM
pPETUCTpAIlK  JIEKAPCTBEHHBIX TMPENapaToB Uil BETEPUHAPHOTO MPUMEHEHMS, IOJIy4EHHBIX C
NPUMEHEHHEM T'E€HHO-MHXEHEPHO-MOJU(PUIMPOBAHHBIX  OPraHM3MOB WM  COJACPXKALIMX  TaKue
OpraHHU3MBl).

(n. 13 BBenien @enepanbHbiM 3ak0HOM OT 02.08.2019 N 297-D3)

4. Tlpym mnpoBeNEHHWH YCKOPEHHOM TMpOIEenyphl SKCIEPTU3bl JIEKApCTBEHHOTO IMperapara s
BETEPUHAPHOTO MPUMEHEHHS B LIEJISIX €ro TOCYAapCTBEHHOM PEerucTpaluyd BMECTO OTYeTa pa3paboTyrka
0 pe3ylbTaTax JOKIMHUYECKOTO MCCIEOBAHUS JIGKAPCTBEHHOTO CpPEICTBAa Uil BETEPHHAPHOTO
IPUMEHEHHs] MOKET OBITh TpeACTaBiIeH 0030p HAay4HBIX pabOT O pe3ylbTaTax JOKIMHUYECKOTO
UCCIIEIOBaHUST PePEepPEeHTHOTO JICKAPCTBEHHOTO Iperapara JUlsi BETEPUHAPHOTO MPUMEHEHHs], a BMECTO
OoTYeTa O pe3ysbTaTaxX KIMHHUYECKOTO HMCCIENOBaHMS JIEKAPCTBEHHOIO Iperapara Uil BETEPHHAPHOTO
OPUMEHEHHsI OT4EeT O pe3ylbTaTaX HCCIEIOBAaHUN  OMOPKBHUBAJIEHTHOCTH  BOCIPOM3BEICHHOIO
JICKapCTBEHHOTO TpenapaTa Jyis BeTepUHAPHOTO IPUMEHEHUSI.

(uactp 4 B pen. @enepanbHoro 3akoHa oT 02.08.2019 N 297-D3)

5. Ha skcniepTusy pa3nuyuHbIX JIEKAPCTBEHHBIX ()OPM OJTHOTO U TOTO )K€ JICKApCTBEHHOTO TpenapaTa
JUIsl BETEPUHAPHOTO NPUMEHEHUS 3asBUTEIb IPEACTABISACT OTIAECIbHBIC 3asBICHUSA U PETUCTPALMOHHBIC
J0Che Ha KaX]IyIo JiekapcTBeHHYIO (opmy. IIpu ycinoBuu 0 THOBpEMEHHOM 1M01a4M Ha SKCIEPTU3Y OJHOU
JIEKapCTBEHHOH ()OPMBI C PA3IMUHBIMU JO3UPOBKOM, KOHIIEHTpAIHeld, 00beMOM 3asBUTENb MPECTABISIET
OJIHO 3asIBJICHUE U PETUCTPALMOHHOE IOCHE C IMPUIIOKEHUEM MAKETOB IIEPBUYHOM YITAKOBKU U BTOPUYHOMU
ynakoBku. Ha MakeTax nmepBUYHON YNaKOBKHM UM BTOPUYHOM YIIaKOBKHM YKa3bIBAIOTCS BCE MPOU3BOIUMBIE
JO3UPOBKH, KOHIEHTpAIMU, OOBEMBI U KOJMYECTBO 703 B YNAKOBKE JICKAPCTBEHHOIO Iperapara JJis
BETEPUHAPHOTO ITPUMEHEHUS.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B ciyuae HempencTaBieHUs C 3asBJICHUEM O TOCYJapCTBEHHOW PETHUCTpaluu JIEKAPCTBEHHOTO
npenapara JAjsi BETepUHAPHOTO MPUMEHEHUsI JOKYMEHTOB, IMOATBEPKAAIOIINX YIUIATy TOCYAAPCTBEHHOM
MOIUIMHBI U YKA3aHHBIX B IMYHKTE 7 4acTU 2 HACTOSIICH CTaThbU, CBEICHUU O JMIICH3USIX, YKa3aHHBIX B
nyHkrax | w 2 w4actu 3 Hacrosmled CTaThbd, a TakkKe BbIJIAaBAEMbIX (TIPEIOCTABIISIEMBIX)
YIOJHOMOYEHHBIMU (peliepaTbHBIMH OpPraHAMU HCIIOJTHUTEIBHONW BJIACTH JOKYMEHTOB (CBEICHMIA),
yKa3aHHBIX B TyHKTe 2.1 wyactu 3 HacTosmed cTaTbH, YIMOJHOMOYEHHBIH (enepaibHblii Oopra
WCIIOJHUTENBHOM  BJIACTHM  3alpallMBaeT  yKa3aHHbIE  JOKYMEHTHl  (CBEIEHHUs) B  TMOpSIKE
MEXBEJJOMCTBEHHOTO HH(POPMAITHOHHOTO B3aUMOICHCTBUSI.
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(dactp 6 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

7. He nomyckaercsi HCIOJIb30BaHHE B KOMMEPYECKUX IENAX HHPOpPMALUU O pe3yibTaTax
JNOKIMHUYECKUX UCCIIECNOBAHUN JIEKAPCTBEHHBIX CPEACTB M KIIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX
[IpenaparoB i BETCPUHAPHOIO IPUMEHEHHUs, IPEACTABICHHOM 3asBUTENIEM Ul TOCYAAPCTBEHHOMU
perucTpany JIEKapCTBEHHBIX MpenapaToB, 0Oe3 ero corjacus B TEYEHHE MIECTH JIET C JIaThl
rOCyJapCTBEHHOM perucTpanuu peepeHTHOro JeKapCTBEHHOTo npenapara B Poccuiickoii deneparui.

8. Jlepkarenb win BiaJeliel] peruCTPallMOHHOTO YAOCTOBEPEHMSI JIEKAPCTBEHHOTO IIpenapara Ajs
BETEPUHAPHOTO NMPHUMEHEHUS MPEICTABIISAET B YIOJHOMOUYEHHBIN (eepaabHbIii OpraH MCIOJIHUTEIbHON
BJIACTU OTYET MO pe3yabTaraM (apMakoHaI30pa OJUH pa3 B IIECTh MECALEB B TEUCHUE JBYX JIET MOCIE
rOCYAApCTBEHHOM PETHCTpALMU JIEKAPCTBEHHOIO mpenapara B Pocculickoit denepanuu, 3aTeM €xKErogHo
B TEUEHHUE MTOCJICAYIOLUX TPEX JIET U B NaJbHEUIIEM OJIUH pa3 B TPU roJa.

(uactp 8 BBeneHa PenepanbHbIM 3ak0HOM OT 02.08.2019 N 297-D3)

CtaTtba 18. NMopaya n paccMoTpeHue 3asABIeHUS O rOCyAapCTBEHHOW perucrpauum
neKkapcTBeHHOro npenapara Ansi MeAULMHCKOro npMMeHeHus
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. 1 rocymapCTBEHHOM perucrpanuy JIEKApCTBEHHOIO Ipenapara Uil MEIUIMHCKOIO
NPUMEHEHHs IOPUIMYECKOe JIMI0, JEHCTBYIOIIEE B COOCTBEHHBIX MHTEpEcax WM YIOJIHOMOYEHHOE
IIPEJICTABIATh MHTEPECH! JIPYroro IOpPUAMYECKOTo JIMIa M 3asABJIAIONIEE JIEKAPCTBEHHBIN Npenapar Ha
rOCyIJapCTBEHHYIO pETHCTpalMio (Jajee B HACTOSIIEM cTaThbe - 3asBUTENb), IPEICTABISIET B
YIIOJIHOMOYEHHBIN (heiepaabHbIi OpraH UCTIOTHUTENILHONW BJIACTH, OCYIIECTBISIONINNA TOCYIapCTBEHHYIO
PETUCTPALHIO JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO TPUMEHEHHUS, B JJIEKTPOHHOHN (hopme 1 Ha
OyMa)KHOM HOCHUTEJIe 3asBJICHHE O TOCYAapCTBEHHOM pPErMcTpaluy JIEKApCTBEHHOTO Ipenapara s
MEIUIUHCKOTO MPUMEHEHHS, a TaKXKe B MOpPsJAKE, YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (heaepaabHbIM
OpraHoM HCIIOJIHUTEIbHON BJACTH, B AJIEKTPOHHOW (opMe M Ha OyMaKHOM HOCHUTEJE HEOOXOIMMbIE
JOKYMEHTBI, M3 KOTOPBIX (DOPMHUPYETCS PETUCTPAlMOHHOE JOChe Ha JICKApCTBEHHBIM mpenapar ajs
MEIULIMHCKOTO MPUMEHEHMUSL.

(dactp 1 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

2. B 3asgBieHUM 0 roCyJapCTBEHHOM perucrpanuu JeKapCcTBEHHOIO Ipernapara Uisi MEIULUHCKOTO
IIPUMEHEHHUS YKa3bIBAIOTCS:

1) HauMeHOBaHuWE, aApec 3asBUTENS M IPOU3BOAMUTENS JIEKAPCTBEHHOIO IIpenapara Juis
MEIUIMHCKOTO TPUMEHEHUs, CBEACHUS 00 MX PETrMCTpalli B KayeCTBE HAJOTOIUIATENbIINKA B CTpaHE
peructpanuu (A1 pOCCUHCKUX IOPUIMYECKUX JUI - UACHTU()UKATMOHHBIA HOMEpP HAJIOTOIUIATeNbIINKA
(MHH), nns mHOCTpaHHBIX IOPUIANYECKUX JIUL - CTPAHA PErUCTPAllUi, HAMMEHOBAHNUE PETUCTPUPYIOILETO
OpraHa, perucTpalMOHHBIM HOMEp, KOJ HaJOroIUIaTeIbIIMKa B CTpaHE PErucTpaluuu (MHKOPIOPAIUH)
WIM €r0 aHaJlor) U aJpec MECTa OCYILECTBIEHUS MPOU3BOJACTBA JIEKAPCTBEHHOIO Ipenapara (B ciaydae
HQINYMS HECKOJIbKMX YYaCTHHMKOB IIpoIlecca €ro IMpOU3BOJACTBA HEOOXOJMMO yKa3aTh KaXKIOro
y4acCTHUKA B COOTBETCTBUU C OCYLIECTBIISIEMON CTaZuel MPOU3BOJICTBA);

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

2) HaUMEHOBAaHME JIEKAPCTBEHHOTO MperapaTta sl MEIUIMHCKOTrO MPUMEHEHHUs (MEeXIyHapoIHOe
HEMAaTeHTOBAHHOE, WK IPYNIIUPOBOYHOE, UM XUMUUYECKOE U TOProBO€ HAMMEHOBAHUS);
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3) MEpCUCHb ,Z[CﬁCTByIOH.[HX U BCIIOMOTI'aTCJIbHBIX BCIICCTB, BXOAAIIHNX B COCTAaB JICKAPCTBCHHOI'O
npemnapara it MCAULUHCKOTO ITPUMCHCHU S, C YKa3aHUCM KOJIMYCCTBA KAXKAOTO U3 HUX;

4) nexapcTBeHHas (opma, TO3MPOBKA, CIIOCOOBI BBEAEHUS M IMPHUMEHEHHs, CPOK TOJHOCTH
JIEKapCTBEHHOI'O MpenapaTa s MEAULUHCKOTO IIPUMEHEHUS;

5) apmakoTepaneBTUYECKas TPYIIA, KOJ aHATOMO-TEPaNeBTHUYECKO-XUMUYECKON Kiaccu(uKaIu,
PEKOMEHIOBAHHOW BceMHpHOM oOpraHusanued 34paBOOXPAHCHMS, 3asABISEMbIC IIOKa3aHUS I
IIPUMEHEHHS JIEKAPCTBEHHOTO Mperapara Al MEIULIUHCKOTO IIPUMEHEHUS;

6) oTcyrcTBHE HEOOXOIMMOCTHM TPENOCTAaBICHUS OTYeTa O pe3yiabTarax KIMHUYECKOTO
HCCIICIOBAHUS, HCCIICIOBAaHUSI OMO3KBHBAJICHTHOCTH JIEKAPCTBEHHOTO IIperapara, pa3perieHHOro st
MeAUIMHCKOTO puMeHeHus B Poccuiickoit denepanuu 6oee ABaIaTH JIET, C yKa3aHMEM HOPMATHBHBIX
IIPaBOBBIX AKTOB, IIOATBEP)KAAIOLIUX JaHHBIA CPOK IPUMEHEHNUS;

7) HEOOXO0MMMOCTh OGOpPMIICHHS pa3pelicHus Ha BBO3 B Poccuiickyro denepanuio KOHKPETHOM
MapTUM  3apeTUCTPUPOBAHHBIX W (WIM)  HE3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
MpeIHA3HAYEHHBIX JUIS TMPOBEICHUS JKCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB B IEISIX TOCYIApCTBEHHOM
perucrparmm;

8) HeoO0XOIMMOCTh TPOBENCHUS 3KCIEPTU3bl JOKYMEHTOB, MPEACTABICHHBIX IS OMpEAeTICHUS
BO3MOKHOCTU pacCMaTpUBaTh JICKAPCTBEHHBIM IIpenapar Uil MEJULUHCKOIO IPUMEHEHUS IIpU
OCYIIECTBICHUH rOCYJapCTBEHHON PErucTpaliy B KadyecTBe op(haHHOTO JIEKAPCTBEHHOTO TIpenapaTta;

9) HeoOXOAUMOCTh NMPUMEHEHUS] YCKOPEHHOM MpOLEayphl KCIIEPTU3BI JIEKAPCTBEHHBIX CPE/ICTB B
LEJAX TOCYJapCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOIO MIpernapara;

10) xonuu TOKyMEHTOB, MOATBEPKAAIOIINX YIUIATY TOCY1aPCTBEHHON MOLIIMHBIL:

a) 3a MPOBEAECHUE DKCIEPTU3bl JTOKYMEHTOB, IPEJCTABICHHBIX AJIS ONPEICICHUS BO3MOKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar s MEIUIMHCKOIO IPHUMEHEHHUs IIpU OCYIIECTBIECHUU
roCyJapCTBEHHOM perucTpanuy B KadecTBe op(haHHOTO JIEKAPCTBEHHOT'O IpenapaTa;

0) 3a MpoBEICHHE HKCIEPTHU3bl KAauecTBa JICKAPCTBEHHOTO CPEACTBA M IKCHEPTH3bl OTHOIICHHS
0>KMJIa€MOH I0JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUs JICKAPCTBEHHOIO IIpenapara, pa3peleHHoro s
MeauIMHCKOro npuMmeHeHus B Poccuiickoit denepauuu Oosiee ABagIaTH JIET, MPH OCYIIECTBICHUU
rOCYJApCTBEHHOM PETrUCTPALUU JIEKAPCTBEHHOTO IpeIapara;

B) 3a IIPOBEJIEHUE 3KCIIEPTU3bl KAauyeCTBA JIEKAPCTBEHHOI'O CPEJICTBA M 3KCIEPTU3bl OTHOLIEHUS
0>KMJIa€MOM II0JIb3bl K BO3MOXKHOMY PUCKY IIPUMEHEHHUs JICKAPCTBEHHOTI'O IIperapara s MEAULUHCKOIO
IIPUMEHEHHUS [IPU €r0 FOCYAAPCTBEHHON PEruCTpaluy;

I') 3a NPOBEAECHUE HIKCIEPTHU3bl KAyeCTBAa JIEKAPCTBEHHOTO CPEACTBA U HKCHEPTHU3BI OTHOLICHUS
0>KMJIa€MOM II0JIb3bl K BO3MOXKHOMY PUCKY IIPUMEHEHHUs JICKAPCTBEHHOTI'O IIperapara s MEAULUHCKOIO
IIPUMEHEHHUs], B OTHOIICHUH KOTOPOrO IPOBEACHBI MEXKIYHAPOIHBIE MHOIOLICHTPOBBIC KIMHHYECKHE
UCCIEA0BaHUs, 4YacTh M3 KOTOpbIX IpoBeneHa B Poccuiickont ®enepanuu, INpu OCYLIECTBICHUU
rOCYJAApCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOTO IpeIapara;
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11) nanmuuue cornacus MPOU3BOJIUTENS JIEKAPCTBEHHOTO Ipemnapara, MpPOU3BOJACTBO KOTOPOTO
ocymiecTBisiercss 3a npenenamu  Poccuiickonn  ®enepauuu, Ha INPOBEACHUE HMHCIEKTUPOBAHUS
MIPOU3BOIUTEIIS HA COOTBETCTBUE TPEOOBAHUAM IIPABUII HAJIEKAIEH TPOU3BOJICTBEHHOM MTPAKTHUKH;

12) nannuue cornacusi, NpeAyCMOTPEHHOIO YacThiO 18 HacTosIIeN CTaThy;

13) ykazanue Bua JIEKapCTBEHHOTO Iperapara, IpeACTaBIeHHOTO Ha PETUCTPAIHIo (pedepeHTHBIH
JICKapCTBEHHBIH  Tperapar, BOCIPOM3BEJCHHBIM  JIGKAPCTBEHHBIM  Ipemapar,  OHOJOTMYECKHMA
JIEKapCTBEHHBIN MpernapaTr, OMOaHATOTOBBIN (OMOTIOMOOHBIN) NEeKapCTBEHHBINH MpemapaT (OuoaHasor),
rOMEONaTUYECKUH JIEKapCTBEHHBIH Npenapar, JIEKapCTBEHHBIN PaCTUTEIbHBIN Ipenapar).

(vactsp 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. PerucrpanmoHHoe [0Che Ha JIEKAPCTBEHHBIM Mpemapar s MEAUIUHCKOTO IMPUMEHEHHS
npenocTaBisercs B popme oOIIero TeXHMUECKOTo JOKYMEHTA.
(vactp 3 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Paznien JOKyMEHTAIlMM aIMUHUCTPATUBHOTO XapaKTepa BKIIOYaeT B ceOsl:

1) 3asBIEHHE O TOCYAAPCTBEHHOM PErucTpaluy JIEKAPCTBEHHOIO Iperapara Ui MEAMLIUHCKOTO
MPUMEHEHHS B DJIEKTPOHHOH (opMe U Ha OyMakHOM HOCHUTEIIE;

2) KONHI0O JOKYMEHTa Ha pPYCCKOM S3bIKE, 3aBEPEHHOIO B YCTAHOBJIECHHOM IOpSAKE U
MOATBEPXKAIOLIETO TIPABOMOYHOCTD 3asiBUTEINS I0/1aBATh 3asBJIEHUE O TOCYJApCTBEHHOM pErucTpanuu
JIEKapCTBEHHOTI'O IIpenapaTa Jjisl MEIULIMHCKOTO PUMEHEHUS (JIOBEPEHHOCTb );

3) cBeneHus o Aare NMPEAOCTaBIECHHUS] M PETMCTPALMOHHOM HOMEpE JIMIIEH3UU Ha IIPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEICHHUS O Jare IPeJOCTAaBICHUS U PEruCTPALlMOHHOM HOMEpE
3aKIIOYEHUST O COOTBETCTBUU TPOU3BOJUTENS JICKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM  IMPaBHII
HaJJIeXKalled IPOU3BOACTBEHHOM IPAKTUKM, BBIJAHHBIX (IPEIOCTABIEHHBIX) YIOJIHOMOYEHHBIM
denepandbHBIM OPraHOM HCHOJHUTENBHOM BJIACTH B OTHOIICHWH IPOU3BOJACTBEHHON IUIOINAAKH
PEruCTpUpPYEMOro JIEKapCTBEHHOI'O IIpenapara, B Cllydae, €CId IIPOU3BOJICTBO JIEKAPCTBEHHOIO
npenapara ocyuecrsisiercs B Poccuiickoit denepanuu;

(B pen. ®enepanbHbIX 3ak0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

4) KOnMIO MPENOCTaBICHHON YINOJHOMOYEHHBIM OPraHOM CTpPaHbl IPOM3BOJMUTENS JIMLEH3UHM Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapaTa M €€ IepeBOJ Ha PYCCKUM S3bIK, 3aBEPEHHBIE B
YCTaHOBJIEHHOM TMOPSAKE, @ TAKKE KOIHIO 3aKJIIOYEHHS] O COOTBETCTBUU MTPOU3BOIUTEINS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHMAM  MpPaBWJ  HAAJEKAIIEH  MPOU3BOJCTBEHHONM  NPAKTHUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (e/IepajbHbBIM OPraHOM HCIIOJIHUTENBHONW BJIACTH B OTHOLIECHUH MPOU3BOJCTBEHHOM
IUIOUIAIKM  PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpernapara, WIM KOIHMIO PELICHHs YIOJHOMOYEHHOTO
(beneparbHOrO OpraHa HUCIHOJHUTENBHOW BJIACTH O TPOBEICHUHM HWHCIEKTUPOBAHHS MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB, B CIy4ae, €CIIM IPOU3BOACTBO JIEKAPCTBEHHOTO IpenapaTa OCYIIECTBISAETCS 3a
npeaenamu Poccuiickon denepanuu;

(B pen. ®enepanbHbix 3ak0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

5) NPOEKT MHCTPYKIMH IO MEAULIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOT'O MIpenapaTa, CoieprKaliei
CIICAYIOILKE CBEICHUS:
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

a) HAUMEHOBAaHUE JIEKAPCTBEHHOIO IIpemapara (MEXIyHapOJHOE HENAaTEHTOBAHHOE, WIH
IPYNIMPOBOYHOE, UM XMMUYECKOE U TOPrOBOE HAMMEHOBAHUS);

0) nexapcTBeHHast popMa C yKa3aHHEM HAaUMEHOBAaHMN M KOJMYECTBEHHOTO COCTaBa JCHCTBYIOLINX
BEIIECTB M KaUeCTBEHHOT'O COCTAaBa BCIIOMOTATENIBHBIX BEUIECTB (IIPH HEOOXOIUMOCTH KOJINYECTBEHHOTO
COCTaBa BCIIOMOTaTENIbHBIX BEIIECTB);

B) ONMCAHNE BHEIIHETO BU/IA JIEKAPCTBEHHOTO Mpenapara A1 MEAUIIMHCKOIO IPUMEHEHNS;
r) pU3MKO-XMMHUYECKHE CBOMCTBA (17151 paanodapManeBTUIECKUX JICKapCTBEHHBIX MTPENaparToB);

1) (apMakoTepaneBTUUYEeCKass TpyIa, KOJ JEKapCTBEHHOrO Ipernapara s MEJUIIMHCKOTO
MPUMEHEHHS [0 aHATOMO-TEPaNleBTUYECKO-XUMUYECKOH Kilaccu(puKanuu, pekoMeHJ0BaHHON BeemupHoi
OpraHu3anueil 3ApaBoOOXpaHeHus, WIN yKa3aHUE "TOMEONaTHYECKUM JIEKapCTBEHHbIN npenapar';

e) (¢apmakoguHamMMKa M (apMakOKMHETHKa (32  HCKIIOUYeHHEM  (hapMaKOKMHETHKH
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTENILHBIX JIEKAPCTBEHHBIX MTPETIapaToB);

) TTOKa3aHMsl ISl IPUMEHEHUS;
3) NIPOTUBOIIOKA3aHUS /ISl IPUMEHEHUS;
1) MEPBI PEAOCTOPOKHOCTH ITPU IPUMEHEHNH;

K) YKa3zaHHE€ BO3MOXXHOCTH M OCOOCHHOCTEH NpUMEHEHMs JIEKapCTBEHHOIO IIpernapara Juls
MEIULUHCKOTO TMPUMEHEHHsI OCpEeMEHHBIMHM JKCHIIMHAMH, SKEHIIMHAMH B TMEPUOJ] TPYIHOTO
BCKapMJIMBAHUS, IETbMHU, B3POCIIBIMU, IMEIOITMMH XPOHUYECKHUE 3a00JICBaHNUS;

J) peXHUM JI03MPOBaHMUsS, CHOCOOBI BBEACHUS M NMPUMEHEHMS, IPU HEOOXOIMMOCTH BpeMs Impuema
JICKApCTBCHHOT'O mpfcrapara JisI MCAULMUHCKOTO MPUMCHCHUSA, NPOAOJIKUTCIBHOCTL JICUHCHHSA, B TOM
YUCJe y IETEN A0 U MOCIIE OJTHOTO roJa;

M) BO3MOXHBIE HEXEJAaTelbHbIE pEaKLUUU IPU NPUMEHEHHMU JIEKapCTBEHHOIO Ipenapara Juis
MEIULUHCKOTO IPUMEHEHUS;

H) CUMIITOMBI [1I€PENO3UPOBKH, MEPHI IO OKA3aHUIO IIOMOILHU IIPU NEPET03UPOBKE;
0) B3aMMOJIEICTBHUE C JPYTUMHU JIEKAPCTBEHHBIMU IIpenapaTaMu U (UJIM) MUIIEBBIMU [TPOIYKTaMU;
1) GOpPMBI BBIITYCKA JIEKAPCTBEHHOTO Iperapara;

p) ykazaHue (Impu HEOOXOAWMOCTH) OCOOEHHOCTEH IeWCTBUS JIEKapCTBEHHOIO Ipernapara st
MEIULUHCKOTO MPUMEHEHHSI TP IEPBOM MIPHEME HIIU TIPH €T0 OTMEHE;

) onucanue (Ipu He0OX0AMMOCTH) eiicTBUi Bpaya ((enpamepa) u (MiaK) NalMeHTa MpH MpoIycKe
IpreMa OJHON WM HECKOJIBKUX J103 JIEKAPCTBEHHOTO MTpenapaTa sl MEAULMHCKOTO IIPUMEHEHUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O IIplrapara A MCIUIHUHCKOIO IMPUMCHCHHA Ha
CIIOCOOHOCTH YIIPaBJIATH TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMU
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

y) CpOK TOJHOCTM M YKa3aHME Ha 3ampeT NIPUMEHEHHUs JIEKapCTBEHHOIO IIpernapara Juls
MEJUIIMHCKOTO MPUMEHEHUS 110 UICTEUEHUH CPOKA F'OJHOCTH;

&) ycnoBus XpaHEHHS;

X) yKa3aHME€ Ha HEOOXOJUMOCTh XpPaHEHHs JICKapCTBEHHOTO INpenapara JUlsi MEJUIIMHCKOTO
IIPUMEHEHHUS B MECTaX, HEJOCTYIIHBIX JUIS ICTEH;

1) yka3zaHue (Ipu HEOOXOJAWMOCTH) CIEHUAIBHBIX MEp IMPEeIOCTOPOKHOCTU TPU YHHUTOKEHUH
HEHUCII0JIb30BAHHBIX JIEKAPCTBEHHBIX IIPENapaToB i MEJULMHCKOTO IIPUMEHEHMS;

4) yCJIOBUS OTIIYCKa;

1) HAaUMEHOBAaHUS M aJpeca IPOU3BOACTBEHHBIX IUIOIIAJOK IPOU3BOJIUTENS JIEKAPCTBEHHOTO
npernapara;

1) HauMEHOBAaHME, aJpec OpraHu3alMM, YIOJIHOMOYEHHOM Jep)KaTeleM WIM BIAAEIbLEM
PEruCTPALlMOHHOIO YAOCTOBEPEHMs JIEKAPCTBEHHOIO IIperapara Uil MEIULIMHCKOrO IPUMEHEHHs Ha
MPUHATHUE NIPETEH3UN OT MOTPEOUTEIS;

6) MHCTPYKLHUIO MO0 MEIUIMHCKOMY IPUMEHEHHUIO WM KPaTKyH0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO
Ipenapara, yrBep:KJICHHbIE B CTpPaHEe IIPOU3BOAUTEIIS;

7) IPOEKTHI MAKETOB MIEPBUYHOM YIIaKOBKU U BTOPUYHOMN YIAKOBKH JIEKAPCTBEHHOTO Ipernapara Juis
MEJULIMHCKOTO MPUMEHEHMS;

8) MpOEKT HOPMATUBHOM JOKYMEHTAllMM WM HOPMAaTHUBHOIO JOKYMEHTa Ha JIEKAPCTBEHHBIN
npernapar Al MEIUIIMHCKOTO IPUMEHEHHS TM00 yKa3aHUe COOTBETCTBYIOIIEH (papMaKOIeHHO CTaThbu;

9) HOKyMEHT, coaepkaluidi MHPOPMALKUIO O HATMYUH UIM 00 OTCYTCTBUHU (DAaKTOB PETUCTpAINH
JIEKapCTBEHHOIO IIperapara Juisi MEAULIMHCKOTO IpUMEHEHUs 3a npeaenamu Poccuiickon denepanuu;

10) KomuM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIIEHHOM TNOpPSJAKE W TOATBEPXKIAIOMUX (hakT
perucTpany JIEKapCTBEHHOTO IpenapaTa B HMHOCTPAHHBIX TOCYJapcTBax B KayecTBe Op(aHHOTro
JIEKapCTBEHHOI'O MIpenapara;

11) mnnman ympaBieHUs pUCKAMH JUIs  OHOJIOTMYECKMX JICKApPCTBEHHBIX IPENapaTroB Ul
MEJULIMHCKOTO PUMEHEHMS;

12) nmoxymeHT o cucTeMe (apMaKOHaa30pa JAEpiKaTeNls WM BIaJenblla PEerHCcTPALUMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO MpEenapara;

13) HOKyMEHT, NMOATBEPXKAAIOLIMN KAayeCTBO JIEKAPCTBEHHOI'O IpernapaTa TPEX MPOMBIIIIEHHBIX
cepuil (MPOTOKOJ aHAIM3A WK CEPTUDHUKAT aHAIM3a), OJJHA CEpUs KOTOPOTO J0JDKHA COBMAIAaTh ¢ cepueit
oOpa3la JeKapCTBEHHOTO Ipemapara s MEIUIMHCKOTO MPHUMEHEHHs, MPEICTaBIEHHOIO Ha
roCyIapCTBEHHYIO PETUCTPALIUIO.

(dactp 4 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

5. Paznen xumuueckoi, apManeBTHUECKON M OMOJIOTHYECKON JOKYMEHTAI[MH BKIIIOYAaeT B cels
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?;ee%e%in;gbég 32%'(205 0T 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynsTaHTlnioc

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

JOKYMEHTBI, coJiepxKaliue HHHopMaIuio o papMalieBTHUECKOW CyOCTaHIIMM U JIEKAPCTBEHHOM IIpernapare
U1l MEIUIIMHCKOTO MPUMEHEHUS, MPOLIECCe €ro MPOM3BOJACTBA U METOJAX KOHTPOJIS KayecTBa, B TOM
qucle:

1) KonHIO TOKYMEHTa, COJEPIKALIETO CIeIYIONTyI0 HH(OPMAIHIO O (hapMaIleBTHUECKON CyOCTaHITHH
Wi (papMaleBTHUECKUX CYOCTaHIMAX, BXOAAIIMX B COCTaB JIGKAPCTBEHHOTO IIpemapara, 3a
UCKITIOUeHHEeM HH(pOopManuu o (papMaleBTUYECKUX CYOCTaHIMSIX, BKIIOYEHHBIX B TOCYIAapCTBEHHBIN

pEECTp JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU CO cTaThel 34 HacTosero denepaabHOro 3akoHa:
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 462-03)

a) HaUMEHOBaHMe (hapMaleBTHUECKOM CyOCTaHINH, €€ CTPYKTypa, 0OII1e CBOMCTBA;
0) HaMMEHOBAaHUE U AJJPEC MPOU3BOIUTEIS;

B) TCXHOJIOTHA IMPOU3BOACTBA C ONMHNCAHUCM CTa,Z[I/Iﬁ MMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudax MpOnU3BOJACTBA,

I') ONKCaHKe Pa3pabOTKH Mpolecca MPOU3BO/ICTBA;

1) OIIMCaHNe KOHTPOJISI KPUTUUECKUX CTAANM MIPOU3BOJICTBA U MPOMEKYTOUHOM ITPOYKIINH;
€) IOKYMEHTaJbHOE MOATBEPKACHUE (BaTUAALIMS) IPOIIECCOB U (MJIM) UX OLICHKA;

) CBOMCTBA M CTPYKTYpa JEHCTBYIOIUX BEILECTB;

3) XapakTepHUCTHUKa IPUMECE;

1) crienuduKanys Ha papMaIeBTUIECKYI0 CyOCTaHIIUIO U ee 000CHOBAHUE;

K) QHAJIUTHYECKUE METOAWKH, UCIOJNb3yeMble TMpPHU OCYIIECTBICHHH KOHTPOJS KauecTBa
(bapMareBTHUECKOM CyOCTaHIINH;

J) TOKyMEHTaJIbHOE MOATBEPKACHUE (BalIMIALUs) AaHATUTHUYECKUX METOJUK, MCIOJIb3YEMBIX MPH
OCYIIECTBICHHH KOHTPOJISI KauecTBa (papMaleBTUUECKO cyOCTaHIuy;

M) pe3yJabTaThl aHAIN3a CepUil papMalleBTUUECKON CyOCTaHIINN;

H) MepeYeHb CTaHJAPTHBIX 00Pa3IOB WM BEIIECTB, HCIOIb3yEMbIX MPU OCYIIECTBICHUH KOHTPOJISI
KauyecTBa;

0) OINKMCaHHE XapaKTEPUCTUK U CBOMUCTB YIIAKOBOYHBIX MaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTAOMILHOCTH (papManeBTUUECKON CyOCTaHIINY;
P) CPOK TOAHOCTH;

1.1) B oTHomeHHH (apMaleBTHUECKUX CYOCTaHIMHA, BXOJAIIMX B COCTaB JIEKAPCTBEHHOTO
IpernapaTa U BKIIOYEHHBIX B TOCYJAapCTBEHHBINM PEECTp JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHM CO
cratbeil 34 Hactosiero denepanbHOro 3aKoHAa, - KONUS JOKYMEHTA, COJAEPKAILEro CIEAYHOLIYIO
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

UH(OPMAIIHIO:
a) HaUMEHOBaHMe (PapMaleBTHUECKOM CyOCTaHINH, €€ CTPYKTypa, 0OIIie CBOMCTBA;
0) HaMMEHOBAaHUE U AJJPEC MPOU3BOIUTEIS;
B) pe3yNbTaThl aHAIM3a cepuid hapMaIleBTHUECKON CYOCTaHIINU;

') CPOK F'OJIHOCTH;
(n. 1.1 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 462-D3)

2) NOKYMEHT, COJIEPKALMI CIEAYIOIINE CBEACHUS O JIEKapCTBEHHOM IIpernapare Ui MEIUIUHCKOTO
IIPUMEHEHMUSL:

a) OMHCAaHUC U COCTAaB JICKAPCTBCHHOTO IIpCriapaTa AJid MCAUITUHCKOIO MPUMCHCHUS

0) omnmcanue apmaleBTHUECKONW pa3paboTku (oOocHOBaHME BbIOOpa COCTaBa, IEPBUYHOM
YIaKOBKU U UHOTO);

B) TCXHOJIOTHA MPOU3BOACTBA C ONMHMCAHUCM CTa,Z[I/Iﬁ MMPpOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudaXx MpONU3BOJACTBA,

I) ONMCAaHUE KOHTPOJSA KPUTHUECKUX CTaguil Ipolecca IPOU3BOACTBA U IPOMEKYTOUHOM
TIPOYKIHH;

71) HaUMEHOBAHHUE U a/IPEC MECTa OCYILECTBIEHHUS MPOU3BOJICTBA JIEKAPCTBEHHOIO Mpenapara Juls
MEIUIIMHCKOTO IMPUMEHEHMs (B CiIydae HaJIM4YUS HECKOJIbKMX YYacCTHHUKOB IIpoliecca IPOM3BOJCTBA
HEO0X0AMMO yKa3aTh KaXKI0T0 U3 HHX);

e) gapmarieBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOIOTUIECKHE XapaKTePUCTHUKH;

3) MaTepHalbHBIN OalaHC IS TPOU3BOJICTBA CEPUH TOTOBOTO MPOIAYKTA;

1) OTIMCaHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPUATIOB U YKYIIOPOUHBIX CPECTB;

K) IOKYMEHTaJIbHOE MOJITBEPKACHHE (BaJIUIAIMs) TPOLIECCOB MPOU3BOJICTBA U (MJIM) UX OLICHKA;

) TpeOOBaHUS K KadyecTBY BCIIOMOTATENbHBIX BemecTB (ceprudukar, crnenuduxanms Ha
BCIIOMOTATENBHEIE BEIIECTBA U X 000CHOBAHHUE);

M) AHAIIUTUYCCKUC MCTOAUKH, HUCIOJB3YCMBIC TIPpHU OCYIICCTBJIICHHUU KOHTPOJIA Ka4YCCTBa
BCIIOMOTI'aTCJIbHBIX BECHUICCTB,

H) AOKYMCHTAJIIbHOC TMOATBCPIKICHUC (BaJ'II/I,Z[aI_[I/IH) AHAIIUTUYCCKUX MCTOIAUK, HCIIOJIb3YCMbIX IIPH
OCYIICCTBJIICHUU KOHTPOJIA Ka4CCTBA BCIIOMOT'aTCIIbHbBIX BCIICCTB,

O) I/IH(bOpMaI_[I/IH 00 HCIIOIB30BAaHUM BCIIOMOTATEILHBIX BCIICCTB YCIOBCYCCKOT'O M XHWBOTHOI'O
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

MMPOUCXOKIACHUS
H) HH(bOpMaL[HH 00 HCII0JIF30BAaHNH HOBBIX BCIIOMOTATEIbLHBIX BCIICCTB,

p) TpeboBaHMs K KauyecTBY JIEKAPCTBEHHOTO Tpenapara I MEAULIUHCKOTO TNPUMEHEHUS
(ceprudukar, cienupuKays Ha JEKapCTBEHHBIN MpenapaT U uX 000CHOBaHHE);

C) AHAJIMUTUYCCKUC MCTOAWKH, HUCIOJB3YCMBIC TIIPH OCYHICCTBJICHUHN KOHTPOJISI KauCCTBa
JICKApCTBCHHOT'O IMperiaparta it MCAUIUHCKOTI'O MPUMCHCHUA

T) AOKYMCHTAJIbHOC TOATBCPIKICHUC (BaJII/I,Z[aI_[I/IH) AHAIIUTHUYCCKUX MCTOJUK, HUCIOJIb3YCMbIX IIPU
OCYIICCTBJIICHUU KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOI'O NIpcriapara AJjid MCAUIIUHCKOTO ITPUMCHCHUS

y) pe3yJabTaThl aHAJIU30B CEPUI JIEKAPCTBEHHOTO Mpenapara A1 MEAUIIMHCKOIO IPUMEHEHNUS;
¢) xapakTepucTUKa MpuMecei;

X) NEpCUCHb CTAHAAPTHBIX OGp&BHOB, HCIOJIb3YCMBIX IIPU OCYHICCTBJIICHUU KOHTPOJIA KadYCCTBa
JICKApCTBCHHOT'O IMperiapara it MCAUIUHCKOTI'O MPUMCHCHUA

I1) JaHHBIE O CTAOMIILHOCTH JICKAPCTBEHHOTO Mpernapara sl MeIUIIMHCKOTO IIPUMEHEHUSI.
(dactp 5 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

6. Paznmen dapmakonmornueckoi, TOKCUKOJIOTHYECKON MOKYMEHTAIIMHM BKIIOYAET B ce0si OTUETHI O
pe3yiibTarax JOKIMHUYECKUX UCCIEA0BAHNM JIEKAPCTBEHHOTO CPEACTBA ISl MEIULIMHCKOTO TPUMEHEHUS,
B TOM YHCIIE:

1) oTuet o (hapMakoAMHAMUYIECKIX UCCIICIOBAHUSIX;
2) oTueT 0 (hapMaKOKMHETHYECKUX HCCIIETOBAHUSX;

3) oTYeT 0 TOKCUKOJIOTHUYECKUX UCCICTOBAHUSX.
(dactp 6 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

7. Pa3;[eJ1 KJIMHUYECKOM AOKYMCHTAIIUXU BKJIFOYACT B cebs OTUETHI O pe3yiibTaTax KIMHUYCCKUX
I/ICCJIC,Z[OBaHI/Iﬁ JICKApCTBCHHOTO IMperiapaTa i MCAUIIUHCKOI'O NIPUMCHCHN A, B TOM YUCJIC:

1) otuerst 00 wuccieqOBaHUSIX OWOIOCTYITHOCTH U OHOIKBHBAJICHTHOCTH, WCCIEIOBAHUSX,
YCTaHABJIMBAIOLINX KOPPEISAIHUIO pe3yabTaTOB, MOJYYCHHBIX B YCIOBUAX in VItro U in vivo;

2) oT4yeThl 0 (papMaKOKHHETUUECKUX HUCCIICAOBAHUIX;
3) oT4eTsl 0 papMaKOJMHAMUYECKUX UCCIICAOBAHUIX;
4) OTYETHI O KIIMHUYECKUX UCCIIEAOBAaHUAX FPPEKTUBHOCTH U OE30MIaCHOCTH;

5) OTUEeT O NOCTPETUCTPALIMOHHOM OIBITE MPUMEHEHUS (TIPU HAINYHH).
(uactb 7 BBenena denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

8. TpeOoBanus Kk 00beMy HHPOpPMAIUH, MPEAOCTABISAEMONM B COCTaBE PErMCTPAIIMOHHOTO JIOChE,
JUISE OTACNBHBIX BUOB JIEKAPCTBEHHBIX MPENapaToB IJIsi MEIUIIMHCKOTO MPUMEHEHHS YCTaHABINBAIOTCS
YIOJHOMOYEHHBIM (heZiepaTbHBIM OPTraHOM UCTIOJTHUTEIHLHOUW BIIACTH.
(uactp 8 BBeneHa denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

9. B oTHOIIEHNH JIEKAPCTBEHHBIX MPENAPATOB, PA3PELICHHBIX JUIsI MEAUIIMHCKOTO MPUMEHEHUs B
Poccuiickoit @enepanmu Ooyiee ABaaATH JI€T W B OTHOIICHWH KOTOPBIX HEBO3MOXKHO IPOBEIICHUE
UCCIICIOBAaHUN WX OMOIKBUBAJICHTHOCTH (32 HCKJIIOUYEHHEM OHOJIOTUYECKUX JICKAPCTBEHHBIX
MpermapaToB), IOMYCKAeTCsl BKIIOYEHHE B COCTaB pazjiena (apMaKoJIOTHYECKOW, TOKCHUKOJIOTHYECKOM
JOKYMEHTAIlMU U pa3jelia KIMHUYECKOW NOKYMEHTAIMd BMECTO OTYeTa pa3paboTdyuka O pe3yibTaTax
COOCTBEHHBIX JOKIMHUYECKHX HCCIEAOBAHHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HCCIEIOBAHMIMA
JIEKapCTBEHHBIX MPENaparoB JUIsi MEAUIMHCKOTO MPUMEHEHHS 0030pa HAaydHbIX paboT O pe3ynbTarax
JNOKJIMHUYECKUX MCCIIEJOBAHUNA JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEAOBAaHUN JTaHHBIX
JIEKAPCTBEHHBIX MPENapaToB, B TOM YHCII€ BKIIOYAs OMbBIT UX MOCTPETUCTPALUOHHOTO TPUMEHEHUS.
(uactp 9 BBeneHa denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03; B pen. @enepanbHOro 3akoHa OT
27.12.2019 N 475-@3)

10. Tlpum rocynapCTBEHHOM pPETUCTpallMi BOCIPOU3BENECHHBIX JIEKAPCTBEHHBIX IPENAapaToB [UIs
MEIUIUHCKOTO MPUMEHEHHs JOIMYCKaeTcs BKIIOYEHHE B COCTaB paszzena (papMaKoJOTHYECKOMH,
TOKCUKOJIOTUYECKOM JOKyMEHTAallMM M pas3jena KIMHUYECKOM JOKYMEHTallUM BMECTO OTYeTa
pa3paboTynka O pe3yabTaTax COOCTBEHHBIX IOKIMHMYECKHX HCCIECIOBAaHMN JIEKApPCTBEHHBIX CPEICTB
0030pa Hay4HBIX pabOT O pe3ynabTaTax JOKIMHUYECKHX HCCIIEAOBAHUN pedepeHTHOro JIEKapCTBEHHOIO
mpernapara U MpeACTaBICHHE BMECTO KIMHUYECKUX HCCIEI0BAaHUI B MOJHOM O00ObEeMe, YCTaHOBJIEHHOM
pa3fenoM KIMHUYECKOW IOKYMEHTAIlMM, OTYeTa O pe3yJibTarax MCCIEJOBAHUN OMOIKBHUBAJIICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO IIpernapara s MeIUWIUHCKOro mnpuMmeHeHus. He tpeOyetcs
NpEJCTaBICHUE OTYeTa O pe3yJabTaTax HCCIe0BaHNM OWOIKBHBAJICHTHOCTH BOCIPOHM3BEIECHHOTO
JIEKapCTBEHHOIO IIpernapara Iy MEIULUHCKOTO IPUMEHEHUS, €CIIU PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
JIEKapCTBEHHBIE NIpenapaTsl JUisi MEAULIMHCKOTO IPUMEHEHHUs, KOTOPbIE:

1) mpenHa3HaueHbl [UIsl MApEHTEPAIBHOIO (IOJKOMXHOIO, BHYTPUMBIIIEYHOIO, BHYTPUBEHHOTIO,
BHYTPUIJIA3HOTO,  BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKODOHAapHOIO) BBEAEHUA U
MPEJCTABISAIOT COO0M BOJHBIE PACTBOPBI;

2) mpeacTaBIAIOT cO00M pacTBOPHI I NEPOPATBHOTO TPUMEHEHHS,
3) npousBeneHb! B (hopMe MOPOIIKOB HITH JTUO(DUIN3AaTOB /ISl IPUTOTOBIIEHUS! pACTBOPOB;
4) ABASAIOTCS ra3amus;

5) SABJIAIOTCS YIIHBIMM WM TJIa3HBIMH JIEKAPCTBEHHBIMU IpenapaTaMu, MPOU3BEICHHBIMH B (opMe
BOJIHBIX PaCTBOPOB;

6) peaHa3HaYeHbI JUIE MECTHOTO MPUMEHEHUS U PUTOTOBIICHBI B JOPME BOJIHBIX PACTBOPOB;

7) mpencTaBisAIOT co00il BOIHBIE PACTBOPHI ISl UCIIOJIB30BaHMS B (hOpME MHTASINI C TIOMOIIBIO
HeOymaif3epa Uil B Ka4eCTBE HA3aIbHBIX CIIPEEB, MPUMEHSEMBIX C IIOMOIIBIO CXOTHBIX YCTPOUCTB.
(uactp 10 BBenena denepanbHbM 3ak0HOM OT 22.12.2014 N 429-D3)
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

11. Hns cmyyaeB, yka3aHHbIX B nyHkTax 1 - 3, 5 - 7 wyactm 10 Hacrosield CTaThy,
BOCIIPOM3BEICHHBIN JIEKAPCTBEHHBIM Mpemapar s MEAUIIMHCKOTO MPUMEHEHHUS JOJDKEH COJIEPKATh
TaKHe K€ BCTIOMOTATEeIbHBIE BEIIECTBA B TAKUX )K€ KOJMYECTBAX, KaK M pedepeHTHBIN JeKapCTBECHHBIN
npenapar. EciM cocTaBbl BCIIOMOTATENbHBIX BELIECTB PA3TUYAIOTCS, 3asBUTENb JIOJDKEH MPEJCTABUTH
JI0Ka3aTesIbCcTBa TOTO, YTO HCIOJIb3yeMbI€ B JIAHHBIX KOHIEHTpAIMSIX BCIOMOTATEIbHbIEC BELIECTBA HE
BIUSIOT Ha Oe3omacHOCTh W (Wiu) 3PPEKTUBHOCTH JEKAPCTBEHHOTO TMpermapaTra i MEIUITHCKOTO
npuMeHeHus. B ciydae, eciu 3asBUTENIb HE MOXKET MPEACTABUThH TaKHE I0Ka3aTeIbCTBA U (MJIM) HE UMEET
JOCTYIIa K COOTBETCTBYIOIIMM JIaHHBIM, OH JIOJDKEH IMPOBECTH COOTBETCTBYIOUIME HMCCIIEIOBAHMS IS
JI0Ka3aTesIbCcTBAa OTCYTCTBUSL BIIMSIHUS Pa3HbIX BCIOMOTATEIbHBIX BEIIECTB MM BCIIOMOTaTENIbHBIX
ycTpoiicTB Ha OezomacHOCTh U (win) 3()(PEeKTHBHOCTH JEKApPCTBEHHOTO Mperapara Ui METUIITHCKOTO
MIPUMEHEHHUS B COOTBETCTBUH C aKTaMU, COCTABIISIIOIIMMU IIPpaBo EBpa3uiickoro 3KOHOMHUYECKOTO COH03a.
(uactp 11 BBegena dexnepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03; B pea. enepanbHOro 3akoHa ot
22.12.2020 N 444-D3)

12. Ilpu rocyaapCTBEHHOM perucTpanuy KOMOMHAIUI paHee 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX
mpenaparoB Uil MEQUIUHCKOIO IIPUMEHEHHUS JIOIYCKAaeTCs BKIIOUYEHHE B COCTaB  paszeia
(bapMaKoJIOTHYECKOM, TOKCHKOJIOTUYECKOM NTOKYMEHTAllMd W pas3jiena KIMHUYECKOH JOKYMEHTaIlluu
BMECTO OTYeTa pa3pabdoTyMKa O pe3yapTarax COOCTBEHHBIX JOKIMHUYECKUX MCCIIEeIOBaHUN
JICKApCTBEHHBIX CPEJICTB 0030pa Hay4yHBIX paboT O pe3yiabTrartax IOKIMHUYECKUX HCCIeTOBaHUN
peepeHTHBIX JIEKAPCTBEHHBIX IPEMapaToB, BXOMSAIIMX B COCTaB KOMOHMHALMU JIEKApPCTBEHHBIX
IpernaparoB, U 00 OTCYTCTBUU UX B3aUMOJICHCTBUS B OJTHOM JIEKAPCTBEHHOMU (opme.

(uactb 12 BBenena denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Ha »kcnepTH3y pa3iMyuHBIX JIEKAPCTBEHHBIX (POPM OJHOrO M TOTO K€ JIEKAPCTBEHHOTO
mpenapara g MEAULUHCKOIO IIPUMEHEHUS 3asBUTEIb IIPEIACTABISACT OTACIIBHBIC 3asBICHUA U
PErUCTpaIMOHHBIE JIOChE Ha KaXIyI0 JIeKapcTBeHHYI0 Gopmy. Ilpu ycnoBuu oJHOBpeMEHHOM! 1M01auu Ha
SKCTIEPTH3y OJTHON JIEKapCTBEHHOH (POPMBI C Pa3sTUYHBIMH JO3UPOBKOM, KOHLEHTpaImend, oO0beMoM
3asiBUTEIIb MIPEACTABIISET OJHO 3asBJICHUE U PETUCTPALIMOHHOE JOCHE C MPUIIOKEHUEM MAKETOB YIIAaKOBOK
Ha KaXXIYI0 JO3UPOBKY, KOKIYI0 KOHIICHTPALUIO, K&KIBIH 00bEeM U KaXKI0€ KOJMYECTBO 703 B yIAKOBKE.
(uactb 13 BBenena denepanbHbM 3aKk0HOM OT 22.12.2014 N 429-D3)

14. Tlpu roCymapCTBEHHOW perucTpanuud Oop(aHHOTO JIEKAPCTBEHHOTO IIpermapaTa 3asBUTENb
MpecTaBiIseT nHpopMaIHio, HeOOXOTUMYIO Ul GOPMUPOBAHUS pa3jena KIMHAYECKOW NTOKYMEHTAIUH,
B 00beMe, YCTAaHOBJIICHHOM YIIOJTHOMOYEHHBIM (eIepaIbHBIM OPraHOM UCTIOJTHUTEIBHOU BIIACTH.

(uactb 14 BBenena denepanbHbM 3aKk0HOM OT 22.12.2014 N 429-D3)

15. Tlpu peructparu OHUOJOTUYECKOTO JICKAPCTBEHHOTO Ipernapara, MOJIy4YeHHOTO U3 KpPOBH,
IUIa3Mbl KPOBH YEJIOBEKA, B COCTaBE PETMCTPALMOHHOIO JOChE€ Ha JIEKapCTBEHHBIN mpenapar i
MEAULUHCKOTO MPUMEHEHHSI JIOJDKHBI OBITh MPEJICTABICHB! JOTOIHUTENBHO:

1) B pa3gene [AOKYMEHTAlMH aAIMHHHCTPATHBHOTO XapakTepa JTOKYMEHT, COJepKalluit
nH(pOpMALIUIO 0 CyOBEeKTaX OOpaleHusi TOHOPCKOW KpOBH W (MJIHM) €€ KOMIIOHEHTOB, O TOM, TJe Oblia
OCyIllecTBIeHa JoHamus (KpoBM ¥ (WIHM) TUTa3Mbl KPOBH), a TaKKe ITaHHbIE 00 HWH(EKIIMOHHBIX
3a00JICBaHUSX, MEPEAIONIUXCS IMapeHTEepaIbHBIM IyTeM, HH(opMamus o CcyObeKTax oOpalieHus
JOHOPCKOW KpOBU M (MJHM) €€ KOMIIOHEHTOB, B OTHOILIECHHHM KOTOPBIX OCYIIECTBISETCS KOHTPOJIb
JIOHOPCKOM KpOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazzienie XuMU4ecKoH, (hapMareBTHIeCKO 1 OMOJIOTHYECKOI TOKYMEHTAIUH:
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

a) KpUTEPUU U CIOCOOBI 0TOOpA, TPAHCHOPTUPOBAHUS M XpAaHEHHs JTOHOPCKON KpOBH U (MIM) ee
KOMIIOHEHTOB;

0) pe3ynbTaThl MCCIeIOBaHUH OTOOPAHHBIX JOHOPCKON KpPOBU M (WJIM) MJIa3Mbl KPOBU U IIYJIOB Ha
HaIM4Yue Bo30yauTened uWHQEKIM, BriIoyas HHOpMAIMIO 00 HCIOJB30BAHHBIX METOAMKAX
UCCIICIOBAaHUI M B CIy4ae HCCIEJOBAHUS IMYJIOB IUIa3Mbl KPOBHU PE3YJIbTaThl JOKYMEHTAIbHOTO
MOJATBEPXKACHUS (BaJIHIAIMH) UCIIOJIb30BAaHHBIX METONK;

B) TEXHUYECKHUE XapaKTEPUCTHKHU YIIAaKOBKH Ui 0TOOpa TOHOPCKOM KPOBM M (MIIH) TIa3MBI KPOBH,
BKJTIOYast HH(POPMAIIHMIO 00 UCTIONb30BaHHBIX PACTBOPAX aHTHUKOATYIISIHTOB.
(dactpb 15 BBenena denepanbHbM 3ak0HOM OT 22.12.2014 N 429-D3)

16. KnuHuueckue ncciel0BaHUs JIEKAPCTBEHHOTO Ipenapara A MEAULMHCKOTO NMPUMEHEHUS B
LEIAX €ro TOCYNAapCTBEHHOW perucrpauuu nposoisarcs B Poccuiickon ®Penepauuu B HOPSAIKE,
YCTaHOBJIEHHOM cTathsiMu 38 - 44 mnHacrosamero @enepanpHoro 3akoHa. OTuUeT O MPOBENEHHBIX
UCCIIEA0BAHUAX BKIKOYACTCS B COCTaB pa3zeila KIMHUYECKOM JTOKYMEHTAllUU PETHCTPALMOHHOIO JOChE
Ha JIEKAPCTBEHHBIN IIpernapar i MEAULMHCKOIO IIpUMEHEHUs. /[ JeKapCTBEHHBIX IIPENapaToB IS
MEIULHUHCKOIO IPUMEHEHUS, B OTHOLICHWH KOTOPBIX B PE3YJIbTAaTe OKCIEPTU3bl JOKYMEHTOB,
MIPEACTABJICHHBIX [UIS OIPEAEICHUs BO3MOXHOCTH pPacCMaTpUBaTh JIEKAPCTBEHHBIA IIpernapar uist
MEIULMHCKOTO MPUMEHEHHsI B KauecTBe Op(aHHOTO JIEKApCTBEHHOTO Iperapara, Takas BO3MO>KHOCTb
IIpU3HaHa M B OTHOLICHMM KOTOPBIX IPOBEIACHBI KIWHUYECKUE HCCIENOBAHUs, BBIIIOJHCHHBIE 3a
npenenamu  Poccuiickolr @enepaniui B COOTBETCTBHHM C IpaBHJIAMH HaJUIeXalled J1abopaTopHOI
MIPAaKTUKU M TMPABWIAMM HAJUICKAIIECH KIMHUYECKOW ITPAKTHUKH, IOIYCKAeTCsl BKIIIOUEHHE B COCTaB
paszznena KIMHMYECKOW JOKYMEHTAllMM BMECTO OTYETa O pe3ylbTarax KIMHUYECKUX HCCIEAOBaHUMN
JIEKapCTBEHHOIO IIpernapara il MEJULUHCKOrO IIpUMEHEHUs, IpoBeaeHHbIX B Poccuiickont denepanuy,
OT4eTa O pe3ylabTaTax KIMHUYECKUX HCCICIOBAHUM, BBINOJHEHHBIX 3a mpenenamu Pocculickon
denepanuu.

(dactb 16 BBenena denepanbHbM 3ak0HOM OT 22.12.2014 N 429-D3)

17. B ciiyuae HEnpeaCTaBIEHUS C 3asBJIEHUEM O IOCYAapCTBEHHOM PEruMcTpanyy JIEKapCTBEHHOTO
npenapara A8 MEIUIMHCKOTO IPUMEHEHUs1 JOKYMEHTOB, IOJATBEPKIAOIIMNX YIIATy FOCYAapCTBEHHOMN
NOIIJIMHBl M YKa3aHHbIX B nyHkre 10 wactm 2 HacTosAlEed cCTaTbd, a TaKXE BbIJABAEMBIX
(mpenocTaBisieMbIX)  YIOJHOMOYEHHBIMH  (eiepajbHBIMH  OpraHaMM  HCHOJHUTENBHOM  BIAacTH
JOKYMEHTOB (CBEJEHMI), YKa3aHHBIX B IYHKTaX 3 U 4 4acTu 4 HACTOSILEH CTAaThbU, YIOJHOMOYEHHBIN
(benepanbHBI OpraH HMCIOJHUTENLHOW BIACTH 3alpallMBaeT yKa3aHHBIE JOKYMEHTHI (CBEICHHUS) B
MOPSIKE MEXKBEIOMCTBEHHOTO MH(POPMALIMOHHOTO B3aHMO/ICHCTBHSL.

(uactp 17 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-03)

18. He nomyckaeTcs HCHONB30BaHME B KOMMEpPYECKHX IIeNsAX HWHGOpMAIMM O pe3yibTaTax
JOKJIIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIEN0BAHUN JIEKAPCTBEHHBIX
IIpenapaToB i MEIUIMHCKOTO IPHUMEHEHUs, NPEICTABICHHON 3asBUTENEM [UIl TOCYAApCTBEHHOMN
pEerucTpaly JIEKAapCTBEHHOTO IIpernapara, ©0e3 ero corjiacusi B TEUeHHe IIeCTH JIeT C JIaThl
rOCyJapCTBEHHOM perucTpanuy peepeHTHOro JeKapCTBEHHOTo Npenapara B Poccuiickoii deneparui.
(uactp 18 BBenena denepanbHbM 3ak0HOM OT 22.12.2014 N 429-D3)

19. Jlepxatenp uian Biajenel] perucTpaliOHHOTO yJIOCTOBEPEHMS JIEKAPCTBEHHOTO IpernapaTa Ha
OMOTEXHOJOTMUYECKHI MM Op(aHHBIA JIEKapCTBEHHBIN MpernapaT 00s3aH MPeIoCTaBIATh Ha BO3ME3IHOM
OCHOBE 00pa3ibl peepeHTHOrO JEKAPCTBEHHOTO IMpernapara 3asiBUTEISAM Ui MPOBEICHHUS KIMHUYECKUX
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

uccienoBanuii. CrouMocTh oOpasma pedepeHTHOro JIeKapCTBEHHOTO TIperapara, BKIIOYEHHOTO B
NepeyueHb JKU3HEHHO HEOOXOAUMBIX M BOKHEHIIINX JICKApPCTBEHHBIX MPEMapaToB, HE JIOJDKHA MPEBBIIIATH
3apErUCTPUPOBAHHYIO MPENCIbHYI0 OTIHYCKHYIO IICHY Ha pe()epeHTHBIN JICKApCTBEHHBIN IMpemapar uiu
LIEHY Ha JICKapCTBEHHBIH MpenapaT B CTpaHe MPOU3BOIUTETIS.

(uactb 19 BBenena denepanbHbM 3aKk0HOM OT 22.12.2014 N 429-D3)

20. 3asBieHHE O TOCYJApCTBEHHOMN PErMCTpalMy BOCIPOU3BEIECHHOIO JIEKAPCTBEHHOIO IIperapara
UL MEUIIMHCKOTO MPHUMEHEHHMsS MOXeT OBITh I0JaHO B YIIOJHOMOYEHHBINH (enepanbHblil oprax
WCIOJIHUTENBHON  BIACTH, OCYLIECTBISIIOIIMM TOCYJapCTBEHHYK) PETMCTpAalUI0  JIEKAPCTBEHHBIX
IpernapaToB, MO HMCTEYCHHWH YETHIPEX JeT C JaThl TOCYIApCTBEHHOH perucrpanuu pedhepeHTHOro
JIEKapCTBEHHOIO mpenapara B Pocculickoit denepanuu.
(dactpb 20 BBeneHa denepanbHbM 3aKk0OHOM OT 22.12.2014 N 429-D3)

21. 3asBneHHe O TOCYJAapCTBEHHOW  perucrpauuud  OuoaHanoroBoro  (6HOmo00HOrO)
JIEKapCTBEHHOTO TMpenapata (OnoaHanora) MOXeT ObITh MOJAAHO B YIIOJTHOMOYEHHBIN (eepalbHbIi opran
WCTIOJIHUTENBHOM  BJIACTH, OCYIIECTBIISIOUIMM TOCYIapCTBEHHYIO PETUCTPALMIO  JIEKAPCTBEHHBIX
IpernapaTroB, MO MCTEYEHHMH TpeX JeT C JaThl TOCYIApCTBEHHON peructpanuu pedepeHTHOro
JIEKapCTBEHHOIO npenapara B Pocculickoit denepanuu.

(uactpb 21 BBenena denepanbHbM 3aKk0OHOM OT 22.12.2014 N 429-D3)

22. Jlepxarenb WM BJajAeiell PETMCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO IIperapara
NPEJCTaBIseT B YINOJHOMOYEHHBIN (heaepanbHblii OpraH HMCHOJHHUTEIBHON BIIACTH, OCYIIECTBIISIONIUI
(GYHKIMU 10 KOHTPOJIIO M HAJ30py B cepe 31paBOOXpaHEHHs], OTUYET MO pe3yibTataM (papMakoHaa30pa
OJIMH pa3 B LIECTh MECSALEB B TEYEHUE JBYX JIET IIOCJIE FOCYAAPCTBEHHON PErMCTPALMU JIEKAPCTBEHHOIO
npemnapara B Poccuiickoii denepanuu, €XeroqHo B TEYEHUE NOCIEAYIOMMNX TPEX JIET U B JaJbHEUIIEM
OJIVH pa3 B IIATh JIET.

(actpb 22 BBeneHa denepanbHbM 3aKk0OHOM OT 22.12.2014 N 429-D3)

CtaTtba 19. NpuHATME pelieHUs O BblAaye 3KCMEPTHOMY YYpexXxAeHWUKo 3afaHus Ha
npoBeAeHMWe 3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Teuenue necsatu pabouux JHEH CO THS NPUHATHS 3asBJICHUS O TOCYAAPCTBEHHOM PErucTparuu
JICKApCTBEHHOTO  Mperapara  COOTBETCTBYIOIIMH  YIMOJHOMOYEHHBIM  (eaepanbHBI  Opras
WCTIOJIHUTEIBHOM BJIACTHU MPOBOJAUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH M MPABMILHOCTH O(GOpMIICHUS
MIPEACTABJICHHBIX JOKYMEHTOB PErMCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIM IIpernapar U IPUHUMAECT
pelieHue O Bbla4ye 3aJaHusl Ha IIPOBE/ICHHUE:

1) skcnepTH3sl JOKYMEHTOB, NMPEACTABICHHBIX UISI ONPENEIECHHUS] BO3MOXHOCTH pPaccMaTpHUBaTh
JIEKAPCTBEHHBIM IIpenapaTr s MEIULMHCKOIO IPUMEHEHHUS IIPU OCYIIECTBICHHHM TIOCYJapCTBEHHOMN
perucTpaiyu B KauyecTse ophaHHOTO JIEKAPCTBEHHOTO IpenapaTa;

2) SKCHCPTU3LI JICKAPCTBCHHOT'O CPCACTBA B YACTHU SKCIICPTU3LI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA
" 3KCICPTU3bl OTHOIICHUA omnnaeMoﬁ MOJIb3bl K BO3MOKHOMY PHUCKY MNMPUMCHCHUSA JICKAPCTBCHHOTI'O
npemnapara it MCAULUMHCKOTO ITPUMCHCHUS,

3) SKCHCPTU3BI JICKAPCTBCHHOT'O CPCACTBA B YACTHU SKCIICPTU3LI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA
M 3KCICPTU3bl OTHOIICHUA omnnaeMoﬁ MOJIb3bl K BO3MOKHOMY PHUCKY MNMPUMCHCHUSA JICKAPCTBCHHOTI'O
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

mpernapata A8 MEAMIMHCKOTO IPUMEHEHMsS B TOPSIKE YCKOPEHHOH MpoLEenyphl 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHU CO CTaThell 26 HacTosero denepalbHOrO 3aK0Ha;

4) »oKcHepTu3bl JIEKAPCTBEHHOTO CpPEJICTBA B OTHOLIEHUM JIEKAPCTBEHHOIO IIpernapara Julst
BETEPUHAPHOTO MPUMEHEHUS.

2. YNOJIHOMOYEHHBIN (elepanbHblil OpraH WCHOJIHUTEIBHOM BIACTH YBEIOMIISICT B 3JEKTPOHHOM
¢dopme mim Ha OyMa)XHOM HOCHUTEINIE 3asBUTENS M HKCIEPTHOE YUPEXKJCHHE O MPUHATOM PELICHUU O
BbIJIaU€ 3aJJaHUI Ha IPOBEICHUE IKCIEPTHU3, IPEAYCMOTPEHHBIX YAaCThIO | HAaCTOSAIIEH CTaThy, U B CIydae
HE0O0XOAMMOCTH O BblJIaue paspelieHus Ha BBO3 B Poccuiickyro denepariio KOHKPETHOM MapTHH, CEpUn
3apETUCTPUPOBAHHBIX U (MJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKase B
IIPOBEACHUH IIPENYCMOTPEHHBIX DKCIIEPTU3 C YKa3aHUEM IIPUUYUH TAaKOrO OTKa3a.

3. B ciyuae BBISIBIEHUS OTCYTCTBHMS MM HEJOCTOBEPHOCTH MH(OpMAIMM, COJepiKalleiics B
MPEJCTABICHHBIX 3asABUTENIEM JIOKYMEHTAaX, YIMOJHOMOYEHHBIH (elepanbHblil OpraH HCIOJIHUTEILHON
BJIACTU HAMpaBiIAeT 3asABUTENIO 3alMpoc 00 yTOYHEHUM OTOW UHPOpMaUuu (Jajee - 3ampoc
YIIOJIHOMOYEHHOTO (heiepajbHOr0 OpraHa HCIOJHUTEIHONW BIIACTH), KOTOPHIM MOXET ObITh IepenaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTENIO 3asBUTENSA JMYHO IIOJ PACIKCKY, HAIPABIEH II0 IIOYTE 3aKA3HBIM
MUCHbMOM WJIM TIEpeJaH B JIEKTPOHHOH (opMe MO TeIeKOMMYHHMKALIMOHHBIM KaHallaM CBsi3U. B ciydae
HaNpaBJICHUs 3ampoca YIOJIHOMOYEHHOTO (hefepabHOTO OpraHa HUCIOJHUTENBHONW BJIACTH IO TOYTE
3aKa3HbIM ITUCBMOM OH CYMTAcTCs IOJY4YCHHBIM I10 MCTCUYEHHMM WIECTH JHEH C JaTbl HAIPABICHUS
3aKa3HOI0 MUChMaA.

4. 3asBuTenb 00s3aH MPEICTaBUTh OTBET HA 3alpOC YHNOJHOMOYEHHOTO (elepaabHOro OopraHa
WCTIOJTHUTEIBHOM BJIACTH B CPOK, HE MPEBBIIIAIONINI IEBIHOCTA Pa0OYMX AHEH CO JHS €ro MOJy4YEeHHUS.
Cpok, yka3aHHbIM B 4acTU | HacTOSIIEW CTaThbH, MIPUOCTAHABIMBAETCS CO JHS HAIPABJICHUS 3asBUTEIIIO
3ampoca YHNOJHOMOUYEHHOTO (eepajJbHOr0 OpraHa HCIOJHUTENBHOW BJACTH JO JAHS TOJYYEHUS UM
COOTBETCTBYIOLIErO OTBETA.

5. OcHOBaHMEM AJIs OTKa3a B OpPraHM3allMK AKCIEPTHU3, MPEIYCMOTPEHHBIX YacThlo | HacTosmien
CTaThH, SABISETCS NPEACTABICHUE HEOOXOAMMBIX JUIS MPOBEACHUS MPETyCMOTPEHHBIX JKCIEPTU3
JOKYMEHTOB B HENOJHOM 00BEMe WM HENpe/CTaBlICHUE 3asBUTEIEM B YCTAaHOBJICHHBIH CPOK OTBETa Ha
3aMpoc YMOJHOMOUYEHHOTO (PeepalbHOTO OpraHa MCIOJHUTEIbHOM BIACTH, a TaKKe MNpeICTaBICHUE
JOKYMEHTOB, HE COJECPKALINX UCUEPITBIBAIONIETO MEPEYHs] HEOOXOAMMBIX CBEICHHI.

6. Ilpu oTka3ze B opraHu3alUu SKCIEPTU3BI, MPETYCMOTPEHHON IyHKTOM 4 yacTu 1 Hacrosmieit
CTaTbM, JOKYMEHTBI, BXOJSILIUE B COCTaB PErMCTPALMOHHOIO J0ChE Ha JIEKAPCTBEHHBIN Mpenapar i
BETEPUHAPHOTO TMPUMEHEHHUS, MOTYT OBbITh BO3BPAILICHBI 3asgBUTENI0O HA OCHOBAHWHU €r0 MHUCHMEHHOTO
3arpoca, HaIpaBJICHHOTO B YIIOJHOMOYEHHBIN (eiepaibHbIi OpraH UCIOJHUTENbHON BIACTH B TEUCHUE
TpUILATH pabOYMX JHEW CO JHS MPUHATHUS YIIOJIHOMOYCHHBIM (heiepabHbBIM OPraHOM HCHOJIHUTEIbHOM
BJIACTU peEIIeHUs 00 OTKa3e B OpraHU3allly TaKOH SKCHEPTH3bl. YTIOJIHOMOYEHHBIN (eaepabHbIi opraHn
WCTIOJITHUTEJIBHOM BJIACTH BO3BPAIACT 3asBUTENIO YKa3aHHBbIE JOKYMEHTBHI B TE€UCHHE AECATH PabouMx
JHEH CO JHS MOJIYYEHUsI COOTBETCTBYIOILETO 3apoca 3asBUTEIS.

(dactp 6 BBeneHa PenepanbHbIM 3ak0HOM OT 02.08.2019 N 297-D3)

Ctatba 20. 3KcnepTM3a [OOKYMEHTOB, TMpeAcCTaBfieHHbIX ANA onpeaeneHvusi
BO3MOXHOCTM paccMaTpuMBaTb JleKapCTBEHHbIW npenapat Ansa  MeAULUHCKOro
NPMMEHEHUA TMpPU OCYLIEeCTBJIEHUN TOCYyAapCTBEHHOM perucTpauum B KavyecTBe
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

opchaHHOro nekapcTBeHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Dkcneptu3a AOKYMEHTOB, MPEJICTABIEHHBIX JUIsl OMpPEEJCHUsT BO3MOXKHOCTU paccMaTpHUBAaTh
JIEKApCTBEHHBIM TMpemnapaTr A MEIULUMHCKOrO0 MPUMEHEHHUS NpPU OCYIIECTBICHUHM TOCYJapCTBEHHON
perucTpanuu B KauyecTBe OpPaHHOTO JICKAPCTBEHHOTO Ipenapara, COCTABICHUE KOMHCCHEH IKCIEPTOB
3aKJIIOYEHUSI O BO3MOXHOCTH HWJIM HEBO3MOXKHOCTHM pacCMaTpUBATh JICKAPCTBEHHBIN Mpenapar s
MEJIUIHUHCKOTO TPUMEHEHHUS] TpU OCYILECTBICHUH TOCYJAapCTBEHHOM pErucTpal B KauecTBE
opdhaHHOTO NEKapCTBEHHOI'O TMperapara W HAMpaBICHHUE MAHHOTO 3aKIIOYCHHS] B YIIOJHOMOYCHHBIH
(benepalbHBI OpPTaH HCIIOJTHUTEIHHON BJIACTH OCYIIECTBIISIFOTCS B CPOK, HE MPEBBIMIAIONIMNA TPUIIATH
pabounx JHEH cO AHSI MOTYYCHHS SKCIIEPTHBIM YUPEKICHUEM 3aJaHUS YIIOJIHOMOUYEHHOTO (eIepabHOTO
OpraHa UCTHOJHUTEIBHOM BIIACTH U B 3JEKTPOHHON (hopMe WM Ha OyMa)KHBIX HOCHUTENSIX HEOOXOIUMBIX
JOKYMEHTOB, yKa3aHHbIX B myHkrtax 1, 2, 5, 6, 10 wactu 4 u B uvactu 7 crarbu 18 Hacrosiero
denepanbHOrO 3aKOHa.

2. JIOKyMEHTBI, COJEpXallhecs B PErMCTPAlMOHHOM JIOCh€ Ha JIEKapCTBEHHBIH Ipenapar u
MOCTYMUBIINE Ha OYMa)KHBIX HOCUTEIISAX B AKCIIEPTHOE YUPEKICHHUE JUIS OCYIIECTBICHUS UX SKCIIEPTU3HI
JUIs  ONpEIENICHUsT BO3MOXKHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM IpenapaTr Uil MEIUIMHCKOTO
OpUMEHEHHsT B  KayecTBE Op(aHHOrO JIEKAPCTBEHHOTO TMperapara, MOJuIekaT BO3Bpary B
YIIOJIHOMOYEHHBIA (hefepabHbIi OpraH HUCIOJHUTENBHONW BJIACTH OJHOBPEMEHHO C 3aKIIOYCHUSMHU
COOTBETCTBYIOIIUX IKCIIEPTH3.

Crtatba 21. PeweHMe O BO3MOXHOCTU paccMaTpuMBaTb JIeKapCTBEeHHbIM npenapar
npuM OCYLIeCTBNIEHUM TrOCyAapCTBEHHOW perncTtpaumMm B Ka4vectBe opdaHHOro
JNleKapCTBEHHOro npenapara

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

1. B cpok, He MpeBBIIAIONIUN AT pabouuX JHEH CO THS MOJyYSHHs 3aKIIOYECHHUs, YKa3aHHOTO B
gactu 1 crareu 20 Hactosmero @enepanbHOrO 3aKOHA, YIOJIHOMOYEHHBIH (enepanbHblii OpraH
HCIIOJIHUTENBHON BJIACTH OCYLIECTBIISIET OLIEHKY IIOJYYEHHOTO 3aKJIIOUEHHUS Uil OIpPENEICHMs €ro
COOTBETCTBUS 3aJlaHUI0 Ha IPOBEIECHUE COOTBETCTBYIOIIEH OSKCIEPTH3bl M YBEJOMIIET 3asBUTENS B
ANIEKTPOHHOW (opMe HIM Ha OYMaXHOM HOCUTENIE O pe3ylbTaTaX HpPOBEICHHOM SKCHEPTH3BI C
MPUIIOKEHUEM KOITUHU SKCIEPTHOTO 3aKIIOUEHHs (C COXpaHeHHEM KOH(UACHIIMAIBHOCTH UH(OPMAIUU O
COCTaBE€ 3KCIIEPTHOM KOMHUCCHHN) U O BO3MOKHOCTH WJIM HEBO3MOXHOCTU PacCMaTpUBaTh JIEKapCTBEHHBII
npernapar A MEAWLHMHCKOTO NPUMEHEHHs IpPU OCYIIECTBIEHUH TOCYJapCTBEHHOM PpErucTpaluuu B
KadecTBe Op(haHHOTO JIEKAPCTBEHHOIO Ipenapara.

2. llpu BBIHECEHMH KOMHUCCHUEH OHKCIIEPTOB 3aKJIIOUEHHMS] O BO3MOXKHOCTH paccMaTpHUBaTh
JIEKapCTBEHHBIM mpenapar Uil MEIULMHCKOTO HPUMEHEHUS IPU OCYILIECTBICHHM TOCYHAapCTBEHHOM
perucTpaiyy B KauecTBe OpPaHHOTO JIEKAPCTBEHHOTO Mpernapara yrmoJTHOMOYEHHBIN (eepanbHbIil opran
WCIIOJIHUTEIPHON BIIACTH B CPOK, HE MPEBBIMIAIOIMINNA MATH paboduX JHEH CO JHS MOJIy4eHUS TAHHOTO
3aKJIFOUCHUS, TPUHUMAET pEUIEHWE O BbIJAYE 3aJaHWsl Ha MPOBEICHHUE HSKCIIEPTHU3bl KayecTBa
JIEKapCTBEHHOI'O CPEACTBA M JKCIEPTHU3bl OTHOLIECHUS OXKUIAEMOW IMOJb3bl K BO3MOXXHOMY PHCKY
MPUMEHEHHS JIEKAPCTBEHHOIO IMpemnapara Uil MEIULMHCKONO NPUMEHEHUS B IOPSAKE YCKOPEHHOM
MPOLIEAYPhl SKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA B COOTBETCTBUU CO CTaThed 26 HACTOSILIETO
denepanbHOroO 3aKOHa.
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

3. B ciydae npuHSATHS PELIEHUS O HEBO3MOKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN Ipenapar Jyis
MEIMLMHCKOTO TPUMEHEHUST TMpPHU TOCYNAapCTBEHHOW perucTpamuu B  KadyecTBE  opdaHHOrO
JICKApCTBEHHOTO  Iperapara YIOJIHOMOYECHHBIM (enepaibHbIi OpraH HCIOJHUTENBHONH BIAcTH
IIPEKPALIAET MPOLENYPY FOCYJapCTBEHHON pEerucTpanyy JeKapCTBEHHOTO Mpenapara. 3asBUTENb BIPaBe
0oOpaTUTHCSI B PETUCTPUPYIOIIUN OpraH C 3asBICHHEM O TOCYIAapCTBEHHOM pPErucTpalud yKa3aHHOTO
JIEKapCTBEHHOI'O MIpenapaTa B COOTBETCTBHHU €O cTaThell 18 Hacrosmero denepanbHOro 3aKOHa.

CtaTtbsa 22. YTpatuna cuny ¢ 1 nrons 2015 roaa. - PegepanbHbiv 3aKkoH oT 22.12.2014
N 429-®3.

Ctatba 23. JKcnepTu3sa KayecTBa JileKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLUEHUA OXMOAaeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro
npenapara Aonsa MeauLMHCKOro NnpuMeHeHus

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

1. DkcnepTusa KayecTBa JEKAPCTBEHHOIO CPEJCTBA U HKCIEPTU3A OTHOLIECHUS OKUIAEMOMN MOJIb3bI
K BO3MOXHOMY pHUCKY NIPHMEHEHHs JIEKApCTBEHHOIO Ipenapara s MEAMIMHCKOrOo NpPHUMEHEHUS,
COCTaBJICHUE KOMHUCCUSIMHU DSKCIEPTOB 3aKIIOUEHUN IO pe3ylbTaTaM IPOBEICHHBIX JKCHEPTHU3 H
HaNpaBJICHUE ATUX 3aKIIOYCHWH B YIOJHOMOYEHHBIM (erepabHblii OpraH MCHOJIHHUTEIBHOW BIAcTH
OCYIIECTBIISIOTCS B CPOK, HE MPEBBIIAIOMINN CcTa AECATH pabounx JHEH CO JHS MOIYYEHHs SKCIIEPTHBIM
YUPEXJAEHUEM COOTBETCTBYIOLIETO 3aJaHUsl YIOJHOMOYEHHOTO (hefepaqbHOro opraHa MCHOJHUTEIbHOM
BJIACTU ¥ HEOOXOAUMBIX JTJOKyMEHTOB B AJIEKTPOHHOU (popMe Ui Ha OyMa)KHBIX HOCUTEIISX.

Koncynsranrlntoc: npumedanue.

ITo 3asBnenuto, noganHoMy B Munsapas Poccun no 11.04.2022, npu HEBO3MOKHOCTH IPOBEIACHUS
1a00paTOPHOM AKCIEPTHU3bl KauyeCcTBA JIGKAPCTBEHHBIX CPEACTB B OKCHEPTHOM  YUPEXKJICHHH,
TIOITyCKAeTCsl €€ MPOBEJCHUE IMOCPEICTBOM JAUCTAHIMOHHOTO B3aUMOJICHCTBUSA, MOPSAOK M (OPMBI
KOTOPOTO  ONPENENSIOTCSI  OKCIEPTHBIM  YUYPEXACHUEM IO COIJIaCOBAHUIO C  3asBUTEISMHU
(ITocranosnenue IIpaBurensctBa PO ot 05.04.2022 N 593).

2. B TeueHue AeBAHOCTA JHEH €O JHS MOJYYCHHUS DPELICHUS YHNOJHOMOUYEHHOTO (enepaibHOTO
OpraHa MCIIOJIHUTEIbHONW BJIACTH O NMPOBEAECHUU DKCIEPTU3, IMPEIYCMOTPEHHBIX 4acThio | Hacrosmen
CTaTbH, 3adABUTEIIb IPEACTABIAET B JKCIEPTHOE YUYPEKICHUE I IPOBEIACHUS DKCIEPTU3bl KayecTBa
JICKApCTBEHHOTO CpeJCTBa OOpa3lbl JICKApPCTBEHHOTO IMpernapara Ui MEIUIIMHCKOTO MPUMEHEHMS,
MIPOU3BEJICHHOTO B COOTBETCTBUU C TPEOOBAHUAMH OIBITHO-IIPOMBIIIJICHHOTO M (MJIM) MPOMBIIUIEHHOTO
pPErIaMEeHTOB, YTBEP)KICHHBIX PYKOBOAMTENIEM IIPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB, a TAaKXKe B
COOTBETCTBYIOILIUX CIIydasix 00pasiibl (hapMareBTHUECKON CyOCTaHIMH, TECT-IIITaMMa MUKPOOPTraHU3MOB,
KYJIBTYpBI KJIETOK, 00Opa3iibl BEIIECTB, MPUMEHAEMBIX JJIs1 KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO CPEACTBA
IyTEM CPaBHEHUS C HUMH HCCIEyeMOTro JEKapCTBEHHOTO CPEJCTBA, B KOJIMYECTBAX, HEOOXOIUMBIX JJIs
BOCIIPOU3BEICHUS METOIOB KOHTPOJIS Ka4eCTBA.

3. Ilpu momydeHUH o0Opa3LOB JEKApCTBEHHOTO Ipernapara U (apMaleBTUYeCKOH CyOCTaHLIUU
HKCTIIEPTHOE YUPEKJICHHE BBINACT 3asgBUTEIIO JTOKYMEHT, MOATBEPXKIAIOUIMMA MOJydeHHUE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBHIIAIOUINN TpeX pabounx JHEH, yBEIOMIISIET B 3JIEKTPOHHOH (opme uiu Ha
OyMa)KHOM HOCHTEJIE 00 3TOM YIOJIHOMOYEHHBIN (e/lepalbHbIil OpraH HCHOJHUTEIBHOM BIACTH.
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4. YxazaHHbIC B 4acTsIX 2 U 3 HACTOSIIEH CTaThbU CPOK ISl MPEACTABICHUS 3asBUTENIEM 00pa3IoB
JICKapCTBEHHOTO Tpenapata U (papManeBTHUECKOW CyOCTaHIIMM M CPOK YBEIOMIIEHHUS SKCIEPTHBIM
yupexaeHueM o0 3ToM Ha OyMaXHOM HOCUTENIE YIOJHOMOYEHHOTO (enepalbHOro opraHa
HCIIOJIHUTENBHOM BJIACTH HE BKJIIOYAIOTCS B CPOK IPOBEAEHUS IKCIEPTU3, NPEAYCMOTPEHHBIX YaCThIO 1
HACTOSIIEH CTaThU.

5. JIOKyMEHTBI, IIOCTYNUBIIME B OKCIIEPTHOEC YYpEXKICHUE M1 IPOBEACHUS DKCIEPTHU3,
MPEIYyCMOTPEHHBIX YacThl0 | HACTOSIIEH CTaThH, MOAJIEKAT BO3BPATY B YIIOJHOMOYEHHBIN (heaepabHbIN
OpraH HWCIOJHUTEIBHOM BJIACTH OJHOBPEMEHHO C 3aKIIOYCHUSMH, IIOJYyYEHHBIMU II0 pe3yibTaTaMm
COOTBETCTBYIOIIMX HKCIIEPTHU3.

Ctatba 24. JKcnepTu3sa KayecTBa JileKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLUEHUA OXUOaeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro
npenapara Ansa BeTepuHapHOro NnpuMeHeHus

1. DxcnepTu3a KayecTBa JEKAPCTBEHHOIO CPEJCTBA U HKCIEPTU3A OTHOLIECHUS OKUIAEMOMN MOJIb3bI
K BO3MOXXHOMY pPHUCKY IIPUMEHEHHMs JICKapCTBEHHOIO IIpernapara Ui BETEPUHApPHOIO IIPUMEHEHHs,
COCTAaBJICHUE KOMMCCHUSMHU DOKCIEPTOB 3aKIIOYEHMM II0 pe3yJbTaraM YKa3aHHBIX DJKCIEPTU3 H
HaNpaBJICHUE TAaKUX 3aKIIOYCHUH B YIOJHOMOYEHHBIH (erepanbHblii OpraH HCIOJHUTEIHHON BIACTH
OCYIIECTBIISIOTCS B CPOK, HE MPEBBIIAIOIINN CcTa AECATH pabounx JHEH CO JHS MOIYYEHHs SKCIIEPTHBIM
yUpexXJIeHHEeM 3aJaHusd YIOJIHOMOYEHHOro (eaepaqbHOrO OpraHa HCIOJHUTEIBHOW BIIACTH €
JOKYMEHTaMH, YKa3aHHBIMU B yacTu 3 craThy 17 HacTosmero @eaepaibHOro 3aKOHa.
(B pen. @enepanbubix 3akoHOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B rtewyeHue TpuALUATH pPAOOYUX JHEH CO JAHSA TOJYYEHHUS pPEIICHUs YIOJIHOMOYEHHOTO
(beneparbHOTO OpraHa MUCIOJIHUTEIHLHOM BIACTH O MPOBEICHUU YKA3aHHBIX B YaCTH | HACTOSAIIEH CTaTbu
OKCTEPTH3 3asBUTENb MPEJICTABISAECT B OKCIIEPTHOE YUPEKACHUE JJIS MPOBEACHUS SKCIEPTU3BI KaueCcTBa
JICKapCTBEHHOTO CpPEICTBa 00pa3Ibl JIEKApPCTBEHHOTO IpenapaTta Ajis BETEpUHAPHOTO IMPUMEHEHMS,
MNPOU3BCIACHHOTO B COOTBCTCTBUH C Tp660BaHI/DIMI/I TCXHOJIOTUYCCKUX PCTIIAMCHTOB, YTBCPKIACHHBIX
PYKOBOOUTCIICM MPOU3ZBOAUTCIIA JICKAPCTBCHHBIX CPCACTB, a4 TAKXKC B COOTBCTCTBYIOIIHUX ClIydasdaX
TECT-IITAMMBl MHKPOOPTaHU3MOB, KYJIbTYphl KJIETOK, 0OOpa3mbl (hapManeBTHUECKON CyOCTaHIINH,
06p213LH>I BCUICCTB, NPUMCHACMBIC UIA KOHTPOJIA Ka4Y€CTBa JICKAPCTBCHHOI'O CPCACTBA, B KOJIMYCCTBAX,
HCOGXOZ[I/IMBIX JJIL BOCITPOU3BCACHUA MCTOAOB KOHTPOJIA KaUuCCTBA.

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

3. Ilpu momydeHuH oOpa3LOB JEKApPCTBEHHOTO Ipernapara U (apMaleBTUYeCKOH CyOCTaHLIUU
HKCTIEPTHOE YYPEKJICHHE BBINACT 3asgBUTEIIO JTOKYMEHT, MOATBEPXKIAIOUINM MOJydeHHUE YKa3aHHBIX
00pa31oB, ¥ B CPOK, HE MPEBBIMIAIONINI TpeX padounx IHEH, yBeIoMIIseT B TUCbMEHHOU (opme 00 aToM
YIIOJIHOMOYEHHBIN (heiepalibHbIN OpraH UCIOJHUTEIBHOM BIACTH.

4. Cpox ans TpeacTaBICHHUS 3asBUTEIeM 00pa3loB  JICKapCTBEHHOTO Ipermapara M
(bapMareBTHUECKOW CyOCTAaHIIMM M CPOK YBEIOMJICHHSI SKCHEPTHBIM YUpPEXKICHHEM 00 3ToM B
MUCHbMEHHOM (hopMe YIOJIHOMOYEHHOTO (helepalbHOr0 OpraHa MCIOJHUTENBHON BIIACTH, YKa3aHHBIC B
qacTsAX 2 M 3 HACTOSIEH CTaTbU, HE BKIIIOYAIOTCSA B CPOK MPOBENICHHS YKa3aHHBIX B 4acTH | HacTosmiei
CTaThU SKCIIEPTHU3.

5. JIOKyMEeHTbI, IOCTYIUBIINE B 3KCIEPTHOE YUPEXKACHUE JUIsl IPOBEICHMS yKa3aHHBIX B yacTH |
HACTOSIIEH CTaThM SKCHEPTH3, IMOJJIEKAT BO3BpAaTy B YINOJHOMOYEHHBIH (enepanbHbli  OpraH
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

HWCIOJIHUTEIHLHOM BIACTH OHOBPCMCHHO C 3aKJIFOUCHUAMU IO PE3YJIbTaTaM YKA3aHHBIX S3KCIICPTUS.

CraTtba 25. [loBTOpHOE NpoBeAeHUe IKCNEPTU3bI NIeKapCTBEHHbIX CpeaAcTB
(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B ciydasix HeIOCTaTOYHOM 0O0CHOBAHHOCTH WJIA HETIOJIHOTHI 3aKIIFOUEHUSI KOMUCCUU DKCIIEPTOB,
HAIW4YUs B HEM MPOTUBOPEUYUBBHIX NAHHBIX, (HanbCH(PHUKAIUU BBHIBOJOB 3KCIIEPTU3BI JIEKAPCTBEHHOTO
CPEICTBa, COKPBITHS OT YIIOJHOMOYEHHOTO (peepaabHOro OpraHa MCHOJHUTENBHON BIACTH OCHOBAHMIA
JUIs OTBOJA DOKCIEpTa BCIEACTBUE €ro 3aMHTEPECOBAHHOCTH B PE3yJbTaTaX COOTBETCTBYIOIIEH
OKCMEPTHU3bI, HAIWYUSA JaHHBIX O TMPsIMOM JIMOO KOCBEHHOM BMEMIATEIBCTBE B  IPOIECC
COOTBETCTBYIOIIEH 3KCHEPTHU3bI JIMI], HE YYAaCTBYIOIIMX B €€ MPOBEJIECHUU, HO OKAa3aBIIMX BIUSHUE Ha
MPOLIECC W PE3YNbTAThl €€ MPOBEICHHS, YIMOJHOMOUYEHHBIM (eepalbHBIM OPraHOM HUCIOJHUTEIHHOM
BJIACTH Ha3HAYAETCS MOBTOPHAS HKCIIEPTU3A JIEKAPCTBEHHOTO CPEJCTBA U (MIJIM) STUYECKAs SKCIIEPTH3a.

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

2. IloBTOpHAas »sKCIEpTU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOJUTCS C YUYETOM PE3ylIbTaTOB paHee
MPOBEJICHHOM JKCIEPTU3bl B CPOK, YCTAHOBJICHHBI YIOJHOMOYEHHBIM (enepalbHbBIM OpPTraHoM
WCIIOJIHUTEIPHON BIIACTH M HE MPEBBIIAIONINI TpUAIATH PabOYUX JHEH CO JHS MOTYYCHHS IKCIEPTHBIM
YUpEXKJACHUEM 3aJJaHUs Ha MPOBEJCHUE TOBTOPHOM 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA.

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

3. ®uHaHCOBOE oOeccrieueHUe BBHITIOTHEHHS 3aJaHHs Ha MPOBEICHUE MOBTOPHOW SKCIIEPTHU3BI
JIEKAPCTBEHHOTO CPEJICTBA HE OCYIIECTBIISAETCS.
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CratbAa 26. YcKkopeHHasi npoueaypa 3KCnepTu3sbl JIeKapCTBEHHbIX CPeacTB

1. VYckopeHHas mnpouexypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEIACTB B LEISIX TOCYAAPCTBEHHOM
pEeruCTpai JICKapCTBEHHBIX IpPENapaToB MPHUMEHSETCS B OTHOIICHWH Op(aHHBIX JIEKapCTBEHHBIX
[IpenaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX IIPENaparoB, perucrtpupyemslx B Pocculickonn denepanyu B
KAaueCTBE BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IIPENapaTroB, OYEPENHOCTH KOTOPBIX OIPENEIACTCS B
COOTBETCTBUM C HOMEPOM U JaTOM BXOIAIUMX 3asBJICHUNA O TOCYJAapCTBEHHOM pPEruCTpaluu
JIEKAPCTBEHHBIX IIPENaparoB B PAaMKax OJHOIO MEXKIYHAapOJHOIO HEMATEHTOBAHHOIO HAaWMEHOBAHMS
JIEKApCTBEHHOI'O IIperapara WIM TIPYNIIUPOBOYHOIO HAMMEHOBAHUS JIEKApCTBEHHOTO IIpernapara, u
JIEKApCTBEHHBIX [Ipenaparos, IIpEeAHA3HAYCHHBIX UCKIIFOUHUTEIILHO JUTSt IIPUMEHEHUs
HECOBEPIICHHOJIETHUMH I'PaKIaHAMM.

(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. YckopeHHas Mpolenypa SKCIEPTU3bl JEKAPCTBEHHBIX CPEIACTB B LEISIX TOCYAAPCTBEHHOM
perucTpanum JeKapCcTBEHHbBIX NIPENApaToOB HE IPUMEHSIETCS B OTHOLIECHUU:

1) 6uoananoroBeIx (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (OHOaHAIOTOB);

2) pedepeHTHBIX JEKAPCTBEHHBIX MpenapaToB (3a HCKIIOUEHHEM Op(aHHBIX JIEKapCTBEHHBIX
IIpenapaToB);

Kouncynsranrlntoc: npumedanue.
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OBpPALLEHUM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

Jo 01.09.2023 poccuiickuM NpPOU3BOAMTENSAM JIEKAPCTBEHHBIX IIPEMApaTOB Ul BETEPUHAPHOTO
MPUMEHEHHs pa3pelieHo MOJaBaTh PErUCTPAlMOHHOE J0Che M0 YCKOPEHHOH mpoueaype 0e3 ydera
tpeboBanuii 1. 3 4. 2 c1. 26 (Ilocranosnenue [IpaBurenscra PO ot 12.03.2022 N 353).

3) BOCIpPOHU3BENEHHBIX JIEKAPCTBEHHBIX IpenapaToB (3a HCKIIOYEHMEM IEPBBIX  TpeX
peructpupyembix B Poccuiickoit @enepauur B KAa4ECTBE BOCIIPOU3BEIAEHHBIX JIEKAPCTBEHHBIX
IIPENapaToB M JIEKAPCTBEHHBIX IPENAapaToB, MPEAHA3HAUEHHBIX HCKIOYUTEIBHO JUISI TNPUMEHEHUS
HECOBEPUICHHOJETHUMHU IPAKIAHAMM);

4) HOBBIX KOMOMHAIIMI 3apETUCTPUPOBAHHBIX paHee JeKapCTBEHHbBIX PENnapaTos;

5) NeKapCTBEHHBIX IIPENapaToB, 3apeTMCTPUPOBAHHBIX paHEE, HO IPOU3BEAECHHBIX B JAPYrUX
JICKapCTBEHHBIX (hOpMax B COOTBETCTBUU C MEPEUHEM HAWMEHOBAHUI JIEKApCTBEHHBIX (JOPM U B HOBOM
JO3HPOBKE.

(dactsp 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. VYckopeHHas mpoueaypa AKCIEpPTHU3bl JIEKAPCTBEHHBIX CPEJICTB IPOBOAMUTCA IO PELICHUIO
COOTBETCTBYIOILIETO YIOJTHOMOYEHHOTO (heAepalbHOrO OpraHa MCHOJIHHUTEIBHOM BIACTH HAa OCHOBAaHUU
3asBIICHUS 3asIBUTENS B CPOK, HE NMPEBBIIIAIONINI BOCEMUAECATH pabounx aueil. [Ipu sTom skcrepruza
JOKYMEHTOB, COJIEpXKAIIUXCS B PErHMCTPAllMOHHOM JIOChE€ Ha JIEKAPCTBEHHBIM Iperapar, MPOBOJUTCS B
CPOK, HE TPEBBIIIAIOMIMN JecATH pabo4YMX THEH, HKCIepTH3a KadecTBa JIEKAPCTBEHHOTO CPEACTBAa
9KCIEPTHU3a OTHOLIEHMSI OXKUAAEMOM IOJIb3bl K BO3MOXXKHOMY PHUCKY IPUMEHEHMS JEKapCTBEHHOTO
npernapara MpoBOJATCS B CPOK, HE TPEBBIIIAIOIINHN IECTUACCATH PA00UHX JTHEH.

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

3.1. B oTHOIIeHnN opaHHbBIX JEKAPCTBEHHBIX MPENapaTOB MOTYT OBITh MPEACTABICHBI PE3YJIbTAThI
JNOKIMHUYECKUX UCCIICNOBAHUMN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX UCCIIECIOBAHUN JIEKAPCTBEHHBIX
[penaparoB Uil MEAUIIMHCKOIO IPUMEHEHMs, BBINOJHEHHBIX 3a npenenamu Pocculickon denepanuu B
COOTBETCTBUHU C TMpaBWJIAaMH Ha/jexamield 1abopaTOpHOM MpakTHKK M IpaBUJIaMH HaJylexariei
KJIINHUYECKOW IPAKTHUKHU.

(uactb 3.1 BBenena @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YckopeHHas mpolenypa OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEJCTB IMPOBOJUTCS B TOPSIKE,
YCTaHOBJIEHHOM cTaTbsmMu 17 - 20, 23 u 24 HacTosero denepanbHOro 3aKOHA, U HE 03HAYAET CHUYKEHUS
TpeGoBaHM K 6€30MaCHOCTH, KauecTBY M 3()()eKTUBHOCTHU JIEKAPCTBEHHBIX MPEMapaToB.

CtaTbA 27. PeweHune o rocyaapCTBEHHOM peructpaumm nekapcTBeHHOro npenapara

1. B cpok, He MpeBHILAIONINA AeCATH PadOUYNX AHEH CO THS MOJTYYEHHUS 3aKIIOYCHUH KOMUCCHH
JKCIIEPTOB IO PE3ybTaTaM JKCIIEPTU3bI KAYECTBA JIEKAPCTBEHHOI'O CPEJICTBA U JKCIIEPTU3BI OTHOLICHUS
0>KMJIa€MOH T10JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHMS JIEKAPCTBEHHOIO IIPernapara, COOTBETCTBYIOLINUN
YIIOJTHOMOYEHHBIH (hefiepanbHblii OpraH UCIIOJHUTEIBHOMN BIACTH:

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

1) pa3meniaer Ha cBoeM O(UIMATBLHOM caiite B ceTd "VIHTepHEeT" COOTBETCTBYIOIIME 3aKIIOYCHUS
KOMHCCUHU DKCIIEPTOB U OCYIIECTBISAET MX OLEHKY [UId OIPEICIIEHUS COOTBETCTBHS 3aJaHUI0 Ha
IIPOBEJIEHUE 3TUX IKCIIEPTU3;
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

(n. 1 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) TIpUHUMAET PEIICHHE O TOCYJapCTBEHHOW PErucTpaluyl JEKapCTBEHHOTO Ipernapara Hid 00
OTKa3€ B TOCYJapCTBEHHOM PErUCTpalliy JIEKAPCTBEHHOTO MIpenapara;

3) BHOCUT NpHU NPHUHATHM PELICHUS O TOCYJapCTBEHHOM PETUCTPALIMU JIEKAPCTBEHHOI'O Iperapara
JaHHBIE O 3apPETUCTPUPOBAHHOM JICKAPCTBEHHOM IIperapare, B TOM YucCie O (apMaleBTUYECKON
CcyOCTaHIIMM, BXOJAIIEW B COCTaB JIEKAPCTBEHHOIO IIperapara, B TOCYIapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEIACTB M BBIAACT 3asBUTEII0 PETUCTPALMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOIO
npemnapara, GopmMa KOTOPOTO YTBEPKAACTCS YIOJTHOMOUEHHBIM (heiepabHbBIM OPraHOM UCTIOHUTETbHON
BJIACTH, COTJIACOBAHHBIE HOPMATHBHYIO JIOKYMEHTALIMIO, HOPMATHUBHBIM JOKYMEHT, HMHCTPYKLHUIO II0
IIPUMEHEHUIO JIEKQpCTBEHHOI'O IIpernapaTra M MAakKeTbl IIEpBUYHOM YINAKOBKM U BTOPUYHOM
(moTpebuTeNnbCcKOi) YNMAaKOBKM C YKa3aHHEM Ha HHUX HOMEpa pPEeruCTPAIlMOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOI'0 IIpernapara M JaTbl €ro TrOCYJapCTBEHHOM pPETHCTpAllUd WU B Cllydae INPUHATHS
pemieHust 00 OTKa3e B TOCYIApCTBEHHOW pETHCTpaldy JICKapCTBEHHOTO IIpenapaTa YBEIOMIIET B
NUCHbMEHHOM (opme 3asBUTENsT 00 3TOM C YKa3aHMEM MPUYMH TaKOro OTKa3a. 3a BbIIAdy
PEruCTPALlMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpernapara B3UMAeTCs TOCYIapCTBEHHAs MOIIMHA B
COOTBETCTBHUH C 3aKOHOAaTeIbCTBOM Poccuiickoit dexepannu o Hanorax u coopax.

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

2. OcHOBaHHEM Ui OTKa3a B TOCYAApPCTBEHHOM pETHUCTpalMM JIEKAPCTBEHHOTO Ipernapara Jyls
MEIMLIMHCKOTO  TIPUMEHEHUS  SABISETCS  3aKIIOYCHHE  COOTBETCTBYIOIIETO  YHOJHOMOYEHHOTO
(denepasbHOTO OpraHa HUCHOJHUTEILHON BJIACTH O TOM, YTO KadecTBO M (wiu) 3PQPEKTUBHOCTH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara Uil MEJUIIMHCKOTO TNPUMEHEHHUS HE MOITBEPIKICHBI
MOJIyYeHHBIMH JAHHBIMU WM YTO PUCK MPUYUHEHHS Bpela 3J0POBBIO YENOBEKa BCIEACTBHE TpUEMa
JICKapCTBEHHOTO Tpenapara Juisi MEJUIMHCKOTO TPHUMEHEHHUs TMpeBblaeT 3(PQPEeKTUBHOCTh €ro
MIPUMEHECHHSL.

(dacts 2 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3. IloBTOpHOE MpEACTaBICHHE B COOTBETCTBYIOIIMH YIOJHOMOYEHHBIH (enepaibHblii Opran
UCIIOJIHUTENILHOW BJIACTU JICKAPCTBEHHOI'O IIpernapara, B OTHOLIEHHHM KOTOPOrO IIOJIYy4€H OTKa3 B
rOCYAApCTBEHHON PETUCTPALMU U KOTOPBIM BIIOCIEACTBUU IOABEPICsS U3MEHEHUIO B YaCTH €r0 COCTaBa,
paccMaTpuBaeTCs Kak IMPEICTaBICHUE HOBOIO JICKAPCTBEHHOIO IIpenapara Ha €ro rocyIapCTBEHHYIO
PEruCTPaLMIO HE3aBUCUMO OT COXPAHEHHUs €r0 MEPBUYHOIO HAUMEHOBAHUS.

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

4. Tlpy mpenocTaBICHUM 3asBUTEIEM B COCTABE PETHUCTPAIIMOHHOTO J0Che Ha JICKApCTBEHHBIN
mpernapar Ui BETEPUHAPHOTO MPUMEHEHHsI KOMU PEIIEHUs] YIOJIHOMOYEHHOTO (eepalbHOTO OpraHa
WCTIOJITHUTEIBHOW BIIACTH O TMPOBEICHUM WHCIEKTUPOBAHUS TPOM3BOIUTENS JIEKAPCTBEHHBIX CPENICTB
CPOK TMPHHATUS pELIEHHS O TOCYJapCTBEHHOM pEerucTpaluy JeKapCTBEHHOTO TMpenapara s
BETEPUHAPHOTO TIPUMEHEHHUS MPUOCTAHABIMBACTCS CO THS MOJYYCHUS 3aKITIOUCHHH, YKa3aHHBIX B YaCTH
1 Hacrosmieil craTbH, 1O THS MPUHATHS YIIOJIHOMOYEHHBIM (pefiepalibHbIM OPraHOM HCIIOJIHUTEILHON
BJIACTU PEIICHUS O BbIJaye WM 00 OTKa3e B BbIJAau€ 3aKIIOYEHUS O COOTBETCTBUM IPOU3BOJUTEIS
JICKapCTBEHHBIX CPEJICTB TPEOOBAHUAM MPABUI HaUIeXKaleil TPOM3BOICTBEHHOM MPAaKTUKHU, HO HE OoJjiee
YeM Ha CTO BOCEMBJIECAT pabounx JHEH.

(uactp 4 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEM JUIsl OTKa3a B TOCYJapCTBEHHOW pEruCTpalMM JIEKapCTBEHHOIO Ipernapara Jyis

www.consultant.ru Crpanvua 59 mns3 143
HapAe)XHafa npaBoBas noaaepxxkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=342016&date=03.06.2022&dst=100423&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=202790&date=03.06.2022&dst=100020&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=417877&date=03.06.2022&dst=5571&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=342016&date=03.06.2022&dst=100425&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=299421&date=03.06.2022&dst=100025&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=342016&date=03.06.2022&dst=100426&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=299421&date=03.06.2022&dst=100027&field=134

depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

BETEPUHAPHOTO TNPUMEHEHHUS SBISIETCS 3aKIIOUYEHHE YHNOJHOMOYEHHOro (heaepalbHOro OpraHa
UCTIOJJHUTEIBHOM BJAacTH O TOM, 4YTO KadecTBO U (W) 3((HEKTUBHOCTH PErUCTPUPYEMOTO
JIEKAPCTBEHHOI'0 IIpernapara Uil BETEPUHAPHOIO IIPUMEHEHUs HE IOATBEPXKICHBI IIOTYyYCHHBIMU
JAHHBIMU WA YTO PUCK IIPUYMHEHUS BPEAA 3J0POBbIO JKMBOTHOI'O BCIEACTBUE IIPUEMA JIEKAPCTBEHHOIO
mpernapara A BETEpPUHAPHOTO IMPUMEHEHHs MpeBbIIaeT A(PQPEKTUBHOCTh €ro NPHUMEHEHHs, OTKa3
YIIOJTHOMOYEHHOTO  (pe/IepalbHOT0 OpraHa HCIOJHHUTEIbHOM BJIACTH B BbIJaYe 3aKIIOUEHHUS O
COOTBETCTBUMU  TMPOM3BOJMTENS. JICKAPCTBEHHBIX CPEACTB  TpPeOOBAaHUSAM MpaBWJI  HaJuiexkarei
MPOU3BOACTBEHHOM NPAKTHKKA JUISl KKJIOW MPOU3BOACTBEHHOM IUIOIIAJKH PETHUCTPUPYEMOIO
JIEKApPCTBEHHOI'0 IIpernapara Ul BETEPUHAPHOIO IIPUMEHEHUs B Cllydae, €CIIM IPOU3BOACTBO
JIEKApCTBEHHOI'O IIperapaTra Uil BETEPUHAPHOIO IPUMEHEHHs OCYLIECTBISAETCA 3a IpeAcsiaMu
Poccniickoit denepanuu, Wiv OTCYTCTBUE TAKOTO 3aKJIFOUCHMUS.

(uactp 5 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

Koncynsranrlntoc: npumedanue.
O nopsake M Cpokax OINpEeAETeHUs B3aHMMO3aMEHSEMOCTH JIEKApCTB JIEKApPCTBEHHBIX IIPENapaToB,
3apeructpupoBanHbIx 10 01.03.2020, cMm. cT. 3 @3 ot 27.12.2019 N 475-D3.

Cratba 27.1. B3anmo3ameHSieMOCTb  JleKapCTBEHHbIX MnpenapaTtoB  Ans
MeAULUHCKOro NpuMeHeHus
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)

1. B3anMo03aMEHSEMOCTb JIEKAPCTBEHHBIX IpPENapaToB Ul MEAULUHCKOTO IPUMEHEHUS
OonpeCACIKICTCA YITOJITHOMOYCHHBIM (bel[epaHBHBIM opraHomM HUCIOJIHUTEIbHOU BJIaCTH, OCYHICCTBJISAIOIIUM
rOCyJapCTBCHHYIO PpCTUCTPpAllMIO JICKAPCTBCHHBIX IIPCMapaToB A MCAUIUHCKOIO IIPUMCHCHHA, B
paMKax OAHOI0O MCKAYHAPOJIHOI'0 HEMMAaTCHTOBAHHOIO (I/IJII/I XUMHNYCCKOI'0, HJIH FpYHHI/IpOBO‘IHOFO)
HAaUMEHOBAHUSI HAa OCHOBE 3aKJIIOYEHUSI KOMHUCCHM OKCIEPTOB SKCIEPTHOTO YUPEXKIECHUS O
B3aMMO3aMCHACMOCTH JICKAPCTBCHHOI'O MHpfcrapara jid MCIUIUHCKOTO NPHUMCHCHUSA JII/I60 O TOM, 4YTO
HeKapCTBeHHBIﬁ npenapar sl MCAULUMHCKOr0 MPUMCHCHUA HC SABJIACTCA B3aMMO3aMCHSACMbBIM. HOpH,Z[OK
ONpCACICHHA B3aUMO3aMCHACMOCTH JICKAPCTBCHHBIX IIPCMAapaTOB 4 MCAUIHUHCKOIO MNPUMCHCHUSA H
dbopMa 3aKIIFOUEHUS KOMHCCHU OJKCIEPTOB OJKCIEPTHOTO VUPEKICHUS O B3aHMMO3aMEHSIEMOCTH
JICKAPCTBCHHBIX NPCIAapaTOB IJId MCAUIUHCKOTO MTPUMCHCHU A JII/I60 O TOM, 4TO HeKapCTBeHHBIﬁ npenapar
L MCOAUIUHCKOTO NPUMCHCHHA HC SBJISACTCA B3aUMO3aMCHACMBIM, YCTAHABJIIMBAIOTCA HpaBI/ITCHBCTBOM
Poccuiickoit @enepanuu.

2. Komuccusi 3KCHEPTOB 3KCIEPTHOIO YUPEXKJIEHUS NAeT 3aKJIIOUEHUE O B3aMMO3AMEHSIEMOCTH
JICKapCTBEHHOTO Ipernapara s MEAUIIUHCKOTO MPUMEHEHHS JTM00 O TOM, YTO JIEKapCTBEHHBIN Mpenapar
UIe MEAULMHCKOIO IPUMEHEHHsSI HE SBJISETCS B3aMMO3aMEHSIEMBbIM, Ha OCHOBAaHUHU CIIEIYIOLINX
KpUTEPUEB (XapaKTEPUCTHUK):

1) okBUBaJIeHTHOCTh (11 OHMOAHANOTOBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX MpPENapaToB
(OmoaHanoroB) -  CONMOCTaBMMOCTb)  KAa4eCTBEHHBIX M  KOJUYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTHUECKMX CYOCTaHIIMI MM COMOCTaBUMOCTh aHTMI'€HHOTO COCTaBa BakUWH. Vcmosibp3oBaHue
Pa3NIUYHBIX COJIeH, 3(UPOB, KOMIUIEKCOB, U30MEPOB, KPUCTALNTUYECKUX (HOPM M APYTHX MPOU3BOIHBIX
OTHOTO M TOTO K€ JCHCTBYIOIIETO BEIIECTBA HE SBJSCTCA MPENATCTBHEM JJIsl  OINpE/eeHUs
B3aMMO3aMEHIEMOCTH  JICKAPCTBEHHBIX  IpErnaparoB, €CIM MpH  TMPOBEJCHUU  MCCIEJOBAHUS
OMOAPKBUBAJIEHTHOCTH  JICKQPCTBEHHOTO  Mperapara  WJIM  HWCCIEAOBAaHUS  TeparneBTUYECKOM
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

SKBUBAJIECHTHOCTH JICKAPCTBEHHOTO MpernapaTta JA0Ka3aHO OTCYTCTBHE KIMHUYECKU 3HAYUMBIX PazIIHUUil
¢dapmakokuHeTukn H (WiM) >(PQeKTHBHOCTM M 0OE30MaCHOCTH JIEKAPCTBEHHOTO TMpermapara s
MEIULUHCKOTO MTPUMEHEHHUS;

2) SKBUBAJICHTHOCTh JIeKapCTBEHHON (opmbl. [lo/1 SKBHBaJICHTHBIMH JIEKApCTBEHHBIMH (hopMaMHu
MOHMMAIOTCSI Pa3HbIE JIEKAPCTBEHHBIE (OPMBI, MMEIOIIUE OJUHAKOBBIE CIOCOO BBEACHHUS M CIOCOO
IpUMEHEHHs, oONajgaromue COMOCTaBUMBIMU  (hapMaKOKMHETHUYECKUMHU  XapaKTePUCTUKaMU U
(bapMaKoJIOTHYECKUM JICHCTBHEM U 00ECTIIeUMBAIOIINE TAKXKe JOCTIKEHHE HE00X0AUMOTO KIMHUYECKOTO
spdexra. Paznuuus nekapcTBEHHbIX (GOpPM HE SABISIOTCS NPENSATCTBHEM JUISL  ONpEIeIICHUS
B3aMMO3aMEHIEMOCTH  JICKAPCTBEHHBIX  IpEMaparoB, €CIM MpH  TMPOBEJCHUU  MCCIEJOBAHUS
OMOAPKBUBAJIEHTHOCTH  JICKAPCTBEHHOTO  Mperapara  WJIM  HUCCIEAOBAaHUS  TeparneBTUYECKOM
SKBUBAJICHTHOCTH JICKAPCTBEHHOT'O Mpernaparta JA0Ka3aHO OTCYTCTBHE KIMHUYECKU 3HAYUMBIX PazIHMUUil
¢bapmakokuHeTukn H (W) >(PQeKTHBHOCTM M 0OE30MaCHOCTH JIEKAPCTBEHHOTO TMpemapara s
MEIUIUHCKOTO MTPUMEHEHHUS;

3) PKBUBAJIEHTHOCTh HJIM COMOCTAaBUMOCTH COCTaBa BCIIOMOTATENIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpenapara Ui MEJUIIMHCKOTO TpUMEHEeHMs. Pasznuums cocraBa BCIIOMOTATENbHBIX — BEIIECTB
JICKApCTBEHHOTO TIpenapaTa HE SBIAIOTCS NPENSATCTBUEM ISl ONpPEICNCHHS B3aMMO3aMEHSIEMOCTH
JICKAapCTBEHHBIX  NpEenapaToB, €CIM MNpU TMPOBEICHUM  HUCCIECNOBAaHMS  OMOAKBUBAJICHTHOCTH
JICKApCTBEHHOTO TIpenapaTa WIM HCCIEIOBAaHUS TEPareBTUYECKON SKBHBAJEHTHOCTU JIEKAPCTBEHHOTO
mpernapara JOKa3aHO OTCYTCTBHE KIMHHYECKH 3HAYUMBIX pa3nuuuil (papMakOKMHETHKH U (WIJIH)
3pPeKTUBHOCTH U 0€30MacCHOCTU JIEKAPCTBEHHOI'O IpenapaTa Ui MEIUIMHCKOTO npuMmeHeHus. [lpu
HAIMYMU KIMHUYECKU 3HAaYMMBbIX pa3inuiuii (papMakoKUHETHKH U (MiIH) 3PPEKTUBHOCTH M 0€30TaCHOCTH
JICKApCTBEHHOTO Iperapara sl MEIUIMHCKOTO TPUMEHEHHUS B3aMMO3aMEHSIEMOCTb OMpEAEIseTcs C
yKa3aHHEM Ha MCKIIIOYEHHE OTJCNbHBIX IPYIII HallUEeHTOB;

4) UIEHTUYHOCTH CII0CO0a BBEJCHHSI U CIIOCO0a MPUMEHEHHS;

5) COOTBETCTBHE MPOU3ZBOJMTENS JIEKAPCTBEHHOTO CpPEACTBAa TPeOOBaHMAM IMPABHII HaJUICKalIeH
IIPOU3BOJICTBEHHOM IIPAKTUKHU.

3. OmnpexneneHue B3aUMO3aMEHSIEMOCTH BOCIPOU3BEJICHHBIX JIEKAPCTBEHHBIX MPENapaToB I
MEJIMIUHCKOTO MPUMEHEHMS, yKa3aHHbIX B dactu 10 crateu 18 Hactosimero denepajlbHOrO 3aKOHA,
OCyIIeCTBIsIeTCS 06€3 HEOOX0MMOCTH JI0Ka3aTeIhCTBA HX OMOIKBUBAJIEHTHOCTH.

4. OcoOeHHOCTH OTIpe/IeNIeHUs] B3aUMO3aMEHIEMOCTH OMOJIOTMYECKHX JIEKAPCTBEHHBIX MPENapaTos,
KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IMpenapaToB (CoAepikalmiux KOMOMHAIMIO JIByX U Oolee
JCUCTBYIOIIMX  BEIIECTB), JIGKAPCTBEHHBIX MpPENapaToB [Uid MapeHTEpPaJbHOrO NUTAaHUA U
HEJIO3UPOBAHHBIX JIEKAPCTBEHHBIX IIpenapaToB ycraHaBiauBarorcs IIpaBurensctBoM Poccuiickoit
denepanuu.

5. OHpeZ[eJIeHI/Ie B3aMMO3aMCHACMOCTH HC OCYHICCTBIIAICTCA B OTHOLICHHUU JICKAPCTBCHHBIX
PACTUTCIIBHBIX PCIapaTOB, TOMCOMATHYCCKUX JICKAPCTBCHHBIX MPCIIAPATOB.

6. ®opmMupoBaHUE NEPEUHS B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIULMHCKOTO
MPUMEHEHHsI OCYIIECTBISICTCSA SKCIIEPTHBIM YUPEXKACHUEM MOCPEICTBOM OOBEIMHEHUS JIEKapCTBEHHBIX
[penaparoB B OTACIBbHBIE TPYIIBI, B KaXIOW M3 KOTOPBIX JICKAPCTBEHHBIC IIpenaparsl SBIISIOTCS
B3aUMO3AMEHIEMbIMH.
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OBpPALLEHUM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

7. B ciydae BKIIOYEHUS B MHCTPYKLUIO 10 MEIULHMHCKOMY IIPUMEHEHHIO JIEKapCTBEHHOIO
rpenapara Ha OCHOBAHUH PE3YJIbTaTOB COOTBETCTBYIOLIUX MCCIIENOBAHUMN ITOKAa3aHUM U1 IPUMEHEHMUS,
KOTOPBIE OTIMYAOTCSA OT IOKA3aHUU I IPUMEHEHHUs APYTUX JIEKAPCTBEHHBIX IIPENapaToB U3 I'PYIIILI
B3aMMO3AaMCEHAEMBIX JICKAPCTBEHHBIX IIPENApaTroB, B IIEpEYHE B3aUMO3aMEHSEMBIX JICKAPCTBEHHBIX
MPEenapaToB Ui MEAULIMHCKOTO IPUMEHEHHUS JOJDKHA OBITh YKa3aHa COOTBETCTBYIOIIAsS WH(OPMAIIHSL.

8. IlepeueHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPENapaToB IS MEIUIMHCKOTO IMPUMEHEHHUS
pasMeInaeTcs yrnoJHOMOYEHHBIM (elepabHbBIM OpPraHOM HCIIOJHUTEIBHON BIIACTH, OCYLIECTBISIOIINM
rOCYZIJapCTBEHHYIO PErMCTpALMI0 JIEKApCTBEHHBIX IIPENapaToB I MEIUIMHCKOTO IPUMEHEHHUs, Ha
cBoeM o¢unuansHoM caiite B cetd "HHreprer". MHpopmarms B ImepeyHe B3auMO3aMEHSEMBIX
JICKApCTBEHHBIX MpEnapaToB Il MEIUIIMHCKOTO MPUMEHEHHs] OOHOBISETCS yKa3aHHBIM (heaepalbHbIM
OpraHOM HCIIOJIHUTEIBHON BJIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB
VIS  MEIUIMHCKOTO TIPUMEHEHUS U BHECEHHBIX MW3MEHEHMHl B JOKYMEHTBI, COJEpJKalluecs B
PETUCTPALIMOHHBIX JOChE HA 3apETMCTPUPOBAHHBIE JIEKAPCTBEHHBIE IMpEnaparbl il MEIULUHCKOTO
IIPUMEHEHMUSL.

9. IopsnoK MCHONB30BAHUS MHPOPMALMU O B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX Iperaparax Jis
MCIUIIUHCKOI'0 TIMPUMCHCHUA W TOPAAOK Oadu paB’bHCHeHI/Iﬁ o BOIpOoCaM B3aUMO3aMCHACMOCTHU
JICKApCTBCHHBIX IpemapaTrtoB A4 MCAUIUHCKOrO IHNPHUMCHCHHUA YCTAHABJIIMBAKOTCA HpaBI/ITCHBCTBOM
Poccuiickoit @enepanuu.

Kouncynsranrlntoc: npumedanue.

Cpok perucTpanuu JEKapCTBEHHOIO Ipenapara Jjisi BETEPUHAPHOIO IPUMEHEHUs, WCTEKaIoLUi ¢
14.03.2022 no 31.12.2022, mpoanen Ha 12 wmecsaueB (IlocranoBnenue IlpaButensctBa PD ot
12.03.2022 N 353).

CraTtbsa 28. PernctpaunoHHoe yaocToBepeHUue fieKkapCTBEHHOro npenapara

1. PeructpannoHHO€ yIOCTOBEPEHME JIEKAPCTBEHHOI'O IIpernapaTa C yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JIO3MPOBOK BBIJAETCS OECCPOYHO, 3a MCKIIOYCHHEM PETUCTPAI[MOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOIO IIpernapara, BbIAABAEMOT0 CO CPOKOM JECUCTBUSA IIATh JIET, HA BIIEPBBIE PETUCTPUPYEMBbIE
B Poccuiickoit denepanuu 1eKapCTBEHHBIE IIPEapaThI.

2. Tlo wucTedyeHUM YKa3aHHOTO B YacTH | HAcTOALIEW CTaThU CpPOKa BbIIAETCS OECCpOYHOE
PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O IIpernapara MpU YCIOBUU TMOATBEPKIACHUS €ro
roCcylapCTBEHHOW PETUCTPALIHH.

3. B cnydae BHeceHHsI B coOoTBETCTBHM co craThsiMu 30 u 31 Hactosiero ®denepanbHOro 3aKoHa
U3MEHEHUH B COJEpXkallMecs B PErMCTPAlMOHHOM JO0ChE€ Ha 3aperMCTPUPOBAHHBIM JIEKApPCTBEHHBIN
IpernapaT JOKYMEHTHI, 3aTparuBaroOIlUX CBEJIEHUS, OTPAXEHHbIE B PETUCTPALIMOHHOM YJOCTOBEPEHHUU
JICKApCTBEHHOTO TpernapaTa, ynoJHOMOYEHHBIH (enepanbHblii OpraH WCHOJHUTENbHON BIACTH BBIJAET
HOBOE€ PETUCTPALMOHHOE YIAOCTOBEPEHUE JIEKAPCTBEHHOIO IpenapaTa, COJEprKallee BHECEHHBIE B HETO
MU3MEHEHHS.

(uactb 3 BBeneHa denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

4. B cnydae yTpaTbl WM TOBPEXKAECHUS PErHCTPALIMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
mpernapara 1o 3asBICHUI0 B IMUCHbMEHHOW (opme nep:karens WIM BJaJeliblla PEruCTPAllMOHHOTO
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

YAOCTOBEPEHHUS JIEKAPCTBEHHOIO ITperapara Wik yIOJHOMOYEHHOTO MU JPYrOTO FOPUAUYECKOTO JULA O
BbIJlaue AyOJIMKaTa PErMCTPAIIOHHOTO YJOCTOBEPEHHsI JICKAPCTBEHHOTO Tperapara yIoJTHOMOYECHHBIN
(benepaibHBIN OpraH UCTIOTHUTEIHLHOW BIACTH B CPOK, HE TPEBHINIAIOIINAN IECATH pabOYuX JHEU CO JHA
MOCTYIUICHUSI 3asBIICHUS, BBIAAET JyONHMKAT PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO
mpemapaTta. 3a BbIIady JyONMKaTa PETMCTPALMOHHOTO YIOCTOBEPEHHS JICKApCTBEHHOTO IMpemapaTa
B3UMAaETCs FOCYAApCTBEHHAS MOLIJIMHA B COOTBETCTBUHU C 3aKOHOAATENBCTBOM Poccuiickon denepaunu o
Hajorax u cobopax.

(uactpb 4 BBenena denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

Koncynsranrlntoc: npumedanue.

Cpok perucrpanuu JEKapCTBEHHOIO Ipenapara Jjisi BETEPUHAPHOIO IPUMEHEHUs, WCTEKaIoLUi ¢
14.03.2022 no 31.12.2022, mpoanen Ha 12 wmecsaueB (IlocranoBnenue IlpaButensctBa PD ot
12.03.2022 N 353).

Ctatba 29. [lMoatBepXxaeHue rocyAapCTBEHHOW perncrpaumum JeKapCTBEHHOro
npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. TloaTBEepxkAEHNE TOCYIAPCTBEHHON PErMCTPALMH JIEKAPCTBEHHOIO Ipenapara OCYLIECTBIISIETCS
IpU BbIJaue OECCPOUHOTO PErHCTPALMOHHOTO YIOCTOBEPEHHUS JICKApCTBEHHOTO Iperapara B ciydae,
YKa3aHHOM B yacTH 2 cTarbu 28 Hactosuero ®denepanbHOro 3aKOHA, B CPOK, HE IPEBBILIAIONINN
HIECTUACCATH pabouux JHEW CO JHS TMOJTYYeHHs] COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (hefepaabHbIM
OpraHOM HCIIOJIHUTEIBHOW BIIACTU 3asBJICHHUS O IIOATBEPKACHUM TOCYAAPCTBEHHOM pPEruCTpaluu
JIEKapCTBEHHOI0 Ipenapara. He ocymecTBiaseTcs NOATBEPKIACHUE TOCYAAPCTBEHHOM pPErucTpaluu B
OTHOILICHHUH JIEKAPCTBEHHOTO Tpernapara, He HaxoAuBIIerocs B oopamenuu B Poccuiickoit denepanuu B
TeYeHUEe Tpex W Oojee JeT, a TakKe B OTHOLICHUM JICKAPCTBEHHOTO CPEICTBA, MPOU3BEACHHOTO C
HapyleHneM TpeOOBaHusl, YCTAaHOBIEHHOTO YacThio 3.7 ctarbu 71 HacTosmero @enepaibHOTO 3aKOHA.

2. 3asBiI€HHE O MOATBEPXKACHUU TOCYAAPCTBEHHOM PETMCTPALMU JIEKAPCTBEHHOI'O Mpenapara Juist
MEIULUHCKOTO TPUMEHEHHUS IPEJICTABIsAETCS B COOTBETCTBYIOIIMK YIOJHOMOYEHHBIN (eaepanbHbIl
opran HWCIOJTHUTEILHOM BIACTH HE paHee 4EM 3a CTO BOCECMBICCAT ,Z[Heﬁ A0 UCTCUYCHHA CpPOKa HeﬁCTBHH
PETUCTPAUOHHOTO YAOCTOBCPCHUS JICKAPCTBCHHOT'O ITpeTiapaTa AJid MCAUITUHCKOT'O IPUMCHCHU .

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

2.1. 3asBneHrE O MOATBEPKICHUH TOCYIapCTBEHHOM PErucTpaluy JIEKapCTBEHHOTO Mpernapara Juis
BETEPUHAPHOTO TMPUMEHEHHUS MPEACTABISIETCS B COOTBETCTBYIOLIUH YIIOJHOMOYEHHBIH (heaepanbHbINd
OpraH HCIOJIHUTEIHHON BJIACTH HE paHee YeM 3a CTO BOCEMbJIECAT AHEH 0 MCTEUEHUsS CPOKa JACHCTBUS
PETUCTPAIIMIOHHOTO YIOCTOBEPEHUs JICKApCTBEHHOTO IMperapara [yl BETEPHHAPHOTO MPUMEHEHHUS U He
M03/IHEE OKOHYAHUS CPOKA €ro JeHCTBHS.

(uactsp 2.1 BBeneHa @exnepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)

3. IloaTBepxkaeHNE TOCYJapCTBEHHON PErMCTPAlMM JIEKAPCTBEHHOIO Ipernapara OCYLIECTBIISIETCS
[I0 pe3yJbTaTaM 3KCIIEPTH3bl OTHOLIEHUS OXHUAAEMOM MOJIb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHUS
JICKApCTBEHHOTO TpernapaTa Ha OCHOBAaHHM PE3yJIbTaTOB MOHUTOPHHTA 3((EKTUBHOCTH U O€30MaCHOCTH
JIEKapCTBEHHOI'O Ipernapara, I[POBOJMMOIO JI€p)KaTeleM WM  BJIaJeiblEM PErUCTPALMIOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOTO TpenapaTa J1u00 yIoTHOMOYSHHBIM UMHU IOPUMUYECKUM JIMIIOM, a TaKKe
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

COOTBETCTBYIOLIUM YINOJHOMOYEHHBIM (heiepaaIbHBIM OPraHOM HCIIOJHUTEIHHOM BIACTH B COOTBETCTBUHU
¢ TpeboBaHusAMU cTaThu 64 HacTosmero denepanbHOrO 3aKOHa.

4. K 3asBI€HHIO O OATBEPKIEHUU TOCYAAPCTBEHHOM perucTpaluy JEKapCcTBEHHOIO IIpenapaTa Juist
MEIULMHCKOT0 IPUMEHEHUS ITPUIIAratoTCs:

1) 1mOKyMEHTBI, coJepXallue pe3ylbTaThl MOHUTOPUHTa A(PQPEKTUBHOCTH M OE30MaCHOCTH
JICKApCTBEHHOTO TMpernapara s MEJUIMHCKOTO IPHUMEHEHHs, IPOBEIECHHOTO JepKaTelieM WM
BJIQJICNIBLIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHUs JIEKAPCTBEHHOTO TpenapaTta s MEIUIIUHCKOTO
OpUMEHEHHUsT JHMO0O0 YHIOJHOMOUYEHHBIM UM IOPHAWYECKMM JIMLIOM, TO (opMme, YTBEepKIESHHOU
YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM UCHIOJIHUTENIBHOM BIACTH;

2) cBeAeHUd O JaTe NPEJOCTaBICHUS M PETUCTPALlMOHHOM HOMEpPE JIMLEH3UU HA IPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEICHHUS O Jare IPeJOCTAaBICHUS U PEruCTPALMOHHOM HOMEpE
3aKIIOYEHUSI O COOTBETCTBUU TPOU3ZBOJUTENS JICKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM  IMPaBHII
Ha/JIeKalled MPOU3BOJACTBEHHOM MPAaKTUKH, MPEIOCTABICHHBIX YIIOJHOMOYEHHBIM (heaepabHbIM
OpraHoOM HCIIOJIHUTEJIbHOW BJIACTH B OTHOLIEHUU IIPOM3BOJCTBEHHOM IUIOIIAAKHM JIEKAPCTBEHHOIO
nmpenapara Juisi MEJULUHCKOrO IPUMEHEHHUs, TOCYAapCTBEHHAsT PETUCTPALAs KOTOPOro IO0ATBEPKAAETCA
B Cllydae, €CIM [POU3BOJACTBO JICKAPCTBEHHOIO IIpenapara Uil MEOULUHCKOIO IPUMEHEHUs
ocyuiecTisercs B Pocecuiickon denepanuu;

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

3) Komus IpeIOCTaBIEHHOM YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOJIUTEINS JHUIEH3UU Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOTO IpenapaTa AJis MEIULUHCKOIO NPUMEHEHHS U €€ MEPEBOJ HAa PYCCKHUI
A3bIK, 3aBEPEHHbIC B YCTAHOBJIEHHOM IIOpSAJKE, a TaKXe KOMMS 3aKIIOYEHHMs] O COOTBETCTBUU
MPOU3BOUTEINSL JICKAPCTBEHHBIX CPEJACTB TpeOOBaHMSAM MpPaBUJ HAJUIeKAIEH MPOU3BOJACTBEHHON
NPAaKTUKH, BBIAAHHOTO YIOJHOMOYEHHBIM (efepaJbHBIM OPraHOM HCHOJHUTENBHOM BIAacCTH B
OTHOIIEHUHM IPOU3BOJACTBEHHOM IUIOIIAJKHM JIEKAPCTBEHHOIO Ipernapara i  MEIUIMHCKOTO
IIPUMEHEHMS], TOCYJApCTBEHHAs PETUCTPALUS KOTOPOTO MOATBEPKIAETCA, WJIM KONUS PpELICHUS
YIIOJTHOMOYEHHOTO (heiepajIbHOrO OpraHa HCIOJHUTENBFHONW BJIACTH O NMPOBEICHUM HHCIEKTUPOBAHUS
IIPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB B CIIydae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOIO INpenapara Juis
MEIULUHCKOr0 IPUMEHEHUS OCYIIECTBIISAETCS 3a npeaenamu Pocculickon Penepanum.

(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 478-03)
(dactp 4 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOImIEHNH OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENaparoB Uil MEAMLIMHCKOTO MPHUMEHEHUS
3asBUTENb JIOMOJHUTEIBHO TPEACTABIACT pe3yabTaThl MEPOINPHUATHH, MPETYCMOTPEHHBIX IUIAHOM
YIIPaBJICHUSI PUCKAMH, YTBEPXKIACHHBIM YIOJHOMOYEHHBIM (pellepalbHbIM OpPraHOM HCIOJIHUTEIBHOM
BJIACTU TPH OCYLIECTBICHMM TOCYIAapCTBEHHOM pErucTpaluy JIEKapCTBEHHOTO TWpenapara s
MEAUIUHCKOTO MTPUMEHEHHS.

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

4.2. K 3a8BIeHUIO O MOATBEPKACHUHM T'OCYAAPCTBEHHON PETUCTpAllMyU JIEKapCTBEHHOTO Iperapara
IUI. BETEPUHAPHOTO TPUMEHEHHUS MPUIATAIOTCS JOKYMEHTBI, COJEpIKalllhe pe3yabTaThl MOHHMTOPHHTA
3pPEeKTUBHOCTH M 0E30MacHOCTH JICKApCTBEHHOTO TpenapaTa JUii BETEPUHAPHOTO MPUMEHEHHMS,
MPOBOJIUMOTO JIEp)KaTeNIeM WJIM BJAJENbLEM PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO
mpernapara JUisi BETEPHUHAPHOTO NPHUMEHEHUS JUOO YIMOJHOMOYEHHBIM WM IOPHIMYECKUM JIUIIOM, IO
dopme, YTBEpkKAECHHOW YHOJHOMOUYEHHBIM (efepaabHBIM OpraHOM HCHOJHHUTEIbHOM BIACTH, |
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

nyn

JOKYMEHTBI, YKa3aHHbIe B MyHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k", "n" mynkra 4 gactu 3 crareu 17
Hacrosero deaepanbHOro 3aK0HA. B OTHOIIEHNH UMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPETapaToB
JUIl BETEPUHAPHOTO NPUMEHEHUS HE NPEACTABIISIOTCA CBEACHUS, YKa3aHHbIE B MOANYHKTE "K' myHKTa 4
gactu 3 crateu 17 Hacrosmero denepanbHOro 3akoHA. B OTHOIIEHMH JIEKapCTBEHHBIX IIPENapaToB IS
BETEPUHAPHOTO MPUMEHEHMS, TMOJYYEHHBIX C NPUMEHEHHEM T'€HHO-WH)XEHEPHO-MOAU(UIIMPOBAHHBIX
OpraHM3MOB HWJIM COJEpXKAIUX TaKUE€ OpPraHU3Mbl, JOINOJHUTENBHO TPEACTABIAIOTCS CBEICHMS,
yKa3aHHble B TyHKTe 13 yactu 3 crateu 17 Hacrosmero denepanbHOro 3aKOHa.

(uactpb 4.2 BBeneHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepanbHOro 3aKoHa OT

02.08.2019 N 297-®3)

4.3. 3asgBuTenp BIpaBe MPEACTABUTH C 3adBIECHUEM O TMOATBEPKIACHUM TOCYAAPCTBEHHOMN
perucTpanuy  JEKapCTBEHHOIO  Ipernapara KONHWIO  JOKYMEHTA, IOATBEP)KIAIOUIET0  YIUIaTy
roCy/lapCTBEHHOW NOLIIMHBI 3a MOATBEP)KIEHHE TOCYJapCTBEHHOM PETUCTPALMU JIEKApPCTBEHHOTO
mpernapara, a TakKe BbIIaBaeMble (IIPeJOCTaBIIIEMbIE) YIOJHOMOYEHHBIMU (efepaqbHBIMU OpraHaMu
WCIIOJIHUTENBHON BJIACTU JOKYMEHTHI (CBEACHHMs), YKa3aHHblE B IyHKTax 2 U 3 yacTu 4 HacTosIien
cratbu. B ciiyuae ux HenpencTaBleHHUs YIOJTHOMOUYEHHBIN (eiepaabHbIi OpraH UCIIOJHUTENFHON BIaCTH
3alpalIuBaeT yKa3aHHbIE JOKYMEHTHI (CBEICHHUS) B MOPSJIKE MEKBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO
B3aUMOJCUCTBUS.

(uactp 4.3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

5. B Teuenme pecaTH pabouyMx JHEW CO JAHA TPUHATHA 3aABJICHUS O MOJATBEPKICHUH
rOCYJApCTBEHHON PETUCTpalUU JIEKAPCTBEHHOIO IIperapara U JOKYMEHTOB, COACPIKAIIUX PEe3y/IbTaThl
MOHUTOPHUHTA 3()(HEKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO Iperapara, MpoBOJAUMOrO AepiKaTeeM
WIM  BJAJENbIEM  PETHUCTPAlMOHHOTO  yJOCTOBEpEHHMsS  JIGKAPCTBEHHOTO  mpemapara  JInOo
YIIOJTHOMOYEHHBIM UMU IOPUANYECKUM JIUIIOM, YIIOJTHOMOUEHHBIH (heiepaabHbIii OpraH UCIOTHUTEIbHOM
BJIACTU:

1) mpoBOAWT MpPOBEPKY IIOJHOTHI CBEJIEHUH, COJIEP)KALIUXCS B IPEJICTaBICHHBIX 3asBUTEIEM
JNOKYMEHTaXx;

2) mpUHMMAaeT pELIeHHE O MPOBEACHUM WM 00 OTKa3e B MPOBEIEHUH SKCIEPTHU3Bl OTHOILICHUS
0’KUJAEMOH IMOJIb3bl K BO3MOXHOMY PHUCKY NPHUMEHEHHs JIEKApCTBEHHOI'O IpernapaTa Ha OCHOBAHHUHU
pe3yabTaTOB MOHUTOPUHTA 3(P(PEeKTUBHOCTH M GE30MACHOCTH JIEKAPCTBEHHOTO Iperapara, MpoBOIUMOI0
Jep)KaTelieM WM BIAJENbIEM pPErHCTPALMOHHOTO YAOCTOBEPEHHUS JICKApCTBEHHOTO Ipenapara Jnbo
YIIOJTHOMOYEHHBIM UMHU IOPUITYECKUM JIUIIOM, a Takke (eiepaTbHbBIM OPTaHOM HUCTIOJIHUTEIBHOM BIIAaCTH
B COOTBETCTBUU C TpeOOBaHUAMHU cTaThi 64 HacTosiero denepaabHOro 3aK0Ha;

3) yBemomisieT B DIEKTPOHHOH (opMe wWiM NHUCbMEHHON (opMe 3asBUTENS U SKCIEPTHOE
YUpEXJACHUE O TPUHATOM pelIeHHH JTUO0 B ciydae MPHUHATHS pelieHus 00 OTKaze B IPOBEICHHUH
JKCIIEPTU3bI YKA3bIBACT IIPUUMHBI TAKOTO OTKA3a.

6. B cinydae BbISBICHUS HEIOCTOBEPHOCTH M (WJIM) HEIOCTATOYHOCTH UH(OPMAIMHU, COJepKaleics
B INIPEJICTABIICHHBIX 3asBUTEJEM JIOKYMEHTaX, YIOJIHOMOUYEHHBIN (eliepanibHblil OpraH UCTIOJIHUTEILHON
BJIACTM  HAINpaBlseT 3asBUTENIO 3ampoc 00 YTOYHEHHMHM YKa3aHHOM uHGpopmauuu. 3ampoc
YIIOJTHOMOYEHHOT0  (pefiepalIbHOTO  OpraHa  HMCIOJHUTENBHOW BJIACTH MOXKET OBITh  mepenaH
YIOJHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JMYHO I0J PACIUCKy, HAlpaBJE€H 10 IOYTE 3aKa3HBIM
MUCHbMOM WJIM TIEPEJaH B JIEKTPOHHOU (opMe MO TeIeKOMMYHHMKALIMOHHBIM KaHallaM CBsi3U. B ciydae
HaNpaBJICHUs 3ampoca YIOJIHOMOYEHHOTO (hefepasbHOrO0 OpraHa HUCIOJHUTENBHONW BJIACTH IO TOYTE
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[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

3dKa3HbIM HNHUCBMOM OH CUHUTACTCA MOJYYCHHBIM II0 HCTCUCHUU IHNCCTHU HHeﬁ C JaTbhl HaAITPaBJICHUMA
3aKa3HOoIo IMMCbMa.

7. 3asButenp 00s3aH MPEICTaBUTh OTBET Ha 3alpOC YIMOJIHOMOYEHHOTO (elepalbHOTO OpraHa
WCTIOJITHUTEIBHOM BJIACTH B CPOK, HE MPEBBIIIAIONINI JEBIHOCTA Pa0OYMX AHEH CO JHS €ro MOJyYCHHUS.
Cpok, yka3aHHbBIM B 4acTHU 5 HACTOSIIEW CTaThbH, MIPUOCTAHABIMBAETCS CO JHS HANPABJICHUS 3asBUTEIIIO
3ampoca YMOJHOMOUYEHHOTO (eepaabHOro OpraHa HCIOJHUTENBHONW BJIACTH A0 JAHS TOJYYEHUS UM
COOTBETCTBYIOILIETO OTBETa W HE YUUTBHIBAETCA MPU HCYUCIEHUH CpPOKAa IOATBEPKACHUSA
roCcy/lapCTBEHHOW PETUCTPALIUHU JIEKAPCTBEHHOTO Mpenapara.

8. OcHOBaHMEM /IS OTKa3a B TPOBEJCHUM SKCIEPTU3bl OTHOLICHHS OXHJIAeMON IOJIB3bI K
BO3MOKHOMY PUCKY HPUMEHEHMs JIEKAPCTBEHHOI'O TpernapaTa SBJISAETCS IMPEJICTaBICHHE JTOKYMEHTOB,
coJiepKaluX pe3ynbTaThl MOHUTOPUHTA 3()(HEKTUBHOCTH U OE30MAaCHOCTH JIEKAPCTBEHHOTO Ipernapara, u
(um) B OTHOUIGHMM OHMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB pe3yabTaTOB OCYIECTBIICHUS
MEpPONPUATHI B COOTBETCTBUMHU C IUIAHOM YIPABJICHUS PHUCKAMH, YTBEP)KICHHBIM YIOJHOMOYEHHBIM
(benepanibHBIM OPraHOM HCIOJHUTENILHONW BJIACTH NMPH OCYIIECTBICHHH TOCYIapCTBEHHOM perucTparuu
JICKapCTBEHHOTO TpernapaTa, B HEMOJIHOM 00beMe, OTCYTCTBHE HH(OpMAIUM, MOJATBEpKAAIOMIEeH (aKT
yIiaTel  TOCYAApCTBEHHOM  TONUIMHBI 332  MOATBEPXKACHHUE  TOCYAApCTBEHHOM  perucrparuu
JICKApCTBEHHOTO TIpernapara, JIMOO HENpeICTaBICHHE 3asBUTEIEM B YCTAHOBJIEHHBIH CPOK OTBETa Ha
yYKa3aHHBIH B dYacTH 6 HACTOSsIIEH CTaThU 3alpoc YIOJHOMOYEHHOTo (eaepaqbHOrO oOpraHa
WCTIOJITHUTEIBHOM BJIACTH, A TAK)KE€ OTCYTCTBUE B YKAa3aHHBIX JOKYMEHTaX MH(OpPMAIMH, KOTOpast 10JHKHA
OBbITh B HUX OTpa)KEHa.

9. DOkcnepru3a OTHOLIEHUS OXKUIAEMOM IIOJIb3BI K BO3MOXHOMY pHUCKY IIPUMEHEHHUS
JIEKApCTBEHHOIO IIperapaTra B LENsIX MOATBEPKICHUS IOCYJapCTBEHHOM PETUCTPALUU JIEKapCTBEHHOIO
mpernapara IpOBOJUTCS KOMUCCHEW SKCHEPTOB JKCIEPTHOTO YUPEKICHUS B CPOK, HE IMPEBBHIMIAOIINN
COpOKa paboyuX JHEH.

10. B ciyuae HEZOCTaTOUHOCTH MPEACTABIEHHBIX AKCIEPTY MATEpUANOB JJS Jaud 3aKIHOYECHHUS
SKCTIEepPT 00pamiaeTcss K pyKOBOJAMUTENIO KCIIEPTHOTO YUPEKJICHUS O MPEIOCTABICHUN €My HE00X0AUMBIX
MaTepuanoB. PyKOBOIUTENIh SKCIEPTHOTO YUYPEXKAECHUS OOpaIlaeTcsi ¢ COOTBETCTBYIOIIUM 3allpOCOM B
YIIOJTHOMOYEHHBIH (heiepaabHblii OpraH MCIOJIHUTEIBHOW BIACTH, BBINABIIMM 33JaHUE Ha MPOBEJICHUE
JKCIIEPTU3bl OTHOIICHUS OXMIAEMOM IIOJb3bl K BO3MOKHOMY PHUCKY IPUMEHEHUS JIEKAPCTBEHHOIO
mpernapara Ha OCHOBaHMM JOKYMEHTA, COJIEPIKAILEro pe3yabTaTbl MOHUTOPHUHTA S(PQPEKTUBHOCTH U
0€30MaCHOCTH JIEKapCTBEHHOTO IpenapaTa. B Teuenue nsatu pabounx JHEH co JHS MOCTYIUICHUS 3arpoca
PYKOBOJAUTEIS SKCHEPTHOTO YUPEXKACHUS yKa3aHHBIN (enepajbHbIi OpraH HMCIOJIHUTEIBHOW BIacTh
HampaBisieT 3asBUTENIO 3alPOC O TMPEACTABICHUH HEOOXOJMMBIX MAaTEpUaNoOB, KOTOPBI MOXKET OBITh
IepeAad YIOJIHOMOYEHHOMY IIPEACTABUTENIO 3asBUTENS JIMYHO II0J PACIKCKY, HAIPaBIEH IO IIOYTE
3aKa3HBIM MICbMOM WJIH NE€peaH B 3JCKTPOHHOM (popmMe Mo TeIeKOMMYHHKAIIMOHHBIM KaHallaM CBsi3u. B
cllyyae HamlpaBJICHUS 3arpoca YIMOJHOMOYEHHOTO (eaepalbHOr0 OpraHa HCIOJHUTEIBHOW BIIACTH TI0
[I0YTE 3aKa3HBIM MHCbMOM OH CUMTAETCS IOJIy4CHHBIM 10 UCTEUEHUHU LIECTH JHEH C JaThl HAIPABIICHUS
3aKa3HOI0 MUChMA.

11. 3asButens 00s3aH MPEACTaBUTH OTBET Ha 3alpOC YINOJHOMOUYEHHOTO (heaepaqbHOro opraHa
WCTIOJITHUTEIBHOM BJIACTU B CPOK, HE IMPEBBIMAIONINNA MIECTUACCATH pabouux JHEH CO JHS MOIydeHHs
YKa3aHHOTO 3amnpoca. YTOJHOMOYEHHBIH (enepaabHblii OpraH HMCIOJHUTENBHON BIACTH, BBLIABIIMMA
3aJ]aHUE€ Ha [POBEACHUE DKCIIEPTU3bl OTHOIICHUS OXUIAEMOM II0JIb3bl K BO3MOXHOMY PHCKY
IIPUMEHEHMSI JIEKAPCTBEHHOIO IIpernapara HAa OCHOBAaHMM JOKYMEHTA, COJEPIKAILEro pe3yJbTaThl
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MOHUTOpPHUHTA 3(H(HEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOIO IMpernapaTa, B TEYEHHUE IATH padoyux
IHEW cO JHSA MOCTYIUIEHHUS OT 3asBUTENS OTBETAa Ha 3alpocC YIOJIHOMOUYEHHOTO (eepalbHOTO OpraHa
WCTIOJIHUTEIBHOM BIIACTH HAIMpPABIISIET 3TOT OTBET B 3KCIIEPTHOE yupexaeHue. B ciydae HenpeacTaBieHus
M0 MCTEYECHUH IIECTHICCATH pabounX JHEH 3asBUTENIEM OTBETa Ha YKa3aHHBIN 3alpoC yIMOJIHOMOYEHHBIN
(benepanbHBIl OpraH WCHOJIHUTEIBHOM BIACTH, BBIJABIIMK 3aJaHME Ha MPOBEICHHE SKCIEPTU3BI
OTHOIICHHS OXXUAAEMOW TOJB3bl K BO3MOXKHOMY PHCKY MPUMEHEHHs JIEKapCTBEHHOIO IpernapaTra Ha
OCHOBaHMHU JIOKYMEHTA, COJIEP)KAIIero pe3ylbTaThl MOHHUTOPUHTA 3(P(GEKTUBHOCTH M 0O€30MacHOCTH
JICKapCTBEHHOTO Tperapara, B TeUCHHE MATH pabouux JHEH HampaBisieT B JKCIEPTHOE YUpEkKICHHE
YBEIOMJICHHE O HETPE/CTABJICHUH 3asBUTEJIEM OTBETa Ha 3alpoc YKa3aHHOTO opraHa. Bpems co mus
HampaBJICHUs 3alpoca OSKCHEPTHOTO YYPESKICHHS B  YIOJIHOMOYEHHBIH (eaepainbHBIi  OpraH
WCTIOJTHUTENIBHOM BJIACTH OO [JHS TMOJYYEHHUS OSKCIEPTHBIM YUPEKICHHEM OTBETa Ha 3alpoc MWIH
YBEIOMJICHUSI O HENpPEJCTAaBICHUM OTBETAa Ha 3alpoC HE YYUTHIBACTCS IPH HCUUCICHUHM CpOKa
MPOBEACHUSI OKCHEPTH3bl OTHOIICHUS OXXUAAEMOW TIOJIb3BI K BO3MOXXHOMY PHCKY TNPUMEHEHUS
JICKApCTBEHHOTO TIpernapara Ha OCHOBAaHUHM JOKYMEHTa, COJEpIKAIllero pe3ylbTaTbl MOHUTOPUHTA
3P PEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Iperapara.

12. B cpok, He MPEBBILAOIINNA JecITH padoYuX AHEH CO THS MOYYSHHS 3aKIIOUEHHUS] KOMHCCUU
JKCIIEPTOB II0 pPE3yJbTaTaM »3SKCIEPTU3bl OTHOLICHUS OKUAAEMOW IIOJIb3bl K BO3MOYKHOMY PHCKY
NPUMEHEHHsI JIEKAPCTBEHHOTO MpenapaTta, COOTBETCTBYIOUIMH YIOJHOMOYEHHBINH (elnepanbHblil opraH
VCIIOJIHUTENIBHOU BIJIACTHU:

1) ocymiecTBIsiET OLIEHKY ATOTO 3aKJIIOUEHHUS Uil OMpPENETICHUsI €ro COOTBETCTBHS 3aJaHHUIO0 Ha
MPOBEACHUE YKa3aHHOU SKCIEPTU3BI;

2) NpUHMMAET pELIEHUE O MNOATBEPKICHUM TOCYJapCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO
mpernapara wid 00 OTKa3ze B MOJATBEPKACHUH TOCYAAPCTBEHHOM PpErucTpaluM JIeKapCTBEHHOTO
npenapara;

3) BHOCUT MpU MPUHATUU pEIIEHUS O TMOATBEPKICHUM TOCYJapCTBEHHOW perucTpanuu
JIEKApCTBEHHOI'O IIperapara CBEICHUs B IOCYNAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEIACTB U BBIIACT
3asBUTENIO OECCPOYHOE PErHCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mpenapara.

13. OcHoBaHueM Ajs OTKa3a B MOATBEP)KJIEHUU T'OCYAAPCTBEHHOM PETUCTPALIMU JIEKAPCTBEHHOTO
mpernapara  SBIISETCS 3aKIIOYEHHE COOTBETCTBYIOLIETO YIOJHOMOYEHHOTO (perepaibHOrO oOpraHa
HCIIOJIHUTENBHON BJIACTH O TOM, YTO PUCK IPUUMHEHUS BpEa 3J0POBBI0 UEIOBEKA WM KMBOTHOTO
BCJIEJICTBHE ITpHEMa JIEKaPCTBEHHOTO IpenapaTa MnpeBbIaeT 3(pGeKTHBHOCTD €ro NpruMEHEHHUSL.

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

14. B mnepuoa mpoBeAeHUS MPOLEAYpPbl MOATBEPKACHHUS TOCYJAPCTBEHHOMW perucTpanuu
JIEKapCTBEHHOTO Tpenapata ero ooparienne B Poccuiickoii @epeparinii He MPUOCTAHABIHBACTCS.

15. Jlomyckaercsi oOpalieHHe JEKapCTBEHHBIX IPEMapaToB 10 HCTEUEHHUS CpOKa TOJHOCTH,
IIPOU3BEACHHBIX B TEUEHUE CTa BOCBMUJICCATH KAJICHJApHBIX JHEM TOCiae JaThl MPUHATHUS
YIIOJTHOMOYEHHBIM  (peZiepalibHbIM OpraHOM HCHOJHHUTEIBHON BIIACTH pEIICHHs O TOATBEP)KICHUU
rOCyJapCTBEHHON pEruCTpalid, B COOTBETCTBUM C HWH(OpMalMei, cojepxameicss B JOKYMEHTax
PEruCTPALMOHHOIO IOChE Ha JIEKAPCTBEHHBIN Mpernapar 10 JaThl IPUHATHS TAKOTO PELICHUS.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

Ctatba 30. BHeceHne wu3MeHeHMW B [OOKYMEHTbl, coaepxawmecs B
permncTpauMoHHOM A0Cbe Ha 3aperucTpupoBaHHbIN JeKapCTBEHHbIA npenapar Aansa
MeaAULMHCKOro NnpMMmeHeHus

1. B memsix BHeceHUsI MU3MEHEHHH B JOKYMEHTBI, COJAEpIKALIUECS B PETHCTPAIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar s MEIUIIMHCKOTO TPUMEHEHUs, JepKaTellb WU
BIIQJICTIEI] PETUCTPALMOHHOTO YIOCTOBEPEHHUs JEKApCTBEHHOTO IpermapaTa WM YIOJTHOMOYEHHOE UM
JIpyroe IpUANYECKOe JUIO (Jlaee B HACTOSIIEH CTaThe - 3assBUTEIh) MPEICTABISIET B YIIOTHOMOYEHHBIN
(denepalbHBI OpraH MCTOJHUTEIHHOW BJIACTH 3asBIIEHHE O BHECCHHM TaKUX W3MEHEHUU Mo Qopme,
YCTaHOBJICHHOW YITOJITHOMOYEHHBIM (heJiepaibHbIM OPraHOM MCIOJHUTEILHOMN BIIACTH, U MPHIIAraeMbIe K
HEMYy M3MEHEHUS B YKa3aHHBIC JIOKYMEHTBHI, a TaKKe JIOKyMEHTHI, TIOATBEPKIAIOINEe HEOOXOAUMOCTh
BHECEHUS TAKUX M3MEHEHMUIA.

(B pen. @enepanbHbix 3ak0oHOB OT 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. TIpn HEOOXOIMMOCTH BHECEHUS B JOKYMEHTHI, COJepKALINecs B PErUCTPAlMOHHOM JI0Che Ha
3apErUCTPUPOBAHHBIA  JICKAPCTBEHHBIM Ipenapar Juld MEAMIMHCKOIO IIPUMEHEHUs, HW3MCHEHUM,
yKa3aHHBIX B IyHKTE 3 YacTH 2 HACTOSIICH CTaThbM W TPeOYIOUIMX MPOBEAEHUS SKCHEPTU3bl KaueCTBa
JICKApCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJIHUTEIBFHO MPEACTABISIET B YIOJHOMOYEHHBIN (peepabHbIH
OpraH HCIIOJIHUTEIBHOM BIACTU CBEIEHUA O JaTre IMPEJOCTaBICHUS U PETHMCTPALIMOHHOM HOMeEpe
JIMLEH3UU Ha IIPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHUS O Jare MPEJOCTaBICHUS U
PEruCTPALlMOHHOM HOMEPE 3aKJIIOYEHUs O COOTBETCTBUM IIPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHMUAM TPABWII HaAJEKalled MPOM3BOJACTBEHHOM MPAKTUKU, BBIJAHHBIX (IIPEIOCTABICHHBIX)
YIIOJIHOMOYEHHBIM (pe/IepalbHbIM OPraHOM HCIIOJIHUTEILHON BJIACTH B OTHOLICHUH M3MEHEHHOU U (MJIH)
JOTIOJIHEHHOM IPOU3BOICTBEHHO! IIIOIIAIKH JIEKaPCTBEHHOTO IIpernapara, B cilydae, €CJId IIPOU3BOICTBO
JICKapCTBEHHOTO TMpernapara ocymecTBisercss B Poccuiickoit ®enepauuu, au00 cBeaeHus o Jare
MIPEAOCTABJIICHUS] W PETrUCTPAlMOHHOM HOMEpPE BBIJIAHHOW YIOJHOMOYEHHBIM OPraHOM CTpaHBbI
MIPOU3BOIUTEINS JIMLICH3UN HA IIPOU3BOJICTBO JIEKAPCTBEHHOTI'O IIperapaTa U ee MepeBoj Ha PYCCKUM S3bIK,
3aBEPEHHBIC B YCTAHOBJIICHHOM IIOPSJIKE, @ TAK)KE CBEACHMS O JaTe MPEAOCTABICHUS U PETUCTPALlUOHHOM
HOMEpE 3aKJIIOUEHHUS] O COOTBETCTBHH INPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM IPAaBHII
Ha/IIeKalled MPOM3BOJCTBEHHON MPAKTHKH, BBIJAHHOTO YIOJHOMOYEHHBIM (ellepalbHbIM OpPraHoM
WCIIOJHUTENBHOW BJIACTH B OTHOIICHUM W3MEHEHHOW U (WJM) JIONOJIHEHHOW MPOU3BOACTBEHHOMN
IJIOIIAKK JIEKAPCTBEHHOI'O IIpernapara, WM CBEIACHHUSA O JarTe IPENOCTaBICHUS U PETUCTPALMOHHOM
HOMEpE DPELICHHUsS YHNOJHOMOYEHHOTO (elepalbHOr0 OpraHa HCIOJHUTENBHONW BJIACTH O IMPOBEIACHUU
MHCIICKTUPOBAHUS IPOMU3BOJMTEINS JICKAPCTBEHHBIX CPEACTB B ClIy4ae, €CIU IIPOU3BOJACTBO
JIEKapCTBEHHOIO IIpelapara OCYIIECTBIAETCS 3a npeaenamMu Pocculickon @enepanuu.

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

1.2. TIpn HEOOXOIMMOCTH BHECEHHS B JOKYMEHTHI, COJepKAlIecs B PErHCTPAlMOHHOM JI0Che Ha
3apErUCTPUPOBAHHBIA  JICKAPCTBEHHBIM Ipenapar Uil MEAMIMHCKOIO IIPUMEHEHUs, HW3MCHEHUH,
yKa3aHHBIX B IyHKTE 4 YacTH 2 HACTOSIIEH CTaThbM U TPEeOYIOUIMX MPOBEACHUS SKCHEPTHU3bl KaueCcTBa
JICKApCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJIHUTEIBHO MPEACTABISIET B yIOJHOMOYECHHBIN (peepabHbIHi
OpraH HCIIOJIHUTEIBHOM BIIACTU CBEIEHUA O JaTre IMPEJOCTaBICHUS U PETMCTPALIMOHHOM HOMeEpe
JIMLEH3UU Ha IIPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHUS O Jare MPEJOCTaBICHUS U
PEruCTPALlMOHHOM HOMEPE 3aKJIIOYEHUs O COOTBETCTBUM IIPOM3BOJUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHMUAM TPABWII HAAJIeKaIled MPOM3BOJACTBEHHOM MPAKTUKU, BBIJAHHBIX (IIPEIOCTABICHHBIX)
YIIOJIHOMOYEHHBIM (peJIepabHbIM OPraHOM HCIIONHUTEIHHON BIACTH B OTHOUICHWH MPOU3BOACTBEHHON
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

IUIONIAJKHA JIEKAPCTBEHHOTO Mpenapara, B Clydae, €CIM IPOU3BOJACTBO JIEKAPCTBEHHOIO Ipemnapara
ocymectBisiercsi B Poccuiickoit ®enepanmu, nuO0 CBEIEHUS O Jare MPEAOCTABICHUS W
PErucTpallMOHHOM HOMEPE BBIIAHHOW YIMOJTHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOJUTEINS JUIEH3UN Ha
MPOU3BOACTBO JIEKAPCTBEHHOIO IMpemapara M €€ IMEepeBOJ Ha PYCCKHM A3bIK, 3aBEPEHHBIE B
YCTAHOBJIEHHOM TMOPSJIKE, @ TaKK€ CBEICHHS O Jare€ NPENOCTABICHUS W PErMCTPALlMOHHOM HOMEpe
3aKJIFOUEHUSI O COOTBETCTBUM IPOHM3BOAMUTENSI JIGKAPCTBEHHBIX CPEIACTB TpPEeOOBAHHSIM  TPABUI
HaJJIeXKaIeld MPOU3BOJICTBEHHOW MPAKTUKH, BBIIAHHOTO YIMOJHOMOYEHHBIM (elepaTbHbIM OPraHoOM
WCIIOJTHUTENBHON BJIACTU B OTHOIIEHUH MPOU3BOJICTBEHHOM IJIOLIAKUA JIEKAPCTBEHHOIO Mpenapara, Ui
CBEIEHUs O Jare IPeJOCTaBICHUS U PErUCTPALIMOHHOM HOMEpE pEIICHUS YIIOJHOMOYEHHOIO
(denepasbHOTO OpraHa HWCHOJHUTEIBHON BIACTH O MPOBEICHWH HWHCIICKTHPOBAHUS IPOU3BOAUTEIS
JIEKApCTBEHHOI'O CPEJICTBA B CIIy4ae, €CJIA IPOU3BOJICTBO JIEKAPCTBEHHOIO MperapaTa OCYILIECTBISAETCS 3a
npeaenaMmu Poccuniickoit denepanuu.

(uactp 1.2 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. deaepanbHOro 3aKoHa OT
27.12.2019 N 478-®3)

1.3. Ilpunstue pemieHus O BHECEHWU W3MEHEHUH WM 00 OTKa3e BO BHECCHWH W3MCHCHUU B
JNOKYMEHTBI, COAEpIKAIMEeCs B PErMCTPALIMOHHOM JOChE HA 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npernapar sl MeIUIIMHCKOTO IPUMEHEHHUS, B Cllydyae HEOOXOJMMOCTH MPOBEACHUS IKCIIEPTH3bI KaYeCTBA
JIEKapCTBEHHBIX CPEACTB U (MJIM) DKCHEPTU3bI OTHOIICHUS 0KMIAEMOM IOJIBb3bI K BO3MOXHOMY PUCKY
IIPUMEHEHHUS JICKaPCTBEHHOTO IIpernapara Uil MEAULMHCKOIO IIPUMEHEHUS OCYILECTBIIAETCS B CPOK, HE
MIPEBBIMIAIONINN JIEBSIHOCTA Pa0OYUX JHEH, a B OCTAIBHBIX CIy4YasX B CPOK, HE MPEBBIMIAIONIUN TPUIIATH
paGounx AHEWH CO JHS MPHHATUS YIOJHOMOUYEHHBIM (elepalbHbIM OPraHOM HCIOJHHUTEIBHON BIAcTH
3asBJICHUSI O BHECEHUU TaKUX U3MEHEHUM.

(uactp 1.3 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

1.4. YnonHOMOYEHHBI (QeaepanbHblii OpraH HMCIOJHHUTEIBHONH BIACTH C Y4YETOM pPEe3YyJbTaTOB
(dapmakoHaI30pa U MPOBEPOK COOTBETCTBHS JIGKAPCTBEHHBIX CPEICTB, HAXOISIIUXCS B TPAKIAHCKOM
o0opoTe, yCTaHOBJICHHBIM TpPeOOBAaHMAM K HX KAaueCTBY B TEUEHHE MAECATH pPadOUYMX IHEH co ITHS
MOCTYIUICHUSI COOTBETCTBYIOLIEH HH(OpMauM pa3MelnaeT Ha CBOeM OQHIMaIbHOM CalWTe B CETH
"NHuTepHer" cBeieHUs O HEOOXOJMMOCTH BHECEHHMS B WHCTPYKLUHIO 1O MEIUIMHCKOMY MPUMEHEHMIO
JIEKapCTBEHHOI'O IpernapaTa W3MEHEHUI B OTHOIIEHHWM CBEJCHMM O IOKA3aHUAX JUIsl NPUMEHEHUs U
MPOTHBOIOKA3aHUX JUISI TPUMEHEHHSI JIEKAPCTBEHHOTO IPETapara, BBIIBICHHBIX MOOOYHBIX JNEHCTBUSX,
HEXXEJaTeNbHbIX PEaKUUAX MpHU MPUMEHEHUH JICKApCTBEHHOTO IpenapaTa U yBEJOMISIET 00 3TOM B
AIIEKTPOHHOU (opMe WM MUChbMEHHON (opme (Ha OyMaKHOM HOCHTENE) AepiKaTels WM BiaJenblla
PETUCTPALIMOHHOIO YAOCTOBEPEHMSI JIEKAPCTBEHHOIO Ipernapara (WIM YIOJHOMOYEHHOE UM Jpyroe
IOPUAMYECKOE JIMIO), a TaKXKe JepXKaTelled WM BIJAJCIbLEB PETUCTPALMOHHBIX YJOCTOBEPEHUN
JIEKapCTBEHHBIX IIPENapaToB (MM YIOJIHOMOYEHHBIX HMHU JPYTMX HOPUAMYECKHUX JIHUIL[), KOTOpbIE
SBJIIOTCS] B3aUMO3aMEHAEMBIMH.

(dactsp 1.4 BBeneHa @enepasibHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

1.5. Mepxatenp uau BiIaAeel] pErHCTPALIMOHHOTO YOCTOBEPEHUS JIEKApCTBEHHOIO Ipernapara, a
TaK)Ke JIepKaTel WIHM BIaAEblbl PErUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX MIPENApPaToOB (MU
YIIOJTHOMOYEHHbIE MU JIPyrue IOpUANYECKHIE JTUIa), KOTOPbIE SBISIIOTCS B3aMMO3aMEHSIEMbIMHU, 00s3aHbI
NPEJCTaBUTh B YIIOJIHOMOYEHHBIN (pe/lepanbHbIil OpraH MCIOJHUTEIHHON BIACTH 3asiBICHUS O BHECCHUU
U3MEHEHUH B JOKYMEHTBI, COJEpKAIUECs B PETMCTPALMOHHBIX JOChE Ha 3aPETMCTPUPOBAHHBIC
JIEKApCTBEHHBIEC IIPENaparhbl Ul MEIULMHCKOTO IPUMEHEHMS, B OTHOLIECHUU CBEIACHUM, YKa3aHHBIX B
MHCTPYKLUU N0 MEAULIMHCKOMY NMPUMEHEHHIO JICKApCTBEHHBIX MPENaparToB, B TEUEHHE COPOKa paboumx

www.consultant.ru Crpanvua 69 mns 143
HapAe)XHafa npaBoBas noaaepxxkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=412705&date=03.06.2022&dst=100365&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=299421&date=03.06.2022&dst=100045&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=394111&date=03.06.2022&dst=100202&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=299421&date=03.06.2022&dst=100046&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=341762&date=03.06.2022&dst=100042&field=134

depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

IHEH CO JHS pa3MEIIeHUs YIOJTHOMOYEHHBIM (elepajbHbIM OPraHoM HCIOJHHUTEIBHON BIACTH
uHpopMalny, yKa3aHHOH B yacTH 1.4 Hacrosmel ctarbu. /lanHOe TpeOoBaHNe HE PACIPOCTPaHSIETCs Ha
Cllydal BHECEHHMsS B HHCTPYKLIMIO II0 MEIUILUHCKOMY IIPUMEHEHMIO JICKaPCTBEHHOIO IIperapara
U3MEHEHUH B OTHOILLICHUH HOBBIX MOKa3aHUM I IPUMEHEHHUs JIEKApCTBEHHOIO IIperapaTa Ha OCHOBAHUU
pPe3yIbTaTOB COOTBETCTBYIOLIUX UCCIEAOBAHUN.

(dactsp 1.5 BBeneHa @enepasbHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

2. DKcIepTHU3a JEKapCTBEHHBIX CPEJICTB B YACTH AKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOTO CPEACTBAa U
(uyn) SKCIEepPTU3bl OTHOILIEHUS 0XKUAaEMOM I0JIb3bl K BO3MOXXHOMY PUCKY IPHUMEHEHUS JIEKAPCTBEHHOTO
npenapaTa A MEAULMHCKOIO IPUMEHEHUS MIPOBOJUTCS B CIyyae BHECEHMS] U3MEHEHUH B JTOKYMEHTHI,
COJIepKalluecs] B PEruCTPallMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar, B
OTHOILIECHUH:

1) cBeneHuii, yka3aHHBIX B MHCTPYKIMHM [0 MEIUIMHCKOMY HIPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara:

a) JlekapcTBeHHas (popMa ¢ ykazaHHMEM HaHMMEHOBAHUN M KOJMYECTBEHHOTO COCTaBa JEHCTBYIOLINX
BEIIECTB M KaUeCTBEHHOT'O COCTAaBa BCIIOMOTATENBHBIX BEUIECTB (IIPH HEOOXOIUMOCTH KOJIUYECTBEHHOTO
COCTaBa BCIIOMOTaTENIbHBIX BEIIECTB);

06) ¢dapmakoguHamMuka W QpapMaKOKMHETMKa (32  MCKIIOYEeHHEM  (hapMaKOKWHETHKH
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTENILHBIX JIEKAPCTBEHHBIX MTPETIapaToB);

B) TIOKa3aHUs JJIsl IPUMEHEHUS;
I') IPOTUBONOKA3aHUS JJIsl IPUMEHEHUS;
1) MEpBI IIPEIOCTOPOKHOCTH IPU IPUMEHEHNH;

€) YKa3aHHe BO3MOXXHOCTH M OCOOEHHOCTEH TNPUMEHEHHUs JIeKapCTBEHHOTO IIpernapara Jyls
MEIULUHCKOTO MPUMEHEHHsI OCpEeMEHHBIMHM JKCHIIMHAMH, SKEHIIMHAMH B TMEPUOJ] TPYIHOTO
BCKapMJIMBAHUS, IETbMHU, B3POCIIBIMU, HIMEIOITMMH XPOHUYECKHUE 3a00JIeBaHNUS;

) PEKUM J03UPOBAHUS, CIIOCOOBI BBEICHUS M MPUMEHEHUs, P HEOOXOJUMOCTH BpeMs Ipuema
JIEKApCTBEHHOIO IIperapara, IpOAOKUTEIBHOCTD JICUEHHs], B TOM YHCIE y ACTEH 10 U IOCIE OAHOIO
roja;

3) BO3MOJKHBIE TIOOOYHBIE ICHCTBHS M HEXeNlaTeNIbHbIe PEaKIMK MPH TPUMEHEHNUHN JIEKapCTBEHHOTO
rpenapara;

1) CUMIITOMBI [1€PENO3UPOBKH, MEPHI IO OKA3aHUIO IIOMOILHU IIPU NEPET03UPOBKE;
K) B3aUMOJIEMCTBHUE C JPYTUMHU JIEKAPCTBEHHBIMU IpenapaTtaMu U (UJIM) NUIIEBBIMUA NTPOIYyKTaMU;
1) (opMBI BBIITyCKa JICKApCTBEHHOTO IpenapaTa;

M) yKazaHue (mpu HeoOXOAMMOCTH) OCOOEHHOCTEW NEHCTBHSI JIEKapCTBEHHOIO IIperapara IpH
IIEPBOM IIPUEME UJIHU NIPU €ETO OTMEHE;
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

H) CBCACHUA O BO3MOJKXHOM BJIMAHUU JICKAPCTBCHHOTO IpfCriapara Ajd MCAUIMHCKOTO NPUMCHCHUSA
Ha CIIOCOOHOCTh YIIPABJIATH TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMU

0) CPOK TOJHOCTH M yKa3aHHE Ha 3alpeT MPUMEHEHHsI JICKAPCTBEHHOTO IMperapara Mo MCTECUCHUH
CpOKa TOJIHOCTH;

I1) YCIIOBUSI XpaHEHUS;

P) YCIOBUS OTIYCKA;

2) cocraBa JIEKapCTBEHHOT'0 Tpernapara it MEAUIMHCKOTO IPUMEHEHUS;

3) U3MEHEHHUs1 MecTa IPOU3BO/ICTBA JIEKAPCTBEHHOTO Mpernapara ik MEIUIIMHCKOTO PUMEHEHUS;

4) n3MeHeHus Mokasaresell KauecTBa JIEKApCTBEHHOIO Mpernapara A MEAULUHCKOTO NPUMEHEHUS
1 (WIM) METOA0B KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHOTO Ipenapara Juisi MEJUIIMHCKOTO IPUMEHEHMS;

5) U3MEHEHHUs CpOKa FOJHOCTH JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO IPUMEHEHNS;

6) cBeleHUH O HEOOXOJUMOCTH BHECEHHUS MHBIX M3MEHEHHH B MHCTPYKIHUIO MO MEIUIMHCKOMY
IIPUMEHEHHUIO JIEKAPCTBEHHOI'O IIperapaTa, a TakKKe B HHbIE JOKYMEHTBI, COJEpJKalluecs B
PETUCTPALIMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapar. Ilpum 3tom pemieHue o
IIPOBEJIEHUN DSKCIIEPTU3bl KAauecTBa JIEKAPCTBEHHBIX CPEACTB M (WJIM) DSKCHEPTU3bl OTHOILIEHUS
0’KUJAEMOH TI0JIb3bI K BO3MOKHOMY PUCKY ITPUMEHEHMSI JIEKAPCTBEHHOT'O Ipernapara JUisi MEAULIMHCKOTO
NPUMEHEHHs IPUHUMAETCSI B COOTBETCTBUHU C YTBEP)KJICHHON YIOJHOMOYEHHBIM (pefiepallbHbIM OPraHOM
WCTIOJITHUTEIBHOM BIJIACTH KJIacCH(UKalMel W3MEHEHHH, BHOCHMBIX B JOKYMEHTHI, COJEpKalluecs: B
PETUCTPALIMOHHOM JI0ChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar.

(dactsp 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. 3asBUTENH BIpPaBEe MPEACTABUTH MO0 COOCTBEHHON MHHUIIMATUBE BMECTE C 3asBJICHUEM O BHECEHHH
U3MEHEHUH B JIOKYMEHTBI, COJEpXallUecs B PEruCTPAlMOHHOM JIOCh€ Ha 3aperucTPUpPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar il MEIULUHCKOTO NPUMEHEHHs, KOIUU JOKYMEHTOB, MOITBEPKIAOIIMX
yIUIaTy TOCYJAapCTBEHHOMN MOIJIMHBI 32 BHECEHHWE B JIOKYMEHTBI, COJEpPIKAIIUECS B PETUCTPALMOHHOM
JI0ChE Ha 3apeTUCTPUPOBAHHBIN JIEKapCTBEHHBIN Npenapar s MEJUIIMHCKOIO IIPUMEHEHUs], NU3MEHEHUH,
TpeOYIOLINX TMPOBEJCHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEIACTB B YaCTH OKCIEPTHU3Bl KayecTBa
JIEKapCTBEHHOI'O CPEACTBA U (MJIM) 3KCIIEPTU3bl OTHOLIEHUS 0’KUIAEMOU MOJb3bl K BO3MOKHOMY PUCKY
IIPUMEHEHMSI JIEKAPCTBEHHOTO Mpenapara Iy MEIUIUHCKOTO PUMEHEHUS, TOCYJapCTBEHHON TOLUINHEI
3a BHECEHUE B JOKYMEHTBI, COJIEp)KallMecs B PErMCTPALMOHHOM JIOChE HAa 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN MpenapaT Ul MEJUIIMHCKOTO NMPHUMEHEHUS, U3MEHEHUH, He TpeOYIOIUX MPOBEICHUS
9KCIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, & TAKXKE BbIABaeMble (IPEAOCTABISAEMBIE) YIIOTHOMOYEHHBIMU
(denepalbHBIMU OpraHAMH HCIIOJHUTEIBHON BIACTH JOKYMEHTHI (CBEACHHS), YKa3aHHbIC B YacTsx 1.1 u
1.2 nHacrosmeil crarbu. B ciyyae WX HENpeCTaBICHHS YIIOJTHOMOYEHHBIH (enepanbHblii oprax
UCIOJIHUTENBHON  BJIACTH  3alpalllMBacT  yKa3aHHblE  JOKYMEHTbl  (CBEIEHMS) B  IOpSIKE
MEXBEIOMCTBEHHOT'O MH(POPMALIMOHHOTO B3aMMOICHCTBHSL.

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

4. B Teuenue necatu pabouynx AHEH CO HS MOCTYIJICHUS YKa3aHHOTO B YacTu | HacTosIIeil cTaThu
3afBICHUSI U HEOOXOJMMBIX JIOKYMEHTOB YIIOJHOMOYEHHBIH (heaepaabHblii OpraH HCIOJHUTEILHON
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

BJIaCTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEIEHUH, COAEPKAIIMXCS B IPEICTABICHHBIX
3asBUTEIIEM MaTepuanax;

2) NpUHUMAET PELICHUE O IPOBE/ICHUN YKAa3aHHBIX B YaCTHU 2 HACTOSIIEH CTaThU COOTBETCTBYIOLIUX
AKCIEPTU3 JIEKAPCTBEHHOTO CPEICTBA WM 00 OTKa3e B UX MPOBEICHUU;

3) yBeOOMIISIET B DJIEKTPOHHOUW WM MUCHBMEHHOW (opMe 3asBUTENs O MPUHSITOM PEIICHUU WU B
cllydae TMPUHSATHS pemieHuss 00 OTKa3e B MPOBEJICHHH COOTBETCTBYIOMIEH AKCHEPTHU3BI C YKa3aHHEM
MPUYUH TAKOTO OTKA3a.

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

4.1. B ciydae BBIBIECHUS HEIOCTOBEPHOCTU CBEACHUMH, COJIEPIKALIMXCA B IPEACTABICHHBIX
3asBUTEIIEM MaTepualiaX, YIOJHOMOYEHHBIN (efepanbHbli OpraH WCHOJIHUTENBHONW BIACTH HAPABIISIET
3asBUTENIO 3alpoc 00 YTOUHEHHHM YKa3aHHBIX cBeAeHWH. JlaHHBIA 3ampoc MoKeT ObITh mepenaH
YIIOJIJHOMOYEHHOMY IIPEJACTABUTEIIO 3asSBUTEI JIMYHO I10J] PACIUCKY, HAIPABJICH IO IOYTE 3aKa3HbIM
MUCHbMOM WJIM TIEpeJaH B JICKTPOHHOHU (opMe Mo TeIeKOMMYHHMKALMOHHBIM KaHallaM CBsi3U. B ciydae
HaIlpaBJICHUs JAHHOTO 3aIpoca I10 M0YTE 3aKa3HbIM IIMCbMOM OH CUMTAETCS IOJyYEHHBIM 110 UCTCUEHUU
LIECTU JHEH C 1aThl HAIIPABJICHUS 3aKa3HOTO IIMCHMA.

(uactsp 4.1 BBengeHa @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTens 00s3aH MPEACTaBUTh OTBET Ha 3apoC YIOJIHOMOYEHHOTO (efepalbHOTO OopraHa
WCTIOJITHUTEIBHOM BIACTH B CPOK, HE MPEBBIMIAIOIIMNA JEBIHOCTa pabouux IHEW CO JHS TMOIy4eHHs
naHHoro 3ampoca. Cpok, yKa3aHHBI B 4YacTH 4 HACTOSALIEH CTaTbU, MPUOCTAHABIMBAETCS CO JHSA
HaNpaBJICHUS 3asiBUTEIIO 3aIIPOCa YIIOJIHOMOYEHHOTO (he/lepaibHOTO OpraHa UCIIOJHUTEILHON BIACTH JI0
IHS TIOJIy4eHHS UM OTBETa Ha JAHHBIM 3alpoc M HE YYUTHIBACTCS NMPU MCUUCICHUU CPOKA MPHUHATHS
pElIEHHs O BHECEHMM HW3MEHEHUI B JIOKYMEHTBI, COJAEp)KAlMecss B PErMCTPAllMOHHOM JIOCbEe Ha
3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar 1 MEJUIIMHCKOTO IPUMEHEHMSL.

(dactsp 4.2 BBegeHa PenepasbHbIM 3ak0HOM 0T 25.11.2013 N 317-D3)

5. OcHOoBaHuEM Ui OTKa3a B MPOBEJACHUM YKA3aHHBIX B YaCTU 2 HACTOAIIEW CTATbU SKCHEPTU3
SIBJISIETCS] TIPEJICTABIICHUE JOKYMEHTOB, IEPEUUCICHHBIX B YacTsaX | U 3 HacTosiiell cTaTby, B HEMOJIHOM
oObeMe, HETpeCTaBIICHUE 3asBUTENIEM B YCTAaHOBICHHBIH CpPOK OTBETa Ha yKa3aHHBIA B udactu 4.1
HACTOSIIIEH CTaThU 3alpOC YIMOJTHOMOYEHHOTO (elepabHOTO OpraHa UCTIOJHUTEIHLHOU BIIACTH, a TaKXKe
OTCYTCTBUE€ B  TMPEACTABJICHHBIX  JOKYMEHTaX  JOCTATOYHBIX  CBEIEHUM,  IOJATBEPKAAOIINX
HEO0OXOIMMOCTh BHECEHUS U3MEHEHUM, WM OTCYTCTBHE MH(POPMAIUU, TOATBEPKAAOMIEH (DAKT YIUIaThl
roCyJapCTBEHHBIX MOIUINH, YKA3aHHBIX B YaCTH 3 HACTOSIIECH CTaThu.

(B pen. @enepanbubix 3akoHOB OT 25.11.2013 N 317-03, ot 22.12.2014 N 429-D3)

6. YKa3zaHHbIC B YaCTU 2 HACTOSIICH CTaTbU AKCIEPTU3BI MPOBOJAATCS B MOPSIKE, YCTAHOBIECHHOM
crathelt 23 Hacrosero deaepanbHOTrO 3aKOHa.

7. B cpok, He MPEBBILAIOIINNA AECATH padoUYMX AHEH CO JHS MOJIYYEHHUS 3aKIIOYCHUH KOMHCCHMA
SKCIEPTOB IO pPE3yiIbTaTaM YKa3aHHBIX B 4YacTU 2 HACTOSLIEW CTaTbU SKCIEPTHU3, YIOJIHOMOYEHHBIN
(denepanbHbBIN OpraH UCIIOJHUTEIHHON BIACTH:

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

1) mpuHMMaeT peleHne O BHECEHUU U3MEHEHUH B IOKYMEHTHI, COJEPKAIINECS B PETUCTPALMIOHHOM
J0Che Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipemapar s MEJUIMHCKOTO MPUMEHEHHs, WiIH 00
OTKa3¢ BO BHECCHUU TaKUX U3MECHEHUN;

2) BHOCUT B TOCYIApCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEICTB HAa OCHOBAaHUM PELIEHUS O
BHECCHUM  WM3MEHEHMM B  JOKYMEHTBI, COAEpXaluecs B  PETUCTPAlMOHHOM  JIOChE€  Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM Npenapar [uis MEIUIMHCKOTO INPUMEHEHHs, HeoO0XOoIuMble
VU3MEHEHHUs U BO3BPAILAET UX 3asBUTEIIIO;

3) BbLIACT 3asBUTEII0 HOBOE PErHCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpernapara B
cily4ae U3BMEHEHUs CBEJICHUM, COIePKAIINXCS B HEM.
(. 3 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

8. OcHoBaHMeM 1 OTKa3a BO BHECEHUMM HW3MEHEHHMH B JOKYMEHTBI, COJEpJKaluecs B
PEruCTPallMOHHOM JIOCh€ HAa 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpemapar s MEIULMHCKOIO
MPUMEHEHHS, SIBJISETCS 3aKJIIOYCHHUE YIIOJTHOMOUYEHHOTO (pefiepaibHOrO OpraHa UCIOJHUTEIBHOM BIaCTH
O BO3MOYKHOCTH CHIKEHHS O€30MacHOCTH, KadecTBa, S(P(PEKTHBHOCTH JIEKAPCTBEHHOTO CpEACTBA B
Clly4ae BHECEHHs TAKUX U3MEHECHUM.

9. Jomyckaercst oOpallleHHe JIeKapCTBEHHBIX IPENapaTroB Uil MEIUIIMHCKOTO TPUMEHEHHUs 10
UCTEYEHHUsI CPOKA TOJHOCTH, POU3BEACHHBIX B TEUEHNUE CTa BOCBMUJECITH JHEH MOCIE AAThl PUHATHUS
YIIOJIHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM HMCIIOJHUTEIHHOM BIACTH PELICHHS O BHECEHHH U3MEHEHHH B
JOKYMEHTBI, COJEpKalllMecss B PETUCTPAIMIOHHOM JIOCh€, B COOTBETCTBUM C HH(pOpMAaIMei,
coJepkalieiicss B JOKYMEHTaX pPETUCTPALMOHHOTO JIOChE Ha JIEKAPCTBEHHBINM IIpernapar [0 JaThl
MIPUHATHS TAaKOTO PELICHUS.

(dactp 9 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

10. IIpaBurenbctBo Poccuiickoit deneparnyu BIOpaBe YCTaHOBUTh OCOOECHHOCTH BHECCHHS
U3MEHEHUHW B JOKYMEHTBI, COJCPIKAIIUECS B PETUCTPALMOHHOM JIOChE HA 3apEruCTPUPOBAHHBIN
JICKapCTBEHHBIN TpenapaTr JUlsi MEJUIIMHCKOTO TPUMEHEHHUs, B clydae JeeKTypbl HWIM pHCKa
BO3HUKHOBEHHUS Je(EeKTyphl JEKapCTBEHHBIX NPENapaToB B CBSI3M C BBEJCHUEM B OTHOLICHUU
Poccniickoit denepanuu OrpaHUYUTENBHBIX MEP S3KOHOMUYECKOTO XapaKTepa.

(uactp 10 BBenena denepanbubiM 3ak0HOM 0T 08.03.2022 N 46-D3)

Ctatba 31. BHeceHne wu3MeHeHMM B [OOKYMEHTbl, coaepxawmecs B
permncTpauMoHHOM [O0Cbeé Ha 3aperucTpupoBaHHbIN JeKapCTBEHHbIA npenapar Aansa
BeTepMHAPHOIro NpMMeHeHus

1. B mensx BHECEHHUS M3MEHEHUM B JOKYMEHTBI, COJIEpXKAIllMeCs B PErUCTPALMOHHOM JOChE Ha
3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Npenapar Uil BETEPUHAPHOTO NPUMEHEHHS, AEPKATENb WU
BJIAJIENIEL] PETUCTPAMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOrO Ipenapara Wid YHOJIHOMOYEHHOE UM
JIpYroe I0pUandecKoe JUIo (Jajiee B HACTOALIEH CTAaThe - 3asIBUTENb) MPEACTABIISIET B YIIOJTHOMOYEHHBIHN
(denepalbHBI OpraH UCTIOJHUTEIHHOW BJIACTH 3asBIIEHHE O BHECCHHM TaKUX W3MEHEHUU 1Mo Qopme,
YCTaHOBJICHHOW YITOJTHOMOYEHHBIM (heJiepaibHbIM OPraHOM MCIOJHUTEILHOMN BIIACTH, U MPHIIAraeMbIe K
HEMYy M3MEHEHUS B YKa3aHHBIC JOKYMEHTBHI, a TaKKe JTOKyMEHTHI, TIOJATBEPKIAIOINEe HEOOXOAUMOCTh
BHECEHUS TaKUX u3MeHeHU. [Ipy He0OX0IMMOCTH BHECEHUS U3MEHEHUH B JOKYMEHTBI, COJIEpIKaIecs B
PETUCTPALIMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar uisi BETEPUHAPHOTO
MPUMEHEHMs, B CIy4asX HU3MEHEHUs U (WJIM) JONOJHEHUS MPOU3BOACTBEHHOM  IJIOIIAKU
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

JIEKapCTBEHHOI'O CPENCTBA, & TAKXKE M3MEHEHUs NOKa3aTesleld KauecTBa JIEKApCTBEHHOIO Ipernapara Juis
BETEPUHAPHOTO IPUMEHEHUs U (WIM) METOJOB KOHTPOJII KauecTBa JIEKApCTBEHHOT'O Iperapara Juls
BETEPUHAPHOTO IPUMEHEHUS 3asiBUTENb JOINOJHHUTEIBHO IPEACTABISAET B  YIOJIHOMOYEHHBIN
(benepanbHBIN OpraH UCIIOTHUTEIBHOM BIACTH CIEAYIOIINE JOKYMEHTHI (CBEICHHS ):

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHus o nare MpPENOCTaBICHUS M PETUCTPALlMOHHOM HOMEpE JIMLEH3UHM HA IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJCTB, IPEIOCTABICHHOW MPOM3BOJUTENO JIEKAPCTBEHHOIO Ipenapara Ams
BETEPUHAPHOTO MPUMEHEHMS, ISl POCCUMCKUX IIPOU3BOAUTENEH;

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

2) cBeAeHUs O JaTe NPEJOCTaBICHUS M PETUCTPALlMOHHOM HOMEpE JIMLEH3UU HA IPOU3BOJICTBO
JICKapCTBEHHBIX  CPEICTB, MPEIOCTABICHHOW MPOU3BOAMUTENIO  (PapMaleBTUYECKOH  CyOCTaHIIMH,
BXOJSLIEH B COCTaB JIEKAPCTBEHHOIO Ipemnapara JUlsli BETEPUHAPHOIO NPUMEHEHHUS, A POCCUMCKHUX
IIPOU3BOIUTEINIEH;

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

3) KOmHMs TOKyMEHTA, BBIJAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTpaHbl POU3BOAUTEINS A KayKIOU
[IPOU3BOJCTBEHHON IUIOIIAJKMA JIEKAPCTBEHHOIO IIpenapara M BETEPUHAPHOIO IPUMEHEHHUS U
MOJITBEPXK/IAIOIIETO COOTBETCTBHE IMPOU3BOAUTEINS JICKAPCTBEHHOTO Ipernapara TpeOOBAaHUSAM IpaBHII
HaJUICKALlEd IPOU3BOJCTBEHHOM IIPAaKTUKM, M €ro IIEpeBOJl Ha PYCCKUU S3bIK, 3aBEPECHHBIC B
YCTAaHOBJICHHOM IOPSKE, a TAKXKE KOIUSA 3aKJIFOYEHHS] O COOTBETCTBUU IIPOU3BOAUTEIIS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHMAM  MpPaBWJ  HAAJEKAIIEH  MPOU3BOJCTBEHHON  NPAKTHUKH,  BBIJAHHOTO
YIIOJIHOMOYEHHBIM (pe/iepalbHbIM OpPraHOM HCIIONHUTEIBHON BIACTU JUIS KaKJIOW MPOU3BOICTBEHHON
TUTOIIAJIKK JIEKAPCTBEHHOTO Tpernapara s BETEPUHAPHOTO IMPHUMEHEHHs, JHOO KOMHS pELICHUS O
[IPOBEJACHUN UHCIIEKTUPOBAHUS IIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB, IIPUHATOTO YIIOJIHOMOYEHHBIM
denepandbHBIM OpPraHOM HCHOJHUTENBHOM BIACTH UL  KaKJOW TPOM3BOACTBEHHON IJIOIIAJKU
JIEKapCTBEHHOIO IIperapara Jjis BETEpUHAPHOIO IIPUMEHEHHUs. YKa3aHHBIE JTOKYMEHTBI IPEICTaBISIOTCS
B Cly4ae, €CIM IPOU3BOACTBO JICKAPCTBEHHOIO IIpemapara [uisi BETEPUHAPHOIO IPUMEHEHHUS
ocyuiecTBisAeTcs 3a npenenamu Pocculickon @enepanny;

4) xomus JIOKYMEHTAa, BBIJAHHOIO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl I[POU3BOAUTENS
(bapMareBTHUECKOM cyOcTaHIIMH u MIOATBEPK TAOLLETO COOTBETCTBUE IIPOU3BOJUTEIS
(bapmareBTHUECKONW CyOCTaHIIMM, BXOJAIICH B COCTaB JIGKAPCTBEHHOTO MpenapaTa Jisi BETEPHHAPHOTO
NpUMEHEHHsI, TPeOOBAHUSAM NpPaBUJ HAJUICKAIIEH MPOU3BOJICTBEHHOM MPAKTHKH, M €ro IMEepeBOJ Ha
PYCCKUI  53BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IIOPSAKE, B CIydae, €CIH IIPOU3BOJICTBO
(bapMmareBTHUECKON CyOCTaHIIMM OCYILECTBIIAETCS 3a npeaenamu Poccuiickoii @eneparui.

(uactp 1 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cnyyae u3meHeHust U (WiKM) JOMOJHEHHUS MPOU3BOJCTBEHHOM IJIOMIAIKU JIEKAPCTBEHHOTO
CpeACTBa JOKYMEHTBI, YKa3aHHbIE B 4YacTH | HacTosAlled CTaTbM, NPEACTABIAIOTCSA 3asBUTEIEM B
OTHOIIEHUH H3MEHsAeMON U (WIM) JOMOJHIEMON IPOU3BOJACTBEHHON IIJIOLIAAKH JIEKAPCTBEHHOIO
cpeacTBa. PerieHne o BHECEHUM U3MEHEHUN B IOKYMEHTBI, COJEpKAIINECS B PErHCTPALlMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIN Mpenapar A BeTepUHAPHOTO MPUMEHEHHUS, UM 00 OTKa3e B MX
BHECCHHMHU MPHUHUMAETCA B Cllydae HEOOXOJMMOCTH MPOBEICHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA B
CPOK, HE MPEBBIIAIOUINI AEBIHOCTa pab0UMX AHEH, a B OCTAJIBHBIX CIy4asX B CPOK, HE MPEBBIIIAIOIINI
TpUILATH pabOYNX JHEW CO JHS MPUHATHUS YIIOJIHOMOYECHHBIM (heiepabHbBIM OPraHOM HCHOJTHUTEIbHOM
BJIACTH 3asIBJICHUSI O BHECEHUM TaKUX U3MEHEHUIL.
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

(uactsp 1.1 BBenena @enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.2. B ciydae peopraHuzanuu JepsKarens WIM Biajaeiblia PErHCTPALIMOHHOTO YIOCTOBEPEHMS
JICKApCTBEHHOTO TMpernapara s BETEPUHAPHOTO IPUMEHEHHs, pa3paboTuyMKa WM TPOU3BOAUTEIS
JIEKAapCTBEHHOI'O IIpernapara Ul BETEpUHAPHOIO NPHUMEHEHUS B 3asBJICHUM O BHECCHUM U3MCHCHHUU B
JOKYMEHTBI, COAEpIKAIMEeCs B PErMCTPALIMOHHOM JOChE HA 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpenapar s BETEPUHAPHOIO IPUMEHEHUs, YKa3bIBAIOTCSA JaHHBIC JIOKYMEHTa, IOATBEPKIAIOLIErO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B ENUHBIA rocy1apCTBEHHBIH PEECTp FOPUAMYECKUX JIMILL (U1
OpraHM3aluii, 3aperucTpupoBaHHbIX Ha TeppuTopuu Poccuiickoit denepanun), UiaM MHOTO AOKYMEHTA,
MOATBEPXKAIOLIETO PEOPraHU3alMI0 OPUINYECKOro Jula (111 OpraHu3aluii, He 3aperucTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit ®exnepanuu). 3asBI€HHE O BHECEHHUM W3MEHEHUNW B JIOKYMEHTHI,
COZepIKaIIUeECs B PETHCTPALlMOHHOM JOCh€ Ha 3apEerMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar s
BETEPUHAPHOTO MPUMEHEHUS, U IIPUJIAracMble K HEMY JOKYMEHTBI IIPEJACTABIIAIOTCS B YIIOJTHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIHHON BJIACTH HE TO3JHEEe YeM 4epe3 TpUIaTh paboumx JHEH co THS
BHECEHUSI COOTBETCTBYIOILMX M3MEHEHUN B ENUHBIN rocy1apCTBEHHBIH PEECTp IOPUAMYECKUX JIMILL (U1
OpraHM3alii, 3aperuCTpUPOBaHHbIX Ha Teppuropun Poccuiickoil denepaunn) UaM co IHSA TPUHATHA
COOTBETCTBYIOILIEIO JIOKYMEHTa, IOATBEPXKAAIOLIEIO PEOPraHU3alUil0 OPUAMYECKOro Juma (i
OpraHM3alii, HE 3aperucTpUpoBaHHBIX Ha Tepputopun Poccuiickoit @Penepauun). B ciydae
peopraHus3anuu JAepiKarens WIM BIAJelbla pPETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
mpenapara Juisi BETEpUHAPHOIO IIPUMEHEHHs 3asBJICHUE O BHECCHUM H3MEHEHUU B JIOKYMEHTHI,
COZIepIKAIIUeECs B PETHCTPALlMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar s
BETCPUHAPHOTO IIPUMEHEHUs, IOJACTCA IOPUIUYECKUM JIMLIOM, KOTOPOMY B XOJAE pEOpraHu3aLuu
[IEPEAAHO MIPABO BIAJCHUSA TAKUM PErUCTPALMOHHBIM YIOCTOBEPECHUEM.

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

2. B ciydyae BHeCEHUS U3MEHEHUU B JIOKYMEHTBI, COAEPKALIUECS B PErMCTPALIMOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBIA JIEKAPCTBEHHBIM TMpernapaT Uisi BETEPUHAPHOTO NPUMEHEHUs, B OTHOIICHHH
CBEJIEHMH, yKa3aHHBIX B mojamynkrax "e", "x", "k", "a", "H", "c", "x" mynkra 7 wactu 3 crarbu 17
Hacrosiiero deaepanbHOTO 3aKOHA, WU3MEHEHUs W (WIM) JOMOJHEHHUS MPOM3BOJACTBEHHOM IJIOIIAIKU
JIEKAPCTBEHHOTO CPEJICTBa, a TakXKe B Ciydae H3MEHEHHUsl IOKa3aTeleil KauecTBa JIEKapCTBEHHOTO
npenapara JJjis BETEPUHAPHOIO MPUMEHEHHS U (WJIM) METOJOB KOHTPOJIS KadyecTBa JIEKAPCTBEHHOIO
npenapara Jjisi BETEPUHAPHOTO MPUMEHEHHUsI MPOBOJAMTCS SKCHEPTHU3a JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO TMpUMEHeHHs. B cimydae He0OXOJAMMOCTH BHECEHHSI WHBIX U3MEHEHUH B JIOKYMEHTHI,
COJIepXaIIuecss B PErHCTPALMOHHOM JIOChe Ha 3apEerUCTPUPOBAHHBIA JICKAPCTBEHHBIM mpenapar ajs
BETEPUHAPHOTO MPUMEHEHUS, FIKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA JIsl BETEPUHAPHOIO MPUMEHEHUS HE
MPOBOJIUTCA.

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

3. 3asBUTENH BIpPaBE MPEACTABUTH MO0 COOCTBEHHON MHHUIIMATUBE BMECTE C 3aSBJICHUEM O BHECEHHH
U3MEHEHUHW B JOKYMEHTBI, COJCPIKAIIUECS B PETUCTPALMOHHOM JIOChE HA 3apEruCTPUPOBAHHBIN
JIEKApCTBEHHBINM IIpernapar Ui BETEPUHAPHOTO IPUMEHEHHs, KOIMM JIOKYMEHTOB, IOATBEPKIAIOLINX
yIUIaTy TOCYJapCTBEHHOW IIOLUIMHBI 32 BHECEHHME B JIOKYMEHTBI, COJEP)KAIUMECS B PErUCTPALMOHHOM
JOChE Ha 3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIN IpEapar JUisi BETEPUHAPHOIO IPUMEHEHUS, U3MEHEHUH,
TpeOYIOUNX MPOBEACHUS SKCHEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA, WIM H3MEHEHHH, HE TpeOyromux
MIPOBEACHUS SKCIIEPTU3BI JICKAPCTBEHHOTO cpencTBa. B ciiyyae HE0OXOAMMOCTH M3MEHEHHUs CBEICHHIA,
COZICpKAIIUXCA B PETUCTPALMOHHOM YJOCTOBEPEHMM JICKAPCTBEHHOIO IIpernapara s BETEPUHAPHOIO
IIPUMEHEHMUS], C 3asBJICHUEM, YKA3aHHBIM B 4acTU | HAcTOSILIEH CTaTbH, 3asIBUTEINIb BIIPaBE MPEICTABUTH
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

no COOCTBEHHOW WHUIIMATUBE KOIHUIO JOKYMEHTa, MOJATBEPKIAIOIIETO YIUIAaTy TOCyIapCTBEHHON
MOILIJIMHBI 3a BbIJJa4y PETUCTPALlMOHHOTO YA0CTOBEPEHUS JIEKApCTBEHHOTO IIpenapaTa. 3asBUTEIb BIPaBe
MPEJCTaBUTh M0 COOCTBEHHOW MHUIMATHUBE CBEICHUS O JIMLIEH3UAX, YKa3aHHbIE B MyHKTax | u 2 yactu 1
HAcTOsIIEH CTaTbd, a TaKKe BbBIJABAEMbIE  YIIOJIHOMOYEHHBIMH  (peliepalibHBIMM  OpraHaMu
UCIIOJIHUTENBHON BIACTH JIOKYMEHTHI, YKa3aHHble B NMyHKTe 3 uyactu | Hacrosmed cratbu. B cioydae
HETPEACTaBICHUS YKa3aHHBIX JOKYMEHTOB (CBEICHMI) YIOJIHOMOYECHHBIH (enepanbHblii oprax
UCIOJIHUTENBHON  BJIACTM  3allpalllMBacT  yKa3aHHblE  JOKYMEHTHl  (CBEIEHHMS) B  IOpSIKE
MEXBEJIOMCTBEHHOT'O MH(POPMALIMOHHOTO B3aMMOICHCTBHSL.

(uactp 3 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

4. B cpok, HE MPEBBIIAOIIUN AeCATH pabounx THEH co IHS MOCTYIUIEHUS YKAa3aHHOTO B YacTH 1
HACTOSIIEH CTaTbM 3asBJIICHUS U HEOOXOJMMBIX JOKYMEHTOB, YIIOJTHOMOYEHHBIH (enepanbHblii opraH
VCIIOJIHUTEBHON BJIACTHU:

1) mpoBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEIEHUH, COAEPKAIIMUXCS B IPEICTABICHHBIX
3asiBUTEIIEM JOKYMEHTAX;

2) IpUHHUMAET pEIIEHUE O NPOBEAECHUH IKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEJICTBA JUIsl BETEPUHAPHOTO
PUMEHEHHsI I 00 OTKa3e B €€ MPOBEACHUHY;

3) yBemomuisieT B MMCbMEHHOM (hopMe 3asiBUTENSI O MPUHATOM PELICHUH WU B Clydae MPUHATHS
pemieHust 00 OTKa3e B TPOBEICHHHM SKCIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA JJIS BETEPUHAPHOIO
IIPUMEHEHHUS C YKa3aHUEM IIPUYMH TAKOTO OTKa3a.

4.1. B ciydae BbISIBICHUSI HEIOCTOBEPHOCTHU U (MJIM) HEIOCTATOUHOCTHU CBEJICHUMN, COACPKAIIUXCS B
MIPEJICTABICHHBIX 3asBUTEIIEM JOKYMEHTAX, YIMOJHOMOUYEHHBIH (helepanbHbId OpraH HCIOJHUTEILHON
BJIACTU HANpPABISAET 3asABUTENIO 3alpoc 00 YTOYHEHHWH YKa3aHHBIX CBEJCHHUU. 3ampoc MOXKET OBITh
nepeiaH yIoJIHOMOYEHHOMY IPEACTABUTENIO 3asiBUTEINS [10J] PACIHUCKY, HAIIPaBJIEH IO MOYTE 3aKa3HbIM
MUCHbMOM WJIM TIEpeJaH B JIEKTPOHHOU (opMe Mo TeIeKOMMYHHMKALIMOHHBIM KaHallaM CBsi3U. B ciydae
HaNpaBJICHUs 3aIpoca 00 YTOUHEHUH YKAa3aHHBIX CBEJICHM MO MOYTE 3aKa3HBIM IMMCbMOM OH CUMTAETCs
MOJTYYEHHBIM 110 UCTEUEHUH IIECTH JHEH C aThl HANIPABJIECHUS 3aKa3HOTO MUChMA.

(uacts 4.1 BBeneHa @exnepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.2. 3asBuTens 00s3aH MPEACTaBUTh OTBET Ha 3alpoC YIOJIHOMOYEHHOTO (elepaibHOTO OpraHa
WCTIOJITHUTEIBHOM BIIACTU B CPOK, HE MPEBBIMAIOIIMNA JEBIHOCTa pabouuxX IHEW CO IHS TMOIy4eHHs
naHHoro 3ampoca. Cpoku, ykazaHHble B yacTu 1.1 Hacrosimied crarbM, MPUOCTAHABIMBAIOTCA CO JHS
HaNpaBJICHUS 3asiBUTEIIO 3aIIPOCa YIIOJHOMOYEHHOTO (heiepaibHOTO OpraHa UCIIOJIHUTEILHON BIACTH JI0
JHS TOJIyYEHUS OTBETa Ha JAHHBIM 3allpoC U HE YUWUTBHIBAIOTCSA IPU HCUYMCIEHUM CPOKa IMPUHATHS
pElIeHHs O BHECEHMM HW3MEHEHUI B JIOKYMEHTBI, COJAEp)KAlUecss B PEruCTPAllMOHHOM JIOChbE€ Ha
3aperucTpUpPOBAaHHBIN JEKAPCTBEHHBIN Mpenapar A BETEpUHAPHOTO IPUMEHEHHUS.

(uacts 4.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMeM [UIsl OTKa3a B IIPOBEIEHUU DSKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA JUId
BETEPUHAPHOTO MPUMEHEHUs SBJISETCS NPEICTABICHHUE JOKYMEHTOB, YKa3aHHbIX B dacTsax | u 3
HACTOSIIEH CTaThbH, B HEMOJHOM 00BEME MIIM OTCYTCTBUE B MPEJCTABICHHBIX TOKYMEHTAX JOCTAaTOYHBIX
CBEICHUH, MOATBEPKIAIOMINUX HEOOXOJAUMOCTh BHECEHUS HW3MEHEHHH, JMOO0 HempeacTaBiIeHue
3asBUTEJIEM B YCTAHOBJICHHBI CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosIed CTaTbM 3arpoc
YIIOJTHOMOYEHHOTO (peIepalbHOTO OpraHa UCIOJIHUTEILHON BIACTH.
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

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

6. DkcrnepTusa JEKapCTBEHHOTO CpPEACTBA [UIsl BETEPUHAPHOTO NPHUMEHEHHUS B LIENSAX BHECEHHUS
U3MEHEHUH B JIOKYMEHTBI, COJEpXalluecs B PEruCTPAlMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBIN
JEKapCTBEHHBI IpemapaT i BETEPUHAPHOTO IPUMEHEHHUs, OCYILECTBISETCS B  IOPAIKE,
YCTaHOBJIEHHOM cTaThell 24 HacTosmero @enepabHOTO 3aKOHa.

6.1. B cpox, He IPEBBIMIAIOMNI AECATH padOUuX JHEH CO JHS MOJTYYEHHs 3aKIIOYEHHS] KOMUCCHH
9KCHEPTOB 0 PE3ylbTaTaM YKAa3aHHOW B 4YacTH 2 HACTOALIEH CTAaTbHU SKCIEPTHU3BL, YIOJIHOMOYEHHBIN
(denepanbHbBIN OpraH UCIIOJIHUTEIHHON BIACTH:

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

1) mpuHMMaeT pellIeHne O BHECEHUU U3MEHEHUH B IOKYMEHTHI, COJEPIKAIINECS B PETUCTPALMIOHHOM
J0ChE Ha 3apeTUCTPUPOBAHHBIN JIGKAPCTBEHHBIN Ipenapar [yuis BETEPUHAPHOTO MPHUMEHEHHs, UM 00
OTKa3€ BO BHECCHUU TaKUX U3MECHEHUN;

2) BHOCUT B TOCYIapCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHUM PELIEHUS O
BHECCHUM  WM3MEHEHMM B  JOKYMEHTBI, COJAEpXKalluecs B  PETUCTPAMOHHOM  JIOChE€  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar [Uis BETEPHUHAPHOTO IPUMEHEHHUs, HEoO0XOIuMbIe
M3MEHEHUs U BO3BPAILLAET 3TU JOKYMEHTHI 3asiBUTEIIO;

3) BBIIAeT 3asBUTEII0 HOBOE PETHUCTPALMIOHHOE YIOCTOBEPEHHE JICKApPCTBEHHOTO MpenapaTa Ul
BETEPUHAPHOTO MPUMEHEHHS B CIydae HEOOXOIMMOCTH M3MEHEHUs CBEICHHM, COJIEpKAIIUXCS B HEM, C
COXpaHEHHEM HOMepa paHee BBIITAHHOTO PErHMCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MpernapaTa
ISl BETEpUHAPHOTO IPUMEHEHUSI.

(. 3 BBeaeH PenepanbHbM 3akoHOM 0T 02.08.2019 N 297-D3)
(dacts 6.1 BBeneHa @enepanbHbIM 3ak0oHOM 0T 22.10.2014 N 313-D3)

6.2. B ciiyuae BHeceHUs U3MEHEHUM B JOKYMEHTBI, COJACPKAIIUECS B PErUCTPALMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBINA  JIEKAPCTBEHHBIA Mpernapar JJjs BETEPUHAPHOTO IPUMEHEHHS, B YaCTH,
Kacaromieiicss u3MeHeHus U (Wiau) JAOMOJHEHHS MPOU3BOACTBEHHOM IUIOMIAJKUA JIEKAPCTBEHHOIO
npenapara, Ipyu IpeiICTaBICHUH 3asBUTENIEM B COOTBETCTBUU C MYHKTOM 3 yacTtu | HacTosdlled cTaTbu
KOIMUU PEIICHUs YMOJHOMOYEHHOrO (eepallbHOr0 OpraHa HCIOJHUTEIHHONW BIIACTH O MPOBEICHUHU
WHCIIEKTUPOBAHUSI MPOU3BOJAMUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B yacTu 6.1 HacTosien
CTaTbH, NMPHUOCTAHABIMBAETCA CO JHS NOJYYEHUS 3aKIFOYEHUS KOMUCCHM 3KCIEPTOB [0 JIHS MPUHITHUSA
YIOJHOMOYEHHBIM (heZiepaTbHBIM OPraHOM HCIOJTHUTEIILHOH BIIACTH PEIIEHUs O BbIJaue Wik 00 0TKa3e B
BBIJIaue 3aKIIOYCHUS O COOTBETCTBUH TPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM TPABUI
HaJJIeXKaIel MPoru3BOICTBEHHOM MTPAKTUKH, HO HE 00Jiee YeM Ha CTO BOCEMBAECAT pabounx THEH.

(dactsp 6.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

7. OcHoBaHMeM Ui OTKa3a BO BHECEHWHM W3MEHEHUH B JOKYMEHTHI, COJIEp)Kaluecs B
PETUCTPAIIMIOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIM JICKAPCTBEHHBIM Mpenapar [uis BeTEpUHAPHOTIO
NPUMEHEHHs], B CIIy4dasX, He TPEOYIOIUX MPOBEICHHS SKCIEPTH3BI JEKAPCTBEHHOTO CPEJNICTBA, SBJIACTCS
NpeJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTsAX | W 3 HacTOsIIEH CTaThbu, B HEMOJIHOM O0beMe WIN
OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTaX CBEIECHUH, KOTOPHIE JIOJDKHBI OBITh B HUX OTPAKEHBI, OO
HETpe/ICTaBJICHNE 3asBUTEJIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3zaHHBIA B uyacTu 4.1 Hacrosmen
CTaThU 3aIPOC YIIOJHOMOYEHHOTO (heaepaTbHOro Oprana UCTIOJHUTEbHON BIACTH.

(uactp 7 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [ata coxpaHeHnus: 03.06.2022

7.1. OcHoBaHMEM [UIsl OTKa3a BO BHECEHHWU W3MEHEHMl B JOKYMEHTBI, COJEpJKalluecs B
PEruCTPAllMOHHOM JOCh€ Ha 3apETHCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapaTr il BETEPUHAPHOIO
NPUMEHEHHs, B CIydasix, TPEeOYIOIIMX IMPOBEICHUS HKCIEPTHU3Bl JIEKAPCTBEHHOTO CPE/CTBA, SBISIETCS
3aKIIIOYEHUE YIIOJHOMOYEHHOTO (eepalbHOr0 OpraHa HCIOJHUTENBHONM BJIACTH O BO3MOXKHOCTHU
CHIDKEHHs 0€3011acHOCTH, KayecTBa, 3(p(heKTHBHOCTH JIEKAPCTBEHHOTO Ipernapara BCIEACTBUE BHECEHUS
M3MEHEHHH B yKa3aHHbIE JOKYMEHTBI, OTKa3 YIIOJHOMOYEHHOTO (heepaJIbHOr0 OpraHa UCIOJIHUTEILHON
BJIACTU B BBIJIaU€ 3aKJIFOYCHUS O COOTBETCTBHUHM IMPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM
IIpaBWJI HAAJEKAIEHd IPOU3BOJICTBEHHOW IPAaKTUKM B Cllyda€ HW3MEHEHHS U (WIM) JONOJIHEHHUS
IIPOU3BOJICTBEHHON IUIOINAJKKM JICKAPCTBEHHOIO IIpenapara, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOIO
mpenapara Juisi BETEpMHApHOIO IIPUMEHEHUs OCYLIEeCTBIsIeTca 3a npegenamu Poccuiickoit denepanuy,
UJI OTCYTCTBHE 3TOTO 3aKIHOYCHUS.

(uactp 7.1 BBeneHa @enepanbHbIM 3akoHOM 0T 04.06.2018 N 140-D3)

8. Jlomyckaercsi oOpalieHHe JIEKapCTBEHHBIX IpErnapaTroB il BETEPUHAPHOTO MPUMEHEHHS [0
UCTEYEHHUsI CPOKA TOJHOCTH, MPOU3BEACHHBIX B TEUEHHUE CTa BOCBMUJECITH JHEH MOCIIE AAThI IPUHATHS
YIIOJTHOMOYEHHBIM (pe/iepaibHbBIM OPraHOM HCIIOJIHUTENFHON BIIACTH PEIIEHUS O BHECEHUH U3MEHEHUH B
JOKYMEHTBI, COJEpKAIIHECSd B PETUCTPALIMOHHOM JI0ChE HA JIEKAPCTBEHHBIN MpenapaT, B COOTBETCTBUH C
uHpopMaluel, coaeprKaliencs B JOKyMEHTaX PeruCTPaliMOHHOTO J0Che Ha JEKAPCTBEHHBIN Mpenapar 10
JaThl IPUHATUS TAKOTO PELICHMUSL.

(uactp 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CtaTtbs 32. OTMeHa rocyfapCTBEHHOM perucTpauum nekapcTBeHHOro npenapara

Pemenne 06 oTMEHe TOCYAapCTBEHHOM perHCTpalMy JIEKApCTBEHHOTO MpenapaTa U UCKIIOUYEHUU
JIEKapCTBEHHOI'O IIpernapara U3 TOCYAAPCTBEHHOI'O pEEecTpa JIEKAPCTBEHHBIX CPEACTB IPUHHUMAETCS
YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM UCHOJHUTENLHOM BJIACTH B CIyYae:

1) mpencraBaeHHUsI COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (heiepaIbHBIM OPraHOM UCHOJHUTEIBHOM
BJIACTU 3aKJIIOYCHUS O PHUCKE MIM 00 yrpo3e 3/0pOBbIO, JKU3HU YEJIOBEKA MM >KUBOTHOTO TpHU
IPUMEHEHHH JIEKapCTBEHHOTO Tpernapara, NPEeBBIIIAIOMUX €ro 3(PQEeKTUBHOCTb, IO pe3yjibTaTam
OCYIIECTBIISIEMOTO UM MOHUTOPUHTA O€30MIaCHOCTH JIEKAPCTBEHHOTO IMperapara;

2) mojauM JepiKaTelieM WM BJIQJENbLEM PErucTPAllMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO
mpermapaTa WA YIOTHOMOYEHHBIM UM JPYrUM IOPUAMYECKAM JIMIIOM 3asBICHHS 00 OTMEHe
roCyJapCTBEHHOM perucTpaliu JIEKapCTBEHHOTO Npernapara;

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

3) HenoATBEP)KIEHUS TOCYAAPCTBEHHOM perucTpalnyy JIEKapCTBEHHOIO Ipernapara 10 HCTEUEHUH
CpPOKa JAECUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHHUS], BBIJAHHOTO HA IIATH JIET;

4) HenpeAcTaBICHUA 3asiBUTEIEM HUH(OPMAIMH, KOTOpast MOKET MOBJIEYb 32 c000i HEOOXOJMMOCTh
BHECCHMS U3MEHEHH B JJOKYMEHTBI, COJIepKAIecs B PETUCTPAIIMIOHHOM JI0ChE Ha 3apPErHCTPUPOBAHHBIN
JICKapCTBEHHBIH Mpernapar, B TeYeHHE TPUALATH pabounx AHEH CO AHS HACTYIUICHHUS STHX U3MEHECHUH;

5) OCyILECTBIEHHUS] TOCYJapCTBEHHON pPErucTpalyy JIEKQpCTBEHHOTO Mpernapara MoJl TOProBbIM
HaMEHOBAHUEM 3apEerUCTPUPOBAHHOTO paHEe IMOJ[ 3TUM TOPrOBbIM HAUMEHOBAHHEM JIEKAPCTBEHHOIO
npenapara, OTIMYAIOIIEr0Cs KaueCTBEHHBIM COCTAaBOM JCHCTBYIOIINX BEILIECTB;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OBpPALLEHUM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

6) OCYIIECTBIICHUS TOCYJAPCTBEHHON PETUCTPALIMU OJTHOTO M TOTO JK€ JIEKAPCTBEHHOTO TIperapara B
OTHOIICHHUHU OJHOI'O0O MW TOIr0 XKC MACPKATCId HWIU BJIaAC/Ibllda PETUCTPAMOHHOIO0 YAOCTOBCPCHUA
JICKApCTBCHHOT'O IIpfliapata B BHAC IBYX H 60.]166 JICKApPCTBCHHBIX IpCrapaToB IOJ Pa3IMYHbBIMH
TOProBbIMU HAUMCHOBAHUAMMU
(. 6 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7) BbIHECEHUS CY/IOM PELICHHs O HapyILICHWHU MpaB MpaBoobOIaaTenss 00bEKTOB HHTEIICKTYalIbHOM
COOCTBEHHOCTH TPU 0OpaIlleHUH JIEKAPCTBEHHBIX CPEJICTB;

8) OTCYTCTBHSI JIGKAPCTBEHHOTO Ipemnapara B obOpameHnn B Poccuiickoit denepanuu B TeueHHE
Tpex u OoJee neT;
(n. 8 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

9) HeBBINIOJHEHHS  JIepKaTelieM WM  BIAACNbLEM  PErHMCTPALlMOHHOTO  YJOCTOBEPEHMS
JIEKapCTBEHHOTO Mpernapara MO0 YIMOJTHOMOYCHHBIM UMHU JIPYTHM IOPUAMYECKUM JTUIIOM MEPOTPUSTHI
mo oOecrnedeHH0 Oe30MacHOCTH JIEKAPCTBEHHBIX MPEMapaToB, YCTAHOBJICHHBIX YIIOJTHOMOYEHHBIM
(denepalbHBIM OpPraHOM HCIIOJIHUTEIBHONW BJIACTH B COOTBETCTBMM C dacTsmu 3 u 4 crateu 64
HacTosiero denepalbHOTO 3aKOHA, B paMKax OCYIIECTBICHUS (apMaKkoHaI30pa;

(. 9 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

10) oTkaza pepkarens WM BIaAeiblla PETUCTPALMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO
mpernapara Ju00 YIOJTHOMOYEHHOTO MMH JPYroro IOPUIAMYECKOTO JIMIA OT BHECEHUS H3MEHEHUH B
MHCTPYKLHMIO TI0 NPUMEHEHHIO JIEKAPCTBEHHOI'O IIpernapaTra, KacaroIMXCS HOBBIX IIOJITBEPKIECHHBIX
JAHHBIX O TOM, YTO PUCK IPUYMHEHHUS BpPEAA 370POBHIO YEIOBEKA WJIM KMBOTHOIO BCIEACTBUE IpHEMaA
JICKapCTBEHHOTO MpenapaTa npeBbIaeT 3p(HEeKTUBHOCT €0 MPUMEHEHHS.

(. 10 BBennen DenepanbHbM 3aKk0HOM OT 22.12.2014 N 429-03)

Kouncynsranrlntoc: npumedanue.
C 01.01.2023 cr. 32 gonmonusiercsa . 11 (@3 ot 27.12.2019 N 475-D3).

CtaTtbsa 33. locyaapcTBEHHbIN peecTp JfleKapCTBEHHbIX CPpeacTB

1. T'ocymapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB COJEPKUT IE€PEUYEHb JIEKAPCTBEHHBIX
IpernapaToB, MPOMICAIINX FOCYIapPCTBEHHYIO PETUCTPAIIHIO, NepeUeHb (papMaleBTUYeCKUX CyOCTaHIIHA,
BXO/ISIIIUX B COCTaB JIEKAPCTBEHHBIX MPETApaToB, U CIEAYIOIIYIO HH(POPMALHUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX IIPENAPATOB:

a) HAMMEHOBAaHME JIEKAPCTBEHHOro mpemapara (MEXIyHapoJAHOE HEMaTeHTOBAHHOE, WJIHI
rPYHNIUPOBOYHOE, WIM XUMUUYECKOE U TOPrOBOE HAMMEHOBAHUA);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nexapcTBeHHas GopMa ¢ yKa3zaHHUEM J03UPOBKU JICKAPCTBEHHOT'O Mperapara U ero KOJIW4YecTBa B
MOTPEOUTENLCKON yIaKOBKE;

B) HAaNUMCHOBAHUC ACPKATCIIA WU BJIAaAC/Ibla PCTUCTPAIUOHHOTO YAOCTOBCPCHHUA JICKAPCTBCHHOT'O
npemnapara U CBCACHUA O PCTHUCTpALlMU ACPKATCIIA WM BJIAACIbIa PCTUCTPAITMOHHOIO0 YIOCTOBCPCHUA
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?;ee%e%in;gbég 32%'(205 0T 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynsTaHTlnioc

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [ata coxpaHeHnus: 03.06.2022

JIEKapCTBEHHOI'O IIpenapaTa JUlsi MEIUIUHCKOTO IIPUMEHEHUSI B KaUeCTBE HAJOrOIIATENbIINKA B CTPAaHE
peructpanuu (A7 pOCCUHCKUX IOPUIMYECKUX JUI - UACHTU()UKATMOHHBIA HOMEpP HAJIOTOIUIATENbIINKA
(MHH), nns nHOCTpaHHBIX IOPUIANYECKUX JIUL - CTPAHA PErUCTPAllui, HAMMEHOBAHNUE PETUCTPUPYIOILETO
OpraHa, perucTpalMOHHBIM HOMEp, KOJ HaJOroIUIaTeIbIIMKa B CTpaHE PErucTpaluuu (MHKOPIIOPAIUH)
WJIU €0 aHajor);

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

I') HAMMEHOBAHUE U aJpeC MPOU3BOAUTENS JIEKAPCTBEHHOIO Iperapara U CBEIEHUS O PErucTpaluu
IIPOU3BOJUTENS  JIEKAPCTBEHHOTO  IIpemapata Uil  MEAMLMHCKOIO IPUMEHEHMs] B  KadyecTBE
HaJIOTOIJIATENbUIMKA B CTpaHe  perucrpauud (Uil  POCCUICKUX  IOPUAWYECKUX  JIML[ -
UACHTUUKAIIMOHHBIA HOoMep Hanoromnatensinuka (MHH), mis MHOCTpaHHBIX IOPUIMYECKUX JHUI] -
CTpaHa pErucTpanuy, HAaUMEHOBAaHUE PETUCTPUPYIOLIErO OpraHa, pPETUCTPALMOHHBI HOMEp, KOA
HAJIOTOIJIATENBIINKA B CTPAHE PErMCTpAaluy (MHKOPIOPALMK) WM €0 aHAJIOT);

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

1) (bapmakoTepaneBTUYECKas rpyImmna, KOJ{ JIEKApCTBEHHOI'O npenapara o
aHaTOMO-TEPaNeBTUYECKO-XUMHUECKON Kiaccu(pUKaIMM, peKOMEHI0BaHHOW BcemupHO# opranusanueit
3paBOOXpPaHEHUS;

(mm. "n" B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

€) MOKa3aH!sI ¥ MPOTUBONOKA3aHUS K IPUMEHEHUIO JIEKAPCTBEHHOTO Ipenapara;
) TOOOYHBIE ICHCTBHS JIEKAPCTBEHHOTO Iperapara;

3) CPOK F'OJTHOCTH JIEKAPCTBEHHOT'O IPEnapara;

1) YCIIOBHSI XpaHEHUs JIEKapCTBEHHOTO IIperapara;

K) yCIIOBUS OTITyCKa JIEKAPCTBEHHOTO Mpenapara;

J) HOMep (apMakomeWHOW CTaTbM WM B CJlIyd4ae €€ OTCYTCTBHSL HOMEpP HOPMAaTHBHOM
JOKYMEHTAIMH JT100 HOPMATHBHOTO JIOKYMEHTA;

M) JaTa TOCYIapCTBEHHOW pPEerucTpaluu JIEKapCTBEHHOTO Ipernapara U €ro perucTpariioHHbIN
HOMEp, JlaTa 3aMEHBl PErHCTPAI[MOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara Ha OeccpouHoe
PEruCTpallMOHHOE  YAOCTOBEPEHUE JIEKAPCTBEHHOrO Ipemapara, JaTa [oJaud 3asBJICHHUS O
MOATBEPXKJICHUH TOCYJAapCTBEHHOM  pEerucTpanuy JIGKapCTBEHHOrO Ipemapara, Jara OTMEHBI
roCyJapCTBEHHOM perucTpaliu JIEKapCTBEHHOTO Npernapara;

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

H) KaueCTBEHHBIH COCTaB M KOJIMUECTBEHHBIH COCTAaB JECUCTBYIOIIMX BEIIECTB M KAYECTBEHHBIN
COCTaB BCIIOMOT'aTEIbHbBIX BELIECTB JIEKAPCTBEHHOIO Mpenapara;
(. "H" BBeneH DenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

0) unpopmarirs 000 BCeX pa3pelIeHHBIX BUIaX BTOPUIHOH (MMOTPEOUTENHCKON) YIIAaKOBKH;
(. "o" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

1) JaTra NPUHATHS PELIEHUS O BO3MOXHOCTH pPAacCMaTpUBaTh JIEKApCTBEHHBIM IHpenapar IMpu
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

rOCyIapCTBEHHOW PErHCTPAIMH B Ka4eCTBE OPPAHHOTO JICKAPCTBEHHOTO Tpernapara (it TIeKapCTBEHHBIX
MpenaparoB AJsi MEIULIUHCKOTO MPUMEHEHHS);

(mn. "n" BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-®3; B pen. denepaibHOTO 3aKOHA OT
27.12.2019 N 475-@3)

p) Hajluuyue JIEKapCTBEHHOTO IpenapaTa B IEPEeYHE >XU3HEHHO HEOOXOOUMBIX W BaKHEHIIMX
JIEKapCTBEHHBIX NTPENApaToB (1 JIEKAPCTBEHHBIX NIPENAPATOB AJI MEAUIIMHCKOIO IPUMEHEHNUS);
n.n

(mm. "p" BBenmen denepanbHbIM 3akOoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOTO 3aKOHA OT
27.12.2019 N 475-®3)

C) HAJIMYME B JIEKAPCTBEHHOM IIpenapaTe HapKOTHUUYECKUX CPEJCTB, ICUXOTPOIHBIX BELIECTB U UX
MPEKYypCOpOB, MOIeKaMX KOHTpostro B Poccuiickoir  denepauui, B  COOTBETCTBHM  C
3aKoHOAarenbCcTBOM Pocculickont denepanuu, MeKIyHapogHbIMU JoroBopamu Poccuiickoit @enepanny,
B ToM uuciae EnnHoil koHBeHIMell o Hapkothueckux cpeactBax 1961 roma m KosBenuumeinn o
MICUXOTPONHBIX BemlecTBax 1971 roxa;

(. "c¢" BBeneHn PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

T) wuHpOpMAIMS O TOM, SBJISETCS JM JaHHBIA JICKAPCTBEHHBIM mpemapaT pedepeHTHBIM
JIEKApCTBEHHBIM IpPENapaToM;
(. "1" BBeneH PeaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

y) CBCACHUA O II0oJa4d€ 3asaBJICHHA O BHCCCHHU U3MCHEHUI B AOKYMCHTBI, COACPIKAIIHUCCS B
CrUCTpAallMOHHOM A0CHEC HaA JICKA CTBEHHBIH Mpenapar;
b

(nm. "y" BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)
¢) yrpatun cuny ¢ 1 mapta 2020 rozga. - @enepanbhblii 3akoH ot 27.12.2019 N 475-03;

X) CPOK BBEACHHUS JIEKAPCTBEHHOTO MIperapaTa B IpaKJaHCKH 000poT;
(. "x" BBegen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

2) B OTHOLICHUU (hapMaIeBTHUECKUX CYOCTaHIIHIA:

a) HanmMeHoBaHUE (papMmareBTHYECKOW CyOCTaHIMU (MEXIyHApOJIHOE HEMATeHTOBAHHOE, WU
rPYINIUPOBOYHOE, WIM XUMUUYECKOE U TOPrOBOE HAMMEHOBAHUSA);
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) HaMMEHOBaHUE U aJ[pec MPOU3BOANUTENS (DapMaLeBTHUECKOI CyOCTaHIINY;
B) CPOK TOJTHOCTHU (hapMarieBTHUECKON CyOCTaHINN;
I') YCIOBUS XpaHEeHUs (apMalieBTUUECKON CyOCTaHIIHNH;

o) HoMep ¢apMakomeWHOW CTaTbl WIM B CIIydae €€ OTCYTCTBHsI HOMEpP HOpPMaTHBHOM
JOKYMEHTAIMH JT100 HOPMATHBHOTO JIOKYMEHTA;

€) Hamuuue (papManeBTUYECKON CyOCTAaHIIMM B MEPEYHE HAPKOTUYECKHX CPEICTB, MCUXOTPOIHBIX
BEIIECTB U UX IPEKYPCOPOB, MOJIEKAIMX KOHTpOJ0 B Poccuiickoit ®denepauniv, B COOTBETCTBUU C
3aKoHOAarenbCcTBOM Pocculickont denepanuu, MeKIyHapoJHbIMU JoroBopamu Poccuiickoit @enepanny,
B ToM uuciae EnnHoil koHBeHIMell o Hapkothueckux cpeactBax 1961 roma um KosBenumeinn o
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

IICUXOTPOIHBIX BemecTBax 1971 roga.
(. "e" BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

2. ®apmarieBTHUECKasi CyOCTaHIIMs, MPOU3BENICHHAs Ul peau3allii, MOXKET ObITh BKIIIOYCHA B
rOCYJapCTBEHHBIM peecTp JICKapCTBEHHBIX CPEJICTB HAa OCHOBAaHMM 3asBICHHUS pPa3pabOTUYMKa WIN
MIPOU3BOUTEINISL JIEKAPCTBEHHOTO CPEACTBA JTHUOO YIOJTHOMOYEHHOTO WMH OPHIMYECKOTO JHUIAa TpU
YCIOBUM TPOBEACHUS B OTHOIICHHWH TaKOH (apmaneBTUYeCKOi CYOCTaHLIMM HKCIEPTH3bl KauecTBa
(bapmarieBTHUECKOW CyOCTaHLIMM B TOPSJIKE, YCTAHOBICHHOM cTaTheil 34 Hacrosmero denepanbHOTO
3akoHa. B oTHomeHuM QapManeBTUYECKUX CYOCTaHLUMH, NPOM3BENEHHBIX [UIi peaau3alud, B
rOCyJapCTBEHHOM pEecTpe JIEKApPCTBEHHBIX CPEACTB COJEPKUTCA CIEAYIOIas HHPOpMAIIHS:

1) nHammeHoBaHME (DapMaLEBTHUECKOW CyOCTaHIIMU (MEXKIyHApOAHOE HEMaTeHTOBAaHHOE, WIH
IPYNIIMPOBOYHOE, UM XMMUYECKOE U TOPrOBOE HAMMEHOBAHUS);

2) HauMEHOBAHHeE, aJpec MPOU3BOIUTENS (DapMaIleBTHUECKON CYOCTaHIIUU, a TAK)KE B OTHOLIECHUH
JIEKAPCTBEHHBIX CPEJICTB I MEIULMHCKOIO IPUMEHEHUS CBEICHHS O PEruCTPalUM IPOU3BOIUTEINS
(dapMmalleBTHUECKON CYyOCTaHIIMM B KA4eCTBE HAJOTOIUIATENBIINKA B CTpaHE perucTpamuu (s
POCCHICKMX FOPUIUYECKHX Il - WIACHTH()HUKAIIMOHHBIM HoMmep Hamororuiarensimuka (MHH), mis
MHOCTPAHHBIX KOPUAUYECKUX JHUL - CTpaHa PErucTpalvyd, HAMMEHOBAHUE PETUCTPUPYIOLIETO OpraHa,
PErucCTpallMOHHBIA HOMEP, KOJI HAJOrOIUIATENbIIMKA B CTPAHE PErHMCTpaluu (MHKOPIOPALMHU) WU €Tro
aHajor);

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

3) cpok rogHoCTH (hapMarleBTUIECKON CyOCTaHIINM;
4) ycnoBus XpaHeHus papMalieBTUUECKON CyOCTaHIINH;

5) HoMep (QapmakomneidHOH cTaTbu MO0 B Cilydyae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOM
JOKYMEHTALUU UM HOPMATUBHOIO JTIOKYMEHTA;

6) Hannuue ¢papMaleBTUYECKON CyOCTaHIIMU B MEpPEeYHEe HAPKOTHUYECKHX CPEICTB, IMCUXOTPOIHBIX
BEIIECTB U MX IPEKYPCOPOB, MOJJIEKAMX KOHTpoJ0 B Poccuiickoit ®denepauniv, B COOTBETCTBUU C
3aKoHOAaTenbCcTBOM Pocculickont denepanuu, MeKIyHapogHbIMU JoroBopamu Poccuiickoit @enepanny,
B ToM uuciae EnnHoil koHBeHIMell o Hapkothueckux cpeactBax 1961 roma m KosBenumeinl o
MICUXOTPONHBIX BemecTBax 1971 roxa;

7) nata BKJIIOYEHHs (papMaleBTUYECKOH CyOCTaHIIMM B TOCYIApCTBEHHBIH peecTp JIeKapCTBEHHBIX
CpEeACTB, JjaTa BHECEHHsI M3MEHEHUI B JOKYMEHTHI (papMaleBTU4eCKOil CyOCTaHIIMU, JaTa WCKIIOUEHUS
(bapMmareBTHUECKON CyOCTaHIIMM U3 TOCYIaPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPECTB.

(dactsp 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. Ilopsimok BeAeHHs TOCYAAPCTBEHHOTO pEECTpa JIEKAPCTBEHHBIX CPEICTB UIsI MEAULIMHCKOIO
IIPUMEHEHUST U MOPSAJOK BENCHHUS TOCYAAPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB UL
BETEPUHAPHOTO MPUMEHEHHUS YTBEPXKIAIOTCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (heiepaabHbIM
OpPraHOM MCIOJIHUTEIILHOM BJIACTH.

Ctatbsa 34. Bknio4yeHMe B rocyfapCTBEHHbIN peecTp JNeKapCTBEeHHbIX CPeaAcTB M
UCKIoYeHue m3 rocyaapcTBeHHOro peecTpa NeKapcTBEeHHbIX cpeAacTB
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

capmaueBTMYECKOM CyOCTaHLMKN, NPOM3BEAECHHOWN ANsA peanu3auum
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Hna BxmoveHus (apManeBTHUECKOW CyOCTaHLUMHM, TPOU3BEICHHON sl pealn3aluy, B
rOCYAApCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEACTB, IIPOBOJUTCS IKCIIEPTU3A €€ KaUeCTBa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DKcnepTH3a KauecTBa yKa3aHHOM B yacTH | HacTosIel cTatbu (hapMaleBTHUECKON CyOCTaHIuH,
COCTaBJIEHUE KOMHUCCHEN 3KCIIEPTOB 3aKI0YEHHUN 110 pe3yibTaTaM 3TOM AKCIEPTU3BI U UX HAIIPaBJICHUE B
YIIOJTHOMOYEHHBIM (pefiepalibHblii OpraH HCHOJHUTENBHOM BIIACTH OCYILIECTBIISIIOTCS B CpPOK, HE
NPEBBIIAIONIMNA [IECTUACCATH pabodYux JHEH CO JHS TOJIy4EHHs] SKCIEPTHBIM YUpEKICHUEM
COOTBETCTBYIOLIETO 3aJaHUsl YIIOJHOMOYEHHOTO (hefepasbHOTO OpraHa HCIOJHHUTEIBHON BIACTH M
CJIEIYIOUIUX IOKYMEHTOB (CBEICHUI):

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

1) cBeneHusa o nate MpPENOCTaBICHUS M PETUCTPALlMOHHOM HOMEpE JIMLEH3UHM HA IPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEICHHUS O Jare IPeJOCTAaBICHUS U PErucTPALMOHHOM HOMEpE
3aKIIOYEHUSI O COOTBETCTBUU TPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM  IMPaBHII
HaJJIeXKalled IPOW3BOACTBEHHOM IPAKTUKM, BBIJAHHBIX (IPEIOCTABIECHHBIX) YIOJIHOMOYEHHBIM
(benepanibHBIM OpPraHOM HCIIOJHUTENBLHONH BJAcTH, B Ciydae, €CIM IPOM3BOJICTBO JICKAPCTBEHHOTO
cpeacTBa ocyuiecTBisieTcs B Poccuiickon @enepanuu;

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

2) xomus JIOKyMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IMPOU3BOAUTENS
JIEKapCTBEHHOI'O CPENCTBA U MOATBEPKIAIOIIETO pa3pellieHne IPOU3BOICTBA JIEKAPCTBEHHOIO CPEJICTBA,
U €ro MepPeBOJ Ha PYCCKUIl S3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IMOPSJIKE, a TAKXKE KOIMS 3aKJIIOUEHUS O
COOTBETCTBUU  TPOM3BOJMUTENS.  JICKAPCTBEHHBIX CPEACTB TpPeOOBAaHMSAM MpaBWJ  HaJuiexkarei
MIPOU3BOICTBEHHOM MPaKTHKH, BHIAAHHOTO YHOJHOMOYEHHBIM (eiepajbHbBIM OPraHOM HCIIOJIHUTEILHON
BJIACTH, OO KOMMs PEUICHHS YHNOJHOMOYEHHOTO (eepalbHOTO OpraHa MCIOJHUTEIBHOM BIACTH O
IIPOBEJICHUN HWHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHOIO CPEACTBA. YKa3aHHBIE JOKYMEHTHI
IIPEJICTABIISIIOTCS B CIy4ae, €CIU IPOU3BOJCTBO JIEKAPCTBEHHOTO CPEACTBA OCYLIECTBIAETCA 3a
npeaenamu Poccuiickont ®denepanuu;

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

3) ZOKyMEHT, coJiep Kallluii CIEAYIOIUE CBEICHHS O (hapMalleBTUYECKOH CyOCTaHIIUN:
a) HaUMEHOBaHKe (hapMaleBTHUECKOM CyOCTaHINH, €e CTPYKTypa, 0OIIie CBOMCTBA;
0) HaMMEHOBAaHUE U AJJPEC MPOU3BOIUTEIS;

B) TCXHOJIOTHA MMPOU3BOACTBA C ONMHCAHUCM CTa,Z[I/Iﬁ MMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudaXx MpOnU3BOJACTBA,

I') ONKCaHKe Pa3pabOTKH MpoLecca MPOU3BO/ICTBA;

7) OIMCaHWE KOHTPOJIS KPUTUYECKUX CTaAWHd Ipoliecca IPOU3BOACTBA U IPOMEKYTOUHOM
IPOJTYKLIUH;
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

€) IOKYMEHTaJbHOE MOATBEPKACHUE (BaTUAALIMS) IPOIIECCOB U (MJIM) UX OLICHKA;
) CBOICTBA M CTPYKTYpa AEHCTBYIOIIUX BEILIECTB;

3) XapakTepUCTHUKa IPUMECE;

1) crienuduKanys Ha papMaleBTUIECKYIO CyOCTaHIIUIO U ee 000CHOBAHUE;

K) QHAJIUTHYECKUE METOAUKH, UCIOJIb3yeMble TIPU OCYILECTBICHHUH KOHTPOJS KauecTBa
(bapMareBTHUECKOM CyOCTaHIIHNH;

J) TOKYMEHTaJIbHOE MOATBEPKACHUE (BaNMIALMs) AaHATUTHUYECKUX METOJUK, MCIOJIb3YEMBIX IPHU
OCYIIECTBICHHH KOHTPOJISl KauecTBa (papMaleBTUUECKO cyOCTaHIIuY;

M) pe3yJabTaThl aHANIK3a Cepuil papMalieBTUUECKON CyOCTaHIINN;

H) MepeYeHb CTaHIAPTHBIX 00Pa3IOB WM BEIIECTB, HCIOIb3yEMbIX MPU OCYIIECTBICHUH KOHTPOJISI
KauyecTBa;

0) OINHMCaHME XapaKTEPUCTUK U CBOMUCTB YIIAKOBOYHBIX MaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTAOMIILHOCTH (papMaleBTUUECKO cyOCTaHIINY;
P) CPOK TOAHOCTH;

4) TOKyMEHT, COJEpKAIINNA CBEACHUS O PErHCTPaLMH ITPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB VIS
MEJUIIMHCKOTO IPUMEHEHUSI B Ka4eCTBE HAJIOTOIUIATENBIINKA B CTPAHE PErMCTpalMM (11 POCCUICKUX
IOPUJIMYECKUX JIMIl - WACHTH(PHUKAIMOHHBIM HoMmep Hanorortarensimwka (MHH), mis wHOCTpaHHBIX
IOPUANYECKUX JIULL - CTPAHA PETUCTPALIMH, HAUMEHOBAHUE PETUCTPUPYIOLIEr0 OpPraHa, perucTpaliOHHbII
HOMEp, KOJ HaJIOTOIJIATEbIINKA B CTPAHE PErMCTPaMK (MHKOPIOpALMK) WA €r0 aHAJIOT).

(1. 4 BBenen denepanbHbiM 3ak0HOM OT 28.12.2017 N 425-D3)
(dactb 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlns mpoBeneHHs OSKCHEPTU3bl KauyecTBAa YKa3aHHOM B dYacTu | Hacrosiied craTbu
(bapMmareBTHUECKOW CyOCTaHIIMU 3asBUTENb MPEICTABISET B YINOJHOMOUYEHHBIN (enepanbHblil opran
UCIIOJIHUTENIbHOU BJIACTHU:

1) 3asBieHMEe O BKIIOYEHHH B TOCYAAPCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEACTB IaHHOM
(bapMareBTHUECKOM CyOCTaHIINH;

2) KomMsl NOKYMEHTa, MOATBEPXKIAIOIIErO YIUIATy TOCYJApCTBEHHOM NOLIIMHBI 32 BKJIIOYEHHUE B
rOCYJapCTBEHHBIM PeecTp JIEKAPCTBEHHBIX CPENCTB (hapMaleBTHUECKONW CYOCTaHIIMM, MPOU3BEACHHON
UIs  peanu3anuu, OO0 1O COOCTBEHHOW WHUIIMATHBE YKa3aHHBIM JOKyMeHT. B cmydae ero
HETPEACTaBJICHUS 3asABUTEJIEM YIOJHOMOYEHHBIH (elepalbHblii OpraH HCIOJHUTEIBHON BIAcTH
npoBepseT (hakT yIuiaTel TOCYIapCTBEHHOM MONUIMHBI 3asiBUTETIEM C MCIOJIb30BaHUEM MHPOpPMALUU 00
yIiaTe rocyJapCTBEHHON MOIUIMHBI, cojepikaiieiicss B [ocynapcTBeHHOH MHPOPMALIMOHHON CUCTEME O
TrOCYJApPCTBEHHBIX M MYHHUIUIIAJIBHBIX IUIATEKAX, HA OCHOBAHWM IIPEACTABICHHOW 3asBUTEJIEM KOIIUH
JOKYMEHTA, IOATBEPKAAIOLIErO yILIATy TOCYAAPCTBEHHOM MTOIUIMHBI;

(. 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

3) TOKYMEHTBI, YKa3aHHbIE B 4YaCTHU 2 HACTOSIIIEH CTaThU;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBIEeHUE O BblJaye pa3pelieHUs Ha BBO3 B Poccuiickyto ®denepannio KOHKPETHOW MapTHH
HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEICTBA, IPEIHA3HAYCHHOIO JUIs IPOBEACHUS YKa3aHHOU
JKCIIEPTU3BI.

(1. 4 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

3.1. B cnywyae HempencTaBi€HHMs C 3adBJIIEHHEM O BKIIOYEHUM B TOCYJapCTBEHHBIN PpEecTp
JICKApCTBEHHBIX CPEACTB (hapMalleBTUYECKONH CyOCTAaHIIMM JOKYMEHTOB, MOJTBEPXKAAIONINX YILIATY
roCy/lapCTBEHHOMW IMOIUIMHBI U YKa3aHHBIX B IIYHKTE 2 4acTU 3 HACTOALIEH CTaTbH, a TAK)KE BBIAABAEMBIX
(mpenocTaBnsieMbIX) — YIOJHOMOYEHHBIMH  (eliepajbHBIMH  OpraHaMM  HCHOJHHUTENBHOM  BIAacTH
JOKYMEHTOB (CBEJEHMI), YKa3aHHBIX B IYHKTaX | M 2 4acTu 2 HACTOSILEH CTAaThbU, YIOJHOMOYEHHBIN
(benepanbHBI OpraH HUCIOJHUTENBHOW BIACTH 3alpalllMBaeT yKa3aHHBIE JOKYMEHTHI (CBEICHHUs) B
MOPSIKE MEXKBEIOMCTBEHHOTO MH(POPMALIMOHHOTO B3aHMMO/ICHCTBHSL.

(uactsp 3.1 BBeneHa @enepasbHbIM 3ak0HOM 0T 27.12.2019 N 478-D3)

4. B TeueHue necsaTH pabounX JHEH CO THS NPUHATHS 3asBJICHUS O BKIIOUCHUH YKAa3aHHOW B 4acCTH
1 mHacrosimeid craThbu (apMaleBTHUECKONW CYOCTaHIIMM B TOCYJApCTBEHHBIH peecTp JIEKapCTBEHHBIX
CPEIACTB M JOKYMEHTOB, IIEPEUMCIIEHHBIX B 4YacTW | M MyHKTE 2 4YacTM 3 HacTOsIIEW CTaThy,
YIIOJIHOMOYEHHBIN (hepepabHbIA OpraH UCIOJHUTEIBHOM BIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) mpoBOOUT MPOBEPKY MOJHOTHI M TOCTOBEPHOCTH AAHHBIX, COJAEPXKALIUXCSA B IMPEACTABICHHBIX
3asiBUTENIEM JOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) IpUHHUMAET PEIICHUE O HAIPABJICHUU B JKCIEPTHOE YUYPEXKACHHUE 3aJaHUS Ha IPOBEJICHUE
HKCTIEPTH3bl KaUeCcTBa YKa3aHHOM B 4acTH | HacTosiel cTtaTby (apMalieBTUYECKON CyOCTaHIIMU WK 00
OTKa3€ B TAKOM HAIIpaBJICHUH;

3) yBeOOMIISIET B DJIEKTPOHHOUN WM MUCHBMEHHOU (opMe 3asBUTENsT O MPUHITOM PEIICHUU WU B
clly4yae OTKa3a ¢ YKa3aHHUEM IMPUYHMH TaKOro OTKa3a.
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4.1. B cinydae BBIABIECHUS HEIOCTOBEPHOCTU CBEACHUMH, COJIEPXKALIMXCA B IPEACTABICHHBIX
3asBUTEJIEM MaTepualiaX, YIOJHOMOYEHHBIN (efepanbHbli OpraH WCHOJTHUTENBHONW BIACTH HAIPABISIET
3asBUTENIO 3alMpoc OO0 YTOUHEHHHM YKa3aHHBIX cBeAeHWH. JlaHHBIA 3ampoc MoKeT ObITh mepenaH
YIIOJIJHOMOYEHHOMY IPEJACTaBUTEIIO 3asSBUTEI JIMYHO II0J PACIMUCKY, HAIPABJIEH IO I0YTE 3aKa3HbIM
MUCHbMOM WJIM TIEPEJaH B JIEKTPOHHOU (opMe MO TeIeKOMMYHHMKALMOHHBIM KaHallaM CBsi3U. B ciydae
HaIlpaBJICHUs JAHHOTO 3aIpoca I10 M0YTE 3aKa3HbIM IIMCbMOM OH CUMTAETCS IOJyYEHHBIM 110 UCTCUCHUU
LIECTU JHEH C 1aThl HAIIPABJICHUS 3aKa3HOTO ITHCHMA.

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

4.2. 3asBuTens 00s3aH MPEACTaBUTh OTBET Ha 3alpoC YIOJIHOMOYEHHOTO (efepallbHOTO OopraHa
WCTIOJITHUTEIBHOW BIIACTU B CPOK, HE MPEBBIMIAIOIIMNA JEBIHOCTa pabouuxX IHEW CO IHS TOIy4eHHs
naHHoro 3ampoca. Cpok, yKa3aHHBII B 4YacTM 4 HACTOSALIEH CTaTbu, MPUOCTAHABIMBAETCS CO JHSA
HaNpaBJICHUS 3asIBUTEIIO 3aIIPOCa YIIOJHOMOYEHHOTO (he/iepaibHOTO OpraHa UCIIOJIHUTEIBHON BIACTH JI0
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

IHS TIOJTYYeHHUs] UM OTBETa Ha JAHHBIM 3allpoC M HE YYUTHIBACTCS MPU UCUHUCICHUU CPOKa HKCIIEPTH3BI
KadyecTBa (hapMaleBTUUECKON CyOCTaHIIMM, HEHCIIONIb3YyeMON MpHU MPOU3BOJACTBE JIEKAPCTBEHHBIX
IperapaToB.

(uactsp 4.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 25.11.2013 N 317-D3)

5. OcHOoBaHMEM Ui OTKa3a B HANPABICHUM B DKCIEPTHOE YUPEXKJEHHUE 3a/JaHUs HA MPOBEICHUE
HKCTIEPTH3bl KauyecTBa YyKAa3aHHOM B uacTH | HacTosAImed craThd (apMaleBTHUECKOW CyOCTaHLIUU
ABJIIETCS HENPEJCTABICHUE JOKYMEHTOB, YKa3aHHBIX B 4YacTW 2 HACTOSIIEW CTaTbH, OTCYTCTBHUE
uHbOpMalMY, TOATBEPXKAAOMIEH (akT ymiaTel TOCYJapCTBEHHOM TMOIIJIMHBI 32  BKIIOYEHHUE
(bapMmareBTHUECKOW CyOCTaHIIMM, TNPOU3BEICHHON MJs peain3allid, B TOCYJapCTBEHHBIH peecTp
JIEKApCTBEHHBIX CPEACTB, HENPEACTABICHUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETA HA YKa3aHHBIN B
yacTu 4.1 HacTOsAIIEH CTaThU 3alPOC YIOJIHOMOYEHHOTO (heaepabHOro OpraHa UCIOJHUTEIBHON BIaCTH
WIN TIPEJCTABICHUE JOKYMEHTOB, HE CO/ICPIKAIINX NCUEPIIBIBAIOIIETO IepeUHs HEOOXOIMMBIX CBEIACHUH.
(dactp 5 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

6. B TeueHume nATHaAUATH pPabOYMX JHEH €O JHA TONYYEHHUS pPEIIeHUS YIOJIHOMOYEHHOTO
(beneparbHOro OpraHa MCHOJHUTEIBHOM BJIACTH O HANPABJICHUU B SKCIEPTHOE YUPEXKJCHHE 33aJaHUs Ha
MPOBEACHUE HKCIEPTH3bl KauecTBa YyKa3aHHOW B yactu 1 Hacrosmed craTbu QapMaleBTUYeCKOM
CyOCTaHIIMM 3asiBUTEIb MPEACTABIAET B SKCIIEPTHOE YUPEKACHUE TSI POBEICHUS TaHHON HKCIEPTU3HI
o0pa3iisl (hapMareBTHIEeCKON CyOCTAaHIIMU B KOJMYECTBE, HEOOXOAUMOM JUISl BOCIIPOU3BEICHUS METOJIOB
KOHTPOJIS KauecTBa. JKCIEPTHOE YUPESKICHHE NpPU TOIydeHHH OOpas3loB YKa3aHHOW B uactu |
HacTosImel cTaThi (papMaleBTUUYECKON CyOCTaHIIMU BBIJAET 3asBUTEIIO JTOKYMEHT, MOITBEP)KIAOIINN
MOJIydeHHEe 3TUX O00pas3loB, M B CPOK, HE NPEBBIIAIOIMNNA Tpex pabouyux [HEH, yBeAOMISET B
SNIEKTPOHHOW WMJIM TMUCBMEHHOM (¢opme 00 53TOM  yIMOJHOMOYEHHBIH (eaepanbHblii  opraH
WCTIOJTHUTEIBHOM BIACTU. DTH CPOKU HE BKITIOYAIOTCS B CPOK MPOBEICHUS JAHHOM SKCIIEPTH3BL
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. JIOKYMEHTBI, IIOCTYIHBIINE B 3KCIEPTHOE YUPEKACHUE AJIA IPOBEACHUS JKCIIEPTU3BI KauecTBa
yKa3aHHOM B yacTu | Hacrosieil craTbu (hapManeBTHUECKOM CyOCTaHIIMM, TOJJIeKAT BO3BPaTy B
YIIOJIHOMOYEHHBIN (heiepabHbIii OpraH UCHOJIHUTEIBHOM BIACTH OJHOBPEMEHHO C 3aKIIOYCHHUSIMHU IO
pe3ynbTaTaM IIPOBEACHHON DKCIIEPTU3BI.

8. B cpok, He MpeBBIAONUINN MATH pabounx IHEH CO THS TOJYYEHHUs 3aKIIOYEHUS KOMHUCCHH
OKCHEPTOB IO pe3ylbTaTaM »J3KCIEPTU3bl KauecTBAa YKa3aHHOM B dYacTW | HacToslledl craTtbu
(apMareBTHUECKOM CyOCTaHIINH, YITOJHOMOYECHHBIN (heiepaabHbIi OpraH UCIIOTHUTEIbHOM BIIACTH:

1) OCYIICCTBJIACT OLCHKY TAKOTO 3aKJIHOUCHUA Ui ONPCACIICHUA €TI0 COOTBCTCTBUA 3aJdHUIO Ha
IMPOBCACHUC HaHHOﬁ OKCIICPTU3BI;

2) MpUHUMAET pelIeHHEe O BKIIOYCHUH YKa3aHHOM B 4acTH | HACTOAIIEH cTaTbU (hapMaleBTHIECKOM
CyOCTaHIIMM B TOCYIApCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEJCTB WM pelleHHe 00 OTKa3e B TaKOM
BKJIFOUEHUU;

3) BHOCHUT NpU NPUHATHM PELIEHUS O BKJIIOYEHUM YKa3aHHOM B yacTH | Hacrosimied craTbu
dapMmarieBTHUECKOW  CyOCTaHIIMM B TOCYHApCTBEHHBIM  peecTp  JIEKAPCTBEHHBIX  CPEJICTB
MPEIyCMOTPEHHYIO YacTbio 2 cTaTthu 33 Hacrosero deaepaabHOro 3aKOHA HHPOPMALIMIO U YBEIOMIISET
00 3TOM B 3JIEKTPOHHOH WJIM MUCbMEHHOM Qopme 3asiBUTENS.

(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

www.consultant.ru Crpanvua 86 mns 143
HapAe)XHafa npaBoBas noaaepxxkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=197264&date=03.06.2022&dst=101111&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=417877&date=03.06.2022&dst=11571&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=342016&date=03.06.2022&dst=100579&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=342016&date=03.06.2022&dst=100581&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=342016&date=03.06.2022&dst=100582&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=341770&date=03.06.2022&dst=100018&field=134

depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

9. OcHoBaHMeM [Uisi OTKa3a BO BKJIIOYEHHWHM YKa3aHHOW B 4YacTM | HacToflled CTaTbu
(dapmalleBTHUECKON CyOCTaHIIMM B TOCYJApCTBEHHBIH pEeCTp JIEKAPCTBEHHBIX CPEACTB SBISICTCS
3aKJIFOUEHUE COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (heJepaibHOrO OpraHa MCHOJHUTEIBHOW BIACTH O
TOM, YTO KauecCTBO (papMaIleBTUIECKON CYOCTAaHIINH HE MOATBEPKACHO TOTYYCHHBIMU JaHHBIMHU.

(uactp 9 BBenena denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3; B pen. denepanbHOro 3akoHa OT
04.06.2018 N 140-®3)

10. He momyckaercss BKJIIOYEHHME B TOCYAAPCTBEHHBIM DPEECTP JIEKAPCTBEHHBIX CPEACTB OJHOU
(bapMareBTHUECKOW CyOCTaHIMH, MPOU3BEICHHON sl peali3allii U BBITYCKAaeMOW OJHHM U TEM JKe
MIPOU3BOIUTEIIEM, B BUJIE IBYX U 00JIee PEeCTPOBBIX 3aMUCEH.

(dactb 10 BBenena denepanbHbM 3ak0HOM OT 22.12.2014 N 429-D3)

11. BHecenne u3MeHeHHH B TIOKYMEHTHI Ha (papMaleBTUYECKYIO CyOCTaHIUIO, TIPOU3BEACHHYIO IS
peain3allii U BKJIIOUEHHYIO B TOCYJApCTBEHHBIN pEECTp JEKapCTBEHHBIX CPEJICTB, OCYILECTBISETCS B
nopsiike, ycraHoBiaeHHOM crathsiMu 30 u 31 Hactosmero @enepanpHOro 3aKkoHa, C YIUIATOM
rOCyAapCTBEHHOM MOLIIUHBIL, IPEIYCMOTPEHHOMN 3aKOHOATENbCTBOM Poccuiickon denepannu 0 Hamorax
u cobopax.

(uactp 11 BBenena denepanbHbM 3ak0HOM OT 22.12.2014 N 429-D3)

12. lomyckaercst oOpaiieHre papmManeBTHIECKUX CyOCTaHIMN, TPOU3BEACHHBIX JUISl pealln3alluy, B
TEYEHHE CTa BOCBMUJAECATH THEW 10 M MOCIe MPUHATHUS YIOJIHOMOYEHHBIM (hefepaqbHbIM OpraHOM
WCTIOJITHUTEIBHOM BIACTH pPEUICHUS O BHECCHMM HW3MEHEHMH B JOKYMEHTHl Ha (apManeBTUYECKYIO
CyOCTaHIMIO, TPOU3BEACHHYIO JUIsl peajlu3alldid W BKIIOYEHHYI0 B TOCYAApCTBEHHBIH peecTp
JICKapCTBEHHBIX CPECTB.

(uactp 12 BBenena denepanbHbM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Pemenne 00 WHCKIIOYEHHH W3 TOCYJAPCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB
(bapMmareBTHUECKOW CyOCTaHLIMHU, TMPOU3BENCHHON IS pealu3aluy, MPUHUMAETCS YHOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM UCIIOTHUTENILHOM BJIACTH B CIydae:

1) mpencraBaeHHUst COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (heiepaIbHBIM OPraHOM UCHOJHUTEIBHOM
BJIACTU 3aKJIIOYCHUS O PUCKE WM 00 Yrpo3e >KM3HM WIM 3/I0pPOBBIO YeJOBeKa JIMOO >KMBOTHOTO MpHU
HCIIOJIb30BAHUH JIEKAPCTBEHHOT'O CPELICTBA;

2) momaun pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEJICTBA WJIM IPOU3BOAUTENIEM JIEKAPCTBEHHOTO
cpeacTBa MO0 YIOJHOMOYEHHBIM UMH JIPYTUM IOPHIMYECKUM JIMLOM 3asiBICHHS 00 HCKIIOUYEHUH M3
rOCyJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB (papManeBTUUECKO CyOCTaHIUH, MPOU3BEACHHON
ISl pean3aliu;

3) orcyrcTBUA (hapMaIeBTHUECKONW CyOCTaHIIMM, IPOU3BEICHHOMN Ul peann3alni, B OOpalleHnuu B
Poccuiickoit @enepanuu B TeueHHue Tpex U Oosee Jer.
(uactp 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

CtaTtbsa 35. YTpatuna cuny ¢ 1 nrons 2015 roaa. - PegepanbHbiv 3aKkoH ot 22.12.2014
N 429-®3.

Ctatba 36. OOGxanoBaHue peweHnss 06 oOTKaze B Bblaye paspelieHuss Ha
npoBeAeHMe KIMHUYECKOro uccreaoBaHUs JNeKapCTBEHHOro npenapara, peweHusa o6
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

OTKa3e B FOCYAapCTBeHHOﬁ peructpaumm rnekKapcTtBeHHOro npenaparta, 3aKnr4deHusd
KOMUCCUUN IKCNEePTOB IKCNEepPTHOro yypexaeHnsa nnum 3aknro4veHusa coBeTa no 3Tuke
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Perienne coOTBETCTBYIOIIETO YIMOJIHOMOUYEHHOTO (DeAepabHOTO OpraHa MCIOJIHUTENbHOW BIIACTH
00 OTKa3ze B BbIJaue pa3pelIeHUs HA MPOBEACHUE KIMHHYECKOTO MCCIEIOBAHUS JICKApPCTBEHHOTO
mpernapara, pelleHHe YKa3aHHOro (eaepalbHOrO OpraHa HCHOJHUTENBHOM BiacTH 00 OTKase B
TrOCYJApPCTBEHHOM PEruCTpalliM JIEKapCTBEHHOI'O IIpenapara, 3aK/IIOYeHHE KOMUCCHM JKCIEPTOB
HKCTIEPTHOTO YUPEKICHUS WM 3aKIIOYCHHE COBETAa IO 3TUKE MOXKET OBITh 00XKAJIOBAaHO B MOPSIIKE,
YCTaHOBJIEHHOM 3akoHoJaTenbcTBOM Poccuiickoit denepanun. 3akiro4eHHE KOMMCCHM 3KCIIEPTOB
JKCIIEPTHOIO YYPEKJIEHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IPENapaToB I MEIULUHCKOIO
IpUMEHEHHs MO0 O TOM, YTO JIEKApCTBEHHBIH Mpenapar s MEIUIIMHCKOTO MPUMEHEHHS HE SBJISAETCS
B3aMMO3aMEHSIEMbIM, MOXET OBbIThb 00XKaJOBAaHO JAEp)KaTeIeM WM BIAJEIbLEM PErUCTPALOHHOTO
yIOCTOBEPEHUS JIEKApPCTBEHHOTO MpernapaTa B YIOJIHOMOUYEHHBIN (pefiepalibHbli OpraH MCIOJIHUTEILHON
BJIACTH, KOTOPBIM MPUBJIEKAET K PACCMOTPEHHUIO YKAa3aHHOM >KaioObl MOJBEIOMCTBEHHBIE €My HayuyHbIE
opranu3anmu ¥ oOpa3oBaTeNbHBIE OpPraHM3allMM  BBICHIETO  OOpa30BaHMs, OCYILECTBIISIONINE
JEATeNbHOCTh B cdepe oOpalleHusi JIEeKapCTBEHHBIX CPEICTB. 3aKIIOUYEHHE KOMHCCHH SKCIIEPTOB
SKCTIEPTHOTO yUPEXKJEHHsI, O(OPMIIEHHOE II0 HUTOraM IepecMOTpa OO0XKaJIOBAaHHOTO 3aKIIOUEHUS
9KCTEepPTa, MOKET OBITh OCIOPEHO AEp)KaTesieM WU BIAAETBIIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
JICKApCTBEHHOTO TMpernapara JM0O0 YIOJHOMOYEHHBIM HWMH JIMIIOM B TIOPSJAKE, YCTaHOBJIEHHOM
3akoHonaTenbcTBOM Poccuiickoit @eneparuu. Ilpu oOanoBaHMM peIIEHUS  YIMOJHOMOYEHHOTO
(beneparbHOrO OpraHa HCIOJHUTENBHONW BIACTH, 3AKIIOUEHHs 3KCIEpTa WIM KOMHCCHUU 3KCIIEPTOB
JKCIIEPTHOIO YUPEXKACHUS, 3aKII0YCHUS COBETA [0 ITUKE JEpKaTellb WU BIAEINIEL] PErUCTPALMOHHOIO
yIOCTOBEPEHUS JICKApCTBEHHOTO TpernapaTa JuU0O YIOJIHOMOYEHHOE WMH JIMIO BIpPaBe MpPEICTaBUTh
pe3ynbTaThl JKCIEPTHU3bl JIEKAPCTBEHHOTO IIpPErapara, IPOTOKOJBl IOJIYYEHHBIX AaKKPEAUTOBAaHHBIMU
UCTIBITATETILHBIMU JTa00paTOPHsMHU (LIEHTPAMH) PE3yIbTaTOB UCCIEIOBAHNM, UCITBITAHHH.
(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmauusa, cBAzaHHas C OCyLECTBNIEHMEM roOCyAapCTBEHHOW
perMcTpauuMm rnekKapcTBeHHbIX MpenapaTtoB, WHpopmauua O 3aperMcTpMpoBaHHbLIX
neKapcTBeHHbIX rMpenapatax W JeKapCTBEHHbIX MpenapaTtax, MWCKMYEeHHbIX W3
rocyfAapcTBeHHOro peectpa fnekapcTBeHHbIX CPpeacTB

1. CooTBETCTBYIOIIUI YITOJIHOMOYEHHBIN (heiepabHbIN OpraH UCIOJHUTEIBHOM BIACTH pa3MelaeT
Ha cBoeM o¢uimansHOM caiite B ceTd "MHTepHer" uH(pOpMaIMIO, CBSI3aHHYIO C OCYIIECTBICHHUEM
rOCy/lapCTBEHHON PEruCcTpaly JIEKAPCTBEHHBIX MPENapaTroB, B TOM YUCJIE MPOBEACHUEM 3KCIIEPTHU3BI
JICKApCTBEHHBIX CPECTB (BKIOYAs Pe3yibTaThl €€ MPOBEACHUS), HHPOPMALIUIO O 3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIpenaparax M JIEKapCTBEHHBIX IIpenaparax, HCKIIOYEHHBIX M3 TOCYAapCTBEHHOIO
peecTpa JEKapCTBEHHBIX CPEJACTB, HE IMO3/HEE YeM uepe3 IATh pabouyux JHEH CO JIHS IMOJIydeHHS
YIIOJIHOMOYEHHBIM (heiepaibHBIM OPTaHOM HCTIOIHUTENFHON BIIACTH COOTBETCTBYIOIIEH HH(POPMAIIIH.
(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3)

2. Cpoku W TOpSAOK pa3MeIleHHs YyKa3aHHOM B yacTd | Hactosdmed craTbu HH(pOpMaIUU
yCTaHABIUBAIOTCS YIIOJTHOMOYECHHBIM (eiepalibHBIM OPraHOM HCIIOJIHUTENhHON BiacTu. MHpopMmarus,
yKa3aHHas B 4acTU | HACTOSIIEH CTAaThH, SBISETCS OTKPBITOM M OOIIEIOCTYITHOW M MPEJOCTaBISICTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOJATeNbCTBOM Poccuiickoit denepannu.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

Maea 7. KNMMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB AnA MEAULMHCKOIO NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAOEHUN, NPABA NALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Ctatba 38. KnuHuyeckme wuccrnenoBaHUs nNeKapCTBEHHbIX MpenapatoB Ans
MeaAULIMHCKOro NpUMeHeHus

1. Knunuyeckue uccineoBaHUs JICKAPCTBEHHBIX MPENapaTroB IS MEIUIMHCKOrO MPUMEHEHUS, B
TOM YHUCJIE MEXYHAPOIHbIE MHOTOIIEHTPOBBIE, MHOTOLIEHTPOBBIE, MTOCTPETUCTPALIMOHHBIE, TIPOBOISTCS B
OJIHOM WJIM HECKOJbKMX MEIUIMHCKUX OpraHu3alusx B COOTBETCTBUM C IMpaBUJIAMU HaJyIeKalen
KITMHUYECKOU MPAKTUKHU, YTBEPKICHHBIMH YIIOJHOMOYCHHBIM (eiepaIbHBIM OPraHOM UCTIOJTHUTEIHHOM
BJIACTH, COOTBETCTBEHHO B CJICIYIOIIUX LIEIAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) ycraHoBieHHe 0€30MACHOCTH JIEKAPCTBEHHBIX MPEnapaToB JUIs 3J0POBBIX JOOPOBOJIBLEB U (MIIH)
MEPEHOCUMOCTH MX 3JI0POBBIMH JOOPOBOJIBIIAMH, 32 UCKIIFOUYCHUEM TaKHX MCCIIEOBAaHHUN JTEKAPCTBEHHBIX
Ipenaparos, IPOU3BEACHHBIX 3a npeaenaMu Pocculickoit denepanuu;

2) noa0op ONTUMAIBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpernapara 1 Kypca JICUeHHUs A7 MAIMeHTOB
C oIpenesieHHbIM 3a00JIeBaHHEM, ONTHUMAIBHBIX 703 M CXEM BaKUWHAIMA WMMYHOOMOJOTHYECKUMHU
JIEKapCTBEHHBIMHU IperapaTaMu 3J10POBBIX T0OPOBOJIBIICB;

3) ycraHoBiieHHE 6€30IaCHOCTH JICKApPCTBEHHOTO Ipernaparta U ero 3p¢GeKTUBHOCTH A MAIIHEHTOB
C OIpeneNeHHBIM 3a0oyieBaHUEM, MNPOQMIAKTHYECKON A(P(PEKTUBHOCTH HMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MIPENapaToB Ui 3I0POBBIX JOOPOBOJIBIIEB;

4) n3yueHne BO3MOKHOCTH PACIIMPEHUS NMOKAa3aHUN 711 MEJUIIMHCKOTO IIPUMEHEHUS U BBISBICHUS
paHee HeM3BECTHBIX MOOOYHBIX ACHCTBUI 3aperucTpUpPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

2. B oTHOIIEHNH BOCIIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPEMAapaToB Il MEIUIIUHCKOTO IPUMEHEHUS
MPOBOJATCS HMCCIEAOBAaHUS OMOAKBHUBAICHTHOCTH U (WMJIM) TEPaeBTUUYECKON OSKBUBAJICHTHOCTH B
MOPSIJIKE, YCTAHOBJICHHOM YIIOJIHOMOUYEHHBIM (hesiepaibHbIM OpPraHOM MCIIOJHUTEILHOM BIIACTH.

3. OpraHusanuio NpPOBEACHUS KIMHUYECKUX HCCIEIOBAHUN JIEKapCTBEHHOIO IIpenapara Jyis
MEIULUHCKOTO IPUMEHEHUS BIIPABE OCYILLECTBIIATH:

1) pa3paboTuuK JIEKapCTBEHHOTO IMpenapara Wik YIOJIHOMOUYSHHOE UM JIULIO;

2) OGpaSOBaTCHBHBIC OopraHu3allii BbICIICTO OGpaSOBaHI/IH, opraHu3al JOIMOJHUTCIBHOT'O
npodeccuoHAILHOTO 00pa30BaHMS;
(. 2 B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4HO-UCCIEA0BATENbCKUE OpPraHU3aliy.

4. KnuHMuYecKHE HCCIIEeOBAaHUS JIEKApCTBEHHOTO IIpernapaTra A MEOUIMHCKOIO IPUMEHEHMS
IIPOBOJATCS HA OCHOBAHUU pa3pelICHUs HA MPOBEICHUE KIMHUYECKOTO HUCCIEAOBAHUS JIEKAPCTBEHHOIO
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mpernapara, BBIIAHHOTO  YIIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM  HCIIOJHHUTEIBHOM  BIACTH.
YTOIHOMOYEHHBIH (eeparabHbIi OpraH UCIIOJHUTEIBHON BIACTH BEJIET PEECTP BBIJAHHBIX pa3pelIeHun
Ha IIPOBEICHUE KIMHUYECKUX UCCIENOBAHUM JIEKAPCTBEHHOIO IIperapara, COACPKAUN YKa3aHUe Ha UX

LeJb WM 1IeJIU, B YCTAHOBJIEHHOM 3TUM OPTraHOM MOPSIIKE.
(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. Yrpatun cuny ¢ 1 utons 2015 rona. - @enepanbhblit 3akoH oT 22.12.2014 N 429-D3.

6. K opranmzauuu mnpoBeneHHsS KIMHUYECKUX HCCIICIOBAHUN JIEKAPCTBEHHOTO IIperapara Jyls
MEIUIUHCKOTO TIPUMEHEHUs pa3pabOTYMKOM JIEKAPCTBEHHOTO TIpernapara MOTYT IPHUBJIEKATHCS
IOPUJIMYECKUE JIUIa JI000H  OpraHu3allMOHHO-TIPABOBOM  (OPMBI  MPH  YCIOBUU  OOECTIEYEeHUs
COOTBETCTBUS 3TUX UCCIIEAOBAHUH TpeOOBaHUAM HacTosulero denepanbHOTO 3aKOHA.

Kouncynsranrlntoc: npumedanue.

B mnacrosimee BpeMs IEHCTBYIOIIMM 3aKOHOJATEIbCTBOM HE YCTAHOBJIEH MOPSAIOK AKKpEAUTALUU
MEIUIMHCKUX OpraHM3alMii Ha MpPaBO IPOBEIEHUS KIMHUYECKUX HCCIIEIOBAHUI JIEKAPCTBEHHBIX
npenapatoB Juisi MenuuuHckoro mnpumeHenus. [lo 01.01.2021 neiicrBoBano IlocranoBneHue
IIpaButenscta PO ot 03.09.2010 N 683.

7. KnuHudeckue HCCIeNOBaHUs JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIULUHCKOIO INPUMEHEHUS
MPOBOJATCS B MEAUIMHCKUX OpraHU3alMsX, aKKPeIUTOBAHHBIX YIIOJIHOMOYEHHBIM (heaepabHbIM
OpPraHoOM MWCIIOJHUTEIBHOW BJIACTM B INOpsAAKe, YycraHoBieHHOM IIpaBurenscTBoM Poccuiickoi
denepanuu.

8. IlepedyeHp MEIMIMHCKHX OpraHM3allMii, MMEIOIUX IMPaBO IPOBOAUTH KIMHUYECKUE
HCCIIEIOBAHUS JIEKAPCTBEHHBIX INPENapaTroB i MEAUIMHCKOIO IPUMEHEHHS, U PEECTP BbIJAHHBIX
paspelieHnii  Ha  IPOBEIEHUE  KIMHUYECKMX  MCCIEAOBAHMM  JIEKQpCTBEHHBIX  IPENaparoB
OIyOJIMKOBBIBAIOTCSI U Pa3MEIIAIOTCS YHNOJHOMOYEHHBIM (PeepallbHbIM OpPraHOM HCIOJHUTEIbHOM
BJIACTU B YCTAHOBJICHHOM UM IOPSJIKE Ha CBOeM oduiinanbHOM caiite B cetu "MHTepHeT".

Ctatbsa 39. PeweHue o0 npoBeAeHMN KITMHUYECKOro UccriefoBaHUs fieKapCTBEHHOro
npenapara Ansa MeauLMHCKOro NnpuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. KnuHuueckoe uccieoBaHHE JIEKAPCTBEHHOIO Ipenapara JUuisi MEAULHUHCKOTO IPUMEHEHHUS
IIPOBOJUTCS HAa OCHOBAHUU PA3pEIICHMs Ha IIPOBEICHUE KIMHUYECKOTO HUCCIEAOBAHUS JIEKAPCTBEHHOIO
mpernapara, BBIJAHHOTO YIIOJTHOMOYEHHBIM (peiepalibHbIM OPraHoOM HCIIOJHUTENFHOW BJACTH TIO
pe3yibTaTaM 3KCIEPTHU3bl JOKYMEHTOB, HEOOXOIMMBIX Ul IMOJIyYEHHs pa3pelieHus Ha MPOBEACHUE
KJIIMHUYECKOT'0 MCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpenapara U 3STHYECKOU SKCIIEPTU3BL.

2. JIns mosyueHus pa3pelIeHUs] Ha IPOBEIEHUE KIMHUYECKOTO MCCIIEI0BAHUS JIEKAPCTBEHHOTO
npernapara JJsi MeIUIIMHCKOTO TPUMEHEHHS 3asiBUTEINb MPEICTABIISET B YIIOJHOMOYEHHBIN (heaepanbHbIN
OpraH UCIIOJIHUTEIILHON BIACTH:

1) 3asBJICHUC O BbLAAYC PAa3pCIICHUA HAa ITPOBCACHUC KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O
npemnapara it MCAULUHCKOTO ITPUMCHCHUS
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2) KOIIMU JOKYMEHTOB, MOATBEP)KIAAIOIIMX YIUIATy TOCYJAapCTBEHHON IOLUIMHBI 3a NPOBENECHUE
TUYECKOM 3KCIIEPTU3bl, 3KCIEPTU3bl JOKYMEHTOB HAa JIEKAPCTBEHHBIM IpemnapaTr il MOJy4eHHs
paspellleHuss Ha NpPOBEICHUE KIMHUYECKOTO MCCIEAOBAHMs JIEKAPCTBEHHOIO Ipemapara Ul
MEIUIIMHCKOTO IPHUMEHEHUs, 3a BBbLJAYYy pa3pellieHHs Ha NPOBEACHHE KIMHMYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOI'O Ipenapara Juisi MEAULMHCKOIO IPUMEHEHHUS], 3a IPOBEJCHHUE 3KCIIEPTU3bI JOKYMEHTOB
Ha JIEKapCTBEHHBIN Mpenapar Juisd T[OJYY4EHHUs pa3pelleHHs Ha I[POBEIECHUE MEXIYHApOIHOTO
MHOTOLIEHTPOBOTO KJIMHMYECKOIO HCCJIEI0BAaHUS JIEKApCTBEHHOIO Ipernapara s MEIULUHCKOTO
NIPUMEHEHMS], 3@ BbAauy pa3pellieHuss Ha [POBEACHHUE MEXAYHAapOJHOIO MHOIOLIEHTPOBOTO
KIIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOIO IIpernapara i MEIULUHCKOIO IPUMEHEHUus, 3a
IIPOBEJIEHUE D3TUYECKOM SKCIEPTHU3bl, AKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpenapar yisd
MIOJIyYEHUSI pa3pelleHUs] Ha MPOBEIACHHME IOCTPETHCTPALIMOHHOTO KIMHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOI'O Ipernapara JUlsi MEIUIMHCKOTO IMPUMEHEHMS, 32 BbIAAaUy Pa3pelIeHUs Ha NPOBEJIECHUE
IIOCTPErUCTPALIMOHHOTO KIMHUYECKOTO HCCIIEOBAHMSI JIEKAPCTBEHHOTO IMpenapara il MEIUIUHCKOTO
IIPUMEHEHMS;

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

3) MMPOTOKOJ KIIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfmapara IOjd MCAUIHUHCKOIO
MMPUMCHCHUS

4) OpoIropy ucciae 0BaTeNs;
5) uahOpPMAaIMOHHBIHN JIMCTOK MAICHTA;

6) cBeneHust 00 ombITe pabOTHI MCCIEAOBATENCH MO COOTBETCTBYIOIIMM CHEIMAIBHOCTSIM M HUX
OTIbITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX HCCIIEIOBAHUML;

7) cBeoeHMS O MEAMLIMHCKMX OpraHM3alMsaX, B KOTOPBIX MPEANOJaraeTcsi IpOBEIACHUE
KIIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOIO Ipenapara A MEAULHUHCKOIO IPUMEHEHUs (IOJHOE U
COKpAIlleHHOE€ HAaWMEHOBaHMs, OpraHU3allMOHHO-TIPaBOBasg (OpMa, MECTO HAXOXKJIEHHS M MECTO
OCYIIECTBIICHHS JICATENLHOCTH, TeNedoH, Teaedakc, aapec EKTPOHHON MOYTHl KaXI0W METUIIMHCKOMN
OpraHu3aIum);

8) CBCACHUA (O) npeamnojiaracMbIx CpoOKax IMPOBCACHUA KIIMHHUYCCKOI'O HUCCICOOBaHUA
JICKApPCTBCHHOT'O IMperiaparta it MCAUIUHCKOTI'O MPUMCHCHUA

9) xommio AOTOBOpa O0S3aTENHLHOTO CTPAXOBAHMSA, 3AKIIOYCHHOTO B COOTBETCTBUU C THUIIOBBIMHU
MpaBWJIaMH  O0S3aTENBHOTO CTPaxOBaHWUsS, C YKa3aHWEM TNPEICIbHONW YHCICHHOCTH TAIHEeHTOB,
YYaCTBYIOIIMX B KIMHUYECKOM HWCCIEIOBAHUU JICKAPCTBEHHOTO Tpernapara JUisi MEIUIMHCKOTO
MIPUMEHCHHS;

10) uadopmarmio o cocTaBe JEKapCTBEHHOTO MpernapaTa JUisi MEAUIUHCKOTO TPUMEHEHHS,

11) nOKyMEHT, COCTaBJIEHHBIH NMPOU3BOAMUTEIEM JIEKAPCTBEHHOIO IIpernapaTta Al MEIULMHCKOTO
IIPUMEHEHHSI U COJEpKalUil IMOKa3aTenu (XapaKTEpUCTHKHM), a TaKXE CBEJIEHUS O JEKapCTBEHHOM
npernapaTe Aias  MEAMLIMHCKOIO IPUMEHEHMs, IPOU3BEAECHHOM ISl NPOBEIACHMS KIMHUYECKUX
HCCIIeIOBaHUMH;

12) CBCACHUA O AaTC MPCAOCTABJIICHHUA W PETUCTPAMOHHOM HOMCEPC JIMICH3WH Ha IPOU3BOJACTBO
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JIEKAPCTBEHHBIX CPEACTB B CIy4ae, €CIU IPOU3BOJCTBO JIEKAPCTBEHHOI'O IIperapara OCYIIECTBIISETCS B
Poccuiickoit ®epepanuu, WM CBEAEHUS O JaTe MPEIOCTABICHUS W PETUCTPALMOHHOM HOMEPE
3aKIIOYEHUST O COOTBETCTBUM TIPOM3BOJMTENS JICKAPCTBEHHOIO Tpernapara TpeOOBAHUSAM TPaBHII
HaJUIeKALed IPOU3BOACTBEHHOW IIPAKTUKM, IPEIOCTABICHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTPAaHbI
IIPOU3BOIUTEIS JIEKAPCTBEHHOTO IIperapara.

(B pen. ®enepanbHbIX 3ak0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1. B ciyuae HempeacTaBI€HMs C 3asBJICHHEM O BbIJade pa3peLICHUs Ha IIPOBEJICHUE
KIIMHUYECKOTO MCCIIEJOBaHMsl JIEKApCTBEHHOTO MpenapaTa JUisi MEJUIIMHCKOrO MPUMEHEHUS JOKYMEHTOB
(cBeneHuit), NOATBEPXKIAIOUINX YIUIATy FOCYJapCTBEHHOW MOILIMHBI U YKa3aHHBIX B IYHKTE 2 4acTH 2
HACTOSIIEH CTaThM, a TaKXE BbIJABAEMbIX (IPEJIOCTABISAEMBIX) YHMOJHOMOYEHHBIMHU (eaepalbHbBIMU
OpraHaMM HCIIOJIHUTENbHON BJIACTH JOKYMEHTOB (CBEIEHHWI), yKa3aHHbIX B MyHKTe 12 uactu 2
HACTOSIIEH CTaThH, YMOJHOMOYEHHBIN (enepalbHblii OpraH MCIOJHUTEIHHON BIIACTH 3alpalllBaeT
yKa3aHHbIE  JIOKYMEHTbI  (CBelEHHs) B  MOPAOKE  MEXKBEIOMCTBEHHOTO  HMH(OPMAIIMOHHOTO
B3aUMOJICHCTBUS.

(uactsp 2.1 BBeneHa @enepasbHbIM 3ak0HOM 0T 27.12.2019 N 478-D3)

3. B cpok, He npeBbIIaonuil nsaTi padounx JTHEH co THS NPUHATHA YKa3aHHOTO B MyHKTE | yacTu
2 HACTOSIIEH CTAaThbH 3asBJICHUS U HEOOXOIUMBIX TOKYMEHTOB, YIOJHOMOYEHHBIN (efepaabHblii opraH
UCIIOJIHUTEIBbHON BJIACTHU:

1) mpoBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEIEHUH, COAEPKAIIMUXCS B IPEICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpPUHUMAET PELIEHUE O MPOBEACHUU 3KCIEPTU3bl JOKYMEHTOB I MOJIYYEHUs pa3pelieHus Ha
MIPOBEACHUE KIMHUYECKOTO UCCIIEN0BAHMS JIEKAPCTBEHHOTO Iperapara il MEIULUHCKOTO IPUMEHEHUS
Y 3TUYECKOM 3KCIIEPTU3bI UM 00 OTKa3€ B MPOBEACHUH YKa3aHHBIX SKCIEPTHU3;

3) yBemomuisieT B DSJEKTPOHHOW (opMme HIM Ha OyMa)kKHOM HOCHTENE 3asgBUTENS O IMPHHITOM
peneHnu 00 B CiIyyae MPUHATHA pelieHus 00 0TKaze TaKkKe ¢ yKa3aHUEeM MPUYMH TaKOTO 0TKa3a;

4) moaroTraBiIMBAacT M HANpaBISET B JKCIIEPTHOE YUPEKIEHUE M COBET IO 3THUKE 3aJaHHE Ha
IIPOBEACHUE COOTBETCTBYIOILUX IKCIEPTHU3.

4. B cimydae BBISBJICHHUS HEMOJHOTHI M (WJIM) HEJOCTOBEPHOCTH HMH(OpPMAINM, COJEepKalieiics B
MPEJCTABICHHBIX 3asABUTENIEM JIOKYMEHTAaX, YIOJHOMOYEHHBIA (elepanbHblil OpraH HCIOJIHUTEILHON
BJIACTU HAIPABIIAET 3asBUTEINIO 3alpoc 00 YTOYHEHHUH yKazaHHOW MH(opmMaruu. J[aHHBIHA 3ampoc MOXKET
ObITH TepelaH YHNOJHOMOUYEHHOMY MpPEJCTABUTENIO 3asBUTENS JIMYHO TOJ PACIUCKY, HAIPaBIEH IO
MOYTE 3aKa3HBIM IMHCHMOM WJIM TEpeJaH B AJIEKTPOHHOH (hopMe MO TEIEKOMMYHHMKAIIMOHHBIM KaHajam
CBA3U. B ciywae HampaBieHUs [NAHHOIO 3ampoca IO IIOYT€ 3aKa3HbIM IIMCBMOM OH CUYUTAaeTCs
MOJIydEHHBIM I10 WCTEUCHHH IIECTH JHEW C JaThl HANPaBICHHs 3aKa3HOTO MUChbMA. 3asBUTENb OO0s3aH
NPEJCTaBUTh OTBET Ha 3alpoc YINOJHOMOUYEHHOTO (herepasbHOrO0 OpraHa HMCIOJHUTEIBHON BIACTH B
CpPOK, HE IMPEBBIIIAIONINNA AeBIHOCTAa pabouux AHEH co JHs ero noiydyeHus. Cpok, yKa3aHHBIH B 4acTu 3
HACTOSIIEH CTaTbM, IPUOCTAHABIMBACTCS CO JHS HAMPABICHUS 3asBUTENIO 3alIpOCa YIIOJHOMOYEHHOIO
(benepanrbHOro OpraHa MCHOJIHUTEIBHOM BIACTH 10 AHS MOJIYYEHHUS UM COOTBETCTBYIOLIETO OTBETA U HE
YUUTBIBACTCSI TpPU HMCUUCIEHHUM CPOKAa TMPHUHATUS YIOJHOMOYEHHBIM (hefepaqbHbIM  OpPraHOM
UCIIOJIHUTENILHON BIIACTH PELICHUS O IIPOBEACHUM DKCIEPTU3bI JOKYMEHTOB IS ITOIYYECHUS pa3peleHus
Ha IIPOBEJICHUE KIMHHUYECKOIO UCCIECNOBAHMS JIEKAPCTBEHHOIO IIpemapara Mg  MEAULUHCKOIO
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NMPpUMCHCHUA.

5. OcHOBaHMEM JJIs1 OTKa3a B MPOBEICHUM SKCIEPTU3bI TOKYMEHTOB JUIS MOJIYYEHHs pa3perieHus
Ha TpOBEIEHHE KIMHUYECKOTO MCCIENIOBAaHMUS JICKApCTBEHHOTO IIperapara s MEIUIITHCKOTO
NPUMEHEHHUsI M STHYECKOW SKCIEPTU3bl SABISETCS NPEACTaBICHHUE TOKYMEHTOB, IPEIyCMOTPEHHBIX
YacThI0 2 HACTOALICH CTaTbM, B HEMOJHOM OOBEME, HEMpEACTaBICHUE 3asBUTENEM B YCTaHOBJICHHBIN
CPOK OTBETa Ha YKa3aHHBIH B YacTH 4 HACTOAIICH CTAaThU 3alpoC YIMOJHOMOYEHHOTO (elepatbHOTo
OpraHa MCIOJHUTEIbHON BIAcTU JIMOO OTCYTCTBHME B IPEACTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIONIETO
nepeyHs HeoOXxonumon uHpopManuu win HH(GOpMAIMH, KOTOpas NOJDKHA OBITh OTpakKeHa B HHX, a
TaKXKe OTCYTCTBHE HH(POPMALMHU, MOATBEPXKIAIONMIEH (aKT ymiaaTbl TOCYIapCTBEHHOW MOILUIMHBI 32
MPOBEACHUE STHYECKOM HKCHEepPTH3bl, 3KCIEPTU3bl JOKYMEHTOB Ha JIEKapPCTBEHHBIM Ipemapar ajs
MOJIyYCHHUSI pa3pelleHns Ha MPOBEACHUE KIMHUYECKOTO MCCIEeIOBaHMs JIEKApCTBEHHOTO Mpernapara s
MEIULMHCKOTO TPUMEHEHUs, 3a BBbIJAuy pa3pelieHus Ha MPOBEJICHHE KIMHUYECKOTO HCCIEIOBAHUS
JICKApCTBEHHOTO Tpernapara JJIsi MEAUIIMHCKOTO IPUMEHEHHs, 3a MPOBEJACHNUE HKCIEPTH3bI TOKYMEHTOB
Ha JIEKapCTBEHHBIH TMpemapaTr [uid TMOJY4YEeHUs pa3pelleHuss Ha MPOBEACHUE MEXAYHAPOIHOTO
MHOTOILIEHTPOBOTO KIMHUYECKOTO HCCIICOBAHUs JIEKAPCTBEHHOTO IIperapara sl MEAULUHCKOTO
OPUMEHEHHs, 3a BbIA4y pa3pelieHHss Ha MPOBEIACHHE MEXKIYHApOJHOTO MHOTOIIEHTPOBOIO
KJIMHUYECKOTO HCCIEeOBaHMs JIGKAPCTBEHHOTO Tperapara Uil MEIUIMHCKOTO TNPUMEHEHHUs, 3a
MPOBEACHUE STHYECKOM HKCHEepPTH3bl, 3KCIEPTU3bl JOKYMEHTOB Ha JIEKapPCTBEHHBIH Ipemapar ajis
MOJIydCHHUsI pa3pelieHus Ha MPOBEACHUE MOCTPETHMCTPALIMOHHOTO KIMHUYECKOTO HCCIEeIOBAHUS
JICKApCTBEHHOTO Tpernapara sl MEIUIIMHCKOTO MPUMEHEHHMs, 3a BBIAayy pa3pelieHHsl Ha MpPOBEICHUE
MOCTPErUCTPAIIMOHHOTO KIMHUYECKOTO HMCCIEIOBAHUS JIEKAPCTBEHHOTO Ipernapara A MEIUIIUHCKOTO
MPUMEHEHHSL.

6. IlpoBeneHue HKCIEPTU3Bl JOKYMEHTOB JUISL TOJYYEHHUsS pa3pelieHUus Ha MPOBEACHHUE
KJIIMHUYECKOTO UCCIEA0BaHUs JIEKAPCTBEHHOTO Mpenapara s MEAUIIMHCKOTO IPUMEHEHUSI U ATHYECKOM
9KCIIEPTHU3bI, COCTABIICHHE KOMUCCHUEN IKCIIEPTOB U COBETOM IO 3THKE 3aKIIOUEHUN O BO3MOKHOCTH WU
HEBO3MOKHOCTHU MPOBEACHUS TAKOTO KIIMHUYECKOT'O0 MCCIEIOBAHUS U HAIPaBIECHUE ITUX 3aKIIOUYEHUN B
YIOJHOMOYECHHBINH (hefepanbHbli OpraH HUCHOJHUTEILHON BIIACTH OCYIIECTBISIOTCS B CpPOK, HE
MPEBBIMIAIONINA TPUALIATA PAOOYMX JHEH CO JHS TMONYYEHHUs SKCIEPTHBIM YUPEKICHHEM 3adaHUS
YIOJHOMOYEHHOTO (heepalbHOTO OpraHa HUCHOJHUTEIBHON BIACTH C MPUIOKEHUEM JIOKYMEHTOB,
yKa3aHHbIX B myHKTax 3, 4, 10 u 11 wactu 2 Hacrosied cTaTbh, U COBETOM IO 3THUKE 3aJaHUs
YIOJHOMOYEHHOTO (heepalbHOTO OpraHa HUCHOJHUTEIBHON BIACTH C TPUIOKEHUEM JIOKYMEHTOB,
YKa3aHHBIX B IyHKTax 3 - 6, 8 © 9 yacTu 2 HACTOSAIIEH CTAaThU.

7. B cpok, He TpEeBbIIAIOIMNN TATH paboyMX JHEH CO JHS MOJYYEHHUsS 3aKII0UEHUH, yKa3aHHBIX B
94acTH 6 HACTOSILEH CTaThH, YIIOJHOMOYEHHBIN (e/lepanbHbIil OpraH UCIOJHUTENBHOM BIACTH:

1) OCYIICCTBJIACT OUCHKY MOCTYITUBIINX 3aKJIIOUCHU JJIL OIMPEACIICHUA UX COOTBCTCTBHSA 3aJaHUAM
Ha IMPOBCACHNUEC COOTBCTCTBYIOIIUX SKCIICPTU3;

2) NpUHUMAET DPELIEHUE O BBIJAYE pa3pEIICHHs] Ha MNPOBEIACHHE KIMHMYECKOTO HCCIIEIOBaHUS
JICKApCTBEHHOTO TpenapaTa Ui MEAMLUHCKOTO MPUMEHEHHs Wi 00 OTKa3e B BbLAadYe YKa3aHHOTO
paspenieHus;

3) BbIOAET pa3pelleHre Ha MPOBEICHUE KIMHUYECKOIO HUCCIIEI0BAaHUS JEKapCTBEHHOIO Iperapara
IUIE MEAMLIMHCKOTO TPUMEHEHHUS WM pelleHne 00 OTKa3e B BbIJaue YKa3aHHOTO pa3pelIieHust ¢
yKa3aHHeM MPUYUH OTKa3a.
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8. OcHOBaHHEM JUIsl OTKa3a B BbLAAUE pa3pellieHUs] HAa MPOBEJCHHE KIMHUYECKOIO HMCCIIEI0BAaHUS
JIEKapCTBEHHOIO IIpernapara il MEJUIUHCKOIO IIPUMEHEHHUs SBJISICTCS HAIMYUE 3aKJIIOYCHHUS] KOMUCCUU
JKCIIEPTOB WJIM 3aKJIIOYEHUs COBETa [0 OTUKE O HEBO3MOXKHOCTU IIPOBEICHUS KIMHUYECKOIO
UCCIEA0BAHUs JIEKAPCTBEHHOIO Ipernapara Uil MEJULUHCKOIO IMPUMEHEHHUS [0 pe3ylbTaraM
IIPOBEJIEHHBIX 3KCIIEPTU3, IPELYCMOTPEHHBIX YacThI0 6 HACTOALIEH CTAaThU.

9. Pemenne 06 oTKa3e B MPOBEACHUM SKCIEPTU3bI JOKYMEHTOB JUISl MOJIydeHHs pa3pelIeHus Ha
MIPOBEACHUE KIMHUYECKOTO UCCIIEN0BAHMS JIEKAPCTBEHHOTO Iperapara Il MEIULUHCKOIO IPUMEHEHUS
U OTUYECKOM DKCIIEPTU3bl M B BBIJAYE PA3PCIICHHMS HA IIPOBEACHHUE KIMHUYECKOTO HCCIIECIOBAHUS
JICKApCTBEHHOTO TpenapaTa JUlsi MEJUIIMHCKOTO TNPUMEHEHHUS MOXXET ObITh 00KaloBaHO B MOPSIKE,
YCTaHOBJICHHOM 3aKoHoOAaTenbcTBOM Poccuniickoit denepanuu.

Cratba 39.1. 3TMUecKas aKkcnepTusa
(BBeneHa denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Otuueckas SKCIICpTHU3a MPOBOAUTCA COBETOM IO 3THUKEC, CO3AAHHBIM B MOPAAKC, YCTAHOBJICHHOM
YIOOJIHOMOYCHHBIM (bel[epaHBHBIM OopraHom HUCTIOTHUTEIBHOMN BJIaCTH, B LCIAX BbIJa4YM 3aKJIFOYUYCHUA 00
STUYECKON 000CHOBAHHOCTU BO3MOKHOCTH MPOBCACHHUA KIIMHUYCCKOTO HCCICAOBAHHA JICKAPCTBCHHOI'O
npenapara it MCAUIUMHCKOTO ITPUMCHCHMU .

2. DKcIepTaMu COBETA 0 3THUKE MOTYT OBITh MPEACTAaBUTEIN MEIUIIMHCKUX OpraHU3alni, HayqHbBIX
OopraHu3zaiuii, 00pa30BaTENbHBIX OpPraHM3alMil BBICIIErO0 OOpa30BaHUS, a TaKXKe NPEIACTaBUTEIN
OOIIeCTBEHHBIX OPraHMU3alMii, PEIUTHO3HBIX OPraHU3alui U CPEACTB MaccoBOM MHGpopmauuu. JaHHBIE
OKCTIEPTHl HE JOJDKHBI HAXOIUTHhCA B KaKOM-TMOO 3aBUCHMOCTH OT pPa3pabOTUMKOB JIEKAPCTBEHHBIX
IIpenapaToB U APYrux JIL, 3aUHTEPECOBAHHBIX B PE3YJIbTAaTaX 3TUUYECKOU SKCIIEPTU3BI.

3. Ommara yciIyr SKCIEpTOB COBETa IO 3THUKE OCYILIECTBIISIETCS Ha OCHOBAHUHM JIOTOBOpA,
3aKIIIOYEHHOTO MEXAY YIOJHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCIIOJHUTENBFHONH BIACTH, KOTOPBIM
CO3/IaH COBET IO JTHKE, M OSKCIIEPTOM COBETa IO 3THKE, 3a CueT OIOPKETHBIX AaCCHUTHOBAHUH,
NPEIYCMOTPEHHBIX YIOJIHOMOUYEHHOMY (eiepaIbHOMy OpraHy HWCIHOJHHUTENIbHON BIAcTH, KOTOPBIM
CO37aH COBET IO 3THKE, B (efepabHOM OIO/KETe HAa COOTBETCTBYIOIIUN TOJ Ha OOECICYCHHE ero
NEeATENbHOCTH, B pa3Mepax, ycraHoBIIeHHbIX [IpaBurensctBoMm Poccniickoit denepanun.

4. DkcnepThl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTbh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit @enepanuu.

5. CocTtaB coBeTa MO ITHKE, MOJIOKEHHE 00 ITOM COBETE, MOPSA0K €ro JeATeIbHOCTH, TPEOOBAHUS K
KBUTM(DUKAIIMH U OTIBITY PAOOTHI MO AKCIEPTHOM OIEHKE HaYUHBIX, METUITTHCKUX U 3TUYCCKUX ACTIEKTOB
KIIMHUYECKUX  MCCIIEOBAHUM  JIEKQPCTBEHHBIX IMpenapaToB JUis MEAUIIMHCKOTO IMPUMEHEHUs,
MpeAbsIBIsIEMbIE K SKCIIEpTaM COBETAa IO ATHUKE, MOPSJA0K OpPraHU3aldd U MPOBEACHUS ITHUYECKOM
AKCIEPTU3bl, (popMa 3aKITIOYCHHS] COBETA M0 3TUKE YCTAaHABIMBAIOTCS YIIOJTHOMOYEHHBIM (enepalbHbIM
OpPraHOM MCIIOJIHUTENIbHOW BJacTU. YMCIO mpencTraBuTeNeld MEOULUHUHCKUX OPraHu3aluid HE MOXKET
MPEBBINIATH TIOJIOBUHY OT OOIIET0 YrciIa SKCIIEPTOB COBETA IO ITHUKE.

6. Mudopmanms o cocraBe coBeTa IO 3THKE, IUIAHaX €ro padoThl M TEKYyLIEH AeATeNbHOCTH
pa3mernaeTcs Ha O(QUIIMAIBHOM CalTe YHNOJHOMOYEHHOTrO (eaepalbHOTO OpraHa HCHOJHUTEIbHOM
BJIACTH B ceTH "VIHTEpHET" B yCTAaHOBJIEHHOM UM IMOPSJIKE.
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Crtatbsa 40. NMpoBeaeHne KINMHUYECKOro UccrnenoBaHUA JNleKapCTBEHHOro npenapara
Ana MeauLUMHCKOro npuMeHeHus

1. PykoBoauTellb MEAMIIMHCKOMW OpraHu3aluu, KOTOpas MPOBOIUT KIMHUYECKOE MCCIEIOBAaHUE
JICKapCTBEHHOI0  IIpermapara Uil MEAULUUMHCKOTO  IPUMEHEHWs, Ha3HAayaeT  MCCIEeAoBarTes,
OTBETCTBEHHOTO 3a TIPOBEACHHE TAaKOTO HKCCIEAOBAHUS M WMMEIOMIET0 JIeYeOHYIO CHEIHalbHOCTD,
COOTBETCTBYIOLIYK0 ITPOBOJUMOMY KIMHUYECKOMY HCCIECIOBAHUIO JIEKAPCTBEHHOTO IIpernapara, co
CTakeM paboThI MO TporpaMMaM KIMHUYECKHX HCCIEAOBAHMIA JIEKAPCTBEHHBIX MPENapaToB HE MEHEe
YyeM TpU TroJa M IO €ro MNPEeMIOKEHHI0 HA3HA4YaeT COUCCIENOBATENed W3 4YuCia Bpaded HTOM
MEIUIMHCKON OpraHu3alyi.

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

2. HCCJIC,Z[OB&TCJIB OCYHICCTBJIACT BBIGOp MNanueHTOB, KOTOPBLIC IO MCIUIHMHCKUM IIOKA3aHUAM
MOT'YT OBITE MPUBJICYCHBI K Y4aCTHIO B KIIMHUYCCKOM HCCICAOBAHWM JICKAPCTBCHHOI'O IIpCliapara IJId
MCIUITUHCKOTI'O0 MMPUMCHCHMUL.

3. MHccnenoBarenb H  COMCCIENOBATENH JOJDKHBI OBITh O3HAKOMJICHBI C  pe3ylbTaTaMH
JOKITMHUYECKOTO  HCCJEOBAHUS  JICKQPCTBEHHOTO  CPEICTBA,  COAEPXKAIlMMHUCA B Oporrope
HCCIIEA0BATEINs, IIPOEKTOM IIPOTOKOJIA KIMHUYECKOTO HCCIIEIOBAHMS JIEKAPCTBEHHOIO Iperapara s
MEIULMHCKOTO NMPUMEHEHUs, pa3paboTaHHBIM Pa3pabOTUYMKOM JIEKAPCTBEHHOTO Ipernapara WM HHBIM
IOpUIUYECKUM JIMLIOM, IIPUBJICKAEMbIM K OpPraHU3allM IPOBEACHUS KIMHUYECKOIO MCCIIEIOBAaHUs
JIEKApCTBEHHOI'0 Ipernapara AIsd MEIULUHCKOIO IIPUMEHEHMsS, M JIPYTMMH MaTepUaJlaMH TaKoro
HCCIIEN0BaHU.

3.1. PykoBoauTeNh MEUIIMHCKON OpraHU3allii B CPOK, HE MPEBBIIIAIOMINN TpeX pabounx THEH co
JHS Haydajla POBEIACHUS KIMHUYECKOIO MCCIENOBAHUS JIEKAPCTBEHHOIO Ipenapara i MEAULMHCKOIO
IpUMEHEHHsI, coo0aer 00 ATOM B YMOJHOMOYEHHBIN (elepalbHblii OpraH MCIOJHUTEIBHON BIIACTH,
BBIJIaBIINI pa3pelIeHue Ha POBEIeHNE TAKOTO UCCIIE0BAHUS, [0 YCTAaHOBIEHHOH UM (hopme.
(uactsp 3.1 BBeneHa @enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. Opranuzanuy, OCYIIECTBISIOIIME OPraHU3alMI0 IPOBEIEHUS KIMHUYECKOTO HCCIIEI0BaHUS
JIEKapCTBEHHOI'O IIpemnapaTa Al MEAMIMHCKOIO INPUMEHEHHsS M yKa3aHHble B 4dacTu 3 craThu 38
Hacrosimero @enepanbHOTO 3aKOHA, B CIIydyae HEOOXOJMMOCTH BHECEHUS H3MEHEHHH B MPOTOKOJI
KJIMHMYECKOTO HMCCIIeI0OBaHUs JIEKAPCTBEHHOIO Tperapara Julsi MEAULUHCKOTO TMPUMEHEHHUSI COOOMIA0T
00 3TOM B yIOJIHOMOYEHHBIN (peepabHbIi OpraH MCHOJIHUTEIBHOM BIACTH, BBIJABIINN pa3pelIeHue Ha
MPOBEACHUE TAKOTO MCCIIEJOBAHNUS, 110 YCTAHOBIEHHON UM (opMme.

(B pen. ®enepanbuoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma cooOlmEeHUST O BHECEHHH HM3MEHEHHH B TPOTOKON KIMHUYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO Ipernapara i MEAUIMHCKOTO MPUMEHEHHUS I0JDKHA COAEPKATh CIEAYIOIIUE CBEACHUS:

1) HaumeHOBaHMe, UACHTH(PUKAITMOHHBIN HOMED U JaTa MPOTOKOJA KIMHIHYECKOTO UCCIEIOBAHNUS;
2) nara BHECEHUSI U3BMEHEHUI B IPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHMUS;
3) HaMMEHOBAHUE U MECTO HAXOXKJICHHS 3asSBUTEIIS,;

4) HauMEHOBaHHE OpraHU3allM{, MPUBICUYEHHOM pPa3pabOTUMKOM JIEKAPCTBEHHOTO Iperapara K
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opraHusalv NpoBCACHUA KIMHUYCCKOTO UCCICIOBAHUSA (HpI/I HaJ'II/I‘II/II/I),

5) HAaMMCHOBAaHUA M MCCTa HaAXOXACHHUA MCIUIMHCKHUX opraHmauHﬁ, B KOTOPBIX IMPOBOAUTCH
KIMHUYCCKOC UCCIICAOBAHUC,

6) AaTa BblJadWd pa3pClICHHMd Ha HNPOBCACHUC KIMHHUYCCKOIO HCCICAOBAaHUA W HOMCP 3TOrO
pa3peleHHs;

7) N3MEHEHUs, BHOCUMBIE B IIPOTOKOJI KIIMHUYECKOTO MCCIIEI0BAHUS.
(uactsp 4.1 BBenena @exnepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAOMNN TPUALATH pabounX AHEH CO JHS MOJIydeHHs YKa3aHHOTO B YacTH 4
HACTOSIIEH CTAaThll COOOIIEHHs, YIMOJHOMOYEHHBINH (elepanbHblii OpraH HCIOJIHUTENBHOW BIACTH
paccMaTpUBaeT 3TO COOOIIEHHE B YCTAHOBJICHHOM MM IMOpSAKE W MPUHUMAET PELICHHE O BHECCHHH
U3MEHEHUH B IPOTOKOJ KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOI'O Iperapara A MEIULUHCKOIO
NpUMEHEHHUs] WM 00 OTKa3e BO BHECEHHMHM TakuX H3MeHeHuil. [Ipum paccMoTpeHuH coOOIIeHHs O
HEOOXOJMMOCTH BHECEHHs] M3MEHEHHH B MPOTOKOJ KIMHHUYECKOTO HCCIEIOBAaHUS JIEKapCTBEHHOIO
mpernapara JJIs  MEAWIUHCKOTO TPUMEHEHHUS B IENAX OLEHKM OOOCHOBAaHHOCTH IIpeiaraeMbIX
U3MEHEHUN U OIPEACIICHUs CTCIEHU PUCKA JUIA MALMEHTOB, IPUHUMAIOIIUX Y4aCTHE B KIMHUYECKUX
UCCIICIOBAaHUAX, YIIOJHOMOYECHHBIM  (pellepalbHBIM  OPraHOM  HCHOJHUTENBHOW  BJIACTH  MOTYT
IIPUBJIEKATHCS HKCIIEPTHI COBETA 10 ITHUKE.

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

6. KnmHuueckoe uccieoBaHHWE JIEKAapCTBEHHOIO Ipenapara Jyuisi MEAULUHCKOTO IPUMEHEHHUS
MOKET OBITh NPUOCTAHOBIICHO WJIM TPEKPaIeHO, €CIM B IPOLECCe €ro MpOBEIeHHs OOHapyKeHa
OIIACHOCTb IS )KU3HM, 370POBbs IIALIUECHTOB. B Cilydae BOSHUKHOBEHUs ONIACHOCTH IS )KU3HU, 3J0POBbs
MMalMECHTA, YYaCTBYIOLIEr0 B KIMHUYECKOM MCCIECJOBAHMM JICKAPCTBEHHOIO IIpemapara s
MEIUIMHCKOTO TPUMEHEHHUs, HMCCIEeN0BaTeNn 00s3aHbl MPOMH(OOPMUPOBATH 00 ATOM PYKOBOJIUTENS
MEIULMHCKOM OpraHu3allid W OpPraHM3alyi0, [OJYYUBIIYI0 pa3pelicHUue  YIOJHOMOYEHHOIO
¢denepanbHOrO OpraHa HCIOJHUTENLHOW BIACTH Ha OPraHU3alMI0 TPOBEICHHUS KIMHUYECKOTO
HCCIIEA0BaHus JIEKApCTBEHHOTO Ipernapara. PelieHre 0 MpUOCTaHOBICHUH KIMHUYECKOIO UCCIIEI0BAHUS
JIEKApCTBEHHOI'O IIpernapara JUlsl MEIULUHCKOrO IMPUMEHEHUS IPUHUMAIOT PYKOBOAUTENb MEAULUHCKON
OpraHu3aiiuy 1 (WiIM) OpraHu3aIus, MOJIyYUBIIas pa3pelieHHe YIIOJTHOMOYSHHOTO (ellepalbHOro OpraHa
UCIIOJIHUTENILHON BIIACTU HA OPraHM3alUIO0 NPOBENCHUS KIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOIO
mpenapara Uil MEAMIMHCKOIO IIPUMEHEHUs, pELICHHE O IPEKPAlleHUH TaKOr0 HCCIECI0BAHUS
INPUHUMAET YIOJHOMOUYEHHBIH (hepepalbHbIi OpraH MCIOJHUTEIHHON BJIACTH HA OCHOBAaHHH COOOIIEHUS
B NUCHMEHHOW (hopMe PYKOBOAWTENS MEAWIIMHCKONM OpraHu3allid WJIM OpraHu3alys, MOJy4HBIIAs
paspelieHre YIoJIHOMOUYEHHOTO (efepaqbHOr0 OpraHa HCIOJHHUTEIbHOM BJIACTH Ha OpPraHU3aLUIo
MIPOBEACHUS KIIMHUYECKOTIO UCCIIEN0BAaHUs JICKAPCTBEHHOIO IIpenapara s MEJUIUHCKOTO IIPUMEHEHHUS.

7. B cpok, He MpEeBBIIAIOMUN MATH pabo4YuX THEW CO JHs 3aBEpIIEHHs, MPUOCTAHOBICHUS WIH
MIPEKpaIlCHUsl KIMHUYECKOIO HUCCIENOBAHMA JIEKAPCTBEHHOIO IIpernapara sl MEAULMHCKOIO
INPUMEHEHHsI, COOOIIeHHe 00 3TOM HAmpaBJSIETCsl OpraHU3alMsIMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
Hacrosero denepanbHOTO 3aKOHA, B YIIOJIHOMOYEHHBIN (eiepaiabHbIi OpraH UCHOJHUTEIBHOM BIacTh
10 YCTaHOBIIEHHOU UM (hopme.

8. ®opma cooOmeHHs] O 3aBEpIICHUM, NPUOCTAHOBICHUU WM MPEKpAIEHUH KIMHHUYECKOTO
HCCIIeA0BaHus JICKaPCTBEHHOTO IIpenapara Uil MEAULMHCKOIO IPUMEHEHMS T0JDKHA COAEPKATh:

www.consultant.ru Crpanvua 96 mn3 143
HapAe)XHafa npaBoBas noaaepxxkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=173380&date=03.06.2022&dst=100041&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=105132&date=03.06.2022&dst=100009&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=342016&date=03.06.2022&dst=100643&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=104783&date=03.06.2022&dst=100011&field=134

depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

1) uHbOpMAIUIO 0 METUIIMHCKON OpraHU3aIii WA MEAUIUHCKAX OPTaHU3aIUAX, TPOBOIUBIINX
JIaHHOE HCCJIEJ0BaHNE;

2) omMCcaHKue TaHHOTO UCCIEIOBAHMS;

3) nmansHble uccnenoBaTens (damMuaus, UMs, OTYECTBO, MECTO pabOTHI, 3aHUMaeMasl JIOJLKHOCTD,
CIELUANBHOCTh, CTaX pabOThl MO MporpaMmaM KIMHMYECKHX HCCIEIOBAaHMN JIEKapCTBEHHBIX
IIpENnapaToB, IE€PEUYEHb KIMHUYECKUX HCCIECJOBAHUN JIEKAPCTBEHHBIX IIPENapaToB, B KOTOPHIX OH
IIPpUHUMAJI ydacThe (IEPUObI y4acTHs) B KAUECTBE UCCIIEOBATENS WA COMCCIEN0BATENS);

(B pen. ®enepanbuoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3ynbTar JAaHHOTO UCCIEeN0BaHUs (3aBEpIlICHNUE, TPUOCTAHOBIECHUE WM MIPEKPAIIeHUE TaHHOTO
WCCIICIOBAHUS C YKa3aHUEM UX NMPHUYUH U BIUSHUS HA OIICHKY €0 Pe3ybTaToB, OOIIYIO OIICHKY PUCKA U
OXKHUJAEMOM TOJIb3bl OT MPUMEHEHHUS MCCIEAYEMOr0o JIEKAPCTBEHHOIO Ipemapara, a TaKkKe
npeAnoJiaraeMble 1ajabHEHIINe AeUCTBU).

8.1. Ilpu BbIsBIEHUHM (enepaabHBIM OpPraHOM HCHOJHUTENBHOM BJIACTH, OCYHIECTBISIONINM
(GYHKIMU 1O KOHTPOJIO M HaJa30py B cdepe 3IpaBOOXpaHEHMs, HapYIICHUWH NpaBWl HaJyuIexarei
KJIIMHUYECKOW IPAaKTUKUA IIPU IPOBEIECHUU KIMHUYECKOIO MCCIICIOBAHUs JIEKAPCTBEHHOIO IIperapara,
BIUSIOIIMX HA TOJHOTY U (WIM) JAOCTOBEPHOCTh JAHHOIO KIMHUYECKOIO HCCIIEJOBaHMS, YKa3aHHBIN
(benepanbHBI OpraH MCIOJHUTEIBHON BIACTH MPUOCTAHABIMBAET MPOBEACHUE JAHHOTO KIMHUYECKOTO
UCCIIEA0BaHUs U BBIHOCUT MEIMLMHCKOM OpraHu3alyy, B KOTOPOU IPOBOAUTCS AAHHOE KIMHUYECKOE
UCCIIeIOBaHUe, TMpeanucanue o0 yCTpaHEHHHM BBISABICHHBIX HapymeHuil. Ilpm HeycTpaHeHuu
MEIULHUHCKON OpraHu3aluedl BbISABICHHBIX HAPYLICHWM B YCTAHOBJICHHBIM B IPEIIUCAHUHU CPOK
yKa3aHHbIN (enepanbHblii OpraH HCIOJHUTEIBHOW BJIACTH NPHHUMAET pEIICHHE O MpPeKpalleHHH
MPOBEACHUS KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO MMperapara M HampasiseT B (eaepabHbINH
OpraH HCIOJIHUTEbHONW BIJIACTH, OCYLIECTBISIOMMKA (YHKIMH TIO BBIpAOOTKE U pealn3aluu
rOCyJapCTBEHHOM IOJIUTUKH M HOPMATHBHO-TIPABOBOMY PETYIHPOBAHHUIO B cepe 3apaBOOXpaHEHUs,
3aKJII0YEHHUE O BBIABICHUM IIPU MPOBEICHUN JAHHOTO KIMHUYECKOTO MCCIICOBAHUS HAPYLICHUN IIPABUI
Ha/IIeKaIleld KIMHUYECKON MPaKTUKU Ul IPUHATUS PEeLICHUsI 00 OTMEHE pa3pelieHus] Ha OpraHu3aIfio
MIPOBEACHUSA JAHHOIO KIMHHUYECKOIO HUCCIIECNOBAHMS C AATHl IPUHATHUS PELICHUS O MPHUOCTAHOBICHUU
IIPOBEACHUS KIIMHUYECKOIO HCCIIEOBAHUs JIEKAPCTBEHHOIO IIperapara.

(uacts 8.1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YnonHOMOYEHHBIM (QenepanbHbIi OpraH HCIOJHUTENFHON BJIACTU OIYOJMKOBBIBACT H
pasMmemiaeT Ha cBoeM oduuuanbHOM caiite B cetn "MHTepHer" cooOlieHHe O 3aBepIICHHH,
IIPUOCTAHOBJIEHUU WIHM IPEKPALIEHUN KIMHUYECKOTO MCCIEAOBAaHUS JIEKapCTBEHHOIO IIpernapara Jyis
MEIUIUHCKOTO MPUMEHEHHs B CPOK, HE MPEBBIMIAIOINN MATH pabounx JTHEH co JHS ero MoJydeHus, B
YCTaHOBJIEHHOM UM HOpPSJKE.

10. YnomHOMOuYeHHBIN (enepaibHblii OpraH HMCIOJHUTENBHON BIIACTH OCYILECTBIISICT BEICHHE
peecTpa UCCIen0BaTeNIeH, IPOBOJAIINX WIM IIPOBOUBIINX KIMHUYECKUE UCCIEA0BAHUS JIEKAPCTBEHHBIX
[penaparoB s MEAMIMHCKOIO IIPUMEHEHHUs, B COOTBETCTBHUU C YTBEP)KICHHBIMH UM IIpaBUIAMU U
pasMeIaeT ero Ha cBoeM Oo¢HIMaIbHOM caiiTe B ceTd "MHTepHET" B YCTaHOBJIEHHOM MM IOPSJIKE.
VYKa3zaHHBIN peecTp COACPKUT HHPOPMALIUIO, IPETYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSIEH CTaThH.

11. Ortuer o pe3ynapTaTax KIMHUYECKOTO MCCIEN0BAaHUS JIEKAPCTBEHHOrO IIpernapaTta [uis
MEJUIIMHCKOTO IPUMEHEHUS COCTABIISIETCS OpraHU3alUeil, yka3aHHO! B 4acTH 3 cTaTby 38 HACTOSALIETO
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

@denepalbHOrO 3aKOHA, HA OCHOBAHMM 3aKJIIOUYEHUN MEAUUMHCKHAX OpraHu3aluid, MPOBOJIMBIIUX 3TO
UCCIICIOBAHUE, U TIPEJCTABISCTCS B YIOJTHOMOYEHHBIN (pemepanbHblii OpraH MCIOJHUTEIHHON BIIACTH,
BBIJIABIIMI pa3pelICHUE HA NMPOBEACHUE 3TOT0 MCCIEA0BAHUS, B CPOK, HE MPEBBILIAIOIIUNA TPEX MECALIEB
CO [JHS €ro 3aBeplICHUs, NPUOCTAHOBJIEHUS WIM [MPEKPALIEHUs, B TMOPAIKE, YCTAHOBIECHHOM
YIIOJTHOMOYEHHBIM (he/IepalIbHBIM OPTaHOM HCIIOJIHUTETHHON BIACTH.

12. Hapymienue mnpaBwil HaaieKalled KIMHUYECKONW NpPaKTUKH, (aabCcH(UKalnus pe3ylbTaToB
KIIMHUYECKOTO HCCIIEIOBAHUA JIEKAPCTBEHHOIO Iperapara il MEIULMHCKOrO IMPUMEHEHUsS BJEKYT 3a
co00i1 OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

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

13. Ilpu mpoBeeHNH KITMHHYECKOTO UCCIIEA0BAHMS JIEKApPCTBEHHOTO TpernapaTa Uit MEAMLIUHCKOTO
NPUMEHEHHsI JOMyCKaeTcs 3a00p y MAlMEeHTOB OMOJIOTMYECKUX MaTepHasioB (00pa3lbl OMOIOTHYECKUX
KHUJIKOCTEH, TKaHEH, CEKPETOB M TPOJIYKTOB >KU3HEACATEIHOCTU 4YENIOBeKa, (DM3MOJIOTHYECKUX U
MATOJIOTMYECKUX BBICICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHM3MOB, OMOIICHIHBIN MaTepua)
i ux udydenus B Poccuiickoit @enepannu u (wim) 3a npegenamu Poccuiickoit @enepanui.

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

14. Ilopsnok BBo3a B Poccuiickyro @enepanuio u BbiBo3a 3a npenensl Poccuiickoit denepaunn
OMOJIOTUYECKUX  MaTepUAJIOB, TMOJYYCHHBIX TPU  TMPOBEJACHUU  KIMHUYECKOTO  HCCIIEIOBAHUS
JIEKAPCTBEHHOI'0 Ipernapara i MEIULMHCKOrO INPUMEHEHUs, YycTaHaBiauBaercs IIpaBurenscTBOM
Poccniickoit denepanumn.

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

Ctatbs 41. [loroBop O nNpoBeAeHNN KITMHUYECKOro UccriefoBaHUA fieKapCTBEHHOro
npenapara Ansa MeauLMHCKOro NnpuMeHeHus

1. KnuHuueckoe wucclieoBaHUE JIEKApCTBEHHOTO IMpenapara Ui MEIUIMHCKOrO MNpUMEHEHUS
MPOBOJUTCS B COOTBETCTBUHU C JIOTOBOPOM O MPOBEAECHUH KIIMHUYECKOTO MCCIEN0BAHUS JIEKAPCTBEHHOTO
npenapara Uil MEIULMHCKOTO IPUMEHEHUS, 3aKI0YaeMbIM MEXIY OpraHu3alyel, IOIyYUBIIEH
paspelieHrue ymoJHOMOYEHHOTo (heJepanbHOr0 OpraHa HCIOJHUTEIBHON BIIACTH HA OPTaHHU3AIHIO
MPOBEICHUS TAaKOrO MCCIEAOBAaHMS, U MEAULUMHCKOM OpraHU3alleil, OCYILIECTBISAIONIEH IPOBEICHHUE
TaKOTO MCCJIeIOBaHUS.

2. HOFOBOp O IMPOBCACHUU KIMHHUYCCKOI'O HUCCICAOBAHUA JICKAPCTBCHHOI'O IMpfcliapara IJid
MCIUITUHCKOI'O MMPUMCHCHU NOJIZKCH COACPIKATh!:

1) yciioBHS ¥ CPOKH MPOBEACHUSI JAHHOTO UCCIIEI0BAHMUS;

2) ompeneneHue OOmIEH CTOMMOCTH MpPOTrpaMMbl JAaHHOTO MCCIIEJOBAHUS C YKa3aHHEM CYMMBI,
npeJHa3HavaroIIEeNCs TSl BBITUIAT UCCIEI0BATENSIM, COUCCIIE0OBATEISM;

3) ompenenenue GopMbl MPEACTABICHUS PE3YIHTATOB JAHHOTO HCCIEAOBAHUS B YITOJHOMOYCHHBIH
(denepabHbBIN OpraH UCIOJHUTEIHHOHN BIACTH.

Crtatbs 42, duHaHcoBoOe obecneyeHue KIMWUHNYECKoro nccnenoBaHus
NleKapCTBEHHOro npenapara Ans MeauuuHCKOro npuMeHeHuns
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

®duHaHCOBOE o00ecIeYCHUE KIMHUYECKOTO HUCCIICAO0BaHUA JICKAPCTBCHHOI'O IMpfrapara A
MCIUITUHCKOI'O MPUMCHCHUA OCYILICCTBIIAACTCA 3a CUCT:

1) cpenctB henepanbHOrO OIOKETA;

2) CpeacTB OpraHu3alui, IOJIyYUBLIMX pa3pelICHHE Ha OpPraHU3alUI0 IPOBEAEHUS JaHHOTO
HCCIIEA0BaHUs, B COOTBETCTBUU C YCIOBUSMHU JJOTOBOPA O €ro MPOBEICHNY;

3) UHBIX HE 3alpEelIeHHbIX 3aKOHOAaTeNIbcTBOM Poccuiickoit denepaniuyu HCTOYHUKOB.

Ctatba 43. [paBa nauveHTOB, y4YacCTBYWWUX B KIIMHUYECKOM uUcCcCneaoBaHUMU
NleKapCTBEHHOro npenapara aAns MeauuuHCKOro npuMeHeHuns

1. VYwuactue MaluMCHTOB B KIMHUYCCKOM HCCICAOBAHUMU JICKAPCTBCHHOI'O IIplliapaTta Jid
MCIUITUHCKOI'O MPUMCHCHHUS ABJISACTCA ,Z[OGpOBOJII:HBIM.

2. TlammeHT WM €ro 3aKOHHBIM MPEACTAaBUTENb JOJDKEH ObITh WH(GOPMHPOBAH B MUCHMEHHOM
dopme:

1) o nexkapcTBEHHOM Ipenapare Uil MEAWLHUHCKOIO MPUMEHEHHS] M CYIIHOCTH KJIMHHYECKOTO
HCCIIEA0BaHUs ATOTO JIEKAPCTBEHHOIO MpeIapara;

2) 0 6€30MacHOCTH JIEKAPCTBEHHOTO IMpernapaTa JJisi MEAUIIMHCKOTO MPUMEHEHUS, er0 0KUIaeMOi
3¢ GEKTUBHOCTH U CTETIEHU PUCKA IS TTAIUCHTA;

3) 00 YCJIOBHUAX YyHaCTHA MAaIUCHTA B KIIMHUYCCKOM HCCJIICIOBAHUU JICKAPCTBCHHOTO IIpcriapara I
MCIUIUHCKOI'O MPUMCHCHHUA,;

4) 0 [OCIM WM 1CIIX W HNPOAOJIDKHUTCIBHOCTH KIMHUYCCKOIO HCCICA0OBAHHA JICKAPCTBCHHOI'O
npemnapara it MCAULUHCKOTO ITPUMCHCHUS

5) o gAeWcTBUSAX MalMEHTa B Cilydae HeNpeABHICHHBIX 3()(EeKTOB BIUSHHS JIEKAPCTBEHHOTO
mpenapara Iy MEIULUHCKOTO IIPUMEHEHUS Ha COCTOSIHUE €r0 370pOBbS;

6) 00 ycnoBHsIX 0053aTEILHOTO CTPAaXOBAHMS KHU3HH, 30POBbs MAIEHTA;

7) 0 TapaHTHUAX KOH(I)I/I,Z[CHI_[I/IEUIBHOCTI/I ydqacTud MnanueHTa B KIIMHUYCCKOM HCCIICAOBAHUHN
JICKApCTBCHHOT'O IpfriapaTta it MECAUIUHCKOTO IPUMCHCHUS.

3. I[OGPOBOJII:HOC CorjraCuc malnMeHTa Ha y4aCTUC B KIIMHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O
npemnapara i1 MCIUIHUHCKOIO MNPHUMCHCHUSA IOATBCPIKAACTCA Cro MNOANHCHIO WM MNOANHCBIO CTo
3aKOHHOI'O IpCACTAaBUTCIIA HA HH(bOpMaHHOHHOM JJUCTKE IMTalTMCHTA.

4. TlanmeHT WM €ro 3aKOHHBIM IPEACTAaBUTENb HMEET IPaBO OTKa3aTbCcsd OT Yy4acTHsl B
KJIMHMYECKOM HCCIICZIOBaHUM JIEKapCTBEHHOTO MpernapaTa Uil MEIUIMHCKOTO MPUMEHEHUs Ha Jo0oi
CTaJMM IPOBEIECHUS TAKOTO UCCIICIOBAHUS.

5. HpOBe,Z[eHI/Ie KIIMHUYCCKOI'0 HMCCIICAOBAHUA JICKAPCTBCHHOI'O IIpcrapara s MCAUIUHCKOI'O
MNPUMCHCHUA C YHJAaCTHCM B KAaUCCTBC MAIITMUCHTOB ,Z[CTCﬁ AOITYCKACTCAd TOJILKO C COrjiaCust B IMMChbMEHHOM
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dopme ux poaurTened, ycblHOBHTENEH. [leTh MOTYT paccMaTpuBaThCs B KadeCcTBE MOTCHLIMAIBHBIX
MAIMEHTOB TAKOTO MUCCIIEAOBAHMS, TOJBKO €CIIH ero MPOBEACHUE HEOOXO0AUMO /ISl YKPETIJICHUS 30POBbS
nerelt uiu npoUIaKTUKH WHPEKITMOHHBIX 3a00JIeBaHUN B JIETCKOM BO3pacTe MO0 €ClU IEeNIbI0 TaKOTO
MCCIICZIOBAHUS SBJISIETCS MOJYYEHUE JAHHBIX O HAWIy4IIed JO3MPOBKE JIGKAPCTBEHHOIO IMperapara st
neueHust Aeredl. B 3THX ciydasx TakoMy HCCIEIOBAaHMIO JIOJDKHO MPEIIIECTBOBATh KIMHHUYECKOE
UCCIIeIOBAaHUE JIEKAPCTBEHHOIO TIpernapara Julsi METUIIMHCKOTO IMPUMEHEHHs Ha COBEPIICHHOJICTHUX
rpaxJaHax, 3a MHCKIIOYEHHEM CIIyyaeB, €CIM HCCIIEAYeMbIil JIeKapCTBEHHBIM TmpemapaTr ajs
MEIULUHCKOTO IPUMEHEHUS npeJHa3HaYeH UCKITIOUUTENHEHO ISt UCTIOJIb30BaHUS
HECOBEPILICHHOJIETHUMH I'PaXKIaHAMH.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. BaHpeH_IaeTCSI MNPOBCACHUC KIIMHHUYCCKOIO MCCICAOBAHUA JICKAPCTBCHHOI'O IIplriapara i
MCIUIUHCKOI'O MPUMCHCHHSA C YIaCTUCM B KQYCCTBC IMAIITUCHTOB:

1) nereit-cupoT u nerei, ocTaBIIMXCs 0€3 MOMEYEHUsT POAUTEICH;

2) SKEeHIIMH B TMepHoJ OEpeMEHHOCTH, KCHIIMH B TEpPHOJ TPyJHOrO BCKApMIIMBAHHS, 3a
UCKIIIOUEHHUEM CIIy4aeB, €CJIM IPOBOJUTCA KIMHUYECKOE MCCIEIOBAaHUE JIEKAPCTBEHHOIO IIperapara,
NpeJHA3HAYCHHOTO /sl YKa3aHHBIX KCHIIUH, MPU YCIOBUU HEOOXOJUMOCTH IMOJIydeHUs MH(pOpMaluu
TOJBKO BO BpeMs IPOBEIACHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCIECIOBAHMM U IPUHATHUS BCEX
HEOOXOJMMBIX MEp IO HCKIIOYEHHUIO pHCKa HAHECEHHs Bpelda JKCHIIMHE B MEpUOJl OCepeMEHHOCTH,
KEHIIUHE B IEPUOJI TPYAHOTO BCKApMIIMBAHUS, IOy WU PeOCHKY;

3) BOGHHOCIYXKalUX, 3a MHCKIIOUEHUEM CIy4acB IPOBEIEHUS KIMHUYECKOTO HCCIEI0BaHU
JICKapCTBEHHOTO TIperapara, CIelHaIbHO pa3pabOoTaHHOrO JUIs NPUMEHEHHUS B YCIOBUSAX BOEHHBIX
NCWCTBUHM, 4YpEe3BbIYAHHBIX CUTYyallMHd, NPOQHUIAKTHKH M JIEYeHUs 3a00JI€BaHUN M TOPaKCHHIA,
MOJIydEeHHBIX B  pe3yabTaTe BO3ICUCTBUS  HEONArONMpPUATHBIX  XMMHUYECKHX, OHOJOTHMYECKHX,
panuanoHHbIX (hakTopoB. KimHHMYeckoe wHccieoBaHHE TaKOTO JICKApPCTBEHHOTO Iperapara MOXKET
IIPOBOJUTHCS C YH4ACTHUEM B Ka4ECTBE MALMEHTOB BOCHHOCIYXAIIUX, 34 UCKIIOYEHUEM BOCHHOCIYKAIUX,
MPOXOISIINX BOCHHYIO CITYXOy IO HPU3BIBY, C COOIIOIEHUEM TPeOOBaHUH, YCTAHOBJICHHBIX HACTOSIIUM
@enepanbHbIM 3aKOHOM B OTHOILICHUM I'PaXXJAHCKUX JIULL;

4) cOTpyIHUKOB ITPaBOOXPAHUTEIILHBIX OPraHOB;

5) nui, OTOBIBAIOIIMX HaKa3aHWE B MECTaX JIMIICHHUS CBOOOJBI, a TAKXKE JIMII, HAXOJSIIUXCS IO
CTpaXkel B CIIEICTBEHHBIX U30JIATOPAX.

7. Jlomyckaercs NPOBEACHHE KIMHUYECKOIO MCCIEAOBAaHUs JICKaPCTBEHHOIO IIpernapara Ul
MEIULUHCKOTO MIPUMEHEHUSI, TPeTHa3HAueHHOT0 IS JICUSHHsI IICUXUYECKUX 3a00JIeBaHUM, C y4aCTHEM B
Ka4yecTBE MAI[MEHTOB JIUI] C ICUXUYECKUMU 3a00JIeBAaHUAMH, IPU3HAHHBIX HEJEECIIOCOOHBIMH B TIOPSIIIKE,
YCTaHOBJIEHHOM  3aKkoHojaTenbcTBOM  Poccuiickont  ®enepanuu.  KnmHuuyeckoe — ucciieoBaHHE
JICKApCTBEHHOTO Mperapara B 3TOM Cilydae MPOBOJUTCS MPU HATUYMUU COTJIACHS B MUCHMEHHOU (opme
3aKOHHBIX IIPEACTABUTENECH YKa3aHHBIX JIULI.

Cratba 44. OO6sA3aTenbHOe CTpaxOBaHME XKWU3HW, 300POBbA  NAUMEHTa,
yyacTBylOLWEero B KINMHUYECKOM MUCCrefoBaHMM JieKapCTBEHHOro npenapara Ans
MeAULMHCKOro NnpMMmeHeHus

(B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)
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?;ee%e%in;gbég 32%'(205 0T 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynsTaHTlnioc

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

1. Opranusanys, MOJy4YuBIIAs pPa3pelICHHME HA OPraHMU3alUI0 IPOBEACHUS KIMHUYECKOTO
MCCIIEIOBAaHUS JICKAPCTBEHHOTO Mperapara Uil MEIMLIUHCKOTO NpPUMEHEHHs, 00s3aHa B KadyecTBE
CTpaxoBaTessl CTpaxoBaTh PUCK IPUYMHEHUS BpeAa KU3HU, 3J0POBbIO IMAIMEHTa B pE3yibTaTe
IIPOBEJIEHUS KIMHUUYECKOTO MCCIEA0BaHNUs JIEKAPCTBEHHOTIO Npenapara JUlsi MEJULMHCKOTO IPUMEHEHHUS
3a CBOM CUET IMyTEeM 3aKIIOUYEHUS JOTOBOPa 00s13aTEIHLHOI0 CTPAXOBaHHUS.

2. OObBEeKTOM 0053aTENFHOIO CTPAaXOBaHUS SBIAETCS HWMYIIECTBEHHBIH HMHTEpEC MAaIHeHTa,
CBSA3aHHBIN C NIPUYMHEHUEM Bpea €ro KU3HU WIHA 3J0POBBIO B PE3YJIbTATE MPOBEACHUS KIMHUYECKOIO
HCCIIEeA0BaHuUs JIEKaPCTBEHHOTO IIpenapara Iy MEJUIUHCKOrO IIPUMECHEHUS.

3. CTpaxoBBIM CiIydaeM IO JIOTOBOPY 00s3aTEIbHOTO CTPaXOBaHUs SBISETCS CMEPTh MMALMEHTA UIIH
YXYJIIEHUE ero 30pOBbs, B TOM YUCIIE BIEKYIIEe 3a COO0H YCTaHOBJICHUE HHBAIUIHOCTH, IPU HATUIHH
NPUYMHHO-CIICICTBEHHON CBSI3M MEX/Ay HACTYIUIGHHEM 3TOro CcOOBITHS M YdYacTHEM IMalleHTa B
KIIMHUYECKOM HCCIIEI0OBAaHUM JIEKAPCTBEHHOI'O IIpeTapara.

4. TpeOoBaHus O BO3MEIIEHUH Bpea, NPUUMHEHHOTO S>KU3HM WJIM 370pPOBBIO IAIlMEHTA,
NPEABSBIAIOTCA B TEYEHME  CpPOKOB  MCKOBOM  JIaBHOCTH,  YCTAQHOBJIIEHHBIX  I'PaKJaHCKUM
3aKOHOIATEIbCTBOM.

5. Pa3mep cTpaxoBoii BEIIJIATHI 110 JOTOBOPY 00S3aTEIHLHOIO CTPAXOBaHUS COCTABIISET:

1) B ciiyyae cMepTH HalMeHTa JBa MHJUIMOHA pyOJiell Ha KaXKIOro MalleHTa, y4acTBOBABIIETO B
KJIIMHUYECKOM MCCIICJOBAHUU JICKAPCTBEHHOTO IIPENapara;

2) npy yXyALIEHUH 310pOBbs NALUEHTA:

a) TIOBJIEKIIEM 3a CO0OM yCTaHOBJIEHHE MHBAIMIHOCTU | Tpynmbl, OAWH MUJUTMOH MATHCOT THICSY
pyOneil Ha KaXJOro MalMeHTa, Y4YacTBOBABIIETO B KIMHUYECKOM HCCIEIOBAaHUM JIEKaPCTBEHHOTO
rpenapara;

0) moBiekmeM 3a coOoil ycTaHOBIEHHE WHBANUAHOCTH Il Tpynmel, OOMH MWIIHOH pyOsiell Ha
Ka)/I0TO MalMeHTa, YIaCTBOBABILETO B KIIMHUYECKOM HCCIICIOBAaHUH JIEKAPCTBEHHOTO Mperapara;

B) MOBJIEKIIEM 3a c000#l ycTaHoBieHHe HHBaIMIHOCTH III rpymmbl, mATHCOT ThICAY pyOnel Ha
KaQ)KJIOTO MTallMEeHTA, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEOBAaHUU JICKAPCTBEHHOTO IIPErapara;

') HE MOBJIEKIIEM 32 COO0H YCTaHOBICHUSI MHBAJMIHOCTH, HE O0Jiee 4eM TpHCTa ThICSY pyOel Ha
KQXJIOTO TMAalMeHTa, Y4YaCTBOBABUIETO B KIMHUYECKOM MCCIIEIOBAHUU JIEKAPCTBEHHOIO IIpernapara,
UCXO0Jid W3 HOPMATUBOB, OTPAXKAIOUIMX XapaKTEep M CTENEHb MOBPEXKACHHUS 3I0pPOBbs, a TaKKe
(haKkTUYeCKH TMOHECEHHBIX MAIEHTOM pacXoJI0B, BBI3BAHHBIX TOBPEXKJECHHUEM 3JI0POBbS, Ha
MEHUIIMHCKYIO OMOIIb, TPUOOPETEHNE JIEKAPCTBEHHBIX MPENApaTOB.

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

6. Ytpatun cuiy ¢ 1 utons 2015 rona. - @enepanbhblii 3akoH oT 22.12.2014 N 429-®3.

7. Cpok moroBopa 00s3aTeIbHOTO CTPAXOBAaHUS HE MOXKET OBITh MEHEE, YeM CPOK IPOBEACHUS
KITMHUYECKOTO UCCIIEeIOBAHUS JICKAPCTBEHHOTO MperapaTa.
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

8. VYcnoBus 1OoroBopa 0053aTENbHOTO CTPaxOBaHUSA, B TOM YHCJIE CTPaxoBble Tapudbl IO
00s13aTEIbHOMY CTPaXxOBaHHIO, TepeueHb HEOOXOIMMBIX JIOKYMEHTOB JUIS OCYIIECTBJICHHUS CTPaxOBOM
BBIIUIATHI, TOPSIIOK YCTAaHOBJICHHUS CTPAaxOBaTeleM WHAMBUIYAIBHOTO HWACHTHU(PHUKAIIMOHHOTO KOJa
MaIMeHTa, MOPSAA0K HMH(POPMUPOBAHUS CTPaXxOBaTeIeM CTPAaXOBIIHMKA O MPUBJICUYECHHBIX K KIMHUUYECKOMY
HCCIICIOBAaHUIO JICKAPCTBEHHOTO Npenapara sl MEAMLUHCKOTO TNPUMEHEHHUS NalMeHTaX, MOPSA0K
YILIaThl CTPAXOBOM MPEeMUHU, TOPSIOK peaTn3aluy ONpeAeTIeHHBIX HacTosmuM DenepanbHbIM 3aKOHOM U
OpyruMu  (enepalibHBIMM 3aKOHAMH TpaB M OOS3aHHOCTEH CTOPOH IO JIOTOBOPY O0s3aTEIBHOTIO
CTpaxoBaHMs, a TaKXXe HOPMATHBBI, OTPAKAIOUIME XapakTep M CTENEeHb MOBPEKICHUS 310POBbS,
YCTaHABJIMBAIOTCS TUIIOBBIMU TMPABUIIAMHU 00513aTEIHHOTO CTPaXOBaHUS.

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

9. B ciny4ae npuuMHEHUS BpEAa )KU3HM MAllMEHTa, yYaCTBOBABLIETO B KIMHUUYECKOM HCCIIEIOBAaHUU
JICKApCTBEHHOTO IIperapara, BbIFOJONPHOOpETaTeNsIME 10 JIOTOBOPY 0O053aTENbHOTO CTPAaXOBaHMS
SABJISIIOTCA TpaXkKAaHe, HMMEIoLMEe IIpaBO Ha BO3MELICHUE Bpela B Clydae CMEpTH KOPMWIbLIA B
COOTBETCTBUU C TPaXKJaHCKUM 3aKOHOJATEIbCTBOM, IPU OTCYICTBHM TAaKHUX TIPAXKIAH - DPOJIUTEIH,
CyIpyr, IE€TH YMEpLIErO MalueHTa, Y4aCTBOBABILIETO B KIMHUYECKOM HCCIEAOBAHUHU JIEKAPCTBEHHOIO
mpenapara, B Clydae CMEpPTM [allMeHTa, YYacTBOBABLIETO B  KIMHUYECKOM  HCCIEIOBAHUU
JIEKAPCTBEHHOI'O IIpernapara U HE MMEBILIEr0 CaMOCTOATEIBHOTO 0X0Ja, - IPaKJIaHe, Ha WXKAUBCHUU
KOTOPBIX OH HAaxOAWJICS, B OTHOLICHHMM BO3MEIIECHHUS pacxXoJOB Ha TOrpedeHue TMalueHTa,
Y4acTBOBABILIEIO B KIMHUYECKOM HCCIIEAOBAHUM JIEKAPCTBEHHOIO IIpeNapara, - JIMLO, [IOHECUIee TaKUe
pacxonsl.

10. CrpaxoBasg BbIIUIaTa B CYET BO3MEILECHUS BpEAa, NPUUYMHEHHOTO >KHU3HU TMALMEHTA,
Y4aCTBOBABILETO B KIMHUYECKOM HCCJIEAOBAaHUM JIEKAPCTBEHHOI'O MperapaTta, paclpelessieTcss MEexXIy
BBITOJIONPUOOPETATEISIMU MPOTIOPIIMOHATHHO UX KOJMYECTBY B PABHBIX JOJISX.

11. Ilpu HacTymjeHMM CTPaxOBOIO ciydyash IAIUEHT, YYacTBOBABIIUKH B KJIMHUYECKOM
UCCIICZIOBAaHUM  JIGKAPCTBEHHOTO  TpemapaTta,  BbITOAONpUoOpeTaTeNb  BIpaBe  HPEIbSBUTH
HETMOCPEICTBEHHO CTPAaXOBIIMKY TPeOOBaHHE O BO3MELIECHUH MPUYMHEHHOTO Bpena. CTpaxoBas BhIILIATA
OCYIIECTBIISICTCS CTPAaXOBIIMKOM B TEUYEHHWE TPHILATH JHEH CO JHS MPEICTaBICHUS HEOOXOJUMBIX
JNOKYMEHTOB. IanueHT, yuacTBOBaBIINHI B KIMHUYECKOM MCCIIEIOBAHUHU JIEKAPCTBEHHOTO IIperapara, Ui
BBITO/IONIpHOOpETaTeNh 005S3aH COOOUIUTH CTPAXOBIIUKY JUISI OCYIIECTBIICHHS CTPAaXOBOW BBIILIATHI
WHIMBUYAIbHBIA UICHTU(UKATMOHHBINA KO/ TAllMEHTa, YCTAHOBJICHHBIH CTPaXxOBaTeJIeM B COOTBETCTBUU
C TUTIOBBIMU NPaBHJIAMH 0053aTEIBHOTO CTPAXOBAHUSI.

12. Jlo NOJHOrO OIpeneNeHHsl pa3Mepa MOJISKAIIEr0 BO3MEIIEHHUIO BpEla CTPaxOBUIMK IO
3asIBJICHUIO NAIIMEHTa, yYaCTBOBABLIETO B KIMHUUYECKOM HCCIIEJIOBAaHUM JIEKAPCTBEHHOTO Mpernapara, uiu
3asBJICHHUIO BBITOJONPHUOOpETATENs BIIPaBe OCYIIECTBUTH YaCTh CTPAXOBOM BBIMJIATHI, COOTBETCTBYIOIIYIO
(aKTHUECKH OIpeesIeHHON YacTH MIPUYMHEHHOTO Bpe/a.

13. CrpaxoBas BblIUIATA B COOTBETCTBHM C JIOTOBOPOM  OOSI3aTE€IBHOTO  CTpaxOBaHHMs
OCYILIECTBIISIETCS HE3ABUCUMO OT BBIILIAT, IPUUUTAOLINXCS IO IPYTHM BUAAM CTPAXOBaHMUSL.

14. He AOIMYCKACTCA  y4aCTHUC IMalMUCHTA B IMPOBCACHUN KJIMHUYCCKOIO HCCICAOBAHUA
JICKApCTBCHHOT'O Ipfriapara Impu OTCYyTCTBUU JOTOBOpPa 00513aTEIIHLHOTO CTpaxoOBaHUA.

15. KoHTposib 3a HUCHOJIHEHHEM OpraHU3alUell, IMOJIyUYMBIIEH pa3pelleHHe Ha OpraHu3aluio
MIPOBEACHUS KIMHUYECKOTO UCCIEA0BaHUS JIEKAPCTBEHHOIO IIpernapara s MEAULMHCKOTO IIPUMEHEHHS,
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

YCTaHOBJICHHOM HACTOSIICH CTaTbell 00s3aHHOCTH MO 00s3aTENIbHOMY CTPAXOBAHUIO KU3HH, 3J0POBbS
MAIMEHTa, YYacTBYIOLIEro (Yy4acTBOBABILEro) B KJIMHMYECKOM HCCIIEIOBAaHUM JIEKApPCTBEHHOTO
mpernapara, OCYIIECTBIISIETCS YIIOJHOMOYEHHBIM (efepabHbIM OpPraHOM HCHOJHHUTEIBHOM BIIACTH,
BBIJIABIINM Pa3peLICHUE HA IPOBEACHUE KIMHUYECKUX UCCICAOBAaHUMN JIEKAPCTBEHHBIX IIPENapaToB IS
MEIULUHCKOTO IPUMEHEHUS.

Mnaesa 8. MIPOU3BOAOCTBO U MAPKUPOBKA JIEKAPCTBEHHbBIX CPEACTB
CraTtba 45. [pon3BoAcCTBO fIeKapCTBEHHbLIX CPpeacTB

1. TIpoW3BOACTBO JEKAPCTBEHHBIX CPEIACTB JOJDKHO COOTBETCTBOBATH TPEOOBAHUSAM IPABUI
Ha/IIeKalleld MpOU3BOICTBEHHONW MPAKTUKHU, YTBEPIKICHHBIM YIIOJTHOMOYEHHBIM (hefepaqbHbIM OpraHOM
UCTIOJHUTENBbHOM BiacTu. OCOOCHHOCTHU Mepexo/ia MPOU3BOACTBA OTACIbHBIX JIEKAPCTBEHHBIX CPEACTB K
UX TPOU3BOJICTBY B COOTBETCTBUH C TPEOOBAHMSIMHU IMPABUII HAAJIEKAIIEH MPOU3BOJCTBEHHON MPAaKTUKU
ycranaBiuBarorcsa IIpaBurensctBom Poccuiickoit ®@enepaunu. Bpimada 3akir04eHuid O COOTBETCTBUM
MPOU3BOUTEINSL JICKAPCTBEHHBIX CPEJACTB TpeOOBaHMSAM MpPaBUJ HAJUIeKAIEH MPOU3BOJACTBEHHON
MIPAKTUKU OCYIIECTBIIACTCA II0 pe3yJbTaraM WHCIEKTUPOBAHUSA IPOU3BOJUTENECH JIEKaPCTBEHHBIX
CPEICTB B MOpsaKe, ycraHOBIEHHOM IIpaBurensctBom Poccuiickonn ®enepanuu. Pasmep miartsl 3a
BbIIa4y 3aKJIOUYEHHUS O COOTBETCTBUHU MPOM3BOJMUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IMPaBHII
HaJUIeKallled  ITPOU3BOACTBEHHOM  IpakTWKM  ycraHaBinuaercs [IpaBurensctBom — Poccuiickoit
®epnepannu. [lopsaaok opranuzanyuy U NPOBEACHUS UHCIIEKTUPOBAHMS IIPOU3BOJUTEIIEH JIEKAPCTBEHHBIX
CpPEACTB Ha COOTBETCTBHE TpeOOBAHMSAM MpPaBWJI HaJUIekKallell MPOW3BOJICTBEHHON MPAKTHKH
ycranasnuBaercs [IpasurenscrBom Poccniickoit denepanuu.

(B pen. @enepanbHbix 3ak0HOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. Ilpou3BoAcTBO JeKapCTBEHHBIX cpeAcTB B Poccuiickoit ®exepanuu OCYILIECTBISIETCS
MPOU3BOJUTEISIMHA JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIUMU JHMIEH3UI0 HA MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpeactB. lloarBepkaeHUEe COOTBETCTBUS JIMIIEH3MATa IIpaBWiIaM HaJUIeKaled IPOU3BOIACTBEHHOMN
MPAKTUKU OCYILECTBJISACTCS B paMKax JIMIIEH3MOHHOIO KOHTPOJIA B COOTBETCTBHUM C 3aKOHOJATEIBCTBOM

Poccuiickoit @eneparuu ¢ yueTroM 0COOCHHOCTEH, YKa3aHHBIX B 4aCTH | HACTOSIIEH CTAaThU.
(B pen. @enepanbubix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. ITIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISETCS C COONIOJIGHHEM TpeOOBaHMIA
MPOMBIIIJICHHOTO perjaMeHTa, KOTOPBIA YTBEpPKIaeTCs PYKOBOJIUTENIEM MPOU3BOIUTENS JIEKApCTBEHHBIX
CpPEeACTB W BKIIOYaeT B ce0sf IepeueHb HCIONb3yeMbIX (apMaleBTHUYEeCKUX CyOCTaHUMHA U
BCIIOMOTATEJBHBIX BEIIECTB C YKa3aHHEM KOJHMYECTBA KaXKIOro U3 HUX, JaHHbIE 00 HCMOJIb3yeMOM
00OpYyZIOBaHNH, ONHMCAHUE TEXHOJOTUYECKOTO IIpOlecca M METOJOB KOHTPOJISI Ha BCEX JTamax
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

4. Tlpu TpOM3BOJCTBE JIEKAPCTBEHHBIX CPEACTB MCIOJB3YIOTCS (hapMaleBTHYECKUE CyOCTaHIUH,
CBEIEHUSI O KOTOPBIX COJAEPIKATCs B TOCYJapCTBEHHOM peecTpe JIeKapCTBEHHBIX CpEACTB, 3a
UCKITIOUEHHEM (hapMalleBTHUYECKUX CyOCTaHLMM, TNPOM3BOAMMBIX JUISI TPOBEICHUS KIMHUYECKUX
uccneoBaHuil u s skenopra. K mpoueccy mpousBocTBa (papmanieBTHUECKO CyOCTaHIIMM OTHOCSTCS
mo0ble  CTaguM  TEXHOJOTHYECKOro mpollecca, MO3BOJSIOIIME IOJYYUTh TOTOBBIM  IPOIYKT,
COOTBETCTBYIOLINI TpeOoBaHUAM (hapMaKONEHHOW cTaTbW, B TOM 4YHCIE (epMEeHTaIMs], SKCTPaKLus,
OYHUCTKA, BBIACTICHHUE, MEPEKPUCTAIIN3AIUS, BBICYIIMBAHUE, W3MeTbueHHe. B ciyyae HeoOXommumocTu
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

WCIOJIb30BAHUS JTUJIOBOTO CIUPTA, B TOM 4Kcie (apMaleBTHUECKON CYOCTaHIIMM CIHPTa STHUIOBOTO
(7TraHona), TpH MPOU3BOJACTBE JIEKAPCTBEHHBIX CPEJICTB B KauecTBe JACUCTByIOmIero u (Win)
BCIIOMOTATEIHHOTO BEIIECTBA, a TAK)KE B MHBIX TEXHOJOTWYECKUX IENSIX JOJDKHA OBITh MCHOJIh30BaHA
TOJIBKO (hapmarieBTUIeCKast CyOCTaHIUS CIIUPTa ATHIOBOTO (3TAHOM).

(B pen. ®enepanbHbix 3akOHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-03)

4.1. TlepedeHb JEKapCTBEHHBIX IPENapaToB Ui MEAMLIMUHCKOTO NPUMEHEHHUS, B OTHOILIECHUH
KOTOPBIX YCTAHABJIMBAIOTCA TpeOOBaHMSA K OOBEMY Taphl, YINAaKOBKE M KOMIUIEKTHOCTH, MEPEYEHb
JIEKapCTBEHHBIX NPENapaToB [yl BETEPUHAPHOTO MPUMEHEHHUS, B OTHOIIEHUH KOTOPBIX YCTAaHABINBAIOTCS
TpeOoBaHHA K OObEMYy Tapbl, a TakXke TpeOOBaHUS K OOBEMY Taphl, YMAKOBKE M KOMILIEKTHOCTH
JICKApCTBEHHBIX MpPENapaToB JUId MEAWLMHCKOTO MpPUMEHEHHs, TpeOoBaHMS K 0OBEMY Tapbl
JICKApCTBEHHBIX TPEnapaToB s BETEPUHAPHOTO MPHMEHEHHs OIPENENSIOTCS COOTBETCTBYIOIIMMHU
YIIOJTHOMOYEHHBIMH (heiepalibHBIMU OpraHaMH HMCIOJHUTENIBHOM BIAcTH B TOPSJIKE, YCTAaHOBJICHHOM
IIpaBurensctBoM Poccuniickoit denepanuu.

(uactp 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3zaiuy, OCYILECTBIISIOUINE MPOU3BOACTBO (hapMaleBTHUECKOW CYOCTaHIIMM CIHpTa
STUJIOBOTO (3TaHONA) A TMPOM3BOJICTBA CIUPTOCOACPIKAIIMX JIEKAPCTBEHHBIX IPENapaToB, OOsM3aHbI
OCYIIECTBIISTh Y4€T B MOPSAKE, YCTAHOBICHHOM cTaThsiMu § U 14 denepanbHOro 3akoHa oT 22 HOSOps
1995 roga N 171-®3 "O rocynapcTBEHHOM peryaupOBaHUH ITPOU3BOICTBA U 000POTA STHIOBOTO CIUPTA,
AJIKOTOJIBHOM ¥ CHMpTOCOAepXKaleil MpoAyKIMH M 00 OrpaHW4YeHUH moTpelneHus (pacmuThs)
aJKoroJIbHOU mpoaykiuu'". [Ipou3BoICTBO apMalieBTUYECKO CyOCTaHIIMU CIIUPTA STHUIIOBOTO (3TAaHOJIA)
JOIYCKAeTCsl TOJIBKO OpraHU3aleld, OCYIIECTBIISIONICH MPOU3BOJCTBO PEKTH(PHKOBAHHOIO 3THIIOBOTO
CIOMpTa M3 IMIIEBOIO ChIPbsi HAa OCHOBAaHMM JIMLEH3MM HAa MPOU3BOACTBO ASTHJIOBOIO CHHUpPTA JUIf
NPOU3BOJCTBA (papMaleBTUUECKON CyOCTaHIIMM CIHpPTa ATUJIOBOTO (3TaHOJAa) B COOTBETCTBHH C
TpeboBanusamu denepanbHoro 3akoHa ot 22 HosOps 1995 roma N 171-03 "O rocynapcTBeHHOM
pEeryaupoBaHUM MPOU3BOJCTBA U 00OpPOTa 3THIIOBOIO CIHHMPTA, AJKOTOJBHOM W CIHUPTOCOAEpKalIeH
OPOAYKIIMM M 00 OrpaHuueHUH TMOTpeOieHus (pacmuTHs) AJIKOTOJIBHOM MPOIYKIUHU', METOJI0M
pa3Be[cHUS BOJOM OYMILNECHHOW TaKOIO 3THJIOBOTO CIIMPTA, MPOU3BEACHHOIO JAHHOW OpraHU3aLMEN 10
MECTY OCYILIECTBIICHHS MTPOU3BOICTBA (hapMaIleBTUUECKOI CYyOCTaHIIMU CIIMUPTa STUIIOBOTO (3TaHOJIA).
(uactp 4.2 BBeneHa ®enepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. deaepanbHOro 3aKoHa OT
27.12.2019 N 481-@3)

4.3. VnnuBuayanbHble NPEANPUHUMATENN U IOPUAMYECKUE JIMLA, OCYLIECTBIISIIOIINE 3aKYNKy U
UCTOJb30BaHue (apMaeBTHUECKONW CyOCTaHIIMM CIIMPTa 3THIIOBOTO (3TaHOJA), a TaKKe MPOU3BOJICTBO,
U3roToBiieHMe u (Wiau) 000pOT (32 HCKIIOUYEHHEM PO3HUYHOM TPOJIAKH) CIHUPTOCOACPIKALIIX
JICKApCTBEHHBIX MPENaparoB, O0OsA3aHBl OCYIIECTBIATH HMX Y4e€T U JEKIapUpOBaHHE B TOPSJIKE,
YCTaHOBJIEHHOM cTaThiMu 8 u 14 denepanbHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O
rOCyJapCTBEHHOM DEryJIMPOBAaHUU IPOMU3BOJCTBA M 00OpOTa 3TUIOBOTO CIHUPTA, AJIKOTOJBHOW U
CIIMPTOCOIEpIKAILEH MPOTYKIIUU U 00 OTpaHUYCHUH NTOTPeOIeHN (PACIUTHSI) aIKOTOIBHON MPOIyKIUU".
(uactsp 4.3 BBegeHa PenepasibHbIM 3ak0HOM 0T 29.07.2017 N 278-D3)

4.4. Ilpm m1poU3BOJCTBE JIEKAPCTBEHHBIX IIpPENaparoB JJis BETEPUHAPHOTO IPUMEHEHUS
JOIYCKAeTCsl MCIIOJIb30BaHUE TPOM3BENCHHBIX [UIl peanu3aiu (papManeBTUUYEeCKUX CyOCTaHIIMIA,
BKJIIOYEHHBIX B TOCYJApCTBEHHBIN peecTp JEKApCTBEHHBIX CPEICTB YIOJIHOMOYEHHBIM (heaepabHbIM
OpPraHOM  HCIIOJHUTEJIBHOW  BJIACTH, OCYLIECTBISMIOIUMM BEIEHUE TOCYJapCTBEHHOIO  peecTpa
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

JICKapCTBEHHBIX CPEACTB U1l MEAUIIMHCKOTO IPUMEHEHHSI.
(dactsp 4.4 BBeneHa PenepanbHbIM 3akoHOM 0T 02.08.2019 N 297-D3)

5. 3anpemnaercsi MPOU3BOJCTBO:

1) ekapCTBEHHBIX CPEJICTB, HE BKIFOUYEHHBIX B TOCYapCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX CPEICTB,
34 HCKJIIOYEHHMEM JIEKAPCTBEHHBIX CpPEICTB, MPOU3BOAMMBIX JJI IIPOBEACHUS  KIMHUYECKHUX
HCCIIEA0BAaHUN U JUIs DKCIIOPTA;

2) ¢anbcupuIMpPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) neKkapCTBEHHBIX CPEJICTB 03 JIULEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CpPEJICTB C HAapyLIEHWEM IPaBUJI OpraHu3alliyd IPOM3BOJACTBA M KOHTPOJISL
KAaueCTBa JIECKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuity. - @eaepanbHbliii 3ak0H 0T 27.12.2019 N 481-D3;

6) cnUpPTOCOJEPXKAIIMX JIEKAPCTBEHHBIX IPENapaToB MO MECTY OCYIIECTBJICHUS IMPOU3BOJICTBA
(dapmaleBTHUECKON CyOCTaHIIMKM CHHPTA STHIOBOTO (dTaHONA) W (WIM) MO MECTy OCYIIECTBICHHUS
MIPOU3BO/JICTBA STUIIOBOTO CIUPTA;

(. 6 BBenen denepanbHbiM 3ak0HOM OT 27.12.2019 N 481-D3)

7) dapmarieBTHUECKONW CYyOCTaHIIMM CHOUpPTa STUIOBOTO (3TaHosia) M (MIM) CIHPTOCOAEPIKAIIUX
JICKApCTBEHHBIX IIPEenapaToB Ha OCHOBHOM TEXHOJIOTMYECKOM OOOpYIOBaHMM MJIsi TIPOU3BOJCTBA
STUJIOBOTO CIHPTa, yKa3aHHOM B nyHKTe 1.1 crateu 14.1 ®@enepanbHoro 3akoHa ot 22 Hos0ps 1995 roxa
N 171-®3 "O rocymapCTBEHHOM pEryJIHMpOBAaHMM IPOM3BOACTBA W 000OpOTa STHIOBOTO CIHPTA,
AJIKOTOJIBHOM ¥ CHMpTOCOAepKalieil MpoAyKIMH M 00 OrpaHWYeHHUH moTpeOneHus (pachuThs)
QJIKOTOJIBHOM MPOTyKIUH".

(. 7 BBenen denepanbHbiM 3akoHOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JEKAPCTBEHHBIX CPEIACTB B TPAXKIAHCKUNH OOOpPOT YHNOJHOMOYEHHOE JIUIO
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB OCYILUECTBIISIET MOJATBEPKICHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeICTB TPeOOBAaHUSM, YCTAHOBIIEHHBIM TPU UX TOCYIAPCTBEHHOUN PETHUCTPAlMU, M TapaHTHPYET, YTO
JIEKapCTBEHHBIE CPEICTBA TPOU3BENECHBI B COOTBETCTBHUM C TPeOOBAaHUSMHU TMPABUI HaJJIekKamlen
IIPOU3BOJICTBEHHOM IIPAKTUKHU.

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

7. YNOTHOMOYEHHBIM JIMIIOM HPOM3BOJIUTENS JEKAPCTBEHHBIX CPEICTB SBJSIETCA €ro pabOTHHK,
aTTECTOBAHHBIA B YCTAHOBJIEHHOM YITOJIHOMOYEHHBIM (hefiepalibHbIM OPraHOM HCIIOJIHUTEIFHON BIACTH
MOPSAJIKE U UMEIOIINHA CTaX pabOThl HE MEHEE YeM IIATh JIeT B 00JacTH MPOU3BOACTBA U (MJIM) KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJICTB, BBICIIEE 00pa30BaHHE COOTBETCTBEHHO 0 OJJHOM M3 CHelUaIbHOCTEH
U (MIM) OJHOMY U3 HAalpaBJICHUHA TOATOTOBKU: OWOJIOTUs, OHOTEXHOJIOTHS, BETEpHHApUS,
BETCPUHAPHO-CAHUTApHAsl DJKCIEPTH3a, KIMHUYECKAas MEIULMHA, paAualioHHas, XUMHYECKas U

Ouosornyeckas 3amura, papmanus, GpyHaaMeHTaIbHas MEIUIIMHA, XUMHYECKasi TEXHOJIOTUS, XUMHSL.
(B pen. ®enepanbHbIX 3aKk0HOB 0T 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpom3BoauTeNnn JEKApCTBEHHBIX CPEACTB (32 MCKIIOYEHUEM (hapMalleBTHUECKOW CyOCTaHLIUU
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

COUpTa 3TUJIOBOro (3TaHOJa) MOTYT OCYILECTBIISITH MPOAAXKY JEKAPCTBEHHBIX CPEICTB WJIU IepeaaBaTh
HX B YCTaHOBJIEHHOM 3aKOHOJATenbCTBOM Poccuiickoit denepaunu nopsiake:
(B pen. ®enepanbHOro 3akoHa ot 29.07.2017 N 278-03)

1) npyruM npou3BOAUTENSM JIEKAPCTBEHHBIX CPEACTB Ul IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/CTB;
2) opraHu3alusM ONTOBOM TOPrOBIIY JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCYHBIM OpraHu3alusaM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3alusaM, HWHAWUBUAYAJIbHBIM
ONpeaAIpUHUMATCIIAM, UMCIOIIUM JIMIICH3UIO Ha (bapMaI_[eBTI/I‘ICCKyIO ACATCIBHOCTh HJIM JIMIICH3HUIO Ha
MCIUIHUHCKYIO NCATCIbHOCTD,

4) Hay4HO-MCCIIE0BATEIbCKUM OPraHU3AIUAM JUIl HAYYHO-HCCIIeI0BATEIbCKOM paboThI;
5) MEAUIIMHCKUM OpPraHu3alysM U BETEPUHAPHBIM OpraHU3alMsIM;

6) opraHM3alMsM U WHIUBHUAYAJIbHBIM NPEANPUHUMATENSIM, OCYLIECTBIISIOIIMM pa3BeICHUE,
BbIpAalllUBAHUC HW COJACPIKAHUC IKHUBOTHBIX (3a HUCKIIIOYCHUCM IMPOJda)Xu UM (bapMaI_[eBTI/I‘ICCKI/IX
CyOCTaHIIMIA UITU KX TIepeayn).

(. 6 B pen. ®eaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. IlpowmsBogutenu QapManeBTUYECKON CyOCTaHIIMM CIOUPTa ATHIOBOTO (3TaHONA) OO0sM3aHBI
OCYIIECTBJISATh peaiu3aluio (mepenayy B YCTaHOBICHHOM 3akoHoJaTenbcTBOM Poccuiickoit deneparuu
nopsiike)  gapMaleBTUYECKOW  CyOCTaHIIMM  COHpPTa OTWIOBOTO  (dTaHOJA)  MPOW3BOAUTEISIM
JIEKapCTBEHHBIX CPEACTB JJIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB, IPOU3BOAUTENSAM (M3TOTOBUTENSIM)
MEIULUHCKUX U3JENUH IS MPOU3BOJICTBA U M3TOTOBJICHHUS MEAULIMHCKUX U3JICNIUN B EMKOCTSAX 00BEMOM
He 6ozee 1 nmutpa u (wm) He Menee 1000 MUTPOB, @ OpraHU3aMsIM, YKa3aHHBIM B ITyHKTax 3 - 5 yacTu 8
HaCTosIIEeH CTaThy, B Tape 00beMoM He Oosiee 1 nuTpa.

(uactp 9 BBenena denepanbHbiM 3aKkoHOM OT 29.07.2017 N 278-D3; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®@3, ot 22.12.2020 N 444-D3)

10. Peanuzauust (mepemaya B YCTaHOBJIEHHOM 3aKOHOJaTelabcTBOM Poccuiickoit deneparuun
nopsiike) QapMareBTUYECKO CyOCTaHIIMM CHHpPTa OSTHUIOBOTO (3TaHOJA) OPraHMU3AIMsIM ONTOBOM
TOProOBJIY JIEKAPCTBEHHBIMU CPEICTBAMU HE JOMYCKAETCSI.

(uactp 10 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. ITepeBo3ku (apmareBTUIECKONW CyOCTaHIIMM CIUPTA STHUIOBOTO (ITAHOJA) OCYIIECTBISIOTCS C
coOmoieHeM TpeOOBaHMM, YCTAHOBJICHHBIX a03alleM 4eTBEPThIM MyHKTa 3 crathu 9 DenepanbHOTO
3akoHa OT 22 HosiOpst 1995 roga N 171-®3 "O rocynapcTBEHHOM pETrYJIMPOBAHUU MPOU3BOJACTBA U
0o0OpoTa ASTHIIOBOTO CIHHMPTA, AJKOTOJBHOW W CHUPTOCOAEpIKAIlEH MPOAYKIUMH M 00 OrpaHuYeHUH
noTpeOsieHus (PacuTHs) aTKOTOIBHON MPOAYKITUU" .

(uactp 11 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

Cratbsa 46. MapknpoBKa nekapCTBeHHbIX CpeacTB
1. .HeKapCTBeHHBIe npenaparbl, 3a HCKIIIOYCHUCM JICKAPCTBCHHBLIX HNPCIapaToB, HU3rOTOBJIICHHBIX

AllTCUHBIMAU  OpraHHU3allUsAMU, BCTCPUHAPHBIMHU aANTCYHBIMHU OpraHu3alvsaAMHU, HWHIWBUAYAJIbHBIMU
nNpeaAIpUHUMATCIIAMA, UMCIOIMIUMHA JIMICH3UIO Ha (bapMaHeBTI/I‘ICCKyIO ACATCIBHOCTh, JOJI2KHBI
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

MOCTYMAaTh B 0OpalleHue, eciu:

1) Ha uX NEpBUYHON YNAaKOBKE (3a HMCKIIOYEHHEM IIEPBUYHON YIMAKOBKHM JIEKAPCTBEHHBIX
PaCTUTENBHBIX MPEnapaToB) XOPOIIO YUTAEMBIM MIPU(PTOM Ha PYCCKOM SI3bIKE yKa3aHbl HAUMEHOBaHHE
JEKapCTBEHHOIO Ipernapara (MEXIyHapOJHOE HENAaTEHTOBAaHHOE, WM TIPYNIHUPOBOYHOE, WU
XHMUYECKOe, UM TOProBO€ HaMMEHOBAHWE), HOMEP CEpUH, JaTa BhIMycKa (A7 MMMYHOOHOJIOTHYECKUX
JICKapCTBEHHBIX IpEMNapaToB), CPOK TOJHOCTH, JO3UPOBKA MM KOHIEHTpalus, 0ObeM, aKTUBHOCTH B
€IMHULIAX JEHCTBUS WIH KOJIUYECTBO J103;

(B pen. @enepanbubix 3akoHOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOU (MOTPEOUTENBCKOM) YIMAKOBKE XOPOIIO YUTAEMBIM IIPHU(PTOM Ha PYCCKOM
A3BIKE YKa3aHbl HaMEHOBAHUE JIEKAPCTBEHHOI'O Ipenapara (MEXIyHapOJHOE HENaTeHTOBAHHOE, WJIU
IPYNIIMPOBOYHOE, WJIM XHMHUYECKOE M TOProBOE HAMMEHOBAHMs), HAMMEHOBAaHUE IIPOU3BOJIUTEIS
JICKapCTBEHHOTO TpernapaTa, HOMEp CepuH, JaTa BBIMyCKa (7151 UMMYHOOUOJIOTUYECKUX JIeKapCTBEHHBIX
IpernapaToB), HOMEP pPErHCTPALMOHHOTO YAOCTOBEPEHHUS, CPOK TOAHOCTH, CHOCOO MPUMEHEHHMS,
J03UpPOBKAa WJIM KOHIIEHTpalusi, 00beM, aKTUBHOCTh B €IUHHMLAX JCUCTBUS JIMOO KOJUYECTBO 103 B
yIIaKOBKe, JIEKapCTBEHHas (hopMa, YCIOBUS OTITYCKa, YCIOBUS XpaHEHHUsI, TPeIypeIUTeIbHbIC HA IITHCH.
(B pen. @enepanbubix 3akoHOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2. ®apMalneBTUUYECKUE CYOCTAaHIIMU [IOJDKHBI TIOCTYNAaTh B OOpalleHHe, eCIM Ha WX MePBUYHOMN
YIIAKOBKE XOPOIIIO YHTAEMBIM MIPU(TOM HA PYCCKOM SI3BIKE YKa3aHbl HAUMEHOBAHUE (hapMarieBTHUECKOM
cyOcTaHmmu (MEXIyHAPOJHOE HEMATEHTOBAHHOE, WM TPYNIUPOBOYHOE, MU XUMHUYECKOE U TOProBOE
HAaUMEHOBAHUS), HANMEHOBAHKE MMPOU3BOAUTENS (hapMalleBTUUECKON CyOCTaHIIMM, HOMEDP CepHH M JaTa
W3TOTOBJICHUS, KOJIMYECTBO B YIAKOBKE U €IMHMIIBI U3MEPEHUS KOJIMYECTBA, CPOK FOJHOCTU U YCIIOBUS
XpaHEHHUS.

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

3. JlekapCTBEHHBIE CPEJICTBA B KAUECTBE CHIBOPOTOK JOJKHBI IIOCTYNATh B 0OpallleHUe ¢ YKa3aHUEM
KUBOTHOT'O, U3 KPOBH, IJIa3Mbl KPOBH, OPraHOB U TKaHEH KOTOPOTO OHM IOJTYYEHBI.

4. Ha BTOpHUHYIO (MOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJYYEHHBIX U3 KPOBH,
IJa3Mbl KPOBH, OpPraHOB M TKAaHEW dYelloBeKa, JOJKHA HAHOCUThCSA Haanuch: "AnHturena k BUY-1,
BHNU-2, x Bupycy renarura C 1 NOBEPXHOCTHBIN aHTUT€H BUpYca remnaruta B orcyrcryror".

S. Ha  mepBuuHyr0  ymakoBKy U BTOPHUYHYIO (MOTpeOUTENBCKYIO) YIIAKOBKY
panuodapmManeBTUYeCKUX JIEKapCTBEHHBIX CPEJCTB JIOJHKEH HAHOCUTHCS 3HAK PAJHMALIMOHHON OMACHOCTH.

6. Ha BropuuHyio (OTpeOUTENBCKYI0) YIMAKOBKY TOMEONATHUYECKUX JIEKAPCTBEHHBIX IpEnapaToB
OJDKHA HAHOCUTHCS Haanuch: "T'oMeonaruueckuii".

7. Ha BTOpHuHyIO (HOTpPEOMTEIHCKYIO) YMAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IpEnapaToB
J0JIKHA HAHOCUTBCSI Haanuch: "[Ipoaykuus npouia paagualiiOHHbI KOHTPOJIb' .

8. Ha mnepBuuHyro ynakoBKy (eciid IJsi 3TOTO CYILECTBYET TEXHUYECKas BO3MOXHOCTb) U
BTOPUYHYIO (TIOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX TPENapaTroB, MpeIHA3HAYCHHBIX IS
KJIMHHYCCKUX UCCICIOBAaHUM, TOKHA HAHOCUTLCS HAIMKCh: " J[JIS KIMHUYECKUX UCCICAOBAHUM" .

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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?;ee%e%in;gbég 32%'(205 0T 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynsTaHTlnioc

"06 OBpPALLEHUM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

9. VmnakoBka JE€KapCTBEHHBIX CPEICTB, IPEAHA3HAUEHHBIX MCKIIOUUTENIBHO [UIsl AKCIOPTa,
MapKHUPYeTCsl B COOTBETCTBHHU C TPEOOBAHUSMU CTPAHBI-UMIIOPTEPA.

10. Ha tpaHcmopTHyIO Tapy, KOTopas He IMpenHa3HaueHa s NOTpeOuTeNnel M B KOTOPYIO
MIOMEIICHO JIEKAPCTBEHHOE CPEACTBO, JOJDKHA HAHOCHUTHCS HMHQPOpPMALUs O HAMMEHOBAHWUHU, CEpUU
JICKApCTBEHHOTO CPEJCTBA, JaTe BBINYCKA, KOJMYECTBE BTOPUYHBIX (MOTPEOMTENHCKHX) YIIaKOBOK
JIEKAPCTBEHHOI'O0 CPEACTBA, NPOU3BOJUTENE JIEKAPCTBEHHOI'O CPEACTBA C YKa3aHUEM HAUMEHOBAHUS U
MECTOHAXO0KJAEHHS IIPOU3BOAUTENS JIEKAPCTBEHHOT'O CPEACTBA (aApec, B TOM YHUCIIE CTPaHa U (MJIM) MECTO
MIPOU3BOJICTBA JICKAPCTBEHHOT'O CPEACTBA), a TAKXKE O CPOKE T'OJHOCTH JIEKAPCTBEHHOI'O CPEICTBA U 00
YCIIOBHSIX €r0 XpaHEHHUs U MEPEBO3KH, HEOOXOJMMbIE TPEAYIPEAUTENIbHBIE HAMUCH U MAHUITYJIATOPHBIE
3HaKU.

11. Ha mepBHuYHYIO YNakOBKY M BTOPHYHYIO (TIOTPEOMTENHCKYIO) YIAKOBKY JIEKapCTBEHHBIX
CPEACTB s BETEPUHAPHOTO IPUMEHEHHUS JOJDKHA HAHOCUTbCA Haanuch: "Il BeTepuHApHOTO
IIpUMEHEHUS "

12. Ha BropuuHyl0 (MOTpPEOMTEIHCKYIO) YIAKOBKY JIEKAPCTBEHHOTO Ipernapara HaHOCUTCS
IITPUXOBOM KOI.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EQEPALIMIO U BbIBO3 JIEKAPCTBEHHbLIX CPEQACTB
U3 POCCUUCKON ®EOEPALNMU
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CtaTtba 47. MNopaaok BBO3a NeKkapcTBeHHbIX cpeacTB B Poccuinckyro Pepgepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®egepauum
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 unekapcTBeHHBIX cpeAcTB B Pocculickyto ®denepanuio OCYLIECTBISETCS B TMOPSIKE,
yctaHoBiieHHOM IIpaBurensctBoM Poccuiickoin ®enepanuu, B COOTBETCTBUM C TaMOKEHHBIM
3aKOHO/IATENbCTBOM TaMokeHHOro coro3a B pamkax EBpA3DC (nmanee - TamokeHHBIH cO103) U (MIIM)
3aKoHo1aTenbCcTBOM Pocceuniickoit denepanny 0 TaMOKEHHOM JEIE.

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

Kouncynsranrlntoc: npumedanue.
o 01.09.2023 poccuiickuM IPOU3BOAMUTENSAM PA3PELIEHO B YBEIOMUTEIBHOM IOPSAKE BBO3UTH HE
BHECCHHbIE B peecTp (apMaleBTHUECKUE CYOCTaHLUMU JUIsl BETEPUHAPHOTO MPUMEHEHHS JUIs

MIPOU3BOJICTBA 3apETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeactB (Ilocranosnenne IlpaButenscrBa PO
ot 12.03.2022 N 353).

2. BBo3umbie B Poccuiickyto denepannio JI€KapCTBEHHBIE CPEICTBA JOJDKHBI COJEPKATHCS B
rOCYAapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB.
(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-D3)

3. Honyckaercs BBO3 B Poccuiickyto denepannio KOHKPETHOW MapTUU 3aperMCTPUPOBAHHBIX U
(Ww1n) HEe3aperucCTpUpPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IPEIHA3HAYEHHBIX U1 IPOBEACHHUS
KJIIMHUYECKUX MCCIICIOBAHMM JIEKAPCTBEHHBIX IIPENapaToB, IMPOBEACHUS DKCIEPTHU3bI JIEKAPCTBEHHBIX
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

CPEACTB JUIsl OCYIIECTBIEHHUS TOCYJapCTBEHHOW PpEruMCTpalluy JIEKAPCTBEHHBIX NPENapaTtoB WU Ui
OKa3aHUs MEAULIMHCKOW NOMOIIM I0 KU3HEHHBIM IOKa3aHUSAM KOHKPETHOTO MAallMEeHTAa Ha OCHOBAHWUHU
paspelieHns, BBIJAHHOTO YIIOJHOMOYEHHBIM (peaepabHbIM OpPraHOM HCHOJHHUTENBHOM BIAcTH IO
3asBJICHUSAM JIUL, YKa3aHHbIX B cTarbe 48 Hacrosuero denepanbHOro 3akoHa. PaccMoTpeHne Takoro
3asBJIEHUS M TPUHATHE pEIIEHHs O BbIJAYE€ pa3pellieHHs Ha BBO3 KOHKPETHOM MapTHH
3apErMCTPUPOBAHHBIX U (MJIM) HE3aPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, ITPEIHA3HAUYEHHBIX VIS
IIPOBEJICHUS KIMHUYECKMX HCCIIEJOBAaHUI JIEKApCTBEHHBIX IIPENAapaToB, MPOBEACHUS OSKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB JJIsl OCYIIECTBIIEHUS TOCYAAPCTBEHHOM PpErucTpanuy JIeKapCTBEHHBIX
IIpENapaToB WM Ul OKa3aHWs MEIUIMHCKOM IOMOIIM M0 >KM3HEHHBIM IIOKa3aHUSM KOHKPETHOTO
naruenTa au0o o0 oTKa3e B BbIJIau€ YKA3aHHOTO pa3pelIeHHs MIPOU3BOJIATCS B CPOK, HE MPEBBIIIAIONINI
nsATH pabounx auei. IlnaTa 3a BbIauy yKa3aHHOTO pa3pelIeHUs He B3UMAaEeTCs.

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

Koncynsranrlntoc: npumedanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiy (P3 ot 27.12.2019 N 475-D3).

3.1. donyckaercs BBo3 B Poccuiickyro @enepannto KOHKPETHON MapTHH HE3apernCTPUPOBAHHBIX
JIEKapCTBEHHBIX IPENAapaToB, COAEPIKAIUX HAPKOTHUYECKHUE CPEJCTBA WJIM IICUXOTPOIHBIE BEIECTBA, B
nopszuke, ycraHoBiieHHOM IIpaButensctBom Poccuiickoit @enepauuu, Uil OKa3aHUS MEAULIMHCKOMN
IIOMOIIY MO >KM3HEHHBIM NTOKA3aHUSM KOHKPETHOTO IMAlMEHTa WIM TPYIIbl NAllMEHTOB B CIIydae, €Cld
UMEeTCs pelIeHWE BpaueOHONW KOMHCCHM MEIMIIMHCKON OpraHm3alud O Hed(P(PEKTUBHOCTH WIH
HEBO3MO)KHOCTH TPUMEHEHMSI Y KOHKPETHOTO IMAalME€HTa HWHBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB, B TOM YHCJE COJAEPKAIIMX Ipyrue JIEHCTBYIOIIME BEIIeCTBAa, U O HEOOXOJMMOCTH BBO3a
OIIPENIETICHHOTO HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIperapaTa ¢ yKa3aHUeM €ro MeXIyHapOJIHOIO
HEMaTeHTOBAHHOIO (WJIM XMMHUYECKOTrO, WM TPYNIUPOBOYHOIO) HAMMEHOBaHHUS, (OPMBI BBHITyCKa M
KonyecTBa. Ilepedens 3a001eBaHUN M COCTOSTHMNA M COOTBETCTBYIOUIMX JIEKAPCTBEHHBIX MpPENapaTosB,
COZIepKAIIUX HAPKOTUYECKUE CPEACTBA U IICUXOTPOIIHBIE BEIECTBA, B LIEJIAX OCYLIECTBICHUS UX BBO3a B
COOTBETCTBUH C TPEOOBAHUSMHU HACTOALICH YacTH YTBEPXKAAETCS YINOJHOMOYEHHBIM (erepaibHbIM
OpraHOM HCIIOJTHUTENILHOM BJIACTH.

(uactsp 3.1 BBeneHa @enepasibHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

3.2. Jlo 31 nmexabps 2022 roga momyckaroTcst BBO3 Ha Teppuropuio Poccuiickoit denepanuu u
oOpamenne B Poccuiickoit @enepauuu ¢ yueToM OCOOCHHOCTEW, yCTaHOBIEHHBIX I[IpaBUTEIHCTBOM
Poccniickoit ®@enepanuu, 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENApaToB Ui MEIULMHCKOIO
NPUMEHEHHs B yIIAKOBKaX, MPEAHA3HAYCHHBIX JUIA 00palieHus B MHOCTPAHHBIX TOCYAapCTBAX, B ClIydae
neekTypsl JIeKapCTBEHHBIX MPENapaToB WM pPUCKAa €€ BO3HUKHOBEHHS B CBS3M C BBEACHUEM B
otHowmeHnn Poccuiickoit denepanuu OrpaHUUYUTENBHBIX MEP S3KOHOMHYECKOIO Xapakrepa IIpU YCIOBUHU
COOTBETCTBUSI BBO3HMMBIX JIGKAPCTBEHHBIX MPENapaToB TpPeOOBAaHHSIM, YCTAaHOBJIEHHBIM IIPU HX
perucTpanuy, 3a HCKIIOYEHHEM TPeOOBAaHMH K MEPBHUYHOW YIIAKOBKE, BTOPUYHOM (IIOTPEOUTEIILCKOI)
yIIaKOBKe, a TakXke MpH HAJUYMUM Ha BTOPUYHOM (MOTPEOUTENIBCKOI) YIMAKOBKE JIEKapCTBEHHBIX
MperapaToB, HAXOMAIIUXCS B OOpAIleHWH, CAMOKIEAIICHCS STHKETKH, cojepamiedl MH(popMaruio o
JIEKApCTBEHHOM IIpEeIapaTe Ha PyCCKOM S3BIKE.

(uactp 3.2 BBeneHa PenepanbHbIM 3ak0HOM OT 26.03.2022 N 64-D3)

4. B Poccuiickyto Denepanyio MOKHO BBO3UTH JIEKAPCTBEHHBIE CPENCTBA, KAUECTBO KOTOPBIX
MOJATBEPKACHO  CEepTU(PHUKATOM  TPOM3BOJUTENS  JICKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIOIIUM
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMIM (hapMaKOTEHHBIX cTaTeil 1100 B ciryyae
UX OTCYTCTBHUSI HOPMaTUBHOM TOKYMEHTALlUU WA HOPMAaTUBHOIO JOKYMEHTA.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemaetcst BBo3 B Poccuiickyro denepannio panbcupuIMpOBaHHbBIX JEKapCTBEHHBIX CPEICTB,
HEI00pPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. @anpcupUUUPOBAHHBIC JIEKAPCTBEHHBIE CPEICTBA, HEAOOPOKAUYECTBEHHbIC JICKAPCTBEHHBIC
CPEICTBA MOMJIEkKAT U3BATHUIO U NIOCIIEAYIOIIEMY YHUUTOKEHHUIO UIIU BBIBO3Y U3 Poccuiickont Penepanny,
KOHTpa(aKTHBIE JIEKAPCTBEHHBIE CPEICTBA - U3BATHIO M MOCIEAYIOIIEMY YHUUYTOKECHUIO. Y HUUTOXKEHUE
wii BbBO3 u3 Poccuiickoit  ®enepanuu  GanbCUPUIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEICTB,
HEI0OPOKAUECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB,  KOHTPa(aKTHBIX  JIGKAPCTBEHHBIX  CPEJICTB
OCYLIECTBJISICTCA 3a CYET JIMLA, OCYLIECTBHUBIIEIO WX BBO3. [IOpsAIOK YHUYTOXKEHHUS W3BATBIX
¢banbCcupUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JEKapCTBEHHBIX CpeACTB ycTaHaBnuBaeTcs [IpaBurensctBom Poccuiickoit @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBisiomue BBo3 B Poccmiickyto  @enepanumio  danbcuumpoBaHHBIX
JICKAapCTBEHHBIX  CPEACTB, HEJOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C TaMOKEHHBIM 3aKOHOJATEIbCTBOM
Tamo>keHHOTO CO03a U (MIJIM) 3aKOHOIaTeNbCTBOM Poccutickoit denepaninu 0 TaMOKEHHOM JIEI€.

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

8. BbIB0O3 nekapcTBeHHBIX cpelncTB U3 Poccuiickoit @enepanun ocymiecTBisiercs 0e3 MpuMEHEHHS
OTpaHMUYEHUM, YCTAHOBJEHHBIX TAMOXXEHHBIM 3aKOHOJATENIbCTBOM TaMOXEHHOro coro3a U (MiIM)
3aKoHOAarensCcTBOM Poccuiickoit denepanuu 0 TOCyNapCTBEHHOM DPETYJIHPOBAHUM BHELIHETOPrOBOM
NEATENbHOCTH.

(B pen. ®enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-D3)

9. BBoa B rpaxaaHCKHil 00OpOT JEKApCTBEHHBIX MpPEnapaToB S MEAUIMHCKOTO MPUMEHEHHS,
BBe3eHHBIX B Poccuiickyro deneparuio, OCyIECTBISIETCS ¢ COOI0IEHUEM TpeOOBaHUM, YCTaHOBICHHBIX
crarbeil 52.1 Hacrosmero PeaepalbHOrO 3aKOHA.

(uactp 9 BBeneHa PenepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

Kouncynsranrlntoc: npumedanue.
C 01.09.2023 ct. 47 nononnsiercs 4. 10 (®3 ot 02.07.2021 N 317-D3).

CraTtba 48. lOpuanyeckme nuua, KOTOpPbLIM pa3speLleH BBO3 NIeKapCTBEHHbIX CpeacTB
B Poccumnckyro Pepgepauuro
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTBennsle cpencTtsa B Pocculickyro denepannio MOryT BBO3UTH:
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) Tpou3BOIUTENM JIGKAPCTBEHHBIX CPEACTB JJs  Ieliell COOCTBEHHOTO MPOU3BOJICTBA
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OBpPALLEHUM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

JIEKapCTBEHHBIX CPE/ICTB;

2) WHOCTpaHHbIe pa3pabOTYMKH JIEKAPCTBEHHBIX CPEACTB M HMHOCTPAHHbIC IPOU3BOIUTEIH
JICKapCTBEHHBIX CPEJICTB WM JPYyrue IpUIMYECKUE JIUIA TI0 MOPYIESHUIO pa3padoTYHKa JIEKapCTBEHHOTO
CpeACTBa JUIsl IIPOBENCHMS KIMHUYECKMX MCCIENOBAHUN JIEKAPCTBEHHOTO IMperapara, OCYIIECTBICHHUS
rOCyJapCTBEHHOM  pEeruCTpallMi  JIEKAPCTBEHHOTO  IpernapaTa, BKIIOYEHHS  (apMaleBTHUECKON
CyOCTaHIIMM B TOCYIAPCTBEHHBIM PEECTp JIEKapCTBEHHBIX CPEICTB, KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX
CPEZACTB INPH HAJMYUHU Pa3pelIeHHs YIIOTHOMOUYEHHOTO (ellepalbHOr0 OpraHa MCIOJHUTEIFHON BIACTH
Ha BBO3 KOHKPETHOW NAapTUH JIEKAPCTBEHHBIX CPEJICTB;

3) opraHu3anuy ONTOBON TOPrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

4)  HayYHO-HCCIIEZIOBATEIIbCKUE OpPraHM3alud, OOpa3oBaTeNbHBIC OPraHU3alldd  BBICIIETO
o0Opa3oBaHusi, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB IS pPa3pabOTKH, MCCIEIOBAaHUM, KOHTPOJIS
0€30MacHOCTH, KadecTBa, dS((EKTUBHOCTH JICKAPCTBEHHBIX CPEACTB MpPHU HAIWYHKA Pa3perieHust
YIIOJTHOMOYEHHOTO (pe/IepalIbHOTO OpraHa UCTIOJIHUTENFHON BIACTH;

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

5) MEIULIMHCKHAE OPraHU3alluY, UHbIE YKa3aHHbIE B MMyHKTax | - 4 HacTosALIel cTaThbU OpraHU3aLMN
JUIsL OKa3aHUs MEIULIMHCKOU IIOMOIIY 110 KU3HEHHBIM [T0OKa3aHUSIM KOHKPETHOI'O NAlMEHTa IIPU HAMYUU
paspelieHns yrnoJHOMOYEHHOTo (hefepaqbHOr0 OpraHa WCHOJIHUTENBHOW BIACTH HAa BBO3 KOHKPETHOM
MapTUU JICKApCTBEHHOT'O Iperapara, BBIJAHHOTO B YCTAaHOBJIEHHOM TOpsIKE B (hopMe 3IIEKTPOHHOTO
JOKYMEHTA, MOANKUCAHHOTO YCHJICHHON KBATH(PUIIMPOBAHHOMN JIEKTPOHHOMN IMOIMHCHIO;
(B pen. ®enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

Kouncynsranrlntoc: npumedanue.
C 01.01.2024 1. 6 ct. 48 yrpauusaet cuiy (P3 ot 27.12.2019 N 475-D3).

6) TOCYIapCTBEHHBIC YHUTApHBIC MPEANPHUATHS, UMYIIECTBO KOTOPHIX HAXOIUTCS B (helepanbHO
cobctBeHHocTH, onpenensembie [IpaButensctBoM Poccuiickoit @enepanuu, B YacTH BBO3a B
Poccuiickyro  ®enepanuio  HE3aperMCTPUPOBAHHBIX — JIEKAPCTBEHHBIX IpPENaparoB, COJAEPKALIUX
HAPKOTUYECKHUE CPENCTBA WJIM TMCUXOTPOIHBIE BEIIECTBA, I OKA3aHUS MEIMLMHCKOW IMOMOLIM IO
KU3HEHHBIM MMOKa3aHUSM KOHKPETHOTO MallMeHTa WJIU TPYIIIbI MAllMEHTOB B COOTBETCTBUU C 4acThio 3.1
ctathu 47 Hacrosuiero deaepanbHOro 3aKOHa.

(n. 6 BBeneH PenepanbHbIM 3aK0HOM 0T 27.12.2019 N 475-D3)

Ctatba 49. [loKyMeHTbl, npeacTaBnsieMble B TaMOXe€HHble opraHbl Poccunckomn
depepaumm npm BBO3e NeKapcTBeHHbIX cpeactB B Poccunckyro Peaepaumio
(B pen. ®enepanbuoro 3akoHa ot 06.12.2011 N 409-D3)

1. Ilpu BBO3e JekapcTBEHHBIX cpeAcTB B Poccuiickyro @enepanyio B TaMO>XEHHBIE OpIaHbI
Poccuniickoit ®enepauuu  Hapsaxy ¢ JOKYMEHTaMH, [PEICTaBICHUE KOTOPBIX IIPEAYCMOTPEHO
TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXEHHOTO coro3a M (WJIM) 3aKOHOJATeNbCTBOM Poccuiickoi
@enepanuy 0 TAMOKEHHOM JIEJI€, IPEACTABIISAIOTCS CICAYIOIINE JOKYMEHTHI:

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

1) ceprudurar NPOU3BOIUTENS JEKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIOMIUNA COOTBETCTBHUE
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

BBO3MMOTO JICKAPCTBEHHOTO CpEACTBAa TpeOOBaHUAM (apMakomelHoi cTarbu JMOO B cioydae ee
OTCYTCTBHSI HOPMaTUBHOM JOKYMEHTALMU HJIM HOPMAaTHUBHOTO JTOKYMEHTA;

2) paspelieHHe YHIOJHOMOUYEHHOTO (eaepalbHOTO OpraHa MCIOJHUTEIBHONM BIACTH Ha BBO3
KOHKPETHOW MapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIIydasX, YCTAHOBJIIEHHBIX 4acTblo 3 crarbu 47
Hacrosuero PenepanbHOro 3aKoHa.

2. JIokyMeHTBl, yKa3aHHble B NyHKTax | M 2 yactu | HacTosIEed cTaTby, NPEACTABIAIOTCS B
TaMoOXKeHHbIe opranbl Poccuiickoit @enepanuu npu npuOBITHH JIEKApCTBEHHBIX cpeAcTB B Poccuiickyio
denepanuro.

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

Ctatba 50. BBO3 nekapcTtBeHHbIX npenapatoB B Poccuuckyro depepaumio ansa
NIMYHOro UCMONb30BaHUA U UHbIX HEKOMMEPUYECKUX Liefnier, a Takke AN UCNOfb30BaHUA
Ha TeppuTOpPUM MeXAYyHapoAHOro MeAULIMHCKOro Kracrtepa
(B pen. ®enepanbHbIX 3ak0HOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBbIE Mpenaparbl MOTYT ObIThb BBe3eHbl B Poccuiickyto ®enepamnuio 6e3 yuera
TpeOOBaHUM, IPEyCMOTPEHHBIX YacTsmu | - 4 crateu 47, ctatbsimu 48 u 49 Hactosiero @enepanbHOTO
3aKOHA, €CJIM OHM IPEIHA3HAUEHBI JUIS:

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

1) muuHOTO WCHONIL30BaHUs (UIMYECKUMU IUIaMu, mpuObBIIMMU B Poccuiickyro ®Denepanuro.
IIpu »>toM BBO3 B Poccuiickyro @enepauuio JIEKQpCTBEHHBIX  IIPENAPATOB,  COIAECPKALIUX
CWIBHOJCUCTBYIOIIME W (WJIM) SIIOBUTHIE BEIIECTBA, BKJIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJICHCTBYIOLIMX BEUIECTB ISl LIEJIEd YrOJIOBHOTO 3aKOHOHarenbeTBa Poccuiickoit denepaunu U B
CIIUCOK SIIOBUTBHIX BEIIECTB JUIA LEJIEeH YroJOBHOIO 3akoHozarenbcTBa Poccuiickoit ®enepauuu,
yrBepxkaeHHble [IpaBurenscTBoM Poccuiickoit denepanuu, OCyIIECTBIAETCS NIPU HAIUYUU JOKYMEHTOB
(3aBepeHHBIX KOMUN JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMUCOK W3 HHUX), MOATBEPXKIAIOLUIMX HA3HAYEHUE
buznueckoMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX TIPENaparoB (3a HCKIIOUEHUEM JICKapCTBEHHBIX
MpEenaparoB, 3aperucTpupoBaHHbIX B Poccuiickoin @enepauuu M OTIyCKaeMbIX B Poccuiickoi
Oenepanuu 6€3 perenrta Ha JeKapcTBeHHbBIN npenapar). [loaTBepkaatonue TOKyMEHThI (UX 3aBepEHHBIC
KOIIMH WJIM 3aBEPEHHBIE BBIITUCKU U3 HUX) JOJDKHBI COAEPKATh CBEJICHUSI O HAMMEHOBAHUU U KOJIMYECTBE
Ha3HAYeHHOT0 JIEKApCTBEHHOTO Tmpenapara. B cimyuyae, eciaum NOATBEpXKIAIOLUIME JTOKYMEHTBI (HUX
3aBEpPEHHBbIC KOIMWUU WM 3aBEPEHHBIC BBIMMCKMA M3 HUX) COCTABIIEHBI Ha MHOCTPAHHOM S3bIKE, K HUM
MPUJIaraeTcsl HOTapUaJIbHO 3aBEPEHHBIN MIEPEBOJI HA PYCCKUM S3BIK;
(n. 1 B pen. @eaepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) WCMOJIB30BAaHMS  PAOOTHUKAMHM  JMIJIOMAaTHYECKOTO  KOpIyca WM  MPEACTaBUTEISMH
MEKYHApOJHBIX OpraHu3aluil, akkpeAuToBaHHbIX B Pocculickoit denepanuu;

3) neyeHMsS MACCAKUPOB M UJICHOB OJKHUIIAXEH TPAHCHOPTHBIX CPEICTB, IMOE3AHBIX OpHUrag u
BOJMTENEH TPAHCTIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyto deneparmio;
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHus y4aCTHUKOB MEXIYHAPOJHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPOINPUATUNA U YYACTHUKOB
MEXKIYHAPOIHBIX SKCIIEIULINI;
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

5) 7edeHHs] KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300Cajax, IUpKaX, OKeaHapuymax,
nenb(GUHAPUAX, JICUEHUS TUKUX JKUBOTHBIX, MOCTOSHHO WM BPEMEHHO HACENSIOUIUX TEPPUTOPHUIO
Poccuiickoit denepaiinu, HaXOAAIIUXCS B COCTOSHHHM €CTECTBEHHOW CBOOOIBI M MPUHAAISKANUX K
BUJaM, 3aHeceHHbIM B KpacHyio kuury Poccuiickoit denepannu u (MM) KpacHble KHUTU CyOBEKTOB
Poccuiickoit @enepannn, a TakKe XKUBOTHBIX, BBO3UMBIX B Poccuiickyro dexepauuro aisg ydactus B
CHOPTHUBHBIX U 3PEIUILHBIX MEPOMIPUATHUSX;

(B pen. ®enepanbHbIX 3ak0HOB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCIIOJIb30BaHUS HAa TEPPUTOPHH MEXKTyHAPOAHOTO METUIIMHCKOTO KJIACTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B cimyyasx, npeayCMOTPEHHBIX YacThlo | HacTosIeN cTaTbH, JOIycKaeTcs BBO3 B Poccuiickyro
denepannio JIEKapCTBEHHBIX MIPENapaToB, HE 3aperucTpupoBaHHbIX B Pocculickon Penepanuu.
(B pen. ®enepanbuoro 3akoHa ot 06.12.2011 N 409-D3)

3. JlexapcTBeHHbIE Ipenaparhl, NpeAHa3HAYEHHbIE ISl TYMAHUTApHOW MOMOIIM (COAECUCTBUS) UIU
IIOMOIIM IIPM YPE3BBIYAMHBIX CHUTyauusx, BBo3ATcd B Poccuiickyto ®enepanuio B TOPAIKE,
ycraHoBiIeHHOM IIpaBurenscTtBom Poccuiickoit ®enepaumu. 3ampemaercs BB03 B Poccuiickyro
@DenepanMio  HE3aPETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENapaTroB,  IPEAHA3HAYEHHBIX  JUId
I'yMaHUTapHON NOMOIIHU (COJEHCTBUS) WU MIOMOIIY ITPH YPE3BbIYAHBIX CUTYaLHSIX.

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

Ctatba 51. CoTpyaHuuyecTBO dheaepanbLHOro opraHa MCNOJNIHUTENbLHOW BRAacTH,
YNONMHOMOYEHHOro B 00facTM TaMOXEHHOro pAena, M [pYrux YNOSTHOMOYEHHbIX
c¢henepanbHbIX OPraHOB UCNOJSTHUTENTbLHOW BNacTn

1. VYnomnomoueHHble (enepanbHble OpraHbl HCHOJHUTENBHOM BIIACTH TMPEAOCTABISAIOT B
pacriopsbkeHue  (eiepaJbHOr0 OpraHa HCIOJHHUTEIBHOM BIIACTH, YHNOJHOMOYEHHOTO B o0jactu
TaMOYKEHHOTO JIea, TOCYIapCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEACTB, a Takxke HH(OpMAIHMIO O
BBIJJAHHBIX PpA3pEIICHUsX Ha BBO3 KOHKPETHOM NapTUM JIEKApCTBEHHBIX CPEICTB B Cllydasx,
YCTaHOBJIEHHBIX 4acThlo 3 cTtaThy 47 HacTosero denepajbHOr0 3aKOHa.

2. ®enepanbHBIE OpraH HUCIOJHUTEIFHONW BJIACTH, YIIOJIHOMOYEHHBIH B OOJIACTH TaMOXEHHOTO
nena, UHQOPMUPYET yKa3aHHbIE B 4aCTU | HAcTOSIIEH CTaTbU YHOJHOMOUYEHHBIE (e/iepanbHble OpraHbl
UCIIOJIHUTENILHOW BJIACTH O BBO3€ JICKAPCTBEHHBIX CpeacTtB B Poccuiickyro dDenepanuio U BBIBO3E
JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoit @enepanuu no ¢gopMe M B MOpsiAKe, KOTOPHIE YCTAaHOBIICHBI
IIpaBurensctBoM Poccuniickoit denepanumn.

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

Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CtaTtba 52. OcywecTBneHme dapmaLeBTUHECKON AeATENbHOCTU
1. q)apMaHeBTquCKaH ACATCIIBHOCTL OCYHICCTBIIACTCA OpPraHu3aluiaMun ONTOBOM TOProBJIin
JICKApCTBCHHBIMUA CpcacTBamu, AIlITCYHbBIMU OopraHusalnusiMu, BCTCPUHAPHBIMHA AIlITCYHbIMU

opraHusanusamu, HHAWBUAYAJIIbHBIMUA ONpCaANpUHUMATCIIAMUA, UMCIOIIIUMHU JIUIICH3HUIO Ha
(bapMaHeBTquCKyIO ACATCIIBHOCTb, MCIUIMHCKHUMH OpraHu3aiuiaMu, HWMCIOIIUMU JIMOCH3WIO Ha
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OBpPALLEHUM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

(bapMareBTHUECKYI0 JEATeIbHOCTh, M HMX 000COOJEHHBIMU TOApa3feneHusIMu  (amOynaTopusmu,
benpamepckuMu U QEeNIbAIIEPCKO-aKYIIEPCKUMHU  MTyHKTaMH, LEHTpaMu (OTOCNEHHsIMH) oOmeit
BpaueOHOH (ceMeilHOM) MPaKTHUKHU), PACIOJIOKEHHBIMU B CEJIbCKUX HACEIEHHBIX NMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT anTeyHbIe OpPraHU3alMM, U BETCPUHAPHBIMU OpraHU3alMsIMU, UMEIOUIUMH JIMIIEH3UI0 Ha
(bapMaIeBTHYECKYIO JEATEIbHOCTD.

(B pen. denepanbHoro 3akona ot 25.11.2013 N 317-03)

Kouncynsranrlntoc: npumedanue.

OO0 0COOEHHOCTSIX JI0MYCKa K OCYIIECTBICHUIO NESATEIbHOCTH JIUI] 0€3 cepTr(uKaTa CrenuaincTa uin
IIPOXOXKJACHUSI AaKKpEOUTAllMM CHEUaJINCTa U (MIM) IO CHENUAIBHOCTSM, HE IMPEAYCMOTPEHHBIM
ceptuduKaToM WM akkpeauTamnue, cMm. [Ipukas Munsapasa Poccun ot 23.12.2021 N 1179H.

2. ®usnyeckue JMIAa MOTYT OCYLIECTBIATH (hapMalleBTHUUECKYIO ACSATEIbHOCTh NMPH HATHMYUHU
BBICILIETO WJIM CpeaHero (papManeBTHYEeCKOro oOpa3oBaHus U cepTU(UKATa CIIEHUATNCTA, BBICIIETO WIH
CpeIHEro BeTepHHAPHOTO 00pa3oBaHMs M cepTU(UKATa CIIEHUANNCTA, a TAKXKE BBICHIETO MM CPEIHETO
MEIULMHCKOTO 00pa3oBaHus, cepTU(UKATa CIEHUATUCTA M JIOTOJHUTEIBHOTO MPO(HecCHOHATBEHOTO
0o0pa3oBaHus B YaCTU PO3HUYHOM TOPTOBJIH JICKAPCTBEHHBIMH IperapaTaM MpH YCIOBUHM UX pabOTHI B
000CO0OICHHBIX MOPa3AeICHUSIX MEIUIIMHCKIX OpraHU3alliii, yKa3aHHBIX B 4aCTU | HACTOSIIEH CTaThU.
(dactsp 2 B pen. @enepanpHoro 3akoHa oT 27.07.2010 N 192-D3)

Koncynsranrlntoc: npumedanue.

JlekapcTBEeHHbIE TpenapaThl Al MEAULIMHCKOTO IPUMEHEHUS, BBEJICHHBIE B TPAXKIAHCKUN 000pOT 10
29.11.2019, noanexxkat XpaHEHHWIO, IEPEBO3KE, OTIYCKY, pealu3aluu, Nepenade, NPUMEHEHHUIO [0
ucredeHus cpoka ux rogHoct (@3 ot 28.11.2018 N 449-D3).

Ctatba 52.1. BBoa B rpaxpaHCKuM OOOpPOT reKapCTBEeHHbIX MpenapaTtoB ANA
MeaAULIMHCKOro NpUMeHeHus
(BBeneHa denepanibHbiM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJOM B IpaXJIaHCKHH 000POT KaXKIOH CepUH MM KaXKIOH MapTHH MPOU3BEICHHOTO B
Poccniickoit @enepannu JIEKapCTBEHHOTO IIpernapara 1l MEJUIUHCKOIO IPUMEHEHUS, 3a UCKIIIOUEHUEM
MMMYHOOHOJIOTHUECKUX ~ JICKAPCTBEHHBIX IPENapaTroB, MPOU3BOJIUTENh TaKOrO JIEKapCTBEHHOTO
mpernapara MpeicTaBiseT B (peepabHbli OpraH MCIOJIHUTEILHON BIACTH, OCYHIECTBISIOMNN (HYyHKINN
0 KOHTPOJIIO M HAaa30py B cdepe 3ApaBOOXpAaHEHHS, JOKYMEHT IPOU3BOAUTENS JIEKapCTBEHHOTO
CpPEeICTBA,  IMOATBEPXKAAIOIIMM  KAdeCTBO  JICKaPCTBEHHOIO  Ipenapara, H  MOATBEPKICHUE
YIIOJIJHOMOYEHHOI'O JIMLA IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOIO
npernapara TpeOOBaHHUSM, YCTAHOBJICHHBIM IIPU €0 rOCyIapCTBEHHON PErHCTpallyy.

2. Tlepen BBOJOM B TPaKJAaHCKUHA OOOPOT KaKIOW CEpUM WIM KaXKIAOH MapTHM BBO3UMOTO B
Poccuniickyro ®@enepauuio JIEKapCTBEHHOTO Ipernapara Uil MEAULMHCKOIO IPUMEHEHUs, 3a
UCKITIOUCHHEM HMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX IPENapaToB, OPraHMU3alvs, OCYIIECTBIISIONIAs
BBO3 JIEKAPCTBEHHOTo mpemnapara B Poccuiickyto ®denepanuio, mpeacrasiser B (eaepalbHbId OpraH
UCTIOJITHUTEIBHOM BJIACTH, OCYLIECTBISIOMMKA (YHKIMM 1O KOHTPOJIO M HAmA30py B cdepe
3[IPAaBOOXPAHEHHSI, CEPTU(PHUKAT IMPOU3BOAUTENS JIEKAPCTBEHHOTO  CPEJCTBA,  YIAOCTOBEPSIOIINN
COOTBETCTBHE BBO3UMOTIO JIEKAPCTBEHHOTO IpernapaTta TpeOoBaHUsAM (apMaKONEHHOM CTaThH, a B Cllydyae
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

OTCYTCTBHS (hapMaKOMEHHON cTaThbu TpPeOOBAHMSAM HOPMATHBHOM JTOKYMEHTALMU, M TOATBEPKICHUE
MIPEACTABUTENS OpPraHU3alMK, OCYLIECTBISIOIIEH BBO3 JIEKAPCTBEHHOrO Ipenapara B Pocculiickyro
Qenepanvio U YIOJHOMOYEHHOM HWHOCTPAHHBIM — IIPOU3BOAMTEIIEM  JICKAPCTBEHHBIX  CPEJICTB,
COOTBETCTBUSI BBO3MMOTO JIEKAPCTBEHHOTO TMpenapata TpeOOBaHMSAM, YCTAHOBJCHHBIM IIPU €ro0
rOCYAapCTBEHHOMN pPErUCTpaLuu.

3. Ilopsaok mpencTaBieHHs] B COOTBETCTBMM C 4YacTSIMM | M 2 HacToOsIEH CTaTbU JTOKYMEHTOB U
CBEICHUI O JIEKapCTBEHHBIX IIperaparax, BBOJUMBIX B TPaXIAHCKUI 000pOT, yCTaHABIMBAETCS
IIpaBurensctBoM Poccuniickoit denepanun.

4. B OTHOUIEHMM MEPBBIX TPEX CEPUM WIM MapPTHIl JIEKApCTBEHHOIO IIperapara, BIIEPBbIE
npousBeneHHoro B Poccuiickoit ®denepanuu wiM BlepBble BBO3UMOro B Poccuiickyro ®enepanuio, B
(benepanbHBIN OpraH MCIOJHUTEILHON BJIACTH, OCYIISCTBISIOMMNA (YHKIMN MO KOHTPOJIO M HAA30pY B
cdepe 3apaBOOXpaHEHUS, JOTIOJHUTEIBHO MPEICTABIAETCS MPOTOKOJ HCTIBITAHUN O COOTBETCTBUU CEPUU
WY TapTUU JIEKAPCTBEHHOI'O IIpernapara s MEAULIMHCKOrO INPHUMEHEHMS II0Ka3aTessiM KadecTsa,
IIPETYyCMOTPEHHBIM HOPMAaTUBHOM JTOKyMEHTaluel (najgee - HPOTOKOJ HCHBITAaHUM), MPOBOJUMBIX
aKKpEJMTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOATeNLCTBOM Poccuiickoii Denepainu 006 akKpeauTaluu B
HAIIMOHAJIILHOM  CHCTEME  aKKpeAMTanuu  (eaepadbHBIMU  TOCYIApCTBEHHBIMU  OIOJDKETHBIMU
YUPEXKICHUSIMH,  IOJBEJOMCTBEHHBIMH  (elepaJbHOMY  OpraHy  HCHOJHHUTEIbHOM  BIAcTH,
OCYILIECTBISIOMIEMY (YHKIIMM 1O BBIpAaOOTKE M peaau3ali TOCYyJapCTBEHHONW TOJUTUKUA U
HOPMaTHUBHO-TIPABOBOMY DETYJIHPOBaHHIO B cdepe 3ApaBOOXpaHEHUs, M (enepalbHOMy OpraHy
WCTIOJITHUTEIBHOM BJIACTH, OCYIIECTBISAIOMEMY (YHKIMM 10 KOHTPOJII W Haa3opy B cdepe
3npaBooxpaHeHus. [lopsiiok BbIa4M yKa3aHHBIMU (elepalbHBIMH TOCYAapPCTBEHHBIMH OIOJKETHBIMU
YUPEKICHUSAMHU JaHHOTO IIPOTOKOJIA U Pa3Mep IIIaThl 3a €ro BblAAYy ycTaHaBiuBaroTcs IIpaBurenscTBom
Poccuiickoit @enepanuu.

5. ExxerogHo He mo3zanee | ¢eBpasiss MpOU3BOAUTENN JEKAPCTBEHHBIX CPEJCTB MM OpPraHU3alUH,
OCYLIECTBJISIOIIME BBO3 JICKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepanuro, MpeACTaBISIOT B
(benepanbHBIN OpraH MCIOJHUTEILHON BJIACTH, OCYIISCTBISIOMMNA (YHKIMN MO KOHTPOJIO M HAA30pY B
cdepe 31paBoOOXpaHEHUs], TPOTOKOJ HCIIBITAHUI MOCTYNUBIIETO B TEYCHUE roJia B TPaAKIAHCKUNA 000pOT
JIEKapCTBEHHOI'O IIpernapara KOHKPETHOTO IIPOM3BOAMTENS (HAa OJHY CEpPUI0 KaXJ0ro TOProOBOrO
HAaMEHOBAHMS C YYETOM JIEKapCTBEHHOH ()OpMBI U JO3MPOBKH), MPOBOJUMBIX AKKPEAUTOBAHHBIMHU B
COOTBETCTBUHU C 3aKOHOJAaTeNbCcTBOM Poccuiickoit ®Dexepanuu 00 aKKpeAUTAaMM B HAIMOHAJIBHOM
CHCTEME aKKPEIUTAIIUN HCIIBITATEIIbHBIMU JIA00PATOPUSMH (LIEHTPAMH).

6. IlpousBomuTenu JEKApCTBEHHBIX CPEICTB MWJIM OpraHU3alMd, OCYIIECTBIIAIONINE BBO3
JIEKapCTBEHHBIX IpenaparoB B Pocculickyro denepanuro, He MeHee 4eM 3a OJUH IO/ [0 IUIAHUPYEMBIX
IIPUOCTAHOBIIEHUSI WJM TPEKpallleHUus IPOU3BOJICTBA JIEKAPCTBEHHBIX IIpENaparoB WM HMX BBO3a B
Poccuiickyto ®eneparnuio yBeIoMJIsiloT 00 3TOM (enepaibHbli OpraH HCIOJHUTENBHONW BIACTH,
OCYILIECTBISIOMMNNA (QYHKIIMH IO KOHTPOJIIO U HAJ30py B cepe 3paBOOXpaHeHUs U (eaepalbHbIi opran
UCTIOJITHUTENBHOM  BJIACTH, OCYIIECTBIIONIMA  (QYHKIMM 1O  JIMIEH3UPOBAHMIO  IMPOM3BOJCTBA
JIEKapPCTBEHHBIX CPEJICTB.

7. BBOI B TIpaXTaHCKH OOOpPOT KaKIOW CEpUM MM KaXAO0H MapTUH MMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOIO IIpenapara, IpousBeeHHoro B Pocculickoit @enepannu uim BBO3UMOro B Poccuiickyro
@enepanyio, OCYHIECTBISETCS HAa OCHOBAHWU pAa3pelICHUs, BBIIAHHOTO (efepasbHbIM  OPraHoM
WCTIOJITHUTEIBHOM BJIACTH, OCYIIECTBISAIOMMM (YHKIMM TIO KOHTPOJIO M Haa3opy B cdepe
3/paBOOXPAaHEHMs, HAa OCHOBAHWU BBIJAHHOTO (pefepaibHBIMU TOCYJapCTBEHHBIMU  OIOKETHBIMU
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

YUPEXKJIECHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOSILEH CTaTbH, 3aKJIIOUEHUS O COOTBETCTBUU CEPUU WU
NapTUd UMMYHOOMOJIOTMYECKOTO JICKApCTBEHHOTO TMpernapaTa TpeOOBaHUSAM, YCTAHOBJICHHBIM IPHU €r0
roCyJIapCTBeHHOM peructpauuu. [Topsaok BbIauM pa3pelieHrs Ha BBOJ B TPaKJaHCKUN 000pOT cepuu
WM TAPTUU UIMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IMperapara, a Takke MOPsJ0K BbIaYH YKa3aHHOTO
3aKJII0YEHUS M pasMep IUIaThl 3a €ro Bblaady ycraHaBiauBarorcs IIpaBurtensctBom Poccuiickoit
denepanuu.

8. 3a HempencTaBlIE€HUWE WM HECBOEBPEMEHHOE IMPEACTaBICHUE JOKYMEHTOB U CBEACHHIA,
MPeAYCMOTPEHHBIX yacTsiMu 1, 2, 4, 5 u 6 HacTosIIel CTaThu, TPOU3BOAUTENN JIEKAPCTBEHHBIX CPENICTB U
OpraHu3aIu, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX IpemnapaToB B Poccuiickyio denepanuio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepanmu.

9. IlpencraBneHne NOKYMEHTOB M CBEIEHHUI, NMPEIyCMOTPEHHBIX dacTaMU 1, 2 u 4 Hacrosuiei
CTaTbM, W TMOJY4YEHHE IPEIYCMOTPEHHOIO YAacCThIO 7 HACTOSIEH CTaTbU pa3pelIeHUs] Ha BBOJA
MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO Tpenapara B TpakJaHCKUKW o0OpoT He TpedyroTcs B
OTHOIIEHUM JIEKAPCTBEHHBIX IpENaparoB, NpPEJHA3HAYEHHBIX M IMPOBEICHUS  KIMHUUYECKUX
HCCIIEIOBAHUI JIEKapCTBEHHBIX IPENapaToB, MPOBEIEHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBJIEHUS] FOCYIapCTBEHHOM pPErMCTpalliy JIEKApCTBEHHBIX IPENaparoB, a TAKKE€ B OTHOLIEHUU
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpPENapaToB, IPEeIHA3HAYEHHBIX A OKa3aHMUs MEIULMHCKOMN
IIOMOIIY 0 XU3HEHHBIM IIOKa3aHWSM KOHKPETHOI'O MallMEeHTa WM TIPYNIbl MallUEHTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cooTBercTBUM ¢ dacTsmu 3 u 3.1 cratbu 47 nHacrosmero denepaibHOro
3aKOHA.

(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)

10. IIpu BBIABIECHHM B TPaXIAHCKOM OOOpPOTE CEpUU WM MApTHH JIEKAPCTBEHHOTO Mperapara,
JOKYMEHTBl M CBEACHHUS O KOTOPBIX, NMPENYCMOTpPEHHbIE yacTsMU 1, 2 um 4 Hacrosued craTtbu, HE
NpeJCTaBiIeHbl B (pefepaibHblii OpraH HCIOJHUTEIBHONW BIIACTH, OCYHIECTBISIOMMNA (YHKIUU IO
KOHTPOJIIO U HAaa30py B cdepe 3ApaBOOXpaHEHMs, JHOO CEpUH WM MapTHH MMMYHOOMOJIOTMYECKOTO
JICKapCTBEHHOTO TIpenapaTa, HE HMEIOIUX pa3pelleHuss Ha BBOJ B TPAXIAHCKHA 000pOT,
NPEJYCMOTPEHHOTO YacThl0 7 HACTOSIIEH cTaTbd, (eaepasibHblii OpraH HCIOJHUTENBHOW BIIACTH,
OCYILIECTBISIOMNKA (QYHKIIMM TIO0 KOHTPOJIO W Haa30py B cdepe 3ApaBOOXpaHEHHs, B TOPSIKE,
ycranoBiaeHHOM IIpaBurensctBoM Pocculickoin denepanuu, NPUHUMAET pPELICHUE O IPEKpPaALCHUU
IPaXJIaHCKOTO 000pOTa TaKUX CEPHUM WM HapTHH JIO0 TPEACTABICHUS YKAa3aHHBIX IOKYMEHTOB U
CBEJICHUH OO0 MOTyYeHHS YKa3aHHOTO Pa3peIIeHHs.

Kouncynsranrlntoc: npumedanue.
C 01.09.2023 noxyment pomnonnsiercs cT. 52.2 (D@3 ot 02.07.2021 N 317-D3).

Cratba 53. Npoaaxa, nepeagaya NnekapCcTBeHHbIX CPeACTB OpraHU3auusiMm OonToBOM
TOProBnn NeKapCTBeHHbIMU cpeacTBaMn

1. Opranuzanuu onTOBOM TOPrOBIIHU JIEKAPCTBEHHBIMHU CPEJICTBAMHU MOTYT OCYILECTBIATH IPOAAKY
JIEKapCTBEHHBIX CPEJICTB WM IE€pelaBaTh UX B YCTAHOBJIEHHOM 3aKOHOJATENIbCTBOM Poccuiickoit
®eneparuu nmopsaKe (3a UCKIIOUECHHEM (DapMalleBTHUECKOM CyOCTaHIIUH CIIMPTA 3TUIIOBOTO (3TaHOJIA):

(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 481-03)

1) npyrum opraHu3aiusM ONTOBOM TOPrOBIIN JIEKAPCTBEHHBIMU CPEICTBAMY;
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

2) NpOM3BOIUTENSIM JIEKAPCTBEHHBIX CPEJCTB YIS 1IeJIel MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB;
3) anTeyHbIM OpraHU3alUsIM U BETEPUHAPHBIM allTEYHBIM OPraHU3aLUsAM;
4) Hay4YHO-HCCIIEIOBATEIHCKUM OPTaHU3AIHSIM I HAyYHO-HCCIIEI0BATENbCKON PabOTHI;

5) UHOIUBUAYAIBHBIM MPEANPUHUMATENSM, WMCIOIIUM JUIEH3WI0 Ha (papManeBTHIECKYIO
JEATEIIbHOCTD WJIU JTULEH3UIO HA MEIULIMHCKYIO 1ESTEIbHOCTD;

6) MEIUIIMHCKUM OpraHU3alMsaM, B TOM YUCIIE CO3AAHHBIM U 3apErMCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEIbCTBOM HWHOCTPAaHHOIO rocyaapctBa - wieHa OpraHu3alu 3KOHOMUYECKOTO
COTpYOHMYECTBA W  Pa3BUTUSA  MHOCTPAHHBIM  IOPUIMYECKMM  JIMLAM,  HWHJIUMBUIYaJbHBIM
IIpEAIIPUHUMATENSM, SBJISIOIIMMCS YYaCTHUKAMU IPOEKTA B COOTBETCTBUM ¢ DenepaibHbIM 3akoHOM "O
MEXAYHApPOAHOM MEIULMHCKOM KJIACTEPE U BHECEHUU U3MEHEHHUN B OTAEIbHBIE 3aKOHOIATEIIbHBIE AKThI
Poccuiickoit @enepanun', u BETEpUHAPHBIM OpraHU3aALMIM;
(B pen. denepanbHOro 3akoHa ot 26.07.2019 N 240-03)

7) oOpraHuM3alMsM W WHIUBUAYAJIbHBIM MPEANPUHUMATENSIM, OCYLIECTBIISIOIIMM pa3BeJICHUE,
BBIpAIIMBAHUE U COJAEP)KAaHHE >KUBOTHBIX (32 MCKIIOYEHHEM TMPOJaKH WM (papMaleBTUUECKUX
CyOCTaHIIMIA WU KX TIepeIayn).

(n. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3aly ONTOBOH TOPIOBIM JIEKAPCTBEHHBIMU CPEICTBAMU HE BIIPaBE OCYLIECTBIISTH
npojaxy (mepemadyy B YCTAaHOBJIEHHOM 3aKOHOJAATeNnbCTBOM Poccuiickoii @Denepauuu MOPAIKE)
(bapMareBTHUECKON CyOCTaHIIMM CITUPTA 3TUIIOBOTO (3TAHOJA).

(dactsp 2 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 481-D3)

CtaTtbs 54. NMpaBuna onToBOM TOProBnu NeKapCTBEHHbIMU CpeaCcCTBaMU

1. OnrToBasg TOProBiis JIEKAPCTBEHHBIMU CPEACTBAMHU  OCYILECTBIISETCS MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEJICTB U OPraHU3alUsIMH OINTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU IIO
MpaBWJIaM HaAJIeKaIed TUCTPUOBIOTOPCKOM MPAKTUKK U MPpaBWIIaM HaAJIeKaIeH MPaKTUKUA XPAaHCHUS U
MEPEBO3KU JIEKAPCTBEHHBIX MPENapaTroB, YTBEPKACHHBIM COOTBETCTBYIOUIMMHU YIOJHOMOYEHHBIMHU
(beneparbHBIMU OpraHAMH UCTIOJIHUTEIHHON BIIACTH.

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

2. OpraHuzainys ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMH CpEACTBAMH 00si3aHa  coOMIONATh
npeJenbHble CPOKU OTIPY3KH 3aTPeOOBAHHBIX AlTEYHON OpraHM3alUell JTeKapCTBEHHBIX MPENapaToB s
MEIMIMHCKOTO MPUMEHEHHs W HE BIIpaBe OTKA3bIBAaTh AalTEYHON OpraHM3alud, ¢ KOTOPOH y Hee
3aKIIIOYEH COOTBETCTBYIOIIMH JOTOBOP O TOCTaBKax JICKAPCTBEHHBIX MPENapaToB Ui MEIUIIUHCKOTO
NPUMEHEHHsI, B TOCTABKE JICKAPCTBEHHBIX MpEnapaToB IS MEIUIIMHCKOTO NMPUMEHEHHs MpU HATU4Ud
3aTpeOOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB Il MEAULMHCKOTO MPUMEHEHHs Yy OpraHu3allly ONTOBON
TOPrOBJIM JIEKAPCTBEHHBIMU CpelICcTBaMH. lIpenenbHble CPOKH OTIPY3KH 3aTpeOOBAHHBIX aNTeYHOU
OpraHu3alMeil JIeKapCTBEHHBIX TpenapaToB Ui MEIUIIMHCKOTO TPUMEHEHHS B 3aBUCHMOCTH OT
pacIoIOKEHUST MecTa OTIPY3KH JIEKAPCTBEHHBIX IpEnapaToB Uil MEAWIUHCKOTO IMPUMEHEHHS
YCTaHABJIMBAIOTCS YIOJIHOMOYEHHBIM (heiepaIbHbBIM OPraHOM HCIIOJIHUTENBHON BIACTH.

(uactsp 2 BBeneHa DenepanbHbIM 3aKk0HOM OT 26.03.2022 N 64-D3)
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

CrtaTtba 55. [lopsaAOK pO3HMYHOM TOProBMU NeKapCTBeHHbIMU NpenapaTamMu

1. Po3HMYHast TOProBiis JIEKaPCTBEHHBIMHU IIperapataMd B KOJMYECTBAX, HEOOXOAMMBIX JUIS
BBITMIOJTHEHUST BpaueOHbIX ((enbAlIepcKuX) Ha3HAYeHWH WM Ha3HAYCHUH CIEHUAIUCTOB B 00JacTH
BETEpPUHAPUHU,  OCYIIECTBIIAECTCS  aNTEYHBIMH  OPraHM3alMsMH, BETEPUHAPHBIMH  ANTCUYHBIMU
OpraHMW3alUsIMU,  WHIUBUIYAIBHBIMH  TPEIIPUHUMATEISIMH, UMCIOIIMMH  JIMLEH3UI0  Ha
(bapMareBTHUECKYI0 JEATEIbHOCTh, MEAWLUMHCKUMH OPraHU3aLUsAMH, HWMEIOIIUMHU JIMIICH3HI0 Ha
(hapMaleBTHUECKYIO0 JESITeNbHOCTh, W HX O0OCOONEHHBIMH TMOAPA3JCICHUIMH (aMOYIaTOPHUSIMH,
denpamepckuMu U QENbAIIEPCKO-aKYIIEPCKUMHU  MTYHKTaMH, LEHTpaMu (OTAeNEHHUsIMH) OOmeit
BpaueOHOH (ceMeilHOM) MPaKTHKHU), PACIOJIOKEHHBIMU B CEJIbCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT anTeYHbIe OpPraHU3allMH, U BETCPUHAPHBIMU OPraHU3alMsIMU, UMEIOUIUMH JIMIIEH3UI0 Ha
(bapMaleBTHUECKYI0 JEATENbHOCTh. PaspelneHa po3HMYHAs TOPTOBISL TOJBKO JIEKAPCTBEHHBIMU
Mpernaparamu, 3aperucTpupoBaHHbiMU B Poccuiickoit @enepaluv WM HU3TOTOBJICHHBIMU ANTEYHBIMU
OpraHu3alusMH, BETEPUHAPHBIMU anTeYHBIMU OpraHU3aIUsIMH, WHIUBUTyaTbHBIMU
OPEINPUHUMATESIMA, UMEIOIIUMH JIMIEH3UI0 Ha (apMaleBTUYECKYI0 EATeNbHOCTh. Po3HHUYHAs
TOProBJIsl JIEKAPCTBEHHBIMH TNperapaTaMHd OCYIIECTBIISIETCS MO MpaBHJIaM HaJUIeKallel anTeyHou
MPAKTUKH, YTBEPKACHHBIM YITOJHOMOYEHHBIM (heIepaIbHBIM OPraHOM HCTIOJIHUTENBHON BIACTH.

(B pen. @enepanbubix 3akoHOB OT 25.11.2013 N 317-03, ot 22.12.2014 N 429-D3)

1.1. Po3HMuYHas TOProBis JIEKAPCTBEHHBIMHU IIpenaparaMy Ul MEJUIMHCKOIO NpPUMEHEHUS (3a
HCKIIIOUEHHUEM JIEKAPCTBEHHBIX IIPENaparoB, OTIYCKA€MbIX II0 PELENTy Ha JIEKapCTBEHHBIN IIperapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX IPENaparoB M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPEMNApaToB, a TaKkKe
CIMPTOCOICPKAIIMX JICKAPCTBEHHBIX IPENapaToB ¢ OOBEMHOW JOJEeH STHIOBOIO CHHUpPTa CBBIIMIE 25
MPOIICHTOB) MOJKET OCYILECTBJIATHCS AaNTEYHBIMH OPTaHMU3ALUSAMH  JTUCTAHIIMOHHBIM  CIIOCOOOM.
POo3HMYHYI0O  TOProBIIO  JIEKAPCTBEHHBIMM  IIpenaparamMyd  JUIsi  MEAMIMHCKOIO  IPUMEHEHUs
JIMCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYILIECTBIISATh ANTEYHbIE OpraHU3allM{, MUMEIOIIUE JUICH3HI0 Ha
(bapMaIeBTHUECKYI0 JAEATEIIbHOCTh W COOTBETCTBYIOIIEE paspeuieHue (¢enepaibHOro  opraHa
UCTIOJTHUTEIBHOM BJACTH, OCYILECTBIAIOMIET0 (YHKIMM TIO KOHTPOJI W HAu3opy B cdepe
3napaBooxpaHeHus. [lopsnok BblgauM  paspelieHUuss Ha  OCYLIECTBICHHUE PO3HUYHOW  TOPrOBIU
JICKapCTBEHHBIMH TIpernapaTaMu JAUCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHMS K anTeUHBIM OPraHU3aLMM,
KOTOPBIE MOT'YT OCYILIECTBISATH TaKyl0) TOPIOBIIIO, U IOPSAIOK €€ OCYILUECTBJICHMS, a TaKXKe IIpaBUiIa
JNOCTaBKM JIEKAPCTBEHHBIX IIPENApPaTOB TIpaxkaaHaM ycraHasiuBarorcs IIpaBurenscrBom Poccuiickoit
@enepanun. Mupopmarmsa 06 omaueHHbIX (OTHYIICHHBIX) W MOJYYEHHBIX JIEKAPCTBEHHBIX MpernapaTax
BHOCHUTCS B CHUCTEMY MOHHUTOPMHIA JBWKCHHSA JIEKAPCTBEHHBIX IIPENApaToB Ul MEAULMHCKOIO
IIPUMEHEHMS B NTOPSIIKE, IPEYCMOTPEHHOM 4acThIO 7 cTaThu 67 HacTosmero denepanbHOro 3aKoHa.
(uactsp 1.1 BBenena @enepanbHbiM 3akoHOM 0T 03.04.2020 N 105-D3)

2. Buzapl anTeyHBIX OpraHu3alMii M TpaBUiIa OTIYCKa JIEKApCTBEHHBIX IpEMapaToB I
MEIULUHCKOTO TPUMEHEHUs AaNTEeYHbIMH OPraHU3alMsIMH, HHIUBUAYaJIbHBIMU IPEINPUHUMATEISIMH,
MMEIOIIMMU JIMIEH3HUIO Ha (DapMalleBTHUECKYIO ACSITEIbHOCTD, 8 TAK)KE MPaBUIIa OTITYCKa JIEKAPCTBEHHBIX
MpenapaToB Uil MEIUIIMHCKOTO NMPUMEHEHUS MEAULIMHCKUMH OPraHU3alUsIMH, UMEIOIUMH JHIIEH3UIO
Ha (apMaleBTHUYECKYIO AEATENIbHOCTb, U HMX O0OCOOJEHHBIMH MOJpa3JeIeHUsIMH (aMOyIaTOpHsIMH,
benpamepckuMu U QENIbAIIEPCKO-aKYIIEPCKUMHU  MTYHKTaMH, LEHTpaMu (OTOeNEHHUsIMH) OOmei
BpaueOHOI (ceMeilHOM) MPaKTHUKHU), PACIOJIOKEHHBIMU B CEJIbCKUX HACEIECHHBIX NMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIllT€4YHblE€ OPTaHU3AIMH, YTBEPKAAIOTCS YIOJIHOMOYEHHBIM (pelepalbHbBIM OpPraHOM
MCTIOJIHUTEJBHON BIACTH.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

3. IlpaBuna oTmycka HapKOTHYECKHUX CPEJICTB M ICUXOTPOIHBIX BEUIECTB, 3apPETUCTPUPOBAHHBIX B
Ka4eCcTBE JIEKAPCTBEHHBIX IIPEMapaToB, JIEKAPCTBEHHBIX IIPENapaToB, COJEPXKAIIUX HAPKOTHYECKUE
CpeAcTBa W TICHUXOTPOIHBIC BEIIECTBA, YTBEPXKIAIOTCA YIOJIHOMOYEHHBIM (PeepalbHbIM OpPraHOM
HWCIOJIHUTEIBHOM BJIACTH IO COTJACOBAHHUIO C (be,[[epaJIBHBIM opraHomM HWCIOJTHUTEIBHOMN BJIaCTH,
YIIOJTHOMOYEHHBIM B c(epe BHYTPEHHUX JE.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapcTBeHHbIE IIpemapaTbl Ui BETEPUHAPHOTO NPUMEHEHHUs MOAJEXKAT  OTIYCKY
BCTCPUHAPHBIMH AIITCUHBIMU OpraHu3allussMU, BCTCPUHAPHBIMU OpPraHu3alusaAMU, HWHIAWUBUAYAJIbHBIMH
NpeaAIpUHUMATCIIAMA, HWMCIOINUMU JIMIICH3UIO Ha (bapMaL[eBTI/I‘ICCKYIO JACATCIBHOCTD. OTHyCK
JICKAPCTBEHHBIX IIPENapaToB I BETEPUHAPHOIO IIPUMEHEHHUSA OCYIIECTBIIAEICS B COOTBETCTBHU C
MpaBUJIAMHA  HAJJIEXKAIIECH alTEeYHOM IIPAaKTUKU JICKAPCTBEHHBIX IIPENapaTroB il BETEPUHAPHOIO
NPUMEHEHHUS], YTBEPKACHHBIMU YITOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENBHOMN BIIACTH.

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

5. IlepeueHb MEIUMIMHCKUX OpraHM3allMi, HMEIOUIMX JHMICH3UI0O Ha (apMaleBTUIECKYIO
NeATeNbHOCTh, W WX  000cOONEHHBIX  mojapa3ieneHuil  (amOynatopuid,  (enpamiepckux U
(benpaImepcKko-aKyIepcKuX MyHKTOB, IIEHTPOB (OTAeNeHui) oOIieil BpaueOHOW (CeMeiHOI) MPaKTHKN),
PAcCIIONIOKEHHBIX B CENbCKUX HACEJICHHBIX IMyHKTaX, B KOTOPHIX OTCYTCTBYIOT aNTeuHble OpraHU3aluu, a
TaKXe MepeyeHb JIEKaPCTBEHHBIX MPENapaToB, MPoJaka KOTOPBIX MOXET OCYIIECTBIISATHCS YKa3aHHBIMH
OpraHu3alus MM U  HUX  00OCOOJEHHBIMH  TOJAPA3JCICHUSIMH,  YCTAHABJIMBAIOTCS  OpraHaMu
MCTIOJIHUTENBHOM BiacTu cyosekToB Poccuiickoit @enepanuu.

(B pen. ®enepanbHbIX 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnrteuHesle OpraHu3alMM, WHIMBHUIYyalbHbIE NPEAIPUHUMATENN, HMEIOIIHUE JIMLEH3UI0 Ha
(bapMaIeBTHUECKYI0  JeSITEeIBHOCTh, 00s3aHBl  O0ecreynBaTh  YTBEP)KIACHHBbIM  [IpaBUTEIHCTBOM
Poccuiickoit @enepannu u GOpMUPYEMBIH B YCTAHOBIEHHOM UM TOPSIIKE MUHUMAJIBHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX [T OKa3aHHs MEJUIIMHCKOM MOMOIIIH.

(dactp 6 B pen. @enepanpHoro 3akoHa oT 25.11.2013 N 317-®3)

7. AnTeuHble OpraHM3alll{, WHIUBUAyaJbHBIC MPEINPUHUMATENIH, HMEIOIINE JHUICH3UI0 Ha
(bapMaIeBTHUECKYI0 JIeSTENBbHOCTh, Hapsly C JIGKAPCTBEHHBIMU IIpernaparaMd HUMEIOT MpaBo
npuobperaTh M MpojaBaTb, B TOM YHWCIE AMCTAHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKUE H3ACIHA,
Ne3MH(PULIUPYIOIINUE CPEICTBA, MPEIMEThl M CPEACTBA JIMYHONW TUTHEHBI, MOCYLY UL METUIIMHCKHUX
1eJsieH, IpeaAMETHI U CPECTBa, MPeJHa3HAYCHHbIE I yX0/1a 32 OOJIBHBIMH, HOBOPOXKIEHHBIMHU H JIETHMH,
HE JIOCTHTIIMMHU BO3pacTa TPEX JIET, OUYKOBYIO ONTHKY M CPEJICTBAa yXOJa 3a HEH, MHHEpaJbHbIC BOJBI,
IOPOAYKTHl JIe4eOHOro, JETCKOr0 M JMETUYECKOTO THTaHMs, OHOJOTWYECKH aKTUBHBIC J100aBKH,
napdroMepHble U KOCMETHYECKHE CPEJICTBA, MEIUIIMHCKAE U CAaHUTAPHO-TIPOCBETUTENBHBIC IEYaTHHIE
W3JaHNA, TIPeAHAa3HaYCHHbIE JUIs IPOTIaraH bl 3J0pPOBOT0 00pa3a KU3HHU.

(B pea. @enepanpHbix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. JlesaTenbHOCTh anTeyHbIX opraHu3anmii Boopyxennsix Cun Poccuiickoit ®enepaunu, Ipyrux
BOICK, BOMHCKUX (POPMHPOBAHUI M OPraHoB, B KOTOPBIX 3aKOHOJaTenbcTBOM Poccuiickoin denepannu
NPEIYCMOTPEHO TPOXOXKIACHWE BOEHHOW CIIy)KObl WM (enepaabHOH TOCYAapCTBEHHOHM CIyXOBI,
CBA3AHHOM C IIPABOOXPAHUTEIBHON JEATEIBHOCTBIO, pPErJIaMeHTUpyeTcs HacTtosmuMm denepanbHbIM
3aKOHOM U YTBEPXJACHHBIMU COOTBETCTBYIOIIUMH (peliepalbHBIMU OpraHaMHM HCIOJHUTENBHOM BIacTh
noJioxkeHusIMA. KOHTpoJib 3a COONIOCHMEM YKa3aHHBIMU aNTEYHbBIMH OPraHU3alMsIMU TOJOXKCHUN
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

HaCTOAIICTO (De;[epaJILHoro 3daKOHa OCYIICCTBJIIACTCA COOTBCTCTBYIOUIUMU (bel[epaHLHBIMI/I OopraHamMu

HWCIOJIHUTEIHHOM BIACTH.
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. Yrparun cuny c 1 suBaps 2021 roga. - @enepanbhslii 3akoH ot 03.04.2020 N 105-D3.

Cratba 56. U3rotoBneHue 1 OoTNYCK JyieKapCTBEHHbIX NpenapaToB

Kouncynsranrlntoc: npumedanue.
C 01.03.2023 B u. 1 ct. 56 BHOCsiTCS n3meHeHus (D3 ot 30.12.2021 N 463-D3).

1. M3roTtoBiieHHE JIEKAPCTBEHHBIX IIPENapaToB alTEYHBIMU OpraHU3alMsIMM, BETEPUHAPHBIMHU
anTEeYHbIMM OPraHU3aLUsAMH, WHIMBUAYAJIbHBIMU IPEIINPUHUMATEISAMU, UMEIOIIMMU JIMLIEH3UIO Ha
(bapMaIeBTHUECKYIO JEeSTEIbHOCTh, OCYIIECTBIISIETCS MO peLenTaM Ha JIEKapCTBEHHBIE Mpenapartsl, 110
TpeOOBaHUAM MEIUIIMHCKUX OpPraHU3allfii, BETEPUHAPHBIX OPraHU3alli B COOTBETCTBUH C MPABUIAMU
U3TOTOBJICHUS M  OTIYyCKA JIEKAPCTBEHHBIX IIPENApaToOB, YTBEP)KICHHBIMU  YIIOJHOMOYECHHBIM
(benepaabHBIM OPraHOM UCTIOJIHUTENFHON BIACTH.

2. Ilpu M3rOTOBJICHUH JIEKAPCTBEHHBIX MPEMAapaToOB alTEUYHBIMU OPraHU3alUsIMU, BETEPUHAPHBIMU
alTeYHBIMU OPraHU3aLUsIMUA, HHIAUBUIYAIbHBIMU IPEANPUHUMATEIAMH, WUMCEIOLIIMMH JIMLEH3UK Ha
(dapMaleBTHUECKYIO JESITeNbHOCTh, HCIONB3YIOTCS (apMaleBTUYECKUE CYOCTaHIIUU, BKIIIOUEHHBIC
COOTBETCTBEHHO B TOCYJAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB ISl MEIULIMHCKOTO MTPUMEHEHUS U
FOCYJIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB JJII BETEPUHAPHOTO NMPUMEHEHHUS B YCTAHOBJIECHHOM
nopsanke. He nomyckaercss M3rOTOBJIEHUME ANTEYHBIMU OPraHU3alMsAMH, BETEPUHAPHBIMM ANTECYHBIMU
OpraHu3alusIMU, VHJIMBUIyAIbHBIMU MpeaIpUHUMATESMH, AMEIOLIUMH JIALIEH3UIO Ha
(bapMaleBTHUECKYIO JESITeNbHOCTh, JIGKAPCTBEHHBIX MPENapaToB, 3aperucTpUpoBaHHBIX B Poccuiickoii
denepanuu.

3. MapkupoBKka J€KapCTBEHHBIX IIpENapaToB, M3TOTOBJIEHHBIX AaNTEYHBIMH OpraHHU3alUsIMMU,
BETCPUHAPHBIMU AIITEYHBIMM OpPraHU3aALMAMHU, UHAWBUIAYAIbHBIMU IPEAIPUHUMATEISIMU, UMEIOIIUMU
JUIEH3UI0 Ha (apMaleBTHUYECKYIO0 JeSTeNbHOCTh, W O(GOPMIIEHHE TaKUX MPENapaToB IOJKHBI
COOTBETCTBOBATH IPAaBUJIAM, YKa3aHHBIM B 4aCTH | HACTOALIEHN CTAaThU.

4. AnTeuyHble OpraHu3allMM, BETEPUHAPHBIE aNTEYHblE OpraHMU3alMM, HWHAUBUAYAJIbHBIC
IpEINPUHIMATENH, UMEIOIUE JIMIEH3UIO Ha (papMalleBTUYECKYIO IeATeIbHOCTh, HECYT OTBETCTBEHHOCTD
32 HEeCcOOJIOZICHNE TMpaBWJI M3TOTOBJICHUS M OTIyCKa JIEKAPCTBEHHBIX INpPENapaToB B COOTBETCTBHH C
3aKkoHoAarenbcTBOM Pocculickoit denepanuu.

Cratba 57. 3anpeweHue npoaaxu danbcnuumpoBaHHbIX JleKapCTBEHHbIX
CpeAacTs, HeAOoOpOKaYeCTBEHHbIX  JIeKAPCTBEHHbIX  CPeAcCTs, KOHTpadaKTHbIX
NeKapCTBEHHbIX CPeaAcTB

[Tponaxa ¢anbcupUINPOBAHHBIX JEKAPCTBEHHBIX CPEICTB, HETOOPOKAUECTBEHHBIX JICKAPCTBEHHBIX
CpeACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aIPEIIACTCS.

Ctatbsa 58. XpaHeHMe nekapCTBEHHbIX CpeacTB
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

1. XpaHeHue JI€KapCTBEHHBIX CpPEICTB OCYLIECTBIISIETCS IPOU3BOJUTENSMHU JIEKAPCTBEHHBIX
CpPEIACTB, OpraHU3alUsMU  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMU  CPEACTBAMM,  ANTEUHBIMU
OpraHu3alusIMy, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alusaIMH, UHAUBUYaJIbHBIMU
NpEINPUHUMATEISIMHA, UMEIOIIUMH JIMIEH3UIO Ha (papMalleBTUUECKYIO AEATEIbHOCTh WJIHM JIUIICH3HUIO Ha
MEIUIMHCKYIO AESITEIbHOCTb, MEAMIMHCKUMM OpraHU3alUsAMH, BETEPUHAPHBIMU OPTraHU3ALMSIMHU M
WHBIMH  OpPTraHU3alMsIMU, OCYLISCTBISIOIMIMMU OOpalieHHe JIEKAPCTBEHHBIX CPEACTB. XpaHEHHE
JIEKapCTBEHHBIX CPEACTB JJIs BETEPUHAPHOIO NPUMEHEHHUs OpPraHU3alUsSMU U HHIAUBUAYAJIbHBIMU
NpEeANIPUHUMATENSIMA B CIIydasiX, €CIM OHM HCIOJIB3YIOTCS HUCKJIIOYMTEIBHO IIPpU Ppa3BEACHUM,
BBIPAIIMBAHUH, COJICPKAHUH U JICUCHUH KUBOTHBIX, MOXKET OCYIIECTBIATHCA 0€3 MOJY4EHUS JHMIEH3UN
Ha (apMareBTUYECKYIO IeATEIbHOCTb.

(B pen. denepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuna  XpaHEHHMs  JIGKAPCTBEHHBIX  CPEACTB  YTBEPKAAIOTCS  COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (pesiepalibHbIM OPraHOM UCIIOJIHUTEIBHOM BIACTH.

3. XpaHeHHe HAapKOTUUYECKUX JIEKAPCTBEHHBIX CPENCTB, NICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB,
panuodapManeBTUYeCKUX  JICKAPCTBEHHBIX  CPEICTB  OCYIIECTBISIETCSS B COOTBETCTBHU  C
3aKkoHoAarenbcTBOM Pocculickoit @enepanuu.

Ctatba 58.1. lpeaMeTHO-KONMMYECTBEHHbIA Y4YeT JieKapCTBEeHHbIX CpeacTtB Ans
MeAULMUHCKOro NnpMMmeHeHus
(BBeneHa denepasibHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TIlepeueHb JEKapCTBEHHBIX CPEACTB Ul MEOUIMHCKOTO IMPUMEHEHMs, MOAJIEKAIIUX
MPEIMETHO-KOJIMYECTBEHHOMY ~ YY€Ty, YTBEPXKIAeTCs YIOJHOMOYEHHBIM (hefepaabHbIM OpPraHOM
UCIIOJIHUTEIBHON BIIACTH.

2. HOpHZ[OK BKIIFOUCHUS JICKAPCTBCHHLIX CPCACTB UIA MCIAUIMHCKOIO IMPUMCHCHUA B NCPCUCHD
JICKAPCTBCHHBIX CPCACTB JIA MCAUIIMHCKOIO MPUMCHCHHA, MOMJICKAIUX MPEAMCTHO-KOJINICCTBCHHOMY
y4yeTy, YCTaHaBIUBACTCA YIOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCIOJHUTEIBHON BIACTH TIO
COTJIACOBAHUIO C (hefepalbHBIM OPraHoM HCIIOJHUTEIBHOM BIACTH, YIIOJIHOMOYEHHBIM B cdepe
BHYTPEHHHUX JEIL.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. IlpeAMETHO-KOJNYECTBEHHBIN y4eT JIEKAPCTBEHHBIX CPEIACTB Ul MEIULUHCKOIO IPUMEHEHHUS
BEIYT IPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB, OPraHU3alMy OITOBOM TOPIOBIMU JIEKAPCTBECHHBIMU
CPEICTBAMH, ANTEUHbIE OPraHMU3aLUU, WHAUBUAYAJIbHBIC NPEAIPUHUMATEIN, UMEIOIIME JULEH3UIO Ha
(bapMareBTHUECKYIO0 JAEATENIbHOCTh WM JIMIIEH3MI0O Ha MEIUIUHCKYIO JIEeATeNbHOCTh, U MEIUIIMHCKUE
OpraHu3alluy, OCYIIECTBISAIOMNE 0OpalleHle JIEKapCTBEHHBIX CPEJCTB IS MEUIIMHCKOTO IPUMEHEHUS,
MyTEM PETUCTPAIMU JIOOBIX CBS3aHHBIX C UX OOpallleHHEeM OIepanuii, Ipu KOTOPHIX HM3MEHSAETCS HX
KOJIMYECTBO U (MJIM) COCTOSIHUE, B CIICIUANIBHBIX )KYPHAJIaX ydeTa ONepalui, CBI3aHHBIX C 0OpaleHueM
JIEKaPCTBEHHBIX CPENICTB Ul MEIULIMHCKOTO PUMEHEHUS (JlaJiee - CIIEUaIbHbIE KYPHAJIBI).

4. TlpaBwia perucTpalnuy OIepalui, CBS3aHHBIX C OOpalIeHHEeM JICKapCTBEHHBIX CPEACTB JUIA
MEIULUHCKOIO IPUMEHEHUS, BKIIOUYEHHBIX B IIEPEUEHb JIEKAPCTBEHHBIX CPEACTB Ul MEAUIIMHCKOIO
IIPUMEHEHUS], MTOIJIEKAUX IIPEIMETHO-KOJINYECTBEHHOMY Y4€TY, B CIIELUAIIBHBIX XypHalax U IpaBuia
BEJCHUS W XpaHEHUs CHEUMAIbHBIX JKYPHAJIOB YTBEP)KIAIOTCS YIIOJHOMOYECHHBIM (heepaabHbIM
OpPraHOM MCIIOJIHUTEIILHOM BJIACTH.
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

5. KouTponb 3a COOMIOJCHHEM TMpaBWJI PETUCTPAIMM OMNEpaldii, CBSI3aHHBIX C OOpalleHUuEeM
JIEKAPCTBEHHBIX CPEACTB Ul MEIULMHCKOIO IPUMEHEHUS, BKIIOYEHHBIX B IIEPEYEHBb JIEKAPCTBEHHBIX
CPEICTB Ui MEIULUHCKOIO IPUMEHEHUS, IOUICKAIUX IPEIMETHO-KOJIUYECTBEHHOMY Y4YeTy, B
CIELUANbHBIX KYpHAlax, a TaKkKe 3a COOJIOJEHHEM TpaBWJI BEICHUS M XPAaHEHHS CIEHUAIBHBIX
’KYPHAJIOB BO3JIaraeTcsi Ha yIMOJHOMOYEHHBIE (eiepaibHbIe OpraHbl HCIIOJHUTEIBHON BIACTH U OpraHbl
UCTIOJIHUTENBHOM BiacTH CcyObeKkToB Poccuiickoit Denepanuu, OCyHIECTBISIOMINE JUICH3UPOBAHUE
MPOU3BOJICTBA  JIEKAPCTBEHHBIX  CPEACTB, (apMaIeBTHUECKOW JEATENIBHOCTH M MEAUIUHCKON
JEATENBHOCTH, U OCYILIECTBIECTCA B PAMKAX JIMIIEH3UOHHOTO KOHTPOJIA.

Maesa 11. YHUMTOXEHUE JIEKAPCTBEHHbIX CPEOCTB
Cratbsa 59. OcHOBaHUA U NOPAAOK YHUYTOXEHUS fIeKapCTBEHHbIX CpeacTB

1. HenoOpokadecTBEHHBIE JIEKAPCTBEHHBIE CPEICTBa, (anbcu(UIIMPOBAHHbBIE JIEKAPCTBEHHBIC
CpeAcTBa TMOAJEKAT U3BATHIO M3 OOpalleHWs W YHUYTOKEHHIO B TIOPSJKE, YCTAaHOBICHHOM
IIpaButensctBoM Poccuiickoit @enepanuu. OcCHOBaHMEM JUIsl YHUUYTOXKEHUS JIEKAPCTBEHHBIX CPEICTB
ABJIAETCS  pElIEHHE  BJAJENIblla  JIEKAPCTBEHHBIX  CPEICTB,  PEIIEHHE  COOTBETCTBYIOLIETO
YIIOJIHOMOYEHHOTO (heZiepaibHOro OpraHa UCTIOJHUTEIbLHON BIACTH WM PELICHHE CYya.

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

2. KonrtpadakTHble JeKapCTBEHHbIE CPEACTBA MOJICKAT U3BATUIO U3 OOpAIICHHUSI U YHUUYTOXKCHUIO
no pemeHuio cyga. [1opsaaok yHHYTOXKeHUs: KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPEJICTB YCTAHABIMBACTCS
IIpaBurensctBoM Poccuniickoit denepanun.

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

3. Pacxonpl, CcBsf3aHHBIE C YHHUYTOXXKEHHEM KOHTpPA(akTHBIX JIEKAPCTBEHHBIX CPEJCTB,
HE0OPOKAUECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (pambcu(pUIMpOBaHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEUIAIOTCS UX BIIAJEIBLEM.

4. Bnagener| JeKapCTBEHHBIX CPEICTB JOJDKEH MPEACTaBUTh B YIIOJIHOMOYEHHBIN (enepanbHbII
OpraH MCIHOJIHUTEIBHOM BJIACTU JOKYMEHT WIIU 3aBEPEHHYI0 B YCTAHOBIIEHHOM IIOPSIKE €r0 KOIIHIO,
MOATBEpXKAatoIIHe (DaKT YHHUTOXKEHHS JIEKAPCTBEHHBIX CPECTB.

5. CoOTBETCTBYIOIIMK YIIOJHOMOYEHHBIH (efepaibHblii  OpraH HCIOJHUTEIHHON BJIACTH,
NPUHSABLIMKM pemieHre 00 YHUYTOXXKEHUH JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIET KOHTPOJb 3a MX
YHUUYTOKEHHUEM.

6. VYHUUYTOXEHHE JICKAPCTBEHHBIX CPEJICTB MNPOU3BOIUTCS OpraHU3alMiIMU, HMEIOIIUMH
COOTBETCTBYIOIIYIO JIMLIEH3UIO, Ha CIIEIIUAIbHO 000PYAOBAaHHBIX IJIOLIA/IKAX, TOJUTOHAX U B CHEIIHATBHO
00OpYZOBaHHBIX MOMEIIEHUSAX ¢ COOMOICHHEM TpeOOBaHUN B 00JaCTH OXpaHbl OKPYKAIOIIEH cpenbl B
COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon @enepanuu.

7. HapxoTtuueckue JIEKapCTBEHHBIE CpPEIACTBA, IICHUXOTPOIHBIC JIEKAPCTBEHHBIE CPEICTBA,
panuodapmaneBTUYeCKue  JIGKAPCTBEHHBIE  CPEJCTBA  YHUYTOXKAIOTCA B COOTBETCTBUH  C
3aKkoHoAarenbcTBOM Pocculickoit @enepanuu.

Mnaesa 12. TOCYAAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHBbIE MNMPEMNAPATbI ANnA MEAULUMHCKOIo NPUMEHEHUA
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

Cratba 60. NlocynapcTBeHHOE perynupoBaHue LEeH Ha JfieKapCTBEHHble npenapartbl
Ans MeAULMHCKOro NpMMeHeHus

1. FOC}/,Z[apCTBCHHOC peryjmpoBaHuC HICH Ha JICKAPCTBCHHBLIC IMPCIapaTbl A MCIUIHUHCKOIO
MPUMEHEHHSI OCYILECTBIISCTCS TOCPEACTBOM:
(B pen. ®enepanbHOro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnenus [lpaBurensctBom Poccuiickoit deneparuu nepedyns >KM3HEHHO HEOOXOIUMBIX U
BOXHEWIINX JICKAPCTBEHHBIX IMPENaparoB, KOTOPbIM (opMupyercs M He pexe OIHOro paza B Toj
[IEPECMaTPUBACTCA B YCTAHOBJICHHOM UM IIOPSAJKE HAa OCHOBE KOMIUIEKCHOM OLIEHKM JIEKAPCTBEHHBIX
IpernapaTroB, BKIOYas aHajdM3 CBEJCHUH O CPAaBHUTENBHON KIMHUYECKOH dS(P(GEKTUBHOCTH U
0€30MaCHOCTH  JIEKapCTBEHHOTO CPEJCTBA, OLEHKY OSKOHOMHUYECKMX TMOCIEACTBHIA TNPUMEHEHUS
JIEKAPCTBEHHOI'O0 CPEACTBA M M3Y4YCHHUE JOIOJIHUTEIBHBIX IIOCICACTBUN IPUMEHEHUS JIEKAPCTBEHHOIO
CPEICTBA;

(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBEpXKIEHUS METOIUKM pacyeTa TMpelelbHBIX OTIMYCKHBIX II€H MPOU3BOJUTENCH Ha
JIEKapCTBCHHBIE TIPErapaThl, BKIIOYCHHBIE B IMEpPEUCHb KU3HEHHO HEOOXOMUMBIX M BaKHEHIIHX
JIEKapCTBEHHBIX MPEMapaToB, a TaKKe BHEAPEHUS MEXaHU3MOB (DOPMUPOBAHHS CUCTEMBI pedepeHTHBIX
LCH;

(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

3) TrocynapCTBEHHON perucTpaluu IpeaeibHbIX OTIIYCKHBIX ILIEH IPOMU3BOJIUTENIEH Ha
JICKAPCTBCHHBIC IMPCIIapaThbl, BKJIOUYCHHBIC B TMCPCUCHL KXU3HCHHO HCOGXOZ[I/IMBIX M BaXXHEHUITUX
JIEKapCTBEHHBIX MIPENapaToB;

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BeneHUs TOCYAApCTBEHHOIO peecTpa MPEAENIbHbIX OTIYCKHBIX IIEH IPOU3BOJIUTENIECH Ha
JICKApCTBEHHBIE IIperaparhbl, BKIIOYEHHBIE B IMEPEYCHb HKU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IIPEIAPATOB;

5) yTIBEepXKIOCHHMS METOJAWKH YCTAaHOBJIGHHS OpraHaMH HCIIOJHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoit ®eneparin NpeAeNbHBIX pa3MEpOB ONTOBBIX HAA0aBOK U MPEICTbHBIX pPa3MEpoB
PO3HMYHBIX HaN0aBOK K (DAaKTHUECKUM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIpENapaToB, Ha JICKAPCTBEHHBIC IIPENapaThl, BKIIOYEHHBIE B IIEPEYEHb KU3HCHHO
HEOOXOAMMBIX M BaXHEHIIIHNX JIEKAPCTBEHHBIX MTPENAapaToB;

6) yCTaHOBIJICHUS MPENENbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPENEbHBIX pa3MEPOB PO3ZHUYHBIX
Ha/10aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBJICHHBIM IPOU3BOIAMUTEISIMU JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKAPCTBEHHBIE MpPENapaThl, BKIIOYCHHBIE B IMEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M
BAKHEUILNX JICKAPCTBEHHBIX [IPENAapaToB;

7) yTBEep:KACHUS TOPSJKA BBIIAYM MPEINUCAHUA OpraHaM HCIOJTHUTEIHHOW BIIACTH CYOBEKTOB
Poccuiickoit deaepanuu 0 NpUBEICHUN B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickoii denepanmu
penieHnii 00 yCTAaHOBJICHMM MPEACNbHBIX Pa3MEpPOB ONTOBBIX HAA0ABOK M TPEICIBHBIX pPa3MepoB
PO3HUYHBIX HaA0aBOK K (PAKTHUECKUM OTHYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
JICKapCTBEHHBIX IPENApaTOB, HA JIEKAPCTBEHHBIC IIPENApPAThl, BKIIOUEHHBIE B IIE€PEUYEHb KU3ZHEHHO
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

HEOOXOJMMBIX W BaXXHEWIIMX JIEKAPCTBEHHBIX IIPENapaToB, €CIM OHMU MPHHATHI C HapyIICHUEM
3akoHomarenscTBa Poccuiickon @enepannu, B nopsiake, ycraHoBieHHOM [IpaBurensctBoM Poccuiickoi
denepauuu;

8) HampaBiIeHUs YIOJHOMOYEHHBIM (pefiepaibHbIM OPraHOM HCIOJHMUTEIBHOM BIIACTH OpraHam
UCTIOJIHUTENBHOM BiacTu cyObekToB Poccuiickoit ®exepauuu NpeAnucaHWii O TMPHUBEICHUU B
COOTBETCTBHE C  3aKOHOJATenbCTBOM  Poccuiickonn  @exepanuyu NPHUHATBIX € HapYLICHUEM
3akoHoaTenbcTBa Poccuiickoit depepannu perieHnii 00 yCTaHOBJICHUH MPEAETbHBIX Pa3MEpOB ONTOBBIX
Ha/J0aBOK M MpPENENIbHBIX pa3MEpOB PO3HUYHBIX HaJ0ABOK K II€HAM Ha JICKAPCTBEHHBIE IPENaparThl,
BKJIIOYECHHBIE B IEPEUEHB )KU3HEHHO HEOOXOAMMBIX U BKHEHUIIINX JIEKAPCTBEHHBIX MTPETapaToB;

9) ocymiecTBieHHs (eepatbHOTO TOCyIapCTBEHHOTO HaA30pa B cepe oOparieHus IeKapCTBEHHBIX
CPEACTB M PErMOHAJIbHOIO TOCYIAapPCTBEHHOIO KOHTPOJIS 3a NPUMEHEHUEM LIEH Ha JIEKAPCTBEHHBIE
Ipernaparbl COOTBETCTBEHHO YNOJHOMOYEHHBIMU (pe/lepalbHBIMU OpraHaMH UCIIOJHUTENBHONW BIACTU H
OpraHaM¥ HCHOJHHUTENBbHOW BiacTu cyObekToB Poccuiickoit @enepanui coriacHO MX KOMIIETEHIMU B
nopsjake, ycranosjaeHHoM [IpasurensctBoM Poccuiickoit denepannu;

(. 9 B pen. @enepanbHoro 3akoHa oT 25.06.2012 N 93-D3)

10) mnpumeHeHMsT TPEIyCMOTPEHHBIX 3aKOHOIATENbCTBOM  Poccuiickont ®@exepanuu  Mep
OTBETCTBEHHOCTH 3a HapylleHHEe TMOpsJIKa IeHOOOpa3oBaHUS Ha JIEKAPCTBEHHBbIE Ipenaparsl,
BKJIIOYCHHBIE B NIEPEUCHB )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIIHMX JIEKAPCTBEHHBIX MIPETapaToB.

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

2. B ycinoBusX upe3BbIYAHON CUTyallMuM M (WJIM) NPU BO3HUKHOBEHHH YI'PO3bl PaclpOCTpaHEHUS
3a00JIeBaHMs, MPEICTABIISAIONIETO OMACHOCTh U OKPYKAIOIIUX, a TaKkKe B Clydae, €ClIM B TEYEHHUE
TPUJLATH KaJEHIApPHBIX JIHEW mnocie npuHsatusa [IpaBurensctBom Poccuiickont denepanuu pemieHus o
[IPOBEJACHUU MOHUTOPUHIA PO3HUYHBIX L[EH HA JICKAPCTBEHHBIE MIPENApaThl, HE BKIIOYEHHBIC B IIEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IpEMapaToB, Ha TEPPUTOPHUSAX CYOBEKTOB
Poccniickoit @enepanyy BbISABICH POCT PO3HUYHBIX LIEH HAa yKa3aHHbIC JICKAPCTBEHHBIC IIperapaTsl Ha
TpUILATh MPOLEeHTOB U Oojee, [IpaBuTtenscTBO Poccuiickoit @enepaliuu BlpaBe YCTAaHOBUTD MPeICIbHbIC
OTIIyCKHBIC LICHBI ITPOM3BOAUTEIICH HAa YKa3aHHBIC JICKAPCTBEHHBIE IIpEnaparsl, NPEACIIbHBIE Pa3MeEpbl
ONTOBBIX HAJI0ABOK U IpeNeNIbHbIE pa3Mepbl PO3HUYHBIX HAJA0aBOK K (PAKTUYECKHM OTIYCKHBIM IIEHAM
IIPOU3BOIUTENCH HA yKa3aHHBIC JIEKAPCTBEHHbIE IIpenaparsl. [lepeueHsb JeKapCTBEHHBIX IIPENapaToB, HE
BKJIIOYCHHBIX B MEPEUYECHb >KU3HEHHO HEOOXOJMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX IpErnapaTroB, U
MOPSIIOK ero popmupoBanus onpeaenstorcs [IpaBurensctBoM Poccuiickoit denepanuu.

(uactsp 2 BBeneHa DenepanbHbIM 3ak0HOM OT 26.03.2020 N 67-D3)

3. B TedeHue NeBAHOCTA KaJE€HIApHBIX JHEH co AHs yrBepxkaeHus [IpaButensctBoM Poccuiickoit
@denepanyy NepeyHs, YKa3aHHOTO B YaCTH 2 HACTOSLIEH CTAaTh, HE JIOIYCKAIOTCS peaau3alus U OTIYCK
BKJIIOYCHHBIX B HETO JICKAPCTBEHHBIX MPENAPATOB II0 LI€HAM, IPEBBIIIAIOIIUM [IPEAECIbHBIE OTIIYCKHBIC
LIEHbl MPOU3BOAMUTENICH HA YKAa3aHHBIC JIEKAPCTBEHHBIE IIpenaparsl, IPENEIbHBIE pa3MeEpPbl ONTOBBIX
Ha/J0aBOK M TpeAeTbHbIE pa3Mepbl PO3HUYHBIX HAA0aBOK K (DaKTHUECKHMM OTIYCKHBIM ILI€HaM
NPOU3BOUTENICH HA YyKa3aHHbIE JICKApPCTBEHHBIC IperapaTrbl C y4eToM Hajora Ha J00aBIICHHYIO
CTOMMOCTb.

(uactp 3 BBeneHa DenepanbHbIM 3ak0HOM OT 26.03.2020 N 67-D3)

Kouncynsranrlntoc: npumedanue.
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

3apeructpupoBanaeie 10 07.06.2019 mnpenenbHble OTIMYCKHBIE IEHBI MMOMJIEKAT O0O0S3aTENBHOM
nepepeructpauu B 2019 - 2020 rogax B cootBercTBUM €O CcT. 2 @3 01 06.06.2019 N 134-D3.

Ctatba 61. locypapcTBeHHas peructpauusi v nepeperucTpaums npeaenbHbIX
OTNYCKHbIX LIeH npou3BoAUTENed Ha JeKapCTBeHHble npenapartbl, BKIIOYEHHble B
nepe4veHb XU3HEHHO HEOOXOAUMbIX U BaXXHEMLUMX NeKapCTBEHHbIX NpenapaTtos

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHasi OTIyCKHasl II€HA IPOU3BOJIMTENS Ha JIEKAPCTBEHHBIM Ipenapar, BKIIOYEHHBIH B
NEepeYeHb JKU3HEHHO HEOOXOAMMBIX M BAKHEHIIMX JIGKAPCTBEHHBIX IMPENapaToB, MOJUICKUT
rOCYAApCTBEHHOM PETUCTpaLUU B NOPsAKE, ycTaHOBIEHHOM [IpaBurensctBoM Pocculickon denepanuy,
Ha OCHOBaHMM NPEICTABICHHOTO B YINOJHOMOYEHHBIN (eaepanbHbli OpraH HCHOJHHUTEIBHON BIACTH
3asBJICHUS JIepKaTelld WU BIAJACIbLA PErMCTPALIMOHHOIO YIOCTOBEPEHUs JIEKAPCTBEHHOIO IIperapara
(YIOJIHOMOUYEHHOI'O UM JIMLIA).

2. 3aperucTpupoBaHHas MpeleiibHas OTIYCKHAas II€HAa IMPOU3BOJAUTENS Ha JIEKapCTBEHHBIN
mpernapar, BKIIOYCHHBIH B TEPEYCHb JKU3HEHHO HEOOXOJMMBIX U BaXHEWIIMX JIEKAPCTBEHHBIX
MPEerapaToB, MOKET ObITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIHMUEHUS OJUH pa3 B KaJCHIAPHOM IOy
Ha OCHOBAHUU TMPEJICTABIEHHOTO B YIOJHOMOYEHHBIH (heiepaibHbIil OpraH HCIIOJHUTEIBHOM BiIacTh 10 1
OKTSIOpST KaXJIOro Troja 3asBJICHUS AEp)KaTells WM BIAJENblla PEruCTPAlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IpenapaTa (ynoJIHOMOYEHHOTO UM JIULA).

3. 3apeructpupoBaHHas TIpeAEiIbHAs OTIYCKHAs I[€HAa IPOU3BOAMTENS HaA JIEKApCTBEHHBIN
mpernapar, BKIIOYCHHBIH B TMEPEYCHb JKU3HEHHO HEOOXOJMMBIX U BaXHEWIIMX JIEKAPCTBEHHBIX
MPerapaToB, MOXKET OBITh MEPEPErucTPUPOBAaHA B CTOPOHY CHMIKEHUS Ha OCHOBAHUU IMPEICTABICHHOTO B
YIIOJTHOMOYEHHBIN (heaepanbHblii OpraH MCIOJHUTEIBHOM BIACTH 3asBJICHUS JEpiKaTels WM BIaAeiblia
PETUCTPALIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOT O Ipernapara (ynoJJHOMOUEHHOTO UM JIUIA).

4. Jlepxatenp WM BiaJelell PErMCTPALMOHHOIO YJOCTOBEPEHMS JIEKApCTBEHHOTO IIperapara
(ynomHoOMOuYeHHOE UM JIMIO) O0O0s3aH TMpPEACTaBUTh B YIOJHOMOYEHHBIM (QenepanbHblii  opraH
HCIIOJIHUTENILHON BJIACTH 3asBJICHUE O NEPEPETUCTPALUU 3aPETUCTPUPOBAHHON IIPENEIBHON OTIIYCKHOMN
LIEHBI TPOU3BOAUTEIIS HA JIGKAPCTBEHHBIN MperapaT, BKIIOYESHHBIH B EPEYCHb KU3HEHHO HE0OXO0AUMBIX
U BOXHEHMILNX JIEKAPCTBEHHBIX IIPENApaToB, B CTOPOHY CHU)KEHMSI B CIEAYIOIINX CIIyqasX:

1) cHMKEeHuE LIeHbl B NHOCTPAHHOW BaJIIOTE HA JIEKAPCTBEHHBIN Mpenapar B CTPaHE MPOU3BOIUTEINS
n (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIM IpemnapaT 3aperucTpUpoBaH M (WMIM) B KOTOpbIE
MIOCTABJISIETCS IPOU3BOJUTENEM;

2) cHIKEHHE IIeH Ha peQepeHTHbIe JIEKAPCTBEHHBIE MpenapaThl B COOTBETCTBUU C IYHKTOM |
HAcTOsIIEeH YacTH (U1 COOTBETCTBYIOIIMX BOCHPOU3BEACHHBIX, OHOAHAIOTOBBIX (OHOMOJOOHBIX)
JIEKapCTBEHHBIX IIPENAPATOB);

3) mpeBbIlICHHE MPENeNbHON OTIMYCKHOM LIEHBI Ha MEPBBIA BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIH
(Omomom0OHBIN) JIEKAPCTBEHHBIN IMpernapaT WHOCTPAHHOTO MPOU3BOJACTBA HAJ MPENeNbHOW OTITYCKHON
[IEHOW MPOU3BOAUTENS HA BTOPOI BOCIIPOU3BEICHHBIN, OMOaHAIOTOBEIN (OMOTIOIOOHBIN) TeKapCTBECHHBIH
rpenapar, pacCUMTaHHOW B COOTBETCTBUM C METOAMKOM, yrBep:kaeHHoU IIpaBurensctBom Poccuiickoi
®enepanny;
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

4) mpeBbIILIEHUE TPENeIbHOM OTIYCKHOM IIEHbI Ha TEpBbI BOCIPOU3BEICHHBIN, OMOaHAIOTOBBII
(OmomomoOHBIN) JIEKApCTBEHHBIA Mpenapar NpOU3BOIUTENS TocyaapcTBa - uieHa EBpasuiickoro
SKOHOMHYECKOIO COK3a HaJ IMPEAEIbHOM  OTIYCKHOM LIEHOM IPOM3BOJAUTENS Ha  BTOPOM
BOCIPOU3BEICHHBIN, OMOaHaNOroBblii (OMOMOMOOHBIN) JIEKAPCTBEHHBIH Mpernapar MPOU3BOIUTENS
rocygapcrsa - ujaeHa EBpasMHCKOro 5KOHOMHUYECKOTO COK03a, PACCUUTAHHOM B COOTBETCTBUU C
METOUKOH, yrBepxkaeHHOM [IpaButensctBoM Poccuiickoit @enepannu.

5. Ilopsnok nepeperucTpanuy 3aperuCTpUPOBaHHBIX IIPEAEIbHBIX OTIIYCKHBIX LIEH IIPOU3BOIUTENCH
Ha JICKApCTBEHHBIC MpENapaThl, BKIIOYCHHBIE B IEpPEUCHb KU3HEHHO HEOOXOJMMBIX W BaXHEHIIMX
JIEKapCTBEHHBIX IIPENapaToB, B CIydasX, IPEIYyCMOTPEHHBIX 4YacTAMHU 2 - 4 HACTOALIEH CTaThy,
ycranasinusaercs [IpasurensctBom Poccuiickoit @enepanuu.

6. DKOHOMMYECKUH aHaIU3 IMPEAEIbHOW OTIYCKHOW ILIEHbI IIPOM3BOJIUTEINS Ha JIEKApCTBEHHBIN
mpernapar, BKIIOYCHHBIH B TMEPEYCHb JKU3HEHHO HEOOXOJMMBIX U BaXHEWIIMX JIEKAPCTBEHHBIX
IIpernapaToB, IpU €€ TOCYAAPCTBEHHOM PpErucTpaluy WIM [EPEPErucTpaluy  OCYLIECTBIISIETCA
(benepanbHBIM OpPraHOM HCHOJHHUTEIBHOM BIIACTH, OCYIIECTBIISIOUIMM (YHKIUH IO MPUHATHIO
HOPMAaTHUBHBIX IIPaBOBBIX AaKTOB M KOHTPOJIO 32 COOJIOJEHHEM 3aKOHOJATeNbCcTBA B  cdepe
rOCyJapCTBEHHOTO PEryJupoBaHus 1IeH (TapudoB) Ha TOBApHI (YCIyTH).

7. Pacder mpenenbHbIX OTIIYCKHBIX II€H, yKa3aHHBIX B 4HacTsaX | W 2 HacTosAUIed cTaThH, MPU UX
rOCYAApCTBEHHON PETMCTPALMU WIH MEPEPEruCTPALUUA OCYIIECTBISAETCS B COOTBETCTBUU C METOJUKOM,
yrBepxkacHHOU [IpaBurensctBoM Poccniickon denepanuu U yYUTHIBAIOIIEH B TOM YUCIIE:

1) coOmonenne GanaHca MHTEPECOB MOTPEOHUTENEH JIEKAPCTBEHHBIX MpENapaToB, BKIIOUYEHHBIX B
NEepeYeHb XU3HEHHO HEOOXOIMMBIX M BAXHEUIINX JICKApPCTBEHHBIX IPENapaTtoB, M IMPOU3BOAUTENCH
JICKApCTBEHHBIX MPENapaTroB, BKIIOUYEHHBIX B IEPEYCHb J>KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MIPENapaToB;

2) hakTHUecKyro OTIYCKHYIO IIEHY Ha JIEKapCTBEHHbIe npenapartsl B Poccuiickoit @enepanuu, eHy
BBO3a JIEKApCTBEHHBIX MpenapaTtoB B Poccuiickyro Penepauuro, a TakXKe LEHbBl HAa AHAJIOTUYHBIE
JIeKapCTBEHHBIE TIPerapaThl, Haxoasmuecs B oopamieHnu B Poccuiickoit deneparuu;

3) 3arpaThl IPOW3BOJAUTENS JIEKAPCTBEHHOIO IIpernapaTa Ha IPOM3BOACTBO U PEATU3ALHUIO
JIEKapCTBEHHOI'O MIpenapara;

4) neHy Ha JIEKapCTBEHHBIH IIpenapaT, €ro IeHy B CTpaHe MPOU3BOAUTENS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIN IIpenapar 3aperucTpUpOBaH U (UJIM) B KOTOPBIE TOCTABIISIETCS TPOU3BOIUTEIIEM.

8. He momyckarotcs peanusanusi ¥ OTIYCK JEKAPCTBEHHBIX MPENapaTroB, BKIIOYCHHBIX B IEPEUYCHb
KU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JICKAPCTBEHHBIX IMPENapaToB, Ha KOTOPHIE MPOU3BOAUTEISIMU
JEKapCTBEHHBIX IMPEMapaTOB HE 3aperUCTpUpPOBAHA TPENENbHAs OTIYCKHAs IICHa, peau3allus
MIPOU3BOIUTENSIMUA JIEKAPCTBEHHBIX MPENapaTroB MO II€HaM, MPEBHIIIAOIINM 3aperuCTPUPOBAHHBIC WITH
MepepEruCTPUPOBAHHBIC TIPEICIbHBIC OTITYCKHBIC I[EHBI HA JIEKAPCTBEHHBIE MPENapaThl C YUETOM Halora
Ha J00aBJICHHYIO CTOUMOCTb.

9. Oco0eHHOCTH rOCyIapCTBEHHOTO PETYITMPOBAHUS MPEIEIbHBIX OTITYCKHBIX 1IEH MPOU3BOIUTENCH
Ha JICKApCTBEHHBIC MpENapaThl, BKIIOUCHHBIC B IEpEUeHb KU3HEHHO HEOOXOJMMBIX W BaXHEHIIMX
JIEKapCTBEHHBIX IIPENapaToB, B 3aBUCUMOCTH OT SKOHOMMUYECKUX U (WJIM) COLMAIBHBIX KPUTEPUEB
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

(M3MeHeHHe yCIOBUM, IOPSAAKAa U CTOUMOCTU ITPOM3BOCTBA JIEKAPCTBEHHBIX IIPENapaToB, UCIOIb30BAHHUE
HOBBIX (opM, METOJOB U CHOCOOOB TOCYIApPCTBEHHOTO pETyIHpPOBaHMS II€H Ha JIEKapCTBEHHBIC
IpernapaTel, B TOM YUCIIE HA OCHOBE MEXaHU3Ma peepeHTHOrO IIEHO00pa30BaHMsl, U3MEHEHUN TOpPSIKa
OKa3aHHs MEIULMHCKOM IOMOIIM, HM3MEHEHHME Kypca HWHOCTPAaHHOW BAaJIIOTHI M HWHBIE H3MEHEHUS)
ycra"asnuBarorces [IpasurensctBom Poccuiickoit @enepannu.

(B pen. ®enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Ctatba 62. [locymapCTBeHHbIN peecTp npeAernibHbIX  OTNYCKHbIX  LIeH
npousBoauTenen Ha nekapcTBeHHble npenapaTbl, BKNOYEHHbIe B NepeyYeHb XXU3HEHHO
Heo6XxoAUMbIX N BaXXKHENLUMX JIeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WJIM NEPEPETHUCTPUPOBAHHBIE  IPENEIbHBIE  OTIIYCKHBIE  ILIEHBI
HpOHSBOHHTCJ’ICﬁ Ha JICKApCTBCHHBIC NPCIapaThbl, BKIIIOYCHHLIC B IICPCUCHDb KU3HCHHO HCOGXOZ[I/IMBIX u
BOXHEHUILIMX JIEKAPCTBEHHBIX MpeNapaToB, MOJIEKAT BKIOUYEHHIO B TOCYJApCTBEHHBIA PEECTP
NpCACIIbHBIX OTITYCKHBIX LICH HpOH3BO,Z[HTCJICﬁ Ha JICKAPpCTBCHHBIC NPCIIapaThl, BKIIFOYCHHLIC B IICPCUCHDb
KU3HEHHO HEOOXOIMMBIX ¥ BaKHEHIITUX JIEKAPCTBEHHBIX MPENapaToB.

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. I'ocynapcTBEHHBIN peecTp HpelNeNbHbIX OTIIYCKHBIX LIEH MPOU3BOAMUTENECH Ha JIEKAPCTBEHHBIE
npenaparbl, BKIIOYCHHBIC B TMCPCUCHL JKU3HCHHO HCOGXOZ[I/IMBIX U BaXHCHUIIUX JICKAPCTBCHHBIX
MpermapaToB, COACPKUT B cede CIeAYIONIYI0 HH(DOPMAIIHIO:

1) HaMeHOBaHUE JeprKaTessl WIM BIAJIEbla PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
Mpernapara, HaAaMMEHOBAHUE MPOU3BOAUTENS JIEKAPCTBEHHOrO IIpenapara, CBEACHUS O PETHCTPALUU
Jiep>KaTens WM BIIAJEIbla PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIPENapara, CBEICHUS O
perucTpanuu Mporu3BOAUTENS JEKAPCTBEHHOIO Mpernapara JUisi MEAULIUHCKOTO ITPUMEHEHUS B KaueCTBE
HajororviaTeNbllldka B  CTpaHe  perucrpaudd  (iss  POCCHUHCKUX  IOPUAMYECKUX  JHUI[ -
UICHTU(PHUKAITMOHHBI HOMep Hanororuiarenbinuka (MHH), ans WHOCTpaHHBIX IOPUIMYECKHX JIUI -
CTpaHa pErucTpalvv, HAUMEHOBAHHUE PETUCTPUPYIOLIErO0 OpraHa, PErUCTPAlMOHHBIM HOMEDP, KOJ
HaJIOroIuiaTeNbllliKa B CTpaHEe pPEerucTpanud (MHKOPHOpALMU) WIM €ro aHajlor), MECTO HaXOXJIEHUS
MPOU3BOJACTBEHHBIX IUJIOMIAJ0K, YHaCTBYIOIIMX B MPOLIECCE MPOU3BOICTBA JIEKAPCTBEHHOTO Ipernapara, ¢
yKa3aHHUEM CTaJuu IpoLecca NpOU3BOJICTBA;

(n. 1 B pen. @eaepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHME JIEKaPCTBEHHOIO Ipenapara (MEXIyHAapOJHOE HENaTEHTOBAHHOE, I
IPYNIMPOBOYHOE, UM XMMUYECKOE U TOPrOBOE HAMMEHOBAHUS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMEp PErUCTPALMOHHOIO YOCTOBEPEHUS JIEKAPCTBEHHOTO ITpenapara;

4) nexkapcTBeHHas (hopMa ¢ yKazaHHEM JIO3UPOBKH JICKAPCTBEHHOTO Tperapara M ero KOJIW4ecTBa
BO BTOPUYHOH (MIOTPEOUTENBCKON) YITAKOBKE, & TAK)KEe KOMILJIEKTHOCTD;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHas MpeieibHasl OTITYCKHAS IIeHa Ha JISKapCTBEHHBIH mpenapar B pyosx;
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)

6) nara ¥ HOMep NpHUKaza YIMOJIHOMOYEHHOTO (peaepabHOro OpraHa MCIHOJIHUTEIBHOM BIACTU O
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

rOCYAApCTBEHHON PETUCTPALUU UIIU [IEPEPETUCTPALUU NIPEACIIBHON OTIYCKHOM 1IEHbI Ha JICKAPCTBEHHBIN
mpernapar, BKIIOYCHHBIH B TMEPEYCHb JKU3HEHHO HEOOXOJMMBIX U BaXHEWIIMX JIEKAPCTBEHHBIX
[Ipenaparos;

(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) mata BCTyIUIEHUS B CHIIY IIPHUKa3a yIOJHOMOYEHHOTO (heIepaIbHOr0 OpraHa MCIOJTHUTEIBHOM
BJIACTU O TOCYIApCTBEHHOW PpEruCTpallMd WM NEPEeperucTpaluy MpelelbHON OTIYCKHOM IIEHBI
MIPOU3BOIUTEINS HA JIEKAPCTBEHHBIN Mpenapar, BKIIOYEHHBIH B MEPEUYCHb JKU3HEHHO HEOOXOJAWMBIX U
BAXHEHIIHX JIEKAPCTBEHHBIX MTPETIapaToB;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBI HAa BTOPUYHYIO (TIOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
Ipenapara;
(n. 7 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

8) KoJI JeKapCTBEHHOrO Iperapara 0 aHaTOMO-TEPAaNeBTHUECKO-XUMUYECKON KiIacCU(pHUKAINU,
PEKOMEHI0BAaHHON BceMupHOU opranusanuei 31paBoOXpaHeHMUs.
(n. 8 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

3. T'ocymapcTBeHHass perucTpanus WINM IEpEeperucTpanus NpPeAeIbHbIX OTIYCKHBIX LI€H Ha
JICKapCTBEHHBIE TMperaparbl, BKIIOYEHHBIE B IMEPEYCHb HKU3HEHHO HEOOXOJMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IPENapaTroB, BEJEHHE TOCYAAPCTBEHHOIO pEecTpa IMpPEAEIbHBIX OTIYCKHBIX LEH
MIPOU3BOIUTENICH Ha JIEKAPCTBEHHBIE IMPENapaThl, BKIIOYEHHBIE B MEpEUeHb )KU3HEHHO HEOOXOIMMBIX U
BAKHEHIIMX  JIEKAPCTBEHHBIX  IPENapaToB,  OCYILECTBIAIOTCA B IOPSAJKE, YCTAaHOBIECHHOM
IIpaBurensctBoM Poccuniickoit denepanuu.

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcrtaHoBneHuMe opraHamum WCNOSIHUTENLHOW BNacTM Cyo6bLEKTOB
Poccunckon ®Pepepaumm npepenbHbIX pa3MepoB ONTOBbIX HaabaBOK M npeaesrbHbIX
pa3mMepoB PO3HUYHbLIX HafnbaBOK K (PaKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBIEHHbIM
npov3BoOAUTENSAMA JEKapCTBEHHbIX TMpenapaTtoB, Ha JeKapCcTBeHHble npenaparhbl,
BKIIOYEHHbIE B NepeyYeHb XW3HEHHO HEOOXOAMMbIX U BaXHEWLWMUX NeKapCTBEHHbIX
npenaparoB
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHel HCHOJHUTENBHOW BIAacTH cyObekToB Poccuiickoit ®exepanuu yCTaHABIMBAIOT
npeJenbHbIe pPa3Mephl ONTOBBIX HAI0aBOK U MpeaebHbIE Pa3Mepbl PO3HUYHBIX HaJJ0ABOK K (PaKTHUECKUM
OTITYCKHBIM IIeHaM (0e3 ydeTa HaJlora Ha J0OaBICHHYIO CTOUMOCTH), YCTAaHOBJIEHHBIM IIPOU3BOIUTEISIMHU
JIEKAPCTBEHHBIX IIpENapaToB, Ha JICKAPCTBEHHBIC IIPENapaThl, BKIIOYEHHBIE B IIEPEUEHb KU3HECHHO
HEOOXOIMMBIX U BaKHEUIIIMX JIEKAPCTBEHHBIX MPENApaToB, B COOTBETCTBUH C YTBEPKACHHON B MOPSIIIKE,
ycra"HoBieHHOM [IpaButensctBom Poccuiickont @epepanuy, METOAUKONM YCTAHOBIICHHS OPraHaMH
UCTIOJIHUTENIBHOM BIIacTH cyObekToB Poccuiickoit deaepannu mpeaebHbIX pa3MepOB ONTOBBIX HaI0aBOK
U TpPEJETbHBIX pa3MepOB PO3HUYHBIX HAN0ABOK K (PaKTMYECKHM OTIYCKHBIM II€HAM, YCTaHOBJICHHBIM
MIPOU3BOJUTENSAMU  JIEKAPCTBEHHBIX IIPENApPAaTOB, HA JIEKAPCTBEHHBIC IPENapaThbl, BKIIOUYCHHBIE B
NEepevYeHb KU3HEHHO HEOOXOJMMBIX M BAXHEWIIMX JIEKaPCTBEHHBIX IpernaparoB. [IpoekTsl pemeHuit
OpraHoB HCIIOJHUTEIBHON BiacTH cyObekToB Poccuiickoit ®dexepaunu 00 YCTaHOBICHMH U (WIJIH)
M3MEHEHHH TPENIENbHBIX Pa3MEepPOB ONTOBBIX HAA0aBOK M MPEACIbHBIX pa3MEpOB PO3ZHUYHBIX HA10aBOK K
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

(aKTHUECKUM OTITYCKHBIM I[€HaM, YCTaHOBJICHHBIM NPOU3BOIAMTEISIMU JIEKAPCTBEHHBIX MpenapaToB, Ha
JICKApCTBEHHBIE TIIperaparhbl, BKIIOYEHHBIE B IMEPEYCHb HKU3HEHHO HEOOXOJMMBIX M BaKHEHIIUX
JICKApCTBEHHBIX MPENapaToB, IMOJUIEkKAT COTIACOBAHMIO C YHMOJHOMOYEHHBIM (eepajbHbIM OpPraHOM
WCTIOJTHUTEIBHOM BIIACTH, OCYILECTBIIAIONUM (PYHKIIMH MO MPUHATHIO HOPMATHBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJNIONEHHMEM 3aKOHOJATEeNbCTBA B CQepe TOCYAapCTBEHHOTO PpETyIUpPOBAHUS IIEH
(TapudoB) Ha TOBaphI (yCIayru), B mopsike, ycranoBiaeHHoM [IpaBurtensctBoM Poccuiickoii ®eneparui.
(B pen. @enepanbubix 3akoHOB OT 13.07.2015 N 241-D3, ot 27.12.2019 N 475-D3)

2. OpraHu3anyy ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CpEACTBAMHM, ANTEUHbIE OpraHU3alUy,
WHAMBUIYAJIbHbIC TPEANPUHUMATENN, WMEIOIINE JMICH3HI0 Ha (DapMaleBTHUYECKYIO EATeIbHOCTD,
MEIMLMHCKUE OpPraHM3allid, WMEIOIIHE JIMICH3UI0 Ha (apMaleBTUYECKYI0 JEeSITeIbHOCTh, U HX
00ocobneHHble moApa3aenaeHus (aMOyaaTopuu, (enbamepckiue U (QeapAlepcKo-aKylepcKue MyHKTHI,
HeHTpbl (OoTAeneHus) oOmieid BpadyeOHON (CeMEWHOU) NPAKTHKHU), PACIONOKCHHBIE B CEIbCKUX
HACEJIEHHBIX NYHKTAaX, B KOTOPBIX OTCYTCTBYIOT ANTEUHbIE OPraHU3ALMH, OCYILECTBISIOT PEATU3ALHUIO
JICKApCTBEHHBIX MPENapaTroB, BKIIOUYEHHBIX B IE€PEYCHb >KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX IpErapaTroB, IO II€HaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBHH C TOPSJIKOM,
ycraHoBneHHbIM [IpaButensctBoM Poccuiickoit denepainyn, u ypoBeHb KOTOPBIX (0€3 yyera Hayora Ha
N00aBIIEHHYI0O CTOMMOCTb) HE JOJDKEH TMpEeBBINIATh CyMMY (aKTHUECKOM OTIYCKHOW IIEHBI,
YCTaHOBJIEHHON IPOM3BOJUTENIEM JIEKAPCTBEHHOTO Ipernapara, He MPEBBIIIAIOIIEH 3aperucTpupOBaHHON
WIM NEPEPErUCTPUPOBAHHON MPEAEIbHOM OTIYCKHOM ILIEHBI MPOMU3BOAMTENS (Ha JaTy pealn3aluu
JICKApCTBEHHOTO IMperapara IpOM3BOAUTENEM), M pa3Mepa ONTOBOM Han0aBku u (WiM) pasMepa
PO3HMYHON HAJ0aBKH, HE IMPEBBIMIAIONINX COOTBETCTBEHHO pa3Mepa IMpeseNbHOM ONTOBOM HaJ0aBKU U
(unmm) pa3mepa npenesbHON pO3HUYHOM HaJ0aBKU, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit denepanuu.
(dactsp 2 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

3. Opranbsl HUCHIOJHUTENBHON BiacTu cyObekToB Poccuiickoit denepannu pasMeInaloT B CETH
"NuTepHer" MH(OPMAIMIO O 3apEeTHCTPUPOBAHHBIX MPEEIbHBIX OTIYCKHBIX I[EHAaX MPOU3BOAMTENEH Ha
JICKApCTBEHHBIE TIIperaparhbl, BKIIOYEHHBIE B IME€PEYCHb HKM3HEHHO HEOOXOJMMBIX W BaKHEHIINX
JICKApCTBEHHBIX IpernaparoB, 00 YCTaHOBJECHHBIX B cyObekre Poccuiickoit Denepanuu mpeaenbHBIX
pa3mepax ONTOBBIX Ha/l0AaBOK M (WJIM) MpPEENbHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K YCTaHOBJIECHHBIM
MPOU3BOAUTENISIMU JIEKAPCTBEHHBIX IpenapaToB (PaKTHUECKUM OTIIYCKHBIM II€HaM Ha JIEKapCTBEHHBIE
npernaparel, BKIIOYEHHBIE B TMEPEYEeHb JKU3HEHHO HEOOXOAMMBIX M BAXXHEUIIMX JIEKAPCTBEHHBIX
[IpenaparoB, a TAKXKE O CYMME 3apETHCTPUPOBAHHBIX MPEACIBHBIX OTIIYCKHBIX L[€H NPOU3BOIUTEICH Ha
JICKApCTBEHHBIE TIIperaparhbl, BKIIOYEHHBIE B IMEPEYCHb HKU3HEHHO HEOOXOJMMBIX M BaKHEHIINX
JICKApCTBEHHBIX IIPEnapaToB, YCTAHOBJIEHHBIX B cyObekre Poccuiickoii denepanuu mnpeaeabHBIX
pa3MepoB OINTOBBIX HAA0ABOK M MPEIENbHBIX Pa3MEPOB POZHUYHBIX HAJA0aBOK M HAJOra Ha J00aBICHHYIO
croumoctb. MHpopmarus, npenycMOTpeHHass HACTOAIIEW 4YacThlo, JOJDKHA HAXOOUThCA TakXke B
anTEeYHBIX OpPraHU3alKAX B JOCTYITHOM Ul BCEX 3aMHTEPECOBAHHBIX JHII (popMe U OOHOBIATHCS 1O Mepe
€e pa3MeIIeHUsT OpraHaMy HCIOJHUTENBbHON BIacTH cyObekToB Poccuiickoit ®enepaiuu B ceTd
"NuTepuer".

(dactp 3 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

4. Yrparun cuiy ¢ 1 mapta 2020 roaa. - @eaepanbHbiii 3akoH oT 27.12.2019 N 475-03.

Masa 13. MOHUTOPUHI 3PPEKTUBHOCTU U BE3OMNMACHOCTU
NEKAPCTBEHHbIX NPEMAPATOB, HAXOAALWMXCA B OBPALLIEHUN
B POCCUNCKOU ®EOEPALINA
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

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

CrtaTtbs 64. PapmakoHan3op
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. JIekapcTBeHHBIE MpemapaThl, Haxoasiuecs B oOpamenun B Poccuiickoit eneparinu, moanexar
MOHUTOPUHTY J(PQPEKTUBHOCTH U OE30MaCHOCTH B LENSIX BBISABICHUS BO3MOXHBIX HETaTHBHBIX
MOCJIEICTBUM UX NPUMEHEHUS, WHIUBUIYAIbHONW HEINEPEHOCHUMOCTH, MPEAYNPEKIACHUS MEIUIUHCKUX
pabOTHUKOB, CHEIHAIMCTOB B 00JAacTH BETEPHHAPUH, TMAIMEHTOB WJIM BIIAJICNBIIEB JKUBOTHBIX H HX
3aIIUTHl OT MPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPETApPaTOB.

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

2. ®apMakoHaI30p OCYIIECTBIISICTCS COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM (perepaibHbIM
OpraHoOM HCIIOJIHUTENFHON BJIACTH B YCTAaHOBJICHHOM WM TMOPSAJKE IMyTEM aHalM3a MPEI0CTaBIsSeMON
cyObekTaMu  OOpallleHHsl JIEKapCTBEHHBIX CpeACTB  HMHGOpMAIMM O MOOOYHBIX  JACHCTBUSX,
HEXXEJAaTeNbHbIX PEAKIMAX, CEPhE3HBIX HEXKENATENbHBIX PEAKLUAX, HEMPEIBUACHHBIX HEXKEJIaTelbHbIX
peakuMax Tpu MPUMEHEHHM JICKapCTBEHHBIX IPEnaparoB, 00 HHIUBHAYaIbHONH HEMEPEHOCHUMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPEMapaToB, a TaKkke 00 MHBIX (haKkTax U 00CTOATENbCTBAX,
NPEJCTABISAIOMIUX YIPO3y SKU3HM MIM 30POBBIO YEIOBEKa JHOO KHBOTHOTO IPH MPUMEHEHUH
JICKapCTBEHHBIX MPENapaToB M BBISBICHHBIX HA BCEX 3Tamax oOpalieHHs JICKapCTBEHHBIX MpPEnapaToB B
Poccniickoit denepanuu u Apyrux rocyaapcrBax.

3. CyObexTsl oOpaleHus JeKapCTBEHHBIX CPEICTB B MOPSIKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM
(denepanbHBIM  OPraHOM  MCIOJHHUTENBHOM  BIAcTH, 00s3aHBI CcOOOIIATh B  YHOJHOMOYEHHBIH
(benepanbHBI OpraH MCIOJHUTEIBHOM BJIACTH O MOOOYHBIX JEHCTBUSAX, HEXKENATENBHBIX PEaKIUsiX,
CEPbE3HBIX HEKEIATENbHBIX PEAKLUAX, HEIPEABUICHHBIX HEXKEIATCIbHBIX PEAaKIUAX IPU IPUMEHECHUU
JICKApCTBEHHBIX IPErnaparoB, 00 WHAWBUIYaTbHON HEMEPEeHOCHUMOCTH, OTCYTCTBHH 3()()EKTUBHOCTH
JICKApCTBEHHBIX MpEnapaToB, a Takke 00 MHBIX (pakTax M 0OCTOSTENHCTBAX, MPEACTABIAIONIUX YIPO3y
KU3HU WIH 3JI0POBBIO YeNoBeKa OO KMBOTHOTO NPU NPUMEHEHUH JICKApCTBEHHBIX MpEnapaToB U
BBISIBJICHHBIX Ha BCEX 3Tamax oOpallleHUs JeKapCTBEHHBIX NpenapaToB B Poccuiickoit ®enepanuu u
APYT'UX rOCy1apCTBax.

4. JlepxaTenu WM BIAAEIbLBl PETMCTPALMOHHBIX YJOCTOBEPEHMM JIEKapCTBEHHBIX IPENApaToB,
IOPUANYECKHUE JIMIIA, HA UM KOTOPBIX BBIJIaHBl PA3pEILIEHUs HA POBEIECHUE KIMHUYECKUX UCCIIEOBaHUI
B Poccuiickoii ®enepanyu, 1mb0 YHIOJTHOMOUYEHHbIE HMH Jpyrue OPHIMYECKHE JHUIa B PaMKax
oOecrieyeHns 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENApaToB B MOPSIKE, YCTAHOBIEHHOM COOTBETCTBYIOIUM
YIIOJTHOMOYEHHBIM (pe/lepabHbIM OpPraHOM HCIIONHUTEIBHON BIAacTH, 00sS3aHBbl OCYIIECTBISTH NPHEM,
yueT, 00pa0OTKy, aHaJIW3 W XpaHEHHE IMOCTYMAIOUIMX B HX aJpec OT CYOBEKTOB OOpalieHus
JICKApCTBEHHBIX CPEACTB U OPraHOB TOCYNAPCTBEHHOW BIACTU COOOLICHUH O MOOOYHBIX JEHCTBUSX,
HEXEJIaTENbHbIX PEAKLUAX, CEPbE3HBIX HEKEIATEIbHBIX U HENPEIBUACHHBIX HEXKEIATEIBHBIX PEAKIUAX
IpU TPUMEHEHMH JIEKapCTBEHHBIX IIPENapaToB, 00 OCOOEHHOCTSAX HX B3aUMOJEHCTBHS C JAPYTHMH
JICKApCTBEHHBIMH TIperapaTaMy, HHIUBHIYaIbHONH HENEPEHOCMMOCTH, a Takke 00 HMHBIX (akTax u
00CTOSATENBCTBAX, MPEACTABIAIONIUX YIPO3Y KU3HU WM 3JI0POBBIO UEIOBEKa JIMOO >KMBOTHOTO WIIU
BIUAIOIIMX HAa HM3MEHEHHE OTHOUIEHUS OXKUAAEMOM IOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHHUS
JIEKapCTBEHHBIX NIPENApaTOB.

5. Ilpu BBIABICHUHM MHPOPMALUU O CEPHE3HBIX HEKENATENbHBIX PEAKIHUsIX M HEMpeABHIICHHBIX
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

HEXXEJAaTeNbHbIX PEAKUUAX IMPH MPUMEHEHMH JIEKAPCTBEHHBIX MpPEnapaToB, 00 OCOOCHHOCTIX WX
B3aMMOJICHCTBUS C JPYTMMHU JIEKAPCTBEHHBIMU IpernapaTaMu, HHIUBHIYaIbHON HEMEPEHOCHMOCTH, a
Takxke 00 MHBIX (pakTax U 0OCTOATENBCTBAX, BIUAIOMINX HA U3MEHEHNE OTHOIICHHUS 0KHUIaeMOH TOJIb3BI K
BO3MOKHOMY DPHCKY TPUMEHEHHUS JIEKapCTBEHHBIX IMPENaparoB, JAEp)KaTeld WM  BIAACIBIIBI
PETUCTPAIIMOHHBIX YAOCTOBEPEHUN JICKAPCTBEHHBIX MPENapaToB, IOPUIAMYECKHE JTUIA, HA UM KOTOPBIX
BBIJIaHBl pa3pellieHs] Ha TpOBeJeHHE KIMHUYECKUX HucciieoBaHuil B Poccuiickoit @enepanuu, 1m60
YIIOJTHOMOYEHHbIE WMH JIpyrue IOpUAMYECKHe JHUIa OOs3aHbl MPHHATH MEphl, HalpaBJICHHbIC Ha
yYCTpaHEHUE  HETaTHUBHBIX  TOCIEACTBUHA  NMPUMEHEHHMsS  TaKUX  JIGKAPCTBEHHBIX  IPEnapaTos,
npeaynpexieHie NPUUNHEHHUS BpeAa KU3HH WM 3I0POBBIO YEIOBEKa JINOO )KMBOTHOTO, 3aIUTY MX OT
MPUMEHEHHsI TAKUX JICKAPCTBEHHBIX MPENapaToB, Ha TOTMOJHUTENbHBINA cOOp HaHHBIX 00 3pPeKTUBHOCTH
1 6€30IaCHOCTH TaKUX JIEKAPCTBEHHBIX MPEMapaToB.

6. 3a HecooOIIeHNe WM COKPBITHE MH(OPMAIUH, IPeyCMOTPEHHOM YacThio 3 HACTOSIIEH CTAaThH,
Jep)KaTeIyd WIA  BIAACIbLBl  PErUCTPALMOHHBIX  yIOCTOBEPEHUHN JIEKAPCTBEHHBIX IIPENaparos,
IOpUIMYECKUE JINLA, HA UM KOTOPBIX BBIJAHBI pa3pelICHUs Ha IIPOBEICHNUE KIMHUYECKUX UCCIICIOBAHUMI
B Poccuiickoit ®enepauuu, 51mOO0 YHOJTHOMOUYEHHBIE MMM Jpyrue MIOPUAMYECKHE JIHUIA, a TaKKe
JOJDKHOCTHBIC JIMIA, KOTOPBIM 3Ta MH(OpMalus cTaja W3BECTHA MO POAYy HUX HpodecCHOHATLHON
JEATENbHOCTH, HECYT OTBETCTBEHHOCTDb B COOTBETCTBUU C 3aKOHOATENLCTBOM Poccuiickon @enepanuu.

7. Ilpu moxy4yeHUH YIOJIHOMOYEHHBIM (pefiepalibHbIM OPraHOM HCHOJHUTENBHOM BIACTH B paMKax
OCYILIECTBICHUSI MM (apMaKOHaA30pa JI0Ka3aTeNbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOTO IperapaTa
YCTQHOBJIEHHBIM TPEOOBAHUSAM WIM TPH TOJIy4YeHHH HHGPOPMALMM O HECOOTBETCTBUM JAHHBIX 00
3pPEeKTUBHOCTH U 0 0E30MAaCHOCTH JIEKAPCTBEHHOIO Iperapara JaHHBIM O JIEKAPCTBEHHOM IIpenapare,
COJIEpKalIUMCsl B HHCTPYKLMU 110 €r0 NMPUMEHEHHIO (B TOM YHCJIE BBISBJIECHHBIX B XOJ€ OCYIIECTBJICHHUS
(dapmakoHaI30pa KOHTPOJHHO-HAJ30PHBIMU OpraHaMH HMHOCTPAHHBIX TOCYAAPCTB), YHOJIHOMOYEHHBIH
(benepanbHBIN OpraH MCIOJHUTEILHON BIACTH B YCTAaHOBICHHOM MM IOPSKE pACCMaTPUBAET BOIPOC O
IIPUOCTAHOBJICHUH IIPUMEHEHUS TAKOTO JIEKAPCTBEHHOTI'O IIpenapara.

Ctatbs 65. [lpnocTtaHOBNEeHUe NPUMEHEeHUA NleKapCTBEHHOro npenapara
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. TIpu momyuennn uHGOPMAIMK O HEXETATEIbHBIX PEAKUUAX MMPH MPUMEHEHUHU JEKapCTBEHHOTO
mpernapara, He yKa3aHHBIX B HMHCTPYKIMM I10 NPUMEHEHHIO JICKApCTBEHHOTO IpernapaTa, Cepbe3HbIX
HEXXEJAaTeNbHbIX pPEaKUusAX, 00 OCOOCHHOCTSX €ro B3aWMOJEHCTBHS C JPYTMMHU JIEKAPCTBEHHBIMU
npernaparamMmu, KOTOpble MOTYT MPEACTABIATh YIPO3y KU3HU WM 37J0POBBIO YelloBeKa JIMOO0 )KUBOTHOTO, a
TaKXKe O HECOOTBETCTBHM JaHHBIX 00 3(pekTHBHOCTH M O OE30MACHOCTH JIEKApCTBEHHOTO Ipernapara
JaHHBIM O JIEKAPCTBEHHOM IIpernapaTte, CoJIepKaIuMcsi B MHCTPYKIIUH TI0 €ro MPUMEHEHHIO, B TOM YHUCIIe
OT YNOJHOMOYEHHBIX OPraHOB HWHOCTPAHHBIX TOCYHAAapCTB, OOMEH KOTOPOH OCYIIECTBISETCS B
COOTBETCTBUHU C COTJIAIICHUSMH MEXKIY YHNOJHOMOYEHHBIM (elepaabHbIM OpPraHOM HCIOJHUTEIbHOM
BJIACTU M YIOJHOMOYEHHBIMH OpraHaMH HHOCTpPaHHBIX TOCYAAPCTB, YIOJHOMOYEHHBIN (eaepanbHbIN
OpraH MCHOJHUTEIBHOW BJIACTH PAacCMaTPUBAET BOMPOC O BO3MOYKHOCTH MPHUOCTAHOBIICHUS OOpaIieHus
TAKOTO JICKApPCTBEHHOTO Ipernapara B TMOPSAJIKE, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (perepaibHbIM
OpraHoM HCTIOJHUTENILHON BIACTH.

2. Ilpy HEUCHOJHEHWHM WJIM HEHAJUIeKAIEeM HCIOJIHEHUU JIepKaTelIMU WJIM BJaJlelblaMU
PETUCTPALIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX NPENApPaTOB, HOPUAUYECKUMHU JMLUAMH, HA HMS
KOTOPBIX BBIJIAHBI Pa3pelICHUs] HAa MTPOBEAEHUE KIMHUYECKUX ucciienoBaHui B Poccuiickoit denepannu,
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

WIH yITOJIHOMOYEHHBIMU UMM JPYTUMH IOPUANYECKUMU JTMLIAMH 00s13aHHOCTEH, YCTaHOBJIEHHBIX YacTAMU
3 u 4 crateu 64 Hactosero denepanbHOrO 3aKOHA, JINOO B CIydasX MPEJICTaBICHUS COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pefiepalibHbIM OPraHOM MCIOJIHUTEIBHON BIIACTH 3aKIIOYEHUS O HEJOCTOBEPHOCTH
PE3yIBTAaTOB KIMHUYECKOTO UCCIIE0BAHUS JIEKAPCTBEHHOTO Mpernapara JUisi MEIULMHCKOTO IPUMEHEHUS,
KOTOpOE€ OCHOBAaHO Ha pe3yabpTaTax MPOBEPKHM MEAMIMHCKOW OpraHu3alvy, MPOBOJIMBIIEH yKa3aHHOE
KIIMHUYECKOE MCCIEA0BAHNE C HAPYLLIEHUEM MPaBUJl HaJUIeXkalleld KIMHUYECKON PAKTUKY, U PUBENO K
MOJIyYCHUIO HEIOCTOBEPHBIX PE3yJibTaTOB, OO B Cilyyae HEBBINOJHEHUS MPEINHCAHUS, BBIIAHHOTO
YIIOJTHOMOYEHHBIM  (heiepajbHBIM OpPraHOM HCIOJHUTENBHOM BJACTH IO HMTOTaM OCYIIECTBJICHUS
BBIOOPOYHOIO KOHTPOJISI KauyecTBa JICKApPCTBEHHOTO Mperapara, YIOJIHOMOUYEHHBIN (enepanbHblil opran
WCIIOJIHUTENBHON BIACTH B YCTAHOBJIIEHHOM MM IOPSAKE PAcCMaTpUBAET BOIPOC O IPHUOCTAHOBIECHUHU
IIPUMEHEHMSI TAKOT'O JIEKAPCTBEHHOTI'O Mpernapara.

3. YnonHOMOYEeHHBIH (enepaabHbIii OpraH HCHOJIHUTENBHOM BIIACTH TPH TPEACTABICHUU €My
CBEICHMII O HECOOTBETCTBUHM IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHMSM IPABUI
Ha/IIeKallel MPOu3BOICTBEHHON MPAaKTUKU U (WJIM) O HApYIIEHUH JTUICH3HOHHBIX TpeOOBaHUMN, KOTOpPbIE
ObUIM BBIABIICHBI B XOJI€ MPOBEACHUS MHCIEKTHPOBAHUS MPOU3BOJUTENS JEKAPCTBEHHBIX CPEICTB HIIU
OCYIIECTBICHHS JIMIIEH3MOHHOTO KOHTPOJIS B cepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB M MPHUBEIH
UM MOTYT INPUBECTH K IPOU3BOJICTBY JICKAPCTBEHHBIX IPENApaTOB I MEAULMHCKOTO IPUMEHEHHS,
MPUYMHHUBIIUX WIN CIIOCOOHBIX MMPUYMHHUTD BPEJI )KU3HH WM 3JI0POBBIO IPAXk/IaH, pACCMaTPUBAET BOIIPOC
O IIPUOCTAHOBJICHUU IIPUMEHEHHUs JIEKAPCTBEHHBIX IIPENapaToB Uil MEIULUHCKOIO INPUMECHEHUS B
YCTaHOBJICHHOM MM IOPSAJIKE B CICAYIOIIUX CIydasx:

1) coctaB m (WiIM) TEXHOJIOTHS IPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipemnapara il MEIULMHCKOTO
IIPUMEHEHMS] (C ONMMCAHWEM CTaIui IPOU3BOJCTBA) OTIMYAIOTCA OT 3aABJIEHHBIX B PErMCTPALMIOHHOM
JOCBE;

2) nexapCTBEHHBIN Ipernapar JUisi MEIUIUHCKOTO PUMEHEHUS IPOU3BEIEH Ha IPOU3BOICTBEHHOMN
IJIOIIAJIKE, HE YKA3aHHOM B PETUCTPALMOHHOM JIOChE;

3) y HOpou3BOOUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IIOJITBEPKIAIOIINE
COOTBETCTBUE KadecTBa JICKAPCTBEHHOI'O IIperapara Uil MEIULMHCKOIO IPUMEHEHUs, BBOAUMOIO B
rpaXIaHCKHI 000pOT, TpeOOBAHUIM, YCTAHOBICHHBIM IIPU €TI0 TOCYIApPCTBEHHON PErHCTPallny;

4) TpoM3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COIJIACOBAHHBIH C  COOTBETCTBYIOILHUM
YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCHOJHUTEILHON BIACTH CPOK HE YCTPAHEHBI HAPYIICHUS
TpeOOBaHU TpaBUI HAIJICKAIICH MPOU3BOJICTBEHHOW MPAKTUKUA U (WJIH) JMIICH3HOHHBIX TPEeOOBAHUI,
KOTOpbIe OBUIM BBISBIICHHl B XOJI€ MPOBEICHUS WHCIEKTUPOBAHUS IMPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEACTB WJIH OCYIIECTBICHHUS JTUIIEH3HOHHOTO KOHTPOJISI B cpepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEJICTB
W TPUBEIA WIM MOTYT IPUBECTU K IMPOU3BOACTBY JIEKAPCTBEHHBIX MpPENapaToB I MEIULIMHCKOTO
MPUMEHECHHSI, MPHYNHUBIINX WIH CIIOCOOHBIX MPUYMHUTD BPE KU3HU WIIH 3I0POBBIO TPAXKIAH.

(uactp 3 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4. YHIOJTHOMOYEHHBIN (heaepabHbI OpTraH UCTIOJHUTEIBHON BIACTH MPH HAJTWYHH Y HETO CBEJICHHM
O HECOOTBETCTBUHM TPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM TPABWII HaJuIekamei
MPOU3BOJICTBEHHON MpaKkTHUKH W (MJIM) O HApYLIIEHHHM JIMIEH3MOHHBIX TpPeOOBaHMU, KOTOpBIE OBLIN
BBIABJIICHBI B XOJE IIPOBEACHMS WHCIIEKTUPOBAHUS IIPOU3BOJUTENSA JIEKAPCTBEHHBIX CPEIACTB WM
OCYIIECTBICHHS JIMIIEH3HOHHOTO KOHTPOJIS B cepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB M MPHUBEIH
UM MOTYT IPHUBECTH K IPOU3BOJCTBY JICKAPCTBEHHBIX IIPENApaToOB Ul BETCPUHAPHOIO NPUMEHEHHS,
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

MNPpUYUHHUBIIUX WU CIIOCOOHBIX NPpUYUHUTL BPCHA KHU3HU HIIM 3JOPOBBIO KUBOTHBLIX, paCCMAaTpuUBACT
BOIMpOC O HOPUOCTAHOBJICHUU pcCaindallii W [MPUMCHCHUA JICKAPCTBCHHBLIX IMPCHapaTroB  JIA
BCTCPHUHAPHOI'O MPUMCHCHUSA B YCTAHOBJICHHOM MM NOPSAAKE B CICAYIOMIUX CIIydasaXx:

1) cocraB M (MIM) TEXHOJIOTHSI MPOU3BOJCTBA JIEKAPCTBEHHOIO Ipenapara IJii BETEPHUHAPHOTO
IIPUMEHEHMS] (C ONMCAHWEM CTaIui IPOU3BOJCTBA) OTIMYAIOTCA OT 3a8BJICHHBIX B PErMCTPALMIOHHOM
JOCBE;

2) nexapcTBEHHBIN Npenapar JUlsl BETEPUHAPHOTO IPUMEHEHUS IIPOU3BEACH Ha IPOU3BOICTBEHHOMN
IJIOIIAJIKE, HE YKA3aHHOM B PETUCTPALMOHHOM JIOChE;

3) y HOpou3BOOUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IIOJITBEPKJIAIOIINE
COOTBETCTBUE KauecTBa JIEKaPCTBEHHOI'O IIpernapara JUlsl BETEPUHAPHOIO NPUMEHEHHUS, BBOJUMOIO B
rpaXIaHCKHI 000pOT, TpeOOBAHUIM, YCTAHOBICHHBIM IIPU €0 TOCYIApPCTBEHHON PErHCTpallny;

4) 1OpoM3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COIJIACOBAHHBIH C  COOTBETCTBYIOILUM
YIIOJTHOMOYEHHBIM (heZepaTbHBIM OPraHOM HCIOJHUTEIBHOW BJIACTH CPOK HE YCTPAaHEHBI HAPYIICHUS
TpeOOBaHU TpaBUI HAIJICKAIICH MPOU3BOJICTBEHHOW MPAKTUKUA U (WJIH) JMIICH3UOHHBIX TPEeOOBAHUI,
KOTOpbIe OBUIM BBISBICHHl B XOJI€ MPOBEICHUS WHCIEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYIIECTBICHHUS JTUIIEH3MOHHOTO KOHTPOJISI B cpepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEJICTB
W TOPUBEIM WA MOTYT IPUBECTU K IPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENAPATOB JIsI BETEPUHAPHOIO
MPUMEHCHHS, TPAYMHUBIIUX WA CTIOCOOHBIX MPUYHHHUTH BPE )KU3HU WIIH 3I0POBBIO JKUBOTHBIX.

(uactp 4 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

Koncynsranrlntoc: npumedanue.
C 01.01.2023 cr. 65 nononusiercs 4. 5, 6 (O3 ot 27.12.2019 N 475-D3).

Kouncynsranrlntoc: npumedanue.
C 01.09.2023 ct. 65 nononusercs 4. 7 (@3 ot 02.07.2021 N 317-D3).

Cratbsa 66. UHopmMaumsa o pesynbTaTtax papmakoHagsopa
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)

YNOTHOMOYEHHBIH  (elepanbHblii  OpraH  UCIOJHUTENBHOW  BIACTH,  OCYIIECTBIISIOLIMMA
(dapMakoHaI30p, MO €ro pe3ylibTaraM pa3MeliaeT Ha cBoeM odunmanpbHOM caiite B cetn "HMHTepHET"
MH(POPMAIIHIO O:

1) BBISBIGHMM HOBBIX MOJATBEPXKACHHBIX JAHHBIX O TOOOYHBIX JEHCTBHSX, HEXENATeTbHBIX
PEaKIMAX, CephE3HBIX HEKENATENbHBIX PEAKIMAX, HENPEIBUICHHBIX HEXKEIaTeIbHBIX PEaKIHsIX MpH
IIPUMEHEHHH JIEKAPCTBEHHOI'O Mpenapara, B TOM YHCJIE BIUSIOUIMX Ha OTHOLIEHUE OKUJAEMOM MOJIBb3bI K
BO3MOXHOMY PUCKY IPUMEHEHUS JTaHHOTO JIEKAPCTBEHHOTO MTpenapara;

2) OpUHATHIX PEUIEHUSX O BHECEHUU U3MEHEHUHM B MHCTPYKLMIO 10 MPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara, 0 IPUOCTAaHOBICHUH MPUMEHEHUS JICKAPCTBEHHOTO Iperapara, 00 M3bATUU U3 OOpalieHus
JICKapCTBEHHOTO MpenapaTa Wik 0 BO300HOBICHUH TPUMEHEHHS JIEKapCTBEHHOTO Iperapara.
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?;ee%e%in;gbég 32%'(205 0T 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynsTaHTlnioc

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

aesa 14. UH®OPMALIUA O JIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHI'A ABUXEHUA NEKAPCTBEHHbBIX NMPEMNAPATOB
anda MEAUMUUHCKOIro NPMMEHEHUA
(B pen. ®enepanbHOro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. Cuctema MOHUTOpPUHra
ABWXEeHUS NneKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. denepanbHOro 3akoHa ot 28.12.2017 N 425-03)

1. Undopmanust 0 NeKapcTBEHHBIX IMpernapaTax, OTIYCKAEMBIX IO PELENTy Ha JIEKapCTBEHHBIN
mpemapar, JOJDKHA COJNEPIKAaThCS TOJIBKO B CICIMATU3UPOBAHHBIX HM3IAHUSX, MPETHA3HAYCHHBIX JUIS
MEIHUIIMHCKUX, (papMaIieBTUIeCKiX pabOTHUKOB, CIICIIUATMCTOB B 001acT BeTepuHapun. Mudopmanus o
JIEKapCTBEHHBIX Mpenaparax JUisi CIeHUAaINCTOB B 00JIACTH OOpAaIEHUs JICKAPCTBEHHBIX CPEJCTB MOKET
CONIepKaThCs B MOHOTpadusiX, CHPaBOYHMKAX, HAy4YHBIX CTaThsiX, B JIOKJIAJaX Ha KOHIpeccax,
KOH(EepeHIMIX, CHMIIO3UyMaX, HAYYHBIX COBETaX, a TaKKe B HWHCTPYKIUAX MO0 MPUMEHEHHIO
JIEKapCTBEHHBIX MPEMapaToB.

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

2. Nudopmamus 0 JEKapCTBEHHBIX Mperaparax, OTIIyCKaeMbIX Oe3 pelenTta Ha JeKapCTBEHHBIH
Ipernapar, MOXET COJepKaTbCsi B MyONMKAaUMsAX U OOBSABICHUSAX CPEICTB MaccoBOM MHpOpMaIuu,
CTIELUANM3UPOBAHHBIX M OOLIMX TMEYaTHBIX U3JAHUAX, WHCTPYKUUAX MO TMPUMEHEHHUIO JIEKapCTBEHHBIX
IPenapaToB, MHBIX U3JAaHUAX CYOBEKTOB OOpaIIeHHUs JICKApCTBEHHBIX CPEJICTB. PekiiaMHble MaTepuasl O
JICKapCTBEHHOM TIpenapaTe, OTIyCKaeMoM 0e3 pelenta Ha JIeKapCTBEHHBIH Ipemnapar, JIO0JDKHBI
COOTBETCTBOBATh UHCTPYKLIMH 110 IIPUMEHEHHUIO JIEKAPCTBEHHOTO IIperapara.

3. JlomyckaeTcsi WCIOIb30BAHUE JIOOBIX MaTepUaIbHBIX HOCHUTENEH, MO3BOJIIONIUX XPAaHUTH,
nepenaBaTh U UCIOJIh30BaTh HHPOPMAIMIO O JIEKAPCTBEHHBIX MpermapaTax 0e3 ee HCKaKEHUSI.

4. Jlns uenedl MAEHTH(PUKALMK YIIAKOBOK JICKAPCTBEHHBIX IPENapaToB Uil MEIUIIMHCKOTO
IIPUMEHEHUs TPOU3BOJUTENN JICKAPCTBEHHBIX CPEACTB B IOPSAAKE, YCTAaHOBJICHHOM IIpaBuTenscTBOM
Poccuiickoit @enepanny, HAHOCAT Ha MEPBUYHYIO YIIAKOBKY (B OTHOLIEHHMH JIEKAPCTBEHHBIX IPENApaToB
T MEUIIMHCKOTO NMPUMEHEHHUS], U1 KOTOPBIX HE IIPELyCMOTPEHA BTOPUYHAS YIAaKOBKA) U BTOPHUHYIO
(MOTpeOUTENbCKYIO) YIAKOBKY JIEKAPCTBEHHBIX MpENapaToB A MEIUIMHCKOTO MPUMEHEHHUs CPENCTBa
UACHTU(UKAIMY, 32 HCKIIOUYEHHEM JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO MPUMEHEHHS,
MIPOU3BOUMBIX JUIsl IPOBEICHUS KIMHUYECKUX HCCIENOBAHUM, 3KCIOPTA, JICKAPCTBEHHBIX IIPENapaToB
JUIS MEIMLMHCKOTO NPUMEHEHMs], YKa3aHHBIX B 4acTax 5 u 8 crarbu 13 Hacrosmero denepanbHOro
3aKOHa, paauo(dapMaleBTHUECKUX JIEKAPCTBEHHBIX MPENaparoB, MHSIBOK MEAUIMHCKHX W Ta30B
MEIULUHCKUX.

(uactb 4 BBeiena denepanbHbiM 3ak0HOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepUCTHKH CPEJICTBA UICHTU(DUKAIINY, TTOPSAIOK €ro HaHECEHHUs U TPeOOBaHUS K CTPYKTYpe
u ¢dopmary wuHPOpPMAIMH, KOTOPYIO COJEPXKHUT CPEICTBO HACHTHU(HKAIMH, OINPEACIISIOTCS
IIpaBurensctBoM Poccuniickoit denepanuu.
(dactp 5 BBeneHa PenepalibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. llopsnoxk co3naHusi, pa3BUTHS, BBOAA B DJKCIUIyaTallMlo, OAKCIUIyaTallUM M BbIBOJA U3
JKCIUTyaTallud CHUCTEMbl MOHMTOPUHIA [BIKECHUS JICKAPCTBEHHBIX IIPENApPaTOB I MEAULMHCKOIO
NPUMEHEHHs], TOPSJI0K TNPEAOCTaBleHUs HHGOpPMAIMU, COAEp)Kalleiics B CHCTeME MOHHTOPUHTA
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

JBUKECHHUSI JIEKAPCTBEHHBIX IIPENapaToB I MEIULUHCKOIO NPUMEHEHUS, U MOPSJIO0K B3aUMOJCHCTBUSA
YKa3aHHOW  CHUCTEMbl C HWHBIMH  TOCYJapCTBEHHBIMH  HH(POPMALIMOHHBIMH  CHUCTEMaMHU H
MH(GOPMAIIMOHHBIMH CUCTEMaMU I0PUIMYECKUX JIUI ¥ HHIUBUIYaIbHBIX IPEANPUHIMATENEH, YKa3aHHbBIX
B yacTax 7 u 10 Hacrosmen crarbu, ycraHaBiaupaworca [IpaBurenscrBoM Poccuiickoit denepanun.
OneparopaMu CHCTEMbl MOHUTOpPHHIA JIBUJKEHUS JIEKAPCTBEHHBIX IPENAapaToB JUIsl MEIUIMHCKOIO
NPUMEHEHHs SBISIOTCS  (pelepasibHblii OpraH HUCIHOJHUTENBbHOW BiIacTW M (WIM) OpraHu3amus,
ynosiHoMoueHHbIe [IpaButensctBoM Poccniickoit denepanun.

(dacTp 6 BBeneHa DenepalbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. ¥Opuanueckue nuna U MHAMBULYAIbHbIE IIPEAIIPUHUMATENH, OCYLIIECTBIISIOIINE TPOU3BOJICTBO,
XxpaHeHue, BBO3 B Poccuiickyro ®denepanuio, OTIYCK, pealu3alMio, Iepenady, IPUMEHEHHE U
YHUYTOXXEHHE JIEKAPCTBEHHBIX MPEMapaToB sl MEAUIIMHCKOTO MPUMEHEHUs, 00ECTIIeYBAIOT B MOPSIKE U
B COCTaBe, KOTOpble YycraHOBIeHbl IIpaBurensctBoM Poccuiickoit ®enepanuu ¢ ydeToM BHUAA
OCYIIECTBIISIEMOW HMMH JIEATEIBHOCTH, BHECEHHWE HWH(POpPMAlMKM O JICKAPCTBEHHBIX Iperaparax s
MEIULUHCKOIO IIPUMEHEHUs B CUCTEMY MOHMTOPHHIA [BW)KCHMS JICKAPCTBEHHBIX IPENapaToB IS
MEIULUHCKOTO IIPUMEHEHUS.

(uactp 7 BBeneHa DenepalbHbIM 3aKkOHOM OT 28.12.2017 N 425-D3)

7.1. JlexapcTBeHHbIE npenaparbl JUIsi MEAMLIMHCKOIO TPUMEHEHUs, IpeIHAa3HAYEHHBIE JUIS
oOecrieyeHus I, OOJNBHBIX TeMO(UINEH, MYKOBUCIUI030M, T'MIO(U3APHBIM HAaHU3MOM, OOJIE3HBIO
lomie, 3510Ka4eCTBEHHBIMH HOBOOOPA30BaHUAMHU JTUMQPOUIHON, KPOBETBOPHOM U POJCTBEHHBIX UM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIULL II0CJIE€ TPAHCIUIAHTALMM OPraHOB U (WJIM) TKaHEH, NPOU3BEICHHbBIE
1o 31 nexabps 2019 rona, a Taxke UHBIC JIEKAPCTBEHHBIE Mpenaparhl JUIsi MEAUIUHCKOTO TPUMEHEHHUS,
npousBeaeHHble A0 | umronsg 2020 roga, mojuiexaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, pealu3alui,
nepeaaye, NMPUMEHEHUIO 0e3 HaHECEHUs CPEACTB MACHTU(HUKAIMM JO UCTEUCHHS CpPOKa MX TOAHOCTH.
[TpaBurensctBo Poccuiickoit ®dexepanuu BIpaBe YCTAaHOBUTH OCOOEHHOCTH BBOJA B T'pa)IaHCKUM
000pOT JIEKAPCTBEHHBIX MpEnapaToB IS MEIUIIMHCKOTO MPUMEHEHHUs, MPOU3BEIECHHBIX B mepuon ¢ 1
utonst 2020 roma mo 1 oxtsa6ps 2020 roma. B mensix BBOJa B IpaKJaHCKUK OOOPOT JIeKapCTBEHHBIE
npernapaTsl  JUIsl MEAMLMHCKOTO IPUMEHEHHs, 3a MCKIIOUYEHHEM JIEKapCTBEHHBIX IIPENaparos,
NpeJHa3HAYCHHBIX Ul OoOecreyeHHs JUL, OOJBHBIX reMOo(HIMel, MyKOBHCUUI030M, TUMO(PHU3apHBIM
HaHU3MOM, OoJie3HbIO [oIre, 3710Ka4ecCTBEHHBIMH HOBOOOPA30BaHUSAMH JTHUM(OHUIHON, KPOBETBOPHOH U
POJICTBEHHBIX UM TKaHEH, paCcCEsIHHBIM CKJIEPO30M, JIUI] IIOCJIE€ TPAHCIUIAHTALMK OPraHOB U (MJIM) TKaHEH,
NPOU3BEICHHBIE 3a Impenenamu tepputopun Poccuiickoit @enepaunu g0 1 oxtss0pst 2020 roma, Moryr
ObITh BBe3eHBbl B Poccuiickyio @enepamuio g0 1 suBaps 2021 roga B mopsijke, yCTaHOBJICHHOM

[IpaBurensctBoM Poccuiickoit @enepannu, 6e3 HaHECEHHUs CPEICTB UACHTU(DUKAIIUH.
(B pen. ®enepanbHbIX 3aKOHOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranmzauuss WHGOPMALMOHHOTO B3AaUMOJEHCTBHS CHUCTEMBl MOHUTOPHHIA JIBUKCHUS
JEKapCTBEHHBIX MPENapaToB JUIsi MEAMIMHCKOIO IPUMEHEHUS C HHBIMH TOCYJapCTBEHHBIMU
MH(POPMAIIMOHHBIMH CHCTEMaMH OOECIeYMBAeTCs B TOM YHCJIE IOCPEACTBOM HMH(PPACTPYKTYpHI,
oOecrieunBaromeil MHOOPMAIIMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(OPMAIIMOHHBIX CHCTEM,
UCIOJIb3YEMBIX ISl NPEJOCTaBIEHHUS TOCYJAapCTBEHHBIX M MYHHUILMINAIBHBIX YCIYT U HCIOJHEHHUS
rOCyJapCTBEHHBIX 1 MYHHIIUIIAIBHBIX (YHKIIUH B 3JIEKTPOHHON (opme.

(uactp 8 BBeneHa PenepalibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. OOmenoctymHas wuHQOpMAIMs, CcOAEpKAIIAsCs B CHUCTEME MOHUTOPUHTA JIBWKCHUS
JIEKapCTBEHHBIX npemnapaTon TUIS MEAUIIMHCKOTO MIPUMEHEHUS, pasmerniaercs B
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

MH(POPMALMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTH "MHTepHeT" (B TOM yHcie B (OpME OTKPBITHIX TaHHBIX)
B NOpsifIKe, ycTaHOBJIEHHOM I[IpaBurensctBoM Pocculickoit @enepanuu.
(uactp 9 BBenneHa PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

10. ITpon3BoauTENN JIEKAPCTBEHHBIX CPEICTB MOJIYYarOT COJAEPKAIIYIOCS B CHCTEME MOHUTOpPUHIA
JBVDKEHUS JIEKAPCTBEHHBIX IpENapaToB Uil MEIUIIMHCKOTO NPUMEHEHHs WHQPOpPMALUI0O O CEepHsiX M
NapTUSX JEKAPCTBEHHBIX MpPEnapaToB, MPOU3BOJIUMBIX UMU M HAXOJIIUXCSA B TPAXIAHCKOM 000poTe B
Poccuiickoit deneparuu, 6€3B03ME3HO.

(uactp 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

11. 3a mpou3BOACTBO WUJIM MPOJIAXKy JIEKAPCTBEHHBIX MPENapaToB AJsi MEIUIIMHCKOTO MPUMEHEHUS
0e3 HaHEeCeHMs CPEACTB WACHTU(UKAIIMM, C HAPYIICHHEM YCTAHOBIIEHHOTO TOPSAKAa X HAaHECCHHs, a
TAKXKE€ 332 HECBOEBPEMEHHOE BHECEHUE JAHHBIX B CHUCTEMY MOHUTOPHHIA JABMKCHHS JIEKAPCTBEHHBIX
MpenaparoB Uil MEAUUMHCKOTO TNPUMEHEHUS WM BHECEHME B HEE HEIOCTOBEPHBIX JAaHHBIX
IOpUIMYECKUE JIMIA U WHIMBHUAyaJIbHbIE NPEANpPUHUMATENH, YKa3aHHbIE B 4HacTAX 4 W 7 HaACTOSILEH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENBCTBOM Pocculickoit @enepanuu.
(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TlpaButenbctBo Poccuiickoii ®enepanuu BlpaBe YCTAaHOBUTH OCOOCHHOCTH BHEAPECHHUS
CUCTEMbl MOHMTOPHMHIA JABM)KEHUS JIEKAPCTBEHHBIX IIPENapaToB A MEAUIMHCKOIO INPUMEHEHMS,
BKJIIOYas CPOKM €€ BHEIPCHHUSA, B OTHOLICHUM JIEKAPCTBEHHBIX IIPENapaToB Il MEAULUHCKOIO
NPUMEHEHHsI, BKJIIOUEHHBIX B IIE€pEUYEHb JKU3HEHHO HEOOXOAMMBIX M BAKHEHIIHMX JIEKAPCTBEHHBIX
MpernaparoB, JEKAPCTBEHHBIX IpErapaTroB, MpeJHA3HAYCHHBIX JUIsi oOecrmeueHusl JHI, OOJbHBIX
reMopwined, MyKOBHUCIUA030M, THUIO(GH3apHBIM HAHU3MOM, OoJe3Hbio [omie, 37I0KayecTBEHHBIMU
HOBOOOPa30BaHUSAMH JTUM(POUIHON, KPOBETBOPHON U POJICTBEHHBIX UM TKAaHEH, pacCeSHHBIM CKIIEPO30M,
JUI| TI0CJI€ TPAHCIUIAHTAllMM OpraHoB M (WJIM) TKaHEH, WHBIX JIEKapCTBEHHBIX IIPENapaTroB Ul
MEIULUHCKOTO IPUMEHEHUS.

(uactp 12 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

Masa 14.1. OrPAHUYEHUA, HANTATAEMbIE
HA OPTAHU3ALIUN, OCYLLECTBINAKLWIHME OEATENIBHOCTb
MO OBPALLUEHUIO NIEKAPCTBEHHbIX CPEACTB
(BBenena denepanibHbiM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHu4yeHusi, Hanaraemble MNpPU OCYLUECTBJIEHUM [OeATEeNIbHOCTU B
ccepe obpaleHns nekapCTBEeHHbIX CpeacTB

1. Opranuzanuy, 3aHUMaONMecs pa3pabOTKOW, MPOU3BOJACTBOM U (MJIM) peanu3anuei
JICKapCTBEHHBIX MPENapaToB JUIs MEIUIIMHCKOTO MPUMEHEHHs, OpraHu3aliy, o0Iagaronue nmpaBaMy Ha
HCII0JIb30BAHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOIO Mpenapara Juisi MEAUIMHCKOTO PUMEHEHUS,
OpraHM3alMi OITOBOM TOPIrOBJIM JIEKAPCTBEHHBIMM CpEACTBAMM, alTEYHbIE OpraHu3aluu (UX
NPEJCTaBUTENN, UHBbIE (U3NYECKUE U IOPUANYECKUE JIMIA, OCYLIECTBISIOIINE CBOIO JIEATEIBHOCTh OT
UMEHH 3THX OpraHM3alui) B OTHOLICHMH MEIUIMHCKUX PAaOOTHHUKOB M PYKOBOJHUTENECH MEIUIIMHCKUX
OpraHu3aluil He BIIpaBe:

1) BpyyaTh NoJapku, BBILJIAYUBATh JIEHEKHbBIE CPEACTBA (32 MCKIIOYEHHUEM BO3HAIPaXIACHUU IO
JOTOBOpaM INpU TMPOBEACHUM KIMHUYECKMX HCCIIEOBAaHUI JIEKAPCTBEHHBIX IIPEMapaToB  JUId
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

MEIUIMHCKOTO TNPUMEHEHUS, BO3HAIPAXKICHUM, CBA3AaHHBIX C OCYIIECTBICHUEM MEIULUHCKUM
pabOTHUKOM TIeNaroru4eckoi M (W) HAyYHOUW NEATENILHOCTH), B TOM YHCIIE OIJIaYuBaTh Pa3BICUYCHUS,
OTABIX, IPOE3J K MECTY OTAbIXA, & TAK)KE IMPHUBJICKATh K YYACTUIO B PA3BJIEKATEIbHBIX MEPOIPUATHSIX,
MPOBOJIMMBIX 3a CUET CBOUX CPEJICTB;

2) 3akimoyaTh COIJIAIIEHWS O HA3HAYEHUM WIM PEKOMEHJAlMM MallMeHTaM JIEKapCTBEHHBIX
IIpenapaToB AJi MEIULMHCKOTO NPUMEHEHMS (32 UCKIIOYEHUEM J0IOBOPOB O MPOBEAECHUN KIMHUUYECKUX
UCCIIEI0OBAaHUH JIEKAPCTBEHHBIX MIPENapaToB AJs MEAULIMHCKOIO IPUMEHEHNU);

3) npenocTaBiATh 00pA3Ibl JIEKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO NMPUMEHEHHS B IIeIsAX
BpyUYEHHMsl MalMEHTaM (3a UCKIOYEHHEM CIIy4yaeB, CBA3aHHBIX C IIPOBEICHUEM KIMHUYECKUX
UCCIIEIOBAHUH JIEKAPCTBEHHBIX MIPENapaToB AJIsl MEAULIMHCKOIO IPUMEHEHNU);

4) mpenoCcTaBIATh HEOCTOBEPHYIO U (MJIM) HETIOJIHYIO HH(POPMAIIHIO O JIEKAPCTBEHHBIX MpernapaTax
U1 MEJUIIMHCKOTO PUMEHEHMS;

5) mocemaTh ux B paboudee BpeMs Ha paboumx MecTax, 3a MCKIIOYEHHEM CIIy4aeB, CBSI3aHHBIX C
MIPOBEACHUEM  KIMHHUYECKUX HCCIICNOBAHMM  JIEKAPCTBEHHBIX IIPENAaparoB Il  MEIULUHCKOIO
IIPUMEHEHHUs], C Yy4aCTUEM B IOPSJKE, YCTAaHOBJICHHOM PYKOBOIMUTEIIEM MEAMIMHCKOM OpraHU3alliH, B
COOpaHUsAX METUIMHCKUX PAOOTHUKOB M HWHBIX MEpONPHUATHIX, HAMPABICHHBIX HA IOBBIIICHHE WX
npo(hecCHOHANBFHOTO YPOBHSA WM Ha NpeAoCcTaBlieHHEe HH(OpPMAIMH, CBA3aHHOW C OCYIIECTBICHUEM
MOHHUTOPHUHTa 6€30IaCHOCTH JIEKAPCTBEHHBIX MPEMapaToB;

6) moOyX/1aTh K BBIMHUCBIBAHUIO JIEKAPCTBEHHBIX MPENApaToB Il MEAULIUHCKOTO NMPUMEHEHHUs Ha
OnaHkax, coAepKalux MH(pOPMaIUIO PEeKIaMHOTO XapakTepa, a TakKe Ha peleNnTypHbIX OJlaHKaxX, Ha
KOTOpPBIX 3apaHee Hale4yaTaHO HauMEHOBAHME JIEKapCTBEHHOIO IIpemnapata M MEIUIMHCKOTO
IIPUMEHEHMUSL.

2. OpraHu3anuu, yka3aHHble B a03alle TepBOM 4acTH | HacTOSIIEeH CTaThbH, U UX MPEJCTaBUTENIN B
OTHOIIEHUH (hapMaleBTHUECKUX PAOOTHUKOB U PYKOBOJHUTENCH allTE€YHBIX OPraHN3aliil He BIpaBe:

1) Bpy4daTh MOAApKH, BbIIJIAYMBATL ACHCKHBIC CPCACTBA, B TOM YHCJIC OIIAYMBATL PA3BJICUCHUS,
OTAbIX, MPOC3aA K MCECTYy OTAbIXd, W IPHUBJICKATH K YYACTUIO B PAa3BJICKATCIBbHBIX MCPOIPHUATUAX,
MMPOBOAMWMBIX 3a CUCT CBOUX CPCIACTB,

2) mpenocTaBiATh OOpa3Ibl JIEKAPCTBEHHBIX MPENaparoB Ui MEIUIIMHCKOTO MPUMEHEHUS IS
BPYYEHUSI HACEIIEHUIO;

3) 3aKJII04aTh CONIAlICHUA O MNPCIJIOKCHHUU HACCICHUIO OINPCACIICHHBIX JICKAPCTBCHHBIX
npenaparoB JJis1 MCIUIUHCKOI'O MPUMCHCHUS

4) mpenoCcTaBIATh HEOCTOBEPHYIO U (MJIM) HETIOJIHYIO HH(POPMAIIHIO O JIEKAPCTBEHHBIX MpernapaTax
UId  MEIUIUHCKOTO TNPHUMEHEHHUs, B TOM 4YHCIE HUMEIOUIMX OJMHAKOBOE MEXIYHApOJHOE
HENAaTEHTOBAHHOE HAUMEHOBAHUE.

Ctatbsa 67.2. TpeboBaHMA K OpraHM3auum U NPOBEAEHUID HAayYHbIX MepPONnpPUATUM,
MHbIX MeponpUATAUMA, HanpaBfiIeHHbIX Ha NOBbIWeHWe npocgecCUoHanbLHOro YpPOBHS
MeAULMHCKMX paboOTHMKOB WM Ha npeaocTtaBneHne uWHopmMauun, CBs3aHHOW C
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depnepanbHbil 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [okymeHT npegoctasneH KoHcynbTaHTl10c

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

oCyLLecTBIeHUEM MOHUTOPUHra 6e30MacHOCTU NleKapCTBEHHbIX NpenapaToB

1. Tlpu npoBeaeHNN HAayYHBIX MEPONPUATHNA, UHBIX MEPONPUATUH, HAIPABICHHBIX HA MOBBILICHHUE
npo(hecCHOHATBHOTO YPOBHA MEAMIMHCKUX pPAOOTHUKOB MM Ha NPEIOCTABIECHHE CBS3aHHOU C
OCYILIECTBIICHHEM  MOHHMTOPHHIa  0O€30MacHOCTH  JIGKAPCTBEHHBIX  IMpenapaToB  WHGpOpMaluH,
OpraHu3yeMbIX OpraHH3alMsIMH{, YKa3aHHBIMH B aOzaie mepBoM dacTu 1 crateum 67.1 Hacrosmiero
@enepanbHOTO 3aKOHA, HMX MPEACTaBUTENAMU U (WiM) (UHAHCHPYEMBIX 3@ CUET CPEICTB ATHUX
OpraHu3aluii M UX [PEeACTaBUTEIECH, 3alpellaeTcs MpensTCTBOBATh YYaCTUIO B YKa3aHHBIX
MEpOIPUATUAX HMHBIX OPraHMU3alUi, KOTOPBIE MPOU3BOIAT WIM PEAIU3YIOT JIEKAPCTBEHHBIEC IIpEraparsl
UL MEQUIIMHCKOTO TPUMEHEHHS CO CXOKHM MEXaHHU3MOM (hapMakoJIOTHYECKOTO ACUCTBUS, JIMOO
CO3[aBaTh JAMCKPUMUHALIMOHHBIE YCIOBHUA Ul OJHHUX YYAaCTHUKOB II0 CPAaBHEHUIO C JPYIrUMH
YY4aCTHUKAaMHU, & UMEHHO:

1) nmpenocTaBiasATh pa3INyHOE KOJUYECTBO BPEMEHH JUISl BHICTYIUIEHUH YYaCTHMKOB, Pa3iIM4YHBIE 1O
pasmepy 3aHUMaeMO# IJIOLIaTd MecTa JJIS JIEMOHCTpAIMK 00pa3IoB JIEKAPCTBEHHBIX MpPENapaToB s
MEIULUHCKOIO IMPUMEHEHUS WM PEKIAMHBIX MaTEpUAIOB O JIEKApCTBEHHBIX IIpemnaparax s
MEIULUHCKOrO MPUMEHEHUS Ha 3KCIIO3ULIUAX, CTCHIAX, 38 UCKIIOUEHHUEM CIIy4aeB, €CIU TaKUE YCIIOBUS
3aKperieHbl B COTJIALICHHUAX 3TUX OpraHW3alvid, MX HpeAcTaBuTeNell 0 (UHAHCHPOBAHUU YyKa3aHHBIX
MEpPONPUATHI U 00YCIIOBJICHBI Pa3IMYHBIMH 3aTpaTaMi YYaCTHUKOB Ha MX OpraHU3aIHIo;

2) ycraHaBJIMBaTh pa3Mep B3HOCA Ul YYACTHMKOB MEPONPUATHH, yKa3zaHHBIX B a03ale MmepBOM
HACTOSIIEN YaCTH, NPEBBIIAIONUN CyMMY 3aTPaT Ha OPraHU3alUI0 YKa3aHHBIX MEPOIIPUATUN U BENYILHI
K He0OOOCHOBaHHOMY OT'PAaHMUYEHUIO YUCIIA UX YYaCTHHKOB.

2. OpraHu3anuu, yka3aHHble B a03aue mepBoM vacTu | ctarbu 67.1 Hactosmiero @enepanbHOTO
3aKOHA, X IMPEJICTABUTENH, OCYIIECTBISIIONME OpraHu3alnio U (M) (pUHAHCHPOBAHUE MEPONPUSATHIA,
yKa3aHHBIX B 4acTH | HacTosei craTby, 00s3aHbl 00ecIIeYnBaTh JOCTYN K MH(pOpPMAaLUK 0 1aTe, MecTe U
BPEMEHU IMIPOBEJEHUS YKA3aHHBIX MEPONPUITUH, IUIaHAX, IpPOorpaMMax IPOBENEHUS YKa3aHHBIX
MEpPOIIPUATHI U TeMax, IJIAaHUPYEMBIX [UIsl pACCMOTPEHHUS, COCTaBE UX YYACTHUKOB IIyTEM pa3MELICHUS
COOTBETCTBYIOIIEH MH(OPMAIIMK HAa CBOMX O(UIMANBHBIX caiiTax B ceTu "MHTepHeT" He mo3nHee IBYyX
MECSLEB 0 Hayajla IPOBEACHUS YKA3aHHbBIX MEPOIIPUATHIA.

3. Nudopmanust 0 MpoBEJACHUN MEPONPUATHIA, YKa3aHHBIX B 4acTH | HacTOsAIIEH CTaThbH, B CPOK,
YCTAaHOBJICHHBIH YacThIO 2 HACTOALICH CTaThM, JOJDKHA OBITh HampaBlieHa B (eaepanbHBId Oprax
UCTIOJITHUTEIBHOM BJIACTH, OCYLIECTBISIOMMKA (YHKIMM 1O KOHTPOJIO M HAm30py B cdepe
3JIPaBOOXPAHEHHMSI, JJIS MOCIEAYIOIIEro pa3MelIeHusl ee Ha O(QHUIMAIbHOM CalTe TOr0 OopraHa B CEeTH
"NuTepuer".

Mnaesa 15. OTBETCTBEHHOCTb 3A HAPYLWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OBPALLEHNU NEKAPCTBEHHbLIX CPEACTB
n BO3MELWEHUWE BPEOA, NTPUMUHEHHOIO 300POBbLIO NTPAXKAAH
BCNEACTBUE NMPUMEHEHUA NEKAPCTBEHHbBIX NMPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTbL 3a HapyweHue 3aKkoHogaTtenbcTBa Poccunckomn
depepaumm npm obpaLleHUn NeKapcTBEHHbIX CPeaAcTB

1. Hapymenue 3akoHopaatensctBa Poccuiickoii ®exepanuu npu oOpalleHUH JIEKapCTBEHHBIX
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?;ee%e%in;gbég 32%'(205 0T 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynsTaHTlnioc

"06 OB pPALLEHMM N1EKAPCTBEHHbIX CPEACTE" [lata coxpaHexus: 03.06.2022

CPEICTB BJEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOJATENhCTBOM Poccuiickoii
denepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. 3a HempeAcTaBJICHUE UM HECBOEBPEMEHHOE NpeACTaBiIeHne HH(POpPMALN U (M) JOKYMEHTOB
nu00 TpeACTaBICHHE HENOCTOBEPHbIX HMH(popMarmuun U (WIKM) JOKYMEHTOB, IPEAYCMOTPEHHBIX
HacrosmuM  DenepalbHBIM  3aKOHOM, CYOBEKTBI OOpalleHHsl JIeKapCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepanmm.

(uactp 2 BBeneHa denepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03; B pen. @enepanbHOro 3akoHa OT
04.06.2018 N 140-D3)

Crtatba 69. Bo3meweHue Bpeaa, NpUYMHEHHOro 300POBLIO rpaxaaH BcreacTeuve
NPUMEHEHUA NeKapCTBEHHbIX NpenapaToB

1. ITpou3BoauTENH JIEKAPCTBEHHOTO TMperapara 00s3aH BO3MECTUTh Bpel, MPUYUHEHHBIN 3J0POBbHIO
I'PaKJIaH BCIIECACTBUE IIPUMEHEHNUs JIEKAPCTBEHHOIO IIperapara, €CJId JOKa3aHo, 4To:

1) nexkapcTBEHHBIM Npenapar NPUMEHSJICS [0 HAa3HAYEHWIO B COOTBETCTBUU C MHCTPYKLIHMEW IO
NPUMEHEHHIO JIEKapCTBEHHOTO Ipernapara W NPUYMHONW Bpena SIBWIICA BBOJ B TPAKIAHCKUNA 00OpOT
HE00POKauECTBEHHOTO JICKAPCTBEHHOTO Tpernapara;

2) Bpea 3A0pOBBI0 MPUYMHEH BCJEJICTBHE HEIOCTOBEPHONH WHQOpMALUKU, COJepiKalieiics B
MHCTPYKLUU I10 IIPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapara, U3JaHHOW ITPOU3BOAUTENIEM JIEKAPCTBEHHOIO
npenapara.

2. B ciydae, eciu Bpea 3/0pOBBIO TPaKJaH MPUUMHEH BCIICACTBUE MPUMEHEHHUS JIEKApCTBEHHOTO
mpernapara, MpPUIIEIIero B HErOAHOCTh B PE3yNbTaTe HAPYIICHUS MPAaBUI XPAHEHUS JIEKapCTBEHHBIX
CpEeACTB, MPaBWJI ONTOBOM TOPrOBIHU JIEKAPCTBEHHBIMH INpernapaTaMu, MPaBUII OTITYCKa JIEKaPCTBEHHBIX
IpernaparoB, IPaBWJI HW3TOTOBICHHS M OTIYCKa JIEKAPCTBEHHBIX IIpEMapaTroB, BO3MEIICHHE Bpena
OCYIIECTBISICTCS COOTBETCTBEHHO OpraHU3allMell ONTOBON TOProBIIM JIEKAPCTBEHHBIMU CpPEICTBAMH,
anTeYHONW OpraHu3aluei, WHIUBUIYAIbHBIM NpPEANPUHUMATEIEM, HWMCIOIUMH JIMIEH3UI0 Ha
(bapMaIeBTHUECKYIO JESITEIbHOCTh MM JIMIEH3UI0 Ha MEIUIMHCKYIO JIeSTeIbHOCTh, MEIUIIMHCKOM
OpraHu3aieif, uMeromel JHMIEH3UI0 Ha (apMaIeBTHUECKYIO0 JEATelIbHOCTh (ee 000COOICHHBIM
nojpaszenenueM (amOymnaropuelt, (enpamepckuM U (eNbImepeKo-aKyIepekuM MyHKTaMH, HEHTPOM
(ornenenuem) oOmeld BpaueOHON (ceMelHOU) MPAaKTHKH), PACIOJIOKEHHBIM B CEIbCKOM HACEIECHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET alTe4yHas OpraHu3alus), JOMYCTUBIIUMH MPOJaXy WM OTIYCK TaKOTO
JICKapCTBEHHOTO TIpenapara.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3MmemeHnue Bpena, NPUUYUHEHHOTO 3J0POBBIO TpaXkJaH BCIEJICTBUE MPUMEHEHUS
JIEKapCTBEHHBIX TPEMapaToB WM COBEPIICHUS MPOTUBOMPABHBIX JCUCTBUH CYOBEKTaMU OOpAaIICHUS
JIEKapCTBEHHBIX CPEJICTB, OCYILECTBISAECTCS B COOTBETCTBUM C 3aKOHOJATENIILCTBOM Poccuiickoi
denepanuu.

Mnasa 16. SAKITIOYUTEJIbHbLIE NMOJIOXEHUA

CtaTtbA 70. O Nnpu3HaHUM yTPaTUBLUMMMK CUIY OTAESNbHbIX 3aKOHOAATEeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccunckon ®epepauumn
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

IIpu3HaTh yrpaTUBIIUMHU CHILY:

1) ®enepanbubiii 3akoH oT 22 wutoHa 1998 roma N 86-®3 "O nexapcTBeHHbIX cpencTBax"
(Cobpanue 3axoHomaTenbcTBa Poccuiickoit @enepammu, 1998, N 26, ct. 3006);

2) ®enepanbubiit 3ak0H OT 2 ssHBaps 2000 roga N 5-@3 "O BHeCeHUU U3MEHEHHUS U JIOTIOJIHEHUN B
@enepanbubiii 3akoH "O nekapcTBeHHbIX cpencTtBax" (CoOpaHue 3akoHOJarenbcTBa Poccuiickoit
®enepauun, 2000, N 2, cT. 126);

3) cratbio 40 @enepanbHoro 3akoHa ot 10 sHBapst 2003 roga N 15-®3 "O BHeceHun U3MEHEHUH U
JOTIOJIHEHUH B HEKOTOPBIE 3aKOHOJATeNbHbIE aKThl Poccuiickoy ®Penepauyu B CBA3U C INPUHATUEM
@enepanbHoro 3akoHa "O  JMIEH3UPOBAHMM OTAEIBHBIX BHIOB jAedrenbHocTH"  (CoOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2003, N 2, cr. 167);

4) crarbio 31 ®@enepanbrHoro 3akoHa ot 30 utons 2003 roga N 86-O3 "O BHeceHUM U3MEHEHUU U
JOTIOJIHEHHUH B HEKOTOPBIE 3aKOHOAATeNbHbIEe akThl Poccuiickoit denepanuu, NpU3HAHUU yTPATUBIIUMU
CUJly OTAENIbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoii denepanuu, NpeIOCTAaBICHUU OTAEIBHBIX
rapaHTUi COTPYTHHKAM OPraHOB BHYTPEHHMX JI€JI, OPraHOB MO KOHTPOJIIO 32 000POTOM HAPKOTUYECKUX
CPEACTB M TICUXOTPOIHBIX BEIECTB M YIpa3AHSAEMBIX (efepaqbHbIX OPraHOB HAJIOTOBOW IOJIMIMH B
CBSI3U C OCYIIECTBICHHEM Mep IO COBEPIIEHCTBOBAHHUIO rocynapcTBeHHOro ympanieHus" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crateio 101 denepanpHoro 3akoHa ot 22 aBrycra 2004 roga N 122-®3 "O BHeceHUH U3MEHEHUI
B 3aKOHoJarenbHble aKkThl Poccuiickoil depepald W NPU3HAHUU YTPATUBIIMMM CHILy HEKOTOPBIX
3aKOHOJATeNbHBIX akTOB Poccuiickoit ®enepaunu B cBsA3u ¢ npunartueM dDenepanbHbiXx 3akoHOB "O
BHECEHMM W3MeHeHHMH u nomnonHeHuid B DenepanbHblii 3akoH "OO 0OMMX NPUHIUIAX OpraHU3alUd
3aKOHOJATENbHBIX (IIPEICTAaBUTENBHBIX) W MCIOJHUTEIBHBIX OpPraHOB TOCYJApCTBEHHON BJIAacTH
cyobektoB  Poccuiickoit  ®emepanmn” u  "OO0 00mUX OPUHIMIIAX OPraHU3ALUH  MECTHOTO
camoympasnenust B Poccuiickoit ®eneparnun” (Cobpanue 3akoHoaatensctBa Poccuiickoit deneparmu,
2004, N 35, ct. 3607);

6) crarbio 28 denepanpHoro 3akoHa oT 18 nexabps 2006 roga N 231-D3 "O BBeneHUH B ICHCTBHE
gactu 4erBepTod ['paxkmanckoro komaekca Poccuiickoit ®eneparuu” (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit denepanuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny Hactosiwero denepanbHOro 3akoHa

1. Hacrosimuit denepanbHblii 3aK0H BeTynaeT B cuity ¢ 1 centsops 2010 roqa.

2. JlexapcTBEHHBIE CpPEICTBA, 3apETMCTPUPOBAHHBIE O [HS BCTYIUIEHMS B CHJIy HAaCTOSILETO
@denepallbHOTO 3aKOHA, MOJUIEkKAT BKIOYEHHUIO B TOCYAAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEICTB C
BHECCHMEM YKa3aHHBIX B yacTu | crarbu 33 Hactosumero denepanbHOr0 3aKoHa CBEACHUH 00 3THUX
JICKApCTBEHHBIX CPEJCTBaX 0€3 MPOXOXKICHHS BHOBb IPOLEAYpPhl TOCYIApPCTBEHHOW PpErucTpariu
JIEKapCTBEHHBIX NIPENApaToOB.

3. Focy;[apCTBeHHa;I perucTpanus JCKapCTBCHHBIX IMPCIIApaToOB, 3a UCKIIIOUYCHUCM JICKAPCTBCHHBIX
npenapartoB Ml MCIUIHUHCKOIO MPUMCHCHHA, NPCACTABJICHHBIX Ha YKAa3aHHYHKO PCTUCTPAlIUIO OO OHA
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depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

BCTYIUICHUSI B CHITY HacTosiero deaepanbHOro 3aK0Ha, OCYIIECTBIISETCS B COOTBETCTBUM C HACTOSIIIUM
denepanbHbIM 3aKOHOM Ha OCHOBAaHUM JIOKYMEHTOB W JaHHBIX, IIPEJICTABJICHHBIX 10 JIHS BCTYIUICHHS B
cuiy Hacrosiiero deaepanbHOro 3aKoHa.

(B pen. ®enepanbuoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. 'ocynapcTBeHHass perucTpalus JIEKapCTBEHHBIX MIPENapaToB AJIs MEAULIUHCKOTO IPUMEHEHMS,
IIPE/ICTABICHHBIX HA TOCYAAPCTBEHHYIO PETHCTPAlMIO [0 JHS BCTYIUIEHUS B CHJIy HacTOSLIETO
@denepallbHOTO  3aKOHA, U TOCYAApCTBEHHAs PpEruCTpalus JIEKAPCTBEHHBIX IPENaparoB  JUId
MEIUIIMHCKOTO IPUMEHEHMS], NPEJICTABICHHBIX HAa JSKCIEPTH3Y JEKAPCTBEHHBIX CPEICTB A0 JHA
BCTYIUIEHUSI B cuily Hacrosiuiero denepanpbHOro 3akoHa B LENAX MX MOCIEAYIOIIEW TOCYAapCTBEHHOMN
perucTpamnuy, OCYLIECTBISIOTCS HAa OCHOBAaHMM JOKYMEHTOB U JIaHHBIX, IIPEJICTaBICHHBIX A0 IHSA
BCTYIUIEHUSI B CUiy HacTosuero @enepanbHOro 3aKOHA, a TaKKe 3asiBJICHUS O TOCYIApCTBEHHOM
perucTpany  JIEKapCTBEHHOIO Ipernapara, IpeACTaBICHHOTO IMPOU3BOAUTEIEM  JIEKapCTBEHHBIX
IIPENapaToB UM YIIOJHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU C HacTOSIIUM DenepanbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepanbHblii OpraH UCIOIHUTENbHOU BiacTu A0 1 maprta 2011 rona, 6e3 TpeGoBaHuUs
YIUIaThl TOCYJAapPCTBEHHOM MOLUIMHBL, IPEIYCMOTPEHHOM 3aK0oHO1aTenbCcTBOM Poccuniickoit @enepannu o
Hajorax u cobopax.

(uacts 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. TloarBepxkaeHHE TOCYJAapCTBEHHOM pErucTpalyy JIEKApCTBEHHBIX IpPENapaToB Ui
MEUIIMHCKOTO MPUMEHEHUS, PEICTABIECHHBIX I NMOATBEPKACHUS FOCY1apCTBEHHON perucTpanyu 10
IHS BCTYIUIEHHS B Ccuily Hacrosulero ®efepanbHOro 3aKOHA, M IMOATBEPXKAECHHUE TOCYAAPCTBEHHOM
perucTpanuu JIEKAPCTBEHHBIX MPENapaToB s MEAUIMHCKOTO TNPUMEHEHUs, IPEICTABICHHBIX Ha
AKCHEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 10 JHS BCTYIUIEHUS B CHIIy Hacrosulero denepajbHOTO 3aKOHA B
LEISIX TOCIEAYIOIIET0 MOATBEPKACHUS HUX TOCYJapCTBEHHOW PpErucTpalyM, OCYILECTBISAIOTCS Ha
OCHOBAaHUHU JOKYMEHTOB M JaHHBIX, IPEACTABICHHBIX A0 JHSA BCTYIUIEHUS B CHJy HACTOSILETO
@denepalbHOTO 3aKOHA, a TaKKe 3asgBICHHUS O MOATBEP)KIECHUU TIOCYJApCTBEHHOW pEerucTpanuu
JIEKapCTBEHHOI'O Ipenapara, HpeJICTaBICHHOIO IPOU3BOAUTENEM JIEKAPCTBEHHBIX IPENapaToB WU
YIOJHOMOYEHHBIM WM JIMIOM B COOTBETCTBUM ¢ HacrosmuM DenepanbHbIM  3aKOHOM B
YIIOJTHOMOYEHHBIH (peiepaibHbIi OpraH UCIOJHUTENBbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBanus
YIUIaThl TOCYIaPCTBEHHOM MOIIINHBI, IPEIyCMOTPEHHON 3aKOHOAAaTenbCcTBOM Poccuiickon denepauuu o
Hajorax u cobopax.

(uacts 3.2 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. Ilpunatue pelmieHus O BHECEHUM M3MEHEHMHl B JOKYMEHTBI, COJAEp)Kalluecs B
PETUCTPALIMOHHOM JIOCB€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar uisi MEIULUHCKOTO
IIPUMEHEHMSI U TPEICTABICHHBIE 1O AHS BCTYIIEHUS B cwily Hacrosuero denepanbHOro 3akoHa, U
IIPUHATHE PEIICHNUS] O BHECEHUU U3MEHEHUN B IOKYMEHTBI, COAEpKAIlleecsl B PErUCTPAllMOHHOM JI0Che Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar i MEAULIMHCKOTO IPUMEHEHHS U IIPEJICTaBICHHbIE HA
AKCHEPTU3Y JIEKAPCTBEHHBIX CPEJICTB 10 THS BCTYIUIEHHS B CHIy HacTosmero denepalbHOTO 3aKOHa,
OCYILECTBIISIOTCS HAa OCHOBAHUM JOKYMEHTOB M JAHHBIX, MPEJCTABIECHHBIX 10 JHS BCTYIUIEHHUS B CHUILY
HacTosero @enepanbHOrO 3aKOHA, a TAKKE 3asABJIEHUS O BHECEHMM HW3MEHEHHUH B JIOKYMEHTHI,
COJZIEpIKalllMeCs] B PErMCTPALlMOHHOM JOCh€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IMpenapar yis
MEIUIIMHCKOTO IMPUMEHEHMSI, IPEICTaBICHHOIO IIPOM3BOAMTENEM JIEKAPCTBEHHBIX IPENApaToB WU
YIOJHOMOYEHHBIM WM JIMIOM B COOTBETCTBUM ¢ HacrosmuM DenepanbHbIM  3aKOHOM B
YIIOJTHOMOYEHHBIH (peiepabHbIi OpraH HCHOJHUTENBbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBanus
YIUIaThl TOCYaPCTBEHHOM IOLIINHBI, IPEIyCMOTPEHHOMN 3aKOHOAaTenbCcTBOM Poccuiickon denepauuu o

www.consultant.ru Crpanvua 141 n3 143
HapAe)XHafa npaBoBas noaaepxxkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=173380&date=03.06.2022&dst=100064&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=417877&date=03.06.2022&dst=5571&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=201689&date=03.06.2022&dst=100207&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=201689&date=03.06.2022&dst=100209&field=134

depepanbHbilt 3akoH 0T 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs"

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

Hajorax u cobopax.
(uactsp 3.3 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bplgaua paspelieHUMil Ha NPOBEIEHUE KIMHUYECKUX HCCIEIOBAaHUM JIEKaPCTBEHHBIX
[IpenaparoB s MEIULMHCKOIO IPUMEHEHUS 10 3asBJICHUSAM, NOJAHHBIM [0 JHS BCTYIUICHUS B CHILY
Hacrosuero denepanbHOro 3aK0Ha, a TAKXKE M0 3asBJICHUAM, IIOJAHHBIM IIOCIE IHS BCTYIUICHUS B CUILY
Hacrosuero denepanbHOro 3aKOHa HA OCHOBAHUU KCIEPTU3, IIPOBEACHHBIX 10 JHS BCTYIUICHUS B CHILY
Hacrosuero denepanbHOro 3aKOHA, OCYLIECTBISETCS B COOTBETCTBMM ¢ HacroAmwuM dDenepanbHbIM
3aKOHOM Ha OCHOBAHUU JOKYMEHTOB M JAQHHBIX, [IPEICTABICHHBIX WIH IOJIYYCHHBIX 10 JHS BCTYIUJICHUS
B cuiy HacTtosuero denepaabHOTO 3aKOHA, a TAKKE Ha OCHOBAHUM KOIIMH IIPEABAPUTEIBHOIO TOrOBOpa
0053aTEILHOTO ~ CTPaxXxOBAaHUS KU3HHM, 3J0POBbS MAIMEHTOB, YYacCTBYIOUIMX B  KIMHHYECKOM
HCCIIEA0BAaHUU JIEKapCTBEHHOTO IIpernapara Ui MEIULMHCKOTO IPUMEHEHUs, WIM KOIMH J0roBOpa
0053aTEIbHOTO ~ CTPaxXOBAaHUS KU3HHM, 3/J0POBbS MAIMEHTOB, YYacCTBYIOUIMX B  KIMHHYECKOM
MCCIICIOBAaHUH JIEKAPCTBEHHOTO Mperapara A MEAUIUHCKOTO MPUMEHEHHs, JHO0O0 MpencTaBlIeHHON
KOIIUH JIOTOBOpa 00s3aTEIbHOIO CTPaxOBaHUs, 3aKJIIOYCHHOTO B COOTBETCTBUHU C THUIOBBIMU IPaBUIIAMHU
0053aTEIbHOTO CTPAaXOBaHUA, C YKa3aHHUEM IMPEAETbHOW UYUCIEHHOCTH NAIMEHTOB, YYacTBYIOUIMX B
KJIMHUYECKOM HCCIICZIOBAHUM JIEKAPCTBEHHOIO Iperapara s MEAWLIMHCKOrO IpUMEHEHHs, 0e3
TpeOOBaHMS YIIAThl TOCYAAPCTBEHHOM MOIUIMHBI, MPEIyCMOTPEHHOM 3aKOHOAaTeIbcTBOM Poccuiickoii
denepanuu 0 HAJIOTax U cOOpax.

(uactsp 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHON BAaIOTE€ 1O JHSA BCTYIUIEHMSI B CHJIy HAacCTOSILErO
@denepanbHOro 3aKOHA IIPEACIIBHBIC OTIIYCKHBIE LICHBI HHOCTPAHHBIX ITPOU3BOAUTEIICH HA JIEKAPCTBCHHBIC
npernaparel, BKIIOYEHHBIE B TMEPEUYEHb JKU3HEHHO HEOOXOAMMBIX M BAXXHEUIIMX JIEKAPCTBEHHBIX
IpernaparoB, MOJyIeKAT HepecueTy B pyonu no kypey LlentpansHoro 0anka Poccuiickoit @enepannu Ha
nary, ycraHoBieHHywo IlpaButensctBoM Poccuiickoit ®denepannu, 6e3 mpeicTaBiIeHUs 3asBICHHUS O
IIepecyeTe LEHbl C BHECEHUEM COOTBETCTBYIOIIMX M3MEHEHUN B TOCYNAPCTBEHHBIH PEECTp IPEACIbHBIX
OTIIYCKHBIX LIEH IPOU3BOJUTENICH HA JIEKAPCTBEHHBIE IPENapaThl, BKIIOYCHHBIC B IIEPEUCHb KU3HEHHO
HEOOXOMMBIX M BaXHEHIIIHNX JIEKAPCTBEHHBIX MPENapaToB.

(vacts 3.5 BBeneHa @exnepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE 0 JHS BCTyIUIEHMS B cuily Hacrosmero ®enepanbHoro 3akoHa
IIpeebHBIE OTIYCKHBIE IIEHBl POCCHUICKMX TNPOU3BOAMTENECH Ha JIEKAPCTBEHHBIE IIpenaparsl,
BKJIIOYCHHBIE B TEpeUeHb >KM3HEHHO HEOOXOIMMBIX M BaXXHEWIIHMX JIEKAPCTBEHHBIX IPEnapaToB,
nojuiexkar uHAekcauuu ¢ 1 HoAOps 2010 roma Mcxoas M3 MPOTHO3HPYEMOTO YPOBHS HH(ISIMH,
ycraHoBiieHHOTO DeniepaibHbIM 3ak0HOM OT 2 aekadps 2009 roga N 308-D3 "O ¢denepanbHOM OrokeTe
Ha 2010 rog u Ha manoBeIit nepuo 2011 u 2012 rogos" Ha 2011 roa.

(dactsp 3.6 BBeneHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He momyckaroTcs IPOU3BOJACTBO U BBO3 B Poccuiickyro @enepanuio
JICKapCTBEHHBIX IIPENapaToB B YIIAKOBKAX ¢ MApKUPOBKOM, KOTOpasi ObLIa HaHECEHa JI0 JTHs BCTYIJICHUS B
cwity Hactosero ®denepanbHoro 3akoHa. Ilo mcreueHMM ykKa3aHHOTO CpOKa JaHHBIE JIEKapCTBEHHBIE
IpernapaTsl MOTYT OTIIYCKaTbCsl, PEaJM30BBIBATHCS, NEPENABaTbC M NPUMEHATHCA 1O HCTEYEHUS HX
CpOKa I'OJTHOCTH.

(B pen. @enepanbubix 3akoHOB OT 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co pHs BCcTyuleHHs B cuily Hactosiuero ®enepanbHoro 3akoHa v no 30 ampens 2011 roga
BKJIIOUUTENBHO  JOIyCKA€TCAd IPOBEAECHUE OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB  3KCIIEpTaMH
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depepanbHbilt 3akoH oT 12.04.2010 N 61-03
(pep. o1 26.03.2022)
"O6 obpalLeHnmn ekapCcTBEHHbIX CpeacTs”

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

OKCIICPTHOT'O  YUPCKACHUA OO0 HNPOXOXKACHHUA HWMH aTTCCTAlMM B THOPAAKEC, YCTAHOBJIICHHOM
YIOOJIHOMOYCHHBIM (bez[epam:HHM OopraHomM HWCIOJIHUTEILHOM BIACTH.

5. Co mus BeryruieHus: B cuity Hacrosimero ®denepansHoro 3akoHa u mo 31 nexabpst 2013 roxa
BKJIFOYUTENIBHO OCYLIECTBIISAETCS NEPEX0] K IPOU3BOJACTBY JICKADCTBEHHBIX CPEACTB B COOTBETCTBUU C
IIpaBUJIaMH OPraHU3alMy MPOU3BOACTBA U KOHTPOJIS KAaueCTBA JIEKAPCTBEHHBIX CPE/ICTB, YKa3aHHBIMU B
gyactu | crarem 45 Hactosmiero denepanbHOro 3aKoHa, B NOJNHOM oObeme. Cpoku mepexona
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJICTBY B COOTBETCTBUM C KOHKPETHBIMH
TpeOOBaHUAMHU JAHHBIX MPAaBMJI, BKJIIOYAs CPOKM ATTECTALMU YIOJHOMOYEHHBIX JIMI, YKa3aHHBIX B
gactax 6 m 7 crateu 45 Hacrosuero ®enepanbHOro 3aKoHaA, ycTaHaBiMBaroTcs lIpaBurenbcTBOM
Poccuiickoit @enepanuu.

6. JluneHsun Ha NPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB, BblAaHHble 10 1 sHBaps 2014 ropa,
neiictByror nociae 1 sHBaps 2014 roga 1o ucTeueHMs cpoKa MX JIEHCTBUS MPU YCIOBUHM COOTBETCTBMS
JUIEH3MaTa IIpaBWJIaM OpPraHM3alliy IPOU3BOJCTBA M KOHTPOJII KadyecTBa JIEKAPCTBEHHBIX CPEJICTB,
yKa3aHHBIM B yacTu | ctatbu 45 HacTosero @enepaabHOro 3akoHa.

7. ®opMHpOBaHME TOCYJApCTBEHHOIO 33JaHMs HA IPOBEIEHUE HKCHEPTU3BI JIEKAPCTBEHHBIX
cpeacTB (enepanbHOMY TOCyJapCTBEHHOMY OIO/DKETHOMY YUPEXKJICHHIO IO TPOBEICHUIO SKCIEPTU3BI
JICKApCTBEHHBIX CPEACTB M (PMHAHCOBOE 0OECIeueHHE BBIMOJHEHHS 3TOTO 33JaHUs OCYLIECTBISIOTCS B
NOpsIZIKE, ycTaHOBIEHHOM DenepalibHbIM 3ak0HOM OT 12 sHBaps 1996 roga N 7-@3 "O HekoMMeEpUYECKUX
oprauzanusax’.

(uactp 7 BBeneHa PenepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

IIpesunent
Poccniickoit denepanuu
JAMEJIBEJIEB
Mocksa, Kpemiib
12 anpens 2010 roga
N 61-®3
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