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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. u gon., BCTyn....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

12 anpens 2010 roga N 61-03

POCCUNCKASA ®EQEPALIUA
®EOEPANbHbLIA 3AKOH

OB OBPALLUEHUU NEKAPCTBEHHbIX CPECTB

MpuHAT
FocygapcTBeHHOW dymoii
24 mapTta 2010 roga

OpobpeH
CoseToMm depepauuu
31 mapTta 2010 roga

Cnncok N3MEHAILLNX [OKYMEHTOB
(B pes. PepepasibHbiX 3aKOHOB OT 27.07.2010 N 192-93,
o1 11.10.2010 N 271-93, o1 29.11.2010 N 313-93,
o7 06.12.2011 N 409-93, o1 25.06.2012 N 93-93,
0T 25.12.2012 N 262-93, o1 02.07.2013 N 185-®3,
0T 25.11.2013 N 317-93, o1 12.03.2014 N 33-93,
0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93 (peps. 13.07.2015),
o1 08.03.2015 N 34-93, o1 29.06.2015 N 160-93,
ot 13.07.2015 N 233-93, ot 13.07.2015 N 241-93,
o7 13.07.2015 N 262-93, o1 14.12.2015 N 374-93,
0T 29.12.2015 N 389-93, o1 02.06.2016 N 163-®3,
o7 03.07.2016 N 261-93, o1 03.07.2016 N 305-®3,
o1 03.07.2016 N 350-93)

Maea 1. OBLWWUE MOJNOXXEHUA
Cratbsa 1. lNpeameTt perynnpoBaHnsa HacToswero ®egepasibHOrNo 3akoHa

1. Hactoswmin depepanbHblii 3aKOH peryavMpyet OTHOLLEHUSl, BO3HMKaWWMe B CBA3W C obpaleHuem -
pa3paboTKoW, AOKTMHUYECKMU UCCNEAOBAHUAMM, KIUHUYECKMW UCCNEeA0BaHUAMU, 3KCNEPTU30M, rocyaapCTBEHHON
peructpauuei, co craHgapTusaumein M C KOHTPO/EeM KadvecTBa, MNPOU3BOACTBOM, W3rOTOB/IEHWEM, XpPaHEHWEM,
nepeBo3Koii, BBO3OM B Poccuiickyto ®epepauunto, BbIBO30OM U3 Poccuiickoii ®epepauun, pekiamon, OTnycKoM,
peanusauueii, nepegaveil, N(PUMEHEHVEM, YHUUTOXEHNEM NEKAPCTBEHHbIX CPELCTB.

(B pea. PepepanbHOro 3akoHa ot 06.12.2011 N 409-93)

2. Hactoswmin degepanbHblii  3aKOH yCTaHaB/MBaEeT MPUOPUTET  TOCYAApPCTBEHHOTO  perynpoBaHus
6e30MacHOCTU, kavecTBa U APIEKTUBHOCTA JIEKAPCTBEHHbIX CPEACTB NPK MX 0bpaLLeHnn.
(B pea. PepepasibHOro 3akoHa ot 25.06.2012 N 93-93)

Crtatbsl 2. Cpepa NpMMeHeHus HacToswero ®egepasibHOro 3akoHa

HacToswmin degepanbHblil 3aKOH MPUMEHSAETCH K OTHOLLEHUSIM, BO3HMKAIOLLMM MpU 06paLLEeHUN STIEeKapCTBEHHbIX
CpeacTB Ha TeppuTopun Poccuiickoii epepaumn.

CraTbsa 3. 3akoHOAaTeNbCTBO 06 06paLLEHNN NTEKAPCTBEHHbIX CPEACTB

1. 3aKoHofaTeIbCcTBO 06 06paLLEeHNN STIeKapCTBEHHbIX CPEACTB COCTOUT U3 HacTosAwero ®efepasibHOro 3akoHa,
Apyrnx oefepasibHbIX 3aKOHOB 1 MHbIX HOPMATUBHbIX NPaBOBbLIX akTOB Poccuiickoii depepaumn.

1.1. 3akoHopaTesnibCTBO 06 oOb6palleHun JeKapCTBEHHbIX CPEeACTB B OTHOLIEHUU OPUAUYECKUX NNl 1
WHAMBMAYANbHBIX  NpeAnpuHUMaTeneil, OCYLWEeCTBASWNX AeATe/IbHOCTb Ha  TeppuTopun  MeXAyHapoAHOro
MEOULMHCKOTO KfacTepa, MNPUMEHSETCS C Y4Y4eTOM OCOGEHHOCTEN, YCTaHOB/EHHbIX ®degepanbHbIM 3akoHOM "O
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

MEeXAYHapO4HOM MeAMLUUHCKOM KnacTepe U BHECEHUN N3MEHEHWIT B OTAE/IbHbIE 3aKkOoHOAaTe/lbHble akTbl Poccuiickoi
dbepepaymmn’.
(vacTb 1.1 BBegeHa PefepasibHbIM 3aKOHOM 0T 29.06.2015 N 160-93)

2. [eiictBne HacTosiwero deaepasbHOro 3akoHa pacnpocTpaHseTcs Ha obpaleHue  HapKOTUYEeCKMX
NeKapCTBEHHbIX CPEACTB M MCUMXOTPOMHbIX SIEKAPCTBEHHbIX CPeACTB C YYeTOM OCOOEHHOCTel, YCTaHOBMIEHHbIX
3akoHoAaTesnbcTBoM Poccuiickoii defepauum O HaApKOTUYECKMX CPeACcTBax, MCMXOTPOMHbIX BewecTtBax M 06 unx
npekypcopax.

3. [elictBue HacToswero PefepasibHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHve pagunodhapMaLeBTUyecKnX
NeKapCTBEHHbIX CPEACTB C YY4EeTOM OCOOEHHOCTEN, YCTaHOB/EHHbIX 3aKOHOA4ATEeNbLCTBOM Poccuiickoin depepaunn B
o6n1acTn obecneyeHnst pagnalMoHHO 6e30NacHOCTU.

4. Ecnn mexayHapoaHbIM A0roBopoM Poccuiickoii Pefepaumm ycTaHOBMNEHbI MHblE NpaBwuia, Yem Te, KoTopble
npeaycMoTpeHbl HAcToAWMM PefepasibHbIM 3aKOHOM, MPUMEHSOTCA Npasu/ia MeXayHapoaHoro 4orosopa.

5. B Poccuiickoih degepaumm B COOTBETCTBUM C MEXAYHApPOAHbIMM AoroBopamu Poccuiickoli degepaumm n (unu)
Ha OCHOBE NPVHLMNA B3aMMHOCTY NPU3HAKOTCA pe3ynbTaTbl KIMHUYECKUX UCCNef0BaHNA 1eKapCTBEHHbIX MpenapaTos
ANA MeAMUMHCKOTro NPUMEHEHUs, NPOBEAEHHbIX 3a Npegenamm Tepputopun Poccuiickoii ®egepaumn.

Ctatbs 4. OCHOBHbIE NOHATUS, NCMNoJsib3yeMble B HAaCTOoALEM CDe,u,epaJ'leOM 3akoHe

[ns uenein HacToswero defepasibHOr0 3akoOHa MCNOb3YHTCA CeayloLme OCHOBHbIE MOHATUS:

1) nekapcTBEHHbIE CpeAcTBa - BELLeCcTBa UM Ux KoMOMHaum1, BCTynarowme B KOHTaKT C OpraHu3mMoM 4YesioBeka
WX >KMBOTHOTO, MPOHMKAKLWME B OpraHbl, TKaHW OpraHu3Ma u4esloBeka WM >KMBOTHOrO, MNpPUMEHSIEMble A5
NponNakTuKn, ANarHoCTMKM (38 UCK/IIOUEHNEM BELLEeCTB WM UX KOMOMHALMA, He KOHTaKTMPYKLIMX C OpraHvW3mMoMm
yenoBeka WM XMBOTHOIO), JsledyeHus 3aboneBaHus, peadbunuTauun, [AA8 COXpaHeHWs, NpefoTBpalleHns Wam
npepbiBaHNs 6EPEMEHHOCTY M NOJTYYEHHbIE N3 KPOBU, M/1a3Mbl KPOBU, M3 OPraHoB, TKaHeil opraHvu3ma 4YesioBeka Wau
)XMBOTHOTO, PacTEHWl, MWHEpPasioB MeTofaMn CUHTe3a WAM C NPYMEHEHWEM 6Buonormdeckux TexHosnormii. K
NleKapCTBEHHbIM CpeAcTBaM OTHOCATCA (hapmaLieBTUYecKMe cybcTaHLMM N NekapcTBEHHbIE NpenapaTsl;

2) dhapmaveBTuYeCKas cybCcTaHUmMS - ekapCTBEHHOE CPeACTBO B BUAE OOHOTO WM HECKOSIbKUX 06/1a4atoLmx
chapmMako10rmMiyeckoin akTMBHOCTbIO AECTBYIOLUX BELLECTB BHE 3aBUCHMOCTU OT NPMpPOAbl NPOUCXOXAEHUS, KOTOpoe
npegHa3HavyeHo A9 NPOM3BOACTBA, M3rOTOB/IEHUS NIEKAPCTBEHHbIX MPenapaToB 1 onpegenseTt ux aPeKTUBHOCTb;

(n. 2 B pen. ®efepancHOro 3akoHa ot 22.12.2014 N 429-93)

3) BcrnomoraTesibHble BelecTBa - BelecTBa HEOPraHM4Yeckoro WM  OPraHUYyeckoro  MPOUCXOXAEHUS,
nucnosb3yemble B MNpoLecce NPOM3BOACTBA, W3rTOTOB/IEHWSA JIEKAPCTBEHHbLIX NpenapaToB A8  NpugaHus UM
Heo6X0AMMbIX PU3NKO-XMMUYECKNX CBOICTB;

4) nekapcTBeEHHbIE NpenapaThl - IeKapCTBEHHbIE CPEACTBA B BUAE JIEKAPCTBEHHbIX )OPM, NPYMEHsieMble Ans
npohmnakTnkn, ANArHoCTUKK, fledeHns 3abosieBaHus, peabunutauun, [NS COXPaHeHUs, NpefoTBpalleHus uau
npepbiBaHNs 6EPEMEHHOCTN;

5) nekapcTBeHHas (popma - COCTOsIHME IeKapPCTBEHHOIO nNpenapaTa, COOTBETCTBYOLLee cnocobam ero BBeAeHUs
N NPUMEHEHMA U 0becneynBaroLLLee AOCTVKEHNE HEOOX0ANMOro 1e4ebHoro adipekTa;

5.1) [O3UnpoBKa - coAepXXaHne O4HOro UM HECKO/TbKUX AEMCTBYHOLWMX BELLECTB B KO/IMYECTBEHHOM BbIPaXEHUN
Ha eguHULY A03bl, UM eauHuLy 06bemMa, U eauHULY Macchl B COOTBETCTBMU C JIeKapCTBEHHOW chopMoi mbo ans
HEKOTOPbIX BUA0B NIEKAPCTBEHHBLIX (POPM KOMMYECTBO BbICBOOOXAAEMOro M3 /leKapCTBEHHOV (hOpPMbl AelCTBYIOLLEro
BELLECTBA 3a e4MHULYY BPEMEHU;

(n. 5.1 BBegeH PepepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

6) nepeyeHb XU3HEHHO HEOOXOAMMbIX U BaXKHENLLNX JIeKapPCTBEHHbIX MPEenaparoB - €XerofHo YTBepXAaemblit
MpaButenscTtBoM Poccuiickoli eaepaummn nepeyeHb /1EeKapCTBEHHbIX NpenapaTtoB AN MeAWLMHCKOrO NpPUMEHEHWs,
obecneunBatoLLyX NPUOPUTETHLIE MOTPEOHOCTU 34paBOOXPaHEHNSA B LiessaxX NpouIakTuki 1 nedeHns 3aboneBaHuii, B
TOM uncfie npeobnagatoLmx B CTpyKType 3abonesaemocti B Poccuiickoli depepauuu;

6.1) opthaHHbIE NEKAPCTBEHHbIE NpenapaThl - JIEKAPCTBEHHbIE Npenaparbl, NpefHas3HaYeHHbIE WUCKIUUTESTbHO
ONS AMarHOCTUKM UM NaTOTeHEeTUYECKOrO SIeYEHNs (1eYeHnsl, HanpaB/IEHHOTO Ha MexaHuM3Mm pas3BuUTMS 3a60/1eBaHNS)
pegknx (opgaHHbIX) 3abonesaHui;

(n. 6.1 BBefeH PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

6.2) 6uonornyeckue fekapcTBeHHble npenapatbl - fleKapCTBEHHblE Mpenapatbl, AelCTBylOLlee BeLLeCTBO
KOTOpPbIX NPOM3BEAEHO WM BbiAENEHO U3 BUOIOTMYECKOro NCTOYHUKA U A1 ONpefenieHns CBONCTB N KavecTBa KOTOPbIX
HeobxoavMa KOMOuHaumMs 6uMoIorMyecknx u  U3NKO-XUMUYECKX MeTogoB. K  BMOMormyecknm  fieKapCTBEHHbIM
npenaparam OTHOCATCSH MMMYHOBOMOOTMYECK/Ee SIeKapCTBEHHbIE Npenaparbl, IeKapCTBEHHbIE Npenapartsbl, NONyYeHHbIe
M3 KpOBW, NAa3Mbl KPOBM 4esioBeKa W XMBOTHbIX (3a WCK/IOYEHMEM LENbHOW KPOoBW), OUOTEXHOIOrMYECKNE
NeKapcTBEHHbIe NpenapaThbl, reHoTepaneBTUYECKNE NEKAPCTBEHHbIE Npenaparhbl;

(n. 6.2 BBefeH PefepasibHbIM 3aKOHOM 0T 22.12.2014 N 429-93)
7) UMMYHOBNONIOTNYECKNE NlEKAPCTBEHHbIE NpenapaTtbl - JSlIekapCTBEHHble Mnpenapartbl, npegHasHayeHHble A/
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

(hOpPMMPOBaAHUSA aKTUBHOIO UMN NACCUBHOIO MMMyHUTETA IMO0 AUArHOCTUKMA HaNnumsa MMMyHUTETa WAW AUarHoCTUKU
cneunmnyeckoro NPUOBPETEHHOr0 U3MEHEHUS MMMYHOJIOTVMYECKOTO OTBETa Ha asieprusvpyriowme Beullectsa. K
UMMYHOGUOIOTMYECKUM  JIeKAapPCTBEHHbIM MpenapartamM OTHOCATCS BaKUWHbl, @HaTOKCWHbI, TOKCWHbI, CbIBOPOTKMU,
UMMYHOT106Y/TMHBI 1 annepreHs;

(n. 7 B pen. PepgepasibHOro 3akoHa ot 22.12.2014 N 429-93)

7.1) BUOTEXHONOTMYECKME NEKAPCTBEHHbIE MpenapaTbl - JIeKapCTBEHHbIE Mpenapartbl, MPOU3BOLACTBO KOTOPbIX
OCYLLIECTB/SIETCS C UCMONb30BaHNEM BGMOTEXHOMOMMYECKMX MPOLLECCOB 1 MeToAoB (B Tom uncre [OHK-pekoMBUHAHTHOIA
TEXHOMOMUMN, TEXHOMOTUN KOHTPOJSIMPYEMOI 3KCMPECCUMM TEHOB, KOAMPYHOLLMX OUOMOrMYEeCcKn akTuBHble Oenku B
npoKkapnoTax W aykapuoTax, BK/OYas M3MEHEHHble KIEeTKU MaekonuTawowmx), rmbpuaoMHOro MeToga WM MeToga
MOHOK/TOH&/TbHbIX aHTUTES;

(n. 7.1 BBegeH defepasibHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKME NEKAPCTBEHHbIE MpenapaTbl - JIEKapCTBEHHbIE MpenapaTsl, (hapmaueBTUYeckas
CybCTaHUMA KOTOPbIX SBASIETCS PEKOMOWHAHTHOM HYK/TEMHOBOW KUCMOTOM WM BK/IOYAET B CEOSA PEKOMOMHAHTHYH
HYK/IEMHOBYIO KUCNOTY, MNO3BOMISAIOLYIO OCYLWeCTBNATL pPeryimpoBaHvue, penapauuio, 3ameHy, paobasneHne uaun
yAasieHne reHeTUYeCcKoi nocnefoBaTe/IbHOCTY;

(n. 7.2 BBefeH defepasibHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

8) HapKoTU4yeckne feKkapcTBeHHbIE CPEACTBA - NIekapCTBEHHbIE MpenapaTbl U hapmaueBTUyeckue cybcTaHumu,
cofepxallme HapKoTMYeckme cpeacTBa v BKIOUEHHble B [lepeyeHb HapKOTUYECKUX CPeACcTB, MCMXOTPOMHbIX BELLECTB U
X MPEeKypcopoB, nognexawmx KOHTPosito B Poccuiickoin depgepauny, B COOTBETCTBMM C 3aKOHOLATE/IbCTBOM
Poccuiickoin depepaunn, mexayHapoaHbiMu gorosopamun Poccuiickoin ®egepauyn, B TOM uncne EAMHON KOHBEHLMEN O
HapkoTuyeckux cpencteax 1961 roaa;

9) NCMXOTPONHbIE SIeKapCTBEHHbIE CPEACTBA - JIeKapCTBEHHbIE MpenapaTbl U hapMaueBTUyeckne cybcTaHuuw,
cofepxallme NCUXOTPONHbIE BELLECTBA M BK/IKOUYEHHbIE B [lepeyeHb HapKOTUYEeCKUX CPeACcTB, MCUXOTPOMHbIX BELLECTB U
X MPEKypcopoB, nognexawux KOHTposio B Poccwuiickoin depgepaunn, B COOTBETCTBMM C 3aKOHOLATE/IbCTBOM
Poccuiickoin ®epepaunmn, MexayHapodHbIMK gorosopamu Poccuiickoin ®epepaumn, B TOM uucne KoHBeHUMeER o
NCUXOTPONHbIX BewecTBax 1971 roga;

10) pagunodhapmaleBTMYECKME fIEKapCTBEHHbIE CPEACTBa - JIeKapCTBEHHbIE CPeACcTBa, KOTOpble coaepxar B
roTOBOW A/19 NCNOJIb30BaHNA hopme OAMH PaANOHYKANA NN HECKONBKO PaaVOHYKNNAOB (PaAnM0aKTMBHbIX M30TOMOB);

11) pehepeHTHbI TekapCTBEHHbI Npenapar - JIeKapCTBEHHbIN npenapar, KOTopblii BNepBble 3aperncTpupoBaH B
Poccuiickoin ®epepauun, kayectso, 3(pDEKTUBHOCTL M 6€30MacHOCTbL KOTOPOro AoKa3aHbl HA OCHOBaHWM pe3yfbTaTtoB
OOKNNHUYECKNX MCCNEeA0BaHNA NEKAPCTBEHHbIX CPEACTB U KIMHUYECKUX WCCNefoBaHunii fIeKapCTBEHHbIX Npenapartos,
NpoBeAEHHbIX B COOTBETCTBUM C TpeboBaHWsIMW 4acTeli 6 u 7 ctatbk 18 HacTosiwero deaepasibHOrO 3akoHa B
OTHOLLEHMWW IEKAPCTBEHHbIX CPeACTB 415 MEeANLMHCKOrO NPMMEHEHN M60 B COOTBETCTBUMM C TPeboBaHWAMU CTaTby
12 HacTosiwero ®efepasibHOrO 3akOHa B OTHOLUEHWM IEKAPCTBEHHbLIX CPeACTB A/l BETEPUHAPHOTO MPUMEHEHMUS, U
KOTOpbI/i MCMONb3yeTcA [A71A OLEHKM OMO3KBUBASIEHTHOCTM WM TepaneBTUYEeCKOW 3KBMBASIEHTHOCTW, Ka4vecTBa,
ahdhekTMBHOCTM M 6e30nacHOCTM BOCMPOU3BEAEHHOTO WM  6GuoaHanoroBoro (61Monogo6GHOr0)  IeKapCTBEHHOTO
npenapara;

(B pea. PepepasnibHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93)

12) Bocnpou3BedEeHHbIN IeKapCTBEHHbIM NpenapaTt - NIeKapCTBEHHbIA Npenapar, KOTopblli MMeeT TakoW e
KauyeCTBEHHbIi COCTaB ¥ KOIMYECTBEHHbI COCTaB AECTBYIOLLMX BELLECTB B TaKOl Xe JieKkapCTBEHHOW dopme, 4To U”
pedepeHTHbIN NeKapcTBEHHbI Npenapar, U 6MO3KBMBASIEHTHOCTb WM TepaneBTUYeCKas 3KBMBaIEHTHOCTb KOTOPOro
pedhepeHTHOMY NIEKaPCTBEHHOMY NMpenapaTy NoATBEPXAEeHA COOTBETCTBYOLLMMMN UCC/IEA0BaHUAMUY;

(n. 12 B pea. degepasibHOro 3akoHa ot 22.12.2014 N 429-93)

12.1) TepaneBTUYECKass ISKBMBAJIEHTHOCTb - [OOCTMXKEHWE K/MHMYECKM COMOCTaBMMOIO TepaneBTU4ecKoro
adpchekTa Npy NPYMEeHeHUN TeKapCTBEHHbIX NpenapaToB A/ MeAMUMHCKOT0 NPUMEHEHUS 418 O4HOW 1 TOM e rpynnbl
60/1bHbIX MO OAHUM M TEM Xe NOKa3aHUAM K MPUMEHEHNIO;

(n. 12.1 BBeaeH ®efepasibHbIM 32KOHOM OT 22.12.2014 N 429-93)

12.2) 6uoaHanoroBblin (6MONOA06HBIN) TeKapCTBEHHbIV Npenapart (broaHanor) - 6MoOTNYeCKNii NTEKAPCTBEHHBIN
npenapaT, CXOXWA MO napamMeTpam KayecTBa, 3(P(EKTUBHOCTM M OGE30MacHOCTU C peddepeHTHbIM BMOI0rMYECKNM
NIEKAapPCTBEHHbLIM MpenapaToM B TakoW Xe IeKapCTBEHHOM hopMe 1 UMEKLLNIA NAEHTUYHBIA CNOCO6 BBEAEHUS;

(n. 12.2 BBegeH defepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

12.3) B3aMMO3aMeHSIEMbIi SIEKAPCTBEHHbLI Npenapar - JfIeKapCTBEHHbIA npenapaT C  AOKa3aHHOW
TepaneBTUYECKOl 3KBUBASIEHTHOCTbIO WU OMO3KBMBA/IEHTHOCTHIO B OTHOLIEHWU pPedIepeHTHOro J1eKkapCTBEHHOro
npenapara, MMeLNA S3KBUBASTIEHTHbIE EMY KaYeCTBEHHbIN COCTaB U KOJIMYECTBEHHbIN COCTaB AENCTBYIOLWNX BELLECTB,
COCTaB BCNoMoraTe ibHbIX BELLECTB, SIeKapCTBEHHYO (DOPMY 1 CNOCO6 BBEAEHMS;

(n. 12.3 BBegeH PegepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

13) nekapcTBEHHOE pacTUTE/IbHOE ChIPbE - CBEXWE UMW BbICYLLUEHHbIE pACTeHUsA NGO KX 4acTW, UCMO/b3yeMble
ANs NpPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB OpraHusaumsamMu - Npov3BOANUTENSIMU  JIEKAPCTBEHHbIX CPEeACTB Wu
N3roTOB/IEHNS NIEKAPCTBEHHBIX NPenaparoB anTeYHbIMU OpraHn3aLusMm, BeTepUHapHbIMY anTeyHbIMU OpraHm3aLlnsaMm,
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

VHAVBUAYANbHLIMW NPEANPUHUMATENAMN, UMEIOLLMMUY JIMLEH3NI0 Ha (dapMaLeBTUHECKYIO AeATE/TbHOCTb;

14) nekapCTBEHHbIN pacTUTENbHbIN Npenapar - IeKapCTBEHHbIN Npenapar, NPOM3BEAEHHbIA AN N3rOTOBMEHHbIN
13 OOHOTO BMAa IEKAPCTBEHHOIO PACTUTE/IbHOTO CbipbS WM HECKOJIbKUX BUAOB TaKOrO Cbipbs W peasim3yemblii B
pac)acoBaHHOM BMAEe BO BTOPUYHOI (NOTPEBUTE/IbCKOW) YNaKOBKE;

15) romeonaTuyeckuii fleKapCTBEHHbI npenapaT - JfIeKapCTBEHHbIi npenapat, MpPOU3BEAEHHbI 1K
N3rOTOBJ/IEHHBLIA M3 hapMaLeBTMYECKONn CcybCcTaHuMM wunn  gpapmaueBTUHeckMx CcybCcTaHuuii B COOTBETCTBUM C
TpeboBaHMsIMN 06LLMX thapMaKkoneliHbIX cTaTeli K roMeonaTU4YecKkMM fiIeKapCTBEHHbIM Mpenaparam Uan B COOTBETCTBUM
¢ TpeboBaHMAMUN (hapmakonen cTpaHbl NPOM3BOAMTENS TaKOro SIekapCTBEHHOIO Npenapara,;

(n. 15 B pea. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

16) wMmexayHapogHoe HenaTeHTOBaHHOe HavMeHOBaHMe JfIeKapCTBEHHOro CpeacTBa -  HauMeHOBaHuWe
JelicTBylowero BellecTBa hapmaueBTUYECKOl cybCcTaHuuM, peKoMeHAoBaHHOe BcemupHol  opraHm3auumei
3 paBOOXpPaHEHUS;

(B pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

17) ToproBoe HauMMeHOBaHWEe /eKapCTBEHHOrO cpeacTBa - HaVMeHOBaHWe J1IeKapCTBEHHOIO CpefcTBa,
NPUCBOEHHOE €ro pas3paboTunkoMm, AepxareseM nan BnagesnbLem perncTpauMoHHOro Y40CTOBEPEHUS SIEKAPCTBEHHOIO
npenapara;

(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

17.1) rpynnnpoBOYHOE HAMMEHOBaAHUE IEKAPCTBEHHOMO NMpenapaTta - HaMMeHOBaHNe /IeKapCTBEHHOTO Npenapara,
He VMEHOLLLEro MexayHapo4HOr0 HenaTeHTOBAHHOrO HaMMEHOBaHWUSA, WU KOMOGWHaLMKU fIekapCTBEHHbIX MpenapaTos,
NCNosib3yemoe B Lensx 00beanHeHNs ux B rpynny nof eavHbIM HauMeHOBaHWeM MCXOAs U3 OAMHAaKOBOro cocTtasa
[AeiCcTBYHOLMNX BELLECTB;

(n. 17.1 BBegeH ®efepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

18) ob6wasa dapmakoneiHas ctaTb - AOKYMEHT, YTBEPXAEHHbIA YNOMNHOMOYEHHbIM (hefepasibHbIM OpraHoM
WCMNOJIHUTENBHOW BNacTy M cogepxalwuii nepedeHb nokasartesieil kayectsa M (MM) METOAOB KOHTPOSS KadecTBa
KOHKPETHOW /IEKAPCTBEHHOW (QOPMbI, /IEKAPCTBEHHOTO PACTUTE/IbHOTO  Cbipbsl, OMNWCaHWS  BGUMONOrMYECKNX,
BUOXNMUNYECKNX, MUKPOBUOMOTNYECKNX, DUINKO-XUMUYECKMX, (PU3NYECKMX, XUMUYECKUX MU ApYrux MeToAO0B aHanmsa
NeKapCTBEHHOI0O CPeACTBa, a Takke TpeboBaHNA K UCNOMNb3yeMbIM B LiefIsiX NPOBEAEHMS JaHHOTO aHan3a peakTuBaw,
TUTPOBaHHbLIM pacTBopam, MHAUKaTOpaM;

(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

19) cpapmakoneiiHad cTaTbs - [OKYMEHT, YTBEPXOEHHbIA YMNOMHOMOYEHHbIM hefepasibHbiM  OpraHoMm
UCMNOSIHUTENBHOW BNacTy W CcOfepXawuii nepeyeHb MokasaTesneli KadectBa M METOAOB KOHTPOAs  KadecTsBa
NleKapCTBEHHOIO CPeacTBa;

(B pes. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

19.1) ctaHgapTHble 06pasubl - BellecTBa, NOCPeACTBOM CpPaBHEHUS C KOTOPbIMU OCYLLECTBASETCS KOHTPO/b
KauecTBa uccnenyemMbix 1eKapCTBEHHbIX CPeACTB C NOMOLLLIO (ON3UKO-XMMUYECKMX 1 B1ONOrMYeCcKUX MeTOLO0B B LesisxX
NOATBEPXAEHUS COOTBETCTBUSA SIEKAPCTBEHHbIX CPEACTB TpeboBaHMAM HOPMATUBHOW [OKYMEHTaUMK, YCTAHOB/IEHHbIM
Mpy OCYLLECTB/IEHNM TOCYLAPCTBEHHON permcrpaumm, M KOTOopble MNPUMEHSIIOTCA AN Ka/IMOpOBKM CTaHOApPTHbIX
06pasLoB NPOV3BOAUTENSA NIEKAPCTBEHHbLIX CPEACTB, UCMNO/Mb3yeMbIX A7 KOHTPO/A KayecTBa M WHbIX Uenei npu
obpalLeHNn NekapCcTBEHHbIX CPEACTB;

(n. 19.1 BBegeH PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19.2) chbapmakoneliHblii cTaHA4apTHbIA 0b6pasel, - CcTaHAApPTHbIA 06pasel, NpPOU3BEAEHHbIi B COOTBETCTBMU C
hapmakonenHoii ctaTbeil;

(n. 19.2 BBegeH PegepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

20) HopMaTuBHasA [OKyMeHTauuss - [OKYMEHT, cofepxawmii nepedeHb onpefensembix Mo pesynbraram
COOTBETCTBYHLLMX 3KCMEPTM3 NokasaTesieil kayecTBa JIEKAPCTBEHHOrO CpeacTBa AN1s MeAVMUMHCKOro NpYMeHeHUs,
MEeTOA0B KOHTPOJIS €r0 Ka4ecTBa 1 YCTaHOB/EHHbIV ero NpousBoanTenem;

21) HOpMaTVBHbIA [OKYMEHT - [OKYMEHT, COJepxaluil nepevyeHb oOnNpedensieMblx MO pesysbTaram
COOTBETCTBYIOLUX 3KCNEPTU3 NoKasaTesiei kadectea U (W1M) METOLOB KOHTPOSS KayecTBa JIEKAPCTBEHHON (hopMbl,
onvncaHns 6MOOTNYECKNX, BUOXMMNYECKNX, MUKPOBUOMOrMYECKUX, (PU3UKO-XUMNYECKNX, (IU3NYECKMX, XUMUYECKMX W
ApYrvx MeTof0B aHanmnsa IeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOro NpYMeHeHus, TpeboBaHnsa K NCMNOo/b3yeMbiM B
Luenax MpoBeAEHUs OAHHOT0 aHa/M3a peakTMBaM, TUTPOBaHHbIM pacTBOpam, MHAMKATOpaM W YCTaHOB/EHHbI ero
npounsBoamnTenem;

21.1) o6WMIA TEXHUYECKMNIA OOKYMEHT - KOMM/IEKT OOKYMEHTOB M MaTepuasioB, COCTOSAWMIA U3  HECKOSIbKUX
pasfgesioB - OOKYMEHTaUMM agMUHUCTPATUBHOIO XapakTepa, XMMWYECKON, (hapmaueBTUYEeCcKOin un  BMoNornyeckoi
OOKYMeHTaumn, ¢apMakonormyeckom, TOKCUKOMIOTMYECKOW  AOKYMEHTauuu,  KAMHUYECKOl  AOKyMeHTauum U
npeacTaBnseMblii O4HOBPEMEHHO C 3as1B/IEHNEM O TOCYAapCTBEHHOW perncrpauum nekapcTBeHHOro npenapata 4ns
MEeANLMHCKOr0 NpMMEHEHNs B popmate, yCTaHOB/IEHHOM YNO/IHOMOYEHHbIM dhedepasibHbIM OpraHoM UCMOMHUTEIbHOM
BNacTy;

(n. 21.1 BBegeH PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

22) KayecTBO JIeKApCTBEHHOTO CpeAcTBa - COOTBETCTBME JIEKAPCTBEHHOrO CpeAacTBa  TpeboBaHMAM
(hapmakoneriHoi ctaTbh NGO B Clyvyae ee OTCYTCTBUS HOPMATMBHOWN AOKYMEHTaLUN AN HOPMATUBHOTO AOKYMEHTA,;

23) 6e30nacHOCTb NleKapCTBEHHOrO CpefacTBa - XapakTepucTuKa JSIeKapCTBEHHOrO CpPefcTBa, OCHOBaHHas Ha
CpaBHUTENIbHOM aHasn3e ero ayPEKTUBHOCTA U pUCKa NPUUMHEHUS Bpeaa 340P0BbI0;

24) 3heKTMBHOCTb JIEKAPCTBEHHOrO MpenapaTa - XapakTepucTuka CTEeneHn MNOMIOXUTENbHOMO BINSHNA
NIeKapCTBEHHOIO Mnpenapara Ha TedeHue, MNpPOAO/DKMTENBbHOCTL 3aboneBaHns wunM  ero  npegoTBpalleHue,
peabunmTauunio, Ha coxpaHeHve, NnpegoTBpaLLeHne uamn npepbiBaHne 6epeMeHHOCTH;

25) cepusi 1eKapCTBEHHOTO CPeACTBa - KOSIMYECTBO JIEKAPCTBEHHOIO CPELCTBa, NPOV3BEAEHHOe B pesy/brare
O[JHOr0 TEXHOJI0TMYECKOr0 LiKIa ero Nnpon3BoanTesnem,;

26) perncTpauvoHHOe yAOCTOBEepeHWe JflekapCTBEHHOro npenapata - OOKYMEHT, MNOATBEpPXAAalowwmin  hakT
rocyapCTBEHHOI perncTpauuy nekapcTBeHHOro npenapaTta;

26.1) pepxatenb Wav Bnagenew, perncTpalMoHHOro ya0CTOBEPEHMS NIEKAPCTBEHHOrO nNpenapara - paspaboTynk
NIeKapCTBEHHOIO CPeAcTBa, MPOU3BOAUTESb JIEKAPCTBEHHBLIX CPeACTB WM MHOE pugmuyeckoe nmuo, obnagawoulee
npaBoM BNafeHUs PerncTpaumoHHbIM  YAOCTOBEPEHWEM, KOTOpble HEeCyT OTBETCTBEHHOCTb 3@  KauyecTBo,
3hhekTMBHOCTbL N 6€30NacHOCTb NIEKAPCTBEHHOTO Npenapara,;

(n. 26.1 BBegeH PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

27) pernctpauvoHHbIli HOMep - KO4OBOe 0603HayYeHne, NMPUCBOEHHOE JleKapCTBEHHOMY npenapaty npu ero
rocyfapCTBEHHOI pernctpaunu;

28) obpalleHne ekapCTBEHHbIX CPeAcTB - paspaboTka, [OKIMHMYECKUME UCCNefoBaHus,  KIMHUYECKUe
nccnefoBaHus, aKCnepTm3a, rocygapCTBeHHas perncTpaums, craHgapTmsauns U KOHTPOJb KayvecTBa, NpPOU3BOACTBO,
N3roTOB/IEHNE, XPaHEHWE, NepeBO3Ka, BBO3 B Poccuiickyto degepauuio, BbIBO3 13 Poccuiickoii depepauun, peknama,
OTNyCK, peanv3auus, nepegaya, NpUMeHeH1e, YHUUTOXEHNE NeKapCTBEHHbIX CPEACTB;

(B pen. ®PepepasibHOro 3akoHa ot 06.12.2011 N 409-93)

29) cybbekTbl 06paleHNss SIeKapCTBEHHbIX CPeACTB - dm3Myeckue nvua, B TOM 4uCe WUHAMBUAYaSIbHbIE
npeanpyHMMaTen, n pUANYecKMe N1ua, oOCyLLEeCTBAIWME AEATENBHOCTL NPY 06paLLeHNN TeKapCTBEHHbIX CPeACTB;

30) pa3paboTuMK fleKapCTBEHHOTO CpeAcTBa - OpraHusaums, ob6nagawowas npaBamMy Ha pesynbTaTtbl
OOKIMHNYECKUX NCCef0BaHWi NeKapCTBEHHOIO CPeACcTBa, KIMHNYECKUX NCCef0oBaHNi NEKAPCTBEHHOIO npenaparta u
(MnK) Ha TEXHONOrMI0 NPOM3BOACTBA JIeKapCTBEHHOIO CPEACTBa,;

(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

31) Npom3BOACTBO /1IEKAPCTBEHHbLIX CPEACTB - AEATE/IbHOCTb MO MPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB
opraHmsaumsamMun - Npou3BOAMTENSMU NEKAPCTBEHHbLIX CPEACTB HAa OAHON CTaauu, HECKOMbKUX WM BCEX CTafmsax
TEXHOI0rMYECKOro NnpoLecca, a Takke No XpaHeHWIo 1 peannsalmmn NnponsBefeHHbIX IEKAPCTBEHHbIX CPEeACTB;

31.1) npou3BOACTBEHHAsA M/owWagka - TeppuTopvasibHO  060CO6/IEHHbIE  KOMMMEKC  NPOM3BOAUTENS
NeKapCTBEHHbIX CPEeACTB, NpefHa3HayeHHbl AN BbIMOMHEHWS BCEro npouecca NpPOU3BOACTBA IEKAPCTBEHHBLIX
CpeacTB WM ero onpefeneHHol ctagmu;

(n. 31.1 BBegeH ®PefepasibHbIM 32KOHOM OT 22.12.2014 N 429-93)

32) npon3BoaMTENb JIEKAPCTBEHHbIX CPEACTB - OpraHn3auus, OCyLecTBASAKLWas NPOM3BOACTBO JIEKAPCTBEHHbIX
CpPeACTB B COOTBETCTBUM C Tpeb6oBaHUSAMU HacTosLero ®eaepasibHOro 3akoHa,;

33) dhapmaueBTMUECKas [OeATENbHOCTb - [AeATeNbHOCTb, BKAYawwas B cebA ONTOBYH TOProB/to
NeKapCTBEHHbIMW CPeACTBaMU, NX XpaHeHve, NepeBo3Ky 1 (UK1) PO3HWUYHYHO TOProB/IK0 SIEKAPCTBEHHBIMM Npenaparamu,
nX OTMYCK, XpaHeHune, NepeBOo3Ky, N3roTOB/IEHVE NIeKapCTBEHHbIX NPenapaTos;

34) opraHu3aums onToOBOI TOProBAW SIEKAPCTBEHHLIMU CPEACTBAMM - OpraHuM3auusi, OCYLLECTB/AIOWAs OMNTOBYH
TOProOB/I0 NIEKAPCTBEHHLIMW CpeacTBaMu, UX XpaHeHue, MepeBO3Ky B COOTBETCTBMM C TpeboBaHMAMW HaCTOSALLErO
dbepepanbHOro 3akoHa,

35) anTeuyHas opraHu3auus - opraHusauusi, CTPYKTYpHOe mfogpasfeneHne MegMUMHCKON — opraHumsaumm,
OCYLLIECTB/IAIOLUME PO3HUYHYIO TOPrOB/IO fIEKAPCTBEHHbIMM MNpenaparamu, XpaHeHwe, NepeBOo3Ky, W3rOoTOB/IEHWE W
OTMYCK SIeKapCTBEHHbIX NpenapaToB ANs MEANLUHCKOrO MPUMEHEHMS B COOTBETCTBMM C TpebOBaHWAMU HACTOSLLEro
depnepasnibHOro 3aKoHa;

(B pea. PepgepanbHOro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHas anteyHas opraHuMsauns - opraHuMsauusi, CTPYKTypHOe nogpasfjefieHne BeTepuHapHOii
opraHv3aumm, ocyLeCTBASIOWME PO3HNYHYHO TOPrOB/O SIEKAPCTBEHHBIMU MpenapaTaMu, XpaHeHue, WU3roTOBEHME U
OTMYCK SlIeKapCTBEHHbIX NpenapaToB A4/19 BETEPMHAPHOro NPYUMEHEHUSI B COOTBETCTBUM C TPeboBaHWAMU HaCTOSLLEro
defepasibHOro 3aKoHa,;

37) hanbcumumpoBaHHOe NEeKapCTBEHHOE CPEeACcTBO - JIEKAPCTBEHHOE CPEACTBO, COMPOBOXAAEMOE JI0XHOM
nHpopmaumeii o ero coctase u (UM) NpoM3BOANTENE;

38) HepobpokayeCTBEHHOE JleKapCTBEHHOE CPELCTBO - JIeKapCTBEHHOE CpPeLCTBO, He COOTBETCTBYHOLLEE
TpeboBaHVAM hapmakoneiHoi cTaTby 60 B C/lydae ee OTCyTCTBUA TpeboBaHMSAM HOPMATUBHOM AOKYMEHTauum unm
HOpPMaTMBHOTO AOKYMEHTA;

39) KoHTpadhakTHOE sieKapCTBEHHOE CPeACTBO - JlekapCTBEHHOE CpefcTBO, Haxodsduleeca B 060poTe C
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

HapyLLeHNeM rPaxaaHCKoro 3akoHoA4aTeNbCTBa;

40) [OKNMHMYECKOe WcCcnefoBaHWe JflekapCcTBEHHOrO cpeacTBa - Guosiormyeckme,  MUKpPoBMOornyeckme,
UMMYHO/OTMYECKe, TOKCUKO/IoTMYeckne, hapmakonormyeckme, usmyeckne, XMMuyeckne n apyrme uccnefoBaHus
NeKapCcTBEHHOr0 cCpeacTBa MyTEM NPUMMEHEHWS HayYHbIX METOAOB OLEHOK B LensAX MNosyvyeHus [okasaTesbCTB
6e3onacHoOCTH, kayecTBa U 3(PHEKTUBHOCTU SIEKAPCTBEHHOIO CPeACTBa;

41) KNMHMYECKOE WCC/ef0oBaHMe JIEKAPCTBEHHOIO npenapara - WU3yYeHWe [UarHOCTUYECKUX, J1eYeOBHbIX,
npodunakTniecknx, hapmakonornyeckmx CBOWCTB JIeKAPCTBEHHOIO npenapara B Mpouecce €ero nNpuMeHeHns y
yesioBeKa, XMBOTHOTO, B TOM 4uMC/ie MPOLECCOB BCAaCbIBaHWsA, pacnpefenieHns, U3MeHeHUs U BbIBEAEHUs, NyTeM
NMPUMEHEHNS Hay4HbIX METOAOB OLEHOK B LUEenaxX nNoJjlydyeHuss [AokasaTtesibCTB 6e3omacHOCTM, KavecTBa M
3pheKTUBHOCTM NEKAPCTBEHHOIO NpenapaTta, AaHHbIX O HeXenarTefbHbIX peakuuax opraHu3ma 4esioBeka, >XXMBOTHOMo
Ha NpuMMEeHeHVne NekapCTBEHHOro npenapata U 06 addpekTe ero B3aMMOAENCTBUA C  APYIUMW  SleKapCTBEHHbLIMU
npenapatamu 1 (M) NULWEBLIMU NPOAYKTaMu, KOpMamu;

42) MHOTOLEHTPOBOE K/IMHUYECKOe UCCNefoBaHve /IeKapCTBEHHOTO nNpenapara A1 MeauLUHCKOro NpUMEHeHNs -
K/IMHUYEeCKOoe uWCcC/lefoBaHWe JfIeKapCTBEHHOro npenapata A4S  MEeAWUMHCKOrO  MPUMEHEHMs,  NPOBOAUMOE
pa3paboTunKOM IEKAPCTBEHHOTO Npenapara B ABYX W 6051ee MeAMUMHCKAX OpraHu3auusx Mo eavHOMY NpOTOKOYy
KIMHWYECKOro 1ccnefoBaHns NekapCcTBEHHOIO Nnpenapara,;

43) MexayHapogHOe MHOrOLEHTPOBOE K/MHMYeCKoe UWCCrefoBaHue JlekapCTBEHHOro npenapara  Ans
MEOULMHCKOTO MNPUMEHEHUS - KWHWYECKOE WCCMefoBaHWe JIeKapCTBEHHOrO npenapara Aas  MefuuUHCKOro
NPMMEHEHWs, MPOBOAMMOE pPa3paboTUNKOM NIEKapPCTBEHHOrO nNpenapara B pas/IMyHbIX CTpaHax No eaMHOMY MpPOTOKONY
K/IMHWUYECKOr0 UCCnefoBaHns NekapCTBEHHOIO npenapara,;

44) nocTperncTpauvMoHHOe KIMHWYECKOEe WCCefoBaHNe JfIekapCTBEHHOrO npenapara Aas  MeguUMHCKOro
NPUMEHEHNS - KIMHUYECKOe UccnefoBaHne iekapcTBEHHOro nNpenapaTa 418 MeAMUMHCKOTo NPYMEHEHUsl, NPoBOAMMOE
npou3BoaMTEe/IeM JIeKapCTBEHHOrO npenapara, rpax4aHckuii  060poT  KOTOPOro  OCyLlecTBAsieTcs  nocne
rocyfapCTBEHHOI pernctpaunuy, B Lensx AONOSHUTENBHOTO cbopa faHHbIX O ero 6e3onacHocT 1M 3EKTUBHOCTY,
pacLuMpeHmns nokasaHuii K NPUMEHEHMWIO AaHHOTO JIEKAPCTBEHHOIO Mpenapara, a Takke BbISBIEHUSA HexenatesbHbIX
peakuuii NnauneHToB Ha ero AencTBme;

45) nccnepoBaHne 6GMO3KBUBANIEHTHOCTU JIEKAPCTBEHHOrO MpenapaTa - BWA, KIMHWYECKOro MWCC/efoBaHus
NeKapCcTBEHHOr0 npenapara, NpoBefeHVe KOTOPOro OCyLecTBASeTCA A1 OnpefesieHuss CKOpPOCTM BCacbiBaHus U
BblBEAEHUS OOHOIO WM HECKOSIbkMX 06nagalolimx ¢(apmMakonormiyeckoi akTMBHOCTbIO [AENCTBYIOLMX BeLLecTB,
KO/IM4YecTBa SIekapCTBEHHOro npenapara, AOCTUraloLWwero CUCTEMHOIO KpOBOTOKA, U pe3y/ibTaTbl KOTOPOro MO3BO/IAT
cfenatb BbIBO4 O OMO3KBMBAJIEHTHOCTM BOCMPOM3BEAEHHOTO JIEKAPCTBEHHOrO Mpenapara B  ONpefesieHHbIX
NleKapCTBEHHOW ¢hopmMe U [03MPOBKE, COOTBETCTBYHLWMX JOPME W [O03MPOBKE pPedIePEHTHOr0 EeKapCTBEHHOMO
npenapara;

(n. 45 B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

46) uccnefoBaHne TepaneBTUYECKON 3KBMBAIEHTHOCTM JIeKAPCTBEHHbLIX MNpenapaToB - BUA, KAMHUYECKOro
nccrefoBaHus IEKaPCTBEHHbLIX MpenapaToB, NPOBEAEHME KOTOPOro OCYLULECTBASETCS 4718 BbISB/IEHUS OLUHAKOBbIX
CBOICTB NEKAPCTBEHHbIX MpenapaTtoB OMNpeAeneHHoW NeKkapCTBEHHONW IOPMbl, a TakKkKe HaaMuus OAMHaKOBbIX
rnokasaTenen 6e3onacHoCTV 1 3pheKTUBHOCTM NTIEKAPCTBEHHbIX NPENApPaToB, OANHAKOBbIX KITMHUYECKUX addhekToB npu
NX NPUMEHEHNM;

47) NpOTOKO/ KIMHNYECKOTO UCCNef0oBaHNsA NIekapCTBEHHOMO Npenapara - AOKYMEHT, B KOTOPOM OnpeaesnstoTcs
uenu, opmMbl OpraHMsaunm 1 MeTodosorMsA NPOBeAeHUs KIMHUYECKOTO MCCrefoBaHusl, CTaTtUucTMyeckne MeToabl
06paboTKM pes3ynbTatoOB Takoro WccnegoBaHWs M Mepbl MO obecneyeHutio 6e30MacHOCTU  (OU3NYECKMX  NuL,
y4acTBYOLUX B KIMHUYECKOM UCC/1eL0BaHNN NIeKapCTBEHHOIO Npenapara;

48) Opolwitopa wuccnepoBaTenss - CBOAHOE W3/I0KEHWe pe3ysibTaToB  [AOK/IMHMYECKOrO  MCC/iefoBaHus
NEKaPCTBEHHOTO CPEeACTBa M K/IMHUYECKOro WCCNEeAoBaHWs JIEKAPCTBEHHOTO npenapata Ansa  MeauLUMHCKOro
NPUMEHEeHNs;

49) nHhOPMaLMOHHbIV IMCTOK NauneHTa - 4OKYMEHT, B KOTOPOM cofepXaTca B AOCTYMHOW chopme CBefeHwus,
KacatoLmecs npoBoAMMOrO KAVHUYECKOTO UCCNefO0BaHUs fekapCTBEHHOro npenapata, U B MUCbMEHHOW diopme
[06POBO/ILHOE cOrnacve nauueHtTa Ha ydyacTve B KIMHWMYECKOM WCCefoBaHWM IeKapCTBEHHOrO npenapara nocne
03HaKOMJ/IEHUSAA C OCOOEHHOCTAMMU K/IMHWYECKOro WMCCNefoBaHWs, VMEeWUMy 3HayeHne [ BbIPaXeHUSA Takoro
cornacus;

50) noboyHoe AeicTBuE - peakuusi opraHm3ma, BO3HMKLLAA B CBA3U C NPYMEHEHNEM JleKapCTBEHHOro npenaparta
B [103aX, PEKOMEHYEMbIX B UHCTPYKLUY NO ero NpUMeHeHUIo, 418 NPOoUIaKTUKA, AMarHoCTUKK, JleyeHuns 3abo1esaHms
nnu gnsa peabunutaumu;

50.1) HexenartenbHas peakuus - HernpegHaMepeHHas HebnaronpusaTHas peakums opraHuama, KoTopas MOXeT
6bITb CBA3aHa C NPYMEHEHNEM /lekapCTBEHHOIO npenapaTa;

(n. 50.1 BBeaeH PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Has HexenaTeflbHass peakuus - HexenaTeflbHasa peakuus opraHuama, CBA3aHHasA C NPUMEHEHWeM

NlekapCcTBEHHOro npenapara, npvBeAwas K CMepTu, BPOXAEHHLIM aHoOMasiMAM WAW MNOopoKam pas3BuTUSA /imbo
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

npeacraBnawWas coboii yrposy Xu3HKW, Tpebywlasa rocnutanmM3aumnm wnum npuBedwas K CTOWKOR  yTpaTe
TPYA0CNOCOBHOCTU U (M) UHBATMAHOCTY;

52) HenpeABWAEHHas HexenaTenbHas peakuus - HexenaTesibHas peakuus opraHusma, Kotopasi cBA3aHa C
NpUMeEHEHVEM fIeKkapCTBEHHOTO Npenapara B 403aX, PeKOMeHAyeMbIX B MPOTOKONE €ro KIMHUYECKOro WCCnefoBaHus,
6poLutope nuccnegosarens, Uan ¢ NpYMeHeHNeM IeKapCTBEHHOIO nNpenapara B 403aX, PeKOMeHAYEMbIX B MHCTPYKLMU
Nno ero NPUMEHEHU A5 NPOUIAKTVKN, AWArHOCTMKW, JleYeHuss 3abosieBaHus UM MeAMUUHCKON peabunutauun
naumeHTa, 1 CyLHOCTb, TAXECTb UK NCX04 KOTOPOi He COOTBETCTBYET MHopmauuM O NeKkapcTBEHHOM Mpenapare,
cofepxallenca B NpoTOKONEe €ro KIMHWYECKOro uccnefoBaHus, Gpoluope uccniefoBaTens Win B UHCTPYKUUKM NO
NPUMEHEHWIO SIEKAPCTBEHHOTO Npenapara;

(n. 52 B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

52.1) chapmakoHaza30p - BUA AeATeNbHOCTM N0 MOHUTOPUHTY 3ddhekTMBHOCTM 1 6e30nacHOCTN NeKapCTBEHHbIX
npenapaToB, HaMpaB/IEHHbI Ha BbISIB/IEHME, OLEHKY U NPefoTBpaLLEHNE HeXenaTesibHbIX MOCAeACTBUA NPUMEHEHUS
NleKapCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH PegepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBieHns puckamu - nogpobHoe onucaHne MeponpuaThii No hapMakoHaa30py, HanpaBfeHHbIX Ha
BbISIB/IEHNE, OLLEHKY WU NpefoTBpaLleHe UM MUHMMU3aLMI0 PUCKOB, CBA3@HHBLIX C JIEKAPCTBEHHbLIMK Npenaparamu,
BK/1t0UAs OLEeHKY 3h(DEKTUBHOCTUN AaHHbIX MEPONPUATHIA;

(n. 52.2 BBegeH ®efepasibHbIM 32KOHOM OT 22.12.2014 N 429-93)

53) peuenTt Ha seKkapCTBEHHbI npenapar - MNUCbMEHHOE Ha3Ha4yeHue JeKkapcTBEHHOro mnpenapara no
yCTaHOB/IEHHOW hopme, BblAaHHOE MeAULMHCKAM WU BETEPUHAPHBIM PA60THMKOM, MMEIOLLMM Ha 3TO NpaBo, B LUeNnsx
OTNyCKa /IeKapCTBEHHOrO NpenapaTa Uan ero M3roToBMIEHUS U OTMYCKa;

54) TpeboBaHNe MeaMLIMHCKON opraHn3aunm, BeTepUHapHO opraHnsaumm - AOKYMEHT YCTaHOB/IEHHOW (DOpMbl,
KOTOpbI/i BbiMMCAH MEAWLUMHCKUM WM BeTepUHapHbIM PabOTHMKOM, MMEKLWUM Ha 3TO NpaBo, W COAEPXUT B
NCbMEHHOI (popme ykasaHve anTeyHol opraHusaumm 06 OTMyCcke JIeKapCTBEHHOrO npenapara wuaMm o  ero
N3roTOB/IEHUN N 06 OTNYCKe A1 o6GecneyeHnst fied4ebHOro npouecca B MEAULMHCKOW OpraHu3auun, BeTepuUHapHO
opraHmsaumu;

55) KoMnaekcHas oOueHKa /eKapCTBEHHOrO Mpenapara - OUeHKa 3apernmcTpupoBaHHOIO  IEKAPCTBEHHOMO
npenapara, BkIYawLwas B ceba aHaim3 uHGOpMauuM O CpaBHUTENbHOW KIMHMYECKOl 3dekTMBHOCT
6e30MacHOCTM /1IeKapCTBEHHOrO npenapata, OLEHKY SKOHOMWYECKMX MOCNeACTBUI €ro MNPUMEHEHMWs, WU3yyeHue
[ONONHUTENbHBIX NOCNEACTBUIA NPUMEHEHMS NNEKAPCTBEHHOIO Npenapara B Lensx NPUHATUS PEeLUEHUA O BO3MOXHOCTU
BK/IIOYEHUSI /IEKAPCTBEHHOrO Mpenapata B NepeyYeHb >KM3HEHHO HEOOXOAMMbIX W  BaXHEMWLUMX J1eKapCTBEHHbIX
npenapaTos, HOPMAaTUBHbIE NPABOBbIE aKTbl N WHbIE AOKYMEHTbI, ONpefeniaiowme MnopsaoK okasaHus MeLMLUHCKON
MOMOLLM, WM UCKIOYEHUS €70 U3 YKa3aHHbIX NEePEYHs, akTOB 1 JOKYMEHTOB.

(n. 55 BBeAeH depepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

naea 2. NOJIHOMOYUA ®EQEPAJIbHBIX OPFTAHOB VICI'IOHHI/ITEJ'IbI:IOVI .
BNACTWU, OPFAHOB UCTNONHUTENIbHOU BJIACTU CYBBEKTOB POCCUNCKOW
®EAEPALIAU NMPU OBPALLEHNU NEKAPCTBEHHbIX CPEACTB

CtaTbs 5. MonHomounsi dpegepasibHbIX OPraHoB WCMOSHUTENIbHOW BAacTy npyu 06palleHUn S1eKapCTBEHHbIX
cpeacTs

K nonHomounsim dhefiepasibHbIX OpraHoB WCMOJSIHUTE/IbHOW BNacTu npu 06palleHun /1eKapCTBEHHbIX CPeACTB
OTHOCHATCA:

1) npoBegeHne B Poccuiickoii ®efepauun eguHO rocyfapCTBEHHON NOAWTUKM B 06nactu  obecneveHns
neKapcTBeHHbIMW NpenapaTamu rpaxgaH B Poccuiickoii degepaumu;

(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

2) yTBEpPXAEHME O06LWMX apMakoneiHblx cTateit, apmakoneliHbiXx cTaTeil, usgaHue rocyAapCTBEHHOW

dhapmakoneu, co3gaHue n BefeHne peectpa hapMakoneiHbix CTaHA4apTHbIX 06pasLoB;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

3) ocywecTBNeHne rocyaapcTBEHHOIO KOHTPOAS (HaA3opa) B chepe obpalleHnst TekapCTBEHHbLIX CPeACTB;
(B pes. PepepasnbHOro 3akoHa ot 25.06.2012 N 93-93)

4) NuUeH3MpoBaHME NPOU3BOACTBA /IEKAPCTBEHHbIX CPeACTB M (hapMaueBTUYECKOW [AeATeNbHOCTM B
COOTBETCTBMU C 3aKOHOAATENbLCTBOM Poccuiickoli ®epepauuu;

5) opraHu3auuns aKCnepTu3bl NEKAPCTBEHHBIX CPeACTB, I3ITUYECKOW 3KCNepTusbl BO3MOXHOCTW NpPOBeLEHUS
K/IMHUYECKOro UcCnefoBaHns NeKapCTBEHHOIO npenapaTta /19 MeAULUMHCKOro NPYMEHEHUs, 3KCMepTu3bl LOKYMEHTOB,
npeAcTaB/ieHHbIX A5 OnpeAesieHns BO3MOXHOCTU paccMaTpuBaTb JIEKAPCTBEHHbIA npenapat Ans  MeUUMHCKOro
NPUMEHEHNA NPV rocy4apCTBEHHON perncTpanumn B kayectse ophaHHOro NekapCTBEHHOIO Npenapara,;

(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

5.1) opraHusaumsa npoBeLeHNs KOMMIEKCHOW OLEHKM NTIEKapCTBEHHOIO nNpenapara B Le/iaX NPUHATAA peLleHnii o
BO3MOXHOCTM BK/IOYEHNA JIEKAPCTBEHHOTO Mpenapata B MepeyYeHb >XU3HEHHO HEeOoOXOAUMbIX W  BaXKHenLWwmx
NeKkapCTBEHHbIX NpenapaToB, HOPMATUBHbIE MPABOBbIE aKTbl U UHbIE [OKYMEHTbI, Onpefensiolme nopsagok okasaHus
MeANLMHCKOW NOMOLLM UM UCK/TIOYEHNS ero U3 yKa3aHHbIX NepeyHsi, akToB U AOKYMEHTOB;

(n. 5.1 BBefeH PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

6) Bblgavya paspelleHnin Ha MPOBEAEHME KIMHUYECKUX WCCNEeAOBaHWi NIEKapCTBEHHbIX NpPenapartoB, BefeHue
peecTpa Bbl4aHHbIX paspeLLeHnii Ha NpoBeAeHNe KNNHUYECKNX NCCNef0BaHNi NekapCTBEHHbIX NPenaparos;

7) rocydapCTBeHHas peructpauus NekapCTBEHHbIX MNpenapaTtoB, BefeHue T[0CyAapCTBEHHOIO peecTpa
NeKapCcTBeHHbIX CPeacTs;

8) opraHmsauma u (Mnm) npoBefeHWe MHCMNEKTUPOBAHMA CyOBHEKTOB 06palleHus NeKkapCTBEHHbLIX CPeACTB Ha
COOTBETCTBME MpaBuiaM Haganexaieli n1abopaTtopHO MpakTukM, NpaBwiam Hagsexallell KIMHUYECKOW NpaKTuKM,
npaBuiaM Hag/iexallein NpakTUKM XpaHeHUs M NepeBO3KM JIEKAPCTBEHHbIX MpenapatoB, npaBuiam Hagnexaller
ONCTPUOBLIOTOPCKON NPaKTUKK, NpaBuiam Hagexallen anTeuyHoli NPaKTuku;

(n. 8 B pea. deaepasibHOro 3akoHa ot 22.12.2014 N 429-d3)

8.1) opraHusaums n (UNn) NPoBeAEHNE WHCMEKTUPOBaHUSA CYObEKTOB ObpalleHus flekapCTBEHHbLIX CpeacTB Ha
COOTBETCTBME TpeboBaHUAM MpaBua Haaexallein NPon3BOACTBEHHON NPaKTUKK, BbiJava 3akNi0UeHNn 0 COOTBETCTBUM
NPON3BOAMTENA NIEKAPCTBEHHbIX CPEeACTB TpeboBaHMSAM NpaBu/ HaZexalleli NPoOn3BOACTBEHHON NPaKTUKW;

(n. 8.1 BBefeH PenepasibHbIM 32KOHOM OT 22.12.2014 N 429-93)

8.2) ycTaHoBneHue nopsaka BefeHUs W BefeHWe rocyJapCTBEHHOr0 peectpa 3ak/l0Y4eHuin O COOTBETCTBUM
NPon3BOAMTENS SIEKAPCTBEHHbIX CPELACTB TPeO60BaHUAM NpaBu Haanexallel NpoM3BOACTBEHHON NPaKTUKK;

(n. 8.2 BBefeH defepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

9) rocyfapCTBEHHAsA perucTpaumsa yCTaHOB/IEHHbIX NPOU3BOAUTENAMN NEKAPCTBEHHbLIX NpenapaToB npeaesbHbIX
OTMYCKHbIX LLEeH Ha XXU3HEHHO HEOBX0AUMbIE 1 BaXKHELLME NekapCTBEHHbIE Npenapatbl 1 BeAeHWe rocyAapCTBEHHOro
peecTpa npegesibHbIX OTMYCKHbIX LieH Npou3BoguTenell Ha nekapcTBeHHble npenapaTbl, BK/YEHHble B MNepeyeHb
YXM3HEHHO HEOOXOANMbIX Y BaXKHEMLLMX /IEKaPCTBEHHbIX NpenapaTos;

9.1) cornacoBaHne NPOEKTOB PELLEHNA OpraHOB UCMONHUTE/BHOM BNacTn cybbekToB Poccuiickoih degepaumm 06
YCTaHOBMIEHUN U (UNN) U3MEHEHUW NPeAeSbHbIX pasMepoB OMTOBbLIX HaAbaBOK W MpefesfibHbIX pasMepoB PO3HUYHbLIX
Haf6aBoOK K (haKTUYEeCKUM OTNYCKHbIM LeHaM, YCTAHOBJ/IEHHbIM MPOU3BOAUTENAMMU NEKAPCTBEHHbLIX NpPenaparos, Ha
NeKapcTBeHHble MpenapaTbl, BK/IYEHHble B MEpPeYeHb XM3HEHHO HEOoOXOAMMbIX W BaXKHENLMX eKapCTBEHHbIX
npenaparos;

(n. 9.1 BBegeH PepepasnibHbiM 3aKOHOM OT 13.07.2015 N 241-93)

10) ycTaHoBNeHVWe nopsagka BBO3a JIEKAPCTBEHHbIX CpeAcTB B Poccuiickylo  dPefepaunio M BbiBO3a
NeKapcTBEHHbIX cpeacTB 13 Poccuiickoin depepaunu;

(n. 10 B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

10.1) Bblgaya, ycTaHOB/IEHVE NOPAAKA Bblaaun 1 hOpMbl JOKYMEHTA, KOTOPbIA NOATBEPXAAET, UTO NPOU3BOACTBO
NeKapCTBEHHOro nNpenapara OCyLLeCcTB/IEHO B COOTBETCTBMM C TpeO6OBaHUAMMN NpaBua Haanexallen NnpoM3BoLACTBEHHON
NpakTVkn, 1 NOSNEXUT NPeAcTaBNeHW0 N0 TpeboBaHMIO YNOSIHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYK BBO3UTCA
NleKapCTBEHHbI Npenapar;

(n. 10.1 BBegeH PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

10.2) Bblgava, yCcTaHOB/IEHME MopsKa Bblgaun U POPMbl AOKYMEHTA, COAEPXAallero CBefeHus 0 cragmsx
TEXHOMOrMYEeCKoro npouecca Mpou3BOACTBA JIeKAPCTBEHHOrO CpefacTBa AN MeAUUMHCKOrO  MPUMEHEHUS,
OCYLLECTB/ISEMbIX HA TEppUTOpMU EBpa3niickoro 3kKOHOMMYECKOro CO33a,;

(n. 10.2 BBegeH depepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93, B pea. PepepasnbHoOro 3akoHa ot 13.07.2015 N
241-93)

11) co3paHune COBETOB MO BOMpocaMm, CBA3aHHbIM C obpalleHneM NekapcTBEHHbIX CPeACTB;

12) atTrectaumsa n ceptudurkauns cneunaincTos,;

13) ytpatun cuny ¢ 1 ceHta6psa 2013 roga. - egepasibHblii 3akoH oT 02.07.2013 N 185-93;

14) ocyulecTBrieHne papmakoHa30pa;

(n. 14 B pea. depepasibHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTtme B MexayHapoaHOM COTPYAHNYECTBE;

16) noslyyeHme No 3anpocamM YrNoJIHOMOYEHHOro chefepasibHOro opraHa WCNOSIHUTE/IbHOW BNacTU OT OpraHoB
NCMONHUTENBHON BrlacTh cy6bekToB Poccuiickoli depepauun, a Takke OT CyObeKTOoB obpalleHusi /1IeKapCTBEHHbIX
CpeAcTB AN MefMUMHCKOTO MNPUMEHeHUA WHAopMauMu Mo BOMpocaM YCTAHOBMEHWA W MNPUMEHEHWs UeH Ha
NlekapCTBEHHbIE Npenaparbl 1 HaA40aBOK K HAM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapylleHne 3aKkoHodaTenbctea Poccuiickoin degepaunu;

18) yTBEpxXAeHMe NpaBui Haanexatlei nabopaTopHO NPaKTUKW, NPaBWI Hag1exallen KIMHUYECKOW NPaKTUKK,
npaBua Hag/exalleil NPou3BOACTBEHHON MPaKTVKW, NpPaBWI Haanexaieid NpakTUKM XpaHeHus U NepeBOo3Ku
NeKapCTBEHHbIX MNpenapartos, NpaBua Hag/exallei AMCTPUOLIOTOPCKON MpakTWKW, MpaBwua Hagnexaileli anTeqyHow
NpaKkTUKK, NpaBwWI Haj/exalleil npakTuky gapMmakoHag3opa JiekapCTBEHHbIX MpenapaToB AN MeAMUMHCKOro
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. u gon., BCTyn....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NPUMEHEHNS;
(n. 18 BBeaeH PegepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19) ycTaHoBNeHWe nopsigka (YOPMUPOBaHMA PErncTpPaLMoHHOIO [0Cbe Ha JiIeKapCTBEHHbI npenapaT u
TpeboBaHwWii K JOKYMEHTaM B ero COCTaBe;

(n. 19 BBefeH PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

20) yTBEpXAEHME NpaBwa pauMoHaNbHOro Bblbopa HaVMEHOBAHWI flekapCTBEHHbIX MpenapaToB  Afs
MEeLULMHCKOTO NPUMEHEHUS;

(n. 20 BBeaeH PegepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21) yTBEPXAEHME NEPEYHS HAVMEHOBaHWUIA IEKapPCTBEHHbLIX hOPM;
(n. 21 BBefeH defepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

22) thopMmMpoBaHME peecTpa TUMOBbIX WHCTPYKUWIA N0 MEAWMLUMHCKOMY MNPYMEHEHUI0 B3anMO3aMeHSAeMbIX
NleKapCTBEHHbIX NPenapaTos.;

(n. 22 BBeaeH degepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

23) yTBEPXAEHNE TPEOOBaHUM K UHCTPYKLUN MO MEANLUHCKOMY MPUMEHEHUIO NIEKAPCTBEHHbLIX NpenapaTtoB n K
WHCTPYKLUN N0 BETEPUHAPHOMY MPUMEHEHUIO SIEKAPCTBEHHLIX NPenapaTos;

(n. 23 BBeAeH depepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

24) pocypebHoe 3akpbiTe caliToB, COAepXalluxX MWHOPMaLuio O PO3HWYHON Npofake AUCTaHLMOHHbLIM
cnocobom, npesioxeHme o NPUobpeTEHNN AUCTAHLMOHHBIM CMNOCO60M, AOCTaBKE AUCTAHLMOHHLIM CNOco6oM 1 (Min)
nepegadve (pumanyeckomy nuly AWCTAHUMOHHBIM  CMOCOOOM  /IEKAPCTBEHHbLIX  MpenapaTtoB,  HapKOTUYECKUX
NleKapCTBEHHbIX NPenapaToB U NMCUXOTPOMHbIX JIEKAPCTBEHHBIX NPenapaTos, 3a NCK/IYEHNEM CyYaeB, YCTaHOBMNEHHbIX
MpasuTenscTBOM Poccuiickoin depepaunn.

(n. 24 BBefeH depepanbHbIM 32KOHOM 0T 22.12.2014 N 429-93)

KoHcynbTaHTINtoC: NnpuMeyaHume.

MonoxeHus ctatb 5.1 pacnpocTpaHaTCA Ha NOIHOMOUMSA (hefepasibHbIX OpPraHoB UCMNOSHUTENBLHOM BNacTw,
KOTOpble He NnepefaHbl 4715 OCYLLLECTB/IEHNS OpraHam rocy4apCTBEHHO BfiacTu cy6bekToB Poccuiickoin deaepaunn u
opraHam MeCTHOro caMoyrnpaB/ieHNss COOTBETCTBYHOLLUNMU hefepasibHbIMU 3aKOHAMMU.

Cratbsa 5.1. MNepegaya ocyllecTB/IeHUS NOSIHOMOUNl dhefepasibHbIX OPraHoB WCMOHUTESIbHOW BfacTu npw
obpalleHnn NeKkapCcTBEHHbIX CPEACTB opraHam UCNOJIHUTE bLHOI BfiacTu cy6bekToB Poccuiickoin ®eaepadm

(BBEegeHa PenepanbHbIM 3aKOHOM 0T 13.07.2015 N 233-93)

MonHomoumns chefepasibHbIX OPraHoB WCMOMHUTESIbHOM BNacTu npu  obpalleHnn nekapCTBeHHbIX CpeacTs,
npeaycMOTpeHHble HacToswum ®PefepasibHbIM - 3aKOHOM, MOMyT MepefasaTbCs 418 OCYLECTBEHUSA  opraHam
UCMONHUTENBHON Bnactu cybbekTtoB Poccuiickoin depepaumn noctaHoBneHusimum [paBuTensctBa Poccuiickoi
depepauun B nopsgke, ycrtaHoBsieHHOM ®efepasibHbIM 3aKOHOM OT 6 oKT6ps 1999 roga N 184-d3 "O6 06uwmx
MPUHLMNax opraHv3auun 3akoHOAATe bHbIX (MPeACTaBUTESIbHbIX) W MCMNOSIHUTE/IbHBbIX OpPraHoB rocyAapCTBEHHOM
Bnactu cybwektoB Poccuiickoii degepaummn”.

Crtartbs 6. MoAHOMOUMS OpraHOB UCNONMHUTENBLHOM BNacTu cybbekTa Poccuiickoli degepaumn npu obpalleHumn
NleKapCTBEHHbIX CPeACTB

K nonHomoumsaM OpraHoB WCNOMHUTENBLHOW BiacTu cybbekta Poccwuiickoli depepauny npu  obpalLeHum
NeKapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka M peanu3auus peruoHasbHbIX NporpaMM  Oo6ecneyeHns HaceneHws  f1eKapCTBEHHbIMU
npenaparamu;

2) ycTaHoBNeHVe npedenbHbIX pa3mMepoB ONTOBbIX HAA6aBOK 1 NpefenbHbIX pa3MepoB PO3HMYHbIX HaAbaBOK K
hakTM4yecknm OTMYCKHbIM LleHaM, yCTaHOB/IEHHbIM NPOM3BOANTENSMUN NIEKAPCTBEHHBLIX NPenapaToB, Ha IeKapCTBEHHbIE
npenapartbl, BKNOYEHHbIE B MEPeYEHb XN3HEHHO HEOOXOANMBIX N BEXKHELLUMX NTIeKAPCTBEHHbIX Npenaparos;

3) ocylLecTB/eHNe PErMoHasIbHOTO rOCYAapCTBEHHOTO KOHTPO/A 3a MPUMEHEHMEM LEH Ha JfleKapCTBEHHble
npenapatbl, BK/OYEHHbIE B MEPEYEHb >KMU3HEHHO HEOOXOAMMbIX W BaXKHEWLIMX JfIeKapCTBEHHbIX NpenapaTos,
opraHusauMsiMM ONTOBOW TOProBAW, anTeYHbIMU OpraHM3auMsamy, WHAMBUAYaNbHbIMKW  NpeAnpuHAMaTensamu,
UMELLMMU INLEH3NI0 Ha (dapMaLLeBTUYECKYO AeTeNIbHOCTb.

(B pes. PepepasnbHOro 3akoHa ot 25.06.2012 N 93-93)

Mnaea 3. FTOCYOJAPCTBEHHAA ®APMAKONEA

KoHcynbTanTlNKoC
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

Ctartbsl 7. PaspaboTka 1 nsgaHve rocygapCTBEHHON dpapmakonen, pasmeLleHmne AaHHbIX O Hel

1. Mog rocyaapcTBEHHOW dhapMakoneei noHMMaeTcs cBoA 06LWMX dhapMakoneiHbix crtaTeli U dpapMakoneiHbIx
cTarteil.

2. Pa3paboTka 06Lwux hapmakoneliHbix cTaTtei 1 chapMakoneiHbix cTaTeld, B TOM uncie chapMakoneiHbix craTel
Ha chapmakoneliHble cTaHAAPTHbIE 06pasLbl, U BK/IKOUYEHNE NX B TOCYJAPCTBEHHYI0 (hapMakonel OCYLLeCcTB/STCS B
nopsjke, yCTaHOB/IEHHOM YNO/IHOMOYEHHbIM hefepasibHbIM OPraHoOM UCMOTHUTENLHOW BIACTY.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

3. PaspaboTtka chapmakoneiiHoii cTaTbWM Ha pedepeHTHbIi NEKAPCTBEHHbI MpenapaT W BK/IKYEHNE €e B
rocyapCTBEHHYH0 (bapMakorner B TeyeHwe cpoka [AeiCTBUS 3alluuTbl UCKIHYMTESIbHOTO MNpaBa, YAOCTOBEPEHHOro
naTeHTOM Ha pehepeHTHbIV NekapCTBEHHbIN Npenapar, OCYLLEeCTB/IAOTCA C Cornacusa ero paspadboTtuvka.

(B pen. ®PenepasnibHOro 3akoHa ot 22.12.2014 N 429-93)

4. TocypapcTBeHHas chapmakones u3faeTcsl YMnoSHOMOYeHHbIM diefepasnbHbIM - OpraHoM  UCMOSTHUTENLHOW
B/1ACTM 3a CYET CPeACTB dhefepasibHOro 61o/pKeTa U NOANEXUT NEPEN3aHNAM HE pexe YeM OAWH pa3 B MATb NeT, B
nepuog Mexay KOTOpbIMU MW34AKTCA MPUIOXKEHWS K [OCyJapCTBEHHOV (dapmakonee, coepxawpme obwme
hapmakoneiHble ctatbn U (Uin) capmakoneliHble cTaTbW, YTBEPXAEHHbIE MNOC/Ae W3[4aHua WM nepevsgaHus
rocyapcTBeHHOl hapmakoneu.

5. YNoNHOMOUYEHHbI dhefepanibHblii OpraH UCMO/HMTENbHOW BNacT pasMeljaeT AaHHble O roCcyfapCTBEHHOM
hapmakornee v NPUNOXeHNAX K Heli Ha cBoeM oML MasibHOM caiiTe B ceTu "IHTepHeT" B yCTaHOB/IEHHOM MM NOPSAAKE.

Masa 4. TOCYOAAPCTBEHHbIA KOHTPOJb NMPU OGPALLEHUMX
NEKAPCTBEHHbIX CPEACTB

CtaTbs 8. JIULEH3MpPOBaHNe NPOU3BOACTBA SIEKAPCTBEHHLIX CPELCTB 1 (DapMaLeBTUYECKON AeaTeNIbHOCTH

1. JIMueH3MpoBaHWe MPOM3BOACTBA JIEKAPCTBEHHbIX CPeAcTB M (hapMaueBTUYECKO  AesTeslbHOCTM
OCYLLECTB/ISIETCA B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoii ®eaepauumu.

2. O6s3aTe/NbHbIM YC/IOBUEM NPEAOCTAB/IEHNS IMLEH3UN HA MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB SIBMSETCSH
NPUIOXEHNE K 3asBIEHNI0 COMCKATESA JIMLEH3NN NEPEYHS JIEKAPCTBEHHBIX JopM 1 (W) BMAOB hapmaLeBTUYECKUX
Cy6GCTaHLUMiA, KOTOpble NMPOVN3BOANTES b JIEKAPCTBEHHBIX CPEACTB HAMEPEH MPON3BOAMUTD.

3. B cnyyae Heo6xoaMMOCTM paclUMpeHnst MPOU3BOACTBA /IEKAPCTBEHHbIX CPEACTB 3a CYET  HOBbIX
nekapcTBeHHbIX hopM 1 BUAOB hapmaueBTUYeckux Cy6CTaHuMii Npou3BoAMTE b NEKAPCTBEHHbIX CPEACTB [O/HKEH
NoslyunTb HOBYHO JIMLIEH3MIO HA NPOM3BO/CTBO SIEKAPCTBEHHbLIX CPE/CTB.

Cratbsa 9. FocygapCTBEHHbI KOHTPO/b (HaA30p) B cpepe 06palleHnst NeKapCTBEHHbLIX CPEACTB
(B pea. deagepanbHOro 3akoHa ot 25.06.2012 N 93-93)

1. FocynapcTBEHHbIH KOHTPO/b (HaA30p) B cdiepe obpalleHns NekapcTBEHHbIX CPeACTB BK/OYAET B cebs:

1) NNLLEH3MOHHBIN KOHTPOJIb B cdlepe NPoM3BOACTBA JIeKAPCTBEHHbLIX CPeAcTB U B cdhepe dhapmaueBTMUecKoi
AeATenbHOCTY;

2) dpefepasibHbIN rOCyAapCTBEHHbIN HAA30p B cchepe 06paLLeHNs IeKapCTBEHHbIX CPEACTB;

3) BbIOOPOYHbI KOHTPOJIb KAUEeCTBa /IeKapPCTBEHHbIX CPE/ACTB.

(n. 3 BBeaeH degepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2. JINUEH3NOHHbIV KOHTPONb B chepe NPOU3BOACTBA JIEKAPCTBEHHBLIX CPeACTB M B cdepe dpapMaleBTUYECKOl
[eATeNbHOCTM OCYLLEeCTBASAETCA YNOSHOMOYEHHbIMU (defepasibHbIM OpraHOM MWCMOSIHUTENbHOW BAAcT M opraHamu
NCMONHUTENBHO BriacTu cybbekToB Poccuiickoii defepauym coriacHo X KOMMEeTEeHLUN B MOPSAKe, YCTaHOBEHHOM
denepasibHbIM 3aKOHOM OT 26 aekabps 2008 roga N 294-$3 "O 3awute npas OPUANYECKUX UL, U MHANBUAYASTbHbIX
npegnpuHMmMaTesneli Npy OCyLEeCTBIEHUN FOCYAApCTBEHHOIO KOHTPONs (Haz3opa) M MyHWUMNaSIbHOrO KOHTpons', c
y4yeTOM OCOBEHHOCTEN OpraHm3auumn n NpoBeAeHns NPOBEPOK, YCTAHOBNEHHbIX ®eaepasibHbIM 3aKOHOM OT 4 mMas 2011
roga N 99-®3 "O nvueH3npoBaHuM OTAEbHbLIX BUAOB AeATENIbHOCTN".

3. denepanbHbIil rocyfapCTBEHHbIA Haa30p B cdepe obpalleHns fieKapCTBEHHbIX CPeACTB OCYLLEeCTBASEeTCA
YNOSIHOMOYEHHbIMM (heaepanbHbIMU OpraHamm UCNOSTHUTESbHOW BNacTu (ganee - opraHbl rocyJapCTBEHHOIO Haz3opa)
COrNacHo Mx KOMNeTeHLUMN B NOPSAKe, yCTaHOB/IEHHOM [paBuTenbCcTBOM Poccuiickoin deaepaunm.

4. depgepanbHbIli rocygapCTBEHHbIN HAA30p B cdhepe obpalleHns NeKapCTBEHHbIX CPeACTB BKIOHaEeT B CeOs:

1) opraHMsaumio 1 NpPOBEAEHMNE MPOBEPOK COGMOAEHMS CyObekTaMu OOpalleHns /IeKapCTBEHHbLIX CPeACTB
YCTaHOB/IEHHbIX HacTosAWMM PefepasibHbIM 3aKOHOM W MPUHATLIMA B COOTBETCTBUM C HUM WHbIMW HOPMAaTUBHbLIMM
npaBoBbIMY akTamu Poccuiickoii Pegepaummn TpeboBaHUiA K AOKMHUYECKUM NCCNef0BaHNAM NIEKaPCTBEHHbLIX CPeACTB,
KIMHUYECKUM 1CCIe0BaHNAM NeKapCTBEHHbIX NpenapaToB, XpaHeHWto, NepeBo3ke, BBO3Yy B Pocculickyio depepaunio,
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

OTMYCKYy, peanu3aumy JeKapCTBEHHbIX CPeAcTB, MNPUMEHEHMIO JIEKAPCTBEHHbLIX MpenapaTtoB,  YHUYTOXEHMWIO
NeKapCTBEHHbIX CPeACTB, a Takke CO6MI0AEHMA YNOHOMOYEHHbIMWM OpraHamMmun WCNOSIHUTENbHOW BNacTn CyOGbekToB
Poccuiickoin depepaunm METOAMKM YCTAHOBMEHMS NpefefibHbIX pa3MepoB ONTOBbIX HagbaBOK U NpefesibHbIX
pasMepoB PO3HWMYHbIX HaA6aBOK K (DaKTUYECKMM  OTMYCKHbIM LieHaM, YCTaHOBJ/IEHHbIM  MPOU3BOAMTENAMU
NeKapCTBEHHbIX NPenapaToB, Ha fleKapCTBEHHble Mnpenapartbl, BK/IYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOAMMbBIX U
BaXXHEWLUNX NNEKapPCTBEHHbLIX NpPenapaTtoB (ganee - obaszaresibHble TpeO6OBaHNS);

2) opraHu3auuio 1 npoBeAeHne NPOBEPOK COOTBETCTBUS /IEKAPCTBEHHbIX CPEACTB, HAXOAALWMNXCA B FPaXK4aHCKOM
060poTe, yCTaHOBNIEHHbLIM TPE6OBAHUSAM K UX KAYECTBY;

3) opraHu3aumio 1 nposefeHne hapMakoHaa30pa,;

4) npMMeHeHve B nopsigke, yCTaHOBIEHHOM 3akoHOA4AaTeNbCTBOM Poccuiickoin egepauun, mep No NpeceyveHuio
BbISIB/IEHHBIX HapyLLEHW 06a3aTesIbHbIX TpeboBaHuit 1 (MNK) yCTpaHeHWo NOCMeACTBUA Takux HapylleHwii, B TOM
yncse MNPUHATME PELUEHMS O HaxXOXAEHUN JIeKapCTBEHHbIX CPeACTB B obpalleHuun, Bblgady npeanucaHuini 06
YCTP@HEHNN BbISIB/IEHHbIX HapyLleHWn 06a3aTefibHbiX TpeboBaHWii W NpuB/EYEHUE K OTBETCTBEHHOCTW fiuu,
COBEPLUMBLUMX TakMe HapyLleHus.

(4acTb 4 B pes. PefepasibHOroO 3akoHa oT 22.12.2014 N 429-93)

5. denepanbHbIil rocyaapCTBEHHBIN HAA30p B chepe ob6palleHns fekapCTBEHHbIX CPeACTB OCYLecTBNsSeTCcs B
nopsifike, yctaHoB/fieHHOM defiepasibHbiM 3aKOHOM OT 26 aekabps 2008 roga N 294-®3 "O 3awuTe npas HopUANYECKmX
iy 1M MHOMBUAY&IbHBIX NPEeAnpUHUMATENien npu  OCYLeCTB/IEHMU TOCYAApPCTBEHHOIO KOHTpoNsA (Hagsopa) wu
MYHULMMN&/IbHOTO KOHTPOAA", C y4eTOM OCOOEHHOCTEN, YCTAHOB/IEHHbIX HacTosluel cTaTbeil. [peaBapuTesibHoe
cornacoBaHue € opraHamu MpoKypaTypbl CPOKOB MPOBEAEHWs BHENaHOBOM MpPOBEPKM CYyObLEKTOB 06palyeHus
NeKapCTBEHHbIX CPeACTB, a Takke npeasapuTenibHoe YBEeAOM/IEHVWE HOPUAUYECKUX /L, WUHAMBMAYASIbHbIX
npegnpuHumarteneid 0 Havasie NpoBedeHUss 3TOW MpoBepku He TpebyeTcs. OpraHbl NPOKypaTypbl M3BELLalOTCA O
NpoBeAEHUN BHEMNaHOBOW MpOBEepKM CyObLEKTOB 0b6palleHuns fieKapCTBEeHHbIX CPeACTB NOCPeACTBOM Hanpas/ieHus
COOTBETCTBYIOLUX AOKYMEHTOB B TEYEHME Tpex paboumx gHEell C MOMEHTa OKOHYaHWs MPOBEAEHUS YKa3aHHOM
BHEM/1aHOBOW MPOBEPKM.

(vacTb 5 B pea. PegepasnibHOro 3akoHa ot 22.12.2014 N 429-93)

6. [Jo/KHOCTHblE NuUa opraHa rocyfapCTBEHHOrO Haja30pa B MOPSAKe, YCTAHOB/IEHHOM 3aKOHOA4ATENbCTBOM
Poccwuiickoin degepauum, MMeroT Npaso:

1) nony4aTb Ha OCHOBAHUW MOTVBMPOBAHHbIX MUCbMEHHbIX 3aMpOCOB OT CY6bEKTOB 06palLeHNs NeKkapCTBEHHbIX
CpPeACTB, OpraHoB NCMOJSTHUTE/IbHOI BNacTu cybbekToB Poccuiickoin ®epepauum n opraHoB MECTHOTO CamoynpaB/ieHus
LOKYMEHTbI U MHPOPMAaLMIO N0 Bonpocam obpalleHns nekapCTBEHHbIX CPeACTB;

2) 6ecnpensaTCTBEHHO MO NPeAbAB/IEHNUN CY)XEOHOTO yA0CTOBEPEHNMSI U KONUW NpuKasa (pacrnopshkKeHnsl) opraHa
rocyapCTBEHHOr0O Hag30pa O Ha3HAYeHUM MPOBEPKM MNocewarb WUCMOoNb3yeMble  HOPUANYECKMU  SIMLAMM,
WHAMBMAYASIbHBIMU NpeAnpuHUMaTEeNnsaMN, SBAAIOWMMUCA CyObekTaMu 06palleHuss feKkapCTBEeHHbIX CPeacTB, Mnpu
OCYLLECTB/IEHNN CBOEW AEATENIbHOCTU TeppuTtopuv, 34aHns, MNOMELLEHUS W COOPYXEHWUS B LeNnsx npoBeaeHus
MEPONPUSATUIA MO KOHTPOSIIO;

3) npoBoauTL OTO60P 06Pa3LLOB SIEKAPCTBEHHBLIX CPEACTB, MpefHasHaYeHHbIX A8 peanu3auun N peannsyembix
cybbekTamn obpalleHns fekapCTBEHHbIX CPeAcTB, [0S NPOBEPKM UX KayecTBa, NPOBEAEHMs WCCnenoBaHui,
UCMbITaHWii B COOTBETCTBMM C MpaBuiaMu OTH60pa 06pasuoB, YCTAHOBAEHHLIMW YMNOTHOMOYEHHbIM (defepasibHbIM
OpraHoM UCMOMHUTESbHOM BMacTy;

4) BblgaBaTb cybbekTam obpalleHusi NeKapCTBEHHbIX CPeACTB NpeanncaHus O MpekpalleHWn HapyLleHWi
0653aTeNbHbIX TPEO6OBaHMI N 06 YCTPaHEHNM BbISB/IEHHBLIX HApYLLEHWI 06583aTeNbHbIX TPeOOBaHWIA;

5) HanpaBnsATb B YNO/IHOMOYEHHbIE OpraHbl MaTepuasibl, CBSiI3aHHble C HapylweHusMu 0653aTeslbHbIX
TpeboBaHWiA, AN peLleHnst BONPOCOB 0 BO3OYXXAEHUWN YTOMOBHbIX A€/ N0 NpU3HaKaM NpecTynsieHui.

7. BbIBOPOUHbI/ KOHTPO/b Ka4ecTBa NIEKAPCTBEHHBLIX CPEACTB OCYLLECTB/ISAETCA YNO/IHOMOYEHHbIM dhefepasibHbIM
OpraHoM UCMOJIHUTE/IbHOM B/1AcTV B YCTAHOBIEHHOM UM MOPAAKE U BKIKOYAET B Ce6S:

1) o6paboTKy CBEAeHWI, B 0653aTe/lbHOM Nopsigke npefocTaBnsieMblx cybbektamm obpalleHns fiekapCTBEHHbIX
CpPeAacTB, O cepusx, MNapTUsIiX JIEKAPCTBEHHbIX CPEACTB, MNOCTyNalWmX B TrpaXgaHCkuii ob6opoT B Poccuiickoi
dbepepaymnu;

2) oT6op 06pa3LOB /IEKAPCTBEHHbLIX CPEACTB Yy CyOBLEKTOB 0OpalleHMsi NEeKapCTBEHHbIX CPeACTB B  LENsAX
NPOBeAEHNSA WCMbITaHW Ha WX COOTBETCTBME TPebOBaHWAM HOPMATWBHON [OOKYMEHTauuu WM HOPMAaTUBHbIX
[OKYMEHTOB;

3) NpuHATME MO pe3y/nbTaTaM MNPOBEAEHHbIX UCMbITaHW pelleHns O JdasibHelieM rpaxaaHckom o6opoTe
COOTBETCTBYIOLLETO JIEKAPCTBEHHOTO CPEACTBA;

4) npuHATME YNONHOMOYEHHbIM hefepasibHbIM OpPraHoOM WCMOMHWUTE/IbHOM BlacTU peleHns 0 MepeBoge
NIEKAPCTBEHHOrO CpeAcTBa Ha NOCEPUiHbLIA BblIOOPOUHbIA KOHTPOSIb KavyecTBa /IeKapCTBEHHbIX CPeACTB B cry4vae
MOBTOPHOTO BbISIB/IEHUSI HECOOTBETCTBYMSA KA4eCcTBa /IeKapCTBEHHOIO CpPeACTBa YCTaHOB/EHHbIM TpeboBaHusiM u (Mpu
Heo6Xx0AMMOCTH) O NPOBepke Cy6bekTa obpalleHns NeKapCcTBEHHbIX CpeAcTB. Pacxofpbl, CBA3aHHble C NpoBefeHVeM
nocepuitHOro BbIGOPOYHOrO KOHTPONSA KavyecTBa /IEKAPCTBEHHbIX CPEACTB, OM/aunBaloTCs MNpou3BoAMTENEM
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

leKapCTBEHHOr0 cpeacTsa /iMbo gepxaTenemM Uiy BnagesbLlemMm perncTpaurMoHHOr0 YAO0CTOBEPEHUS f1eKapCTBEHHOro
npenapara.
(4acTb 7 BBefeHa defepanibHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

Mnaea 5. PASPABOTKA, JOKITMHUYECKUE UCCITIEANOBAHNA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

CtaTbsi 10. Pa3pa6oTka 1ekapCTBEHHbIX CPEACTB

1. PaspaboTka 1ekapCTBEHHbIX CPEACTB BK/IOYAET B Ce6S MOMCK HOBbIX (DapMaKoMoOrMYeckn aKTUBHbIX BELLECTB,
nocriegylowee U3y4yeHMe UX JIeKapCTBEHHbIX CBOWCTB, [AOK/IMHWYECKME WCCNef0BaHWs, pPa3paboTKy TeXHOsOornii
npon3BoACTBa hapmaLeBTMUECKNX CyOCTaHUMIA, pa3paboTKy COCTABOB M TEXHO/OMMIA NPOM3BOACTBA /IEKAPCTBEHHbIX
npenaparos.

2. dnuHaHcoBOe obecneyeHne pa3paboTkM NEeKAPCTBEHHbIX CPEACTB OCYLLECTBASETCS 3a CUeT:

1) cpeacTB thefepasibHOro 6roaxeTa;

2) cpefcTB pa3paboTUnNKOB NIeKapCTBEHHbIX CPeACTB;

3) cpeacTB NPoV3BOAUTENEN TEKAPCTBEHHbIX CPEACTB NPU BbINOSIHEHUM Hay4YHO-MUCCMeA0BaTENLCKNX PaboT Mo
[OrOBOpY Mexay pa3paboTyMKOM NIEKAPCTBEHHbIX CPEACTB U NMPON3BOAUTESIEM IEKAPCTBEHHbIX CPEACTB;

4) NHbIX He 3anpeLLeHHbIX 3aKkoHoAaTeNbCTBOM Poccuiickoin degepauumn NCTOYHMKOB.

3. NpaBa pa3paboTunka SIeKapCTBEHHOIO CPeACTBA OXPAHATCA rPaXAaHCKUM 3aKOHOAATEe/1bCTBOM.

Cratbsa 11. JokNMHMYecKoe nuccnenosaHue NekapCTBeHHOro cpeacrtea And MmeanuynHCKoro npuMeHeHns

1. lokNnnHMYeckoe nccnepoBaHne NeKapCTBEHHOIO CpeACcTBa AN MEANLMHCKOTO NPpUMEHEHUS NPOBOAMTCA MyTEM
NPMMEHEHUS Hay4HbIX METOLOB OLEHOK B Uensx nojydyeHus [JokasaTenbCTB 6e3onacHOCTW, KadyectBa U
3(hheKTUBHOCTM NIeKapCTBEHHOMO CpeacTBa.

2. [oknuHMYyeckoe mccnefoBaHWe f1IeKapCTBEHHOTO cpeacTsa A1 MeAULUMHCKOro NpUMEHEeHUs MpoBOAMTCA B
COOTBETCTBMM C MpaBwiaMu Haanexaiwieid nabopaTopHOM  MNPaKkTUKM,  YTBEPXAEHHbIMWA  YNOSIHOMOYEHHbIM
dhefepasibHbIM OpPraHoM UCMOJSTHUTE/TbHON BNACTU.

(B pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

3. [Ons opraHusaumMm wn NpoBefeHWs LOKIMHUYECKOr0 WCCefoBaHus  JIeKapCTBEHHOro  cpenctsa  Afis
MeaULMHCKOTO NPUMEHEHNS pa3paboTumKky IeKapCTBEHHbLIX CPEeACTB MOrYT MNpUBEKaTb Hay4yHO-UccnefoBaTesibCckme
opraHm3auuu, obpaszoBaresibHble opraHusaumm BbICLLErO o6paszoBaHus, nmetroLme Heo6Xxo4nMMyto
MaTepranibHO-TEXHUYECKYH0 6a3y 1 KBa/IMPULMPOBAHHbIX CNELMANNCTOB B COOTBETCTBYIOLLEl 061acTu nccieoBaHus.
(B pen. ®PepnepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. JoKNMHUYecKoe nccnefoBaHme NekapCcTBEHHOro CpeacTsa A1 MeAMUUHCKOTO MPUMEHEHUS NPOBOAUTCH MO
yTBEPXAEHHOMY pa3paboTUMKOM SIEKAPCTBEHHOTO CpPeACcTBa M/aHy C BeAeHMEM MNpPOTOKOsia 3TOr0 MccnefoBaHus u
COCTaB/IEHMEM OTYyeTa, B KOTOPOM COAepXatcsa pe3ynbTaTbl 3TOM0 UCCNEefOBaHUA U 3akNiovyeHWe O BO3MOXHOCTU
NPoBeEHNSA KTMHUNYECKOTo NCcCcnefoBaHNs NlekapCcTBEHHOrO npenapara 418 MeAuLMHCKOro NpuMeHeHUs.

5. MNpoBefeHve npoBepoK co6MOAEHUS NpPaBWI Haanexaieih nabopaTopHOM MPakTUKM U MpPaBOBbIX HOPM
NCMO/Ib30BaHNS >XMBOTHbIX MNPV MNPOBEAEHUN  AOKUNHWYECKMX WUCCNELOBAHWA  IEKAPCTBEHHbLIX CPEACTB  A4/s
MEeLULMHCKOTO NPUMEHEHNS OCYLLECTB/IAETCH YNONHOMOYEHHbIM (hefepasibHbIM OPraHoM UCNOHUTEIBHOW BNacTw.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

6. Pe3ynbTarbl OOK/IMHWYECKOrO WUCCMEe0BaHUA NIeKapCTBEHHOIO CpPeAcTBa A8 MeAULMHCKOro NpUMeEHeHus
MOryT ObITb MpeAcTaB/ieHbl B YMOMNHOMOYEHHbIV (hedepasibHbli OpraH WCNO/IHUTENbHOW BAcTh B YCTAHOB/IEHHOM
nopsifike B LieNsX rocy4apCTBEHHON perncTpaumn nekapcTBeHHOro npenapara.

Cratbsa 12. [JokIMHMYECKoe uccnefoBaHne JiekapCTBEHHOIo cpeactBa UM KIMHUYECKoe  uccriefoBaHune
NeKapCTBEHHOro npenapara /151 BeTEPUHAPHOTO NMPUMEHEHUSA

1. [OKNMHMYECKOE MCCMENOBAHNE JIEKAPCTBEHHOTO CPeAcTBa A/ BETEPUHAPHOrO MPUMEHEHWUS MPOBOAMTCSA
nyTeM MPUMEHEHUS Hay4yHbIX METOAOB OLEHOK B LENAX MOJSyYEHUS [AoKasaTesbCTB Ge30MacHOCTH, KayecTBa W
3(pPEKTMBHOCTI NEKAPCTBEHHOIO CPEACTBa, B TOM 4MC/e OMNpedesieHusl cCpoka €ero BbiBEAEHWS W3 opraHuama
XMBOTHOTO, B Lenax obecrneueHnss 6e30MacHOCTM NPOAYKUMM XMBOTHOTO MPOUCXOXAEHUSI NOC/e NpUMeHeHus
COOTBETCTBYHOLLErO JIeKapCTBEHHOIO npenapara.

2. [loknMHNYeckoe uccnefoBaHMe fIeKapCTBEHHONO CPeAcTBa U K/IMHUYECKOe WCcefoBaHue fIeKapCTBEHHOIO
npenapata Ansi BETEPUHAPHOTO MPUMEHEHWS, WCCMefoBaHMe GMO3KBMBA/IEHTHOCTU YKa3aHHOTO JIEKAPCTBEHHOTO
npenaparta NpoBOASATCS B COOTBETCTBAM C NpaBWIaMu, YTBEPXAEHHLIMU YNO/THOMOYEHHLIM (DeAepasibHbIM OpraHoM
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NCNOSTHUTENLHOW BACTM.

3. JoknuHnyeckoe uccnefoBaHue 1eKapCTBEHHOTO CpPeAcTBa M KIMHUYECKOe WCCNefoBaHue NeKkapcTBEHHOro
npenaparta ANns BeTEPMHAPHOTO MPUMEHEHWS NPOBOAATCA MO YTBEPXKAEHHOMY pa3paboTUMKOM J1eKapCTBEHHOrO
cpefcTBa nnaHy C BeAeHMEM MPOTOKO/I0OB 3TUX WCCeAO0BaHWn M COCTaB/IEHWEM OTYETOB, B KOTOPbIX COAepxaTcs
pesynbTaTtbl 3TUX UCCNEAOBAHUIA.

4. insA opraHn3aummn 1 NpoBeAeHNsl JOKIMHUYECKOTO UCCNef0BaHUS IEKAPCTBEHHOTO CPeACTBa U KIMHUYECKOro
nccnenoBaHus NekapcTBEHHOro npenapaTa A5 BETepPUHApPHOTro NpYMEHeHNs pa3paboTumnk f1ekapCTBEHHOrO cpeacTsa
MOXeT NpuBMeKaTb OpraHM3auun, NMetoLLMe HEO6X0AUMY MaTepuanbHO-TEXHUYECKYD 6a3y 1 KBaMuuMpoBaHHbIX
cnewumanncToB B COOTBETCTBYHLLEN 06/1aCTW UCCNefoBaHNs.

5. KnuHnyeckune nccnefoBaHusi nekapCcTBEHHbIX MpenapaToB A/ BETEepUHAPHOro NPUMEHEHWs MPOBOAATCHA B
BETEPUHAPHbLIX OpraHnsaumMsax 1 B OpraHmsaumsx, OCYLLEeCTBASAIOWMX pa3BefeHue, BblpallMBaHMe W COAepXaHue
XXUBOTHBIX, B LIeNsX:

1) ycTaHOBNEHUA NEPEHOCUMOCTM NIEKAPCTBEHHbIX NPEnapaToB 340POBbIMU XUBOTHbLIMU;

2) nogbopa ONTUMaibHbIX [JO3MPOBOK fIeKApPCTBEHHLIX MPenaparoB M Kypca fleuYeHus Ha KOHKPEeTHOW rpynmne
XXMBOTHBIX C OnNpeefieHHbIM 3a60/1eBaHUEM;

3) yctaHoB/ieHUss 6e3onacHOCT U 3PEKTUBHOCTM leKapCTBEHHOrO npenaparta, npegHasHavyeHHoro Ans
neyeHns onpegeneHHblx 3aboneBaHWii  KMBOTHBLIX, WAM  3MEKTUBHOCTM JIeKApPCTBEHHOrO npenapata A/
NpodnIakTKM 3a60/1€BaHUIA 340POBbIX XUBOTHBIX;

4) n3y4yeHuss BO3MOXHOCTEl paclMpeHns nokasaHwuii K NPUMEHEHUIO 3aperrcTpMpOBaHHOMO 1EKAPCTBEHHOTO
npenapaTa ¥ BbISIB/IEHNSI paHEE HEN3BECTHbIX MOBOYHbIX AENCTBUIA.

6. KnmHnyeckoe nuccnefoBaHne iekapCTBEHHOIO NpenapaTta 4/19 BETEPMHAPHOT0 NPYMEHEHNsT OCyLLecTBAsSeTCS
3a cyeT cpeacTB pa3paboTumka NekapCcTBEHHOIO cpeacTBa.

7. OTuyeTbl 0 pesynbTaTax OOKIMHUMYECKOTO WCCNefOBaHWs JfIeKapCTBEHHOrO CpeacTBa M KIMHUYECKOro
nccnefoBaHWs NEKapCTBEHHOTO npenapaTa A7 BETEpPUMHapHOro MPUMEHEHWS COCTaBAAKTCA  pa3paboTyMKoM
NeKapCTBEHHOrO CPeACTBa C YHETOM 3aK/THUEHUI A OpraHn3aLmii, NPUHUMAaBLUMX yYyacTue B opraHusaumm 1 npoBefeHnm
3TUX UCCNeA0BaHUA.

8. KOHTpO/b 3a npoBefeHUEM [OKIUHWYECKUX WCCNefoBaHWi 1eKapCTBEHHbIX CPEACTB U KIMHUYECKMX
nccnefoBaHnii NeKapCTBEHHbIX NpenapaToB [/ BETEPMHAPHOro NPYMEHEHUs OCYLLECTBASETCA YMNO/IHOMOYEHHbIM
hefepasibHbIM OpraHOM UCMOJTHUTENIbHO BIACTY.

Mnasa 6. OCYLWECTBJIEHUE FOCYAAPCTBEHHOM PETMCTPALMN
JIEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 13. [ocygapcTBeHHas permcrpauns nekapcTBEHHbIX NpenaparTos
(B pepn. PefepasibHOro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccuiickoin ®epepauun gonyckatoTcs MpoM3BOACTBO, MW3rOTOB/IEHME, XpPaHEHWe, MepeBO3ka, BBO3 B
Poccuiickyo ®egepaumio, BbIBO3 U3 Poccuiickoin degepaunun, peknama, OTnyck, peanunsauns, nepegaya, npumeHeHue,
YHUUTOXEHWE JIEKAPCTBEHHbIX MpenapaToB, €C/IM OHW 3aperucTpMpoBaHbl COOTBETCTBYHOLMM  YMOSTHOMOYEHHbIM
hefepasibHbIM OpPraHOM UCMOTHUTENIbHO BAIACTY.

(vactb 1 B pep. ®PenepasibHoOro 3akoHa ot 13.07.2015 N 241-93)

2. F'ocyaapCTBEHHOW perucTpaumm nogiexar:

1) Bce nekapcTBEHHbIE NpenapaThl, BNepBble Noasnexaiie BBoay B obpalieHne B Poccuinickonn deaepaunu;

2) nekapcTBeHHble npenapatbl, 3aperucTpMpoBaHHble paHee, HO NPOU3BEAEHHble B APYrUX NEeKapCTBEHHbIX
chopmax B COOTBETCTBUM C MEPEYHEM HAMMEHOBaHWI /TIeKapCTBEHHbLIX (hOPM, B HOBOW J0O3MPOBKE NpY AoKa3aTenbcTse
€€ K/IMHUYECKO 3HaUYMMOCTN 1 3EKTUBHOCTY;

3) HOBblE KOMBUHALMIN 3apErNCTPMPOBAHHBLIX PaHEe NIEKAapPCTBEHHbIX NpPenaparos.

3. FocypapcTBeHHas perucrpaums iekapcTBEHHbIX NpenaparoB OCYLLECTB/IAETCA MO pe3y/bTaram 3KCnepTusbl
NeKkapCTBEHHbIX CPeACTB, a rocygapcrBeHHas perncrpaumsa opgpaHHbIX NeKapCTBEHHbIX NpenaparoB OcCyLecTBAseTcs
Nno pesynbTaram 3KCMNepTu3bl [AOKYMEHTOB, MpeACTaB/fieHHbIX /19 OnpefesieHus BO3MOXHOCTW paccMmarpusBaTb
NlekapCTBEHHbINA NpenapaTt Ans MeguLMHCKOTO NMPUMEHEHUS NPW OCYLECTB/IEHUN FOCYAApPCTBEHHOW perucrpauumn B
KauyecTBe oppaHHOro JIeKapCTBEHHOIO Npenapara, W no pesybTaraM 3KCNepTU3bl JIEKAPCTBEHHbIX CPEACTB.

4. TocypapcTBeHHas perucrpauus  flekapCTBEHHOro  npenapara  OCYLLEeCTB/ISETCA  COOTBETCTBYHOLLMM
YMOSTHOMOYEHHbIM (hefiepasibHbIM OpraHOM WCMOSIHUTENIbHOW BNacTy B CPOK, HE MpeBbiarlnii cTa WecTnaecatu
pabounx gHeli cO OHA NPUHATUSA COOTBETCTBYHOLLErO 3asBNIEHNA O FOCYLapCTBEHHOW perncTpauuy sekapcTBEeHHOro
npenaparta. B yka3aHHbIi CpOK BK/OYaeTCAd Bpemsi, HeobxoauMmoe A1 MNOBTOPHOIO MNPOBEAEHUS 3KCMEepTM3bl
NeKapCTBEHHOr0 CpeAcTBa B COOTBETCTBUM CO cTaTbei 25 HacTosiwero ®epepasibHOro 3akoHa. Cpok rocyAapcTBEHHOW
peructpaumy feKkapCcTBEHHOro npenapara UCYUCNAETCA CO [AHA MPUHATUSA COOTBETCTBYHIOLMM  YMOSTHOMOYEHHbIM
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

dhefepasibHbIM OpraHoM UCMNOJ/THUTESIbHOW BNacTy COOTBETCTBYHLLEIO 3asBfieHMS O rOCYyAapCTBEHHON peruncrpaumm
NleKapCTBEHHOro npenapara Cc MpUIOKEHWEM HE0O6XO0AMMbIX [AOKYMEHTOB MO AEeHb Bblhayu perncTpaunmoHHOro
YOOCTOBEPEHMS NIEKAPCTBEHHOrO npenapata. Bpewms, Heobxogumoe A HanpasieHWs  YNOSIHOMOYEHHbIM
doefepasibHbIM OpraHoM WCMOJIHATENBHOW BNacTy 3ampoca O MpPeAcTaB/IEHMUM HeobXoAUMbIX MaTepuasioB WU
npeacTaB/ieHns 3asBMTENIEM OTBETA Ha [AaHHblii 3anpoc B COOTBETCTBUM CO cTaTtbsmm 16, 19 n 23 HacToswero
defepasibHOrO 3akoHa, He Y4YUTbIBAETCA MPU WCHUC/IEHUM CpPOKa rOCYAapCTBEHHOW perncrpauun nekapCTBEHHOrO
npenaparta.

5. FocyaapCTBEHHOW perncTpaumm He nognexar:

1) nekapcTBeHHble Nnpenapatbl, U3rOTOB/IEHHbIE anTeuYyHbIMW OpraHusaunsiMn, BeTEepUHapPHbLIMKU anTeyHbIMU
opraHMsaumMsaMy, UHAMBUAYasbHbIMU NpeanpuHMMaTtesniaiMy, KOTopble WMEKT JIMUEH3UI0 Ha (hapmaueBTUYECKYHo
JeAaTenbHOCTb, MO peuentaM Ha JIeKapCTBEHHble MpenapaTbl W TPebOBaHMAM  MEAWLMHCKUX — OpraHusauuii,
BETEPVHAPHbLIX OpraHnu3auuii;

2) NnekapCTBEHHbIE npenapaThbl, NpMobpeTeHHbIe N3NYecKUMmM uuamm 3a npegenamm Poccuiickon degepaumm n
npefHasHavyeHHble 4718 JIMYHOTO UCMO/1b30BaHNs;

3) nekapcTBeHHbIE NpenapaTbl, BBO3MMble B Poccuiickyto ®eaepauntio Ans okasaHus MeAUUMHCKOW MOMOLLM Mo
XXM3HEHHbIM MOKa3aHUAM KOHKPETHOr0 MauuMeHTa Ha OCHOBaHWM paspelleHusi, BblAAHHOMo  YNOIHOMOYEHHbIM
dpefepasibHbIM OpraHoOM UCMOSTHUTE/TbHON BNACTX;

4) nekapCTBEHHbIE CPeACTBa, BBO3UMbIE B Poccuiickyto ®efepalmio Ha OCHOBaHWUM Bbl4aHHOTO YNOSIHOMOYEHHbLIM
dpefepasibHbIM OpraHoM UCMOJSTHUTE/IbHONM BNacTW paspelleHns U npefHasHadeHHble A1 MPoBeAeHUs KIMHUYECKNX
nUccnefoBaHnin - NeKkapCTBEHHbLIX npenapaToB U (UWNK) NPOBEAEHUS 3KCMEePTU3bl JIEKAPCTBEHHbLIX CPeacTB  4ns
OCYLLECTB/IEHUS TOCY1aPCTBEHHOW perncTpauun nekapcTBeHHbIX NPenapaTos;

5) thapmaueBTuyeckme cybcTaHumu;

6) pagnochapmaLeBTUYECKME JleKapCTBEHHbIE Mpenapatbl, U3roTOB/IEHHbIE HEMOCPEACTBEHHO B MeOULUHCKUX
opraHu3aumsax B Nopsake, yCTaHOB/IEHHOM YMOMHOMOYEHHbIM (hefiepasibHbIM OPraHoOM UCTOSTHUTENbHOM BNaCTy;

7) nexapCTBEHHbIE Npenaparbl, NPON3BOANMbIE 418 IKCNopTa.

6. He ponyckaeTcs rocyfapcTBeHHas perncrpauns:

1) nekapCTBEHHbIX NpenapaToB, OT/IMYAOLMXCSA APYr OT Apyra KaueCTBEHHbIM COCTABOM AENCTBYHOLINX BELLECTB,
noj, 04UHAaKOBbLIM TOProBbIM HAMMEHOBaHNEM;

2) OofOHOro sfiekapCTBEHHOro npenapaTa, BbINyCKAeMOro npousBoAMTENIEM MOf — pPas/iMyHbIMA - TOProBbIMU
HaVMEHOBaHUSIMM 1 MNPEACTaB/IEHHOIO Ha FOCYAapCTBEHHYH perucTpauuio B Buge ABYX M 60nee /eKkapCTBEHHbIX
npenaparos.

7. Mo 3anpocy (B 3/71EKTPOHHOW hopMe mnm Ha GyMaxHOM HOcuTeslie) CcybbekTa obpalleHusi /1eKapCTBEHHbIX
CpeAcCTB COOTBETCTBYHOLLMM YNO/THOMOYEHHbIM doeiepasibHbIM OPraHOM MWCMOMHUTENIbHON BAACTW, OCYLLECTBASHOLNM
rocyapCTBEHHYIO perncTpauuio fIeKapCTBEHHbIX MpenapartoB, B YCTAHOB/IEHHOM WM MNOPSAKE OCYLLeCcTB/seTcs
Hay4HOE KOHCY/MbTMPOBaHME NO BOMPOCaM, CBA3aHHbIM C NPOBEAEHVNEM AOKIMHUYECKUX WUCCMEeL0BaHNUA, KINMHUYECKNX
NCCMef0BaHUn 1eKaPCTBEHHbIX MpenapaToB, 3KCNEPTU3bl KayecTBa JIEKAPCTBEHHbIX CPeAcTB, 3(MAEKTUBHOCTA 1
6e30nacHOCTH, C OCYLLECTB/IEHNEM FOCYAAapCTBEHHOW perncTpauumn nekapcTBeHHbIX npenapaTtoB. KoHCynbTupoBaHue
OCYLLECTB/ISETCA C NpuB/iedeHnem hegepasibHbIX rocyAapCTBEHHbIX OHMKETHbIX YUpexaeHUd, noaBefoMCTBEHHbIX
[aHHOMY dhefiepanibHOMY OpraHy UCMOMHUTESTbHOM BNACTW U HE y4acTBYOLMX B OpraHn3auun npoBeeHNst 3KCnepTu3bl
KauyecTBa SIeKapCTBEHHbIX CPEACTB B LIENISIX OCYLLECTB/IEHUSI UX TOCYAapCTBEHHON peructpayvMm B COOTBETCTBMMU CO
ctaTbeil 16 HacTosiwero ®egepanbHOrO 3akoHa, B BuAe OTBETa B MUCbMEHHON (OOpMe  YNOSIHOMOYEHHOTO
dpefepasibHOro opraHa UCMNOMHNTE/TbHOM BNAacTh Ha 3anpoc. Pasmep B3MMaemoii ¢ 3aaBUTENA NaaTbl onpegensercd B
COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuiickoin ®egepauum 06 opraHmsaLn npegocTaBneHns rocygapCTBEHHbIX U
MYHUUMNabHBIX YCyr. Hdopmaums 06 oCyLeCcTBNEHUN HAYYHOTO KOHCY/IbTUPOBaHWSA, B TOM YyMcie cTatby, 0630pbl,
crpaBoYHble MaTepyasibl 1 UHAA MHGOPMauna 06 OCYLLECTBAEHUM HAYYHOrO KOHCY/IbTMPOBaHWS, pasmellaeTcs Ha
odhmuManbLHOM caiTe YNnosIHOMOYEHHOTO diefepasibHOro opraHa WCMOSIHUTENbHOW BAactu B ceTn "VIHTepHeT" ¢
CcO6/MAEHNEM OTPAHNYEHUIA, YCTAHOB/IEHHbIX 3aKOHO4ATE/IbCTBOM O MEPCOHasIbHLIX AaHHbIX, KOMMep4Yeckoin u (1nm)
rocyfapCcTBeHHOI TaliHe.

8. F'ocyaapcTBeHHas perncTpaums NekapcTBEHHbIX NpenaparoB, KOTopble MpefHasHavyeHbl 415 NPYMEHEHUS B
YCMOBUSAX BOEHHbIX AENCTBUIA, Ype3BblualiHbiX CUTyauuid, NPOUNaKTUKM U NeYeHnss 3ab0sieBaHnii U NOPaKEHWU,
Mo/Tly4YeHHbIX B pe3ynbTaTe BO3AEACTBUS HEGNAroNpPUATHLIX XUMUYECKUX, BUOIOTNYECKNX, PaMaLMOHHbIX (DaKTOPOB, U
paspaboTaHbl N0 3afaHn0 oefepasibHbIX OPraHoOB WUCMO/IHUTENIBHOW BNAacTW, YNOSIHOMOYEHHbLIX B 06/1acTV 060POHBI
CTpaHbl 1 6e30MacHOCTM ToCyfapcTBa, OCYLLEeCTBASIETCA B MOpsAKe, YCTaHOB/IEHHOM [lpaButenbcTBOM Poccuiickoii
depepauymnn.

Ctatbsa 14. MpuHUMNbI 3KCNepPTU3bl JIEKAPCTBEHHbLIX CPEeACTB

(B pen. PenepasibHOro 3akoHa ot 22.12.2014 N 429-93)
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

1. 3KcnepTn3a IeKapCTBEHHbIX CPeACTB OCHOBLIBAETCS HA MPUHLMNAX 3aKOHHOCTM, COGM0AEHUS NpaB 1 cBo6oA,
yesioBeKa v rpaxkaaHnHa, Npae PUAMYECKOro nua, He3aBUCUMOCTW 3KCnepTa, O6bEKTUBHOCTU, BCECTOPOHHOCTU U
MOMHOTbI UCCNeAOoBaHWii, NPOBOAUMBLIX C WCMNO/b30BAHWMEM COBPEMEHHBLIX AOCTUXEHUA Hayku U TEXHUKY,
OTBETCTBEHHOCTU DeAepa/ibHOTO TOCYAAPCTBEHHOTO GHOMKETHOTO  YUPEXAEHWUS MO  TMPOBEAEHMI0  3KCMEPTU3bI
NIEKAPCTBEHHBIX CPEACTB M 3KCMNEPTOB 3a NPOBEAEHNE W KAYECTBO IKCMEPTU3bI.

2. JKcnepTu3a /IeKapCTBEHHbIX MPenapaToB A8 MeAuLUUHCKOro NpUMeHeHNs! BKoUYaeT B cebs:

1) aKcnepTu3y AOKYMEHTOB, NPeACTaB/eHHbIX AJ1si onpeAesieHns BO3MOXHOCTU paccMaTpuBaTh JIeKapCTBEHHbIi
npenapar gss MeauLUMHCKOro NPMMEHEHNS NPU OCYLLLECTB/IEHUN FOCYAAPCTBEHHOI perncTpaymm B kauecTee opchaHHoro
NeKapcTBEHHOTO Npenapara;

2) aKcnepTu3y MpeaioKeHHbIX METOLOB KOHTPOSS KayecTBa JIEKAPCTBEHHOTO CPeAcTBA M KadyecTBa
NpeAcTaB/ieHHbIX 06pa3LoB /IEKAPCTBEHHOIO CPEACTBA C MCMO/Ib30BAaHMEM 3TUX METOAOB (dasiee - 3KcnepTusa
KauecTBa NIeKapCTBEHHOrO CPeACcTBa);

3) 3KCNepTM3y OTHOLLEHWST OXMaaeMoli Nosib3bl K BO3MOXHOMY PUCKY NMPUMEHeHWs /IeKapCTBEHHOro npenapara.

3. OKcnepTusa /1eKapCTBEHHbIX MpPenapaTtoB [/ BETEPUHAPHOIO MPUMEHEHNST BK/OYaeT B cebs aKcrnepTusy
KauecTBa NIEKAPCTBEHHOTO CPEACTBA U 3KCNEPTU3Y OTHOLLEHMUSI OXUAAEMOI NO/b3bl K BO3MOXHOMY PUCKY TMPUMEHEHUSA
NEKapPCTBEHHOTO Mpenapara.

Cratba 15. depgepanbHOe rocyfapCTBEHHOE OHOMKETHOE yypeXxAeHue Mo MNPOBEAEHUI0  3KCNepTW3bl
JleKapCTBEHHbIX CPeaCcTB

JKcnepTr3a NekapcTBEHHbIX CPeACTB NPOBOANTCA doefiepalibHbIM rocyAapCTBEHHbIM OIOMKETHBIM YUpeXaeHNeM
COOTBETCTBYHOLLEIO YNOSIHOMOYEHHOro (hefepasibHOro opraHa UCNosIHUTENbHOM BNacTu, CO34aHHbIM A1 obecrneyeHns
WCMOJIHEHNSI MOJIHOMOYMIA 3TOr0 dhedepasibHOro OpraHa Mo Bblgavye pas3pelleHnii Ha MNPOBEAEHME  KITMHUYECKMX
nccnefoBaHuii NeKapCTBEHHbIX NPenapaToB 1 (MNK1) No rocyAapCTBEHHOW perucTpauun NekapcTBEHHbIX MpenapaToB
(oanee - sKkCnepTHOE yuypexaeHue).

Cratbsa 16. OpraHusauns NpoBeAeHns aKCNePTU3bl IEKAPCTBEHHBIX CPenCcTB
(B pes. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

1. Jkcneptv3a J1eKapCTBEHHbIX CPEeACTB MPOBOAMTCA KOMWUCCUEW 3SKCNEPTOB 3KCMEPTHOTO  yYpeXxaeHwus,
Ha3Ha4YeHHOI ero pykoBoguTesieM, Ha OCHOBaHUWN 3a[aHuNs Ha NPOBefeHMEe 3KCNEepPTU3bl SIEKAPCTBEHHOIO CPeacTBa,
Bbl4AHHOIO YMOSIHOMOYEHHbIM hbefepasibHbIM  OpraHoM WCMOMHUTESbHOM BactTu. PykoBOAMTENb  3KCMEPTHOro
yupexaeHus obecneuvBaeT Hag/iexallee npoBefeHne 3KCNepTusbl IeKapCTBEHHbLIX CPeAcTB B COOTBETCTBUM C
3afaHneM, BblgaHHbIM YNOSIHOMOYEHHLIM ddeAepasibHbIM OPraHoOM UCMOMTHUTE/TbHOM BNacTh, U opraHM3yeT NoAroToBKY
CBO/JHOrO 3aK/I4EHUS 3TO KOMUCCUK. B cocTaB aToi KOMMUCCKM MO PELLEHNIO PYKOBOAMUTESIS 3KCMEPTHOIO YUYpEeXAeHUs
MOTyT ObITb BK/THOYEHbI B KAYECTBE IKCNEPTOB /LA, He paboTawlme B SAHHOM 3KCNEPTHOM YUPEXAEHWW, €eCrim Ux
cneynasibHble 3HaHWS HeOOXOAMMbl AN MPOBELEHUS 3KCNepTM3bl U Takne 3KCNepTbl OTCYTCTBYOT B AaHHOM
3KCNEPTHOM YUpeXaeHNN.

2. 3KcnepTom MO MNPOBEAEHMIO 3KCMEPTU3bl NIEKAPCTBEHHbLIX CPEACTB SABASETCA aTTeCcTOBaHHbIA pPaboTHUK
3KCNEPTHOTO  YYpEeXAeHusi, KOTOpbIi MMeeT BbiCllee MeAuuMHCKoe, hapmaleBTUYecKoe,  BMOOrMyYeckoe,
BEeTepMHapHoOe WM Xxumumyeckoe obpasoBaHve U NPOBOAUT 3IKCNEpPTU3Y JIeKAPCTBEHHbIX CPeAcTB B nopsgke
WCMOJIHEHNSI CBOUX AO0J/HKHOCTHBLIX 0683aHHOCTEl (Janee - akcnepr).

3. Mpu npoBefeHNN 3KCNepTU3bl JIEKAPCTBEHHbIX CPEACTB 3KCNEpPT He MOXEeT HaxOo4uTbCAa B Kakon-im6o
3aBMCMMOCTU OT JiMLa, Ha3HauMBLUEro 3Ty 3KCNepTusy, paspaboTumka J1eKapCTBEHHOTO CpeacTsa WKW Apyrux
3aMHTEPECOBaHHbIX B pe3ynbTaTax aKCnepTu3bl L.

4. Mpwn NpoBEAEHNIN 3KCNEPTU3bI JIEKAPCTBEHHbIX CPEACTB HEe A0onyckaeTcsi ICTpeboBaTth y 3asiBUTENA MO0 MHbIX
Ny, maTepuasnsl, HeO6XoANMble A1 NPOBefeHNA IKCNepTU3bl. B cyvyae He,oCTaTOuHOCTU NPeCTaB/IEHHbIX 3KCMepTy
MaTep1asioB A4/15 fa4M 3aKNHYEHNS SKCNEPT CTaBUT BONPOC O NPeACTaB/IEHMN eMY HEOOXOA4MMbIX MaTtepuasioB nepep
pyKoBOAWTEIEM 3KCNEPTHOTO yupexaeHuns, KOTOpbIin obpallaeTcs ¢ COOTBETCTBYIOLUM 3aMpoCcoOM B YNOSIHOMOYEHHbIT
hefepanbHbiii opraH MCNOAHWUTENbHOW BfacTW, BblAABLUNIA 3adaHMe Ha MNpPOBeAeHUe 3KCNepTU3bl NEKAPCTBEHHOMO
cpeAcTBa. YKasaHHbIi doefepasibHblii OpraH MCMOMHUTE/NIbHOW BNacTM B TeuyeHne nATM paboumx [AHei co  AaHA
NOCTYMN/IEHNSA 3anpoca PYKOBOAUTENSA 3IKCMEPTHOIO Yy4ypexaeHus HanpasiseT 3asBUTEsio 3anpoc O npencTrasfieHnu
HeobX0oAMMbIX MaTepnanoB. [aHHblA 3anpoc MOXET ObiTb MepefaH YNoSIHOMOYEHHOMY MNPeACTaBUTENI0 3asBUTENs
JINYHO NOA pacnucKy, Hanpae/eH MO Mo4YTe 3akasHbIM MUCbMOM WU MepefaH B 3/IEKTPOHHON hopme no
TeNIeKOMMYHVKaLMOHHLIM KaHaniaM CBsA3W. B ciiydyae Hanpas/fieHns f4aHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cunTaeTcs NoMyyYeHHbIM Mo UCTEYEHUN LWECTU AHel ¢ AaTbl HanpaB/ieHUs 3aKasHoro nucobma.

(vacTb 4 B pea. PegepanibHOro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asBuTenb 00£3aH nNpeacTaBUTb OTBET Ha 3anpoc  YNoSHOMOYEHHOro (hefepasibHOro opraHa

WCMOSIHUTENBHOW BNacTM B CPOK, He MpEeBblAWUA AeBAHOCTA paboumx gHeld Co  AHA  €ero  NoJlyyeHwus.
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

YNONMHOMOUEHHBIN heaepasibHblii OpraH UCNONMHUTENBHOM BNAacTW, BbldaBLUMI 3ajaHMe Ha NpoBeAeHne 3KCNepTusbl
NeKapCTBEHHOIO CPeACTBa, B TeYeHne NATu pabounx AHen co AHA MNOCTYM/IeHUs OT 3asBUTeNs OTBETa Ha [aHHbIN
3anpoc HanpaBnseT Takoi OTBET B 3KCMEPTHOE yupexaeHne. B crydae HenpeacTaBneHWs MO UCTEYEHUU [eBAHOCTa
pabounx AHel 3asBMTeNIeM OTBETa Ha AaHHbIA 3anpoc YNOSHOMOYEHHbI (hedepasibHbli OpraH WCNOTHUTENbHOW
B/1ACTY, BblAABLUNIA 3aaHne Ha NPOBEeAEHNE IKCNEePTM3bl IEKAPCTBEHHOIO CPeACTBa, B TeueHne natu paboumx AHeld
HanpaBs/isieT B 3KCNEPTHOE yupexaeHne yBeAOM/IEHNE O HENPEACTABNEHNM 3assBUTE/IEM OTBETA Ha 3anpoc yka3aHHOro
opraHa. Bpems co gHS HanpaBfieHMs 3anpoca 3KCNepTHOrO Yy4YpexaeHus B YrNoSHOMOYEHHbIV hefepaibHblli opraH
WCMNOSIHUTENBHOW BNAacTh A0 LHA NOJSYYEHWS 3KCMEPTHbIM YYpexaeHMeMm OTBeTa Ha 3anpoc WM yBefoMEeHUs O
HenpeAcTaBfeHMN OTBETA Ha 3anpoCc He Y4uTbiBaeTCA MpuM  MCUMUC/IEHWM CpOKa MPOBEAEHMS  3KCMepTU3bl
NeKapCcTBEHHOro cpeacTaa.

(yacTb 4.1 BBegeHa PefepasibHbIM 3aKOHOM OT 25.11.2013 N 317-93)

5. 3kcnepT npu MpOBEAEHUWN TMOPYYEHHOI €My PYyKOBOAWUTENIEM 3KCMEPTHOrO YUYPEXAEHWUs  3KCNepTusbl
NleKapCTBEHHOro cpeacTaa 0bs3aH:

1) npoBecTV NofHOE uccnefoBaHue npeacTaB/ieHHbIX eMy O0ObeKTOB, MarepuanoB, AaTb 060CHOBaHHOE W
0OBEKTUBHOE 3aK/Il4veHVe No MOCTaB/IeHHbIM Mepes HMM BOMpocaM WM MOTUBUPOBAHHOE  3ak/loyeHue o
HEBO3MOXHOCTV NPOBEAEHNSA UM IKCNEePTU3bl IEKAPCTBEHHOIO CPEACTBA, €CNM MOCTaB/IEHHbIE BOMPOCHI BbIXOAAT 3a
npegenbl cneunasibHbIX 3HaHUI 3kcnepTa, 06bEeKTbl UCCIef0BaHNA 1 MaTepuasibl HeMPUroA4HbI UM HEAOCTATOUHbI A/1A
NPOBEAEHNS NCCNEAOBaHWI U Aa4n 3aKNH0YEHNS IGO0 COBPEMEHHbIV YPOBEHb Pa3BMTUS HAyKW HE MO3BOSIAET OTBETUTH
Ha nocTaBJ/IeHHbIE BOMNPOCHI;

2) He pasrnawartb CBeAeHWs, KOTopble CTasM €My W3BEeCTHbl B CBA3W C MNPOBEAEHMEM  3KCNEepPTUsbl
NeKapCTBEHHOrO CpeAcTBa, a TakkKe CBeAEeHWsl, COCTaBAAWME [OCYyAapCTBEHHYH, KOMMEPYECKYH) WAN  UHYIO
OXpaHsAeMyHo 3aKOHOM TaliHy;

3) obecneunTb COXPaHHOCTb NPeACcTaBNeHHbIX 06bEKTOB NCCNef0BaHNI 1 MaTepuasos.

6. OKcnepT He Bnpase:

1) npoBOANTbL 3KCNEPTU3Y JSIEKAPCTBEHHOIO CPEACTBA N0 06paLLEeHN0 HENOCPELACTBEHHO K HEMY OpraHm3auuii nim
oU3NYECKMX NnL;

2) camocTosATe/NIbHO CObMpaTb MaTepuasbl 4151 NPOBEeAEHNS SKCNEPTU3bl IEKAPCTBEHHOTO CPeACTBa;

3) NpoBOAMTbL SKCNEPTU3Y NEKAPCTBEHHOIO CpeACcTBa B ka4ecTBe HErocyapCTBEHHOrO aKcnepTa.

7. B cnyyae Heo6xo0AMMOCTM 3KCNepT Brpase XxohaTalicTBOBaTb nepes pyKoBOAMTEIEM 3KCNEPTHOrO yupexaeHus
O MPVBAEYEHNM K NPOBEAEHNIO IKCNEPTU3bI JIEKAPCTBEHHOIO CPeacTBa APYruX 3KCNepToB.

8. Kaxxablin akcnepT, BXOAALWMA B cOCTaB KOMWCCUWM 3KCMEPTOB, KOTOPOI MOPYYEHO NPOBEAEHME 3KCNepTUsbl
NleKapCTBEHHOIO CpefcTBa, He3aBUCMMO M CaMOCTOATE/IbHO NPOBOAMUT UCCNeAOBaHWSA, OLEHWBaeT pe3ynbTarhbl,
NOJsTyYEHHbIE MM JINYHO 1 APYIMMU 3KcnepTamu, 1 QOpMy/IMpYeT BbIBOAbI OTHOCWUTE/IbHO MOCTaB/IEHHbIX BOMPOCOB B
npegenax CBOMX CneunasibHbIX 3HaHUA.

9. Pe3ynbTaTbl 3KCNEPTU3bl SIEKAPCTBEHHOIO CpeacTBa OOPM/IAIOTCA 3ak/IHYEeHWEM KOMWUCCKUM 3KcrnepTos. B
3aK/II0YEHMM KOMUCCUM 3KCMEPTOB YKa3blBAKOTCHA NEPeYeHb UCC/Ief0BaHnn, 06beM MPOBEAEHHbIX KaXKAbIM 3KCMEPTOM
nccefoBaHunii, yCTaHOB/EHHbIE KaXAbIM U3 HUX dakTbl U cAeNnaHHble B pe3ysibTare Ucc/iefoBaHnii BbIBOAbI. DKCNeEpT,
MHEHMEe KOTOPOro He coBnaZaeT C peLleHnemM KOMUCCUMM 3KCMEepPTOB, BNpaBe BblpasuTb CBOE MHEHME B MUCbMEHHO
dhopme, KoTopoe NPUOBLLIAETCS K 3aKNHOUYEHMIO KOMUCCUMN 3KCNEPTOB.

10. 3kcnepTbl, BXOAsAUME B COCTaB Komuccuu, npegynpexgartcs o6 OTBETCTBEHHOCTW B COOTBETCTBUM C
3akoHogaTenbCcTBOM Poccuiickoin  ®depepauun  3a  gady 3aKk/loueHus, cogepxallero HeobOCHOBaHHble  Uan
hasibCMMLMPOBaHHbIE BbIBOAbI, O YEM OHU AAKOT NOAMMUCKY.

11. OnpegeneHue ypoBHS NPogiecCMOHaIbHONM NOATOTOBKN 3KCMEPTOB U atTecTaums Mx Ha npaBo MpoBefeHus
3KCNEPTU3bl NIEKAPCTBEHHBIX CPeACTB OCYLLECTBASATCA 3KCMEePTHO-KBA/IMAIMKALMOHHBIMU  KOMUCCUAMU B MOPSAKE,
YCTaHOB/IEHHOM COOTBETCTBYHOLLMM YMNO/IHOMOYEHHbIM (hefepasibHbIM OpraHoM WCMOSIHUTE/IbHOW BAacTu. YPOBEHb
npocheccrmoHanbHO NOATOTOBKM SKCNEPTOB MOAEXMT NEPECMOTPY YKaszaHHbIMM KOMUCCUSIMU HE pexe Yem OAvH pa3 B
nsTb NeT.

12. MNpaBwnia NpoBEAEHUS SKCMEPTN3bI IEKAPCTBEHHbIX CPEACTB U OCOBEHHOCTM 3KCNEPTU3bl OTAE/NbHbIX BUAOB
NleKapCTBEHHbLIX MpenapaToB (pedepeHTHbIX JfIEKAPCTBEHHbIX MNpenapaToB, BOCMPOU3BEAEHHbIX J1EKAPCTBEHHbIX
npenapaToB, OWOMOrMYECKMX JIEKAPCTBEHHbLIX MNpenapaToB, 6moaHanoroBbix (6MONOAOGHLIX) IEKAPCTBEHHbIX
npenapatoB (6uoaHanoroB), roMeonaTuyecknx EKApCTBEHHbIX MNpenapaTtoB, JIeKAPCTBEHHbIX PaCTUTENbHbIX
npenaparos, KOMOUHAaLWI NEKAPCTBEHHBLIX MpenapaToB), (DOPMbl 3aKTHHEHMI KOMUCCHM IKCMEPTOB YCTaHaB/IMBAKOTCA
COOTBETCTBYHLLMM YNO/THOMOYEHHbIM (hefepasibHbIM OPraHoM MCNOTHUTE IbHOW BNacTu.

(vacTb 12 B pen. ®efepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 17. MNogaya n paccMOTPeHUe 3asiB/IEHNSI O TOCYAAPCTBEHHON perucTpauun fekapcTBEHHOro npenaparta
[N151 BETEPUHAPHOIO NPUMEHEHUSA

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

1. Ana rocyfapCTBEHHOW perncrpauum JekapCTBEHHOTO npenapata AN  BeTepuMHApHOro  NpPYMEHEeHUs
pa3paboTumMK Takoro fIeKapCTBEHHOrO Mnpenapara Wau ynosIHOMOYEHHOE MM Apyroe topuamnyeckoe nuvuo (faniee B
HacToslLLEel cTaTbe - 3asiBUTE/b) NPeACTaB/AsSeT B YNO/IHOMOYEHHbIV dhefepasibHblii OpraH WCNOSIHUTENbHOW BAAacCTU,
OCYLLECTB/IALLMI rOCYAapPCTBEHHYIO PErMCTPaLMI0 IEKAPCTBEHHLIX NPeNapaToB 419 BETEPUHAPHOIO NMPUMEHEHUS, B
3/1EKTPOHHOW (hOpMeE WM Ha GyMaKHOM HOCuTesle 3asB/IEHME O TOCYLApPCTBEHHON peructpaunyn nekapCTBEHHOro
npenapara /8 BETEPUHAPHOIO MPUMEHEHWs, a Takke B Nopsadke,  YCTAHOB/IEHHOM COOTBETCTBYOLLUM
YNOSIHOMOYEHHbIM dhefepasibHbIM OpPraHOM WCMNOSIHUTENbHOM BMacTW, B 3/IEKTPOHHOW hopMe naM Ha OGyMaXHOM
HocuTesnie HeOBX0AMMbIE AOKYMEHTbI, U3 KOTOPbIX hopMUpYeTCs perncTpauuoHHoe A0ChbE Ha IEKapPCTBEHHbIV Npenapar
A5l BETEPUHAPHOI0 NPUMEHEHNS.

2. B 3aABneHUn 0 rocygapCTBEHHOW perncTpalmmn NekapcTBEHHOro npenapara A1 BETEPUHAPHOIO MPUMEHEHUS
yKa3bIBaKOTCH:

1) HaMmeHoBaHMe K ajpec 3asBuUTens, paspaboTyuvka M NpPoM3BOAMTENSA JIEKAPCTBEHHOrO npenapata Ans
BETEPVHAPHOro NMPMMEHEHMS W ajpec MecTa OCYLLeCTBEHUS NPOM3BOACTBA JIEKAPCTBEHHOrO Mpenapata Ans
BETEPVHAPHOro NMpUMMEHeHMs (B C/lyyae Ha/lMuMsi HECKOJIbKMX YYaCTHMKOB Mpolecca MpousBoAcTBa HeOO6X0AMMO
yKasaTtb KaXaoro u3 Hux);

2) HaMMeHOBaHWe Jf1IEeKapCTBEHHOrO Mpenapata A/ BETEPUHAPHOrO  MpPUMEHEHUs  (MexayHapogHoe
HenaTeHTOBaHHOE, UK TPYNNMPOBOYHOE, NN XMMUYECKOE 1 TOPrOBOE HAUMEHOBaHWS);

3) nepeyeHb AECTBYIOLMX N BCIOMOraTesibHbIX BELLECTB, BXOASALLMX B COCTaB JIeKapCTBEHHOrO npenapara Ans
BETEPVHAPHOro NPUMEHEHMS, C yKasaHUeM KOIMYECTBa KaXoro U3 HuX;

4) nekapcTBeHHas hopma, A03MPOBKa, CNOCOObl BBEAEHUS M MPUMEHEHMWS, CPOK FOAHOCTU J1IeKapCTBEHHOTO
npenapara A1 BETEPUHAPHOTO NPUMEHEHNS;

5) thapmakoTepaneBTuyeckas rpynna,

6) HeobXxoAMMOCTb MPUMEHEHMSA YCKOPEHHON mnpoueaypbl 3KCNEpPTU3bl JIEKAPCTBEHHbIX CPEACTB B LENsx
rocyfapCTBEHHOI perncTpaumm eKkapcTBEHHOTO npenapara,;

7) KOnnu JOKYMEHTOB, NOATBEPXAAIOLWMX YNaTy rocyfapCTBEHHON NOLWNHBI:

a) 3a MpoBefAeHWe 3KCMepTM3bl KayecTBa JIeKapCTBEHHOrO CpPeAcTBa M 3KCMEepPTU3bl OTHOLUEHWS OXWUAaeMOl
Nnosib3bl K BO3MOXHOMY PWUCKY NPUMEHEHWUS] NIEKAPCTBEHHOrO Mnpenaparta A5 BETEPUHAPHOro MPUMEHEHMS MpU €ero
rocyfapCTBEHHOI peructpaunu;

6) 3a Bblga4y perncTpayuoHHOro yA0CTOBEPEHNS /IEKAPCTBEHHOTO Npenapara,;

8) Hanuume cornacus, nNpPeaycMOTPEHHOrO 4YacTbio 7 HacTosLWeNn cTaTtbW, ecnm C MOMEeHTa perucrpaumm
pecdepeHTHOro JieKapCTBEHHOIO Npenapara 411 BeTEpUHAPHOro NPUMEHEHNS NPOLLIO MEHEE YEM LLECTb JeT.

(B pea. PepepanbHOro 3akoHa ot 13.07.2015 N 241-$3)

3. PernctpaunoHHoe aocbke B LEnsix 3KCNepTu3bl IEKapCTBEHHOIO Npenapara A4 BeTepPMHapHOro MNpYMEHEHNUs
dopmupyeTcs U3 cneayrowmx 4OKyMEHTOB:

1) Konus JOKYMEHTa Ha PYCCKOM £3blke, BblAAHHOTO KOMMETEHTHbIM OPraHoM CTpaHbl NPou3BOAWTENS ANA
KaXx[0/ NPOM3BOACTBEHHOW NOLWALKN PErMCTPUPYEMOTO NIEKAPCTBEHHOIO NpenapaTta 415 BETEPUHapPHOro NpYMeHeHus
(B TOM uucne gnsa npoussoauTens hapmMaueBTUYeCKON CybCTaHuumn), 3aBEPEHHOr0 B YCTAHOB/IEHHOM MNOpAAKEe W
NoATBEPXAAlOLEro COOTBETCTBME NPOM3BOANTENS PETMCTPMPYEMOrO SIEKAPCTBEHHOTO Npenaparta 4158 BeTepyHapHOro
npuMeHeHns TpeboBaHWAM MpaBua Haanexaiwieil NpPoM3BOACTBEHHON MNPaKTUKM, MO0 KOMWA  JIMLEH3UM  Ha
NPOM3BOACTBO /IEKAPCTBEHHbIX CPEACTB AJ/15 BETEPMHAPHOIO NPUMEHEHUS 47151 POCCUMCKMX NPOM3BOANTENEN;

2) Komus 3ak/loYeHWst O COOTBETCTBMM MNPOM3BOAMTENS JIEKAPCTBEHHOTO npenapara Aas BeTepUHapHoro
NPUMEHeHNs TpeboBaHWAM NpaBw/ Haznexaleli Npou3BOACTBEHHON MPaKTUKW, Bbl4AHHOMO YMNO/THOMOYEHHBIM
hefepanbHbiM OpraHoOM WCMOSIHUTENbHOW BMacTM AN KaAoi NPOW3BOACTBEHHOW M/OWAaAKU PerncTpupyemMoro
NlekapCTBEHHOrO NpenapaTta /151 BETEPUHApPHOro NpUMeHeHus (B TOM ynciie Ans npousBoauTens dpapMaleBTUYECKOi
cybcTaHuun), Mbo KoNmst JIMUEH3MN Ha NPOM3BOACTBO NIEKAPCTBEHHBLIX CPEACTB A/19 BETEPUHAPHOIO NPUMEHEHUST AN
POCCUIACKMX NPOM3BOANTENEN;

3) NPOEKT HOPMAaTKBHOIO JOKYMEHTA Ha JIEKapCTBEHHbIV Npenapart 419 BETEPMHAPHOIO NPUMEHEHNS;

4) [OOKYMEHT, coepxawuii cnegywolyto  uHdopMaumio 0  (hapmaueBTUUECKOW  cybcTaHuum — Uau
hapmaLeBTMIeckMX cybcTaHumsx, BXOLALWMX B COCTaB SIEKAPCTBEHHOIO nNpenapaTta 415 BeTepuHapHOro NpMMeHeHUs:

a) HaMmeHoBaHVe hapmaLeBTUYECKOW CybCcTaHL MK, ee CTPYKTypa, 06Liue CBOICTBA,;

6) HaMMeHOBaHue 1 agpec NPoM3BoANTENS;

B) TEXHOMOMMS MPOU3BOACTBA C OMWCAHMEM CTaguii NMPOW3BOACTBA M METOLAOB KOHTPOASA Ha BCEX CTagusix
NpPOn3BOACTBA;

r) MHhopmaLus 0 NPUMECSIX;

) cneumdmkaums Ha dhapmaleBTUHECKYHO CybCTaHLMIO;

€) onncaHme MeToAMK KOHTPO/ISA KAaYecTBa;

X) pe3ynbTaTbl aHanm3a cepuin hapmaleBTUYECKON cybcTaHLmu;

3) NepeyeHb CTaH4apTHbIX 06pa3L0B WU/ BELLECTB, UCMO/Ib3YEMbIX NPY OCYLLECTBIEHUN KOHTPOSISA KAYeCTBa;
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

1) onMcaHne XxapakTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTepPmnasioB 1 YKYNOPOUHbLIX CPEACTB;

K) AaHHble 0 CTabW/IbHOCTY;

) CPOK rOAHOCTU, YC/IOBUSI XpPaHEHMS;

5) oTyeT 0 pesynbTatax OOKIMHUYECKOTO WCCNeAOBaHUS fIeKapPCTBEHHOTO CpeAacTBa 41 BeTepuHapHOro
NPYMEHEHNS;

6) oTy4eT 0 pe3synbTartax KIMHUYECKOr0 WCCMef0BaHUS JIEKapCTBEHHOrO npenapata [Ans BeTepuHapHOro
NPYMEHEHNS Y KaXXA0ro BUAA XUBOTHbIX, YKa3aHHbIX B MHCTPYKLMMW N0 BETEPUHAPHOMY NMPUMEHEHMIO;

7) NPOEKT MHCTPYKLMM N0 BETEPUHAPHOMY NPUMEHEHUIO NNIEKAPCTBEHHOIO NpenapaTa, coAaepxallein cnegyrowime
CBefEeHMS:

a) HaMMeHOBaHWe JfleKapCTBEHHOrO Mpenapata A/ BETEPUHAPHOrO  MpUMEHeHus  (MexayHapoAHoe
HenaTeEHTOBAHHOE, UMW TPYNMNMPOBOYHOE, NN XMMUYECKOE 1 TOPrOBOE HAUMEHOBaHWS);

6) nekapcTBeHHas hopma C ykasaHueM HaMEHOBaHWUIM 1 KOIMYECTBEHHOIO CoCTaBa [AENCTBYHOLWMX BELLECTB U
KayeCTBEHHOro cocTaBa BCMOMOraTe/ibHbIX BELLECTB;

B) OnuMcaHune BHELUHEro BMaa SIekapcTBEHHOro npenapata 415 BETEPUHapHOro NpuMeHeHus;

r) dhapMakoTepaneBTMYeckass rpynna J/ieKapCTBEHHOrO Mpenapata A1 BETEPUHAPHOr0 MPUMEHEHUS WU
yKasaHue "romMmeonatuyeckuii TekapCcTBEHHbI Npenapar”;

4) bapmakogmHamnka W (papmakokMHeTuka (3a UCK/IOYEeHWEM  (bapMaKOKMHETUKM  FOMeonaTU4ecKmnx
NIeKapCTBEHHbIX MpenapaToB M PacTUTE/IbHbLIX JIEKAPCTBEHHbLIX NPenaparoB) WUAW OnNMcaHue MMMYHOOMOIOrMYECKmX
CBOWCTB /IEKAPCTBEHHOrO Npenapara;

€) nokasaHus 4N NpUMEHeHUs;

) NPOTUBOMNOKa3aHWs A1 NPUMEHEHNS;

3) Mepbl MPeAOCTOPOXHOCTM NPY NPUMEHEHNN;

N) yKasaHme BO3MOXHOCTW M OCOGEHHOCTE MPUMEHEHUS Yy GEPEMEHHbIX XUBOTHbLIX, Y XXUBOTHLIX B NEPUOA
nakraumm, y N0TOMCTBA XUBOTHBIX;

K) peXvMmM A031MpoBaHns, cnocob BBeAEHUS 1 NPUMEHEHUS, NPV HEOOBXOAUMOCTY BPEMS Npuema /1ekapCTBEHHOIO
npenapara 415 BeTEPUHAPHOTro NPUMEHEHWs, NPOAO/MKUTENIbHOCTb SIeYEHNS;

1) BO3MOXHbIe NOBGOYHbIE [EACTBUA, HeXenatesbHble peakuuy npv NPUMMEHEHMM NIEKAPCTBEHHOro npenapaTa
A5l BETEPUHAPHOI0 NPUMEHEHNS;

M) CUMMTOMbI NEPELO3NPOBKM, MEPbI MO OKa3aHU0 NOMOLLM NPy NEPe03NPOBKE;

H) B3auMOZeWNCcTBUe C APYrMMU JIEKapCTBEHHbIMW NpenapaTamMm 1 (M) KopMamu;

0) )OpMbI BbIMyCKa /IEKapCTBEHHOTO Npenapara 419 BeTePMHAPHOro NPUMEHEHNS;

n) ykazaHue (Npn Heo6XxoAMMOCTN) OCOBEHHOCTEl AelCTBMA /IEKapCTBEHHOrO npenaparta Ans BeTepuHapHOro
NPUMEHEHMSA NPX NEPBOM NPUEME W/ NPU ET0 OTMEHE;

p) onucaHue (MpuM HEOOGXOAMMOCTW) OENCTBUIA BETEPUHAPHOTO Bpaya (BeTepuHapHOro denbAliepa), WHOro
cneunanncTa B 06/1aCTU BeTEpMHapuv, BAafesibla XMBOTHOTO NPV NPOMyCKke MpuMemMa OAHOM WAW HECKOsSIbKMX 403
NIeKapCTBEHHOrO npenapara A/ BETEPMHAPHOro NPpUMEHEHMS;

C) CPOK FOAHOCTU M yKasaHMe Ha 3anpeT MpPUMEHEHUs JlIeKapCTBEHHOro npenapata [Ans BeTepuHapHOro
NPUMEHEHNSA N0 UCTEYEHUN CPOKA rO4HOCTY;

T) YCNOBUS XPaHEHUS;

y) yKkasaHMe Ha Heob6XOAUMOCTb XpPaHEHUS /IEKAPCTBEHHOrO Mnpenaparta AN BETEPUHAPHOr0 MPUMEHEHUS B
MecTax, HeJOCTYMNHbIX AN AeTel;

) ykasaHue (Npy HeEOBX0AMMOCTM) CneLnasibHbIX MepP NPEAOCTOPOXHOCTM NMPU YHUUTOXEHNN HENCMOMb30BaHHbIX
NleKapCTBEHHbIX NpenapaToB A/19 BETEPMHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXHOFO MCMNOJIb30BaHUS NPOAYKLMU XXUBOTHOTO MPOUCXOXAEHUS MNOCNEe BBEAEHUSA )KMBOTHOMY
NlekapCTBEHHOrO Npenapara A/ BETEPUHAPHOro NPUMEHEHUS;

L) YC/I0BUA OTNYCKa,;

4) HAMMEHOBaHNSI U agpeca MPOU3BOACTBEHHbLIX MNOLWAA0K NPOM3BOAUTENS JIEKAPCTBEHHOIO Npenapara A/s
BETEPVMHAPHOI0o NPUMEHEHMS;

L) HAaMMEHOBaHVe, agpec opraHmsalun, ynosHOMOYEHHOW AepxatesnieM WM BnagesbLuem PernctpauvoHHOro
yA0CTOBEPEHUS /IEKAPCTBEHHOTO Npenapara Ha NPUHATNE NPeTeH3nii oT NoTpebuTens;

8) NpoekTbl MakeTOB MEPBMYHON YMNakoBKM W BTOPWMYHOIM YMNaKOBKW JIEKAPCTBEHHOrO npenapata A
BETEPVMHAPHOro NPUMEHEHMS;

9) cneaytoLime cBefleHNs 0 IekapCTBEHHOM npenapare A/159 BeTEPUHAPHOro NPUMEHEHNS:

a) onncaHme 1 cocTaB SIEKAPCTBEHHOIO NpenapaTa 4151 BETEPUHAPHOro NPUMEHEHWS;

6) onucaHne hapmaleBTUHECKON pa3paboTKu;

B) onucaHue npoLecca NpouM3BOACTBaA U €0 KOHTPOSIS;

r) onMcaHne KOHTPOS KPUTUYECKMX CTaAUiA MPON3BOACTBA U MPOMEXYTOUHOM NPOAYKLMK;

) HaumeHOBaHMA M agpeca paspaboTuvka, Aepxatesns Win Bnagesbla perucTpauroHHOro yA0CTOBEpPEeHUS
NIeKapCTBEHHOTO Mpenaparta, MNPOM3BOACTBEHHbIX M/IOWAA0K MPOU3BOAUTENSA JIEKAPCTBEHHOrO Mpenapata Ans
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

BETEPVMHAPHOI0o NPUMEHEHMS;
(B pea. PepepanbHOro 3akoHa ot 13.07.2015 N 241-$3)

e) thapmaueBTUYeCcKkas COBMECTUMOCTb;

) MUKPOOUMOSIOrMYECKNE XapakTepPUCTUKMN;

3) MaTepuasibHbIli 6anaHc 419 NPON3BOACTBA CEPMU FOTOBOrO NPOAYKTa,;

1) ONMCaHne XapakTEPUCTUK U CBOCTB YNAKOBOYHbIX MaTePMasioB N YKYNOPOYHbIX CPEACTB;

K) AOKyMeHTasIbHOe NoATBepXAeHne (Banngauuns) npoLeccoB 1 (MIn) Nx OLEHKa;

n) TpeboBaHMsi K Ka4yecTBy BCMomoratesibHbIX BewecTB (cepTtudhmkar, cneundpmkaumss Ha BcCrnoMoraTesibHble
BellecTBa 1 ux 060CHOBaHMe);

M) aHa/IMTUYECKME METOAMKWU, WUCMOMb3yEMbIE MPU OCYLLECTBMIEHWM KOHTPO/S KayecTBa BCMOMOratesibHbIX
BELLeCTB;

H) OKyMEHTaUIbHOe NOATBEPXAEHME (Bannaaums) aHaIMTUHECKNX METOAMK, NCMOMb3YEMbIX NPY OCYLLLECTBIEHNN
KOHTPO/1S Ka4ecTBa BCNOMOraTesibHbIX BELLECTB;

0) MHhopmauust 06 NCNO/Ib30BaHWUN BCMIOMOraTesIbHbIX BELLECTB YE/I0BEYECKOTO U XXMBOTHOMO NPOUCXOXAEHUS;

n) nHdhopmaums 06 NCNonNb30BaHUN HOBbIX BCMOMOraTe/ibHbIX BELECTB;

p) TpeboBaHMA K Ka4yecTBY JIEKApCTBEHHOrO MpenapaTta A/ BETEPUHAPHOrO NpPUMEHEeHWs (cepTudmkar,
cneundmkaumsa Ha leKapCTBEHHbIV Npenapar u nx 060CHoOBaHUE);

C) aHa/IMTUYECKNE METOAMKN, WCNOMb3yeMble MNPW OCYLLECTB/IEHUN KOHTPONSA KavecTBa J1IeKapCTBEHHOIO
npenapara 41 BETEPUHAPHOr0 NPUMEHEHNS;

T) LOKYMeHTasIbHOEe NoATBepXAeHne (BamaaLmns) aHaIMTUYEeCKMX MeToamMK, UCMONb3YEMbIX NMPU OCYLLECTB/IEHNN
KOHTPO/1St KaYecTBa NNekapCTBEHHOro npenapaTa A/19 BETEPUHAPHOr0 NPUMEHEHNS;

y) AOKYMEHT, NOATBEPXAAIOLNIA KAYECTBO SIEKAPCTBEHHOIO NpenapaTta TPexX NPOMbILEHHbIX cepuli (MPOTOKON
aHasm3a unu ceptugmkaT aHanmsa), ofHa Cepusi KOTOPOro AO/hKHa coBnajatb C cepueil obpasua NekapCTBEHHOrOo
npenapara, NOAAHHOIO Ha PerncTpauuio;

) XxapakTepucTuka npumecei;

X) NepeyeHb CTaHfapTHbIX 06pasuoB, UCMOSb3YEMbIX MPU OCYLLLECTBNEHUM KOHTPOJSA KavyecTBa J1IeKapCTBEHHOro
npenaparta A1 BETEPUHAPHOIO NPUMEHEHNS;

L) AaHHble 0 CTabUNBLHOCTU SIEKAPCTBEHHOIO NpenapaTta A/1s1 BETePUHAPHOro NpMMEHEHWS;

10) konusi JOKYMEHTa, CoAepXallero MHGopmauMi 0 Ha/mumm unn o6 oTCcyTCTBMM (hakTOB perucrpaymun
IeKkapCTBEHHOrO npenapara A/ BETepMHapHOro NnpumMmeHeHuns 3a npegenamu Poccuiickoin depepaunu;

11) cornacue B NUCbMEHHOI chopme, nNpeayCMOTPEHHOE YacTbio 7 HACTOSIWEN CTaTbW, B C/lyvyae perucrpauum
BOCMPOW3BEAEHHOTO JIEKAPCTBEHHOIO Npenapara,;

(B pea. PepepanbHOro 3akoHa ot 13.07.2015 N 241-$3)

12) konWsi JOKYMEHTa Ha PYCCKOM $i3blke, 3aBEPEHHOr0 B YCTAHOB/IEHHOM MOpsiAKE W MNOATBEPXAAOLLErO
NPaBOMOYHOCTb 3asB/IEHWA O [OCYAapCTBEHHOW perucrpaumm JfiekapCcTBEHHOrO npenapara [Afs BeTepuHapHOro
npuMeHeHus (4OBEPEHHOCTD).

4. Tpn NpoBeAEHMN YCKOPEHHOW Npoueaypbl 3KCNepTusbl JIEKAPCTBEHHOIO Mpenapata A1 BeTepuHapHOro
NPUMEHEHUA B LEeNAX €ro rocyfapcTBEHHON peructpauny MoXeT NpeacTaBnAaTbCa MHGOpMaumMs, MNosydyeHHas npwu
NPOBEAEHUN KITMHUYECKUX WCC/e0BaHWn NekapCTBEHHOro npenapata M ony6/vMkoBaHHas B CNeLMaiM3npoBaHHbIX
neyatHbIX W34aHUSIX, a TaKkke [AOKYMEHTbl, COAepXalue pesynbTaTtbl WCCNeAoBaHWs OGUO3KBUBASIEHTHOCTU
IeKapCTBEHHOrO Nnpenapara A/ BETEPMHAPHOro NPpUMEHEHMS.

5. Ha 3kcnepTunsy pasnnyHbiX SIEKApCTBEHHbIX (DOPM OAHOTO M TOr0 )KE€ JIeKApCTBEHHOro npenapaTta Ans
BETEPVMHAPHOro NPMMEHEHNS 3asaBUTENb NPEACTaBNAET OTAE/bHbIE 3asBNIEHNS U PErMCTPALMOHHBbIE [OCLE HAa KaXKayto
NeKapcTBEHHYIO hopmy. lMpu ycnosBun OAHOBPEMEHHOW MOAayn Ha 3KCNEepTM3y OAHOI NeKapCTBEHHON (opMbl C
pas/IMyHbIMU AO3MPOBKOW, KOHLIEHTPaL e, 06 bEMOM 3asBMUTENb NPEACTABASET OAHO 3asiBNIEHWE U PerncTpaumoHHoe
[0Cbe C NpUIoXKEHNEM MaKeTOB YNakOBOK Ha KaXXayt AO3UPOBKY, KaXKAY0 KOHLEHTPaLWio, Kaxabli 06beM U Kaxaoe
KONIMYEeCTBO 03 B yNaKOBKe.

6. 3asdABuTe b Bpaee NpeAcTaBuTb MO COOCTBEHHOW MHUUMATUMBE BMECTE C 3asiB/IEHWEM O TOCYAapCTBEHHOW
pervcTpauuy 1eKapCTBEHHOIO npenapara A/ BeTEepPMHApPHOIO MPUMEHEHUS OOKYMEHTbI, MOATBEpXpawlime ynnarty
rocyfapCTBEeHHOM NOLUINHBLI U YKa3aHHble B MyHKTE 7 YacTu 2 HacToswel ctaTbu. B cnyyae ux HenpegcTab/ieHUs
COOTBETCTBYIOLMIA YNO/THOMOYEHHbIA defepasibHbIii  OpraH WCMNOMHUTENBLHON BfAcTU MpoBepsieT dakT ynnaaThbl
3asaBMTENEM rOCYAapCTBEHHOW NOLAMHBLI NOCPeACTBOM MCNO/b30BaHWs MHopMaumMnm 06 ynnarte rocyapCTBEHHON
MOLWNHBI, cogepxalleiics B MocyaapCTBEHHON MHAIOPMALMOHHON CUCTEME O TFOCYAApPCTBEHHbIX U MYHULMNASIbHbIX
nnarexax, Ha OCHOBaHUM NPEeACTaBMEHHbIX 3asBMTENIEM KOMWIA  JOKYMEHTOB, MOATBEPXZAKWMX  ynnaty
rocyfapCTBEHHOM NOLNHDI.

7. He ponyckaetcs UCNO/b30BaHWE B KOMMEPYECKMX Lensax WHopMaumnm o pesynbTartax [OKIMHUYECKUX
NccneoBaHUn  IEKAPCTBEHHbIX CPEACTB U K/MHWYECKUX WCCNEA0BaHMI  flekapCTBEHHbIX MpenapaToB Afs
BETEPVMHAPHOro MPUMEHEHMs!, NpeAcTaB/IEHHON 3asBUTeNieM A/ FOCYAAapCTBEHHOW perncTpauumn fiekapCTBEHHbIX
npenapartos, 6e3 ero cornacus B TeYeHue LecTu et C fAdaTbl FOCYAapCTBEHHON perucTpauun pediepeHTHOro
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NleKkapCTBEHHOro npenaparta B Poccuiickoii degepauuu.

Cratbs 18. Mogaya v paccMOTpeHME 3asiBIEHUSI O FOCYAAPCTBEHHON perncTpaumn nekapcTBEHHOro npenapara
AN MeJMUUHCKOro NpUMeHeHUs
(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

1. Ana rocypapCTBEHHON peructpaumMm NekapcTBEHHOro npenapata  Ans  MeguUMHCKOrO  NMPUMEHEHUs
topyanyeckoe nuuo, AercTByrolLee B COOCTBEHHbIX MHTEpecax Wan YNOSIHOMOYEHHOE NPeaCcTaBsATbL UHTepPeCh! Apyroro
IOPMANYECKOTO NnLa 1 3asB/IsOLLEE JIEKAPCTBEHHbIV MpenapaT Ha roCyAapCTBEHHYH peructpauuio (ganee B
HacTosLLeli cTaTbe - 3asBUTe/Ib), MPeACTaB/IsAeT B YNOJTHOMOYEHHbIN hefepasibHbIi opraH UCMOMHWUTENBHON BNacTty,
OCYLLLECTB/IAOLLMIA TOCYAapCTBEHHYH0 PErNCTPaLMI0 /IeKAapCTBEHHbIX MpenaparoB 419 MEeAVMUMHCKOrO NpYMEHeHUs, B
3/IEKTPOHHOW (hOpME U Ha ByMaXHOM HOcuTesnle 3asiBNieHWe O T[OCYAapCTBEHHON permcTpaumnm NekapcTBEHHOro
npenapara ans MeauLUHCKOro NPUMEHEHUS, a Takke B N0opsafKe, YCTaHOB/IEHHOM YMNOJIHOMOYEHHbIM hefepasibHbIM
OpraHoM WUCNOJSIHUTENbHOI BNacTu, B 3/1EKTPOHHONM hopMe N Ha OGYMadkHOM HOcuTeNne HeobXxoAuMble [AOKYMEHTbI, U3
KOTOpbIX DOPMUPYETCH PErMCTPaLMOHHOE A0ChE Ha IEKapCTBEHHbIV Npenapar 45 MeanLMHCKOrO NPUMEHEHWS.

(vacTb 1 B pes. PefepasibHOroO 3akoHa oT 22.12.2014 N 429-93)

2. B 3asBNeHun 0 rocyAapCTBEHHOW perncTpaummn ekapcTBEHHOro npenapara A8 MeaWUMHCKOro MpUMeHeHus
yKa3bIBaKOTCH:

1) HavmeHOBaHMe W afpec 3asaBuTeNs M NpPoM3BOAMTENS JIEKAPCTBEHHOrO npenapara ANs MefMUUHCKOro
NPUMEHEHMA N afpec MecTa OCYLLECTB/IEHNS ero Npon3BoAcTBa (B C/lyvae Ha/mumsa HECKOMbKUX YYaCTHUKOB npouecca
NPON3BOACTBA HEOOXOAMMO YyKa3aTb KaXXA0ro y4acTHMKa B COOTBETCTBMU C OCYLLECTBASEMOl CTafamell Nponu3BoACTBa);

2) HauMeHOBaHME JIEeKApCTBEHHOr0 npenapara A4  MeAMUMHCKOTO  MpUMeEHeHus  (MexayHapogHoe
HenaTeHTOBaHHOE, WY TPYMNNPOBOYHOE, NN XUMUYECKOE 1 TOPrOBOE HAaUMEHOBaHWS);

3) nepeyeHb AENCTBYIOLMX N BCIOMOraTesibHbIX BELLECTB, BXOASALIMX B COCTaB JIEKAPCTBEHHOrO npenapara Ans
MEeLULMHCKOIO NPUMEHEHUS, C YKa3aHUeM KOSIMYEeCTBa KaXK40oro U3 HuX;

4) nekapcTBeHHas hopma, L03MPOBKA, CNOCOObLI BBEAEHUSA WM MPUMEHEHUS, CPOK FOAHOCTU J1IeKapCTBEHHOTO
npenapara Ans MeavmuuHCKOro NpUMeHeHUS;

5) chapmakoTepaneBTMYeckass rpynna, Ko  aHaTOMO-TepaneBTUYECKO-XMMUYECKOW  knaccugoukaumm,
pekomeHAoBaHHO BceMupHO opraHv3auumeli 34paBOOXpaHeHus, 3asBfisemble MokasaHus 4N NpUMeHeHUs
NIeKapCTBEHHOro npenaparta ans MegULMHCKOrO NPUMEHEHUS;

6) oOTcyTCTBME HEeOO6X0AMMOCTU MpefoCcTaBfieHnss oT4yeTa O pesynbTartax KIMHUYECKOro  UccrefoBaHus,
nccnefoBaHus 6M03KBMBAIEHTHOCTM JIEKAPCTBEHHOIO Npenapara, paspeLwleHHoro Ans MeguuvHCKOro NpuMeHeHus B
Poccuiickoin denepaunmn 6onee gsaguatv feT, C ykazaHWeEM HOPMAaTVBHbIX MPAaBOBbIX aKTOB, MNOATBEPXAAOLLNX
[JaHHbIA CPOK NMPUMEHEHNS;

7) HeobxoAMMOCTb OCDOpPM/IEHMS paspelleHnMs Ha BBO3 B Poccuiickylo ®depepauunio KOHKPETHOW napTum
3aperncTpupoBaHHbIX 1 (UNKN) HE3APETNCTPUPOBAHHbIX JIEKAPCTBEHHLIX CPEACTB, NpPeAHa3Ha4YeHHbIX A1 NPOBEeAEHMS
3KCNepTun3bl JIEKAPCTBEHHbIX CPEACTB B Le/IAX rocy4apCTBEHHON permctpaunm;

8) Heo6xoAMMOCTb MPOBELAEHUS 3KCNEPTM3bl LOKYMEHTOB, NPEeACTAaBEHHbLIX A9 OnpefesieHnus BO3MOXHOCTU
paccMmaTpuBaTh JIEKAPCTBEHHbIA nNpenapar A8 MeAMLUMHCKOTO MPUMEHEHMS NPU OCYLLECTBMEHUN TOCYAAPCTBEHHON
peructpaumm B KauecTse ophaHHOro 1eKapcTBEHHOT0 Npenapara;

9) Heob6X0AMMOCTb MPUMEHEHUS YCKOPEHHOW npouefypbl 3KCMepTM3bl fIEKAPCTBEHHbIX CPEeACTB B Lensx
rocyfapCTBEHHOI perucTpaumm 1eKkapCTBEHHOTO Npenapara,;

10) konun fOKYMEHTOB, NOATBEPXAAIOLMNX yNaaTy rocyAapCTBEHHOW NOLL/INHBI:

a) 3a NpoBefeHNe 3KCNepTU3bl JOKYMEHTOB, NPeACTaB/EHHbIX A5 onpefeneHns BO3MOXHOCTM paccMaTpuBatb
NeKapCTBEHHbI NpenapaTt 415 MeAWLUHCKOrO MPUMEHEHMS NPU OCYLLECTB/IEHUU TFOCYAAPCTBEHHON perncrpaumn B
KauecTBe opdhaHHOro JIeKapCTBEHHOrO NpenapaTa;

6) 3a npoBefeHMe 3KCMepTM3bl KayecTBa J/IeKapCTBEHHOrO CPeAcTBa W 3KCMepTM3bl OTHOLUEHWS OXUAAEMOW
Nnosb3bl K BO3MOXHOMY PWUCKY NPUMEHEHUS JIEKAPCTBEHHOTO npenapara, paspeleHHoro Ansd  MegULMHCKOro
npumeHeHusi B Poccuiickoii depgepaunn 6onee gsaguatv AeT, NpU OCYyWECTBNEHUN FOCYAapCTBEHHOW perncrpayum
NlekapCTBEHHOrO npenapara,;

B) 3a NpOBefEeHVEe 3KCNepPTU3bl KayecTBa /IEKAPCTBEHHOTO CPEACTBA W 3KCNEpPTWU3bl OTHOLUEHMSA OXMAAEMON
Nosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS SIeKapCTBEHHOro npenapata An18 MegUUMHCKOTrO MPUMEHEHWs Mpu ero
rocyapCTBEHHON peructpauum;

) 3a MpoBeAEeHWe 3KCMEepPTM3bl KayecTBa JIEKAPCTBEHHOIO CPEeACTBa WM 3KCMEPTU3bl OTHOLLEHWUS OXUOAEMO
No/ib3bl K BO3MOXHOMY PUCKY NPYMEHEHWS NIEKapCTBEHHOIO nNpenapara 4/19 MegnUMHCKOro NPYMEHEHNS, B OTHOLLEHWM
KOTOPOro NpoBefeHbl MeXAyHapoaHble MHOTOLEHTPOBbIE KIMHUYECKNe UCCefoBaHus, YacTb M3 KOTOPbIX NPOBEAEHA B
Poccwiickoin depepauym, Npu OCyLLECTBEHUM FOCYAapCTBEHHOW perncTpauun ekapcTBEHHOro npenapaTta,;

11) Hannune cornacusi NPou3BoAMTENS SIeKaPCTBEHHOro Npenapara, NPoM3BOACTBO KOTOPOro OCYLLECTB/SETCS 3a
npegenamu Poccuiickoli depepauun, Ha NpoOBefeHVWe WHCMEKTUPOBaHWA NPOM3BOAWTENS Ha COOTBETCTBUE
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

TpeboBaHVAM Npasua Hagexallein NpoM3BOLACTBEHHOW NPaKTUKK;

12) Hanmume cornacusi, NpeayCMOTPEHHOrO YacTblo 18 HacToslLel cTaTby;

13) ykazaHuMe BuAa JIEKAPCTBEHHOr0 Mpenaparta, MpPeACTaB/IEHHON0 Ha perucTpaunio  (pedepeHTHbIi
NeKapcTBEeHHbI Npenapar, BOCNPOU3BEAEHHbI IeKapCTBEHHbIN npenapart, 61onormyecknii NekapcTBEHHbIA npenapar,
6uoaHanoroseblli (61MoNOA06HbLIN) TeKapCTBEHHLIV Npenapar (6buoaHanor), romeonaTnyecknii IeKapCcTBEHHbIV Npenapar,
NIeKapCTBEHHbIN pacTUTesbHbI Npenapar).

(vacTb 2 B pea. PegepanibHOro 3akoHa ot 22.12.2014 N 429-93)

3. PernctpaunoHHoe focbe Ha NekapCTBEHHbIN Npenapart 4N MegUUMHCKOTO NPUMEHEHNs NpefocTaBnseTcsa B
doopme 06LLEr0 TEXHUYECKOTO AOKYMEHTA.

(vacTb 3 B pes. PefepasibHOroO 3akoHa oT 22.12.2014 N 429-93)

4. Pazgen foKyMeHTauuy aqMUHUCTPATUBHOMO Xapakrepa BK/IlYaeT B Cebs:

1) 3asB/IEHME O rOCY[APCTBEHHON perncTpaumm eKapcTBEHHOIO npenapara g1a MeauLUMHCKOr0 MPUMEHEHUS B
3N1EKTPOHHON hopMe 1 Ha BYMaKHOM HOCUTENE;

2) KOnuio OOKyMeHTa Ha PYCCKOM £3blKe, 3aBEepeHHOro B YCTAHOB/IEHHOM MOPSAAKE W NOATBEPXAAOLLEro
NPaBOMOYHOCTb 3asiBUTENSA NOAaBaTh 3asB/IEHME O TOCYAapPCTBEHHOW perncTpauuy sieKkapcTBEHHOro npenapaTta Ans
MeANLMHCKOrO NpUMeHeHWs (4OBEPEHHOCTb);

3) KONWIO NWLEH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMUKO 3aK/OYEeHUss O COOTBETCTBUU
NPON3BOAMTENA NIEKaPCTBEHHbIX CPeACTB TpeboBaHMAM NPaBwua Haanexatle NPoOM3BOACTBEHHONM NPaKTUKW, BblAaHHbIe
YMOSTHOMOYEHHbIM hefepasibHbIM OpPraHoM MCMNOJTHUTE IbHONM BNacTu, B c/lydae, ecnn Npou3BOACTBO J1eKapPCTBEHHOMO
npenapaTa ocywecTensieTcs B Poccuiickoii degepaumu;

4) KOnWK BbIJAHHOM YNOSIHOMOYEHHLIM OpPraHOM CTpaHbl MNPOU3BOAMTENA JIMLEH3UW HA NPOU3BOACTBO
NeKapCTBEHHOr0 npenapaTa U ee NepeBOj, Ha PYCCKUA A3blK, 3aBEpPeHHble B YCTAHOBJ/IEHHOM MOPSAKE, M KOMUI0
3aK/I0YEHM O COOTBETCTBMM MNPOU3BOAMTENSA JIEKAPCTBEHHbIX CPeACcTB TpeboBaHuAM MpaBwua  Haanexaiei
NPOM3BOACTBEHHOW MNPaKTUKK, BbIAAHHOIO YMOSIHOMOYEHHbIM (hefepasibHbIM OpraHoOM WCMOJSTHUTE/IbHOW Bactu, B
cny4ae, ec/v NpoM3BOACTBO SIEKAPCTBEHHOIO NpenapaTa ocyLecTBAseTcs 3a npegenamu Poccuiickoin degepaunu;

5) NpoeKT MHCTPYKLMM NO MeAMLIMHCKOMY NPUMEHEHWIO SIEKapCTBEHHOrO npenapara, cogepxalleli cnegywouime
CBefeHus:

a) HaMMeHOBaHWe NekapCcTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, WM FpynnMpOBOYHOE, WK
XMIMUYeCcKoe 1 TOProBoe HavMeHOBaHUS);

6) nekapcTBeHHas hopma C ykasaHueM HaMEHOBaHWUM 1 KOIMYECTBEHHOIO COCTaBa [AENCTBYHOLWMX BELLECTB U
KayeCTBEHHONO CcOCTaBa BCNOMOrareflbHbIX BewectB (Npy  HEOobXOAMMOCTM  KOMIMYECTBEHHOrO  cocTasa
BCMOMOraTtesibHbIX BELeCTB);

B) OMMCaHne BHELLHEro B1Aa NekapCTBEHHOrO npenaparta a1 MeauLMHCKOro NpMMeEHEeHNs;

r) chusmko-xnuMmyeckne cBoincTea (oNs pagmochapmaLneBTUYECKUX NIeKapCTBEHHbIX NpenapaTos);

) hapmakoTepaneBTMueckas rpynna, Kof JeKapCTBEHHOro npenaparta 418 MeAMUMHCKOro MpYMEHEeHUs Mo
aHaToOMO-TepaneBTNYECKO-XMMNYECKOIA knaccudukaumn, pPEKOMEHA0BAHHOV BcemupHoli opraHu3auueri
3[paBOOXpPaHEHNs], UM YKalaHue "rToMeonaTU4ecKuin nekapCcTBEHHbIN Npenapar”;

e) dhapmakoguHammuka U1 apmMakoKMHETMKa (3a WUCKNHYEHMEM  (DapMakOKMHETUKM  romMeonaTtuyecknx
NeKapCTBEHHbIX NpenapaToB U pacTUTENbHbIX JIEKAPCTBEHHbIX NPenapaTos);

) NokasaHus Ansi NPUMEHEHNS;

3) NPOTUBOMOKA3aHUA 41 NPUMEHEHNS;

1) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHNM;

K) yKasaHue BO3MOXHOCTM U OCOOEHHOCTEll MpUMEHEHMS JIeKapCTBEHHOrO npenapara A1 MeLULMHCKOro
NPUMEHeHNUs G6epeMeHHbIMU XEeHLUMHaMM, XeHLWMHaMU B Nepuog, rpyaHOro BCKapMAMBaHWsS, OETbMW, B3pPOC/bIMU,
UMELLMMUN XPOHUYecKne 3aboneBaHus;

N) pexvM [03UpoBaHWMs, CNocobbl BBEAEHWA W MNPUMEHEHWs,, MpuM  HeobXxoAMMOCTU Bpems npuema
NeKapCTBEHHOr0 npenapara A1s MeaMunHCKOro NpUMeHeHUs, NPOAO/KUTETbHOCTb SlIeYeHUs, B TOM uuc/e y aeTeid 4o u
nocsie 04HOro roga;

M) BO3MOXHblE HeXenaTeflbHble peakuun npu NpUMEHEHUN NEeKapCTBEHHOrO npenaparta gas MeuLMHCKOro
NPUMeEHeHNs;

H) CUMNTOMbI NePeA03MPOBKM, Mepbl N0 OKa3aHUI0 MOMOLLM NPU Nepefo3VPOBKE;

0) B3aVMOAENCTBIE C APYIMMU 1IeKapCTBEHHbIMW Npenaparamu 1 (Un) NULLEeBbIMY NPOAYKTaMU;

n) dhopmbl BbiMyCcKa NekapCTBEHHOrO npenapara,;

p) ykazaHue (NpuM HeOO6XOAMMOCTU) OCOOGEHHOCTEN AENCTBUS NIEKApCTBEHHOrO npenapara gn1s MeavLMHCKOro
NPYMEHEHNS NPK NEPBOM NPUEME W/ NPU er0 OTMEHE;

C) onncaHue (Npu HeobxoauMMOCTK) AencTeuii Bpada (denbawepa) n (MNn) naymeHTa npy nponycke npuema
O[HO NN HECKOJTbKUX 03 NIEKaPCTBEHHOrO npenapara 4as MeauLMHCKOr0 NPUMEHEHNS;

T) BO3MOXHOE B/IUSIHNE /IeKapCTBEHHOrO nNpenapara 415 MeauLMHCKOrO NPMMEHEHNS Ha CNOCOBHOCTL yNpaBnsATh
TPaHCNOPTHLIMK CpeAcTBaMu, MEXaHU3MaMU;
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

y) CPOK rOQHOCTM M yKasaHWe Ha 3anpeT MNpMMEHEHWs JIeKapCTBEHHOro mnpenapara Ans MeguumnHCKOro
NPUMEHEHNSA MO UCTEYEHUN CPOKA rO4HOCTY;

) ycnosus xpaHeHus;

X) yKkasaHue Ha HeOob6XOAMMOCTb XpaHeHWs fIeKapCTBEHHOrO npenaparta A1 MeAULUHCKOrO MNpPUMEHEHMS B
MecTax, HeOCTYMHbIX 4NN AeTel;

L) ykasaHue (Npy1 HeobXoAMMOCTK) cneunasibHbIX Mep NPeLoCTOPOXXHOCTU MPU YHUUTOXEHUN HEUCMNO/Ib30BaHHbIX
NleKapCTBEHHbIX NpenapaToB 415 MeANLUHCKOTO NPUMEHEHNS;

4) YCNoBusi OTNYCKa,;

L) HAMMEHOBaHUS U afpeca NPOU3BOACTBEHHbIX M/IOLLAA0K MPON3BOAUTENSA NEeKapCTBEHHOrO Npenapara;

LL}) HAaMMeHOBaHMe, agpec opraHu3auumn, YnoNHOMOYEHHOW AepxaTenem wnv BRagefbLeM pPerncTpaloHHOro
YyAOCTOBEPEHNS JIeKapCTBEHHOrO npenapata 418 MeAVMUMHCKOrO TMPUMEHEHWS Ha MpuHATME NpeTeH3uii  oT
notpeéurtens;

6) MHCTPYKUMIO MO MELUUUHCKOMY MNPUMEHEHWIO WM KPaTKYl0 XapakTepuCTMKy NeKapCTBEHHOro npenapaTta,
yTBEPXAEHHbIE B CTPaHe NPOU3BOAUTENS;

7) NPOEKTbI MAaKeTOB NEPBMYHON YNAKOBKM N BTOPUYHOI YNaKOBKM NIEKaPCTBEHHOMO npenapara 415 MeauLMHCKOro
NPUMEHEHNS;

8) MpoekT HOpMAaTWMBHON AOKYMEHTaLuMM WA HOPMAaTMBHOIO [AOKYMEHTa Ha /flekapCTBEHHbIA npenapat A4ns
MEeLULMHCKOrO NPUMEHEHUS SIMG0 yKasaHne COOTBETCTBYHOLLEN (dapMakoneiiHoi ctaTby;

9) AOKYMEHT, coaepXaLlnin HhopMaumio 0 HaiMuumn unm 06 OTCYTCTBMM (DaKTOB pPerncTpaumm eKkapcTBEHHOro
npenapara ans MeAvLMHCKOro npumMmeHeHuns 3a npegenamu Poccuiickoin ®egepaunu;

10) konuM [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOB/IEHHOM MOpsAAKe W NoATBepxXAalwmx akT perucrtpaumm
NeKapCTBEHHOr0 npenapara B MHOCTPaHHbIX roOCyAapcTBax B kayecTBe opdhaHHOro fIekapCcTBEHHOIO Npenapara,;

11) nnaH ynpaBneHus puckamum Ans 6MON0rMYecKUX JeKapCTBEHHbIX MpenapaToB  An8  MeAWLUHCKOro
NPYMEHEHNS;

12) pokymeHT O cucTeme chapmakoHasopa AepxaTens winm Bnagesnbla pPerncrpalyoHHOro ygoCcTOBEpPeHMUs
NlekapCTBEHHOrO npenapara,;

13) AOKYMEHT, NOATBEPXAAIOLLMI KaUeCTBO SIEKAPCTBEHHOIO Npenaparta TPexX NPOMbILLIEHHbIX CepUil (MPOTOKOS
aHasm3a unu ceptTudmkaT aHanmsa), ogHa Cepusi KOTOPOro AO/hKHa coBnajatb C cepueil obpasua fekapCTBEHHOrO
npenapara Ans MeauuUHCKOro NpUMeHeHus, NpeACcTaBNeHHOro Ha rocyJapCTBEHHYIO PEermcTpaLmio.

(vacTb 4 B pep. PefepasibHOro 3aKkoHa ot 22.12.2014 N 429-93)

5. Pazgen xummn4yeckoii, dpapmaneBTUHEeCKOn 1 BUONOTMYECKO AOKYMEHTauun BKIOYaeT B Ce6S AOKYMEHTbI,
cogepxawme uHpopmaumio 0 gapmMaueBTUYEeCKOn cybCcTaHUuMM M fiekapCTBEHHOM npenaparte Ans MeauLUMHCKOro
NPUMEHEHMS, NpoLecce ero NPOM3BOACTBA U METOAAxX KOHTPO/IA KAa4ecTBa, B TOM YnC/E:

1) konMI0 JOKYMEHTa, COoAepXallero creayrwlylo uHdgopmauunio o0 gapMauleBTMYeckor cybcTaHumm Wam
hapmaueBTMYeCKMX Cy6CTaHLMAX, BXOAALWMX B COCTaB /IeKapCTBEHHOrO npenapaTa:

a) HaumeHoBaHmne (hapmaueBTUYECKOI CybCcTaHuun, ee CTPYKTypa, obLime CBOINCTBA;

0) HaMMEeHOBaHNe N agpec NPoM3BOANTENS;

B) TEXHOMOIMS MPOU3BOACTBA C ONWCAHWEM CTaauii NPOU3BOACTBA M METOLOB KOHTPONSA Ha BCeX CTagmsx
NPON3BOACTBA,;

r) onucaHue paspaboTkm npoLecca NPon3BOACTBA,;

[) onucaHue KOHTPONSA KPUTUYECKUX CTaAuiA NPOU3BOACTBA U MPOMEXYTOUYHON NPOAYKLUNN;

€) JOKYMeHTaslbHoe noATeepxaeHue (Basvaaums) npoLeccos 1 (MNK) UX OLLEHKa,;

) CBOICTBA N CTPYKTypa AENCTBYHOLLNX BELLECTB;

3) XapaKTepucTmka npumecei;

1) cneundmkaLmsa Ha hapMaLeBTUYECKYHO CyOCTaHUMIo N ee 060CHOBaHNE;

K) aHa/MTUYeckue MeTOAMKM, WCMOMib3yeMble NPY OCYLLECTB/IEHWM KOHTPONA kadvecTBa (dapMaueBTMYECKOl
cybcTaHuuuy;

n) AOKyMEHTaUIbHOe NOATBEPXAEHME (BaMAaums) aHaIMTUYECKMX METOLUK, NCMONb3YEeMbIX NMPU OCYLLECTBEHNN
KOHTPO/1s KayecTBa (hapmaLeBTMUECKON CybcTaHUuu;

M) pe3ynbTaTbl aHa/IM3a cepuii papmMaueBTUYECKON CybCcTaHUMK;

H) MepeyeHb CTaHAAPTHbLIX 06Pa3LL0B UM BELLECTB, UCNO/b3YEMbIX NPY OCYLLECTB/IEHNN KOHTPONSA Ka4yecTBa;

0) onucaHne XxapakTepUCTVK 1 CBOMCTB YNakoBOYHbIX MaTepuasioB 1 YKyNOPOUHbIX CPeACTB;

n) AaHHble 0 CTabunbHOCTU hapMaleBTUYECKOl cybcTaHLuK;

p) CPOK rogHOCTY;

2) [OKYMEHT, coepxawuii cregylowme cBeAeHUss O JIeKapCTBEHHOM MpenapaTte A8  MeAMLMHCKOro
NPUMEHeHNs:

a) onucaHue 1 coCcTaB JIeKapCTBEHHOIO nNpenapara 411 MeaUMHCKOro NPUMEHEHUS;

6) onucaHve hapmaueBTUHeCcKol pa3paboTku (060CcHOBaHWe BbiIGopa cocTaBa, NePBUYHOI YNAKoBKM 1 MHOTO);

B) TEXHOMOMMSA NPOM3BOACTBA C ONUCAHMEM CTaauil NPOM3BOACTBA M METOAOB KOHTPO/IA Ha BCEX CTafusx
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NpPOn3BOACTBA;

r) onMcaHne KOHTPOSA KPUTUYECKMX CTaAUIA NpoLecca Npon3BoACcTBa U MPOMEXYTOYHOW NPOAYKLMK;

[) HaumeHOoBaHVe 1 agpec MecTa OCyLLeCTB/IEHMS NPOM3BOACTBA /IeKapCTBEHHOIO nNpenapara A1s MeauumMHCKOro
NpUMeHEeHWs (B ClyYae Ha/IMums HECKOMbKNX YHaCTHUKOB Npouecca Npou3BOACTBA HEOOXOAMMO yKasaTb KakAoro u3
HUX);

e) thapMaLeBTU4eckas COBMeCTUMOCTb;

) MUKPOOUONOTrNYECKMNE XapakTEPUCTUKMY;

3) MaTepuasibHblil 6anaHc 415 NPOU3BOACTBA CEPUN rOTOBOMO NPOAYKTa,;

1) onucaHne xapakTepucTMK U CBONCTB YNaKOBOYHbIX MaTepUasioB U YKYNOPOUHbIX CPEACTB;

K) JOKyMeHTa/IbHOe NOATBEPXAEHWE (Banngauus) NpoLeccoB NPON3BOACTBA U (MIN) UX OLLEHKA,;

n) TpeboBaHMs K KayecTBy BCMOMOraTesibHbIX BeLlecTB (cepTudhukaT, cneumdukalums Ha BCHOMOratesibHble
BELLEeCTBa U X 060CHOBaHME);

M) aHaIMTUYECKMe MEeTOAMKW, WUCMOMNb3yeMble MPU OCYLWECTBMIEHWM KOHTPO/SA KadvecTBa BCNOMOratesibHbIX
BELLECTB;

H) OKYMEeHTa/lbHOe NoATBepXAeHNe (Banngauuns) aHaIMTUYeCKMX METOAMK, NCMO/b3yeMbIX MPY OCYLLECTBIEHNN
KOHTPO/1S1 KauecTBa BCNOMOraTesibHbIX BELLECTB;

0) uHhopmaumsa 06 UCMONb30BaHMKN BCMIOMOraTe bHbIX BELLECTB Ye/10BEYECKOrO U XXMBOTHOIO NPOUCXOXAEHUS;

n) nHgoopmaums 06 NCNoNb30BaHUN HOBbLIX BCMOMOraTesibHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBY JIEKAPCTBEHHOro Mpenapata Ans MegUUMHCKOTO MpUMEHeHus (cepTudomkar,
crneumdukaumst Ha nekapCTBEHHbIN Npenapart U X 060CHOBaHME);

C) aHa/mMTMYeckKne MEeTOAMKN, WUCMOMb3yEMble NPV OCYLLECTB/IEHUU KOHTPO/IA KayecTBa /1IEKapCTBEHHOMO
npenapara Ans MeavwuuHCKOro NpUMeHeHUS;

T) LJOKYMeHTa/IbHOE NoATBeEPXAeHUe (Bannauns) aHa/IMTUYECKNX METOAMK, UCNOJIb3YeMbIX NPU OCYLLECTB/IEHUN
KOHTPO/15 Ka4ecTBa SIekapCTBEHHOro npenapata Ans MegMuUHCKOro NPUMEHEHUS;

y) pe3ynbTaTbl aHa/IM30B CEPUiA IeKapCTBEHHOIO Npenaparta Ans MeguUMHCKOro NPUMEHEHNS;

) XxapakTepucTuka npumecels;

X) NepeyeHb CTaHAapPTHbIX 06pa3L0B, UCNO/Ib3YEeMbIX NPY OCYLLLECTB/IEHUMN KOHTPOJIS KauyecTBa JIeKkapCTBEHHOro
npenapara Ans MeavwuuHCKOro NpUMeHeHUS;

L) AaHHble 0 CTabubHOCTM NEKAPCTBEHHOIO Npenaparta A1 MeAuLMHCKOro NPUMEHEHNS.

(vacTb 5 B pep. PenepasibHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen dpapmakosiornyeckoi, TOKCMKONOTMYECKON AOKYMEHTaLUN BK/IOYAET B cebs OoT4eTbl O pesysbTaTtax
OOKNNHUYECKNX MCCNef0BaHWn NekapCTBEHHOro cpeacTBa 419 MeAULMHCKOrO NPUMEHEHWS, B TOM Yucne:

1) oTyeT 0 hapmakoANHAMUYECKNX UCCIe0BaHUSX;

2) oTyeT 0 (hapMaKOKMHETUYECKMX NCCef0BaHNAX;

3) OTYET O TOKCMKOMOrMYECKNX UCCNeA0BaHUSIX.

(vacTb 6 B pep. PefepasibHOro 3aKkoHa ot 22.12.2014 N 429-93)

7. Pasgen KNMHMYEeCKon [OKyMeHTauun BKIoYaeT B cebss oTyeTbl O pesysbTartax KAUMHUYECKMX McCefoBaHwi
NlekapCTBEHHOro npenapara Ans MeguumnHCKoro NpUMeHeHns, B TOM Yuche:

1) otueTbl 06 mccnefoBaHUAX GMOAOCTYNHOCTU U BMO3KBMBAIEHTHOCTU, WCCAEA0BaHUAX, YCTaHaBMBAOLLMX
Koppensauuio pesysbTaTtos, NoNYYEHHbIX B YC/I0BUSAX in Vitro v in vivo;

2) oTyeTbl 0 hapMaKOKMHETUYECKMX UCCNEeAOBAHUSX;

3) oTyeThbl 0 hapmakoANHaMUYeCcKUX nccnenoBaHusx;

4) oTYETbI O KITMHUYECKNX NCCNeA0BaHNAX 3EKTMBHOCTI N 6€30NacHOCTH;

5) oT4YeT 0 NOCTPEerncTpauuoHHOM OMbITe NMPUMEHEHMSA (MPU HANUYKK).

(4acTb 7 BBefeHa PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

8. TpeboBaHusa kK 06beMy MHDOpMaLLMK, NPefoCTaB/IIEMON B COCTaBe PerMcTpaLMoHHOro Aocke, Ans oTAeNbHbIX
BMAOB JIEKAPCTBEHHbIX MpenapartoB 419 MeAVUMHCKOr0 MNPUMMEHEHWs  YyCTaHaBAMBAKOTCA  YNO/IHOMOYEHHbIM
dhefepasibHbIM OpPraHoM UCMOJSTHUTE/TbHON BNACTU.

(vacTb 8 BBegeHa degepasibHbiM 3aKOHOM OT 22.12.2014 N 429-93)

9. B OTHOLWLEHMM NEeKapCTBEHHbIX NPenaparoB, paspelUueHHbIX A5 MeAULMHCKOro npuMeHeHus B Poccuitckoi
depepaynn 6onee gBaguatu neT (3a UCKIYEHWEM 6MONOrMUECKMX JfIEKAPCTBEHHBLIX NpenapaTos), [AomnyckaeTcs
BK/IIOYEHME B COCTaB pasfesa (papMakonorMyeckoi, TOKCMKOSIOTMYECKOM AOKYMEHTauuMum U pasfgena  KINMHUYECKOoi
[OKyMeHTauun BMeCTO oOT4yeTa paspabotuvMka O pesynbTatax COOCTBEHHbIX —[AOKIMHUYECKUX —UCCNefoBaHui
NIeKapCTBEHHbIX CPEACTB U KITMHNYECKMX NCCNeA0BaHnii NTeKapCTBEHHbIX NpenapaToB AN MeAVLMHCKOro MNpYMEHEeHUs
0630pa Hay4HbIX paboT 0 pesynbTarax AOKIUHUYECKMX WCCNeLOBaHWI NEKAPCTBEHHbIX CPEACTB U KIMHUYECKUX
NCCnefoBaHNin AaHHbIX JIeKapCTBEHHbIX NpenapartoB, B TOM 4MC/e BKAOYasA ONbIT WX MNOCTPErncTpaLMoHHOro
NPUMEHEHNS.

(4acTb 9 BBefeHa PefepanibHbIM 3aKOHOM OT 22.12.2014 N 429-93)
10. Mpu rocyaapCTBEHHOWN permcTpauuy BOCNPOU3BEAEHHbLIX /IEKAPCTBEHHbIX MpenapatoB AN MeAWLUMHCKOro
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NPMMEHEHNs [oNycKaeTcsa BKNKOYEHNE B COCTaB pasgena (hapmakosiormyeckol, TOKCUKOIOTMYECKON AOKyMeHTauuu wu
pasgena KIVMHUYEeCKOW [AOKyMEeHTauMu BMECTO oTyeTa paspaboTunka O pesysibTatax COO6CTBEHHbLIX AOKIMHUYECKUX
nccnefoBaHuii NEKapCTBEHHbIX CPeACTB 0630pa HayyHbIX paboT O pesynbTatax OOKAMHUYECKMX WCCNefoBaHWl
pedepeHTHOro fIekapCcTBEHHOro Npenapara 1 npeAcTaB/ieHne BMeCcTo KIMHUYECKUX NCCeA0BaHWi B NOTHOM 0b6beme,
YCTaHOB/IEHHOM pa3fesioM KIIMHUYECKON AOKYMeHTaLun, oT4yeTa 0 pesynbTartax uccnefoBaHuii 6M03KBUBasIEHTHOCTH
BOCMPOM3BEAEHHOTO JIEKAPCTBEHHOTO Npenapara A/ MeAWUMHCKOro npuMeHeHusi. He TpebyeTca npegcTaBfieHne
oTyeTa 0 pesysbTarax UcciefoBaHUin GMO3KBMBASIEHTHOCTM BOCMPOM3BEAEHHOIO JIEKAPCTBEHHOrO npenapara Ans
MEOULMHCKOTO NPVMEHEHWs, €eCNu  PEerncTpupyroTcs  BOCMNPOU3BEAEHHbIE  /IEKAPCTBEHHble  npenapartbl  Ans
MeANLMHCKOrO NMPUMEHEHWS, KOTOpPbIE:

1) npegHa3Ha4veHbl 415 napeHTepasbHOro (MOAKOXHOro, BHYTPUMBILLIEYHOrO, BHYTPMBEHHOIO, BHYTPUrIA3HOrO,
BHYTPMMNO/IOCTHOIO, BHYTPMUCYCTABHOI0, BHYTPMKOPOHAPHOI0) BBEAEHUS U NMPeACTaB/IAa0T cob0i BOAHbIE PacTBOPbI;

2) npeacTaBnsAlT OG0 pacTBOpbI A1 NEPOPAILHOIO NPUMEHEHUS;

3) npon3BeaeHsbl B (hopme NOPOLLKOB UM NMothnIn3aToB 418 NPpUroToBEHUSA PacTBOPOB;

4) ABNAOTCA rasamu;

5) SBASAIOTCA YWHLIMU WU [/la3HbIMW JIEKAPCTBEHHbIMY MNpenaparamu, nNpou3BefeHHbIMU B hopme BOAHbIX
pacTBOpOB;

6) NnpegHa3HaveHbl 415 MECTHOTO NMPUMEHEHWSA 1 NPUIoTOB/IEHbI B (hopMe BOAHbLIX PacTBOPOB;

7) npeacTaBnsaoT cO60M BOAHbIE pacTBOpPbI 4151 UCMONBb30BaHUSA B DOPME MHFa/IAuMiA C NMOMOLLBH Hebynansepa
W B KAYECTBE Ha3aslbHbIX CNPeeB, NPUMEHSAEMbIX C MOMOLLbI0 CXOAHbIX YCTPOMNCTB.

(vacTb 10 BBeAeHa deaepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

11. Ana cnyyaeB, yka3aHHbIX B NyHkTax 1-3, 5-7 yactu 10 HacTosweih cTaTbW, BOCNPOV3BE/EHHbI
NeKapCcTBEeHHbI Npenapar A8 MeAULMHCKOTo NPYMEHEHUs JO/DKEH COAEPXKaTb Takme e BCrnomoratesibHble BellecTsa
B TaKUX Xe KO/IM4ecTBax, kak U pethepeHTHbIV iekapCcTBeHHbIN npenapaT. Eciv cocTaBbl BCOMOraTesbHbIX BELLECTB
pasfmyaroTcs, 3asaBUTENb AO/HKEH NPEeACTaBUTb AOKa3aTeNbCTBa TOro, YUTO UCMO/b3yeMble B AaHHbIX KOHLEHTpauusix
BCMomoraresibHble BELWECTBA He B/NSIKOT Ha 6e3onacHOCTb U (Min) 3dIEKTMBHOCTb JIEKAPCTBEHHOrO npenapara Aass
MeOULMHCKOTO NPUMEHeHUs. B criyyae, ecniv 3asBUTE/Ib HE MOXET NPeACcTaBUTb Takue pokasatensctsa u (Wm) He
uvmeeT f[OCTyna K COOTBETCTBYHOLMM [aHHbIM, OH [O/IKEH MNPOBECTU COOTBETCTBYHLIME WCCAefoBaHusa Ans
[oKasaTenbCTBa OTCYTCTBUS B/AMSIHUSA Pa3HbiX BCMOMOratefibHbiX BELEeCTB WM  BCMNOMOrateflbHbiX YCTPOWCTB Ha
6e3onacHoCTb U (UnKn) 3aPPEKTUBHOCTL JIEKAPCTBEHHOrO npenapara Ans MeguuUMHCKOro NpUMEHeHus B Nnopsigke,
YCTaHOB/IEHHOM YMO/THOMOYEHHbLIM (DeAepasibHbIM OPraHOM UCMOMTHUTESTbHO BNacTu.

(vacTb 11 BBegeHa deaepasibHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12. MNpwv rocyfapCTBEHHONW perncrpauumn KoMbuHaLmin paHee 3aperncTpMpoBaHHbIX JIEKapCTBEHHbIX MpenapaTos
ANs MeAVUMHCKOTro NPUMEHEHNS AONYyCKaeTCs BK/IOUEHNEe B COCTaB pasaesia hapMaKkosiorMyeckoii, TOKCUKOI0rMYecKoi
[OKyMeHTauun 1 pasgena KIvMHNYeCcKon AOKyMeHTauuy BMeCTO oTuyeTa paspaboTyvka O pesyfnbTaTtax COOCTBEHHbIX
JOK/IMHNYECKUX WCCNef0BaHWin NekapCTBEHHbIX CpeAcTB 0630pa HayuHbiXx paboT 0 pesynbTarax AOKAVHUYECKUX
UccrefoBaHuin pedepPeHTHbIX JIEKAPCTBEHHbIX MpenapaTtoB, BXOAAWMWX B COCTaB KOMOWHALUKU  NIEKAPCTBEHHbIX
npenapaToB, 1 06 OTCYTCTBMM MX B3aUMOAENCTBUSA B OAHOIM NeKapCTBEHHOR hopme.

(vacTb 12 BBegeHa deaepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

13. Ha askcnepTu3y pasnnyHbIX eKapCTBEHHbIX ()OPM OAHOr0 M TOTO XEe JIeKapCTBEHHOro npenapata Ans
MeANLMHCKOrO NPUMEHEHWS 3asBUTENb NPeACTaBAseT OTAe/bHbIe 3a8B/IEHNSA U PETNCTPaLMOHHbIE A0Che Ha KaXAyHo
nexkapcTBeHHyo doopmy. MNpy ycrioBMM OQHOBPEMEHHOW MOAaun Ha IKCNepTu3y OAHOW NekapCTBEHHON (DOpMbl C
pas/IMyHbIMU 4O3MPOBKOW, KOHLEHTpaLmen, 06 bEMOM 3asBMTENb NPEACTABASET OAHO 3asiBMIEHWE U PErucTpauyoHHOe
[0Cbe C NPUIOXKEHNEM MaKeTOB YNakoBOK Ha KakAyl0 OO3MPOBKY, K&XAYI0 KOHLUEHTPaUMIO, Kaxabli 06bem U Kaxgoe
KO/IMYEeCTBO [03 B yNaKkoBKe.

(vacTb 13 BBefeHa PefiepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

14. Mpu rocyfapCTBEHHON perncTpaumMn opgaHHOro JiIeKapCTBEHHOro npenapaTta 3asaBuTeSlb NpeacTasnser
nHhopMaumio, HeobxoAMMyI0 Ans hopMUPOBaHMSA pasferna KIMHWYECKO! OOKyMeHTauuu, B 06beme, YCTaHOBEHHOM
YMOSTHOMOYEHHbIM (hefepasibHbIM OpraHoOM UCNOSTHATENBHON B/1acTu.

(vacTb 14 BBegeHa deaepasibHbiM 3aKOHOM OT 22.12.2014 N 429-93)

15. Mpu peructpaumm 6UONOrMYECKOr0 SIeKapCTBEHHOTO npenapara, MoJslyYeHHOr0 M3 KPOBM, MiasMbl KPOBU
yenoBeka, B COCTaBe pPerncTpauMoHHOro A0Ckbe Ha SIekapCTBEHHbIV npenapar A8 MegULMHCKOTO NPUMEHEHNST AO/DKHbI
6bITb NpeAcTaBeHbl 4OMNONHUTENBHO:

1) B pa3gene JOKyMeHTaLuuy agMUHUCTPATUBHOIO XapakTepa AOKYMEHT, cogepxalluumii nHopmaumio o cybbekTax
ob6paLLeHnsi 4OHOPCKOW KPOBM 1 (UNIN) €e KOMMOHEHTOB, O TOM, rAe Oblia ocywecTBneHa goHauvs (Kposu u (M)
nnasmbl KpoBK), a Takke AaHHble 006 WH(EKUMOHHbIX 3ab0/ieBaHUAX, MNepefalrolmMxcs MnapeHTepasibHbIM NyTeEM,
WMHpopMaunss 0 cybbekTax obpalleHus AOHOPCKOW KpoBM M (MKM) ee KOMMOHEHTOB, B OTHOLWIEHUM KOTOPbIX
OCYLLLECTB/IAETCA KOHTPO/Ib AOHOPCKOV KPOBU U (1/1M) €€ KOMMOHEHTOB;

2) B pasfene XMMU4eckoi, papMaL,eBTUYecKol 1 6MOI0rMYECKOn JOKYMEHTaLNN:

a) Kputepun n cnocobbl 0T6OPa, TPAHCNOPTUPOBAHNSA 1 XpaHEHWS AOHOPCKON KPpoBU 1 (M/11) ee KOMMNOHEHTOB;
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

0) pesynbTaTbl UCCNEAOBaHUA OTOOPaHHbLIX AOHOPCKOW KpoBWM M (MNK) nia3mMbl KPOBM U MyNOB Ha Hanuume
BO3OyauTenein unHdekynin, BrkAYas MHpopMaumio 06 MCNOMb30BaHHLIX METOAMKaxX WCCAeAOBaHUM W B criyvae
nccnefoBaHns NysIoB NasMbl KPOBU pe3ynbTaTbl SOKYMEHTa/IbHOr0 MOATBEPXAEHMSA (Banngauum) MCNOb30BaHHbIX
MEeTOoANK;

B) TEXHMYECKME XapaKTepUCTUKN YMNakoBKM A718 O0TO6Oopa [JOHOPCKON KpPOBWM M (MNM) MiasMbl KPOBW, BKIOYas
MHopMaLmo 06 NCMO/Ib30BaHHbIX PacTBOPax aHTUKOAry/IstHToOB.

(vacTb 15 BBeAeHa deaepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

16. KnvHuuyeckne uccnefoBaHus NekapcTBEHHOro npenapara gns MeAuUMHCKOro NPUMEHEHUs B LensX ero
rocyiapCTBEHHON permcTpauuy nposogATca B Poccuiickoin depgepauum B nopsigke, YCTaHOBMEHHOM cTaTbsiMu 38-44
HacTosiwlero degepanbHoro 3akoHa. OT4eT O NPOBEAEHHbIX WUCCNEeAOBaHWSX BK/IOYAeTCs B COCTaB pasgena
KIMHUYECKOW AOKYMeHTaUmM perncTpaumoHHOro 4OCbe Ha NeKapCTBEHHbIN npenapar A1 MeAULMHCKOTO NPUMEHEHNS.
[lnsi nexapCTBEHHbIX NpenapaToB 4/19 MeAUUMHCKOrO NPUMEHEHNS, B OTHOLLEHNM KOTOPbIX B pe3yfibTare 3KCnepTu3bl
[OKYMEHTOB, MpeACcTaB/IeHHbIX A5 OnpefeneHns BO3MOXHOCTM paccmaTpvBaTtb JIEKapCTBEHHbLIN npenapar Ans
MeOULMHCKOTO NPUMEHEHNS B KauecTBe OpdlaHHOro SIeKapCTBEHHOIO npenapaTa, Takas BO3MOXHOCTb Mpu3HaHa U B
OTHOLLEHMWN KOTOPbIX NPOBEAEHbI KTMHUYECKNE UCCNeA0BaHUs, BbIMOMHEHHbIE 3a Npeaenamn Poccuiickoin depepaunm
B COOTBETCTBUM C MpaBuaaMu Hagsnexalleli nabopaTtopHOA NPakTVKM W NpaBuiamy Hagjexallei KIMHUYEeCKOl
NpaKkTUKK, JAOMNyCcKaeTCs BK/OUEHNE B COCTaB pasfena KIMHUYECKOW AOKYMeHTauuy BMecTO oTyeTa 0 pesynbTarax
K/IMHMYECKUX WCCNeAoBaHunii NIEeKapCTBEHHOrO npenapata Ans  MEeAWUMHCKOrO MPUMEHEHUS, TMNPOBEAEHHbIX B
Poccuiickoin depepaumm, otyeta O pesynbTatax KINMHWYECKMX WCCef0BaHuiA, BbINMOHEHHBIX 3a npegesamu
Poccuiickoii depgepaymnn.

(vacTb 16 BBefeHa PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

17. 3asBuTeNb BNpaBe NpeAcTaBUTb N0 COOGCTBEHHON MHUUMATMBE BMeECTe C 3asBfIEHWEM O FOCYAapCTBEHHO
peructpaumm nekapcTBEHHOro npenapata Ans8 MeguUMHCKOTO NPUMMEHEHWs OOKYMEHTbl, NoATBepxJawolue ynnarty
rocyfapCTBEHHOM NOWNHLI M yka3aHHble B NyHkTe 10 yacTn 2 HacToswen ctatbn. B criyyae ux HenpepcTtaBfieHus
COOTBETCTBYIOLLMIA YNOSIHOMOYEHHbI diegepasibHblii OpraH WCMNOMHUTENbHON BAAacTu npoBepsieT akT ynnarhbl
rocyapCTBEHHON NOLWW/IMHbI 3asiBUTEeNeM NOCpPeACcTBOM MCMNO/b30BaHWUS MHA)opMauun o6 yniate rocyaapCTBEHHONA
MOLU/IMHBI, coepxalleiica B FocyaapCTBEHHON MHOPMALMOHHOW CUCTEME O FOCYAAPCTBEHHBLIX M MYHULMNASIbHBLIX
nnaTexax, Ha OCHOBaHWM NpeACTaB/EHHbIX 3asABUTENEM KOMWA [AOKYMEHTOB, MNOATBEPXAAlWMX ynnarty
rocyapCTBEHHOW NOLUSVHBI.

(vacTb 17 BBegeHa defepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

18. He ponyckaeTca MCMNOMb30BaHME B KOMMEPYECKUX Lensx uHgopmauum o0 pesynbratax LOKIMHUYECKMX
NUCCNefoBaHNn  NeKapCTBEHHbIX CPEACTB W KIUHWYECKUX UCCNeLOBaHWMI  NlekapCTBEHHbIX npenapaToB A4S
MEeAWLMHCKOrO MpUMEHEHUS, NPeACTaB/IEHHON 3asBUTENEM A8 TFOCYAapCTBEHHOW perncrpaumm ekapcTBEHHOro
npenaparta, 6e3 ero coriacuss B TeYeHWe LecTu JeT C AaTbl FOCYAapCTBEHHOW pernctpaumn pedepeHTHOro
NlekapCTBEHHOrO npenaparta B Poccuiickoin degepaunn.

(vacTb 18 BBegeHa defepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19. [epxartens wnu BMageney, perucTpaumoHHOro YyA0CTOBEPEHUA JNleKapCTBEHHOrO rpenapara Ha
BGMOTEXHONOINYECKNIA UM OpdhaHHbIN NIeKapCTBEHHbIN Npenapar 06513aH NpeAocTaB/sATb HA BO3ME3[HOIi OCHOBE
06pasubl pedyepeHTHOro SIeKapCTBEHHOIO npenapaTa 3asBuTensaM A4S MPOBEAEHUS KIMHUYECKUX MCCef0BaHWiA.
CtoumocTb 06pa3ua ped)epeHTHOro S1IekapCcTBEHHOro npenapara, BKIIOYEHHOrO B NepeyYeHb XM3HEHHO HEOOX0ANMbIX U
BaXKHEMLLNX NeKapCTBEHHbIX MPenapaToB, He JO/MKHA NPEeBbIaTh 3aperncTpupoBaHHyo NpeaesibHy0 OTMYCKHY LieHy
Ha ped)epeHTHbI IEKaPCTBEHHbIV Npenapar Ui LeHy Ha NIEKapPCTBEHHbIN npenapaT B CTpaHe Npon3BoagMTeNs.

(vacTb 19 BBegeHa deaepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

20. 3asBneHve O TrOCYAapCTBEHHON perucTpauMm BOCMPOM3BEAEHHOTO JIEKAPCTBEHHOIO npenapara Ans
MEeANLMHCKOrO NMPUMEHEHNS MOXET ObITb MOA4AHO B YNOTHOMOYEHHBIA heAepasibHbIi OpraH UCMONHWUTENLHON BacTy,
OCYLLLECTB/IAIOLLMIA TOCYAAPCTBEHHYIO PErMCcTpaLmio IeKapCTBEHHbIX MpenapaTos, M0 NCTEYEeHUN YeTbipex NeT ¢ Aathbl
rocyapCTBEHHOW permctpauny pedpepeHTHOro fiekapcTBEHHOro npenapara B Poccuiickoin ®egepauun.

(vacTb 20 BBegeHa defepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21. 3aaBneHne 0 rocygapCcTBEHHOI perncTpaunm bnoaHanoroBoro (6MonogobHOro) nekapCTBEHHOrO npenapara
(bnoaHanora) MoxeT OblTb NOAAHO B YMNOJIHOMOYEHHbI  (hedepasibHbIi  OpraH  WCMNOIHUTENIbHON  BAacTw,
OCYLLIECTB/IAIOLMIA TOCYAapCTBEHHYIO PErMCTPaLMio NIeKapCTBEHHbIX MpenapaToB, N0 UCTeYeHUW Tpex fieT ¢ Aathl
rocyapCTBEHHOW permcTpauny pedpepeHTHOro fiekapcTBEHHOro npenapara B Poccuiickoin degepauun.

(vacTb 21 BBefeHa PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22. NepxaTens unv Bnagesnew, perncTpaynuoHHOro yaoCTOBEPEHUS IEKAPCTBEHHOIO NpenapaTa npeacTaBnseT B
YMNO/ITHOMOUYEHHbIV thefiepasibHbIii OpraH UCNOMHUTENBHO BNAacTK, OCYLLLECTBASIOWMNA PYHKLUMM MO KOHTPO/IO 1 HaA30py
B cthepe 34paBOOXpaHeHns, OTUET No pesynbTaTtam (hapMakoHag3opa O4uH pas B LIECTb MECSLLEB B TeYeHue AByxX NeT
nocsie rocyfapCcTBEHHOI perncTpauum nekapcTBEHHOro npenapara B Poccuiickoin degepaunn, eXerogHo B TeyeHue
nocnenywowux Tpex feT 1 B JasibHelileM oAvH pa3 B NATb NeT.

(vacTb 22 BBefeHa PefepasibHbIM 3aKOHOM 0T 22.12.2014 N 429-93)
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

Cratbs 19. MNpuHSTAE peLleHnst 0 BblAaye 3KCMEePTHOMY YUYpEeXeHWo 3afaHusi Ha MNpoBefeHne 3KCnepTu3bl
NEeKapCTBEHHOTO CpeacTBa

(B pen. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHve pecAtn paboumx pfHeli CO [OHA MNPUHATMA 3asB/IEHUS O TOCY[ApPCTBEHHON permcrpaumm
NIEKAPCTBEHHOrO npenapara COOTBETCTBYIOLMIA YNOHOMOYEHHbI diefaepasibHblii  opraH WCMNOMHUTENbHON BAacTu
NpPoOBOAWUT MPOBEPKY MO/HOTbI, AOCTOBEPHOCTM W MNPaBU/ILHOCTU OCOPMIEHUS NpeAcTaB/EHHbIX AO0KYMEHTOB
PErMcTpaumoHHOro A0Che Ha SIEKAPCTBEHHbIN NpenapaTt 1 NPUHMMAaET pPeLLIEHNE 0 Bblgaye 3a4aHunsl Ha NPOBEAEHME;

1) aKcnepTun3bl 4OKYMEHTOB, NPeACTaB/IEHHbIX A4/15 ONpegeneHns BO3MOXHOCTM paccMaTpvBaTh N1IEKApPCTBEHHbIi
npenapart 41 MeANLMHCKOro NMPMMEHEHWS MPU OCYLLLECTBEHNM FOCYAapPCTBEHHON perncTpaunm B kauectTse ophaHHoOro
NleKapCTBEHHOrO npenapara,;

2) aKcnepTu3bl NIEKAPCTBEHHOrO CPeAcTBa B 4YacTU 3KCNepTM3bl KayecTBa JIeKapCTBEHHOINO cpefcTBa U
3KCNepTM3bl OTHOLUEHUS OXWAAEMONM MOJb3bl K BO3MOXHOMY PWUCKY NPUMEHEHUSI NIEKAPCTBEHHOrO Mnpenaparta [Aans
MeAULMHCKOIO NPUMEHEHUS;

3) aKcnepTu3bl NIEKAPCTBEHHONO CPeACTBa B 4YacTU 3KCMEpPTM3bl KayecTBa JIEKAPCTBEHHOIO CcpefcTBa U
3KCNepTM3bl OTHOLUEHUS OXWOAEMONM MOJb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NIEKApCTBEHHOrO npenaparta Ans
MEeLULMHCKOTO MPUMEHEHUS B NOPSLKE YCKOPEHHOM NpoLenypbl 3KCNepTU3bl SIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBUM
CO cTaTbei 26 HacToswero ®egepasibHOro 3aKoHa,

4) 3KcnepTu3bl /IeKapCTBEHHOTO CPefCcTBa B OTHOLUEHUU JIEKAPCTBEHHOTO Mpenapata Ans BeTepuHapHOro
NPUMEHEHNS.

2. YNONMHOMOYEHHbI ddefepasibHbIA OpraH UCMOMHUTENbHON B1AaCTW YBEAOMSET B 3/IEKTPOHHOM DOpME M Ha
BYMaXXHOM HOCUTENE 3asBUTENSA 1 SKCMEPTHOE YUpEXAEHME O NPUHATOM pPEeLLEHNM O Bblgadve 3afaHuii Ha npoBefeHne
3KCnepTM3, NpPefyCMOTPEHHbIX YacTblo 1 HACTosALElN cTaTby, U B C/lydae HEO6X0AMMOCTM O Bbiaye paspelleHns Ha
BBO3 B Pocculickyto defepaumio KOHKPETHOM NapTum, CEPUN 3aperucTpupoBaHHbIX U (UIM) He3aperncTpupoBaHHbIX
NleKapCTBEHHbIX CPeACcTB WM 06 OTkase B MPOBEAEHUN NPeAyCMOTPEHHbIX 3KCMEPTU3 C YKa3aHMeM MpPUYMH Takoro
oTkKasa.

3. B cnyyae BbISIBNIEHNSI OTCYTCTBMSA WM HEAOCTOBEPHOCTU MHOpMauun, cofepXalleinca B npeacTaB/EHHbIX
3aABMTENIEM AOKYMEHTAaXx, YNO/ITHOMOYEHHbIN hefepasibHblii OpraH WCMOSTHUTE/IbHOW BAACTVM HanpaBnseT 3asBUTESHo
3anpoc 06 yToOUHEHMM 3TOI MHd)opMaLuK (aasee - 3anpoc ynosIHOMOYEHHOTO hefepasibHOro opraHa WCMosIHUTENbHO
BNacTu), KOTOpbIi MOXeT ObiTb nepefaH YNoOSHOMOYEHHOMY MpeacTaBuTeNto 3asaBUTENS JINYHO NOL  Pacrucky,
HarnpaBs/IeH N0 NoYTe 3aKa3HbIM MMCbMOM WV NepeiaH B 3/IEKTPOHHOW (DOPMeE MO Te/IEKOMMYHUKALMOHHBbIM KaHanaM
CBA3U. B crlyyae HanpasneHns 3anpoca ynosIHOMOYEeHHOro dheilepasibHOro opraHa UCNOSIHUTENIbHOM BfacTh No noyte
3aKa3HbIM NMMCbMOM OH CYMTAETCS NO/TYYEHHbIM MO UCTEYEHNW LLECTW AHEI C AaTbl HanpaBeHWs 3aKa3Horo NUCbMa.

4. 3aaBuTenb 0653aH NpeAcTaBUTb OTBET Ha 3anNpoc YNOJITHOMOYEHHOT0 (hefepasibHOro opraHa UCMNO/THUTEIbHOM
BNAaCTN B CPOK, HE MPEBbILLAKLWINA AEBAHOCTA paboymx AHel CO AHs ero nony4veHusi. Cpok, ykasaHHbIi B yactu 1
HacTosLLel cTaTbyi, NPUOCTaHABNNBAETCA CO AHSA HanpaB/eHUs 3asaBUTEeN0 3anpoca ynosIHOMOYEHHOTo dhefepasibHOro
opraHa UcnosIHUTe NbHOM BNacTh 0 AHSA NOMyYEHUS UM COOTBETCTBYIOLLENO OTBETA.

5. OcHoBaHMEM [A/1s1 OTKa3a B OpraHu3auMm 3KCMepTu3, NpeAyCMOTPEHHbIX 4YacTbid 1 HacTosWenR cTaTtby,
ABNSIETCA NPeACTaB/IEHNE HEOOXOANMbIX ANs1 NMPOBEAEHUSA NPEeAyCMOTPEHHbIX 3KCMEPTU3 AOKYMEHTOB B HEMOSIHOM
06beME UM HenpeacTaB/ieHUE 3asBUTE/IEM B YCTAHOB/IEHHbI CPOK OTBETA Ha 3anpoc  YNOJIHOMOYEHHOrO
defepasibHOrO OpraHa WCMOSIHUTENIbHOW BNactTu, a Takke npeacTaBneHne [OOKYMEHTOB, He  CoAepXalumx
ncyepnbIBaloLLEro NepeyHs He0OXo0ANMbIX CBEAEHUA.

Cratbsl 20. OkcnepTvsa [OKYMEHTOB, NPEACTAB/EHHbIX [N ONpefeneHns BO3MOXHOCTM paccMaTpvBaTh
NeKapcTBeHHbI Npenapat Ans MeAuUMHCKOrO MPUMEHEHWs MPU OCYLLECTB/IEHUM TOCYAAaPCTBEHHON peructpauuv B
kauecTBe OpaHHOrO /IEKAPCTBEHHOTO Npenapara

(B pea. PeagepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. SkcnepTr3a AOKYMEHTOB, NPeACTaBEHHbIX /151 Onpefe/ieHnst BO3MOXHOCTU PaccMaTpuBaTh JIEKAPCTBEHHbIN
npenapar A/ MeAMLMHCKOTO NPUMEHEHWS MPY OCYLLEECTB/IEHNM TOCYAAPCTBEHHON perncTpayum B ka4ecTse ophaHHoro
NeKapCTBEHHOro npenapaTa, CoCTaB/IeHNe KOMUCCUE IKCMepPTOB 3akK/oUYeHWs] 0 BO3MOXHOCTU WM HEBO3MOXHOCTY
paccmaTtpuBaTh SIeKapCTBEHHbI npenapaT Ansi MeguLUMHCKOro MpUMeHeHUsT Mpu OCYLLECTB/IEHUN TOCYAapCTBEHHOM
perucTpaumMm B KayecTBe OpchaHHOIO JflIekapCTBEHHOrO npenapaTa M HanpaB/ieHWe [aHHOTO  3aK/IloyeHus B
YNONIHOMOUYEHHbIN heiepasibHbIi opraH WCMOMHUTENLHOW BAcTU OCYLIECTBASIOTCA B CPOK, He MNpeBbILAOLLMIA
TpUALATU paGoumnx AHER CO AHSI MOJTyYEHUS] SKCMEPTHLIM YupexAeHMeM 3afaHus YNoSHOMOYEHHOrO diefepasibHoro
opraHa WCroSIHUTE/ILHON B/IACTU U B 3/IEKTPOHHOI (DOPME UM Ha BYMaXKHbIX HOCUTENSIX HeOo6XOAMMbIX LOKYMEHTOB,
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

yKasaHHbIX B NMyHKTax 1, 2, 5, 6, 10 yactin 4 n B yactn 7 ctatbi 18 HacTtosLero defgepasibHOro 3akoHa.

2. [lokymeHTbl, cogepXalnecs B pPerncrpalMoHHOM [0Cbe Ha JIeKapCTBEHHbIM npenapar v MNocTynuBLUME Ha
B6YMaXKHbIX HOCUTENSIX B SKCMEPTHOE yupexaeHne Ansa oCyLeCcTBAEHNS UX IKCNEPTU3bI 415 onpefeneHnss BO3MOXHOCTU
paccmaTpuBaTb SIEKAPCTBEHHbIN NpenapaT AN MeAMUUHCKOTO NMPUMEHEHUSI B KavyecTBe OpPaHHOro fIeKkapCTBEHHOIO
npenaparta, nog/ieXxar Bo3BpaTy B yNO/IHOMOYEHHbI dhefepasibHblii OpraH UCNO/THUTENIbHOW BNacT OQHOBPEMEHHO C
3aK/1IYEHUSAMY COOTBETCTBYIOLLIMX 3KCNepTus.

Cratbs 21. PelleHne 0O BO3MOXHOCTM paccmaTpvBaTb JIEKAPCTBEHHbI Mpenapar npu OCyLLeCTB/eHUN
rocyiapCTBEHHOI perucTpauym B kauectTee opdaHHOro fiekapcTBEHHOrO npenapaTa

(B pen. PepepanibHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpok, He npeBbIWaoLWwuii NATY paboumnx AHel Co AHA MOYyYEHNS 3aK/THHEHNS, YKa3aHHOro B YacTu 1 cTatbu
20 HacTosiwero ®denepanbHOro 3akoHa, YMNO/IHOMOYEHHbI dlefepasibHblii  opraH  MCMOHWUTESNIbHOW  BacTu
OCYLLLECTB/IIET OLLEHKY MOJTIYyYEHHOrO 3aK/IHYeHus 478 OnpefesieHus ero COOTBETCTBUS 3afaHui0 Ha nNpoBefeHue
COOTBETCTBYIOLLEN 3KCNEepTU3bl U YBEAOM/SET 3asBUTENSA B 3/1EKTPOHHOW hopme unyM Ha 6ymaxHOM HocuTene o
pesynbTatax MpOBEAEHHON 3KCNEpPTU3bl C MPUNOXKEHWEM KOMUU 3SKCMEPTHOTO  3ak/ldeHnss (C  COXpaHeHuem
KOHMAEHUMANBHOCTA MHpOpMaUMU O COCTaBe 3KCMEPTHON KOMUCCMM) M O BO3MOXHOCTM WM  HEBO3MOXHOCTU
paccmaTtpuBaTh fIeKapCTBEHHbIA npenapaTr A1 MeAULMHCKOTO MPUMEHEHWST MpU OCYLLECTBIEHWU TOCYAapCTBEHHOM
perncTpauumn B kayectse ophaHHOro IekapCTBEHHOTO Npenapara.

2. Mpn BbIHECEHUM KOMMUCCUEN 3IKCMNEPTOB 3ak/IHYEeHMS O BO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHbIN
npenapar o1 MeanLMHCKOro NpMMEHEHVs NpK OCYLLLECTBIEHNW rOCyAapCTBEHHOW perncTpaunm B kayectse opgpaHHoro
NeKapCTBEHHOr0 MnpenapaTa YNO/IHOMOYEHHbI defepasibHblli OpraH  WCNOSIHUTE/IbHOW BAacTM B CPOK, He
NpeBbILLANLLMIA NATY Pabounx AHENR Co AHA NOSTyYeHWs JaHHOTO 3aK/4eHWs, NPUHUMAET peLLeHne O Bblgade 3ajaHus
Ha MpoBeAeHNe 3KCNePTU3bl KayecTBa JIEKAPCTBEHHOIO CPeACTBa M 3KCNEPTM3bl OTHOLIEHWS OXMAAEeMOl MoMb3bl K
BO3MOXHOMY PUCKY NPMMEHEHUS NIeKapCTBEHHOTO npenapara AN MeAMLMHCKOro NPUMEHEHUST B NOpPsiAKe YCKOPEHHO
npoLeaypbl 3KCNepTU3bl IEKAPCTBEHHOIO CPpeAcTBa B COOTBETCTBUM CO cTaTbel 26 HacToswero eaepasibHOro 3akoHa.

3. B cnyyae npuHATMSA peLlleHnss O HEeBO3MOXHOCTM paccmaTpuBaTb J/1IeKapCTBEHHbLIA npenapar Ans
MEeAWLMHCKOro NPMMEHEHNA Npu rocyapCcTBEHHON perncTpaunm B kadyectse OpdhaHHOro fiekapCcTBEHHOro npenapara
YMOJTHOMOYEHHbIN  hefepasibHbIi  OpraH WCMOMHWUTE/IbHOM BflAaCTU  MpekpawaeT npoueaypy rocyAapCTBEHHONA
perncTpauumn nekapcTBeHHOro npenapaTa. 3asBuTenb BnpasBe 06paTtuTbCa B PErMCTPUPYIOLWUIA OpraH € 3asiB/IeHNEM O
rocyfapCTBEHHON perncTpaummn ykasaHHoro ekapcTBeHHOr0 nmpenapara B COOTBETCTBUM CO cTaTbeil 18 HacTosiwero
denepasibHOro 3akoHa.

Crartbs 22. YTpatuna cuny ¢ 1 nions 2015 roga. - degepanbHbiil 3akoH 0T 22.12.2014 N 429-$3

Crartbs 23. IKcnepTnsa kayecTBa JIEKAPCTBEHHOIO CPeACTBA M 3KCNepTu3a OTHOLUEHUS OXMAAEMOW MOSb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNs IekapCTBEHHOrO npenapaTa 419 MeAULMHCKOro NpYMeHeHus

(B pen. PenepasibHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3kcnepTu3a KayecTBa /IEKAPCTBEHHOTO CpPeACTBa M 3KCMepTU3a OTHOLUEHWS OXMAAEMOW Nosb3bl K
BO3MOXHOMY PMWCKY MpPYMEHEeHWs feKapCcTBEHHOr0 npenapata ANs MEeAWMUMHCKOTO MNPUMEHEHUS,, COCTaB/iEHUE
KOMMCCUSIMUN 3KCNEPTOB 3aK/OUEHUA N0 pe3ynbTaTaM NPOBeAEHHbIX 3KCNEepPTU3 W HampaBfieHWe 3TUX 3akIloyeHuii B
YNOSIHOMOYEHHbI (heaepasibHbI OpraH MCNOTHUTESIbHOW BAACTW OCYLLECTB/IAKOTCA B CPOK, HEe MpeBbIWAWMIA cTa
Aecatn paboumx gHeli co AHA NOSTyUYEHNS SKCNEPTHBIM YUPEXAEHMEM COOTBETCTBYIOLLEro 3afaHus YNosIHOMOYEHHOro
hefepasibHOrO opraHa WCNOHUTENbHOW BAAcT U HEOOXOAUMbIX [AOKYMEHTOB B 3/1eKTPOHHON hopMe Wan Ha
B6YMaXKHbIX HOCUTENSIX.

2. B TeueHve peBsHOCTa [AHEW CO [HS MOJSyYEHWS peLleHust YNOSIHOMOYEHHOro diefepanbHOro opraHa
MCNOSTHNTENLHOW BMACTM O MPOBEAEHUN 3KCNepTW3, MNpPefyCMOTPEHHbIX 4YacTblo 1 HacTosAWeR cTaTbu, 3asBuUTesb
npeacTaBfseT B 3KCNEPTHOE yupexaeHne 418 NpoBeAeHUst 3KCNepTu3bl KauecTBa /IeKapCTBEHHOIO cpeacTBa 0b6pasubl
NeKapCcTBEHHOr0 npenapara Ans MeAMUUHCKOro MpUMEHEHMSl, NPOU3BEAEHHOTO B COOTBETCTBMM C TpeboBaHUSIMM
OMbITHO-NPOMBILUIEHHOTO W (MNKN) MPOMBILIEHHOTO PersiameHToB, YTBEPXAEHHbIX PYKOBOAUTENEM Npov3BOAUTENS
NNEKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHLIMX C/ydasx o6pasubl dhapmaueBTUYeckol cybcTaHumu,
TecT-lTaMMa MUKPOOPraHM3MOB, Ky/nbTypbl KNETOK, 06pasiubl BELLECTB, MNPUMEHSIEMbIX A1 KOHTPONA KavecTBa
NeKapCTBEHHOrO CpeAcTBa NyTEM CPaBHEHUS C HUMW WCCeAyemMoro /IeKapCTBEHHOro CpeAcTBa, B KO/IMYECTBax,
Heo6X0AMMbIX ANS BOCNPOU3BELAEHNS METOAO0B KOHTPO/IA KavyecTBa.

3. Mpu nonyyeHun o6pasLOB NEKapCTBEHHOrO npenapara W dapmaueBTUYeckoli CybCcTaHLMM 3KcnepTHoe
yupexaeHve BblgaeT 3asBUTE/I0 AOKYMEHT, NOATBEPXAAOWMIA NoslydyeHue ykasaHHbIX 06pasuoB, M B CPOK, He
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

npeBbILALWNIA Tpex pabounx aHel, yBeoOMASsieT B 3MEKTPOHHON (hopMe WaM Ha OGyMakHOM HocuTene o6 3ToMm
YNOSIHOMOYEHHbIV dhefepasibHbIli OpraH UCNOHUTEbHON BNacTu.

4. YKka3zaHHble B 4acTaX 2 M 3 HacToslllel cTaTby CPOK ANa npeacTaBfieHns  3asBuTeNeM 06pasLoB
NlekapCTBEHHOTrO NpenapaTa 1 hapmaleBTUYECKO CyOCTaHUMN U CPOK YBEAOM/IEHUS 3KCMEPTHbIM YypexaeHnem o6
3TOM Ha 6yMaXXHOM HOcUTese YNoNHOMOYEHHOTO doefiepasibHOro opraHa WMCMOMHWUTENBHON BNacTM He BK/IOYalTCA B
CPOK NPOBEAEHNS IKCNEPTM3, NPEAYCMOTPEHHbIX YacTbio 1 HACTOSILLENR cTaTby.

5. [lokyMeHTbI, NOCTYNMBLUNE B 3KCMEPTHOE YUpeXAeHne An1s NpoBeAeHUs SKCNepTn3, NpeayCMOTPEHHbIX YaCTbio
1 HacTosllel cTaTbK, nognexar BO3BpaTy B YMNO/HOMOYEHHbI diefepasibHbli OpraH WCMNOMHUTE/IbHON BAacTu
O[JHOBPEMEHHO C 3aK/THOUYEHUSIMU, NOSTYYEHHBIMMW MO pe3y/ibTaTtaM COOTBETCTBYHOLLMX SKCNEPTU3.

CTaTbsi 24. SKCnepTM3a KayecTBa SIEKAPCTBEHHOTO CPEACTBA M IKCMEPTM3a OTHOLUEHUS] OXWUAAEMON MNOMb3bl K
BO3MOXHOMY PUCKY MPYMEHEHUSI IeKapCTBEHHOIO NpenapaTta 4/15 BEeTePUHAPHOT0o NPUMEHEHMS

1. 3kcneptv3a KayecTBa JIEKAPCTBEHHOIO CPEACTBa M 3KCNepTu3a OTHOLIEHMS OXMAAEeMOW Nofb3bl K
BO3MOXHOMY PUCKY NPUMMEHEHNs NIeKapCTBEHHOrO npenapata A1 BETEpPUHAPHOr0 MNPUMEHEHWs, COCTaB/IEHME
KOMUCCUSIMUN 3KCMEPTOB 3ak/loueHnii Mo pesynbTaTam YyKasaHHbIX 3KCMepTU3 W HanpaBfieHWe Takux 3akloYeHuid B
YNOSIHOMOYEHHbI (hefepasnibHbIil OpraH MCNOIHUTESIbHOW BAACTW OCYLLECTB/ISKOTCA B CPOK, He MpeBbIAWMA cTa
Jecatn pabounx OHel cOo OHSA NOMyYEeHUS 3KCMEPTHbIM yUpeXxaeHWeMm 3afaHus YNOSIHOMOYEHHOrO (oefepasibHOro
opraHa WCMOSIHUTE/IbHON BAAcTU C AOKYMEHTaMu, YKalaHHbIMW B 4acTu 3 ctatbu 17 HacToswero deaepasbHOro
3aKoHa.

(B pes. PepepasibHbix 3aK0HOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-93)

2. B TeyeHune nATHagLaTv paboumx gHein co AHA NOyYeHUs peLleHnst YNoTHOMOYEHHOTo (defepasibHOro opraHa
NCMNOJIHUTENBHOW B/1aCTM O NPOBEAEHNM YKa3aHHbIX B YacTh 1 HacCTOSILWEN cTaTbl SKCNEPTU3 3as8BUTE b NPeAcTaBnseT
B O9KCMEpPTHOE YyuypexieHve AN NpoBeAeHMs 3KCMepTM3bl KavyecTBa JIEKAPCTBEHHOrO cpeAcTBa 06pasupl
NIeKapCTBEHHOrO npenapata A5 BETEepPUHAPHOro MPUMEHEHUs, MPOW3BEAEHHOTO B COOTBETCTBUM C TpeboBaHWsAMM
TEXHOOTMYECKNX PerameHToB, YTBEPXAEHHbIX PYKOBOAMTENEM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPEACTB, a Takxe
obpaseL, hapmaLeBTUYECKON CybCTaHLUMN B KONNYECTBAX, HEOOXOAMMbIX [/ BOCMNPOM3BEAEHUS METOA0B KOHTPOSA
KauecTBa.

3. MNpu nonyyeHnn o6pasLoB NEKApCTBEHHOro npenapara W dapmaueBTUUeCcKon cybcTaHuMM 3KcnepTHoe
yupexieHve BbloaeT 3asBUTEsI0 LOKYMEHT, MOATBEPXAANOLWMIA MOSyYeHMEe yKasaHHbIX 06pas3uoB, M B CpOK, He
NPEeBbILLAKLWNA TPEX paboyunx AHeN, yBeAOMNSET B NMUCbMEHHOW ¢opMe 06 3TOM YNOMHOMOYEHHbIN heaepasibHblii
opraH UCMNosIHUTENbHOW BNacTu.

4. Cpok Ana npeAcTaBfieHus 3asBuTesieM 06pasLoB JleKapCTBEHHOrO npenapata v dapmaleBTU4ecKoi
cybCcTaHUMM 1 CPOK YBEAOMEHMS 3KCMEPTHbIM yypexaeHnem o6 3TOM B NUCbMEHHOW ¢hopme YnOsIHOMOYEHHOro
thefepasibHOr0 opraHa UCMOSIHUTENbHON BNAaCTH, YKa3aHHbIe B HaCTAX 2 U 3 HACTOSLLER cTaTby, He BK/OUAKTCH B CPOK
NPOBEAEHMNS YKa3aHHbIX B 4acTh 1 HacTosALWER cTaTby SKCNepTum3.

5. [JOKyMeHTbl, NOCTYNMBLUME B 3KCNEPTHOE Yy4ypexaeHve A1 NPOBELEHUS YKasaHHbIX B 4acTu 1 HacTosuwei
cTaTby 3KCNepTM3, nNoAsexaT BO3BpaTy B YNOMHOMOYEHHbIA efepasibHbli OpraH  UCMOSIHUTENbHOW  BNacTy
OOHOBPEMEHHO C 3aK/HYEHMSAMM N0 pe3y/bTaTaM yKasaHHbIX 3KCMepTus.

Cratba 25. [oBTOpHOE NpoBefeHne 3KCNepTu3bl JIEKAPCTBEHHbIX CPEACTB
(B pen. ®PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasix HeoCcTaToYHON 060CHOBAHHOCTY UN HEMOMHOTLI 3aK/IOYEHUSS KOMUCCUW 3KCMEPTOB, Ha/IMumsA B
HEM MPOTVMBOPEUUBLIX AaHHbIX, hasbcudmKaLMn BbIBOLOB 3KCMEPTW3bl SIEKAPCTBEHHOTO CPEACTBa, COKPbITUA OT
YMNOSIHOMOYEHHOIO hefepanibHOro opraHa UCMONHUTENBHON B/1AaCTM OCHOBAHWIA AN1A 0TBOAA 3KcnepTa BCAeACTBUE €ero
3aMHTEepPecoBaHHOCTUN B pe3y/ibTaTax COOTBETCTBYIOLWEA 3KCNEepPTU3bl, HaMUYMA AaHHbIX O NPSMOM /IGO0 KOCBEHHOM
BMeLlaTe IbCTBe B MPOLLECC COOTBETCTBYHOLLEN 3KCNepTUsbl /L, He Y4acTBYHOLWMX B €e MPOBEeAEeHWM, HO OKasaBLUMX
B/IMSIHWE HA NpOLEeCcC U pesynbTarbl ee NpoBefeHus, YNOSHOMOYEHHbIM dhefepasibHbiM OPraHoM MCMOSTHUTENbHON
B/1ACTV Ha3HaYaeTCsA NOBTOPHAsA 3KCNepTn3a SIeKapCTBEHHOIO CPeacTBa n (MNnN) aTuyeckas aKcnepTusa.

(B pes. PepepasnbHOro 3akoHa ot 22.12.2014 N 429-93)

2. MNoBTOpHas akcnepTn3a fIekapCcTBEHHOrO CpeAcTBa NPOBOAMTCA C y4eTOM pe3ynbTaToB paHee MNpoBeAeHHOl
3KCNepTM3bl B CPOK, YCTAHOBMEHHbIA YMNOMHOMOYEHHbIM (hefepasibHbiM OpPraHOM WCMOMHWUTENBHON BNactm U He
npeBbIaLWLmMi Tpuauatn padbounmx AHeli CO OHA NOMYYEHUS 3KCMEPTHbIM YUpexAeHUeM 3afaHus Ha npoBefjeHue
MOBTOPHO 3KCNEPTU3bl /IEKAPCTBEHHOIO CPeCTBa.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

3. ®rHaHCcoBOE 0becneveHne BbINO/IHEHUS 3afaHns Ha NpoBeAeHVEe MOBTOPHOW 3KCMEepTU3bl SIEKAPCTBEHHOrO
CpeAcTBa He OcyLLecTBNsAeTCS.

(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

CTtaTbsa 26. YCKOpeHHas npoueaypa aKCcnepTusbl JIeKapCTBEHHbIX CPeACTB

1. YckopeHHas npoueaypa 3KCMepTu3bl SIeKapCTBEHHbIX CPeACTB B Le/AX [ocyfapCTBEHHON perucrpauun
NleKapCTBEHHbIX MpenapaToB MPUMEHSAETCA B OTHOLWEHMU OplaHHbIX NIeKApPCTBEHHbIX MNpenaparoB, MNepBbIX Tpex
NeKapcTBEHHbIX MNpenapartoB, perucTpupyemblx B Poccuiickoii  depepaunm B KayecTBe  BOCNPOU3BEAEHHbIX
NleKapCTBEHHbIX Npenaparos, o4epeHOCTb KOTOPbIX ONpeaenseTcs B COOTBETCTBUM C HOMEPOM WM [aToil BXOAALUMX
3a8B/IEHNI A O roCyapCTBEHHON perucTpauum iekapCTBEHHbIX MpenapaTtoB B pamMkax OfHOI0 MeXAyHapoaHOro
HenaTeHTOBaHHOro HaMMEHOBaHWS JIeEKapPCTBEHHOTO nNpenapara Ui rpynnupoBOYHOr0 HAMMEHOBaHUS JIEKapPCTBEHHOMO
npenapata, W  JIeKApCTBEHHbIX  MNpenapaToB,  NpeAHasHaYeHHbIX  UCKNKYMTENbHO  AN1A NpUMeHeHuA
HecoBepLUEeHHOIETHUMU rpaxaaHamu.

(B pep. PenepasibHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-93)

2. YcKkopeHHas npoueaypa 3KCnepTu3bl NEKAPCTBEHHbIX CPEeACTB B LENAX rocyfapCTBEHHON perncrpaummn
JIeKapCTBEHHbIX NpenapaToB He NPUMEHAETCSA B OTHOLLEHUN:

1) 6uoaHanorosbIx (6MONOAO6HBIX) NEeKapCTBEHHBLIX NpenapaTos (broaHanoros);

2) pehbepeHTHbIX NekapCTBEHHBIX NpenapaToB (3a UCKNoYeHeM opaHHbIX JIeKapCTBEHHbIX Npenapartos);

3) BOCMpou3BefEeHHbIX NEKapPCTBEHHbIX MNpenapartoB (3a WCKIIOYEeHWEM MEPBbIX TPeX PerucTpupyemMbiX B
Poccwuiickoin depepaunm B Ka4ecTse BOCNPOU3BEAEHHBIX SIEKAPCTBEHHbIX NPenapaToB M fIekapCTBEHHbIX Npenaparos,
npegHasHauyeHHbIX UCKII0UYNTENBHO A/19 NPYMEHEHNS HECOBEPLLEHHOMIETHUMM rpaxaaHamu);

4) HOBbIX KOMOGUHALNIA 3aPErMCTPMPOBAHHBIX paHee NeKapCTBEHHbIX NpenapaTos;

5) nekapcTBeHHbIX MpenapaToB, 3apermcTpupoBaHHbIX paHee, HO MPOU3BEAEHHbIX B APYruX J1IeKapCTBEHHbIX
chopmax B COOTBETCTBUM C NepeYHEM HaMMeHOBaHWI NekapCcTBEHHbIX (DOPM 1 B HOBOI [O3MPOBKE.

(4acTb 2 B peq. PefepasibHOro 3akoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npoueaypa SKCnepTu3bl JIEKAPCTBEHHbIX CPEACTB NMPOBOAMUTCH MO PELUEHUI0 COOTBETCTBYHOLLErO
YMNOSIHOMOYEHHOI0 (hefilepaibHOro opraHa UCMONHUTESNbHON B/IACTU HA OCHOBaHWUWU 3asiBNEHUS 3asBUTENS B CPOK, He
NpeBbIALLMIA BOCBMUAECATN pabounx AHei. Mpn 3TOM akcnepTn3a AOKYMEHTOB, COAEPXKALUMXCA B PErncTpaLMoHHOM
[0Cbe Ha flekapCTBEHHbIV npenapart, NPoBOAMTCA B CPOK, HE MpEeBbIAlWUA AecsaTn paboumx OHER, akcnepTusa
KauecTBa SIekapCTBEHHOIO CpeACcTBa M 3KCMepTM3a OTHOLLEHMWS OXUAAEeMON NOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NeKapCcTBEHHOr0 npenapara NPoBOAATCA B CPOK, HE MpeBbIllatoLLnii LWeCcTUAecATn pabounx aHel.

(vacTb 3 B pep. PefepasibHOro 3aKkoHa ot 22.12.2014 N 429-93)

3.1. B oOTHOWeHUn opdaHHbIX JIeKapCTBEHHbIX MpenapaToB MOryT OblTb NpeAcTaBfieHbl  pe3ynbTarthbl
JOK/IMHNYECKUX NCCef0BaHNN NIeKaPCTBEHHbIX CPeACTB U KMHUYECKUX WUCC/Ief0BaHWn /IeKapCTBEHHbIX MNpenaparos
ANs MeANLUHCKOrO NPUMEHEHWS, BbINO/THEHHLIX 3a Npeaenamu Poccuiickoii defepaunm B COOTBETCTBMU C NpaBuiamu
Hagnexalleli NabopaTopHO NPaKTUKM U NpaBuaaMn Hagaexallen KIMHNYEeCKO NpakTUKu.

(vacTb 3.1 BBegeHa PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

4. YcKkopeHHas npouefypa 3KCnepTusbl SIeKapCTBEHHbIX CPencTB MPOBOAUTCA B MNOPAAKe, YCTAHOB/IEHHOM
ctatbaMn 17-20, 23 u 24 HacTosuwero ®eaepasibHOro 3aKoHa, U He 03Ha4YaeT CHWKEHNsT TpeboBaHuii K 6e30MacHOCTMH,
KayecTBY 1 a(pHEKTUBHOCTY JIeKAaPCTBEHHbIX Npenaparos.

Ctatbs 27. PelleHne 0 rocyJapCTBEHHOW pernctTpauuv NekapcTBEHHOro npenapara

1. B cpoOK, HE MpeBbIWAKLWNI AECATN pabounx AHel COo AHS MOJYYEeHWUS 3akNHYEeHWA KOMUCCUWM 3KCNepTOB MO
pesynbTataM 3KCNepTu3bl KayecTBa /IEKAPCTBEHHOrO CpeAcTBa U 3KCMEPTU3bl OTHOLLEHWUS OXWAAEMON MoMb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS IEKAPCTBEHHOro npenapara, COOTBETCTBYIOLWMIA YNOHOMOYEHHbI diefepanbHbIi
OpraH UCNOJTHUTENbHOW BNacTu:

(B pes. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

1) pasmeLyaeTt Ha cBOEM odmUMasibHOM caiiTe B ceTu "MIHTepHeT" COOTBETCTBYHLIME 3aK/IHOUYEHMS KOMMWCCUM
3KCNEepTOB M OCYLLECTB/ISAET UX OLEHKY 4715 OnpefeneHns COOTBETCTBUS 3afaHNI0 Ha NPOBEAEHNE 3TUX IKCNEPTU3;
(n. 1 B pea. degepasnbHOro 3akoHa ot 22.12.2014 N 429-d3)

2) nNpyHMMaeT pelleHne O rocyfapCTBEHHOW perucTpauny nekapCcTBEHHOrO npenaparta wanm 06 oTkase B
rocyapCTBEHHOW perncTpauuy 1ekapcTBEHHOro NpenapaTta;

3) BHOCUT MpU NPUHATUM PELUeHUss O FoCyAapCTBEHHOW perucTpauuy NekapCTBEHHOrO npenaparta AaHHble O
3aperncTpypoBaHHOM JfIeKapCTBEHHOM npenapaTte, B TOM uucne 0 hapmaueBTUHeckoin cybcTaHumu, BXoAslein B
COCTaB NIEKapCTBEHHOrO MpenapaTa, B rOCYAapCTBEHHbI peecTp /eKapCTBEHHbIX CPeACTB W BblhaeT 3asaBUTENIo
perucTpauvoHHoe YyAOCTOBEpPEeHMNe NeKapCTBEHHOro npenapara, )opma KoToporo yTBepxXxgaeTcs YNOSHOMOYEHHbIM
hefepasibHbIM OpraHoOM WCMNOJSIHUTENIbHOW BNAcTW, COr/lacoBaHHble HOPMATUBHYH [OKYMEHTaLuio, HOPMAaTUBHbIN
[OKYMEHT, MHCTPYKLMIO MO NPUMEHEHUI0 NIEKAPCTBEHHOIO npenapara M MakeTbl NEPBWYHON YNakOBKM U BTOPWUYHOINA
(NoTpebnTeNbCKON) yNakoBKM C yKasaHWEeM Ha HUX HOoMepa PperncTpauyMoHHOrO YAOCTOBEPEHUS EKAPCTBEHHOrO
npenapara v gatbl ero rocygapCTBEHHON perncTpaumu Uin B cnyvae NpuHATUA pelleHust 06 oTkase B rocy4apCTBEHHON
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

peructpauum nekapcTBEHHOIO npenapara yseoM/IseT B MMCbMEHHOW chopMe 3asBuTeNst 06 3TOM C yKa3aHueM MnpuymnH
Takoro oOTka3a. 3a Bbljayy perncTpauyMoHHOrO  YAOCTOBEPEHWS  NIEKapCTBEHHOIO  Mnpenapata  B3WMaeTcs
rocyfapcTBeHHas NoLIMHa B COOTBETCTBUM C 3akoHoAAaTeNbCTBOM Poccuiickoli degepauum o Hanorax u cbopax.

(B pen. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

2. OcHOBaHvieM O/151 OTKasa B roCy4apCTBEHHON perncTpaumn fekapcTBEHHOro npenapara SABASEeTCs peLleHve
COOTBETCTBYHLLErO YNOSIHOMOYEHHOIO (hefepasibHOro opraHa UCNoOSIHUTE IbHOW BNacTu O TOM, YTO KayecTBO U (Unw)
3(heKTUBHOCTb PErNCTPUPYEMOro NIEKAPCTBEHHOIO Npenapara He NOATBEPXAEHbI NOSYYEHHBbIMU [AHHBbIMU WK YTO
pYCK MPUYMHEHWA Bpefa 3L40POBbI0 YesioBeKa WM XMBOTHOTO BC/EACTBME MNpuema JlekapCTBEHHOro npenapara
npesbiwaeT ahPEeKTUBHOCTb €ro NPUMEHEHUS.

(B pes. PepepasnbHOro 3akoHa ot 11.10.2010 N 271-93)

3. MNoBTOpHOE NpeAcTaBneHe B COOTBETCTBYHOLLMIA YNOSHOMOYEHHbI (heaepasibHbli OpraH WMCNOHUTENbHOW
B/1ACTW /IeKapCTBEHHOrO npenapaTa, B OTHOLIEHWW KOTOPOro MoJflydyeH OTka3 B rOCYAapCTBEHHOW peructpauum u
KOTOpbIi BNOC/NEACTBMM MOABEPrcA N3MEHEHMIO B YaCTU ero cocTaBa, paccMaTpuBaeTCs kak npeacTtaBfieHne HOBOro
JIeKapCTBEHHOr0O npenaparta Ha ero rocyfapCTBEHHY perncTpaumio He3aBWCMMO OT COXPaHEeHWs ero nepBrYHOro
HaVMeHOBaHWs.

(vacTb 3 B pes. PefepasibHOrO 3akoHa oT 22.12.2014 N 429-93)

Cratba 27.1. Topagok onpefeneHus B3auMO3aMeHAEeMOCTU JIEKAPCTBEHHbIX NpenaparoB ANA MeAULMHCKOro
NnpUMeHeHns

(BBefeHa defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

1. B3aMmo3amMeHSeMOCTb /IEKAPCTBEHHbIX MpenapaToB A8 MeAMUMHCKOro MNPUMEHeHUs onpegensercs B
nopsifke, yctaHos/neHHom lMNpasutensctBom Poccuiickoii ®egepauun, Ha OCHOBaHUM CrefyrLWwmux napaMeTpos:

1) 3KBMBAJIEHTHOCTb (AN 6GMoaHanoroBbix (6MONOAOGHLIX) JIEKAPCTBEHHBLIX MpenapaTtoB (bmoaHanoros) -
COMOCTaBUMOCTb) KA4eCTBEHHbIX N KOIMYECTBEHHbIX XapakTepUCTUK hapMaLeBTUYECKMX Cyb6CcTaHumii (Mcnosib3oBaHne
pas3nunyHbIX coseit, achMpoB, KOMMNAEKCOB, N30MEPOB, KPUCTA/I/IMYECKMX hOPM U APYTUX NPOU3BOAHbIX OAHOIO 1 TOF0 Xe
[AeCTBYIOLLEr0 BeLLeCcTBa He AB/SETCA NPensATCTBMEM A/15 B3aVIMO3aMEHSAeMOCTM NIeKapCTBEHHbIX MpenapaToB, ec/u
npu NpoBefeHnn nccrefoBaHns OMO3KBMBASIEHTHOCTW NIEKAPCTBEHHOrO npenapara WauM B Clyvyae HEBO3MOXHOCTU
NpoBEAEHMSA 3TOr0 WCCNeAoBaHWs NpuM  MPOBEAEHUN  UCC/eA0OBaHMSA  TepaneBTMYECKON  SKBUBAIEHTHOCTU
NIEKAPCTBEHHOrO npenapara [A0Ka3aHO OTCYTCTBME KAMHUYECKM 3HAUUMbIX Pas3/iMunii  papMakoKMHETUKM W (Mnn)
6e3onacHOCTV N 3dp(PEeKTUBHOCTM IEKAPCTBEHHOIO NpenapaTa 415 MeANLMHCKOro NPUMEHEHMS);

2) 3KBMBA/IEHTHOCTb JIEKAPCTBEHHOI )OPMbI (MOA 3SKBMBAIEHTHBIMU fIEKAPCTBEHHLIMY hOpMaMy NMOHUMAOTCS
pasHble sleKapCcTBEHHbIE (DOPMbI, UMEKLME OAUHAaKOBble CNoco6 BBeAeHWs M Cnocob npuvMeHeHus, obnagatolime
COMNOCTaBUMbIMU (DapPMaKOKMHETNYECKMMUN XapaKTepucTrkamm 1 oapMakosiorMyeckm geincTenemMm 1 obecneunsaroLive
TaKkke [OCTWKEHME HeobXxoAMMOro KavHuyeckoro adicpekta. Pasnmums nekapcTBeHHbIX (hopM  He  SABASATCS
npensaTcTBMEM A1 WX B3aMMO3aMEHSeMOCTW, €C/u  Npu  NPOBeAEeHUMM UcCnefoBaHus OGUMO3KBMBASIEHTHOCTU
NleKapCTBEHHOro npenapara wan B criydae HEBO3MOXHOCTM MPOBEAEHUS 3TOr0 UCCNefoBaHMA NpuW NpoBefeHum
nccnefoBaHnsi TepaneBTUYECKON SKBMBAIEHTHOCTM /IEKAPCTBEHHOIO Npenapara Aoka3aHO OTCYTCTBME K/IMHUYECKU
3HAYMMbIX pa3nMynin hapMakoknHeTMkn 1 (Wam) 6e3onacHocTM U 3hGEKTVBHOCTU SIEKApCTBEHHOMO npenapaTta Ans
MEAULMHCKOTO NPUMEHEHNS);

3) 3KBMBAIEHTHOCTb M/IM COMOCTABMMOCTb COCTaBa BCMOMOraTe/ibHbIX BELLECTB /IEKAPCTBEHHOIO Npenaparta Ans
MEOULMHCKOTO NPUMEHEeHNs (pasnnyums cocTaBa BCMNOMOraTefibHbIX BELLECTB JIEKAPCTBEHHOIO npenapara Ans
MEOULMHCKOTO NMPUMEHEHUS HEe SABMAIOTCA NPEenATCTBUEM A1 MX B3aMMO3aMeHseMOoCTW, ecnv npu  NpoBefeHun
nccnefoBaHns 6MO3KBUBASIEHTHOCTY NIEKAPCTBEHHOIO npenapata 415 MeAWUUHCKOrO MPUMEHEHUs uaM B clydvae
HEBO3MOXHOCTWM  MNPOBeAeHWs 3TOr0  UcCnefoBaHUs Npu  NPOBEAEHWM  UCCNefOoBaHWs  TepaneBTUYEecKOoi
9KBMBa/IEHTHOCTU /1IEKAapCTBEHHOr0 npenapaTta Ans MeAMUMHCKOTO MPUMEHEHWS [0Ka3aHO OTCYTCTBME  K/IMHMYECKU
3HAYMMbIX pPa3iMunii papMakoKUHETUKM U (UnKn) 6e3onacHoCcTM U 3hPEKTMBHOCTM JIEKAPCTBEHHOIO npenapata Ans
MEeLULMHCKOro NpUMeHeHus. Npy 3TOM pas3nnyuusa coctaBa BCNOMOraTe lbHbIX BELLECTB HE AO/KHbI MPUBOAUTL K PUCKY
BO3HWKHOBEHWS CEPbE3HbIX HEeXeNnaTesibHbIX peakunii y OTAEeNbHbIX TPynn MauynMeHToB WM MNOBbIWEHUSA 4YacToTbl WX
BO3HWKHOBEHUS);

4) NoEeHTUYHOCTb cnocoba BBeAEHUS U MPUMEHEHUS;

5) OTCcyTCTBME K/MHUYECKM 3HAUYMMbIX pas3ivuvii Npy MNpoBeAeHUU uccefoBaHns  BGUO3KBMBaIEHTHOCTU
NIeKapCTBEHHOrO npenapaTa Win B C/lydae HEBO3MOXHOCTM NPOBELEHNS 3TOTO UCCNEAO0BAHNS OTCYTCTBME KMHMUYECKU
3HaAYMMbIX pasINuUn NokasaTenen 6e3onacHOCTN N 3PAEKTMBHOCTN NEKAPCTBEHHOrO Mpenapara npyu nNpoBeAeHUn
nuccnefoBaHus  TepaneBTUYEeCKOW SKBMBAIEHTHOCTW. [laHHbI napameTp He MNpuUMEHSieTcs B OTHOLUEHUM
BOCMNPOU3BEAEHHbIX /IEKAPCTBEHHbIX NpenapaToB, YyKasaHHbIX B 4acTu 10 ctatbu 18 HacToswero depepasbHOro
3aKoHa. B OTHOWeHMM 6uoaHanoroBbiX (6MONOAO06GHLIX) fleKapCTBEHHbLIX MNpenapaToB (6uMoaHanNoroB) pAaHHble 06
OTCYTCTBUM K/IMHWYECKA 3HAYMMbIX pas3/iMumii 6e30nacHOCTU, 3PEEKTVBHOCTN U MMMYHOTEHHOCTU /1IeKapCTBEHHOIrO
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....
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npenapara no pesysnbTatam NpoBefeHNs KNMHUYECKMX UCCNeA0BaHWNIA NPefoCTaBNSAOTCSA B MOPSAKe, YCTaHOB/IEHHOM
HacTosLL el YacTblo;

6) COOTBETCTBME NPOM3BOAUTENS SIEKAPCTBEHHOIO cpeAcTBa TpeboBaHMAM Hagfnexalleli Npon3BOACTBEHHO
NpPakTUKN.

2. CpaBHeHve napamMeTpoB PErncTpuMpyemMblX SIEKAPCTBEHHbIX MPenapaToB A/ MeAULMHCKOrO MpUMEHEHUS
OCYLLIECTB/IAETCA KOMUCCHEN 3KCNEPTOB 3KCMEPTHOIO YUpeXAeHNs NpU NPOBEAEHNM IKCMEPTMU3bI TaKUX NTEKAPCTBEHHbIX
npenaparoB B MpoOLLECCe WX TOCYAapCTBEHHON perucTpauun. BbiBoAbl 3KCNEPTOB O B3aMMO3aMEHSIEMOCTU WK
HEeB3aMMO3aMEHSIEMOCTW JIEKAPCTBEHHbLIX MpenapatoB A1 MegUUMHCKOTO NMPUMEHEHUs, cAenaHHble B pesysbraTe
3TOT0 CpaBHEHUS, OCYOPM/IAKTCA B BUAE TNPUIOKEHUS K 3aK/TOUYEHUIO 3SKCNEPTOB NO (UOpMe, YTBEPXAEHHOIA
YNO/THOMOYEHHbIM dhefiepasibHbIM OpraHoOM MCNOSIHATENBHO Bf1acTu.

3. MonoxeHns HacTOSWEN CTaTbM He pPacnpoCTPaHATCA Ha pedepeHTHbIe /IeKAapCTBEHHbIE MpenapaTsl,
NeKapCcTBEHHbIE pacTUTesIbHblE Mpenapatbl, roMeonaTtuyeckne JeKapcTBEHHble npenapaTtbl W /IEKAPCTBEHHbIE
npenaparbl, KOTOpble paspeLleHbl 418 MEANLMHCKOrO NpumeHeHns B Poccuiickoli ®egepauun 6onee gsaguati et U B
OTHOLLEHMWN KOTOPbLIX HEBO3MOXHO MPOBEAEHNE UCCNEAOBAHUS UX BMO3KBUBASIEHTHOCTY.

CraTbsa 28. PernctpaunoHHoe ya0CTOBEPEHME /IeKapPCTBEHHOTO npenapara

1. PeructpaumoHHoe y[0CTOBepeHue NekapCTBEHHOro mnpenapata C Ykas3aHuem JfleKapCTBEHHbIX opM U
[031POBOK BblgaeTcs 6ecCpoyHo, 32 UCK/IYEHVEM PErncTpauvoHHOrO YAOCTOBEPEHUS JfIeKapCTBEHHOrO npenapara,
BblJaBAEMOr0 CO CPOKOM AeiCTBUA NATb JIET, HA BNEPBbIE perucTprpyemsle B Poccuiickoin ®efepanun nekapcTBeHHble
npenapaTbl.

2. Mo ucteyeHnn ykasaHHOro B 4acTM 1 HacTosLWei cTaTbW CpoKa BblAaeTcs 6eccpoyHoe perncTpalmoHHoe
y[OCTOBEPEHVE NEKAPCTBEHHOIO Npenapara npu ycnosuy NOATBEPXAEHNS €ro rocyAapCTBEHHOM perucTpaumm.

3. B cnyyae BHeceHust B cooTBeTcTBUM €O ctatbsiMu 30 1 31 HacToswero degepasibHOro 3akoHa U3MEHEHUA B
cofepxalimecs B PerucTpauMoHHOM [0OCbe Ha 3aperucTpyMpoBaHHbI  /leKapCTBEHHbI  npenapar  AOKYMEHTbI,
3arparmBaloliMx CBefeHVs, OTPaKeHHble B  PErucTpauvoHHOM YAOCTOBEPEHMU fieKapCTBEHHOro npenaparta,
YNO/IHOMOYEHHbI hefepanbHblil opraH UCMOMHUTENbHOM BAAacTW BblgaeT HOBOE PerucTpauyoHHOe yAoCTOBEepeHue
NlekapCcTBEHHOro npenapara, cojepxallee BHECEHHbIE B HET0 N3MEHEHNS.

(4acTb 3 BBeAeHa PefepaibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTtpartbl UM NOBPEeXOEHUA PerucTpauyMoHHOro yA0CTOBEPEHMA JIEKapCTBEHHOro npenaparta no
3asB/IEHNIO B NCbMEHHOW hopme Jepxarens wunv Bnajenbla pPerucTpalMoHHOro yAoCTOBEPEHUS NEKapCTBEHHOIOo
npenapara win ynosIHOMOYEHHOrO VMMMW [APYroro puaMYecKkoro svua o Bblgaye pgybnuvkara perncTpalyoHHOro
yAOCTOBEPEHNSA NIEKAPCTBEHHOIO NpenapaTa YNo/IHOMOYEHHbI hefepaibHbIil OpraH UCNOMHUTENIbHOM BACTU B CPOK,
He MpeBbIAWMiA AecATN pabounx AHel CO AHA MOCTYNSIeHUs 3asB/ieHusl, BblaaeT Ay6nvkaT perncTpaloHHOro
YOOCTOBEPEHUS NleKapCTBEHHOro npenapaTta. 3a Bblgady aybnvkara  peructpauMoHHOro  yAoCTOBEPEHUs
JIeKapCTBEHHOIO npenapara B3WMaeTCA [OCyAapCTBEHHAsA MOLWIMHA B COOTBETCTBMM C 3aKOHOZATE/IbCTBOM
Poccuiickoii depgepaummn o Hanorax n céopax.

(vacTb 4 BBegeHa degepasibHbiM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbs 29. NMoaTBepxaeHve rocyapCTBEHHONM perncTpaunm nekapcTBEHHOro npenapara
(B pep. PefepasibHOro 3akoHa ot 22.12.2014 N 429-93)

1. MoaTBepxaeHve rocyJapCTBEHHOW perncTpauuy ekapcTBEHHOro npenapara OCyLecTB/IAeTCA Npu Bblgaye
6eCcCpoOYHOro perncTpaLioHHoro y0CTOBEPEHNA NIEKAPCTBEHHOMO Npenapara B c/lyyae, yKasaHHOM B YacTu 2 CTaTby
28 HacTosLero denepanbHOro 3akoHa, B CPOK, He MpeBbIWALWMIA LecTuaecaTn pabounx AHeW co AHSA NosyyYeHus
COOTBETCTBYHLLMM YNOTHOMOYEHHbIM (hegepanbHbIM OpraHOM UCMOTHUTENIbHON BNAaCcTH 3asB/IEHUS O NOATBEPXAEHUM
rocyiapCTBEHHOW perncTpaunm nekapcTBeHHOro npenapara. He ocyllectsnseTcs NOATBEPXAEHME TOCYLapCTBEHHON
peructpauvm B OTHOLLIEHWM NEKAPCTBEHHOIO npenapaTta, He HaxoausLuerocs B obpatleHun B Poccuiickoli Pefepaumu B
TeueHve Tpex u 6Gonee net, a TakkKe B OTHOLIEHUW JIeKAPCTBEHHONO CpPeACcTBa, NPOU3BEAEHHOINO C HapylleHuem
TpeboBaHWs, YCTAaHOB/IEHHOMO YacTblo 3.7 cTaTbl 71 HacToswero ®efepasibHOro 3aKoHa.

2. 3anBneHne o0 NOATBEPXKAEHWUN FOCYAapCTBEHHOW perncTpauuy nekapcTBEHHOro npenapara npeacraBnseTcs B
COOTBETCTBYHOLMA YNOSIHOMOYEHHbI defepasibHblii OpraH WCMOMHWTENIbHOM BMacTMu He paHee 4Yem 3a CTo
BOCEMbAECAT AHEN A0 UCTEUEHNs CPoKa AeNCTBUA PerncTpauMoHHOr0 YA0CTOBEPEHMUS /IeKapCTBEHHOIO npenapaTta.

3. lMoaTtBepxieHve rocyfapCTBEHHON perucTpauum NekapCTBEHHOTO npenapara  OCYLLeCcTBASeTcsa Mo
pesynbTaraM 3KCNepTu3bl OTHOLUEHWUA OXWAAEMOW MNOJb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUS JIeKapCTBEHHOIO
npenaparta Ha OCHOBaHWW Pe3y/ibTaTOB MOHUTOPUHIa 3(pHEeKTUBHOCTN 1 6e30MacHOCTN IeKapCTBEHHOIO Mpenapara,
NPOBOAMMOrO AepxarteneM Wnu BrafesibLeM perncTpauroHHoro yAoCTOBEpPEeHUs JiekapCTBEHHOro npenapara 1néo
YMO/THOMOYEHHBLIM UMW IOPUANYECKUM JIMLOM, a TaKKe COOTBETCTBYHOLMM YMO/THOMOYEHHBLIM hefepasibHbIM OpraHom
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NCMNOJIHUTEIbHOW BNacT! B COOTBETCTBUN C TpeboBaHUsAMU cTaTbl 64 HacToswero PenepasbHOro 3akoHa.

4. K 3a59BNeHNI0 O NOATBEPXKAEHUN TOCYAAPCTBEHHON perncTpaunv eKkapCTBEHHOIO Mpenapara npunaralTcs
[OKYMEHTbI, cogepxallye pe3ynbTatbl MOHUTOPUHIa 3hEKTUBHOCTN M 6e30MacHOCTU /1IeKapCTBEHHOro npenapaTa,
NPOBOAMMOrO AepxaTteneM unv BAafesbLeM perucTpauvoHHOro YA0CTOBEPEHMS SieKapCTBEHHOro npenapata nnbo
YNO/IHOMOYEHHbIM UMW IOPUANYECKM NIMUOM, N0 QOopMe, YTBEPXAEHHOW COOTBETCTBYHOLLMM  YMONHOMOYEHHbIM
dpefepasibHbIM OpraHoOM MCMOJTHUTE/IbHO BNACTW; KOMWUSA NIMLEH3UN HAa MNPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM
KOMWA 3aKk/1l04eHns 0 COOTBETCTBUM MPOU3BOAUTENS J/IeKapPCTBEHHbIX CPefCcTB TpeboBaHuAM MpasBwui Hazjsexallel
NPON3BOACTBEHHOW MPaKTUKW, BblAaHHbIE YMNOSHOMOYEHHbIM (efepasibHbIM OpraHoM WCMNOJSIHUTENbHOW BNactu, B
C/lyyae, ecniv NpoM3BOACTBO JIEKAPCTBEHHOrO Mpenaparta ocyllecTsnsetca B Poccuiickoin degepaummn, nmbo konus
BblAHHOI YMOMHOMOYEHHbIM OpraHoM CTpaHbl NPOM3BOAWNTENS /INLEH3MM Ha NPOU3BOACTBO  IEKAPCTBEHHOMO
npenapara M ee MNepeBOf Ha PYCCKWU fA3blK, 3aBEPeHHble B YCTAHOB/IEHHOM MOPsSAKe, W KOMUS 3ak/loyeHus o
COOTBETCTBMM MPOM3BOAMTENS JIEKAPCTBEHHbIX CPEACTB TpeboBaHMAM NpaBwa Hag/exallein npou3BOLCTBEHHOM
NPakTVK1, BblAAHHOTO YMNOSIHOMOYEHHbIM (defepasibHbiM  OpPraHOM MWCMOMHWUTESIbHOM BfacTu, B CrlyyYae, €c/iun
NpPon3BOACTBO JIeKAPCTBEHHOIO NpenapaTta ocyLecTBNsgeTcA 3a npegenavmm Pocculickoin ®egepaunn. B oTHOWEHMM
NIeKapCTBEHHbIX NpenapaTtoB A/ BETEPUMHAPHOro MPUMEHEHUS AOMOMHUTENIbHO NPEeACTaBAATCA  AOKYMEHTHI,
ykasaHHble B noAnyHkrax "a", "6", "K', "n" nyHkta 4 yactm 3 crtatbu 17 HacTtoswero ®epepasibHOro 3akoHa. B
OTHOLLEHMUN BMOSIOrMYECKMX NIEKAPCTBEHHBLIX MpenapaToB 3asaBWTeSlb AOMNOJHUTENbHO NpeAcTaBNseT pesynbTaThl
OCYLLECTB/IEHUSI MEPONPUATUI B COOTBETCTBUM C MNMIAHOM YMPaB/IEHUS PUCKaMW, YTBEPXKAEHHbIM YMNOSIHOMOYEHHbIM
defepasibHbIM  OpraHOM  MCMOJIHATENBHON  BMacTM  NpPW  OCYLLECTB/IEHUM  TOCYLApPCTBEHHOW  perucrpauuu
nekapcTBeHHOro npenapata. C 3asB/eHMEM O MNOATBEPXKAEHUN T[OCYAAPCTBEHHON perncrpauun ekapcTBEHHOro
npenapara 3asBUTe b NPeACTaBNsAEeT KON AOKYMEHTa, MOATBEPXAAtOLLEro ynnaTy rocyAapCTBEHHONM NOLWWVHbLI 3a
noATBepXAeHne TrocyAapCTBEHHOM perncTpaumMn JekapcTBEHHOro npenapaTta, Nvmbo BnpaBe npeacTaBuTb MO
COOGCTBEHHOW VHUUMATMBE YyKa3aHHbIA AOKyMeHT. B cnyuyae HenpeacTaBNeHUs  yKasaHHOTO  [OKyMeHTa
YMOSTHOMOYEHHbIN (hefepasibHblii OpraH UCNOTHMTENIBHOW BAlacT NpoBepseT dhakT ynaartbl rocy4apCTBEHHON NOLWANHbI
3asBUTE/IEM MOCPEACTBOM MCMNO/b30BaHNS MHopMaumn o6 ynnate rocygapCTBEHHONM MOLL/MHBI, CoAepXalleliica B
FocyfapCTBEHHON MHPOPMALMOHHON CUCTEME O TOCYAAPCTBEHHbIX U MYHULMMNAbHbLIX MaaTexax, Ha OCHOBaHuK
npeAcTaB/IeHHON 3asBUTENEM KOMUKN AOKYMEHTA, NOATBEPXKAAIOLLErO YNaaTy rocy1apCTBEHHON NOLLINHBI.

5. B TeueHune pgecatv paboumx AHER CO [AHSA MNPUHATAA 3asBieHUs O MOATBEPXAEHWM ToCyAapCTBEHHON
peructpauum NekapcTBEHHOro Nnpenapara U AOKYMEHTOB, COAEPXAalLMX pe3ynbTaTbl MOHUTOPUHIA 3(OEKTUBHOCTM 1
6e30nacHOCTM JIEKapCTBEHHOrO rMpenapara, MPOBOAMMOrO AepXaTtesieM Wan  BragenbuemM  pernctpauvoHHOro
yA0CTOBEPEHUS IEKAPCTBEHHOIO Mpenapara /M60 YNOSHOMOYEHHbIM UMW OPUANYECKAM JIALOM, YNOSIHOMOYEHHbIN
hefepanbHbIii opraH UCNOHUTETbHOW BNAaCTU:

1) npoBOAWT NPOBEPKY MOMHOTLI CBEAEHWIA, COAepXaLLMXCA B NpeACTaB/EHHbIX 3asBUTEIEM AOKYMEHTAX;

2) NpuHMMaeT pelueHVe O MnpoBedeHun M 06 OTkase B MPOBEAEHUN 3KCMEPTU3bl OTHOLUEHUSI OXMOAEMON
Nosib3bl K BO3MOXHOMY PUCKY NPUMEHEHWS f1eKapCTBEHHOr0 npenapata Ha OCHOBaHUWM pe3ynbTaToB MOHWUTOPUHra
ahdhekTMBHOCTM M 6E30MacHOCTU JIEKAPCTBEHHOIO npenapara, NpPOBOAMMOrO JepXxaTtenem win  Bnagesnbuem
pervcTpaumoHHOro yA0CTOBEPEHNS NTIEKapCTBEHHOIO nNpenapara Mbo ynosIHOMOYEHHLIM UMW KOPUANYECKUM INLOM, a
Takke pegepasibHbIM OPraHoOM WCMONHUTESIbHOM BNacTu B COOTBETCTBMM C TpeboBaHMAMU cTaTbh 64 HacTOALLEro
defepasibHOro 3aKoHa,;

3) yBegomnseT B 3/1EKTPOHHOM (hopMe uavM MUCbMEHHOR (hopMe 3asABUTENs U 3KCMEpPTHOE YyupexaeHue o
MPUHATOM peLleHun 60 B cryyae NPUHATUS pelleHns 06 OTka3e B NPOBEAEHWMU IKCNepTu3bl yKasbiBaeT NPUYMHbI
Takoro oTkasa.

6. B cnyyae BbISIBNEHWST HeOQOCTOBEPHOCTM M (MKM) HeAQOCTAaTOYHOCTM MHopmauun, cogepxalleica B
NpeacTaB/ieHHbIX 3asBUTENIEM [OKYMEHTaX, YMNO/IHOMOYEHHbIN diefepasibHblil opraH  UCNOAHMTENBHOW  BNacTy
HanpaBnseT 3asBUTENIO 3aNpoc 06 YTOUHEHWM yKa3aHHOl MHdopmauuu. 3anpoc YnoSHOMOYEHHOro heaepanbHOro
opraHa UCMOMHWUTENIbHOM BNacTu MOXeT ObiTb nepefaH YNoSHOMOYEHHOMY NPeACTaBUTENI0 3asBUTENS INYHO Mof,
pacnucky, HanpasJ/ieH Mo NoYyTe 3aKa3HbIM MMCbMOM WY NepedaH B 3/1EKTPOHHOM hopMe MO TeNEKOMMYHUKALNOHHbLIM
KaHanam cBsi3n. B criyyae HanpaBneHms 3anpoca yno/IHOMOYEHHOro heepasibHOro opraHa MCNOJIHATENbHON BNacTy
Mo no4Te 3akasHbIM MMCbMOM OH CHMTAETCS MOJTyYEHHbIM MO UCTEYEHNMN LIECTN AHEW C AaTbl HanpaB/iEHMs 3akKa3Horo
nucobma.

7. 3anBuTeNb 0653aH NpPeACTaBUTb OTBET Ha 3anpoc YNoSHOMOYEHHOro hedepasibHOro opraHa MCNOIHUTESTbHO
B/1ACTV B CPOK, HE MpeBblllaolnii AeBsHocTa pabounx AgHeli co AHSA ero nonydveHusi. Cpok, ykasaHHbli B yacTu 5
HacTosLleli cTaTby, NMPMOCTaHaBNMBAETCA CO AHA HanpaBfeHns 3aABUTENI0 3anpoca YNoNHOMOYEHHOro doefiepasibHOro
opraHa UCMoJIHUTENIbHOW B/IACTU 0 OHSA MOMYYEHUS UM COOTBETCTBYHOLLIETO OTBETA U HE YUNTLIBAETCHA MPU UCUNCIEHUN
CpOoKa NnoATBePXAEeHNS rOCyAapCTBEHHOW perncTpaLmmn n1ekapcTBEHHOro npenapara.

8. OcHoBaHVeM AN oTkasa B NPOBeAEHMMN 3KCNEePTU3bl OTHOLUEHUSA OXWAAEMOW NOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS JIeKapCTBEHHOrO MnpenapaTta fBNSETCA MNpeAcTaB/ieHNne [OKYMEHTOB, COAepXalluuMx pesynbTathbl
MOHMTOPUHra 3achdekTMBHOCTM U 6e30NacHOCT SIeKapCTBEHHOrO npenapata, U (WaM) B OTHOLIEHWM 6GMONOrMYecKmx
NeKapCTBEHHbIX NpenapaTtoB pe3y/bTaToB OCYLLECTBAEHUS MEpPOnpuATUMA B COOTBETCTBUM C MI@aHOM  YnpaBfieHus
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prckamu, yTBEPXAEHHbIM YNOMHOMOYEHHbLIM (defepasibHbIM OpraHoOM WCMOJSIHUTE/IbHOM BNacTW Mpu OCYLLECTBIEHWN
rocyapCTBEHHOW perucrTpauun JfiekapCTBEHHOrO Mpenaparta, B HEMOSHOM 06bemMe, OTCYTCTBME WHOpMaLmu,
noaTeepxgawowein akt ynnatbl rocygapCTBEHHON MOLWUHBLI 3a MOATBEPXAEHWE TFOCYAApPCTBEHHON perncrpaummn
NeKapcTBEHHOr0 npenapara, Mb0 HenpeAcTaB/eHe 3asaBMTE/IEM B YCTAHOBJ/IEHHbIV CPOK OTBETa Ha yKas3aHHblii B
yacTy 6 HacTosllell cTaTbu 3anpoc YNOSIHOMOYEHHOro oefepasibHOr0 opraHa WCMOMHWUTENBHON BNacTu, a Takke
OTCYTCTBME B yKa3aHHbIX AOKYMEHTax MHchopmaLmm, KoTopas A0/MKHA GbiTb B HUX OTPaxXeHa.

9. 3KcnepTu3a OTHOLLEHUSI OXMUAAEMOI NO/b3bl K BO3MOXHOMY PUCKY NPUMEHEHWS NIEKAPCTBEHHOIO Npenapara B
Lenax NnoaTBEPXAEHNS rocyAapCTBEHHOW perncTpaummn ekapcTBEHHOro npenapara NpoBOAMTCS KOMUCCUEN SKCNepToB
3KCMEPTHOTO YUYPEXAEHUS B CPOK, HE MPEBbLILLAILLMIA COpOKa pabounx AHEN.

10. B cnyyae HepoCTaTOMHOCTM MPeACTaB/IEHHbIX 3KCMEpTy MarepuasioB A8 [aun  3ak/iyeHus 3KcnepT
obpallaeTcs K pyKOBOAUTENIO 3SKCMEPTHOTO YyupexaeHns O npefocTaB/ieHMM eMy HeobXoAMMbIX MaTepuasios.
PykoBoguTENb 3KCMEPTHOTO Y4YPEXAeHMs obpallaeTcsli C COOTBETCTBYHLIMM 3anpocoM B YNOTHOMOYEHHbIi
hefepanbHbiii OpraH MWCMOHWTENbHOW BfacTW, BblAaBWWA 3aJaHMe Ha MPOBEAEHME SKCMEepPTM3bl OTHOLLEHMS
OXMaemoli Monb3bl K BO3MOXHOMY PUCKY NPUMEHEHUsI NIEKAPCTBEHHOTO Mpenapara Ha OCHOBaHMU [OKYMEHTa,
cofepXallero pesynbTaTbl MOHUTOPUHIa 3hPEKTUBHOCTN U 6E30MacHOCTU /IeKapCTBEHHOTO Mpenaparta. B TeueHne
nAaTh paboumx gHeli co AHA NOCTYM/IEHMS 3anpoca pyKoBOAMTE S 3KCNEPTHOrO yUpeXaeHUs ykasaHHbIli defepanbHblii
opraH MCMOJSIHUTENbHOM BacTW HanpasBnseT 3asBMTE/Il0 3anpoc O NpeAcTaB/eHMM HeobXoAMMbIX MaTepuasios,
KOTOpbIi MOXET ObITb NepeaaH ynoNHOMOYEHHOMY NPeACTaBUTENO 3asaBUTENA JINYHO MOA Pacnucky, HamnpassieH no
noyTe 3akasHblM MMCbMOM WM NepegaH B 3NEKTPOHHON hopMe No TeNIeKOMMYHUKALMOHHBLIM KaHanam cBssu. B cnydae
Hanpae/ieHNsi 3anpoca YNosIHOMOYEHHOro hefepasibHOr0 opraHa WCMOMHWUTENbHOM BMacTM N0 MNo4YTe 3akasHbIM
MMCbMOM OH CUYMTAETCS NOJIYYEHHbIM N0 UCTEYEHUW LLIECTU AHEN C AaTbl HANpPaB/IEHWS 3aKa3HOro NUCbMa.

11. 3aaButenb 06s3aH npeAcTaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro efepasibHOr0  opraHa
UCMONHUTENBHON BN1acTh B CPOK, He NpeBblllalolnii WecTuaecaTn pabounx AHel CO AHS MOJyYeHWs yKa3aHHOro
3anpoca. YMNOSIHOMOYEHHbIA ddefepasibHblii OpraH WUCMOSIHUTENBHOW BNacTW, BblAaBLUWA 3afaHne Ha MnpoBeAeHue
3KCNEPTM3bl OTHOLIEHUSI OXMAAEMOI MOJb3bl K BO3MOXHOMY PWCKY MPUMEHEHMS NIEKAPCTBEHHOTO Mpenapara Ha
OCHOBaHUW [OKYMEHTa, CofepXallero pesysbTaTbl MOHUTOPUHIa 3hPEKTNBHOCTU M 6E30MacHOCTU /1eKapCTBEHHOTO
npenapara, B TeueHne naTv paboumx gHen co AHSA NOCTYNeHUss OT 3asBUTesIA OTBeTa Ha 3amnpoc YNoSIHOMOYEHHOro
hefepasibHOTO opraHa WCNOSIHUTE/IbHOW BNacTU HanmpaBnsieT 3TOT OTBET B 3KCMEPTHOe yupexaeHwe. B cnydae
HenpeAcTaBfeHMs N0 WCTEYEHUU LIecTUAecATM pabounx AHeli 3asBMTENEeM OTBETa Ha yKas3aHHbI  3anpoc
YMNOSIHOMOYEHHbI hefepanbHblii opraH UCNOMTHUTENBHOW BNacTW, BblgaBLUMIA 3agaHWe Ha NPOBEAEHME 3KCNEpPTU3bI
OTHOLLEHMS OXWAAEMOlM MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS] JIEKAPCTBEHHOTO Mpenapara Ha OCHOBaHMU
[OKYMEHTa, CoAepXallero pesyibTarbl MOHUTOPUHIa 3DeKTMBHOCTM M 6&30MacHOCTU SIeKapCTBEHHOTO npenapara, B
TeueHue NATM pabounx gHein HanpasnsieT B 9KCNEPTHOE yupexaeHre yBegoM/IeHne 0 HenpeacTaB/ieHnn 3asBuTenem
OoTBETA Ha 3anpoc YyKasaHHOro opraHa. Bpemsi co [HS HanpaBneHWs 3anpoca 3KCMEepPTHOro YYpexpaeHus B
YNO/IHOMOYEHHbI (hefepanbHblii OpraH WCMOMHUTENIbHON BNacTu A0 AHA NOJYYEHUS 3KCMEPTHbIM  yupexaeHuem
OTBETA Ha 3anpoc N yBeAOM/IEHNS O HENPEACTAB/IEHNN OTBETA Ha 3aNpoC HE YYMTbIBAETCS MPU WCUMC/IEHMM CpokKa
NPOBEAEHNS 3KCMEPTU3bl OTHOLLEHMS OXWAAEMOM MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS JIEKAPCTBEHHOIO
npenaparta Ha OCHOBaHUWM [OKYMEHTa, CoAepXallero pesysbTaTbl MOHUTOPUHra 3h(EKTMBHOCTU M 6Ge3onacHoCTH
NeKapCcTBEHHOr0 npenapara.

12. B cpok, He npeBblllatoLnii 4ecaTn paboumx gHeli o AHSA MOSyYeHUs 3ak/loUeHUss KOMUCCUM 3KCMepToB Mo
pesynbTataM 3KCMepTU3bl OTHOLUEHWS OXWAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS JIeKapCTBEHHOro
npenapara, COOTBETCTBYIOLLMI yNOSTHOMOYEHHbI hefepanbHblli OpraH NCNO/THUTENBHOM BNacTu:

1) ocywiecTBNSAET OLEHKY 3TOro 3ak/loueHns Ons onpefesieHnst ero COOTBETCTBMSA 3afaHui0 Ha MpoBefAeHue
yKa3aHHO 3KCnepTu3bl;

2) NpMHMMAaET peLleHne 0 NOATBEPXKAEHNN FOCYAapCTBEHHON perucTpaumum NekapcTBEHHOroO npenapara wamM o6
OTKase B NOATBEPXAEHNM roCyAapCTBEHHOW perncTpauuy ekapcTBeHHOro npenapaTa;

3) BHOCMT nNpv MPUHATMM peELLUEeHUS O MOATBEPXAEHUMN T[OCYAAapCTBEHHON perncTpauum nekapCTBEHHOro
npenaparta CBeAEHUS B rOCYAAPCTBEHHbIi PEecTp NEKAPCTBEHHbIX CPEACTB U BblAaeT 3asBUTEN0 GECCPOYHOe
perucTpaunoHHoe yA0CTOBEPEHNE NIEKAPCTBEHHOMO Npenapara.

13. OcHoBaHMEM /11 OTKa3a B MOATBEPXAEHUWN TOCY[AAPCTBEHHON perncrpaummn fiekapCTBEHHOro npenapara
ABNAETCA peLlueHne COOTBETCTBYHOLLErO YNOSHOMOYEHHOr0 (hefepasibHOro opraHa UCNosIHUTE/IbHON BNacTW O TOM, 4TO
pyCK MpUYMHEHMA Bpefa 340POBbI0 YesioBeKa WM XUBOTHOrO BCAEACTBME MNpuemMa /lekapCTBEHHOro npenaparta
npesbiaeT 3(pheKTUBHOCTb €ro NPUMeEHEHMS.

14. B nepuop npoBegeHusi npoueaypbl NOATBEPXAEHUS TOCYAAPCTBEHHOW perncrTpaumm eKkapcTBEHHOro
npenapaTa ero obpauieHne B Poccuitickon degepaumm He npuocTaHaB/IMBaeTCs.

15. lonyckaeTcs obpalleHne NnekapCTBEHHbIX NpenapaToB A1 MeAULMHCKOTO NPUMEHEHUST A0 NCTEYEHMS CpOoKa
rO4HOCTM, MPON3BEAEHHbIX B TEUEHME CTa BOCbMUAECATN KanleH4apHbIX AHEeW nocne gatbl NPUHATMSA YNOSIHOMOYEHHbLIM
dhefepasibHbIM OpraHoM MCMOJSIHUTENbHOM BAAacT! pelleHns O MOATBEPXAEHWMU FOCyAapCTBEHHONM peructpauuv, B
COOTBETCTBMU C MHpopMaLmeld, cogepXxalleiica B JOKYMEHTax permcTpaumoHHOro AOCbe Ha /IeKapCTBEHHbIV npenapat
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

[10 AaTbl NPVHATUS TAKOTO peLleHusl.

KoHcynbTaHTlA0C: npuMeyaHue.

Jepxatenn wam Bnagesbubl PErMcTpauMOHHbIX YAOCTOBEPEHUI /IEKaPCTBEHHbIX MpenapaToB MOryT nogartb
3asBeHNs 06 onpefesnieHnn B3arM0o3aMEHSAEMOCTU JIEKAPCTBEHHbIX MpenapaToB 419 MeAWULMHCKOro MpPUMEHEHMs B
nopsiake, yctaHoBneHHom ctaTtbeli 30 (B peg. ot 22.12.2014), go 31 pgekabpsi 2016 roga (PegepasibHblii 3aKOH OT
22.12.2014 N 429-93).

Cratbsa 30. BHeceHMe W3MeHeHWii B [OKYMEHTbl, COAepXalimecsa B PerucTpauMoHHOM [J0Cbe Ha
3aperncTpmMpoBaHHbIii TIeKapCTBEHHbIN Npenapar A5 MeguLMHCKOrO NPUMEHEHNS

1. B uensx BHECEHUS WU3MEHeHW/i B [OKYMEHTbl, COfepXalmecs B PerucTpauuMoHHOM [0Cbe Ha
3aperncTpypoBaHHbIli  fIeKapCTBEHHbI npenapaT A8 MeAMUMHCKOTO MpUMEHEHUsl, Aepxatenb WM Bnagenel,
perucTpauroHHOro y0CTOBEPEHWS SIeKapCTBEHHOTO npenapara 1av yrnosiHOMOYEHHOe UM Apyroe opuanyeckoe nuuo
(Banee B HacToOSLEN CTaTbe - 3a8BMTE/b) NPEACTaB/IAET B YNO/JTHOMOYEHHbI (hefgepasibHblli OpraH MCNOSTHUTEIbHOM
B/1ACTW 3asBfIEHNE O BHECEHWW Takmx W3MEHEeHWi no opme, YCTAHOB/IEHHOW YMNOJIHOMOYEHHbIM efepasibHbIM
OpraHom UCMNOJSIHUTENbHOW BN1ACTU, Y NPUMIOXKEHHbIE K HEMY U3MEHEHMWS B YKa3aHHbIe JOKYMEHTbI, & TakKe [LOKYMEHTbI,
noaTeepXJanwme HeobXoAMMOCTb BHECEHWUS TakMx W3MeHeHwi. [pu HeobXO4MMOCTM BHECEHWUS W3MEHEHWIA B
[OKYMEHTbI PEermcTpaunoHHOrO A0Cbe Ha 3aperMcTpyMpoBaHHbIii NIeKapCTBEHHLIA npenapar, Tpeodylwux npoBeaeHNs
3KCNEepPTM3bl KAUeCTBa /IEKAPCTBEHHbIX CPEACTB M (M/IM) 3KCMEepTM3bl OTHOLUEHUS OXMUAAEMON MOMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS JIEKApCTBEHHOrO npenapara Aas MeAWLUHCKOTO MPUMEHEHUS, 3asBUTE/b  AOMOMHUTESTbHO
npeacTaBnseT B YNO/IHOMOYEHHbIN hefepanbHblli OpraH MCNOMHUTENbHON BACTM KOMUIO NIMLEH3UN Ha MPOM3BOACTBO
NeKapCTBEHHbIX CPeACTB WM KOMUI0 3ak/IloYeHMs O COOTBETCTBUM NPOU3BOAUTENSA JIEKAPCTBEHHbLIX CPEACTB
TpeboBaHVAM NpaBWI Hazsexalleli Npou3BOACTBEHHOW MPAKTUKW, BblAAHHLIE YNOSTHOMOYEHHbIM (defepasibHbIM
OpraHoM UCMOJIHUTENIbHONM BflacTW, B C/lydae, ec/iM MpovM3BOACTBO JIEKAPCTBEHHOTO Mpenapara OCyLecTBAsSeTcs B
Poccwuiickoin depepaunm, NMb0o KONWIO BblAAHHOW YNOTHOMOYEHHbIM OpPraHoM CTpaHbl MPOU3BOAMTENA NMLUEH3UW Ha
NPOVN3BOACTBO /IEKAPCTBEHHOIO NpenapaTa U ee NepeBo/, Ha PyCCKuli A3bIK, 3aBepPeHHbIe B YCTAHOBIEHHOM NOpsAAKe, 1
KOMUIO 3aK/I0YEHNST O COOTBETCTBUM MPOU3BOAUTENIS NIEKAPCTBEHHBLIX CPeAcTB TpeboBaHWsAM NpaBun Hagnexallei
NPON3BOACTBEHHOWN NPAaKTUKK, BbIAAHHOIO YMOMHOMOYEHHbIM hefepasibHbIM OpraHoM WCMOSIHUTE/bHOW Bactu, B
C/yyae, ecniv Npon3BOACTBO SIEKAPCTBEHHOIO Npenaparta ocylecTBaseTca 3a npegenamu Poccuiickoin depepaunn.
MpuHATME peLLeHns 0 BHECEHUWN U3MEHEHW N 06 OTKa3e B X BHECEHWM OCYLLEeCTBASETCA B C/lyyae Heob6XxoAMmMocTu
NpoBeAEHNS IKCNEPTU3bl KAYeCTBa /IEKAPCTBEHHbIX CPEACTB M (MM) 3KCNEPTU3bl OTHOLLIEHWS OXUAAEeMOW MNOsb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHMS JIEKAPCTBEHHOIO npenapara Aas MeAUUMHCKOTO MNPYMEHEHWS B CPOK, He
NpeBbILLALWNA AeBAHOCTa pabounx AHell, a B OCTaslbHbIX Crlydasix B CPOK, He MpeBbllallLmii Tpuauati pabounx gHeii
CO [HA NPUHATUSA YNONHOMOYEHHbIM (hefepasibHbIM OPraHoM UCNOTHUTENBHOW BNAacTy 3asBNEHUA O BHECEHUWN Takux
N3MEHEHWIA.

(vacTb 1 B pes. PefepasibHOrO 3akoHa oT 22.12.2014 N 429-93)

2. JkcnepTusa NekapCTBEHHbIX CPeACTB B YacTW 3KCNEepTU3bl kKayecTBa JIeKapCTBEHHOro cpefctsa v (unwm)
3KCNepTM3bl OTHOLUEHUS OXWOAEMONM MOJb3bl K BO3SMOXHOMY PUCKY NMPUMEHEHUS JIEKAPCTBEHHOrO npenaparta Ans
MEOULMHCKOTO MNPYMEHEHNs MPOBOAMTCA B C/lydae BHECEHWs W3MEHEeHWld B LOKYMEHTbl, cogepxawmecs B
pervcTpaumoHHOM A0Chbe Ha 3aperncTprpoBaHHbIl IeKapCTBEHHbIV Npenapar, B OTHOLLEHWN:

1) cBefeHWUi, yKasaHHbIX B MHCTPYKLMM N0 MEAULMHCKOMY NMPUMEHEHUIO IEKApPCTBEHHOIO NpenapaTta:

a) nekapcTBeHHasn hopmMa C yKkasaHMeM HavMeHOBaHUA U KOMIMYECTBEHHOrO COCTaBa AEeNCTBYIOLWMX BELLeCcTB U
KauyeCTBEHHOrO0 CcOCTaBa BCNoOMOrateflbHbiX BewecTB (NpM  HeOo6XOoO4MMOCTM  KOMMYECTBEHHOr0  cocTasa
BCMOMOraTtesibHbIX BELLECTB);

6) capmakoguHamuka U apmMakOKMHETUKa (3a UCKIYeHMEM  DapMakoKMHETUKM  roMeonaTuy4eckux
NleKapCTBEHHbIX NPenapaToB U pacTUTeNbHbIX SIeKAPCTBEHHbLIX NPenapaTos);

B) NOKa3aHusa 4151 NPUMEHEHNS;

r) NPOTMBOMNOKa3aHWs 4719 NPUMEHEHUS;

[) Mepbl NPefoCTOPOXHOCTW NPU MPUMEHEHUN;

€) ykazaHume BO3MOXHOCTM WU OCOGEHHOCTEN NPUMEHEHWS JIeKaPCTBEHHOTO npenapara AnAs MeLULMHCKOrOo
NPMMEHEeHNs1 6epeMEeHHbIMU XXEHLUMHAMM, XEHLWMHaMU B NEpUog, rpyaHOro BCKapMAMBaHWS, AETbMW, B3pPOC/bIMU,
NMELLMMUN XPOHMYECKMe 3ab01eBaHus;

X) pPexvM [03MpOBaHUs, CMocobbl BBEAEHMS U NPUMEHEHWs, NpuM  HeobXoAMMOCTM BpemMs  nprvema
NeKapCcTBEHHOr0 npenapara, NPOA0/HKUTENBHOCTL SIeYeHMsl, B TOM Y1c/e Y AeTei A0 1 nocne 04HOro roaa;

3) BO3MOXHble NOBGOYHbIE AENCTBUA U HEXenaTeslbHble peakumn Npy NpUMeHeHNV NekapCcTBEHHOIO npenapaTa,;

1) CMMNTOMbI NEPEL03MPOBKU, MEPBI MO OKa3aHWK NOMOLLM MpU Nepefo3npoBKe;

K) B3aMModencTeme ¢ ApPYyrmmmn iekapCTBEHHbIMU NpenapaTamu u (Mn) NULLLEBLIMU NPOAYKTaMu;
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

) hopMbl BbiMyCKa NNEKAPCTBEHHOTO Npenapara;

M) ykasaHue (Npy Heo6XoANMMOCTN) OCOOBEHHOCTEN AEACTBUA /IeKapCTBEHHOIO MNpenapaTta nNpuv NepBoM npueme
WV NpU ero OTMEHE;

H) CBeJeHWs O BO3MOXHOM BJ/IMSSHUWM JIEKAPCTBEHHOTO Mpenapara Afs MeAMLUMHCKOTO MpPUMEHEHMS Ha
CNOCOGHOCTb YNPaBAATb TPAHCMOPTHBLIMW CPeACTBaMU, MeXaHU3Mamu;

0) CPOK FOAHOCTU 1 yKa3aHue Ha 3anpeT NPUMEHEHNS IeKapCTBEHHOTO Npenapara no MCTeYEHNN CpoKa rogHOCTY;

M) YCNOBUSI XpaHeHUs;

p) YCNoBust OTNYCKa,;

2) cocTaBa fiekapCTBEHHOrO NpenapaTta A/ MegULMHCKOTro NPUMEeHEHNS;

3) usMeHeHUs1 MecTa NPON3BOACTBA SIEKAPCTBEHHOIO Npenaparta A1 MegUuLMHCKOro NPUMEHEHNS;

4) n3MeHeHUs nokasaTesieil KayecTBa lekapCTBEHHOrO npenapara 419 MeAULUHCKOrO MpUMeEHeHus n (unwm)
METO0B KOHTPO/IS Ka4ecTBa JIEKApPCTBEHHOIO npenapata A1 MeAULUHCKOTO NMPUMEHEHUS;

5) n3meHeHus cpoka rogHoOCTV IeKapCTBEHHOTO nNpenapara A/1s MegULUHCKOrO NPUMEHEHNS;

6) cBeeHulii 0 HEOOXOAMMOCTM BHECEHWUS MHbIX U3MEHEHWA B WHCTPYKUMIO MO MEAULMHCKOMY MNPUMEHEHUIO
NIeKapCTBEHHOrO npenapaTta, a Takke B WHble [OKYMEHTbl, coAepXawmecs B pPerucTpauvoHHOM [AOCbe Ha
3aperncTpypoBaHHbIli  flIekapcTBeHHbI npenapaT. [Mpu 3TOM pelleHMe O MNpPOBEAEHUU 3KCMepTM3bl  KadvecTBa
NeKapCTBEHHbIX CPeACTB M (MM) IKCNEepPTU3bl OTHOLLEHWS OXUAAEMOW MNOJb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSs
NIeKapCTBEHHOrO npenapara gas MeAVMLMHCKOTO MNPUMEHEHUS MNPUHUMAETCS B COOTBETCTBMU C  YTBEPXAEHHON
YMOSTHOMOYEHHbIM (hefepasibHbiM  OpraHoOM WCMNOSIHUTENbHOW BMacTy Knaccuukaumein U3mMeHeHuid, BHOCUMbIX B
[OKYMEHTbI, cofepalimecs B pernctpalMoHHOM JOCbe Ha 3aperncTpMpoBaHHbIin IekapCTBEHHBIN npenapart.

(4acTb 2 B pes. PefiepasibHOrO 3akoHa oT 22.12.2014 N 429-93)

3. C 3asBneHneM O BHECEHUU W3MEHEHWI B [AOKYMEHTbl, COAepXallMecs B pPerncTpaumMoHHOM [oCbe Ha
3aperncTpypoBaHHbIli  fIeKapCTBEHHbI npenapaT A8 MeAMUMHCKOTO NPYMEHEeHUsl, Hapsagy C  AOKyMeHTamu,
yKasaHHbIMW B YacTu 1 HacTosLei ctaTby, 3aaBUTENb NPEACTABNSAET KOMMU AOKYMEHTOB, NMOATBEPXAAKOWUX ynnaty
roCyfapCTBEHHOM  MOWJ/IMHbLI 3a BHECEHME B [AOKYMEHTbl, COoAepXalmecs B pPEerucTpauMoHHOM [0Cbe Ha
3aperncTpupoBaHHbIi  IEKAPCTBEHHbI npenapaTr  AAs  MeAUUMHCKOro MNPUMEHEHUs!, W3MEHEHWURn, TpebyoLmx
NpoBeAEeHNS SKCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB B YaCTU SKCNEPTU3bl KayecTBa JSIEeKapCTBEHHOrO cpeacTsa U (Mam)
3KCMEepPTM3bl OTHOLUEHUS OXMAAEMOI NOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIEKApCTBEHHOrO npenapata Ans
MEAWLMHCKOTO  MPUMEHEHMUS,  FOCYAapCTBEHHOW  MNOLWJ/IVMHbI 3a BHECEeHVWe B [OKYMEHTbl, cojepxaiwjuecs B
PEerMcTpaumoHHOM [0OCbe Ha 3aperucTpupOBaHHbIA NIEKAPCTBEHHbIM MNpenapar And MeAWLMHCKOrO MpUMEHEHMS,
NU3MEHEHWI, He TpebyloLwmX NPOBEAEHMS 3KCMEPTMU3bl JIEKAPCTBEHHOIO CPeAacTBa, /iMbo BnpaBe MNpeacTaBUTb No
COBCTBEHHOWN MHMLUMATMBE yKa3aHHbIe AOKYMEHTbI. B criyyae ux HenpeacTaB/ieHWs1 YNOHOMOYEHHbIM doefepanbHbliii
opraH MWCMOJIHUTENbHOW BAacTy nNpoBepsieT dakT ynnatbl [OCYAapCTBEHHbIX MOLWWH 3asBUTENEM MNOCpPeAcTBOM
MCMonb3oBaHMsA UHGOpMauum 06 ynnaTe rOCYyAapCTBEHHbIX MOWJIMH, cofepxallelica B [ocyaapCTBEHHOW
MHOPMALMOHHON CMCTEME O TOCYAAPCTBEHHBIX M MYHUUMN&/IbHbIX MNarexax, Ha OCHOBaHWW nNpenCcTaB/IeHHbIX
3aABMTENIEM KOMWIA OKYMEHTOB, NOATBEPXKAANOLMX yNAaTy rocy4apCTBEHHOW NOLL/INHBI.

(vacTb 3 B pea. PeagepasnibHOro 3akoHa ot 22.12.2014 N 429-93)

4. B TeyeHue gecatn pabounx gHel co AHA NOCTYNNIEHMSA yKa3aHHOIo B YacTu 1 HacToswel cTaTby 3a8B/1eHUs U
Heo6X0AMMbIX AOKYMEHTOB YNO/IHOMOYEHHbIV hefepanbHbIil OpraH MCMOMHWUTENLHON BNacTy:

1) NnpoBOAWT NPOBEPKY MOJTHOTbI M 4OCTOBEPHOCTU CBEAEHWIA, COAEPXALUMXCHA B MPeACTaB/IEHHbIX 3asBUTEsIEM
marepuanax;

2) NPUHMMAaET peLLeHVEe O NPOBEAEHUN YyKa3aHHbIX B YacTW 2 HACTOSILLEW CTaTbyM COOTBETCTBYHLUMX IKCNEPTU3
NleKapCTBEHHOrO CpeacTBa nan 06 oTkase B X NPOBEAEHNN;

3) yBeAOMNSIET B 3/IEKTPOHHOW WAM NUCbMEHHOW hopMe 3asiBUTeNIsl O MPUHATOM PELUeHUMU UAn B Clydae
NPUHATKA pelueHns 06 oTkase B MPOBEAEHUN COOTBETCTBYHOLLEN 3KCNEPTU3bI C YKa3aHNeM NMPUYUH Takoro otkasa.

(B pes. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cny4yae BbIIBIEHUS HEJOCTOBEPHOCTM CBELEHWIA, coAepXaluxcs B MNpPeAcTaBfIeHHbIX 3asBUTENEM
MaTepuanax, ynosIHOMOYEHHbI (hbefepasibHblii OpraH WMCMOMHUTE/IbHOM BacTX Hanpas/iseT 3asBUTE/0 3anpoc 06
YTOUHEHUN YKa3aHHbIX CBefeHwii. [aHHbIi 3anpoc MOxeT OblTb nepegaH YMNnoOSIHOMOYEHHOMY MNPEeACTaBUTENTO
3as8BUTENA NIMYHO MO, PacnuCcKy, Hanpas/eH No NoyYTe 3akasHbIM NUCbBMOM WU MepejaH B 3/1EKTPOHHOW ¢hopme no
TeNIeKOMMYHMWKaLMOHHbIM KaHaslaM CBA3W. B criyyae Hanpas/ieHns AaHHoro 3anpoca rno noyte 3akasHblM MUCbMOM OH
cuMTaeTCs NoslyYeHHbIM MO UCTEUYEHWUN LWECTU AHel C AaTbl HANpPaBeHUs 3aka3HOro NMcbMa.

(yacTb 4.1 BBegeHa PefepasibHbIM 3aKOHOM OT 25.11.2013 N 317-93)

4.2. 3asBuTenb 0653aH nNpeacTaBUTb OTBET HA 3anpoCc  YNOSIHOMOYEHHOTO hefepasibHOro  opraHa
WCNOMTHUTENBbHOI BNacTh B CPOK, HE MpeBbIlatoLLIMiA AEBAHOCTA paboyumx AHER CO AHSA MOJlydeHMsl JaHHOro 3amnpoca.
CpoK, ykasaHHbIi B 4acTu 4 HacToslLein cTaTbW, NPMOCTaHaB/IMBAETCA CO [OHS HanpaB/eHus 3asBuTeNto 3anpoca
YNOSIHOMOYEHHOIO (hefepanibHOro opraHa UCNOTHUTENbHOM BNaCcTU A0 AHSA NOMYyYeHNs UM OTBETA Ha AaHHbI 3anpoc U
He yunTbIBaeTCS NPU UCHUCNEHUN CPOKA NPUHATUA PeLUeHNs O BHECEHUN U3MEHEHWT B OOKYMEHTbI, codepXaliuecs B
perucTpauroHHOM A0Chbe Ha 3aperncTpupoBaHHbIi TIeKapCTBEHHbI NpenapaT ANS MeAVNLUHCKOrO NpUMEHEHMS.
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

(vacTb 4.2 BBegeHa deaepasibHbIM 3aKOHOM OT 25.11.2013 N 317-93)

5. OcHoBaHveM [Ans OTka3a B NPOBEAEHMU YKa3aHHbIX B YacTW 2 HaCTOsWel cTaTbW 3KCNepTu3 sABNSeTCS
npeacTaB/ieHne [OKYMEHTOB, MEepPeuYucrieHHbIX B 4acTax 1 m 3 HacTosuleld cTaTbW, B HEMNO/IHOM 06beme,
HenpeAcTaB/ieHNe 3assBUTE/IEM B YCTAHOBJIEHHbIV CPOK OTBETA Ha YKasaHHbI B YacTu 4.1 HacTosLen cTaTbn 3anpoc
YMNOSIHOMOYEHHOrO (pefepanbHOro opraHa WCNOMHUTENIbHOW BAacTW, a Takke OTCYTCTBME B NpPeAcTaB/IeHHbIX
[OKYMEHTax [AOCTaTOYHbIX CBEAEHWI, NOATBEPXKAAMLWMX HEO6XOAMMOCTb BHECEHWS W3MEHEHWA, Wan OTCYTCTBUE
NHopmaumm, NoATBepPXAatoLel dakT ynaaTtbl rocyAapCTBEHHbIX MOLWJ/IVMH, YKa3aHHbIX B YacTu 3 HACTOsLLEN cTaTbu.

(B pea. PepepanbHbix 3aKkOHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YKa3zaHHble B 4YacTW 2 HACTOsILLE cTaTbl 3KCMepTU3bl MPOBOAATCSA B MOpPsAKe, YCTaHOBMEHHOM cTaTbein 23
HacTosLero ®efepanbHOIO 3aKoHa.

7. B cpok, He npeBbiWakLWwmii 4ecaTn paboumx gHEe €O AHSA NOyYEeHUS] 3ak/THYEHUI KOMUCCUIA 3KCMEPTOB MO
pesy/nbTataM YykasaHHbIX B 4YacTy 2 HACTOSALWEN CcTaTbM IKCNEPTU3, YMOSIHOMOYEHHbIA iedepasibHblil - opraH
NCNOSIHMTENBHOW BNacTu:

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

1) NnpYHMMAaET peLLeHNe O BHECEHUN N3MEHEHWI B AOKYMEHTbI, COAepXaljuecs B PErMCTpaulMOHHOM A0Cbe Ha
3aperncTpMpoBaHHbI TEKapCTBEHHLIV Npenapar A/ MeANLUMHCKOr0 NPUMEHEHNS, N 06 OTKa3e BO BHECEHUWM TaKuX
N3MEHEHWIA;

2) BHOCUT B rOCYAapCTBEHHbIA peecTp /lekapCTBEHHbIX CPEACTB HA OCHOBaHWM PeLlEHNs 0 BHECEHUWN WU3MEHeHWi
B AOKYMEHTbI, cofepXalymecss B perncTpaymMoHHOM [OCbe Ha 3aperncTpyMpoBaHHbIN NIEKAPCTBEHHbIN npenapat Ans
MeLULMHCKOTO NPUMEHEHNS, HEOOXOANMbIE N3MEHEHWSA 1 BO3BPALLaEeT X 3aABUTENIO;

3) BblgaeT 3asdBUTENIl0 HOBOE perncrpauvoHHoe YAOCTOBEPEHWE JlIeKapCTBEHHOrO Mnpenapara B clydvae
N3MEHEHUSI CBEAEHWI, COAEPXKALLMXCHA B HEM.

(n. 3 BBeaeH ®efiepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

8. OCcHOBaHVEeM 4715 OTKa3a BO BHECEHMN U3MEHEHWIA B JOKYMEHTbI, COAEpPXallnecss B pPerncrpayuoHHOM [0Cbe
Ha 3aperucTpupoBaHHbI fIEeKAPCTBEHHbIM npenapar gas MeAWLMHCKOrO MNPUMEHEHMs, SABASETCA  3ak/lyeHne
YMNOSTHOMOYEHHOIO (hefepasibHOro opraHa WCMOMHUTESIbHOM BacTM O BO3MOXHOCTU CHUXEHUS 6e30nacHoCTy,
KauyecTBa, 3¢pheKTMBHOCTN NNEKAPCTBEHHOIO CPEACTBA B C/ly4Yae BHECEHUS TaKUX U3MEHEHIA.

9. flonyckaeTcs obpalleHne ekapCcTBEHHbIX NpenapaToB 4719 MeSULMHCKOTO NPUMEHEHNS [0 UCTEYEHUs cpoka
rOAHOCTM, MPOM3BEAEHHbIX B TEYEHME CTa BOCbBMWUAECATM [AHE nocne Aatbl  NPUHATUS  YNO/THOMOYEHHbIM
dpefepasibHbIM OPraHoOM UCMOSTHUTE/TbHOIM BNACTW PELLEHNS O BHECEHMN W3MEHEHWI B LOKYMEHTbI, cogepxalimecs B
pervcTpaumoHHOM A0Ckbe, B COOTBETCTBUM C MHpOPMaLMEN, cogepxallenca B AOKYMEHTax PerncrpalumoHHOro AoChbe
Ha IeKapCTBEHHbIV Npenapar 40 AaTbl NPUHATUAA TaKoro peLLeHus.

(4acTb 9 B pes. PefepasibHOrO 3akoHa oT 22.12.2014 N 429-93)

CtaTbst 31. BHeceHUEe W3MEHEHWIA B [OOKYMEHTbl, cOfepXaluecs B PErUCTPAUMOHHOM [0Cbe Ha
3aperMcTpUpPOBaHHbIN STEKAPCTBEHHBIV Npenapar A5 BeTepPUHAPHOro NpUMeHeHns

1. B uenssx BHeCeHMA W3MEHEeHWi B [OKYMEHTbl, cofepxalimecs B PerucTtpauMoHHOM [OoCbe Ha
3aperncTprpoBaHHbIi NEKAPCTBEHHBIA Npenapar ANs8 BETEPUHapHOro MNpPUMEHEHWs, AepXaTenb WAu Bnagenew
pervcTpaumroHHOro y0CTOBEPEHNSA NIeKapCTBEHHOrO nNpenapara uam yrnosiHoMOYeHHOe UM ApYyroe opuanyeckoe nuuo
(manee B HacToOsALLEN CTaTbe - 3a8BUTENb) NPEACTaB/ISAET B YNO/JIHOMOYEHHbIA hefepasibHblii opraH UCMOMHUTENbHO
B/1aCTV 3asiBNieHNe O BHECEHWM TaKMX M3MEHEHM Mo (DOpMe, YCTaHOBJ/IEHHOW YMNOSHOMOYEHHbIM (hegepasibHbIM
OpraHoM UCMOJIHUTENIbHOW BN1ACTU, Y NPUMOXKEHHbLIE K HEMY U3MEHEHMWS B YKa3aHHbIe JOKYMEHTbI, & TakKe [LOKYMEHTbI,
noATeepxaalroLiye HeobXxoAMMOCTb BHECEHUSA Taknx N3MeHeHW. TpUHATME pelleHns O BHECEHUN TaknX WU3MEHEHWi
1y 06 oTKase B UX BHECEHWUW OCYLLECTBNISETCA B CPOK, HE NpeBbIllaloLuii 4eBAHOCTA paboumx AHel CO AHS MPUHATUA
YNOSIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOMHUTESIbHON BN1AacTW 3asB/1€HNSA O BHECEHUN TakMX N3MEHEHWIA.

(B pen. ®PepnepasnbHOro 3akoHa ot 13.07.2015 N 241-93)

2. B cnyyae BHECEHUS W3MEHEHWA B [OKYMEHTbl, cofepxawmecs B pPerncrpayuoHHoOM [AOCbe Ha
3aperncTpMpoBaHHbIii  /IeKaPCTBEHHbIM Npenapat 445 BETEPUHAPHOro MNPUMEHEHWs, B OTHOLUEHMW CBELEHWNA,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7 yactn 3 ctatbh 17 HacTosAwero ®egepasibHONro 3akoHa,
M3MeHeHuss U (M1n) AONOSIHEHUS MPOWM3BOACTBEHHON NMOLWAAKU /IEKapCTBEHHOrO CPeACcTBa, a Takke B c/ydae
N3MEeHeHUs nokasaTesieil kKayecTBa IeKapCTBEHHOrO npenapara A1 BeTepMHApHOro MpUMeHeHus u (Mnn) MeToaoB
KOHTPO/IA KayecTBa JIeKapCTBEHHOrO Mpenaparta 478 BeTepuMHapHOTO NPUMEHEHUS MNPOBOAUTCA  3KCNepTusa
NIeKapCTBEHHOIO CPEeACTBa 4/19 BETEPMHAPHOIO NpUMEHeHUs. B cnyyae HeO6X0AMMOCTN BHECEHNS MHbIX U3MEHEHWI B
OOKYMEHThI, coAepxalinecss B PerncTpaumoHHOM [0Cbe Ha 3aperncTpyvpOBaHHbIli NEeKapCTBEHHbIM npenapar Ans
BETEPVHAPHOro NPMMEHEHMS, KCNepPTH3a NEKapPCTBEHHOIO CcpeacTBa 4/19 BETEPUHAPHOIO NPUMEHEHUS HE MPOBOAMTCS.
(B pes. PepepasibHbiX 3aK0HOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. C 3adBneHneM O BHECEHUN W3MEHEHWI B AOKYMEHTbl, COAepXallMecs B pPerncTpaumMoHHOM A[0Cbe Ha
3aperncTpypoBaHHbIli  NIeKaPCTBEHHbIA MNpenapar 419 BEeTEepUHAPHOrO MPUMEHEHMWS, Hapsgy C  OOKyMeHTamu,
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

yKasaHHbIMW B YacTu 1 HacTosLWel cTaTby, NPeACTaBASATCA LOKYMEHTbI, NOATBEPXAAOLLME ynaaTy rocyAapCTBEHHOW
MOWNHbI 38 BHECEHMEe B [AOKYMEHTbl, CcofepXawmecs B pPerncrpaumMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NIeKapCTBEHHbIN NpenapaTt Ans BEeTEPUHAPHOTO MNPUMEHEHUS, W3MEHEHWIA, TPeObylLmMX NPoBeAeHNs 3KCMepTU3bl
lekapCTBEHHOIO CPeACTBa A1 BETEPMHAPHOIO MPUMEHEHUS, UM U3MEHEHUIA, HE TPEOYOLLMX NPOBEAEHUS SKCNEPTU3bI
NeKapCTBEHHOr0 CpefCcTBa 415 BEeTEPMHAPHOro NPYMeHeHUs.

(B pen. ®PenepanbHOro 3akoHa ot 22.10.2014 N 313-93)

4. B CpOK, He MpeBbIAKLLNA AecATN pabounx AHeil Co AHA MOCTYM/IEHMS yKa3aHHOro B 4acTu 1 HacTosiei
cTaTbi 3asiBNEHNSA 1 HEOOXOANMbIX AOKYMEHTOB, YNO/THOMOYEHHbIN ddefepanbHbIii opraH UCMOAHUTETbHOW BAaCTU:

1) npoBOANT NPOBEPKY NOSIHOTLI U JOCTOBEPHOCTM CBEAEHWI, COAEPXALUMXCA B NPeACTaB/IEHHbIX 3asBUTENIEM
[OKYMeHTaXx;

2) NpUHMMAaET peLLEHME O MPOBEAEHUN IKCMEPTU3bI IEKAPCTBEHHOIO CpeacTBa A4/151 BETEPUHAPHOrO NPUMEHEHNS
unun 06 oTkase B ee NPOBEAEHNN;

3) yBeAoMNseT B NMMCbMEHHOM hopMe 3asiBUTE/IS O MPUHATOM PELLUEHMM WKW B Cyyae MPUHATUS pelleHns 06
OTKase B NpoBeAeHWN 3KCNepPTU3bl JIEKaPCTBEHHOINO CPeACcTBa A5 BEeTEPUHAPHOrO MNMPUMEHEHNS C yKasaHWeMm MpUYuvH
Takoro oTkasa.

5. OcHoBaHMeM [717 OTka3a B MPOBEAEHUM 3KCMEepPTU3bl JIEKApPCTBEHHOrO CcpeacTBa A8 BeTepuHapHOro
NPUMEHEHNA SIBNSIETCA NpeAcTaB/IEHNE AOKYMEHTOB, YKa3aHHbIX B 4YacTax 1 m 3 HacTosiwein cratbW, B HEMOSIHOM
06BbEME WM OTCYTCTBME B NPeACTaB/IEHHbIX JOKYMEHTaX AOCTATOUYHbIX CBEAEHMIA, NOATBEPXKAANLNX HEOOX0AMMOCTb
BHECEHUNS U3MEHEHWIA.

6. IKcnepTusa 1eKapCTBEHHOTO CPeAcTBa A1 BETEPUHAPHOTO MPUMEHEHUSA B LENAX BHECEHUS WU3MEHEHWA B
[OKYMEHTbI, COoAepxalimecs B PeructpauyoHHOM [O0Cbe Ha 3aperMcTpyvpoBaHHbIfi fIeKapCTBEHHbI npenapaT A4S
BETEPUHAPHOro NPMMEHEHNS, OCYLLECTBSETCS B MOPSAKe, YCTaHOBMEHHOM cTaTbel 24 HacToswero deaepasibHOr0
3aKoHa.

6.1. B CpOK, HE MpeBbIWALWMI NATU paboumx AHER CO AHA NOyYEHUS 3ak/IHYEHMS KOMUCCUM 3KCMEPTOB MO
pesynbTataM YyKalaHHOW B 4acTuM 2 HaACTOsWEei cTaTbM SKCMEpPTU3bl, YMOIHOMOYEHHbI diedepasibHblii  opraH
NCNOSIHNTENBHOW BNacTu:

1) NnpYHMMAaET peLLeHNe O BHECEHUN N3MEHEHWI B AOKYMEHTbI, COAepXaljuecs B PErMcCTpauMoOHHOM A0Cbe Ha
3aperncTpMpoBaHHbIl IeKapCTBEHHbIV Npenapar A5 BETePUHApPHOro NpMMEHEHWs, UM 06 0TKa3e BO BHECEHUM TaKuXx
N3MEHEHWIA;

2) BHOCUT B rOCyapCTBEHHbIV PEECTP SIEKAPCTBEHHbIX CPEACTB HA OCHOBAHWNM PELLEHNSI O BHECEHUM WU3MEHEHWI
B AOKYMEHTbI, cofepXalmecss B perncTpaymMoHHOM [OCbe Ha 3aperncTpyMpoBaHHbIN NIEKAPCTBEHHbIN npenapat Ans
BETEPMHAPHOro NPMMEHEHWs, He06X04UMbIE U3MEHEHUS N BO3BPALLAET 3TU AOKYMEHTbI 3asABUTESIO.

(4acTb 6.1 BBefeHa PefepasibHbIM 3aKOHOM 0T 22.10.2014 N 313-93)

7. OcHOBaHVeM /151 0TKa3a BO BHECEHWUW U3MEHEHUIA B JOKYMEHTbI, COAEepXallmecs B perucrpauvoHHOM AoCbe
Ha 3aperucTpuMpoOBaHHbIi NEKAPCTBEHHbI MpenapaTr ANnsi BETEepMHApPHOrO0 MNPUMEHEHUS, SBMISETCS 3ak/i4veHune
YMOSTHOMOYEHHOTO (hbefepasibHOr0 opraHa MWCMOMHUTE/IbHOM BaCcTM O BO3MOXHOCTU CHVKEHUS 6e30MmacHoCTy,
KayecTBa, 3(pPeKTUBHOCTU /IEKAPCTBEHHOIO npenapara 418 BeTepUHapHOro MNPUMEHEHMS B Cllyyae BHECEeHMWs
N3MEHEHWI B yKa3aHHble LOKYMEHTbI.

8. [JonyckaeTcs obpalleHre NekapCTBEHHbIX NpenapaToB A/18 BETEePUHAPHOr0 NPUMEHEHWS 40 UCTEYEHUS CpOKa
roOAHOCTW, MPOM3BEAEHHbLIX B TEYEHME CTa BOCbBMWAECATM [AHE nocne Aatbl NPUHATUS  YNO/THOMOYEHHbIM
doeepasibHbIM OpraHOM VMCMOSTHUTE/TbHOI BACTW PELLEHNS O BHECEHMN W3MEHEHWI B LOKYMEHTbI, CoAepxalimMecs B
pPervcTpaumoHHOM [OCbe Ha JIeKapCTBEHHbIM npenapar, B COOTBETCTBMM C WHQIOpMaUMen, cogepxalleiica B
[OKYMEHTax perncTpaLmMoHHOro AOCke Ha SIeKapCTBEHHbIN Npenapar 40 AaTbl MPUHATUSA TaKoro peLueHms.

(vacTb 8 B pea. PegepanibHOro 3akoHa ot 22.12.2014 N 429-93)

Crtatbsa 32. OTMeHa rocyAapCTBEHHOW perncrTpauumn nekapcTBEHHOIO NpenapaTta

PeweHne 06 OTMeHe TroOCyfapCTBEHHOW perncTpaumn NekapCTBEHHOro npenaparta W UCKIYeHUn
leKapCTBEHHOr0 npenapara U3 rocyapCTBEHHOIO peecTpa /lekapCTBEHHbIX CPeACTB NPUHMMAaETCs YNOSIHOMOYEHHbIM
hefepasibHbIM OpraHoM UCMNOJTHUTENBHON B/IACTY B Clyyae:

1) npeAcTaBneHNss COOTBETCTBYHLLMM YMNOSIHOMOYEHHbIM (defepasibHbIM OpraHoM WCMOSIHUTEIbHON BNacTy
3aK/T0YEHNSA O pUCKe UK 06 yrpo3e 340PO0BbI, XMU3HW YenoBeka WM XMBOTHOTO MPU MPUMEHEHUN NIEKApCTBEHHOIO
npenaparta, NpeBbILLAaoLWLmMX ero apeKTUBHOCTD, MO pe3ynbTaTam OCYLLECTBSEMOIO MM MOHUTOPUHra 6e30nacHocTu
NeKapCTBEHHOro npenapara;

2) nogaun gepxarenem unun BnagenbLem pPerncTpalumoHHOro yAO0CTOBEPEHWUS fIeKapCTBEHHOIO npenapara wuiu
YMNO/IHOMOYEHHbIM VM APYrMM  OPUAMYECKMM NNLOM 3asBfieHuss 06 OTMeHe T[oCyAapCTBEHHOW perucrpauum
JIeKapCTBEHHOr0 npenapara;

(B pen. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)
3) HenoATBEPXAEHUS TOCYAAPCTBEHHON perncTpaummn NekapcTBEHHOIO Nnpenapara no MCTeYeHUn Cpoka AelicTBrA
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

pervcTpaumoHHOro ya0CTOBEPEHNS, BbIGAHHOIO HA NATL J1ET;

4) HenpeacCTaB/EHMA 3as8BMTENEM MHGDOPMaLUK, KOTOpasi MOXET NoB/eYb 3a CO60 HeobXO0AMMOCTb BHECEHWUS
M3MEHEHU B [AOKYMEHTbl, CoAepxXalinecs B PerncrpauyMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA  N1EKAPCTBEHHBIN
npenapar, B TedeHne Tpuauati pabounx AHein co AHS HACTYNIEHUS 3TUX U3MEHEHWIA;

5) ocyLuecTB/IeHNA rocyAapCTBEHHON perncTpauuy 1ekapcTBEHHOro npenapara noj, TOpProBbiM HavMeHOBaHUeM
3aperMcTpupoBaHHOIO paHee Mnoj 3TMM TOProBbIM HaVMEHOBaHWEM JIEKAPCTBEHHOTO npenapara, OT/MyaroLerocs
KayeCTBEHHbIM COCTaBOM AENCTBYIOLLNX BELLECTB;

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

6) oCyLLEeCTBEHMS rOCYAAPCTBEHHON perncTpaummn 3asBnTeqIeM O4HOTO M TOFO XXe JIeKapCTBEHHOro npenapara
noj, pasNnyHbIMN TOProBbIMY HAMMEHOBaHUAMU;

7) BbIHECEHMSA CYAOM peLlleHMs O HapylweHun npas npaBoobnajatens OOLEKTOB WHTENNEKTyasIbHON
COBCTBEHHOCTM NMPU 06paLLEHUN NIEKAPCTBEHHBIX CPEACTB;

8) oTCyTCTBUS /IeKApPCTBEHHOrO nNpenapara B obpauleHun B Poccuiickoin ®epepauum B TedeHue Tpex u bonee
ner;

(n. 8 BBeAeH ®efepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

9) HEeBbLINONMHEHWA JepxaTeneM WNn  Bnagenblem pPerncTpalyMoHHOro  YAOCTOBEPEHWUS  NIEKAPCTBEHHOIO
npenapara M60 YNoSHOMOYEHHbIM UMW APYTUM HOPUANYECKAM NIMLOM MEpPONpUATUA no obecneyeHuto 6e30MacHOCTM
NleKapCTBEHHbIX NpenapaToB, YCTAHOB/IEHHbIX YNOSIHOMOYEHHbIM (defepasibHbBIM OPraHoM WMCMOJSIHUTENbHOW BNactu B
COOTBETCTBMM C 4actamnm 3 mn 4 cratbl 64 Hacrtoswero defepasibHOrO 3akoHa, B paMKax OcCyLecTB/ieHUA
(hapmakoHaa3opa;

(n. 9 BBeaeH ®efepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxartena WM Bnagesnbla perncrpauuoHHOro yAOCTOBEPEHUS NleKapCTBEHHOro npenaparta nvéo
YMNO/IHOMOYEHHOTO VMW OPYroro PUAMYECKOTO /iMLa OT BHECEHWUS W3MEHEHUI B MWHCTPYKUMIO MO NPUMMEHEHMI0
NIeKapCTBEHHOIO npenapara, KacallMXCA HOBbIX MOATBEPXKAEHHBLIX OAHHbIX O TOM, YTO PUCK MPUYMHEHMS Bpega
3[,0POBbLI0 YesI0BEKA UM XMBOTHOIO BCEACTBME NPUeMa 1ekapCTBEHHOIO Npenaparta npesbiwaeT 3EKTUBHOCTL €ro
NPUMEHeHNs.

(n. 10 BBefeH defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

Cratbsl 33. [oCyaapCTBEHHbI peecTp IeKapCTBEHHbIX CPeACTB

1. locyfnapCTBEHHbIN pEeecTp NleKapCTBEHHbIX CPEACTB COAEPXWUT TMepeyeHb JIeKapCTBEHHbIX MNpenaparos,
npoweawmnx rocyfapCTBEHHYIO perucTpaumio, nepeyeHb apmaueBTUYeCcKUX CcybCcTaHuuin, BXogdWMX B cOCTaB
NeKapCTBEHHbIX Npenaparos, U ceayoLLy MHOopMaLMIo:

1) B OTHOLLEHUN NTEKAPCTBEHHbIX NPenaparos:

a) HaMMeHOBaHVe NekapCcTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, WM FpynnMpoBOYHOE, UAN
XUMMUYECKOE N TOProBOE HAaUMEHOBaHWS);

(B pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

06) nekapcTBeHHasA opMa C ykKasaHMeM [O03MPOBKM JIEKAPCTBEHHOr0 npenapara W €ero KoaMyectsa B
NOTPe6bUTENbCKOI YNakoBKe;

B) HAVIMEHOBaHWe AepxaTens unv Bnagesbla perMcTpauyuoHHOro yaoCToOBEPEHNS NIEKAPCTBEHHOIO Npenapara,;
(nn. "B" B pea. PenepasibHOro 3akoHa oT 22.12.2014 N 429-93)

r) HAMEHOBaHNe 1 agpec NPOU3BOANUTENS NIEKAPCTBEHHOrO NpenapaTta;

[) hapmakoTepaneBTMyeckas rpynna, kog JiekapCTBEHHOIo npenapara no aHaToMo-TepaneBTUYEeCKO-XMMNYECKO
Knaccudgukaumm, pekomeHA0BaHHOM BceMnpHoli opraHusaumeli 34paBooxXpaHeHust;

(nn. "a" B peq. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

€) nokKasaHusl 1 NPOTMBOMNOKa3aHMA K MPUMEHEHMWIO TIEKAPCTBEHHOTO Npenapara;

) N06OYHbIE AECTBUSA NNEKAPCTBEHHOIO Npenaparta;

3) CPOK FO4HOCTU JIEKAPCTBEHHOIO Npenapara;

1) YCI0BUSI XpaHEeHMS NIekapCTBEHHOIO Npenapara,;

K) yC/10B/s OTNyCKa SIekapCTBEHHOro npenapaTta;

n) Homep chapmakoneliHol cTaTbM WM B CAyvyae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW AOKyMeHTauuum nnéo
HOpPMaTMBHOTO AOKYMEHTA;

M) garta rocyfapCTBEHHOV perncrpauvn fiekapCTBEHHOro npenapara M ero perncrpauvoHHblli HOMep, parta
3aMeHbl PErMcTPauMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOTO Mpenapata Ha 6eccpovyHoe perncrTpalvoHHOoe
yAOCTOBEPEHNE JIEKAPCTBEHHOIO npenapara, garta nojayn 3asBfieHUus O MOATBEPXAEHUN  TOCYAapPCTBEHHO
pervcTpauum 1eKkapCcTBEHHOTO npenapara, gara OTMeHbl FoCyapCTBEHHON perncTpaumm nekapcTBEHHOrO npenapara;
(B pes. PepepasnbHOro 3akoHa ot 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbIA COCTAaB M KOIMYECTBEHHbIi COCTaB [AOEWCTBYIOLUMX BELEeCTB W KavyecCTBEHHbIi COocTaB
BCMOMOraTte/ibHbIX BELLECTB IEKapCTBEHHOTO Npenapara;
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. u gon., BCTyn....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

(nn. "H" BBeAeH dPeaepasibHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

0) nHhopMaLmsa 060 BCEX paspeLlEHHbIX BUAax BTOPUYHON (MOTPEOUTENBCKOI) YNAKOBKK;
(nn. "o" BBeAeH ®efepasibHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

N) AaTa NPVYHATUS PeLLeHUss O BO3MOXHOCTW paccMaTtpvBaTb JSIeKapCTBEHHbIN npenapar npu rocyAapCTBEHHON
pervctpauuy B kayecTse opgpaHHOro JieKapCTBEHHOrO Nnpenapara;
(nn. "n" BBeAeH defepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

p) HAMUYME NEeKapCTBEHHOIO MpenapaTta B MNepeyYyHe XXU3HEHHO HeOoOXOAMMbIX W BaXHENWUX NeKapCTBEHHbIX
npenaparos;

(nn. "p" BBeAeH ®PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

C) Ha/IMuMe B NekapCTBEHHOM MpenapaTe HapKOTUYECKNX CPEACTB, NCUXOTPONHBLIX BELLECTB U WX MPEKYPCOPOB,
nojsiexallmx KoOHTposio B Poccwuiickoli Pepepaumu, B COOTBETCTBUM C 3akoHOZaTesbcTBOM Poccuiickoii depepauum,
MeXayHapoaHbiMu goroBopamu Poccuiickoii ®epepauun, B TOM uucrie EAWMHON KOHBEHUMEW O HapKOTUYECKUX
cpeacTBax 1961 roga v KoHBeHLMeEl 0 NCUXOTPONHbIX BellecTBax 1971 roaa;

(nn. "c" BBegeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

T) MHbopMaLmMsi O TOM, AIBASIETCA /M AaHHbIA JIeKApCTBEHHbIA npenapatr pegiepeHTHbIM  fIeKaPCTBEHHbIM
npenaparom;

(nn. "1" BBeAeH defepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

y) CBeAEeHMSA O Nogave 3asBfIEHNS O BHECEHUN W3MEHEHWI B AOKYMEHTbI, COAEpPXallnecss B pPerncrpalMoHHOM
[OCbe Ha NleKapCTBEHHbIV Npenapar;

(nn. "y" BBegeH ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTl110C: NnpumMeyaHue.
VHdopmaLmsa o0 B3anmMo3aMeHAEeMOCTI JIeKapCTBEHHbIX NpenapaTos 4719 MeAULUHCKOTO MPUMEHEHUA NOANEXUT

BK/TIOMEHUNI0 B TOCYAAPCTBEHHbIA PeecTp J/1eKapCTBEHHbIX cpeacTB ¢ 1 sHBapst 2018 roga (PepepasibHbliii 3aKOH OT
22.12.2014 N 429-d3).

@) cBegeHUs 0 B3aMMO3aMeHSAEeMOCTI SIEKApCTBEHHOTO Npenapara;
(nn. "dp" BBeAeH PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

X) CPOK BBEAlEHMS NEKAapPCTBEHHOrO Npenapara B rpaxgaHcknii 060poT;
(nn. "x" BBegeH ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

2) B OTHOLLEHMUN (hapMaLEBTUUECKNX CYOCTaHLMWIA:

a) HaMMeHoBaHue hapMaleBTMYecKoin cybcTaHuuy (MexayHapogHoe HenaTeHTOBaHHOe, WU TPYynnMpOBOYHOE,
UM XMMUYECKOE N TOProBOe HaUMEHOBaHWS);

(B pen. ®PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6) HaMMeHOBaHNe 1 agpec npomssoauTens hapMaleBTUYECKON cybCcTaHLuN;

B) CPOK rogHOCTM thapMaleBTUYECKO cybCTaHLuN;

r) yCNoBusi XpaHeHus hapMaLleBTUUECKO Cy6CTaHLuUK;

) Homep chpapmakoneliHoli cTaTbuM WM B Clyvyae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW AOKyMeHTauun nvéo
HOpPMaTMBHOTO AOKYMEHTA;

e) Haslmume dpapMaLeBTUYECKOl CybCTaHUMM B NepeyHe HapKOTUYECKUX CPEeACTB, NCUXOTPONHBIX BELLECTB U KX
NPeKypCcopoB, Noasiexalmux KOHTPoso B Poccuiickoin degepauun, B COOTBETCTBUM C 3aKOHOAATENIbCTBOM Poccuiickoii
depepauun, mexayHapofHbiMu gorosopamu Poccuiickoin ®epepaumn, B TOM uucne EfvHONM  KOHBeHUMeEW o
HapkoTuyeckmx cpencteax 1961 roga v KOHBEHLMEN 0 NCUXOTPONHBIX BewecTBax 1971 roga.

(nn. "e" BBeAeH ®efepasibHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

2. ®apmaueBTuyeckass cy6CcTaHUuMs, Npou3BEAEHHas ANA peanuM3aumn, MOXeT ObiTb  BK/IOYEHa B
rOCyfapCTBEHHbIN PEecTp /IEKAPCTBEHHbIX CPEACTB Ha OCHOBaHWM 3asiBNeHMs paspaboTyvka WM npou3BOaUTEns
NleKapCTBEHHOrO cpeacTsa b0 YNONHOMOYEHHOTO MU OPUANYECKOTO N1l NP YCNOBMM NPOBEAEHUS B OTHOLLEHWUU
Takoin (papmaueBTUUECKO CybCTaHUMM 3KCNEepTM3bl KadecTBa lapmaleBTMUYECKOW CybCcTaHuMM B NOPSAKe,
YCTaHOB/IEHHOM cTaTbeill 34 HacTosiwero depepanbHOro 3akoHa. B oTHOWeEHWMM dhapMaueBTUUECKUX CyOGCTaHLUI,
Npoun3BefeHHbIX ANa peannsaunm, B rocyapCTBEHHOM peecTpe JfIeKapCTBEHHbIX CPeACTB COAEPXWTCA cregytowlas
NHhopmauus:

1) HameHoBaHWe (hapMaueBTUYECKOW CybcTaHLumMmn (MeXayHapogHOe HenaTeHTOBaHHOe, WAWM TPYNnMpPOBOYHOE,
WU XMMNYECKOE U TOProBoe HauMeHOBaHWs);

2) HaMMeHOBaHWe 1 agpec npomssoanTens hapMaLeBTUYECKON cybCTaHLUMN;

3) cpoK rogHoCcTU chapmaleBTUYECKON CybCcTaHLUmW;

4) ycnoBus xpaHeHus hapmaleBTUYeCcKoin cybcTaHLmy;

5) Homep (hapmakoneinHoi ctatby NGO B cCnyvyae ee OTCYTCTBUS HOMEP HOPMATUMBHOW AOKYMEHTauuu Waum
HOPMAaTUBHOIO AOKYMEHT;

6) Ha/IMune papmaL,eBTMUECKO CyOCTaHLMN B MepeyYHe HapKOTUYECKUX CPeACTB, NMCUXOTPOMHbIX BEWECTB U UX
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NPeKypcopoB, Noasiexalmux KOHTPoso B Poccuiickoin degepauun, B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoi
depepauunn, mexayHapofHbiMu gorosopamu Poccuiickoin ®epgepaumn, B TOM uucne EfvHONW  KOHBeHLUMEWR o
HapkoTuyeckmx cpencteax 1961 roga v KOHBEHLMER O NCUXOTPONHBIX BewecTBax 1971 roaa;

7) pata BKIOYEHUS hapMaLeBTMYeCKoli Cy6CcTaHuMM B roCyAapCTBEHHBIN peecTp /lekapCTBEHHbIX CPEACTB, AaTa
BHECEHUS W3MEHeHWi B [AOKyMeHTbl (dapMaueBTMYecKol cybCcTaHumu, paTta WCkIYeHus  hapmaueBTnYeckoi
cybCcTaHumMmn 13 rocyfapCcTBEHHOIO peecTtpa SIekapCTBEHHbIX CPeACTB.

(vacTb 2 B pea. PegepanibHOro 3akoHa ot 22.12.2014 N 429-93)

3. Mopsaok BefieHWs rocyapCTBEHHOIO peecTpa NIeKapCTBEHHbIX CPeACTB A1 MEeAMUMHCKOro MPUMEHEHUS U
nopsgoK BefeHWs ToCyfapCTBEHHONO peecTpa  JIEKApCTBEHHbIX CPEeACTB A1 BETEepUHAPHOro  NpUMeEHeHUs
YTBEPXAATCA COOTBETCTBYHOLLMM YNO/THOMOYEHHbIM (defepasibHbIM OpraHoM MCNOTHUTE IbHOW BNacTu.

Cratba 34. Bk/IwYeHMe B TOCY[ApPCTBEHHbIA pPEecTp JIeKapPCTBEHHbIX CPEACTB W UCKIKYEHWe U3
rocyapCTBEHHOIO peecTpa JIEKAPCTBEHHbIX CPeAcTB (papmaueBTUYECKOl CybCcTaHuuKW, MpouM3BeAeHHOW Aans
peanunsauum
(B pes. PepepasnbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Ana BrIoveHus dhapMaleBTMYecKol CybCTaHuuW, MpPovM3BeAEHHON AN peanuv3auun, B roCyAapCTBEHHbIl
peecTp nekapCTBEHHbIX CPeACcTB, MPOBOAUTCA SKCNepTH3a ee kavecTsa.
(B pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

2. JKcnepTu3a KayecTBa ykasaHHOM B YacTu 1 HACTOsLWEN CTaTbh dpapMaueBTUYECKON cybCcTaHUmMK, CoCTaB/eHne
KOMUCCUeldi 3KCNepTOB 3ak/loYeHWidi No pe3ynbTaTtam 3TOW 3KCNepTu3bl M UX HanmpaBfieHWe B YMNOSIHOMOYEHHbIV
hefepasibHbIli OpraH UCNOTHUTENBHO BNaCcTU OCYLLECTBASAIOTCA B CPOK, He MpeBblllatollmii WecTMaecaTn pabounx
[Hel Co AHA NOyYEeHUS SKCNEPTHbIM YUPEXAEHMEM COOTBETCTBYIOLLEro 3afaHus YNOoSHOMOYEHHOro defepasibHOro
opraHa UCnoJIHUTE/NbHOW BNaCcTh 1 CeAyHLnNX 4OKYMEHTOB:

1) Konus NIMUEH3MN Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMWUS 3akNiYEeHWss O COOTBETCTBUM
NPOVN3BOAMTENA NIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NPaBw/ Haaexatle NPou3BoACTBEHHON NPaKTUKN, BblAaHHbIe
YNOSIHOMOYEHHbIM hefiepasibHbIM OpraHoOM MCNOJSIHUTE/IbHOW BNACTK, B C/lyyae, ecny Npov3BOACTBO JIEKAPCTBEHHOMO
npenapara ocylectensetca B Poccuiickoii egepaumu;

2) konus BbIgAHHOW YMO/THOMOYEHHbIM OpPraHoOM CTpaHbl MPOM3BOAUTENSA JIMLEH3MM Ha NPOU3BOACTBO
NeKapCcTBEHHOrO CpPeAcTBa M ee MepeBOof Ha PYCCKMIA A3blK, 3aBEepPeHHble B YCTAHOB/IEHHOM MNOpAAKe, U Konus
3aK/II0YEHN O COOTBETCTBUM MNPOU3BOAMTENA JIEeKAPCTBEHHbIX CPeACcTB TpeboBaHWAM MpaBwa  Haanexaiei
NPON3BOACTBEHHOWN NPAaKTUKK, BbIAAHHOIO YMOMHOMOYEHHbIM hefepasibHbIM OpraHoM WCMOSIHUTE/IbHOW Bactu, B
c/lyyae, ecniv Npomn3BOACTBO SIEKAPCTBEHHOIO CpeAcTBa OCYLLECTBAAETCA 3a npedenamu Poccuiickoin degepauunm;

3) AOKYMEHT, cogepxalyunii cnegyrolme cBeeHuns o papMaleBTMYECKON CybCcTaHLmK:

a) HaumeHoBaHVe hapmaLeBTUYECKOW CybCcTaHLMK, ee CTPyKTypa, 06Lme CBOICTBA,;

6) HaumMeHOBaHWe 1 agpec NPOM3BOANTENS;

B) TEXHOMOINS MPOU3BOACTBA C ONWCAHMEM CTaauii NPOU3BOACTBA M METOAOB KOHTPOMSA Ha BCeX CTagusix
Npon3BOACTBA,;

r) onucaHue paspaboTkM npoLecca NPoOn3BOACTBA,;

[) onucaHue KOHTPONSA KPUTUYECKUX CTaAuiA npoLlecca NPOM3BOACTBA U MPOMEXYTOUYHON NPOAYKLNN;

€) [OKYMEeHTalbHOe NOoATBEpPXAeH e (Basmaaums) NpoLeccoB 1 (MNn) Nx OLEHKa;

) CBOICTBa 1 CTPYKTypa AENCTBYOLUX BELLECTB;

3) XapakTepucTuika npumecei;

n) cneumdmkaums Ha dhapmanleBTUHECKYHO CyOCTaHLMI0 1 ee 0O60CHOBaHNE;

K) aHa/IMTUYeckne MeTOAMKM, WCMOMb3yeMble NPY OCYLLECTB/IEHWM KOHTPONA KadvecTBa (dapMaueBTMYECKOl
cybcTaHuuuy;

N) f[OKyMeHTanbHoe noareepxaeHve (Banngauns) aHaIMTUYeckux MeTOAMK, UCMONb3YyEMbIX MPU OCYLLECTB/IEHWN
KOHTPO/1s KayecTBa (hapmaueBTUYECKO cybCcTaHuuu;

M) pe3ynbTaTbl aHa/In3a cepuii papmMaleBTUYECKON Cy6CTaHUMK;

H) NepeyeHb CTaHAAapPTHbIX 06pasLOB NN BELLECTB, UCNOb3YEeMbIX MPU OCYLLECTBIEHUM KOHTPOJIS KAYeCcTBa,;

0) onMcaHne XxapakTepPUCTVK 1 CBOMCTB YNakoBOYHbIX MaTepuasioB 1 YKYNOPOUHbIX CPeACTB;

M) AaHHble 0 CTabuNbHOCTU hapMaLleBTUHECKO CybCTaHLuW;

p) CPOK rogHOCTH.

(vacTb 2 B pep. PenepasibHOro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. ns npoBefeHMs 3KCMepTusbl KavyecTBa yKa3aHHOW B 4acTM 1 HacToslen ctatbl hapmaueBTUUECKON
cybCcTaHuuK 3asBUTENb NpeAcTaBsieT B YNO/HOMOUYEHHbI ddefepasibHbIi opraH UCMO/THUTE bHON BNacTu:

1) 3aABneHME O BK/THOYEHWUN B TOCYAAPCTBEHHbIVi pPeecTp JIeKapCTBEHHbIX CPEACTB AaHHON hapmaueBTUYecKoi
cybcTaHuuuy;

2) Konusa AOKyMeHTa, NOATBEPXAAOLLEro ynaarty rocyAapCTBEHHON NOLWMHbI 38 BK/IHOYEHWE B FOCYAaPCTBEHHbIN
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

peecTp NeKapCTBEHHbIX CPeacTB (hapmaueBTMUECKOW CybCTaHUUK, MPOM3BEAEHHOW ANs peanusauun, nmbo no
COOGCTBEHHOW MHULUMATMBE YKa3aHHbIi JOKYMEHT. B cnyyae ero HenpegcTtaB/ieHUs 3asBUTENIEM  YNOSHOMOYEHHbI
hefepasibHbIl opraH UCNOTHUTENbHOI BNacTu NpoBepsieT hakT ynnaTbl rocyAapCTBEHHOW MOLWVHbI 3asBUTEeM C
MCcnonb3oBaHMeEM WHGopMauum 06 ynsiate rocyAapCTBEHHOM MOWAMHLI, cofepxalleiica B [ocyaapCTBEHHO
WMHOPMALMOHHON CUCTEME O TFOCYAApPCTBEHHbIX U MyHUUMMNANbHLIX MAaTexax, Ha OCHOBaHWM MpeACTaB/EeHHON
3a8BMTENIEM KOMWUM AOKYMEHTA, MOATBEPXAAIOLLErO ynaaTy rocy4apCTBEHHON NOLWUHBI;
(n. 2 B pea. degepasnbHOro 3akoHa ot 22.12.2014 N 429-d3)

3) LOKYMEHTbI, yKa3aHHble B 4acTu 2 HACTOSLLEN CTaTbMy;
(B pes. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

4) 3asBneHWe O Bblgaye paspeleHMss Ha BBO3 B Poccuiickyto degepaunio  KOHKPETHOM  napTum
He3aperncTprpoBaHHOTO NIEKAPCTBEHHOIO CPeACcTBa, NpefHa3HauYeHHOro 415 NpoBeAeHUs YKa3aHHOW aKCnepTm3bl.

(n. 4 BBefeH ®efiepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

4. B TeyeHne aecatn pabounx gHen co AHS NPUHATUA 3asB/IEHMS O BK/IHOYEHUN yKa3aHHOM B YacTu 1 HacTosiwei
cTatbi (hapmaueBTUUECKON CYyObCTaHUMM B TOCYAAPCTBEHHbLI PEecTp /feKapCTBEHHbIX CPeACTB W [AOKYMEHTOB,
nepeyncnieHHbIXx B 4actu 1 1 nyHkTe 2 yacTm 3 HacToslweld cTaTbW, YMNOJIHOMOYEHHbI iefepasibHblii  OpraH
NCMONHUTENBbHON BNacTu:

(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

1) npoBOANT NPOBEPKY MOMHOTbI M AOCTOBEPHOCTU [AaHHbIX, COAEPXALLMXCHA B MPEACTaB/IEHHbIX 3asdBUTENEM
[OKyMEHTaXx;

(B pea. PepepanbHOro 3akoHa ot 25.11.2013 N 317-93)

2) NpuHMMAaEeT pelUeHVe O HanpaBfieHNM B 3KCMEPTHOE yupexAeHune 3ajaHus Ha MpoBefeHMEe 3SKCMepTu3bl
KauyecTBa ykas3aHHOl B 4acTu 1 HacToslel cTtaTbu (papMaleBTMYecKol cybCcTaHumm W 06 OTka3e B TakoMm
HanpasneHuu;

3) yBe4OMASAET B 3/IEKTPOHHON UM MUCbMEHHON (hopme 3asBUTENSA O NPUHATOM PELUEHMN UAW B C/lyYae oTkasa C
yKasaHveMm npuyvH Takoro oTkasa.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

4.1. B cny4yae BbISIBNEHUS HEAOCTOBEPHOCTM CBELEHWIA, coAepXawuxcsd B MNpPeAcTaBfiEHHbIX 3asBUTENEM
mMaTepuanax, ynosIHOMOYEHHbI dhefepasibHblii OpraH MCMOSHUTENbHOM BlacTW HanpasnseT 3asBuTeslo 3anpoc 06
YTOUHEHUWN YyKa3aHHbIX CBefeHwii. [aHHblii 3anpoc MOXeT ObiTb nepefaH YMNnoONHOMOYEHHOMY MpeaCTaBUTESHo
3aABMTENS JIMYHO NOZ pacnucKy, Hanpas/ieH Mo NoYTe 3akasHbIM NMUCbMOM WM MepefaH B 3/1EKTPOHHON hopme no
TEeNEeKOMMYHVKaLMOHHLIM KaHaniaM CBsA3W. B ciiydyae Hanpas/fieHns f4aHHOro 3anpoca no novte 3akasHbiM MUCbMOM OH
cunTaeTcs NoMyyYeHHbIM Mo UCTEYEHUN LWECTU AHEel ¢ AaTbl HanpaB/ieHUs 3aKasHoro nucobma.

(vacTb 4.1 BBefeHa PefepasibHbIM 3aKOHOM 0T 25.11.2013 N 317-93)

4.2. 3asBuTenb o06s3aH npeAacTaBUTb OTBET Ha 3anpoc  YNOMHOMOYEHHOro diefepasibHOro  opraHa
NCMONHUTENBHON BNIACTW B CPOK, HE NPeBbILLAOLLNA AeBAHOCTa pabounx AHel CO AHA MOMyYeHWs AaHHOro 3anpoca.
CpoK, ykasaHHbIi B 4acTu 4 HacTOSLWERn cTaTbW, NPMOCTAHaB/IMBAETCA CO OHS HampaB/ieHUs 3asBMTEN0 3anpoca
YMOSTHOMOYEHHOTO0 (hefepasibHOro opraHa UCMOSTHUTESbHOM BNAcTW 40 OHA NOJIyYEHUS UM OTBETa Ha LaHHbIA 3anpoc 1
He y4MTbIBAETCA NPU UCUMCIEHMN CPOKA 3KCNEePTU3bl KayecTBa hapManeBTUIecKol cyobcTaHLmMmn, HeMCNoAb3yemMon npu
NPON3BOACTBE SIEKAPCTBEHHBIX MPenapaTos.

(vacTb 4.2 BBefeHa PefepasibHbIM 3aKOHOM 0T 25.11.2013 N 317-93)

5. OcHoBaHveM 41 0TKas3a B HanpaBfieHN B 3KCMEPTHOE YypexAeHue 3afjaHus Ha MpoBefeHue 3KCnepTu3bl
KayecTBa ykKa3aHHOI B 4yacTu 1 HacTosiwen cTatbu hapMaueBTUUECKOW CyOGCTaHUMM SBASIETCA HenpeacTaBfieHune
[OKYMEHTOB, YKa3aHHbIX B 4acTu 2 HaCTOsLElN cTaTbW, OTCYTCTBME WHbopmauuu, noareepxgatowein akt ynniaTbl
rocyapCTBEHHON MNOLU/IMHbI 3a BKAKOUYEHME dhapMaleBTMUYECKOW CyOGCTaHLuMK, NPOU3BEAEHHON AN peanvsauuu, B
rocyapCTBEHHbI PeecTp SIEKapCTBEHHbIX CPEACTB, HENPeACTaB/IEHME 3aABUTENEM B YCTAHOB/IEHHLIN CPOK OTBETa Ha
yKasaHHbIi B YacTu 4.1 HacTosLLeli cTaTby 3anpoc YNoSIHOMOYEHHOro hegepanbHOro opraHa UCMONHUTENBHON BacTu
nny npeacTaBneHne JOKYMEHTOB, HE COAepXaLLMX NCHepnbIBatOLLEro nepeyHs Heo6XoANMbIX CBEAEHWA.

(vacTb 5 B pep. PefepasibHOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHne naTHagLaTK paboumx AHEeR co AHS NOYYEeHNS peLLeHns YNOSIHOMOYEHHOTO diefepasibHOro opraHa
NCMNOSIHUTENBHOW BNAcTN O HanpaB/ieHMN B SKCNEPTHOE yupexaeHne 3ajaHus Ha NpoBefeHue 3KCMepTu3bl kavecTsa
yKa3aHHOM B YacTu 1 HacToslell cTaTbl (papMaleBTMYECKOl CcybCTaHuMM 3asiBUTeNb NpeAcTaBiseT B 3KCMepTHoe
yupexaeHve 418 NpoBefeHus [AaHHON 3KcnepTu3bl o06pasubl hapMaueBTMYecKoil cybCcTaHuMM B KOMYECTBE,
Heo6XxoAMMOM A1 BOCMPOU3BEAEHNS METOAOB KOHTPO/MA KayecTBa. JKCMEepTHOE yupexaeHue npu nosyyeHun
06pasL 0B yKasaHHOI B 4YacTu 1 HacTosLwel cTaTbl (hapmaueBTUYECKO CybCTaHuuM BblgaeT 3asaBUTEN0 JOKYMEHT,
noATBEPXAAOLWMiA NonyyeHne 3Tmx obpasuoB, M B CPOK, He MpeBbillaloWmMiAi Tpex pabounx AHei, yBedgomnsieT B
3N1EKTPOHHON NN NMUCbMEHHON thopMe 06 3TOM YNOTHOMOYEHHbIV thefepasibHbili OpraH UCNOSTHUTENbHONM BlacTu. 3Tu
CPOKU HEe BK/IOUAKTCS B CPOK MPOBEAEHUS JaHHOW SKCNepTU3bI.

(B pen. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)
7. JlokymMeHTbl, MOCTyNMBLUME B 3KCMIEPTHOE YUpeXaeHne AN NPoBefeHUss 3KCNepTM3bl KayecTBa yka3aHHOl B
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

yacTu 1 HacTosllel cTaTbl papMaleBTUYECKON CybCcTaHLUMM, noanexar Bo3BpaTy B YNO/THOMOYEHHbIN dheaepasibHbiii
opraH UCMNosIHUTENbHOW BNacT! O4HOBPEMEHHO C 3aK/TH0UEHUAMN NO pe3y/ibTatam NpoBeAEeHHOW 3KCNepTu3bl.

8. B cpoK, He npeBblwaWuiA NATU paboumx AHEN COo AHA NOJSlyYeHMs 3akOYeHUS KOMUCCUM 3KCMEepTOoB MO
pe3ynbTataM 3KCMepTU3bl kayecTBa ykasaHHOW B 4yacTu 1 HacToswein cTatbu apmaueBTUYecKol cybcTaHumm,
YNOSIHOMOYEHHbIN (hefepanbHblil OpraH NCMONHWUTENBLHON BNacTu:

1) ocyLleCcTBISAET OLEHKY TaKOro 3ak/lo4YeHns ONS ONpefesieHnss ero COOTBETCTBMSA 3a[aHuio Ha NpoBefeHue
[AHHOI 3KCMepTU3bl;

2) NPMHUMAET peLLEHME O BK/IHOYEHNN YKa3aHHOM B YacTu 1 HacToswen ctaTbh hapMaleBTUYECKON CybCTaHLUN
B rOCy4apCTBEHHbIi pEEeCTp /IeKapCTBEHHbIX CPEACTB UM pelueHre 06 0TKkase B TakOM BK/IHUYEHWU;

3) BHOCUT NpuW NPUHATUM PELLEHNS O BK/IHOYEHUN YKa3aHHOW B 4acTu 1 HacToslwel cTatby hapmaleBTUYecKoi
cybCTaHLuMM B TOCYAapCTBEHHbIN peecTp NekapCTBEHHbIX CPeACTB NPeAyCMOTPEHHYH0 NyHKTOM 2 yactu 1 ctatbn 33
HacToswwero ®efepasbHOrO 3aKkoHa UHQOPMaLMIO U yBEAOMASET 06 3TOM B 3/IEKTPOHHOW WM MUCbMEHHOI dhopme
3asaBuUTens.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

9. OcHoBaHMEM [/ OTKa3a BO BK/HYEHWM yKa3aHHOM B uyacTy 1 HacToswel cTaTbi hapmaleBTUYEeCKOi
cybCcTaHUMM B rOCYyAapCTBEHHbIE peecTp J/IeKapCTBEHHbIX CPeACTB SAB/SETCA peLleHne COOTBETCTBYIOLLEro
YNOSIHOMOYEHHOIO (hefepasibHOro opraHa WCMOSIHUTENbHOW BflacTM O TOM, 4YTO KayecTBO hapmaleBTUYECKON
cybCTaHLMn He NOATBEPXKAEHO NOTYHEHHBIMU AAHHBIMU.

(vacTb 9 BBegeHa degepasibHbiM 3aKOHOM OT 22.10.2014 N 313-93)

10. He gonyckaeTcs BKIOYEHWE B rOCYAAaPCTBEHHBIN PEECTP NEKAPCTBEHHBIX CPEACTB OA4HON hapmaLleBTNYECKO
cybcTaHLmMn, NPON3BEAEHHON A5 peannsaunn U BbiNyCKaemMol OfHUM W TeM XXe Mpou3BOAUTEsNIEM, B BuAe ABYX U
60/1ee peecTpoBbIX 3anncer.

(vacTb 10 BBefeHa dPefepasibHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

11. BHECEHWE M3MEHEHUI B AOKYMEHTbI Ha (hapMaueBTUYECKYI0 CyOCTaHLMIO, MPOM3BEAEHHYI0 A1 peanusaumun
N BKIIOYEHHYIO B rOCY4ApCTBEHHbIN PeecTp JIeKapCTBEHHbIX CPeACcTB, OCYLLECTBASETCA B MOpPsSAKe, YCTaHOBIEHHOM
ctatbaMn 30 1 31 HacTosiwero degepasbHOr0 3akoHa, C ynaatol rocygapCTBEHHOI MOWANHBLI, NpeayCMOTPEHHON
3akoHogaTenbcTBoM Poccuiickoit degepauum o Hanorax u cbopax.

(vacTb 11 BBefeHa PefepasibHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

12. onyckaeTcsa obpalleHne hapMaLeBTUYecknx cybcTaHUmi, MpomM3BeeHHbIX 418 peannsauunm, B TedeHne cra
BOCbMUAECATVN AHEA A0 W MOC/Ae NPUHATWS YNOSIHOMOYEHHbIM (defepasibHbIM OpPraHOM WCMOMHUTE/IbHOM BacTu
peLLEHNS O BHECEHMUN N3MEHEHWI B AOKYMEHTbI Ha (hapmaLleBTUHECKYO CyOCTaHLmMI0, NPON3BEAEHHYIO 015 peanusalmm
N BK/IIOYEHHYIO B rOCYAapCTBEHHbIN peecTp IekapCTBEHHbIX CPEACTB.

(vacTb 12 BBefeHa PefiepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

13. PeweHne 06 MCKIOYEHUM U3 TOCYAAPCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPeACTB  (dapMaLeBTMYECKOl
cybcTaHuuKM, MpoOM3BEAEHHOW [ANa peanu3auun, MpUHMMAeTCs  YNO/IHOMOYEHHbIM  hegepanbHbiM — OpraHoM
NCMNOJSIHUTENBHOW BNacTu B Cliyyae:

1) npefctaBneHns COOTBETCTBYHOLMM YMNOSHOMOYEHHbIM hefepasibHbIM OpPraHoM  MCNOJSIHATENBHON BNacTy
3aK/1l04YEeHNA O pucke uanm 06 yrpo3e XWU3HW WM 340POBbI0  YenoBeka J/iMbo XKMBOTHOTO MPU  UCMOMb30BaHUN
NleKapCTBEHHOIO CPeCTBa;

2) nogaun pa3paboTuMKkom fIeKapCTBEHHOIO CpefcTBa WiWM MNPOU3BOAMUTENIEM JIEKAPCTBEHHOIO cpejcTsa Jimbo
YMOJTHOMOYEHHBIM UMW APYTMM HOPUANYECKMM NILOM 3asBfeHus 06 WCKIIYEeHUN U3 TOCyAapCTBEHHOIO peecTpa
NleKapCTBEHHbIX CPeACTB hapMaLeBTMYECKON CyOCcTaHLMmM, NPOU3BELAEHHON 4N peanusaumu;

3) oTcyTCcTBMS hapMaLeBTUYECKO cybcTaHUMn, NPON3BEAEHHON AN1s peanu3aunmn, B obpallieHnn B Poccuiickoi
depnepaLun B TeueHve Tpex n 6onee ner.

(vacTb 13 BBefeHa PefiepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

Crartbsa 35. YTpatuna cuny ¢ 1 nions 2015 roga. - degepanbHbiil 3akoH 0T 22.12.2014 N 429-$3

Cratbsa 36. ObGxanoBaHuMe pelleHnss 06 OTKase B Bblgaye paspelleHnsi Ha NpoBeAeHue KIAMHMYECKOro
nccnefoBaHus IekapCcTBEHHOMO npenapaTta, peweHns 06 oTkase B rocyAapCTBEHHOW perncrpaummn nekapcTBEHHOro
npenaparta, 3aK/1lo4eHUA KOMUCCUM IKCNEPTOB 3KCMEPTHOIO YUpexaeHus Uan 3akioueHnsa coBeTa no atuke

(B pen. PepepanibHOro 3akoHa ot 22.12.2014 N 429-93)

PelueHre cOOTBETCTBYIOLLENO YNOSIHOMOYEHHOTO (defepasibHOro opraHa MCMNOMHUTESIbHOM BNactu 06 oTkase B
Bblgaye paspeLlleHus Ha NpoBedeHne KIMHMYECKOrO NCCNefoBaHnsa TIeKapCTBEHHOrO npenapara, pelleHne ykasaHHoro
dhefepasibHOrO opraHa WCMOSIHUTE/IbHON BNacTu 06 OTka3e B TrOCYAApCTBEHHOW perucTpauum NekapCcTBEHHOro
npenaparta, 3aktoyeHre KOMUCCUM IKCNePTOB 3KCMEPTHOTO Y4YpexaeHusa Wnn 3ak/yeHne coBeTa Mo 3TUKe MOXeT
6bITb 06Xa/I0BaHO B MOPSAKe, YCTAHOB/IEHHOM 3aKoHOAaTeNbCTBOM Poccuiickoii depepaummn. 3akoveHne 3KcnepTa,
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

0ohOpM/NIEHHOE MO WUTOraM 3KCMEepTU3bl B LEsSX OnpefeneHns B3aMmMo3aMeHSeMOCTW  3apermcTprpoBaHHOMo
NeKapCTBEHHOro npenapara, MOXeT OblTb 06Xa/ioBaHO AepXaTenemM WAn  Bnagesibuem perncTpauyoHHOro
y[0CTOBEPEHUS NIeKapCTBEHHOIO NpenapaTa B KOMUCCWIO 9KCMEepPTOB 3KCMEPTHOTO yUpexaeHns. 3ak/oueHne KoMUccum
3KCMEPTOB IKCMEPTHOIO yupexaeHusi, opopMIEHHOE MO UToraM MepPecMoTpa 06XasIOBaHHOMO 3ak/IHUEHWsI 3KCMepTa,
MOXET 6bITb OCMIOPEHO AepXaTesieM Unv BnagebLeM PErMcCTPaLOHHOTO YAOCTOBEPEHNS IEKAPCTBEHHOIO Npenapara
NM60 YNoNHOMOYEHHbIM UMK IMLUOM B MOPSAAKe, YCTaHOB/IEHHOM 3aKOHOAATeNbCTBOM Poccuiickoii ®epepaumnn. MNpw
06)Xas10BaHNM peLleHns YnosIHOMOYEHHOTo hefepasibHOr0 opraHa WCMOJSIHUTE/IbHOW BMacTyi, 3ak/loueHuss akcnepTa
UM KOMUCCUM 3KCTMEPTOB 3KCMEPTHOTO YUYpeXAeHWs, 3ak/louyeHusi coBeTa Mo 3TuMKe fepxartesls Wnv  Bnagenel
perucTpauyoHHOro YAOCTOBEPEHUs] NIeKapCTBEHHOrO npenapata nnGo  YNosHOMOYEHHOE UMM /MU0  Bnpase
NpPeAcTaBUTL Pe3y/bTaThl IKCMEPTU3bl JIEKAPCTBEHHOTO Npenaparta, NPOTOKO/bl MOJyYEHHbIX aKKPeAMTOBaHHbLIMU
ucnbiTaTebHbIMU TlabopaTopusamn (LeHTpamn) pesy/ibTaToB UCC/EeA0BaHNIA, UCTbITAHWIA.

Cratbsa 37. WNHopmaums, cBs3aHHasi C OCYLLECTB/IEHMEM T[OCYAAapPCTBEHHON perncTpaumm nekapCTBEHHbIX
npenapaTos, WHoOpMaLNs O 3aperncTpuMpoBaHHbIX SIEKAPCTBEHHbIX nNpenapartax W JiekapCTBEHHbIX npenaparax,
WCK/TIOYEHHbIX N3 TOCY4apCTBEHHOIO peecTpa /iekapCTBEHHbIX CPeACTB

1. CooTBeTCTBYOLMIA YNOTHOMOYEHHBIN hefepasibHbIl OpraH UCMONHWUTENBHON BflacTM pasMellaeT Ha CBOEM
odhmumanbHOM caiiTe B ceTu "VIHTepHeT" MHGopMaLMIo, CBA3aHHYIO C OCYLLLECTB/IEHMEM rOCYAapCTBEHHON perncrpaunm
NleKapCTBEHHbIX Npenapartos, B TOM YnC/e NPOBeAeHNEM IKCNEPTU3bI JIEKAPCTBEHHbIX CPeacTB (BKIYas pesysbraTbl
ee npoeefeHns), NHAhopMaLMIo 0 3aperMcTpPYPOBaHHbIX JIEKAPCTBEHHbIX MpenapaTax W fiekapCTBEHHbIX npenaparax,
WCK/TIOYEHHbIX U3 FOCYAAapPCTBEHHOIO peectpa /IeKapCTBEHHbIX CPEACTB, HE MO3AHee YeM yepes NATb pabounx AHel co
[HS NOSlyYeHns COOTBETCTBYHOLLMM YNO/THOMOYEHHbIM heaepasibHbIM OpraHoOM UCNOSIHUTE/IbHOW BNacTu 3asBEHNs O
rocyapCTBEHHOI perncTpauuy ekapcTBeHHOro npenapaTta.

(B pen. ®PenepasibHOro 3akoHa ot 22.12.2014 N 429-93)

2. CpokM 1 _MOopsAoK pasMelleHns yka3aHHOW B yacTv 1 Hactosuwel ctatby MHhopmauuy yctaHasBnnBatoTCA
YNOSIHOMOYEHHbIM hefiepasibHbIM OPraHoM MCNOJSTHUTENbHOW Bnactu. MHdopmMauus, ykasaHHas B yactu 1 HacToswei
cTaTby, SBNSETCA OTKPbITOA M 06LLEeAOCTYNHOW U NpefocTaBNseTCa 3avHTepecoBaHHbIM NULaM B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuiickoii depgepauun.

(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

Mnaea 7. KNMMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPEMNAPATOB AnNA MEANMLUMUHCKOIO NPMMEHEHUA, OrOBOP
Ob UX MPOBEAEHUN, MPABA NAUUEHTOB, YYACTBYIOLLUX
B 3TUX UCCINIEAOBAHUAX

CraTtbsa 38. KnvHuyeckue nccnenoBaHns nekapcTBeHHbIX NpenaparoB ANns MeAnUUHCKOro npuMeHeHns

1. KnuHuueckne nccnepoBaHus NIEKAPCTBEHHbIX MpenapaTtoB A1 MEAWMUMHCKOrO MPUMEHEHUS, B TOM uucne
MeXAyHapo/Hble MHOIOLLEHTPOBbIE, MHOTOLIEHTPOBbIE, MOCTPErNCTPaLMOHHbIE, NPOBOASATCS B OAHOW WM HECKO/bKMX
MEeANLMHCKUX OpraHM3auusix B COOTBETCTBMM C NpaBWIamy Hag/iexalleil KIMHWYEeCKON MNpakTUKW, YTBEPXAEHHbIMU
YMOSTHOMOYEHHbIM (hefepasibHbIM OpraHoOM UCMNOIHATENBHOWN B/1IAaCTU, COOTBETCTBEHHO B C/IEAYHOLNX LeNsX:

(B pen. ®PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) ycTaHoBMeHMe 6e30MacHOCTM /IeKapCTBEHHbLIX NpenapaTtoB A1  340pPOBbIX A06poBOMbUEB U (MNK)
NepeHoCUMOCTU 1X 340POBbIMY A06POBOMbLAMM, 3a UCK/IOUYEHNEM Taknx NCCIe0BaHN TEKapPCTBEHHbLIX Mpenaparos,
npoun3BefeHHbIX 3a npegenamu Poccuiickon degepaumm;

2) noabop oNTUMasbHbIX [03UMPOBOK JIEKAPCTBEHHOrO MpenapaTa M Kypca /feyvyeHnss Ans nauveHToB C
onpegesnieHHbIM 3a60/1eBaHMEM, ONTUMASIbHbIX A03 U CXEM BakKUMHaLMN MMMYHOOMOSIOTMYECKMU JTIEKAPCTBEHHBLIMU
npenaparamu 340pOBbIX A0OPOBO/ILLEB;

3) ycTaHoB/eHne 6e30MacHOCTU flIeKapPCTBEHHOIO npenapata M ero 3(p¢eKTMBHOCTM ANs NaLUEHTOB C
onpegeneHHbiM 3abonieBaHMeM, MPOPUNAKTUYECKON 3GAEKTUBHOCTN  UMMYHOOMONOTMYECKUX  JIEKAPCTBEHHbIX
npenaparoB 415 340POBbIX 406POBO/ILLEB;

4) n3yyeHne BO3MOXHOCTM PaCLUMPEHMS MOKa3aHWiA ANns MeOUUMHCKOTO NPUMEHEHUST W BbISIBEHWA paHee
HEN3BECTHbIX MOBGOYHbIX AEACTBUIA 3aperMcTPUPOBaHHbIX JIEKAPCTBEHHbIX NPenapaTos.

2. B OTHOLLEHMN BOCMPOM3BEAEHHbIX /IEKAPCTBEHHbIX NPENapaToB A1 MeAULMHCKOTO NPUMEHEHNS MPOBOASITCS
nccnefoBaHnss OUO3KBMBASIEHTHOCTU U (MNN) TepaneBTUYECKOW 3KBMBAJIEHTHOCTM B NOpAAke, YCTaHOB/IEHHOM
YNOSIHOMOYEHHbIM hefepasibHbIM OPraHOM UCMONMHUTEBHOI BMaCTy.

3. OpraHu3auuio NpoBeAeHNsT KIMHUYECKUX WUCCMefoBaHWUiA NeKkapCTBEHHOTO Mpenapata Ans MeAMUUHCKOro
NPYMEHEHNS BNpaBe OCYLLLECTBNATb:

1) pa3paboTurK NeKapCcTBEHHOrO Npenapara Win ynoaHOMOYEHHOe UM NnLLO;
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

2) obpasoBaTefibHble  OpraHusaumun BbICLLETO 06paszoBaHus, opraHmsaumm OOMONHNTESTbHOTO
npoceccnoHasibHOro 06pa3oBaHNs;

(n. 2 B pes. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-MCcCceoBaTeNbCkne opraHm3anmu.

4. KnnHnyeckne nccnegoBaHns 1eKapCcTBEHHOrO npenapara Ans MeauuMHCKOro MpUMeEHEeHUs NPOBOAATCA Ha
OCHOBaHUM paspeLleHns Ha NpPOBeAEeHMEe KIMHMYECKOTO MWCC/edoBaHus JIeKapCTBEHHOro npenapara, BblAAHHOTO
YNO/IHOMOYEHHbIM  (heAepasibHbIM  OPraHoOM WCMOSIHUTE/IbHON BNAcTU. YMO/IHOMOYEHHbI diefgepanbHblii  opraH
NCMNOSIHUTENBHOW BNacTu BeAeT pPeecTp BblAaHHbIX paspelleHnii Ha MpoBefeHne KINHUYECKMX WUCCiefoBaHui
NeKapCTBEHHOr0 nNpenapara, CoAepXaLLMii ykazaHne Ha Ux Lesb AN Lenn, B ycTaHOB/IEHHOM 3TUM OpraHoM Nnopsigke.
(B pea. PenepasibHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93)

5. Ytpatun cuny ¢ 1 nionsa 2015 roga. - PegepasibHblii 3aKoH 0T 22.12.2014 N 429-$3.

6. K opraHmsaumm npoBeAEHUS KUHWYECKMX WCCEeL0BaHWI NIEKApCTBEHHOIO npenapata Afs MeAUUMHCKOro
NpMMeHeHns pa3paboTumMkoM J1IeKapPCTBEHHOIO npenapara MOryT npuB/eKaTbCa  puguyeckne nuua oo
OpraHn3auMoHHO-NPaBoBOli DOPMbI MPK YCNOBUM OGecrnevYeHns COOTBETCTBMA 3TUX MCCNefoBaHulii TpeboBaHMAM
HacTosLero degepanbHOro 3akoHa.

7. KnuHnyeckne uccnefoBaHusi NekapCTBEHHbIX MpenapartoB 418 MeOMUMHCKOTO NPUMEHEeHWs MpoBOASATCHA B
MEeANLMHCKUX OpraHm3aLumnsx, akkpeamTOBaHHbIX YNOSIHOMOYEHHbIM hefepasibHbIM OpraHoOM UCMOMHUTENLHON BacTy B
nopsigke, yctaHos/eHHoM lMNpasutensctBoM Poccuiickoilt ®epepaunn.

8. lepeyeHb MEOWLUMHCKAX OpraHuM3auuii, uMelLWwmx npaBo NPOBOAUTbL K/IMHWYECKME UCCef0BaHus
NleKapCTBEHHbIX MpenapaToB 418 MeAWLMHCKOro MpUMEHEHUs, U peecTp BblaHHbIX paspelleHuii Ha npoBefeHue
KIMHUYECKUX WCCNef0BaHWin NeKapCTBEHHbLIX MpenapaToB OMy6/IMKOBbLIBAKOTCA UM pasMeLLaloTcsl  YNOSIHOMOYEHHbIM
dhefepasibHbIM OpraHoOM MWCMOJSIHUTENbHOW BAAacTU B YCTAHOBMIEHHOM MM MOpsAAKe Ha CBOeM ohmumasibHOM caiite B
cetu "VIHTepHeT".

Cratbsa 39. PelweHrne 0 npoBefeHWN K/IMHWYECKOrOo WCC/iefoBaHUA JfieKapCTBEHHOro npenapara Aas
MeWLMHCKOro NpuMeHeHus

(B pen. PenepasibHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnnHnyeckoe nccnefoBaHue NEKapCTBEHHOTO mpenapara A8 MeAWMUMHCKOTO MPUMEHEHUs MPOBOAMTCA Ha
OCHOBaHUM paspelleHuss Ha NPOBeAEHNe KIMHUYECKOTO WUCCef0BaHNA NeKapCTBEHHOro npenaparta, BblAAHHOTO
YNO/THOMOYEHHbIM hefepasibHbIM OPraHOM WCMOSIHUTENIbHOW BAACTM MO  pe3ynbTaTaM  3KCNepTusbl  [JOKYMEHTOB,
Heo6X0AMMbIX AN NOSyYEHUs] pa3peLleHunst Ha NPOBEAEHNE KIMHUYECKOTO UCC/Ie0BaHUS JIeKapCTBEHHOMO npenapara
N 3TMYECKOI 3KCNepTUusbl.

2. ina nony4yeHns paspeLLeHns Ha NpoBeAeHne KIMHUYECKOr0 UcCNefoBaHNs NekapCTBEHHOrO npenapara A1s
MEeJMLMHCKOr0 NPMMEHEHUSI 3asBUTE/b NPEACTaBNSEeT B YNO/IHOMOYEHHbI hefepasibHblii opraH WCNOSHUTE bHON
B/1aCTU:

1) 3asBneHne 0 Bblgaye paspeLleHus Ha NPoBeAeHNe KIMHUYECKOro NCCeJoBaHNs NeKapcTBEHHOrO npenapara
ANs MeAVNLMHCKOTO NPUMEHEHUS;

2) KONMM [JOKYMEHTOB, NOATBEPXAANOWMX YNAaTy rOCyAapCTBEHHON MNOLWIMHLI 3a NPOBEeAEHME 3TUYECKOW
3KCMEepPTM3bl, IKCMEPTM3bl AOKYMEHTOB Ha JIeKaPCTBEHHbIA npenapar Ans8 NoJyyYeHus paspelleHns Ha npoBefeHue
K/IMHUYECKOr0 NCCNel0BaHMs IEKAPCTBEHHOIO NpenapaTta A5 MeAMLMHCKOro NMpYMEHEHMS, 3a Bbiauy paspeLleHus Ha
npoBefeHne KIMHUYECKOTO WCCeA0BaHNsA fleKapCTBEHHOrO npenapata A8 MeAMLUUHCKOTO NPUMEHEeHUs, 3a
npoBefeHne 3KCnepTn3bl AOKYMEHTOB Ha fleKapCTBEHHbI npenapaT A8 NOoMyYyeHuss paspelleHns Ha npoBefeHue
MeXAYyHapOA4HOro MHOFOLEHTPOBOrO K/IMHWYECKOr0 MCCNefoBaHWs /1eKapCTBEHHOrO npenapaTta Aas MefuUMHCKOro
NPUMEHEHWS, 3a Bbl4ayy paspelleHus Ha MpoBedeHue MeXAyHapoAHOro MHOMOLEHTPOBOrO  KAMHUYECKOrO
nccnefoBaHns NekapcTBEHHOro npenapaTa 419 MeAMLUHCKOrO MPUMEHEHMWS, 38 MPOBEAEHNEe 3TUYECKON 3KCnepTusbl,
3KCnepTu3bl [JOKYMEHTOB HAa JIEKAPCTBEHHbIA npenapaTr Ans MNOJyYeHWsl  paspelleHMsl Ha  MpOoBeAeHue
MOCTPErMCTPaLMOHHOTO KIMHUYECKOr0 UccneoBaHnsa NIekapCTBEHHOTO nNpenapara 415 MeAULMHCKOro NpYMEeHeHus1, 3a
BblJayy paspelleHnss Ha npoBefeHMe MOCTPErncTPaumoHHOr0 KIUHUYECKOr0 WCCAeA0BaHWs  1eKapCTBEHHOro
npenapara 415 MeAWUUHCKOrO MPUMEHEHUS, UKW MO COBCTBEHHOM WHMUMATMBE YKasaHHble AOKYMEeHTbl. B cnydvae
HenpeAcTaBneHns 3asBUTENIEM YKa3aHHbIX AOKYMEHTOB YMNO/IHOMOYEHHbIA hefepasibHblii opraH WCMONHWUTENbHON
BacTy nposepseT pakT ymiaTtbl roCyfapCTBEHHON MNOLW/VHBI C  MCMO/Mb30BaHWeM uWHopmauum 06  ynniate
rocyfapCTBEHHOI NOLWNHBI, cogepxaleiics B FocyaapCTBEHHON NHGOPMALMOHHONW CUCTEME O TOCYAAapPCTBEHHBLIX W
MYHULMNA/bHBIX MaTexax, Ha OCHOBaHUN NPeACTaB/EHHbIX 3asSBUTENEM KOMWIA JOKYMEHTOB;

3) MPOTOKO/ KIMHWMYECKOrO MCCNEefoBaHNS IeKapCTBEHHOTO npenapara A1 MeANLMHCKOT0 NPYMEeHeHs;

4) 6polutopy nccnegosatens;

5) MHhOPMALMOHHbI IMCTOK NaUNEHTa;

6) cBefieHus 06 onbiTe paboTbl nccnefoBaTenein N0 COOTBETCTBYHOLLMM CNELNa/IbHOCTAM U UX ONbiTe paboTbl No
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NPOBEAEHMNIO KNIMHNYECKNX UCCNEef0oBaHNIA;

7) cBegeHMs 0 MeAMUMHCKMX OpraHm3auusix, B KOTOpbIX npeagnosiaraetcsl MpPoBEAEHUE  K/TMHWUYECKOro
nccreoBaHus 1ekapCcTBEHHOMO Npenapara Ans MeguLMHCKOro NpUMeHeHns (MOJTHOE U COKPaLeHHOE HanMMeHOBaHWS,
OpraHv3auUMoHHO-NpaBoBas opMa, MeCTO HaXOXAEHNS U MECTO OCYLLECTB/IEHNS AeATeNbHOCTH, TenedoH, Tenegakc,
afpec 371EKTPOHHO NOYThI K&XXA0M MeANLUMHCKOW OpraHm3aumm);

8) cBefleHVa 0 npeanosiaraeMbiX Cpokax NPOBEAEHNS KTIMHUYECKOrO UCCNEAOBAHNSI /IEKAPCTBEHHOIO npenapara
ANs MeAVNUMHCKOTO NMPUMEHEHUS;

9) konuo AoroBopa 06s3aTeflbHOr0 CTPaxOBaHWUs, 3ak/IlOYEHHOTO B COOTBETCTBMM C TUMOBbLIMY _NpaBuIamu
006513aTENbHOT0 CTPaxoBaHWUs, C yKas3aHWEM NpPeaesbHO YMCMEHHOCTU NAUMEHTOB, y4yacTBYHOLMX B KIVMHWYECKOM
nccregoBaHUN IekapCTBEHHOIO NpenapaTta Anst MeAULUHCKOro NPUMEHEHUS;

10) nHdoopmaumio 0 cocTaBe SIEKAPCTBEHHOIO nNpenapata Ans MeAUUUHCKOTO MPUMEHEHUS;

11) AOKYMEHT, COCTaB/IEHHbIVi NPON3BOAMTENIEM NEKAPCTBEHHOIO NpenapaTa 4s1s MeaWMUMHCKOTO MPUMEHEHMUS 1
copepxXallnii nokasatesim (XapakTepucTuKM), a Takke CBEAEHMS O JlekapCTBEHHOM npenapaTte Ans MeaMLMHCKOro
NPUMEHEHWS, NPON3BEAEHHOM A1 NPOBEAEHNS KTMHUYECKMX UCCNEeA0BaHWA;

12) Konuto NULEH3MM Ha NPON3BOACTBO SIEKAPCTBEHHbLIX CPEACTB B C/lyyae, ec/ii NPOM3BO/ACTBO JIEKAPCTBEHHOIO
npenapara ocyuiectsnsetTca B Poccuiickoli ®egepauun, uam KONM 3akloYeHUss O COOTBETCTBMM MPOM3BOAUTENS
NeKapcTBEHHOrO npenapata TpeboBaHMSAM MpaBua Hagnexallei npov3BOACTBEHHOW MNPaKTUKX, Bbl4AHHOMO
KOMMETEHTHbIM YNO/IHOMOYEHHbLIM OpPraHoOM CTPaHbl NPOU3BOANTENS NEKAPCTBEHHOIO Npenapara.

3. B cpoK, He MpeBbIAaKLLNA NATU Ppaboyumx AHE CO AHA MPUHATUS YKa3aHHOro B NMyHKTe 1 yacTu 2 HacTosLein
cTaTbi 3asiBNEHNSA 1 HEOOXOANMbIX AOKYMEHTOB, YNO/THOMOYEHHbIN ddefepanbHbIii opraH UCNOAHUTEbHOW BAaCTu:

1) npoBOANT NPOBEPKY NOSIHOTLI U JOCTOBEPHOCTM CBEAEHWI, COAEPXALUMXCA B NPeACTaB/IEHHbIX 3asBUTENIEM
[OKYMeHTaXx;

2) NpYHMMAaET pPeLLIEHNE O NPOBEAEHMMN IKCNEPTU3bI AOKYMEHTOB AJ/19 MOMyYEHUS paspelleHnsl Ha MpoBefeHune
K/TMHMYECKOro 1CCnefoBaHNs NIEKapCTBEHHOIO Npenapara gn1si MeAULMHCKOro MPUMEHEHMS U 3TUYECKO 3KCNEPTU3bI
1y 06 oTkase B NPOBEAEHNMN YKa3aHHbIX 3KCMEPTUS3;

3) yBeAOMNSET B 3/1IEKTPOHHOMN hOpME UM Ha BYMadKHOM HOcuTesie 3asiBUTens O NPUHATOM pelweHun nnbo B
c/yyae NpUHATUS peLLIeHNst 06 OTKa3e Takke C yKkasaHMeM NPUYMH Takoro oTkasa;

4) nogrotaBNMBaEeT M HanpaB/sieT B 3KCMEPTHOE YYPEXIEHME M COBET MO 3TMKE 3afaHWe Ha MNpoBefAeHue
COOTBETCTBYIOLUX 3KCNEPTUS.

4. B cnyvae BbISIBNEHUSI HEMOMHOTbI U (MX) HEAOCTOBEPHOCTU MHhOpMaLUK, coaepXalleiicst B NpeacTaBneHHbIX
3asBUTENEM AOKYMEHTaX, YNO/IHOMOUYEHHbI dhefepasibHbllii OpraH UCMOMHWUTENbHOM BNACcTW Hanpas/seT 3asBUTESIHO
3anpoc 06 YTOYHEHMM YKa3aHHOW WHAopMauuKn. [aHHbIi 3anpoc MOXET ObiTb nepegaH  YNoSIHOMOYEHHOMY
npeacTaBUTENIO 3asBUTENS JIMYHO MOJA Pacnucky, HamnpaBfieH Mo Nno4yTe 3akasHbIM MNUCbMOM WM nepefaH B
3/1EKTPOHHON hopMe MO TeNIEKOMMYHMKaALMOHHbIM KaHasiam CBSi3W. B criyyae HanpaB/iieHMs AaHHOro 3anpoca no noyte
3aKa3HbIM MUCbMOM OH CUHATAETCS NOMYYEHHbIM MO UCTEYEHWM LWECTN AHE C AaTbl HanpaBfeHWsl 3aka3HOro Mucbma.
3asBuTenb 0653aH NpeacTaBUTbL OTBET Ha 3anpoc YNoSIHOMOYEHHOTO hefepasibHOro opraHa WMCMNosIHUTE/IbHON BnacTy
B CPOK, HE NPEBbILLIALWNIA AEBAHOCTA pabounx gHEN co AHA ero nonyyeHuns. Cpok, ykaslaHHbIi B YacTy 3 HacTosLlel
cTaTby, NPMOCTaHaBNMBAETCA CO AHS HanpaB/ieHNs 3asiBUTE/II0 3anpoca YNoSIHOMOYEHHOro hegepanbHOro opraHa
NCMNO/IHUTENBHOW BflacTU A0 AHS NOJIyYEHUSI UM COOTBETCTBYIOLLENO OTBETA U HE YUMTbIBAETCA NPU MCUYUCNIEHUM CpOoKa
MPUHATMSA YNOTHOMOYEHHBIM d)eAepasibHbIM OPraHOM UCMOJTHUTE/TbHOM BAACTW PELLEHNS O MPOBEAEHUN 3KCNepTu3bl
[OKYMEHTOB A1 MONyYEeHUS pa3peLleHmns Ha NPOBEAEHNE K/IMHUYECKOTO MCCNeAoBaHNs NIEKAPCTBEHHOro npenapaTa
ANS MeANUMHCKOTO NPUMEHEHMS.

5. OcHoBaHVeM /151 0TKasa B NPOBEAEHNN IKCNEPTU3bI JOKYMEHTOB A1 MONYYEHUs pa3peLLeHns Ha NpoBeaeHne
KTMHMYECKOro NCCNefoBaHNs NIEKaPCTBEHHOMO npenapara g5 MeAULMHCKOrO MPUMEHEHMS U 3TUYECKOI 3KCNEepTU3bl
ABNSIETCA NpeAcTaB/IEHNE [OKYMEHTOB, MNPeAyCMOTPEHHbIX YacTbitd 2 HacTosIEeR cTaTbW, B HEMO/IHOM 06beMe,
HenpeAcTaB/ieHNe 3assBUTE/IEM B YCTAHOB/IEHHbI CPOK OTBETA Ha yKa3aHHbI B YacTu 4 HACTOSILE cTaTby 3anpoc
YMOSTHOMOYEHHOTO hefepasibHOro opraHa MCNOJIHATENBHOM BNAcTh /IM60 OTCYTCTBME B MPEACTaB/IEHHbIX AOKYMEHTax
ncuyepnbIBatoLLEro NeEPeYHss HEO6X0AMMO MHEhoPMALMKN UM MHAOPMALMK, KOTOPas A0/MKHA ObiTb OTPaXXeHa B HMX, a
TaKkke OTCYTCTBME WHpopMauumn, MoATBepxAawlen ¢akT ynnaTbl rOCyAapCTBEHHOM MOLWIWHLI 3a NpoBeAeHne
3TUYECKOIN 3KCNEPTU3bl, SKCMEPTU3bl AOKYMEHTOB Ha JIEKAPCTBEHHbLIM MpenapaT A/ NOSyYeHUs paspelleHns Ha
NpoBeAEHNE KITMHNYECKOrO UCCIe0BaHNS IEKAPCTBEHHOTO Npenaparta Ans MeAuLMHCKOro MpUMEHEHUs, 3a Bblaayy
paspelleHnss Ha nNpoBefeHVe KAMHUYECKOro WCCNefoBaHWA JIeKapCTBEHHOro npenapata [Aas  MeauLMHCKOro
NMPVYMEHEHNS, 3a NPOBEAEHNE IKCNEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHbIV Npenapar 415 noslyvYeHnss paspelleHus Ha
NpoBeAEHNE MEXAYHAPOAHOIO MHOrOLLEHTPOBOIO K/MHUYECKOrO WCCMeAoBaHUsl IeKapCTBEHHOro npenapata  Ans
MEANLMHCKOTO MPUMEHEHMS], 3a Bblady paspelleHns Ha MpPOBEAEHNE MeEXAyHapOAHOro  MHOrOLEHTPOBOrO
K/TMHMYECKOro UCCNEeA0BaHNS NIEKAPCTBEHHOIO NpenapaTta 4718 MeaMUMHCKOro MPUMEHEHMS, 3a MPOBEAEHNE 3TUYECKON
3KCNepTn3bl, 3KCNEPTM3bl JOKYMEHTOB Ha /IEKApPCTBEHHbI npenapaTr Aas MnosyyeHusl paspelleHnst Ha NpoBeAeHne
MoCTPerncTpaLoHHOro KIMHNYECKOro MCC/1e0BaHMs NeKapCTBEHHOro npenapara 419 MeguLUMHCKOro NpUMeHeHus, 3a
Bblgayy paspelleHuss Ha npoBefeHMe MOCTPErMCTPaLMOHHOIO K/IMHUYECKOrO WCCeAoBaHnNs  IEKapCTBEHHOTO
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

npenapara A1 MeAuLMHCKOro npuMeHeHus.

6. lpoBepeHue 3IKCMepTU3bl [OOKYMEHTOB [N MOJyYeHUs paspelleHnss Ha npoBefeHue  KJMHUYECKOro
nccnefoBaHNs NEKAPCTBEHHOIO Npenapara 415 MeanLMHCKOTO MPUMEHEHMS M 3TUYECKOl 3KCNepTusbl, COCTaBfieHue
KOMUCCUEeli 3KCMepTOB U COBETOM MO 3TUKE 3aK/IYEHWI O BO3MOXHOCTM WM HEBO3MOXHOCTM MPOBEAEHWS TaKoro
KIMHMYECKOro MWCCNefoBaHusa W HanpaBfieHue 3TWX 3ak/ioYeHWA B YNOSIHOMOYEHHbI  efepasibHblii  opraH
NCMONHUTENBbHON B/IACTY OCYLLIECTB/IAIOTCA B CPOK, HE NpeBbllalowuii Tpuauatn pabounx AHeil co AHA MNoy4veHus
3KCMEPTHbIM YUpexAeHneM 3afaHus YNoSIHOMOYEHHOro dieflepasibHOr0  opraHa WCNOJSIHUTE/IbHOW  Bfactn  C
NPUNOXEHNEM [OKYMEHTOB, YKa3aHHbIX B MyHkTax 3, 4, 10 n 11 yacTu 2 HacTosIWEen cTaTbh, U COBETOM NO 3TUKE
3a/iaHns ynosIHOMOYEHHOro hefilepasibHOro opraHa UCMOMHUTEIbHOM BAIACTY C MPUMIOXKEHNEM OOKYMEHTOB, YKa3aHHbIX
B NyHkKTax 3-6, 8 n 9 yacTn 2 HacTosALLeR cTaTbu.

7. B cpok, He npesblwalowuii NaT paboumx OHen CO AHA MNOSyYeHWs 3ak/loueHuid, yka3aHHbIX B 4actu 6
HacTosLLel cTaTby, YNO/THOMOYEHHbIR thegepasibHblii OpraH NCNOSTHUTENBHO BNacTu:

1) ocywecTBNseT OUEHKY MOCTYNUBLUMX 3aK/lYeHuidi [N onpefeneHus UX COOTBETCTBUA 3a[aHusiM  Ha
NnpoBefieHne COOTBETCTBYOLLMX SKCNEPTU3;

2) npyHMMaeT peLleHne O Bbifaye paspeLleHns Ha nposefeHne KIMHWYECKOro UCCNefoBaHUA NekapCcTBEHHOMO
npenapara 418 MeAuLMHCKOro nNpuMeHeHns Uan 06 oTKase B Bblfaye yka3aHHOro paspeLleHus;

3) BblgaeT paspelleHne Ha MNpoBefeHVe K/MHUYEeCKOro WCCef0BaHUs JleKapCTBEHHOro npenaparta Ans
MEeANLMHCKOrO NPUMEHEHMWS UK peLleHre 06 0TKase B Bbiaye yKasaHHOro paspeLueHns C ykasaHneM npuymH oTkasa.

8. OcHoBaHveM [N OTka3a B BblJaye paspelleHnss Ha MNpoBefEeHMe KNMHWYECKOTo UCC/efoBaHuA
JlekapCcTBEHHOro npenapara A1s MeguLMHCKOro NPUMEHEHNS ABSAETCA Haulume 3akK/TioUeHNss KOMUCCUN IKCIEPTOB NN
3aK/1l0YeHns coBeTa MO 3TUKE O HEeBO3MOXHOCTM MPOBEAEHUS KMHWYECKOTO WCCefloBaHUsA J1eKapCTBEHHOTO
npenapara s MeAULMHCKOro NPYUMEHEHNA N0 pesy/ibTaTtaM MNPOBEAEHHbIX 3KCNEPTU3, NPefyCMOTPEHHbIX YacTbio 6
HacTosLel cTaTby.

9. PelwueHne 06 oTKase B NpPOBeAEHUM 3KCMEpPTU3bl AOKYMEHTOB [A/1A NOSlyYEeHUS paspelleHus Ha npoBefeHue
K/IMHUYECKOro NcCnefoBaHnsa NIekapCTBEHHOMO npenapara 15 MeauLMHCKOro NPUMEHEHWS 1 3TUYECKON 3KCNepTu3bl U
B BblJaye paspeLleHns Ha npoBefeHre KNMHUYECKOro UccnefoBaHna NekapcTBEHHOro npenapara Ans MeauuMHCKOro
NPUMEHEHMSA MOXeT ObITb 06XkasI0BaHO B NopsiAke, yCTaHOB/IEHHOM 3aKkoHOA4AaTeIbCTBOM Poccuiickoin degepauum.

Cratbsa 39.1. 3Tnyeckas akcnepTusa
(BBEAeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. 3Tnyeckas 3kcnepTusa MPOBOAMTCA COBETOM MO 3TUKE, CO34aHHbIM B MOpPSAKe,  YCTaHOB/IEHHOM
YMO/THOMOYEHHbIM heiepaibHbIM OpraHoOM WCMOSIHUTE/IbHOM BAAcTW, B LENSX Bbldayn 3ak/loyeHus 06 3TUYeCcKoi
060CHOBAHHOCTV BO3MOXHOCTM MPOBEAEHUS  KIUHWYECKOT0 UCCNeAoBaHUs lekapCTBEHHOrO npenapara  Afis
MELULMHCKOIO NPUMEHEHUS.

2. 3kcnepTamum coBeTa no 3TUKe MOryT ObITb NPeACcTaBUTENN MEANLMHCKNX OpraHmn3aunii, HayYHbIX OpraHmMsaunii,
o6pasoBartesibHbIX OpraHM3auuin BbICLLEr0 06pa30oBaHWUA, a Takke MNpeacTaBuTeNIM OOLWECTBEHHbLIX OpraHn3auuii,
PENNIMO3HbIX OpraHu3auuini 1 cpefacTB MaccoBOi MHGopmauun. [aHHble 3KCNepTbl He A0/MKHbl HAxoAuTbCA B
Kakoi-nmbo 3aBMCMMOCTM OT pa3pabOTUMKOB JIEKAPCTBEHHbLIX MpenapaToB W ApYyrux Nul, 3anHTEPecOBaHHbIX B
pesynbTarax 3TUYECKON 3KCNepTU3bI.

3. Onnata ycryr aKCnepToB COBeTa MO 3TVKE OCYLLECTB/SIETCA Ha OCHOBaHWM L0rOBOpa, 3aK/IHOUYEHHOro Mexay
YMOSTHOMOYEHHbIM (hefiepasibHbIM OpraHoM MCNOJIHATENBHON B/1ACTU, KOTOPbLIM CO34aH COBET MO 3TUKE, U 3KCMEepPTOM
coBeTa Mo 3TKKe, 3a CYET BIOKETHbIX aCCUrHOBaHWU, NPefyCMOTPEHHbIX YNOSHOMOYEHHOMY efepasibHOMY OpraHy
NCMNOSIHUTENBHOW BNacTu, KOTOPbIM CO34aH COBET N0 3TuKe, B deepasibHOM OloAKeTe Ha COOTBETCTBYHLIMIA rofg Ha
obecneueHne ero gesTeNbHOCTU, B pasmepax, ycTaHoBeHHbIX MpaBuTenscTBom Poccuiickoii egepaumu.

4. OkcnepTbl COBETA MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoi
depepauymnn.

5. CoctaB coBeTa MO 3TUke, NONOXKEHME 06 3TOM CcOBeTe, MOPALOK €ero AesATesIbHOCTW, TpeboBaHus K
KBannmkaLmm n onbITy paboTbl NO IKCNEPTHOM OLEHKE HAyUHbIX, MEANUUHCKMX WU 3TUYECKUX AacrnekToB KIMHUYECKUX
nccregoBaHnin NekapPCTBEHHbIX NPenapaToB A1 MeANLMHCKOro NPUMEHEHNS, NPeAbsABSEMbIE K 3KCNepTam COBETa No
3TUKe, NOopsAAOK OpraHM3auMvM W NpoBeAeHWs 3TUYECKOW 3KcnepTusbl, (opma 3ak/iyeHuss coBeTa MO 3TUKe
yCTaHaB/MBalOTCS YNOSIHOMOYEHHbIM hefepasibHbIM OpraHoM MCNOSIHUTENBHOW BriacTu. Yucno npegcrtaButenei
MEeOULMHCKNX OpraHn3aLmini He MOXeT MPeBbIWAaTh NOIOBUHY OT 06LLEro Yncsia 3KCNepToB COBETA MO 3TUKE.

6. IHdhopmauus 0 cocTaBe coBeTa MO 3TUKE, NaaHax ero paboTbl U Tekywein AeAaTenlbHOCTM pasMellaeTcs Ha
oouumanbHOM canTe YnosIHOMOYEHHOro defepasibHOro opraHa WCMNOSIHUTENbHOW Bfactu B ceTn "HTepHeT"' B
yCTaHOB/IEHHOM UM MOPSAKe.

Cratba 40. I'Ipose,quvle KNMHUYECKOro wuccsiegosaHna ekapCTBEHHONo npenapara aad  MeanuuHCKOro
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NPUMEeHEeHnA

1. PykoBoanTeb MeAMUMHCKONM OpraHM3aLmmn, Kotopasi NpoBOANT K/MHUYECKOE WCC/efoBaHMe f1eKapCTBEHHOMO
npenaparta AN MeAMLUHCKOrO MPUMEHEHWs!, HasHavyaeT uccrefoBaTesis, OTBETCTBEHHOrO 3a MpoOBeAEeHUE Takoro
nuccnefoBaHns U MMeKLWero fiedebHyo  cneumasibHOCTb, COOTBETCTBYIOLLYIO MNPOBOAUMOMY  K/IMHUYECKOMY
UCCMef0BaHNI0 IEKAPCTBEHHOIO MpenapaTa, Co CTaxem paboTbl MO MNporpaMmam  KIMHUYECKUX WCCMefoBaHunii
NleKapCTBEHHbIX NpenapaToB He MeHee YeM TpW rofa 1 no ero NpeasiokeHnio HadHavaeT comccnegoBaresiein n3 vuicna
Bpayen 3Toin MeauLMHCKON opraHmu3aLmn.

(B pes. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

2. ViccnepoBaTenb OCyLLeCTBASET BbI6OP NauUMEHTOB, KOTOPble MO MeAUUMHCKAM MOKa3aHusM MOryT ObiTb
NpUB/IeYEHbI K y4acTuio B KNIMHUYECKOM 1CCef0BaHNM NIekapCTBEHHOMO npenapara 415 MeanLMHCKOro NpMMeHeHus.

3. WccnepoBatens 1 couccnegoBatenn AO/DKHbI OblTb  O3HAKOMJIEHbI C  pe3y/fibTaTamy  AOKINHUYECKOTO
nuccnefoBaHus /1IeKapCTBEHHOTO CpeacTBa, cogepxawummuca B Opolwope uvccnegosartesis, NPOEKTOM NpPoToKona
K/IMHWUYECKOTO UCCef0BaHMA J1eKapCTBEHHOIO npenapata A7  MEeAUUMHCKOrO NpPUMEHeHWs, pa3paboTaHHbIM
pa3paboTuMKOM JIeKapCTBEHHOrO Mpenapata WAM WHbIM  PUANYECKAM IULOM, MPUBAEKAEMbIM K OpraHu3auum
NpoBeAeHNS KNIMHUYECKOro UCCNeA0BaHUs /IeKapCTBEHHOrO npenapaTta Ans MeAUUMHCKOTO NPUMEHEHWs, U ApYyrMu
mMaTepuaniamy Takoro uccnefoBaHus.

3.1. PykoBogmTenb MEAULMHCKON OpraHu3auun B CPOK, HE NMPEBbILLAWMA Tpex pabounx AHeR co AHA Hadana
NPOBEAEHNS KITMHNYECKOrO UCC/Ie40BaHUsA fIekapCTBEHHOIO npenapaTa 415 MeAuLMHCKOro NpMMeHeHns, cooblaet 06
3TOM B YNO/THOMOYEHHbIV oefepanbHblii opraH MCMNO/HUTE/NbHOW BfacTW, BblAABLUMA pa3pelleHne Ha npoBeAeHue
TaKoro uccnefoBaHus, No yCTaHOB/IEHHOW UM hopme.

(vacTb 3.1 BBefeHa PefepasibHbIM 3aKOHOM 0T 29.11.2010 N 313-93)

4. OpraHu3aumu, OCyLLeCTBAAIOWLME OpraHM3aumio NPoBeAEHNS KIMHUYECKOro WCCefoBaHnsA f1ekapCTBEHHOro
npenapara g1 MeauLMHCKOro NPMMEHEHNS U yKa3aHHble B 4acTu 3 cTatbk 38 HacToswero degepasibHOro 3akoHa, B
c/yyae He06X04UMOCTIN BHECEHMSA N3MEHEHWI B MPOTOKON K/IMHUYECKOrO WUCCef0BaHUsA NeKapCTBEHHOIO npenapara
ONs MeUUMHCKOTO MPUMMEHEHUS coobliatoT 06 3TOM B YMNOSIHOMOYEHHbIN hedepasibHbli OpraH WUCNONHUTESbHONA
B/1ACTY, BblAABLUNIA pa3peLleHne Ha NPOBEAEHNE Takoro UccneoBaHuns, No yCTaHOB/IEHHON M chopMe.

(B pes. PepepasnbHOro 3akoHa ot 11.10.2010 N 271-93)

4.1. dopma cOO6LLEHNS O BHECEHWM W3MEHEHW i B NPOTOKOS KAMHUYECKOrO MCCeAoBaHUs J/1IeKapCTBEHHOrOo
npenapara gn1s MeauLMHCKOro NpMMEHeHNs A0/HKHA COA4EPXKaTb Creaylwme CBeLEeHNS:

1) HanMeHoBaHue, NAEHTUIUKALNOHHbIA HOMEpP 1 JaTa NPOTOoKoIa KMMHUYECKOTo NCcCneoBaHns;

2) faTa BHECEHMSA U3MEHEHWIA B MPOTOKOJ K/IMHNYECKOrO UCC/Ief,0BaHUs;

3) HaVMeHOBaHWe N MEeCTO HaXOXAEHUS 3aABUTENS;

4) HavMeHOBaHWe opraHu3auuun, NpUYBAEYEHHON Pa3paboTUMKOM JfIeKapCTBEHHOrO Mnpenapara K opraHv3auun
NpoBeAeHUs KIIMHNYECKOTO UccnefoBaHns (Npy Hasamuun);

5) HaMMeHOBaHMSA M MecTa HaxOXAEeHUS MeAMUUHCKMX OpraHu3auuii, B KOTOPbIX MNPOBOAUTCHA KIMHUWYECKOE
nuccnefoBaHue;

6) faTa Bbl4aun paspeLleHns Ha NpoBedeHne KIMHUYECKOro UCC1ef0oBaHns 1 HOMepP 3TOro paspeLleHuns;

7) U3MEHeHUs1, BHOCKMblE B NPOTOKOJ1 KNIMHUYECKOTO UCC/ie40BaHuS.

(vacTb 4.1 BBefeHa PefepasibHbIM 3ak0HOM 0T 11.10.2010 N 271-93)

5. B cpok, He npesblllaoLmii Tpuauatn pabounx AHei co AHA MNOsydYeHWs yKasaHHOro B uyacTu 4 HacTosLein
cTaTbl COOBLLEHUS, YTONTHOMOYEHHbI hefepasibHbI OpraH UCNO/THUTEBHOW BMlacTn paccmaTpuBaeT 3TO COOobLeHne
B YCTaHOB/IEHHOM WM MOPAAKE W MNPUHUMAET pelieHWe O BHECEeHWM W3MEHEHWI B MNPOTOKOS K/IMHUYECKOro
nccnefoBaHus /IeKapCTBEHHOIO npenapara A9 MeAUUMHCKOrO MNPUMEHEHVUs UM 06 OTka3e BO BHECEHUM Takux
n3MeHeHuid. Mpu paccmMoTpeHun coOoBLEHUSS O HEOBXOAMMOCTU BHECEHMS W3MEHEHWI B NPOTOKOS  KAMHUYECKOrO
nccnefoBaHNs NEKapPCTBEHHOIO npenapara 418 MeAULUHCKOTO MPUMEHEHMS B LEensxX OLeHKM O06O0CHOBaHHOCTU
npegnaraemMbiX U3MEHEHWI 1 onpeaeneHns CTeneHn pucka 408 NauMeHToB, MPUHMMAIOLMX ydYacTue B KMHUYECKUX
nccefoBaHusX, ynosITHOMOYEHHbIM dhefepasibHbIM OPraHoOM MCMOJTHUTE/IbHONM BNacT! MOryT MPUB/IEKATbCSA 3KCMEPThI
coBeTa Mo 3TuKe.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

6. KnuHnyeckoe uccnegoBaHve NEKApPCTBEHHOrO npenapata A1 MeAVMUUHCKOrO MPYMEHEHUS MOXET ObiTb
NPUOCTaHOB/IEHO W/IN MPEKPALLEHO, €C/N B MPOLIecce ero npoBeAeHnss obHapyXeHa OnacHOCTb A1 XU3HWU, 300PO0BbA
nauueHToB. B c/lydyae BO3HUKHOBEHMSA OMACHOCTM A1 XWM3HW, 340pPOBbA MauMeHTa, YyYacTBYIOLLEro B K/IMHUYECKOM
UCCefoBaHUN  JIEKAPCTBEHHOTO Mpenapata A4S  MeAWMUMHCKOro  NPUMEHEHUs,  uccnegoBateny  06s3aHbl
NponHopMupoBaTb 06 3TOM PYKOBOAMTENS MEAVLMHCKOM OopraHnsauMn M opraHm3auuio, nosyumBLUYH) paspeLueHve
YMOJIHOMOYEHHOIO (hefepasibHOro opraHa MCNOJSIHUTENIbHOW BNacTV Ha oOpraHusauvio NpoBeAeHUs  KIUHUYECKOro
nuccnefoBaHWs fIeKapCTBEHHOrO MpenapaTta. PelleHne 0 NpuUOCTaHOBAEHWM — K/IMHWMYECKOTO  UCCNeA0BaHUS
NeKapCTBEHHOr0 npenapara Ans MeavMuUHCKOro NpUMeHeHNs NPUHUMAK0T PyKOBOAMTE b MEAULMHCKOA opraHnsauum u
(vnu) opraHmsauus, NosyyMBLIas paspeLLeHre ynosTHOMOYEHHOro heilepasibHOro opraHa WMCNoJSIHUTE/IbHON BNacTu Ha
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

opraHn3aumio NPoBeAEHNS KTMHNUYECKOrO UCC/Ief0BaHns 1ekapCTBEHHOIO nNpenaparta A1 MegMuUHCKOro MpuMeHeHus,
peLleHre 0 NpekpaLeHn Takoro nccnefoBaHns NpUHMMaeT YNoSIHOMOYEHHbBI dpefepanbHblli opraH UCNONHUTESbHOM
B/1ACTV HA OCHOBaHMW COOBLLEHMS B MMCbMEHHON (hopMe pyKOBOAUTENS MEAULMHCKOW OpraH/M3aummn uam opraHusauus,
noslyuMBLLas paspeLleHne YnosIHOMOYEHHOTo (hefepasibHOTO OpraHa WCMOMHWUTENIbHOM BflacTM Ha OpraHv3auuio
npoBefeHUs KIIMHUYECKOrO UCCNef0BaHNs NekapCTBEHHOIO npenapara 415 MeAuLMHCKOro NpUMEHEHNS.

7. B cpoK, He npeBbIWaLWUiA NATY pabounx AHE CO AHSA 3aBepLUeHUs, NPUOCTAHOB/IEHUS UMW MpeKpalleHuns
K/IMHMYECKOTO UCCNef0oBaHMs NeKapCTBEHHOIO npenapara 4/ MeguUUMHCKOro NpUMEHeHus, cooblieHne 06 aTom
HanpasnseTcAa opraHusaunamMn, YykasaHHbIMM B 4acTu 3 ctatbm 38 HacTtosuwero degepasibHOro 3akoHa, B
YNOSIHOMOYEHHbI (hefepasibHbIil OpraH NCNOSIHUTE/IbHON BNACTW MO YCTAHOB/IEHHOW UM hopMe.

8. ®opma coobleHNs O 3aBepLleHUW, MPUOCTAHOBAEHUA WA MNpPeKpalleHun KAWMHUYECKOro uccnefoBaHus
NeKapCcTBEHHOr0 npenapara 411 MeauUMHCKOro NPUMeEHeHUs A0/HKHA coaepXaTb:

1) uHdopmMauMio 0 MEAMLMHCKOM opraHM3auum uanm MegULMHCKMX OpraHm3aumsx, MNpOBOAMBLUMX AaHHOE
nuccnefoBaHue;

2) onvncaHne AaHHOro Ucc/efoBaHus;

3) AaHHble nccneposartens (hamunus, nMs, 0TYECTBO, MECTO PaboThl, 3aHMMaeMas 4O/HKHOCTb, CNeLnanbHOCTb,
CTax paboTbl MO nNporpaMMaM KIMHUYECKUX WCCMeAO0BaHUA /IeKapCTBEHHbLIX MpenapaToB, NepeyvYeHb KAVMHUYECKMX
nccnefoBaHuii NeKapCTBEHHbIX MpenapaTtoB, B KOTOPbIX OH NPVHUMaI yyacTne (nepuogbl yvacTusi) B KauvecTse
uccregoBatens v couccregosarens);

(B pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

4) pesynbTaT [aHHOTO UCCnefoBaHMsA  (3aBeplueHne, MpPUOCTaHOB/IEHME WAW  MNpeKpaweHne  [aHHOro
nccnefoBaHns ¢ yKkazaHMeM X MPUYMH U BIMSIHUSA Ha OLEHKY ero pesysibTaToB, OO6LLY OLEHKY pucka M OXWAaemoi
nosib3bl OT MPUMEHEHMS UCCNEAYeMOro J/IekapCTBEHHOrO Mpenapara, a Takke npegnonaraemble AasibHeilune
aencreus).

8.1. MNpwn BbIABNEHUN hepepasibHbIM OPraHoM WCMOJSTHUTEIbHOW BAACTW, OCYLLECTBAAWMUM (hyHKUMM no
KOHTPO/II0 U HaA30py B cihepe 34paBOOXPAHEHUS, HapyLUeHWi NpaBua Hagnexalwell KNMHUYECKON NpakTukM npu
NPOBEAEHUN KIMHUYECKOTrO UCCef0BaHns NIeKkapCTBEHHOIo npenaparta, BAMSAILWMUX Ha NOSHOTY 1 (UNK) LOCTOBEPHOCTb
[aHHOro KNIMHMYECKOro NCCNeAoBaHuns, ykasaHHbli doefepasibHblii OpraH UCMONHUTENIbHOM BNacTu MpuocTaHaBivMBaeT
npoBefeHne AaHHOTO KNIMHUYECKOro UCC1eoBaHnsA U BbIHOCUT MEeOMLMHCKON opraHusauuv, B KOTOPOW npoBoavTCA
JaHHOe KNMHM4Yeckoe uccnefoBaHve, npeanucaHne o6 yCTpaHEeHMU BbISB/IEHHbIX HapylleHwid. Mpu HeycTpaHeHum
MEOULMHCKON OpraHuM3aumeli BbISIB/IEHHbIX HAapYLEHWA B YCTAHOB/EHHbI B MNPeanucaHnyM CPOK  YKa3aHHbIl
defepasibHbIA OpraH UCMOSIHUTENBHOW BNacTy NPUHMMAET peLleHne O MpeKpalleHMn MPoBefeHNs KIMHUYECKOro
nuccnefoBaHusa JIeKapCTBEHHOTO npenaparta W HanpaenseT B diefepasibHblii OpraH UCMNOJSIHUTENIbHOW BnacTw,
OCyLLeCTBAAWMIA (PyHKUMU NO BblpaboTke M peanv3aumn rocyfapCTBEHHON MNOAUTUKM M HOPMaTUBHO-MPaBOBOMY
perynmpoBaHnio B ciepe 34paBOOXPaHEHNs, 3ak/lYeHWe O BbISIB/IEHWU MPU NPOBEAEHWM OAHHOr0 K/IUHWYECKOro
nccnefoBaHNs HapyLlleHWn NpaBwi Haz/nexalleli KIMHUYECKON NpakTukM ANS NPUHATUSA pelleHns 06 OTMeHe
paspelieHnss Ha OopraHvM3aumio NPOBELEHUS LAHHOIO K/AMHWYECKOTro WMCCNefoBaHWs C AaTbl NMPUHATUAS PeLleHus O
NPUOCTaHOBNEHNM NPOBELEHNS KITMHNYECKOTO NCCNe0BaHNs /IeKapCTBEHHOTO npenapara.

(vacTb 8.1 B peq. ®egepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YNO/THOMOUEHHbI hefiepasibHbIli OpraH UCNOSTHUTENbHO BNacT ony6/MKOBbIBAET M pasMellaeT Ha CBOEM
othuuymanbHom caiite B cetu "VIHTepHeT' coo6LeHMe O 3aBepLUeHWMU, MNPUOCTAHOBAEHUN WM NpeKpalieHum
K/IMHUYECKOro uccnefoBaHns NekapCcTBEHHOIO npenapaTa 418 MeaMUMHCKOro MPUMEHEHMS B CPOK, HE MpPEeBbILIAOLLMIA
NSATU pabounx AHEeR co AHSA ero Nosly4yeHusi, B yCTaHOB/IEHHOM UM MOPSAKE.

10. Yno/IHOMOYEHHbI diefepasibHbIii opraH WCMOMHWUTENbHOW BacTM  OCYLLIECTBMASIET BefAeHWe peecTpa
uccnegosareneil, NPoBoOAALMX WAN NPOBOLUBLUMX KUHUYECKME WCCNefoBaHUS fleKapCTBEHHbIX nNpenaparos A/
MEANLMHCKOTO MPWMEHEHUs1, B COOTBETCTBMM C YTBEPXKAEHHbIMM VM MpaBuiaMv U pasmellaeT ero Ha CBOEM
othmuymansbHom calite B ceTn "MIHTepHeT" B yCTAaHOBIEHHOM UM MOPSAKE. YKa3aHHbIi peecTp COAepXMT MHhopmaLuto,
NpeayCMOTPEHHYO MYHKTOM 3 4acTu 8 HaCTOSALWEN CTaTbMy.

11. OTyeT 0 pesynbTatax KIMHUYECKOTO WCC/eAOBaHMA JEeKapCTBEHHOIO npenapara gaa MefuuUHCKOro
NPUMEHEHNST COCTABNSIETCS OpraHu3aumeit, ykasaHHoi B 4yacTu 3 cTaTby 38 HacTosuwlero degepasibHOr0 3akoHa, Ha
OCHOBaHWUM 3aK/IlOYEHWI MEeAMUMHCKMX OpraHu3auunii, NpoBOAMBLUMX 3TO UCCAefoBaHWe, W NpeacTaBnseTcs B
YMNO/IHOMOYEHHbIN hefepasibHbIi OpraH MCNOIHUTE/IbHOW BAacTW, BblAABLUMIA paspelleHne Ha NpoBefeHue 3Toro
nccnefoBaHns, B CPOK, He MpPEBbILAWMNA Tpex MecsLeB CO [HA ero 3aBeplleHus, MpUOCTaHOBAEHWUA WU
npekpaleHus, B nopsake, ycTaHOBEHHOM YNOSIHOMOYEHHbIM hefepanbHbIM OpraHoM NUCMOMHUTENBLHON BNacTy.

12. HapylweHue npaBua Hagnexawlein KIMHWYEeCKO NpakTuky, danbcudukauns pesynbTatoB  KIMHUYECKOro
nccnefoBaHus 1ekapCTBEHHOIO npenapata A1 MeAVUUHCKOTO MPUMEHEHUS BJIEKYT 3a CO60 OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOA4ATENLCTBOM Poccuiickoin degepaunn.

(B pes. PepepasnbHOro 3akoHa ot 22.12.2014 N 429-93)

13. Mpu npoBeAEHUN KNMHNYECKOTO NCCef0BaHns 1eKapCcTBEHHOrO npenapara A8 MegULMHCKOTo MpUMeHEeHUs

JonyckaeTtcsi 3a60p y nauMeHToB 6MON0rMYeCcKMX MaTeprasioB (06pasubl 6MOMOTMUYECKNX XUAKOCTEN, TKaHE, CEKPeToB

KoHcynbTanTlNKoC

www.consultant.ru CtpaHuua 48 13 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADB8CE27508463F24CA9928ACBC80E0500F261267B7103BCe9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADB8CE27508463F24CA9928ACBC80E0500F261267B7103BCe9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC720568763F24CA9928ACBC80E0500F261267B7103B8e9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC720568763F24CA9928ACBC80E0500F261267B7103B8e9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC622548663F24CA9928ACBC80E0500F261267B7103BCe9OEI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC622548663F24CA9928ACBC80E0500F261267B7103BCe9OEI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC5235C8063F24CA9928ACBC80E0500F261267B7103BEe9OBI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC5235C8063F24CA9928ACBC80E0500F261267B7103BEe9OBI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC423518463F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC423518463F24CA9928ACBC80E0500F261267B7103BCe9ODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC622548663F24CA9928ACBC80E0500F261267B7103BCe9OEI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBCC622548663F24CA9928ACBC80E0500F261267B7103BCe9OEI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105B9e9O9I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105B9e9O9I
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

N NMPOAYKTOB XU3HELEATENbHOCTU YenoBeka, (M3MONOrnMYecknx M Natonornmyeckux BblAeseHniA, Ma3KkoB, COCKOOOB,
CMbIBOB, MUKPOOPraHnM3moB, OMONCUIiHbIA MaTepuan) Ans ux mlydeHmss B Poccuiickoin depgepauumn n  (unum) 3a
npegenamu Poccuiickoin depepaunn.

(B pen. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

14. MNopsgok BBo3a B Poccuiickyto degepauuio 1 BbiBo3a 3a npegensl Poccuiickoin degepaumm 61M0N0rMyeckmx
MaTepvanioB, MOJYYEHHbIX MNPV MPOBEAEHUN K/IMHUYECKOTO WCCNefoBaHWs IekapCTBEHHOro npenapata Ans
MeLULMHCKOro NPUMEHEHNs, ycTaHaBmBaeTcs MNMpaBmTenscTBoM Poccuiickoin degepaunn.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

Ctatbs 41. JoroBop 0 NpoBeAeHNN KMHUYECKOTO UCC/ie0BaHUS IEKAPCTBEHHOO Npenapara /18 MeAULUHCKOro
npUMeHeHns

1. KnuHnyeckoe uccnefoBaHWe NeKapCTBEHHOrO npenapara Ans MEeAMLMHCKOrO NPUMEHEHUSI MPOBOAUTCSA B
COOTBETCTBMM C [OrOBOPOM O MPOBEAEHWN K/IMHWYECKOTO UCC/lef0BaHUs /eKapCTBEHHOrO Mpenapara  Ans
MEANLMHCKOTO MPUMEHEHUS, 3aK/loHaeMbiM MeXAy opraHvsauueid, MosyvuBLUE paspelleHne  YnosIHOMOYEHHOro
hefepasibHOro opraHa UCMOMHWUTENBHON BNACTW Ha OpraHv3aLmio NPoBeAeHNs Takoro uccieoBaHns, U MeguLMHCKON
opraHusaumeii, ocyLecTBNAIOWEl NpoBefeHne Takoro uccneoBaHns.

2. [loroBop 0 NpoBedeHWM K/IMHWYECKOrO WCCNefoBaHUs JIeKApCTBEHHOTO mnpenapara A1 MeAMUMHCKOro
NPUMEHEHNs JOMKEH COAepXaTb:

1) ycnoBusi 1 Cpokv NpoBeAeHNs JaHHOro UccneoBaHns;

2) onpegeneHve o6uweli CTOMMOCTM MpOrpaMmbl [JaHHOTO  WUCC/IefOBaHWA C  yKa3aHMEM  CyMMbl,
npefHasHavatoLlenca Ana BeinaaT uccnegosarensam, conccnenosaTensam;

3) onpegeneHve opMbl NpeAcTaBfeHNs pe3y/ibTaToB  [AaHHOTO0 UCCNefOBaHUS B YMNOSIHOMOYEHHbIl
dpefepasibHbIA OpraH MCNOIHATENBHO B1acTu.

Cratbs 42. ®uHaHcoBoe ob6ecrneyeHne KIMHUYECKOTO WCC/ef0BaHNs JfIeKapCTBEHHOro npenapara Ans
MeMLIMHCKOro NPUMEHEHUS

®uHaHCcOBOe obecrneyeHne KIMHUYECKOro WCCNefoBaHWs JleKapCTBEHHOrO npenapata gas MeauLUHCKOro
NPUMEHEHNS OCYLLECTB/ISIETCS 3a CYET:

1) cpeacTB dhegepasibHOro GLaXKeTa;

2) cpeAcTB opraHu3auuii, NOYUYMBLUMX pa3peLleHne Ha OpraHu3auuio NpoBeAeHUs JAaHHOTO UCCnefoBaHusi, B
COOTBETCTBMM C YC/IOBUSIMU [JOrOBOpPa O ero NpoBeAeHnN;

3) MHbIX He 3anpeLleHHbIX 3akoHoAaTeNbLCTBOM Poccuiickoin ®eaepauum NCTOYHNKOB.

CraTtb4 43. Npasa nauneHToBs, y4acTBYOLWNX B KIVMHNYECKOM MWCC/e[0oBaHUN JIeKapCTBEHHOro npenapara Ans
MeAULMHCKOTO NPUMEHEHNS

1. YyacTme naumMeHTOB B K/MHWMYECKOM WCC/NeAO0BaHNM NEKapCTBEHHOro mnpenapata A8 MeAULMHCKOro
NPUMEHEHMA SBNSIETCA A0OPOBOSBHbIM.

2. MaumneHT unm ero 3aKoHHbI NPeAcTaBUTENb AO/DKEH ObITb MHAIOPMUPOBAH B MMCbMEHHOW (DOPME:

1) 0 nekapcTBeHHOM npenapare Ans MeauLMHCKOro NPUMEHEHNS 1 CYLLHOCTU KNMHUYECKOro UCCriej0BaHUS 3TOro
NeKapCTBEHHOr0 Npenapara;

2) o 06es3onacHOCTM J/leKapCTBEHHOro nMpenapata A9 MeAWUMHCKOTO MPUMEHEHUS, €ro  OXuaaemoi
3hhEKTUBHOCTN M CTENEHUN pUCKa ANS NaLMEHTa;

3) 06 ycnoBusx y4yacTusi naumMeHTa B KIMHWYECKOM WCCMeA0BaHUM JIEKapCTBEHHOrO npenapata A
MEAULMHCKOTO NPUMEHEHUS;

4) o uenn unu Uensx u NPOAO/HKUTENBHOCTM K/IMHMYECKOTO WCC/efoBaHWs fIEKapCTBEHHOTO npenaparta Anis
MeANLMHCKOro NPUMEHEHMS;

5) 0 AeiicTBMAX NauueHTa B criyvyae HenpeaBMAeHHbIX 3EKTOB BAMSIHUS NIEKAPCTBEHHOrO npenapara Ans
MeAULMHCKOro NPUMEHEHUS HA COCTOSIHUE €ro 3/10POBbS;

6) 06 ycrioBusAx 0653aTesIbHOr0 CTpaxoBaHUs XN3HW, 340P0BbS NaLUEHTA,;

7) 0 rapaHTUsiX KOH(UAEHUMATbHOCTU y4yacTus MauveHTa B K/IMHWYECKOM WCC/iedOBaHMM  JIEKapCTBEHHOIO
npenapara ans MeavmuuHCKoro NpUMeHeHMs.

3. [lo6poBobHOE corflacue naymeHTa Ha yyacTne B KMHUMYECKOM WCCNEeAOBaHUM SIEKApPCTBEHHOrO npenaparta
ANS MeAMUMHCKOTO NPUMEHEHUS NOATBEPXKAAETCS €ro MoAMUCbID WM MOAMUCHID ero 3akOHHOrO MpeAcTaBuTeENs Ha
MHOPMaLIMOHHOM INCTKE NauueHTa.

4. MayneHT UNM ero 3aKOHHbI MpeAcTaBuUTENlb UMEET MpaBO OTKa3aTbCA OT Yy4yacTUsi B K/IMHWYECKOM
nccrefoBaHUM NIEKAPCTBEHHOIO NpenapaTa Ans MeguUUHCKOTO MPUMEHEHUS Ha 06Ol cTagun NPoBeAEeHUst Takoro
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

nccnefoBaHus.

5. MNMpoBefeHne KTMHNYECKOTO UCCNef0BaHns IekapCTBEHHOIO npenaparta 418 MeAUUMHCKOro MNpUMEHEeHus ¢
yyacTMeM B KayecTBe MauMeHTOB AeTeli gonyckaeTcsl TO/IbKO C corflacusl B NUCbMEHHOW chopme ux poauTenei,
yCblHOBUTEEN. [leTn MOryT paccMaTprBaThCs B Ka4eCTBe NOTeHLMasIbHbIX NaLUMeHTOB Takoro MCCnefoBaHus, TOMbKO
€Cnn ero npoBefeHne HeobxoaMmMo AN YKPensaeHWs 340p0BbsA AeTeil unv  NpoddunakTukM  MHEKLMOHHbIX
3abo0neBaHnii B AETCKOM BO3pacte simbo ecnv Lesibio Takoro WccnefoBaHus SABMSETCS MOJyYeHWEe [aHHbIX O
Haunyywein [03MpPOBKE JIEKAPCTBEHHOIO npenapara g/s fiedeHus getein. B aTux criydasix Takomy MccefoBaHuio
[O/HKHO NpefLecTBoBaTh KNMHUYECKOe UcciieoBaHue NekapcTBEHHOro npenapara Anasa MeuuUHCKOro NpUMeHeHus
Ha COBEepLUEHHONETHMX FpaXaaHax, 3a WCKIIOYEHMEM C/lyyaeB, eCny uccneayeMblii IeKapCTBEHHbIM npenapaT Ans
MEeANLMHCKOr0 MPUMEHEHWS NpeAHa3HauYeH UCKTIYUTESTbHO A5 UCMO0/b30BaHUS HECOBEPLLUEHHONETHYMM rpaXKaaHamu.
(B pen. PepepasibHOro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeliaeTca nNpoBefeHVe KIMHUYECKOrOo UCC/ef0BaHUS /IeKapCTBEHHOrO npenapara gn1d MefuuuHCKOro
NPYMEHEHMS C yYacTMeM B Ka4yecTBe NauneHToB:

1) peteii-cMpoT 1 AeTel, OCTaBLUMXCA 6e3 nonevyeHns poautenen;

2) XEHLUVMH B Nepunoj 6epeMeHHOCTU, XXEHLUH B Nepnos, rPyAHOr0 BCKapM/IMBaHWUSA, 3a WCK/IHOYEHUEM Crly4aes,
€CNN NPOBOAMTCH K/IMHWYECKOE UCCNefOBaHWe NeKkapCTBEHHOro npenaparta, npefHasHaYeHHOro [Ans  yKasaHHbIX
XXEHLUUH, NP1 YCI0BUN HEOBXOAUMOCTU MONYyYEeHUs MHopMaLMn TOMbKO BO BpPeMs NPOBEAEHMS COOTBETCTBYIOLLMX
K/IMHNYECKUX UCC/IeA0BaHUMA N MPUHATUS BCEX HEOBXOANMBIX MEP MO UCK/THYEHUIO PUCKA HAHECEHNS Bpea XEHLLMHE B
nepnog 6epeMeHHOCTH, XEHLIUHE B MEPUOL rpyAHOr0 BCKapM/IMBaHUS, NIOAY UK PeBEHKY;

3) BOEHHOCNYXallMX, 3a WCKNIYEHWEM C/lyvyaeB MNPOBEAEHUS KIMHUYECKOTO MCCNefoBaHus 1ekapCTBEHHOIO
npenapara, cneuuanbHO pa3paboTaHHOro A1 NPYMEHEHNS B YCI0BUAX BOEHHbIX AECTBUIA, Ype3BbluaiiHbIX CUTyaLui,
npochmnakTukn 1 neveHns 3abonesaHnii U NOPadKEHWA, NOMYYEHHbIX B pe3ynbTaTe BO3AEWCTBUA HebNaronpusaTHbIX
XMMUYecKmx, 6monormyeckmx, paguvaunoHHbIX (DakToOpoB. KauMHMYeckoe wccnefoBaHWe Takoro —J1eKapCTBEHHOro
npenapara MOXET MNPOBOAMTLCA C Yy4yacTVeM B Ka4yecTBe MaUMEHTOB BOEHHOC/YXalmx, 3a WCKIHYEHNEM
BOEHHOC/YXaLLMX, NPOXOASLLINX BOEHHYK CMyX0y no npusbiBy, C CO6M0AeHMEM TpeboBaHWiA, YCTAHOBEHHbIX
HacToAWwmMM PefepasibHbIM 3aKOHOM B OTHOLLEHWUN TPaXXAaHCKUX L,

4) COTPYAHUKOB NPaBOOXPaHNTENbHbLIX OPraHoB;

5) nuu, oTObIBaKOLWMX HaKa3aHWe B MecTax JiMlieHust cBoOOoAbl, a Takke /ML, HaXOAALWMXCA NoA CTpaxen B
CNeACTBEHHbIX N30/1ATOpax.

7. [JonyckaeTcs npoBefeHve KAMHWYECKOTO MCCNEefOBaHMA NIEKApCTBEHHOrO npenapara gas MeguLMHCKOro
NPUMEHEHWS, NpegHa3HAYeHHOro 418 SIeYeHNs NCUXNYECKUX 3a601eBaHNIA, C yH4acTeM B KauecTBe MauueHToB v, C
NCUXMYECKMMN 3a60/1eBAHUSAMM, MPU3HAHHbBIX HeaeecrnocobHbIMY B MOPSAKE, YCTAHOBMEHHOM 3aKOHOAATENbCTBOM
Poccwiickoin depepaunn. KnnHudeckoe nccnefoBaHne NekapcTBEHHOTO npenapara B 3TOM C/lydae MpoBOAUTCSA npu
Ha/IMumm cornacus B NMCbMEHHON (DOpMe 3aKOHHbIX NpeAcTaBuTeneli ykasaHHbIX SNLL.

Cratba 44. O6A3atenibHOE CTpax0BaHME >XM3HW, 340POBbSA MNaUMEHTa, YYacTBYHLEro B  KJIVMHWYECKOM
nccef0BaHUN NIekapCcTBEHHOrO npenapara A/ MeguUMHCKOro NPYMeEHEeHNs

(B pes. PenepasnbHOro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHu3auusa, noAyuYMBLUAS pas3peLleHne Ha opraHu3auuio MNpoBeAeHUs KMHUYECKOro MccnefoBaHus
NIeKapCTBEHHOro npenapaTta A5 MeAMLIMHCKOrO NPUMEHEHUsT, 065i3aHa B KayecTBe CTpaxoBaTesns CTpaxoBaTb PUCK
NPUYVHEHNS BpeJa XW3HW, 300pPOBbI0 MauMeHTa B pesynbTarte MpPOBEeAEHUS  K/IMHWYECKOro  UccnefoBaHus
NeKapCcTBEHHOro npenapara A8 MeAWUMHCKOTO MNPUMEHEHUs 3a CBOW CcyeT MyTeM 3ak/loueHuss  [orosopa
0653aTeNbHOr0 CTPaxoBaHus.

2. O6BLEKTOM 0653aTe/IbHOTO CTPaxoBaHWA SBSETCA WMYLLECTBEHHbI MHTEpec nauueHTa, CBA3aHHbIA C
NPUYMHEHNEM BpeJa €ero >XW3HW WM 340pOBbl0 B  pe3ynbTate nNpoBefeHWs  KMHWYECKOro  MCCrefoBaHus
NIeKapCTBEHHOro npenapata 419 MegULMHCKOTro NPUMEHEHNS.

3. CTpaxoBbIM CrlydyaeM no JOroBopy 0653aTelbHOr0 CTpaxoBaHus ABASETCS CMePTb NaumMeHTa unm yxygleHune
€ro 3/10p0Bbs, B TOM YMC/e BEKyLLee 3a COO0I yCTaHOBEHNE NHBAIMAHOCTY, MPU HANIMYMU NPUYNHHO-C/IeACTBEHHOM
CBS13U MeXAy HacTyrnsieHneM 3Toro cobbITMa 1M yyacTMeM nauueHTa B KAMHUYECKOM WCC/ef0BaHWM f1eKapCTBEHHOMO
npenapara.

4. TpeboBaHMsA O BO3MELLEHUV Bpenad, MPUUMHEHHOTO XXWU3HU WM 340POBbI0 NauMeHTa, NpeabsBAAlOTCA B
TeYeHne CPOKOB NCKOBOI AaBHOCTU, YCTAHOB/IEHHbIX rpakAaHCKM 3aKOHOAATENIbCTBOM.

5. Pasmep cTpaxoBoii BbiMnaTthl N0 AOrOBOPY 0653aTe/IbHOr0 CTpaxoBaHWs COCTaB/sAET:

1) B clyyae cMepTu naumeHTa Asa MUIMoHa py6neil Ha Kaxaoro naumeHTta, yyacTBOBaBLUETO B K/IMHUYECKOM
nccnefoBaHnmn fekapCcTBEHHOrO Npenapara;

2) Npu yxyALWeHnn 340poBbs NaumeHTa:

a) noesiekwem 3a coboil ycTaHOBMEHNE WHBA/IMAHOCTU | rpynnbl, OAUH MUAMOH MATLCOT ThiCAY py6nei Ha
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

Kaxx[oro naumeHTa, y4acTBOBaBLUEIO B K/IMHUYECKOM UCCeA0BaHUY SlekapCTBEHHOIO npenapaTa;

6) noBriekwweM 3a coboli ycTaHOBEHME UHBAIMAHOCTY || rpynnbl, 0ANH MUANIMOH Py6/ieii Ha Kaxaoro nauueHTa,
y4aCTBOBaBLLETO B KNIMHNYECKOM MCCNEeA0BaHNMN NIeKapCTBEHHOTO Npenapara;

B) NOBJ/IEKLIEM 3a CO60Ii yCTaHOB/IeHVEe NHBaIMAHOCTH Il rpynnbl, NATLCOT ThicAY py6/ieil Ha KaxAoro nauueHTa,
y4aCcTBOBaBLLErO B KNIMHNYECKOM MCCNeA0BaHNN fIeKkapCTBEHHOTO npenapara;

r) He MOB/EKLWEM 3a CO60I YCTAHOB/IEHNS WUHBA/IMOHOCTU, He 6osiee yem TpucTa Teicad pybneilt Ha Kak[oro
nauyeHTa, yyacTBOBaBLUEro B K/IMHWYECKOM WCC/efoBaHUM fIeKapCTBEHHOTO npenapara, UCXo4d M3 HOPMaTuBOB,
OTpavKaloLLMX XapakTep 1 CTeneHb NOBPEXAEHWS 340P0Bbs, a Takke (DAaKTUYECKM MOHECEHHbIX MauveHTOM PacxofoB,
BbI3BaHHbIX NMOBPEXAEHNEM 300P0BbS, HA MEAVNLMHCKYH MOMOLLL, MPUOBGpeTEHME NIeKapCTBEHHbIX NpenapaTos.

(nn. "r" B pes. PefepasibHOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nionda 2015 roga. - PegepasibHblii 3aKoH 0T 22.12.2014 N 429-$3.

7. Cpok porosopa 0653aTeflbHOro CTpaxoBaHusi He MOXeT OblTb MEHee, YeM CPOK MPOBeAEHUSA KIMHUYECKOro
nccnefoBaHns NekapcTBEHHOIO npenapara.

8. Ycnosus porosopa 0653arefnibHOro CTpaxoBaHusl, B TOM 4uC/ie cTpaxoBble Tapudbl No obasaTesibHoOMy
CTPaxoBaHWMO, nNepeyvyeHb HeobXoAMMbIX [OKYMEHTOB A1  OCYLLEeCTB/IEHNS CTPaxoBOi BbinaaTbl, NOPSAOK
YCTaHOB/IEHUSI CTpaxoBaTesieM NHANBUAYaSIbHOTO MAEHTUUKALMOHHOIO KOAa nauveHTa, Nopsgok MHOPMMpPOBaHUSA
CTpaxoBaTefnieM CTPaxoBLUMKa O NPUB/IEYEHHBbIX K K/IMHWYECKOMY WCCMEeAOBaHUK NEKapCTBEHHOrO npenapara Ans
MEeANLMHCKOro NPUMEHEHMWS NauneHTax, NopsAoK ynnaTbl CTPaxoBOW NpemMun, Nopsaok peanmsauumn onpefeneHHbIX
HacToswmM PefepasibHbIM 3aKOHOM 1 ApyruMu dhefepasibHbIMU 3aKOHaMK npas 1 0683aHHOCTEN CTOPOH N0 [40roBopy
06513aTeNbHOr0 CTpaxoBaHus, a Takke HOpMaTMBbl, OTpaaloliMe Xapaktep W CTeneHb MOBPEeXAeHUs 3[0pPO0BbS,
yCTaHaBNMBalTCA TUMOBbLIMY NpaBuiamy 0653aTeNIbHOro CTpaxoBaHusl.

(B pes. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

9. B cnyyae npuuMHEHWs Bpeda >KM3HW NauveHTa, Yy4yacTBOBaBLUErO B K/JVHUYECKOM MCCNefoBaHun
NeKapCcTBEHHOro npenapaTta, BbirogonpuobpeTarensMm NO A0rOBOPY 0653aTeNbHOr0  CTPAxOBaHWS  ABJIAKOTCA
rpaxgaHe, MeroLLMe Npaso Ha BO3MELLEHMe BpeJa B C/iyyae CMepTW KOpMW/bLa B COOTBETCTBUMU C TPAXAAHCKUM
3aKOHOAATEIbCTBOM, MPU OTCYTCTBUM TaKUX FpavkiaH - pOAUTENu, Cynpyr, AeTh yMepLlero nauveHTta, y4acTBOBaBLUEro
B K/MHMYECKOM WCCNefoBaHWM J1IeKapCTBEHHOrO MpenapaTta, B C/Ayvyae CMepTM MaumeHTa, y4vacTBOBaBLUErO B
KIMHUYECKOM MCC/Ief0BaHNN NIeKkapCTBEHHOrO npenapara v He MeBLUEero CaMOCTOATE/IbHOTO A0X0Aa, - rpaxaaHe, Ha
WXAMBEHUW KOTOPbIX OH HAXOAWU/ICSH, B OTHOLLIEHNM BO3MELLEHUS pacX0A0B Ha norpebeHne nauneHTa, y4yacTBOBaBLUEro
B K/IMHWUYECKOM MCCNefoBaHNM NekapCTBEHHOMO Npenapara, - NM1Lo, NOHeCLIee TakMe pacxogbl.

10. CTtpaxoBas Bbinjara B cUeT BO3MeLLeHWs Bpena, MPUUUMHEHHOTO XW3HW MauueHTa, Yy4yacTBOBaBLUErO B
KIMHMYECKOM UWCCMefoBaHUM JIeKapCTBEHHOrO Mnpenapara, pacnpegenseTca Mexzay Bblrogonpuobperarensmu
NPONOPLMOHA/ILHO MX KOJIMYECTBY B paBHbIX JOSX.

11. Mpw HacTynseHun CTPaxoBOro Ccayvas nauueHT, Y4yacTBOBaBLUMA B  KIMHWYECKOM UCCefoBaHWUM
NeKapCTBEHHOro npenapara, BbirogonpuodpeTaresib BNpase nNpeabsBuTb HENOCPEACTBEHHO CTPaXOBLLUMKY TpeboBaHue
0 BO3MeLLeHUN NpuyYnHeHHoro Bpeaa. CTpaxoBasi BbinsiaTa OCYLLECTBNAETCA CTPaxOBLUVKOM B TeYeHue Tpuauatu gHel
CO [OHA NpefcTaBfieHNss HeoOXOAMMbIX [OKYMEHTOB. [lauveHT, y4yacTBOBaBLWW/A B K/MHUYECKOM WCC/ef0oBaHum
JIeKapCTBEHHOro npenapara, win BbirogonpuobpeTtaresi 0683aH COO6WMTb CTPaxOBLUMKY [N  OCYLLEeCTBNEHUS
CTPaxoBOi BbINMaTbl MHAMBUAYA/IbHbIA WAEHTU(IMKALMOHHLIA KOA4, NaumeHTa, YCTaHOBJ/IEHHbI CTpaxoBaTesieM B
COOTBETCTBMU C TUMOBbLIMW NPaBWIamMun 0683aTe/IbHOr0 CTPaxoBaHus.

12. [lo nonHoro onpegeneHns pasmepa MNOAAeXallero BO3MELLEeHVWI0 Bpefa CTPaxOoBLMK MO  3asBAEHUI0
nauyeHTa, y4yacTBOBABLUEIO B K/IMHWYECKOM WCCNefOBaHUWM NEKapCTBEHHOTO npenapara, WM  3asB/fEeHUI0
Bblrogonpuobpertaresnia  BnpasBe OCYLWECTBUTb YacTb CTPax0BOM BbIM/aTbl, COOTBETCTBYIOLWY  (DaKTUYECKU
onpejesieHHOoN YacTu NPUYNHEHHOTO Bpeaa.

13. CrpaxoBas BbiMlaTa B COOTBETCTBUM C [AOroBOPOM 06sA3aTefIbHOTO CTPaxoBaHWs OCYLLECTBASETCS
He3aBUCMMO OT BbINaT, NPUUUTAIOLLMXCA N0 APYTMM BUAAM CTPaxOBaHUS.

14. He gonyckaeTcs yyacTue naumeHTa B NpoBeAeHUN KIIMHUYECKOrO UCCNeA0BaHUs IekapCTBEHHOIO npenaparta
npu OTCYTCTBUM AOroBOpa 065A3aTe/IbHOr0 CTPaxoBaHus.

15. KoHTponb 3a UCNOSIHEHMEM oOpraHu3auumeld, nonyumsllell paspelleHVe Ha opraHu3auuio npoBefeHus
K/IMHMYECKOro WCC/efloBaHWUA JIeKapCTBEHHOrO npenapata A1  MeAVMUMHCKOrO  NPUMEHEHWUs,  YCTaHOBJ/IEHHOM
HacTosiLleli cTaTbeil 06583aHHOCTM MO 06513aTeNIbHOMY CTPaxOBaHUKO XW3HW, 340POBbS MNauMeHTa, Y4acTBYHLLEro
(yyacTBOBaBLLEIO) B K/IMHWYECKOM MCCMeA0BaHUN JIeKapCTBEHHOrO npenapara, OCYLLEeCTBASETCA YMNOSIHOMOYEHHbIM
dhefepasibHbIM  OpraHoOM WCMOSIHUTENIbHOW  BNacTW, BbIAABLUMM  pas3pelleHne Ha MpoBeAeHue  KIMHUYECKNX
nccnefoBaHnii NnekapcTBEHHbIX NpenapaToB 415 MeANLIMHCKOTO NPUMEHEHNS.

Mnaea 8. MTPOU3BOACTBO U MAPKUPOBKA NNEKAPCTBEHHbIX CPEACTB

Cratbs 45. MNMpon3BOACTBO /IeKAPCTBEHHbLIX CPEACTB
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

1. Mpon3BOACTBO NEKAPCTBEHHBIX CPEACTB [O/DKHO COOTBETCTBOBATb TpeboBaHWMAM NpaBwi Haanexaiei
NPON3BOACTBEHHOWN NPAKTUKW, YTBEPXKLEHHBLIM YMNO/THOMOYEHHBIM (hefepasibHbIM OpraHoOM WCMNOHWUTENBHOW BNacTu.
OcobeHHOCTM Nepexoa NPOoM3BOACTBA OTAENbHbIX NIEKAPCTBEHHBLIX CPEeACTB K UX MNPOW3BOACTBY B COOTBETCTBUM C
TpeboBaHVAMU NpaBu Hag/1exallen NpoM3BOACTBEHHOW NPakTVUKM ycTaHaBnmBaloTcs [MpaBuTesbcTBOM Poccuiickoi
depepaumn. Boigaya 3akioyeHnii 0 COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPeACTB TpeboBaHWAM npasus
Hagnexalleli NPoOVM3BOACTBEHHON MPaKTUMKM OCYLLECTBASIETCA MO pe3ynbTataM MHCNEKTUPOBaHWS MNpousBoguTenel
NleKapCTBEHHbIX CPeACTB B Nopsadke, ycTaHOBMEHHOM [lpaBuTensCcTBOM Poccuiickoii ®epepaunun. Pasmep nnatbl 3a
Bblgady 3ak/l04eHMA O COOTBETCTBUM NPOU3BOAUTENSA JIEKAPCTBEHHBLIX CPeacTB TpeboBaHWsaM NpaBun Haganexallen
NPON3BOACTBEHHOIN NPaKTUKN ycTaHaBmBaeTcs NpaBuTenscTBoM Poccuiickoin ®epepaumu. Mopsgok opraHmM3aum um
NpoBeAEeHNS MHCMEKTUPOBaHNA MPOU3BOAUTENEN NeKapCTBEHHbIX CPEeACTB Ha COOTBETCTBME TpeboBaHWAM npaBui
Haznexalleli Npon3BOACTBEHHON NPakTVKK ycTaHasnmeaeTcs MpaButenscTsoM Poccwulickoli depepauun.

(B pen. ®PenepasibHbIX 3aKOHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. Mpon3BoACTBO NEKAPCTBEHHbLIX CPeACTB B Poccuiickoii depepaumm OCyLECTBSAETCS MNpPOoM3BOAUTENSAMMU
NEeKapCTBEHHbIX CPeacTB, WMELWMMN NULEH3NK0 Ha NPOU3BOACTBO JIEKAPCTBEHHLIX CpeAcTs. [loaTeBepxaeHue
COOTBETCTBMS NMLEH3MaTa MNpaBuaaM Hajg/exalleil Npov3BOACTBEHHON MPaKTVKM OCYLLECTBASETCA B paMKax
JIMLEH3NOHHOIO KOHTPO/1si B COOTBETCTBUM C 3aKoHOAATeNbCTBOM Poccuiickoli defepaumn ¢ y4eToM OCOGEHHOCTER,
yKasaHHbIX B 4acTh 1 HacTosWER cTaTbu.

(B pep. PenepasibHbIX 3aKOHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. Mpon3BOACTBO NEKAPCTBEHHbLIX CPEACTB OCYLLEeCTBASEeTCA C COob6/AeHMeM TpebGoBaHUn NPOMbILLIIEHHOTO
pernameHTa, KOTOpbIi YyTBEPXAAeTCa PyKOBOAWUTENEM NPOM3BOAMTENS /IEKAPCTBEHHbLIX CPEACTB M BKIOYaeT B cebs
nepeyeHb UCNO/b3yeMblX dapMaLeBTUUECKNX CyOCTaHUMIn 1 BCMOMOraTe/ibHbIX BELLECTB C yKa3aHMEeM KO/M4vecTBa
Kax4oro M3 Hux, faHHble 06 ucnosnb3dyemom 060pyLOBaHMU, OnNucaHue TEXHOJIOTMYecKoro mnpouecca U MeTodoB
KOHTPO/1S Ha BCeX aTanax Npou3BoACTBa JIeKapCTBEHHbIX CPeACTB.

4. Mpwn NPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB MCNOJb3YHTCA (hapMaleBTUYeckne cybcTaHumn, BK/IKOYEHHbIE B
rocyiapCTBEHHbI PEECTP NIEKaPCTBEHHbIX CPEeACTB, 3a UCK/IIUYEHNeM hapMaueBTUieckmx cybcTaHLmii, NponM3BoanMbIX
ONs NpoBefeHns KMHWYECKMX MCcnefoBaHuini u ans akcnopTta. K npoueccy npovsBoAcTBa  (hapmaleBTUHECKOi
cybCcTaHuMM OTHOCATCA Jo6ble CTafMM TEXHOIOTMYECKOro npouecca, NO3BO/AOWME MOYUYUTb TFOTOBbIA MPOAYKT,
COOTBETCTBYHOLWMIA TpeboBaHnAM chbapmakoneiiHoli cTaTbM, B TOM uuc/ie pepmeHTauusi, 3KCTPakums, O4YMCTKA,
BbleneHve, nepekpuctannsaums, BoiCyluMBaHme, U3MesibyeHue.

(B pen. ®PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4.1. TlepeyeHb JleKapCTBEHHbIX MpenaparoB A/ MeAUUMHCKOro NPUMEHEHWs, B OTHOLUEHWW KOTOPbIX
ycTaHaBvBatoTCs TpeboBaHMA K 06beMyY Tapbl, YNakOBKE WM KOMMEKTHOCTW, NMepeyveHb JSIeKapCTBEHHbIX Mpenapatos
[ONS BETEPUHAPHOro NPUMEHEHWs, B OTHOLLEHUN KOTOPBIX YCTaHaBMMBAKOTCA TpeboBaHWs K 06beMy Tapbl, a Takxe
TpeboBaHNA K 06 beMY Tapbl, yNakoBKe Y KOMMIEKTHOCTM JIeKapCTBEHHbIX NpenapaTosB 419 MeAULMHCKOrO NPUMEHEHNS,
TpeboBaHNA K 06beMy Tapbl JIeKapCTBEHHbLIX MpenapaToB A1 BeTepMHaApHOro MPUMEHEHUSA  onpefensTca
COOTBETCTBYIOLUMN  YMNO/THOMOYEHHbIMU  (DefepasibHbIMM - OpraHamMy  MCNOSIHATENBHON  BRacTm B MOPSOKe,
yCTaHoB/eHHOM [NpaBnTenscTBOM Poccuiickoii deaepaumn.

(vacTb 4.1 B peg. ®egepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHuzaumuv, OCyLeCcTBASIOWME NPOM3BOACTBO (dapMaLleBTMYEeCKOl CcybCcTaHumMM cnupTta 3TUI0BOro
(aTaHona) gna NpomsBoACTBa CNUPTOCOLEPXALUMX JIEKAPCTBEHHBLIX MNpenapaToB, 0653aHbl OCYLWECTBNATL Y4yeT U
JeknapvpoBaHue B MNOpAAKe, YCTaHOBJ/IEHHOM cTatbsMy 8 v 14 defepasibHOro 3akoHa oT 22 Hoabpsa 1995 roga N
171-®3 "O rocyfapCTBEHHOM pEery/iMpoBaHny/ NpPoM3BOACTBA M 060pOTa 3TWIOBOrO CNUPTA, &JIKOTOSIbHOW 1
cnvpTocoaepXallein NpoayKumm 1 06 orpaHnYeHun NnoTpebneHns (pacnuTs) aslkoronbHOM NpoayKumn®.

(vacTb 4.2 BBegeHa degepasibHbiM 3akoHOM OT 03.07.2016 N 261-$3)

5. 3anpelaeTca npon3BoLCTBO:

1) nekapcTBEHHbIX CPeACTB, HE BK/IYEHHbIX B TFOCYAapCTBEHHbI PEECTp /NIeKapCTBEHHbLIX CPeACTB, 3a
UCK/TIOYEHMEM JIeKaPCTBEHHbIX CPeACTB, MPOU3BOAUMBIX A1 NPOBEAEHNS KMHUYECKUX UCCNeA0BaHUA 1 415 3KCMOPTa,;

2) thasibCMULNPOBAHHbIX NEKAPCTBEHHbIX CPEACTB;

3) nexapCTBEHHbIX CPeACTB 6€3 /IMLEH3MM Ha NPOM3BOACTBO SIEKAPCTBEHHBLIX CPEACTB;

4) neKkapcTBEHHbIX CPeACTB C HapylleHvem Npasu/ OpraHMsauuv npov3BOACTBA W KOHTPO/IA KayecTBa
NeKapcTBeHHbIX CpeacTB.

6. Mpn BBOAE NEKapCTBEHHbIX CPEACTB B rpaXKAaHCkuii 060pOT YNOSHOMOYEHHOE /MU0 MNpou3BoAMTenNs
NleKapCTBEHHbIX CPEACTB OCYLLECTBNSAET MOATBEPXKAEHNE COOTBETCTBUA JIEKAPCTBEHHbLIX CPEACTB TpeboBaHUAM,
YCTaHOB/IEHHBIM MPU NX TOCYAAPCTBEHHON perncTpaunm, u rapaHTUpyeT, YTo NIeKapCTBEHHbIE CpeAcTBa NPOM3BELEHbI B
COOTBETCTBUU C TPebOBaHVAMW NPaBW/I Haaexalleli NPon3BOACTBEHHON NPaKTUKW.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

7. YNO/THOMOYEHHBIM INLOM NPON3BOAUTESIS SIEKAPCTBEHHbIX CPEeACTB SABMSAETCA ero paboTHMK, aTTeCTOBaHHbIN B
YCTaHOB/IEHHOM YMNOJ/IHOMOYEHHbIM hefepasibHblM  OpraHoM MWCMOSHUTENbHOW BlacTM NOpsAke U MMEeLWmiA cTax
paboTbl He MeHee YyeM NATb NieT B 06/1aCTM MPOM3BOACTBA M (M/IM) KOHTPONA KayecTBa JIEKAPCTBEHHLIX CPeACTB,
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

BbICLLEE 0OpPa30BaHNEe COOTBETCTBEHHO MO OAHON M3 cneynanbHOCTER U (UNK) OAHOMY M3 HanpaBfieHUA NOArOTOBKU:
6uonorns, GMOTEXHOMOINSA, BETEPUHAPUS, KIMHUYECKas MeguumHa, paguvauuoHHas, XMMuyeckas u  buonorudeckas
3awuTa, hapmauus, pyHaaMmeHTaslbHass MeauLMHa, XMMUYeckast TEXHOOTUS, XUMUSL.
(4acTb 7 B pes. PefepasibHOro 3akoHa ot 22.10.2014 N 313-93)

8. MpownssoanTenn nekapcTBeHHbIX CPeAcTB MOrYT OCYLIECTB/IATb MPOAAXKY J/leKapCTBEHHbIX CPeacTs  Wn
nepegasaTb MX B yCTAaHOB/IEHHOM 3aKOHOZAaTeNbCTBOM Poccuiickoin degepaumm nopsgke:

1) gpyrum Npon3BOSUTENAM NIEKAPCTBEHHbIX CPEACTB A1 NPOM3BOACTBA SIEKAPCTBEHHBLIX CPEACTB;

2) opraHu3aumsm OnTOBOM TOProB/v JIEKaPCTBEHHbLIMY CPeACcTBaMU;

3) anTeyHbIM OpraHM3aumsaM, BeTeprHapHbIM anTeYHbIM OpraHm3aumsamM, MHAMBUAYa/IbHbIM NpeanpuHUMaTesIaMm,
NUMELLUM NNLEH3NI0 Ha dpapMaLeBTUYECKYI0 OEATENBbHOCTL WU JINLEH3NI0 HA MeOULMHCKYIO AeATENbHOCTD;

4) Hay4HO-MCcCnefoBaTe/IbCKUM OpraHnsaunsam oas HayuHo-uccneoBaTesibCkoi paboThl;

5) MeAMUUHCKMM OpraHm3aumsm u BeTepMHapPHbIM OpraHn3auusaMm;

6) opraHm3auusm, OCyLLECTBAOLWMUM pa3BefeHmne, BbipallBaHe U CoepXXaHne XUBOTHbIX.

CTaTbsi 46. MapKMpOBKa /IEKAPCTBEHHbIX CPEACTB

1. JlekapcTBeHHble npenapatbl, 3a WUCK/IYEHNEM JIeKapCTBEHHbIX MNPenapaToB, W3roTOBIEHHbLIX anTeyHbIMU
opraHusauusaMy, BeTepmuHapHbIMM anTeuHbIMU OpraHu3aLmaMm, MHAMBUAYaTbHbIMU NPeAnpuHUMaTeNaMu1, MMeLwuMm
JNIMLEH3MI0 Ha hapmaLeBTUYECKYO AeATelbHOCTb, AO/DKHbI MOCTynaTh B 06palleHvne, ecru:

1) Ha WX nNepBMYHON ynakoBkKe (3a WCKIHOYEHMEM MEPBUYHON YNAKOBKM NEKAPCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOPOLUO YATAEMbIM LUPUDTOM Ha PYCCKOM fA3blke yKasaHbl HavMeHOBaHWe JieKapCTBEHHOro npenapara
(MexayHapoaHOe HenaTeHTOBAHHOE, WM TPYNMMPOBOYHOE, UK XUMUYECKOE, WAN TOProBoe HauMeHOBaHWEe), HoMep
cepun, fdaTta Bbinycka (4718 MMMYHOOMOIOTMYECKUX JIEKAPCTBEHHbLIX MpenapaTos), CPOK ro4HOCTM, OO03MPOBKa WK
KOHUEHTpauusi, 06beM, akTMBHOCTb B eANHMLAX AENCTBUSA NIV KOIMYECTBO [03;

(B pea. PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOI (MOTPEBUTENBLCKOI) YNaKOBKE XOPOLWIO YMTaeMbIM LWPUETOM Ha PYCCKOM $i3blKe YKalaHbl
HaVMeHOBaHWe JleKapCTBEHHOrO npenaparta (MeXayHapoAHOe HenaTeHTOBaHHOe, WKW  PynnMpoBOYHOE, WK
XMMUYECKOEe U TOProBoe HaVMeHOBaHUS), HaMMeHOBaHVe NPOU3BOAUTENSA NIEKAPCTBEHHOIO npenapara, HOMep cepuu,
Jata Bblnycka (418 MMYHOBMOTOTMYECKMX NIEKAPCTBEHHBIX NPenaparos), HOMep PerncTpauuoHHOro yAo0CTOBEPEHUS,
CPOK FOAHOCTW, CMNOCO6 MPUMEHEHMS, AO3UPOBKA U/ KOHLEHTPaLns, 06beM, akTUBHOCTb B eAMHUUAax geinctesus nnbo
KO/IMYEeCTBO 03 B YNakoBKe, JlIekapCTBEHHas hopma, YCNoBMsS OTMNycKa, YC/I0BUS XpaHeHus, npegynpeguTesnibHble
Hagnucu.

(B pes. PepepasibHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2. dapmaLeBTUYECKME CybCTaHLUMM OO/MKHBI NOCTYNaTh B obpalleHne, ec/im Ha X NepBMYHOM YNakoBKe XOPOLLO
ymTaembIM LUPUPTOM Ha PYCCKOM fA3bIKE YKka3aHbl HavMeHOBaHWe hapmaleBTUYecKon cybcTaHumm (MexayHapoaHoe
HenaTteHToBaHHOe, WU T[PYNnMPOBOYHOE, WAN XMMUYECKOe W TOProBoe  HauMMeHOBaHus), HauMeHOBaHue
npousBogmTens dapmaLeBTUYeCcKon cybcTaHuMM, HOMeEp cepun 1 gata M3roTOB/IEHMS, KOMIMYECTBO B YMakoBKe U
e[IHNLbl N3MEPEHNS KONNYECTBA, CPOK FOAHOCTU U YC/IOBUSA XPaHEHUS.

(B pes. PepepasibHOro 3akoHa oT 22.12.2014 N 429-$3)

3. llekapcTBEHHbIE CPEeACTBA B KaUeCTBE CbIBOPOTOK AO/MKHbI NOCTYNaTh B obpalleHne C ykasaHueM >XUBOTHOrO,
13 KPOBMW, M/1a3Mbl KPOBM, OPraHOB U TKaHel KOTOPOro OHW NOJTyYEHbI.

4. Ha BTOpUYHY1O (NOTPeOUTENbCKYI) YNAaKOBKY /IEKAPCTBEHHbIX CPEACTB, MOJTYYEHHbIX N3 KPOBK, Na3mbl KPOBY,
OpraHoB M TKaHel 4YenoBeka, A0/HKHA HaHOCMTbCA Haanucb: "AHTUTena Kk BWY-1, BNY-2, k Bupycy renatuta C u
NMOBEPXHOCTHbIN aHTUreH BMpyca renatuta B oTcyTCcTBYOT".

5. Ha nepBuYHyl0 ynakoBKy W BTOPU4YHYKO (NOTPEOUTENbCKYHD) YNakoBKY — paavodiapmMaueBTUHecKnX
NeKapCTBEHHbIX CPeACTB A0/HKEH HAHOCUTLCA 3HaK paAnaunoHHON ONacHOCTH.

6. Ha BTOpuuYHylO (NOTPEeBUTENLCKYHD) YMAaKoBKY TrOMeOonaTtuyeckux JekapCTBEHHbIX MpenapaToB [0/DKHA
HaHOCUTbLCS Haanuck: "FomeonaTnUYeckumii”.

7. Ha BTOpUYHYHO (NOTPebUTENbCKY0) YNaKoBKY /IEKAPCTBEHHbIX pacTUMTe bHbIX NpenapaToB A0/HKHA HaHOCUTLCS
Hagnuce: "TpoayKuusa npolna pagnaumoHHbIn KOHTPONb".

8. Ha nepBu4YHyl0 ynakoBKy (ecivM p[ns 3TOr0 CywWecTByeT TexHWYeckas BO3MOXHOCTb) U BTOPUYHYHO
(NoTpebnTeNbCKy0) YNakoBKY J/IEeKApPCTBEHHbLIX MpenapaToB, NpefHa3Ha4YeHHbIX A5 KIUHWUYECKUX WCCefoBaHui,
[O/HKHA HAHOCUTLCSA Haanuch: "[/18 KIMHUYECKNX nccneaoBaHuii”.

(B pen. ®PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

9. YnakoBka 1eKapCTBEHHbIX CPeACTB, MpefHa3HayeHHbIX WCKIUYUTENIbHO /19 3KCNopTa, MapKMpyeTcs B
COOTBETCTBMM C TpeboBaHMAMN CTPaHbI-uMnopTepa.

10. Ha TpaHcnopTHyw Tapy, KOTopas He mnpefHasHayeHa pAns notpebuteneil M B KOTOPYH MNOMELLEHO
NekapcTBeHHOe CPeACTBO, A0/HKHA HAHOCUTBLCA WHGopMauMs O HaMMeHOBaHWW, Cepuy JIeKapCTBEHHOTO CpefcTsa,
Jarte BbINycKa, KOMMYeCcTBe BTOPWUYHBLIX (NMOTPEOUTENbCKMX) YMakoBOK fIEKApCTBEHHOIO CPeAcTBa, Mpoussogutesne
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NIeKapCTBEHHOIO CpPeACTBa C yKasaHWeM HaVMEHOBaHUS W  MECTOHaXOXAEHWs MNPOM3BOAMTENS JIEKAPCTBEHHOIO
cpeacTsa (agpec, B TOM yucie cTpaHa n (UimM) Mecto npou3BOACTBA /IEKAPCTBEHHOIO CPeAcTBa), a Takke O CPoke
rOHOCTW NIEKAPCTBEHHOIO CpeAcTBa 1 06 YCNIOBUAX €r0 XPaHEHMS U MEepPeBO3kM, HeobxoauMmble npeaynpeanTenbHble
HaZNMCK N MaHUMYATOPHbIE 3HAKN.

11. Ha nepBuMYHYl0 yMNakoBKYy W BTOPWUYHYK (NOTPeOGUTEsNbCKYHD) YMNakoBKY JIeKaPCTBEHHbIX CpeacTB Ans
BEeTEepUHapPHOro NPUMeEHeHNs JO/KHa HAHOCUTLCA Haanucek: "4 BeTepuHapHoro npuMeHeHns".

12. Ha BTOpM4HYHO (MOTPE6UTENBLCKYIO) YNAKOBKY JIEKAPCTBEHHOrO Npenaparta HaHOCUTCS LLUTPUXOBOW KOA.

nasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUUCKYIO ®EOQEPALIUIO U BbIBO3 NNEKAPCTBEHHbIX CPELCTB
M3 POCCUNCKON ®EOEPALIUN
(B pepn. PepepasibHOro 3akoHa ot 06.12.2011 N 409-93)

Crtatbsa 47. MNopsaok BBO3a /IeKapCTBEHHbIX CpeAcTB B Poccuiickylo degepaunio M BbiBO3a JIEKAPCTBEHHbIX
cpeacTts n3 Poccuiickoin depepaunm
(B pen. PepepasnbHOro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 nekapCcTBEHHbIX CpeAcTB B Poccuiickylo depepauunio OCyLWecTBASETCA B MOPAAKEe, YCTaHOBIEHHOM
MpaBuTenbcTBOM Poccuiickoin ®egepaunn, B COOTBETCTBUN C TAMOXEHHbIM 3aKOHOAATENBLCTBOM TaMOXEHHOro cok3a
B pamkax EBpA33C (ganee - TaMOXEHHbI CO03) 1 (Mn) 3aKoHOoAaTeIbcTBOM Poccuiickoli degepaymm o TaMOXEHHOM
aene.

(B pen. PepepasnbHOro 3akoHa ot 06.12.2011 N 409-93)

2. BBo3umble B Poccuiickylo ®depepauuio  NekapCTBEHHble CPeAcTBa AO/MKHbl  ObiTb  BK/OYEHbI B
rocyapCTBeHHbIi peecTp /iekapCTBEHHbIX CPEACTB.

(B pea. PepgepanbHOro 3akoHa ot 06.12.2011 N 409-93)

3. [onyckaeTcsa BB03 B Poccuiickyio ®degepaumio KOHKPETHOM MNapTMM  3aperncTpupoBaHHbIX 1 (Man)
He3aperncTpMpPoBaHHbIX SIEKAPCTBEHHbIX CPEACTB, NpefHa3HayYeHHbIX A8 NPOBEAEHWS KIMHWYECKUX WCCefoBaHui
NleKapCTBEHHbIX  MNpenapatoB, MNPOBEAEHUSA  3KCNEepPTU3bl  JIEKAPCTBEHHbIX  CPeACTB AN OCYLLEeCTB/IeHUsA
rocyapCTBEHHOW perncTpauuy nekapcTBeHHbIX NpenapaTtos Wan 415 oka3aHus MeauLMHCKON MOMOLLM N0 XXMU3HEHHbIM
MoKasaHUsSM KOHKPETHOro nauMeHTa Ha OCHOBaHMU paspelueHnsi, BbIAAHHOTO YMNOIHOMOYEHHbIM (deAepasibHbIM
OpraHoM UCMOJIHUTENIbHOW BNAacTU MO 3asBAEHMAM /UL, YKa3aHHbIX B cTaTbe 48 HacToswero degepasbHOr0 3akoHa.
PaccmoTpeHne Takoro 3asiB/IeHUS U MPUHATUE PelleHus O Bbiaye paspelleHns Ha BBO3 KOHKPETHOW napTuu
3aperucTpMpoBaHHbIX U (MK) He3aperncTPUPOBaHHbIX JIEKAPCTBEHHBLIX CPEeACTB, NpefHa3HayeHHbIX 4715 NpoBeAeHUs
KMHUYECKUX WCCNefoBaHWin NekapCTBEHHbIX Npenapatos, NPOBeAEHUS 3KCMepTM3bl NIEKAPCTBEHHbLIX CPeACTB A1
OCYLLLECTB/IEHNA FOCYAAPCTBEHHON perncTpauum nekapcTBeHHbIX MpenapatoB WAM AN OKasaHus MegULMHCKON
MOMOLLY MO YXU3HEHHLIM MOKa3aHMAM KOHKPETHOro nauueHta nnbo 06 oTka3e B Bblgayve yKasaHHOro paspeLueHus
NpoOM3BOAATCA B CPOK, HE MpeBbllalwmii Nt padboumx gHei. MNnata 3a Bblgavyy YkasaHHOTO paspelleHns He
B3MMaeTcs.

(B pen. PepepasnbHOro 3akoHa ot 06.12.2011 N 409-$3)

4. B Poccuiickyto depepaumio MOXHO BBO3UTb /IeKapCTBEHHbIe CPefCTBa, KauyecTBO KOTOPbIX MOATBEPXAEHO
cepTnMKaTom NPon3BOAUTENS SIEKAPCTBEHHbIX CPEACTB, YA0OCTOBEPSAIOLLMM COOTBETCTBME BBO3VMbIX J1I€KAPCTBEHHbIX
cpeacTB TpeboBaHWsaM hapMakonenHbiX cTaTeil /iMbo B C/ydyae WX OTCYTCTBUS HOPMaTUBHOWN AOKYMeHTauum unm
HOPMAaTUBHOIO AOKYMEHTA.

(B pea. PepepanbHOro 3akoHa ot 06.12.2011 N 409-93)

5. 3anpewaetca BB03 B Poccuiickyto depepaunio  PasibCUPULMPOBAHHBLIX  SIEKAPCTBEHHbLIX CPEACTB,
Hef06poKayeCTBEHHbIX NIEKAPCTBEHHbIX CPeACTB, KOHTpaaKkTHbIX IEKAPCTBEHHbIX CPeaCTB.

(B pen. ®PepepasibHOro 3akoHa ot 06.12.2011 N 409-93)

6. danbcucpmumpoBaHHble eKapPCTBEHHbIE CPEACcTBa, HeAobpoKayeCTBEHHblE J/IEeKAPCTBEHHblE CpefacTBa
nognexar U3bATUIO U NOCNeayloLWeMy YHUUTOXEHUIO UM BbiBO3Yy M3 Poccuiickoin ®epepaummn, KoOHTpadakTHble
NleKapCTBEHHbIE CPeACTBa - U3bATUIO M MOCNEAYIOWEMY YHUUTOXEHUIO. YHUUTOXEHMe WM BbiBO3 M3 Poccuiickoit
depepauun  hanbCUPULMPOBAHHbLIX JIEKAPCTBEHHbIX CPeACTB, HeAobpoKayeCTBEHHbIX J1IeKAPCTBEHHbIX CPeacTs,
KOHTpadhaKTHbIX JIEKAPCTBEHHbIX CPEACTB OCYLLECTB/SAETCA 3a CYeT uua, OCYyLecTBMBLUEro WX BBO3. [opagok
YHUUTOXEHNA U3BATbIX PaNbCUDULMPOBAHHBLIX JIEKAPCTBEHHBLIX CPEACTB, HeA06pOoKayeCTBEHHbIX J1eKapCTBEHHbIX
CPeACTB, KOHTpadhakTHbIX NEKApPCTBEHHbIX CPEeACTB yCTaHaBmBaeTcs MpaButenscTBom Poccuiickoin depepauun.

(B pea. PepgepanbHOro 3akoHa ot 06.12.2011 N 409-93)

7. Nnua, ocyuwecTensowme BBO3 B Poccuiickyio Pegepauunio dpanbcnmumpoBaHHbIX /1EKAPCTBEHHbIX CPeAcTB,
Hef06poKayeCTBEHHbIX NIEKAaPCTBEHHbLIX CPEeACTB, KOHTPadakTHbIX JIeKapCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMU C TaMOXEHHbIM 3aKOHOAAaTe/IbCTBOM TaMOXEHHOro coto3a M (MM) 3akoHoZaTesIbCTBOM POCCUACKOW
degepaLun 0 TaMOXEHHOM aene.

KoHcynbTanTlNKoC

www.consultant.ru CtpaHuua 54 n3 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO6I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO6I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO0I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO0I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBECF265C8863F24CA9928ACBC80E0500F261267B7103BCe9OAI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBECF265C8863F24CA9928ACBC80E0500F261267B7103BCe9OAI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO1I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO1I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC527528663F24CA9928ACBeCO8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC527528663F24CA9928ACBeCO8I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO2I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO2I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO3I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAO3I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAODI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59DeAODI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC025508063F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC025508063F24CA9928ACBC80E0500F261267B7103BCe9OFI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO4I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO4I
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

(B pea. PepgepanbHOro 3akoHa ot 06.12.2011 N 409-$3)

8. BbIBO3 f1lekapCTBEHHbIX cpeacTB M3 Poccuiickoli degepalmm ocywecTBiseTcs 6e3 NpMMEHEHUsT OrpaHuyeHui,
YCTaHOB/IEHHbIX TAMOXEHHbIM 3aKOHOAATeNbCTBOM TaMOXEHHOro coto3a M (M) 3aKoHoAaTeNbCTBOM Poccuiickoli
degepaummn 0 rocy1apCTBEHHOM PEry/IMPOBaHNM BHELLHETOPrOBO AeATE/TIbHOCTY.

(B pen. PenepasibHbix 3aKk0HOB OT 06.12.2011 N 409-93, o1 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

Crtartbs 48. FOpuamnyeckme nuua, KOTopbIM pa3peLleH BBO3 /IEKAPCTBEHHbIX CPeacTB B Poccuiickyto ®egepaunto
(B pea. PepepanbHOro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHbIe cpeacTBa B Poccuiickyto degepaunto MOryT BBO3UTL:
(B pen. ®PepepasibHOro 3akoHa ot 06.12.2011 N 409-93)

1) npon3BOAUTENN NEKAPCTBEHHbIX CPEACTB A/15 ueneil CO6CTBEHHOIO NPOM3BOACTBA /IEKapPCTBEHHbIX CPEACTB;

2) NHOCTpaHHble Pa3paboTuUMKN /IeKapCTBEHHbIX CPEACTB W WMHOCTPAaHHble MPOU3BOAUTENN JIeKapCTBEHHbIX
CpeACcTB WK Apyrue puavyeckie niua no nopyyeHno paspaboTyumka sIeKapCTBEHHOrO CpeacTBa ANs MPOBeAEeHNs
KTMHUYECKUX UCCNEeAOBaHUi  fIeKkapCTBEHHOTO MpenapaTa, OCYLLECTB/EHWS  TOCYAapCTBEHHOW  perncrpaumun
NeKapCcTBEHHOr0 nNpenapara, BKIlveHnsa hapMaleBTUyeckoii cybcTaHLumM B rOCYAapCTBEHHBIN PEecTp 1eKapCTBEHHbIX
CpeACTB, KOHTPOSA Ka4yecTBa JIEKAPCTBEHHbIX CPEACTB MPU HaIMUMU paspeLleHns YnosITHOMOYEeHHOro theaepasibHOro
opraHa UCNoNHWUTENIbHOM B/1ACTW Ha BBO3 KOHKPETHOW NapTuW NeKapCTBEHHbIX CPeACTB;

3) opraHn3aLmmn oNTOBOIN TOProB/In NIEKAPCTBEHHBIMY CPEACTBAMMU,;

4) HayyHO-uccrefoBaTeflbCKiue opraHusauun, obpasoBartesfibHble opraHu3auuM BbICWLIEro  06pa3oBaHus,
NpoV3BOAMTENN NEKAPCTBEHHBIX CPeACTB AN pas3paboTku, WCCnefoBaHWi, KOHTPOMA 6e30nacHOCTU, KauvecTBa,
3hPEKTUBHOCTY JIEKAPCTBEHHbIX CPEACTB MPU  Ha/lMuMM  paspeLleHns  YrnosIHOMOYeHHOro dhefepasibHOro opraHa
NCMONHUTENBHON BNacTu;

(B pen. ®epnepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeauLMHCKME opraHn3aunm, nHble ykKasaHHble B NyHKTax 1-4 HacToseli cTaTby opraHm3aumn 418 oKasaHus
MEAWNLMHCKOA MOMOLUM MO  XM3HEHHbIM MOKa3aHUsAM KOHKPETHOro nauveHTa npu  Ha/imuum  paspelueHus
YNOSIHOMOYEHHOIO (hbeAepasibHOro opraHa MCMOSIHUTENbHOM B/IAcTW Ha BBO3 KOHKPETHOW MapTuM  f1eKapCTBEHHOro
npenapara, BblJaHHOIO B YCTAaHOB/IEHHOM MOpPSAKE B (DOPME 3/IEKTPOHHOTO AOKYMEHTa, NOANUCAHHOrO YCW/IEHHOW
KBa/IMMLMPOBAHHON 3NEKTPOHHON NOANUCHIO.

(B pepn. ®PenepasibHOro 3akoHa ot 12.03.2014 N 33-93)

Ctatbsa 49. [OKymeHTbl, npeacTaBnsieMble B TaMOXEHHble opraHbl Poccuiickoin depepauun npuv BBO3€E
NeKapcTBEHHbIX cpeacTB B Poccuiickyto ®eaepaumio
(B pen. PepepasnbHOro 3akoHa ot 06.12.2011 N 409-$3)

1. MNpn BBO3€e NEKAPCTBEHHbIX CpeacTB B Poccuiickylo defepaunio B TaMOXEHHble opraHbl Poccuiickoii
depepauun Hapagy C OOKYMeHTamu, npefcTaBfieHne KOTOpbIX MPefyCMOTPEHO TaMOXEHHbIM 3aKoHOZaTes/IbCTBOM
TaMOXeHHOro coto3a u (M1) 3akoHogaTesnbCTBOM Poccuiickoli degepaumm 0 TaMOXEHHOM fAese, NpeAcTaBstoTCA
crnepyrowme JOKYMEHThI:

(B pes. PepepasnbHOro 3akoHa ot 06.12.2011 N 409-93)

1) cepTudmkat nNpPOM3BOAMTENS JIeKAPCTBEHHOrO CpPeACcTBa, YAOCTOBEpsWMiA COOTBETCTBUME BBO3UMOrO
NIeKapCTBEHHOIO cpefcTBa TpeboBaHMAM (hapMakonemHoi cTaTbyM /MB0 B C/lyd4ae €e OTCYTCTBMS HOpPMAaTWUBHOM
[OKYMeHTaLUM Ui HOPMaTUBHOIO JAOKYMEHTa,;

2) paspelleHne ynosHOMOYEHHOro dhefepasibHOro opraHa UCNOJSIHNTE/IbHOM BNAaCTU HA BBO3 KOHKPETHONW napTum
NeKapCTBEHHOr0 CPeACTBa B C/IyyasX, yCTaHOBMEHHbIX YacTblo 3 cTaTby 47 HacTosiwero ®efepasibHOro 3aKkoHa.

2. [lokyMeHTbI, yKa3aHHble B NyHKTax 1 u 2 yactu 1 HacToswein cTaTby, NPeACTaBNSATCA B TAMOXEHHbIe OpraHbl
Poccwuiickoin depepauum npu npnbbiTun NekapcTBEHHbIX cpeacTs B Poccuiickyto degepaumio.

(B pen. ®PepnepanbHOro 3akoHa ot 06.12.2011 N 409-93)

Crtatbs 50. BB0O3 nekapcTBeHHbIX NpenapatoB B Poccuiickyto ®egepaunto 48 IMYHOrO MCNO/b30BaHMUA W MHbIX
HEKOMMEPUECKMX Leneit, a Takke /18 CNo/Ib30BaHNs Ha TEPPUTOPUN MEXAYHApPOAHOIo MeAMLIMHCKOrO Knactepa
(B pes. PepepasibHbiX 3aKk0HOB 0T 06.12.2011 N 409-93, o1 29.06.2015 N 160-93)

1. NlekapcTBeHHbIE MpenapaTtbl MOryT ObiTb BBE3eHbl B Poccuiickyto depepauunio 6e3 yyeta TpeboBaHwii,
npeaycMoTpeHHbIX Yactamn 1-4 ctatbn 47, ctatbaMn 48 n 49 HacTtosdwero defepasibHOro 3akoHa, ecnn OHU
npegHasHayeHbl ANS:

(B pes. PepepanbHOro 3akoHa ot 06.12.2011 N 409-$3)

1) NANYHOrO NCNOMb30BaHNA YM3NYECKUMI TMLAMK, NPUbbLIBLLIMMUK B Poccuiickyto deagepauuto. Mpn 3ToM BBO3 B

Poccuiickylo depepauymio  NIEKapCTBEHHbIX MPenapaToB, COAEPXalux CUMbHOZENCTByWME n  (MIn) S[0BUTbIE

KoHcynbTanTlNKoC

www.consultant.ru CtpaHuua 55 13 69
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO5I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO5I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACE225D816AAF46A1CB86C9CF015A17F5282A7A7103BC99eAO7I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACE225D816AAF46A1CB86C9CF015A17F5282A7A7103BC99eAO7I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO6I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO6I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BC9DeAO4I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBACF2756876CAF46A1CB86C9CF015A17F5282A7A7102BC9DeAO4I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105BBe9O8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDCF24578363F24CA9928ACBC80E0500F261267B7105BBe9O8I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO0I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO0I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO1I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO1I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC527528663F24CA9928ACBeCO8I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBFC527528663F24CA9928ACBeCO8I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C62151816AAF46A1CB86C9CF015A17F5282A7A7102B59BeAO2I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C62151816AAF46A1CB86C9CF015A17F5282A7A7102B59BeAO2I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBEC322558363F24CA9928ACBC80E0500F261267B7103BDe9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBEC322558363F24CA9928ACBC80E0500F261267B7103BDe9O6I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBAC020548761AF46A1CB86C9CF015A17F5282A7A7103BD97eAO6I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADBAC020548761AF46A1CB86C9CF015A17F5282A7A7103BD97eAO6I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO3I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAO3I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAOCI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAODI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59CeAODI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO5I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO5I
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC5215C8563F24CA9928ACBC80E0500F261267B7102B4e9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE7422DCAECADBDC5215C8563F24CA9928ACBC80E0500F261267B7102B4e9OCI
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO7I
consultantplus://offline/ref=B4B71B8141905A91C20AE6463ECAECADB9C620548969AF46A1CB86C9CF015A17F5282A7A7103B59BeAO7I
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

BeleCcTBa, BK/IHYEHHble COOTBETCTBEHHO B CNWCOK CW/IbHOAENCTBYIOWMX BeELWECTB A8 LUeneil  YyrosoBHOro
3akoHopgarenscTea Poccuiickoii Pegepaunm 1 B CNUCOK SA0BUTLIX BELLECTB A5 Liesieidl yro/IoBHOro 3akoHoAare1bCcTea
Poccuiickoin depepaunu, ytBepxaeHHble MpaButenscTBoM Poccuiickoli ®efepauun, OCywecTBASeTCAa Npyu Haamumm
[OKYMEHTOB (3aBEpeHHbIX KONWiA OOKYMEHTOB WM 3aBEPEHHbIX BbIMMCOK U3 HUX), MOATBEPXAANOLUMX Ha3HayeHue
hmM3nyeckoMy ULy YyKa3aHHbIX JIEKApCTBEHHbIX MpenapaToB (3a MWCKIHOYEHWEM JIeKapCTBEHHLIX MNpenaparos,
3aperncTpupoBaHHbix B Poccuiickoii depepaumm n oTnyckaemblx B Poccuiickoii depepaummn 6e3 peuenta Ha
neKapcTBeHHbIli Npenapar). MoaTeepxaaowmne JOKYMeHTbl (MX 3aBePeHHbIE KOMUW WU 3aBEPEHHbIE BbIMUCKA U3 HUX)
[JOMKHBI COePXaTb CBEEHNA O HAaMMEHOBAHUN 1 KOJIMYeCTBe Ha3HauYeHHOro JIekapCTBEHHOro npenapara. B cnyuvae,
ec/iM noATeepxJalolive AOKYMEHTbl (UX 3aBEpPEHHble KOMUW WM 3aBepeHHble BbIMUCKM U3 HUX) COCTaB/iEHbl Ha
WMHOCTPaHHOM 5i3blKe, K HUM MpuiaraeTcs HoTapyaibHO 3aBEepPEHHbI NepeBo, Ha PYCCKUIA A3bIK;

(n. 1 B pen. PepepasnbHoro 3akoHa ot 02.06.2016 N 163-93)

2) ncnonb3oBaHUsA paboTHUKAMKM AMNIOMATMYECKOro Koprnyca WM npeactaBuTeNnsMun  MeXAyHapOoaHbIX
opraHunsauuii, akkpeanToBaHHbIX B Poccuiickoii degepaumu;

3) neYeHnss naccakmpoB M YSIEHOB 3KUMNAXKEW TPaHCNOPTHbIX CPeAcTB, Noe3fdHbiXx Opurag v BoauTenemn
TpPaHCNOPTHLIX CPeACTB, NPUbLIBLUKX B Poccuiickyto deaepaumio;

(B pen. PepepasnbHOro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHns y4aCTHUKOB MEXAYHapOAHbIX KyNbTYPHbIX, CMOPTUBHbLIX MEPOMNPUATUIA N YHACTHUKOB MEeXAYHapPOOHbIX
aKcneanunis;

5) neyeHns KOHKPETHbIX XMBOTHBIX B 300Mapkax, a Takke XMBOTHbIX, BBO3UMbIX B Poccuiickyto ®egepaunio ans
yyacTusl B CMOPTUBHbIX U 3PENIULLHBIX MEPONPUATUAX;

(B pes. PepepanbHOro 3akoHa ot 06.12.2011 N 409-$3)

6) MCNONb30BaHNA Ha TEPPUTOPUN MEXAYHapPOAHOro MeaULMHCKOTO KnacTepa.
(n. 6 BBeaeH ®efiepasibHbIM 3aKOHOM OT 29.06.2015 N 160-93)

2. B cnyyasnx, npegycMOTPEeHHbIX YacTblo 1 HacTosLel cTaTbu, fJonyckaeTcs BBO3 B Poccuiickyto depepaumio
NleKapCTBEHHbIX Npenaparos, He 3aperncTprpoBaHHbIX B Poccuiickoil depepaunm.

(B pea. PepepanbHOro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBEHHbIe Npenaparbl, NpefHa3Ha4YeHHble 4151 T'yMaHUTapHOl NoMoLLM (COAENCTBNA) UAX MOMOLM Mpu
ypesBblYaiiHbIX CUTyauusax, BBO3ATcA B Poccuiickyto ®depepauuio B nopsgke, YCTaHOBAEHHOM [paBuTeNbCTBOM
Poccuiickoin depepauun. 3anpelaetca BBO3 B Poccuiickyto depepaumio He3apernctpupoBaHHbIX N1EKAPCTBEHHbIX
npenaparos, npefHa3HaYeHHbIX A5 TFYMaHWTapHOW noMoLWM (COAENCTBUSA) WM MOMOLLM NPU  Ype3BblYaiHbIX
cuTyaumsx.

(B pea. PepepanbHOro 3akoHa ot 06.12.2011 N 409-93)

Ctatbs 51. CoTpyAHUUYEeCcTBO efepasibHOr0 opraHa WCMOMHWTE bHOM BNacTu, YNOSIHOMOUYEHHOro B 06/1acTu
TAMOXEHHOTO0 Aefia, U ApYrX ynofHOMOYEHHbIX hefepasibHbiX OpraHoB UCMOMHUTENbHON BNacTu

1. YNonHOMO4YeHHble heaepasibHble opraHbl WCMOMIHUTENBHON BMacTy NPeaoCTaBAsAlT B pacrnopshkeHue
hefepanbHOro opraHa MCNOHUTETbHOW BAACTW, YNOTHOMOYEHHOIO B 06/1aCTM TAMOXEHHOTO AeNna, rocyaapCTBEHHbIN
pEeECTp NeKapCTBEHHbIX CPEACTB, a Takke MH(OpPMaUMIO O BbIAAHHBLIX pa3peLleHnsX Ha BBO3 KOHKPETHON napTuu
NeKapCTBEHHbIX CPEACTB B CIyvasix, yCTaHOB/IEHHbIX YacTbio 3 cTaTbu 47 HacToswlero degepanbHOro 3akoHa.

2. ®epepanbHblii opraH WCMNOSIHUTE/IbHOW BAAacTW, YMNO/IHOMOYEHHbI B 06N1acTM  TaMOXEHHOro Jena,
MHOPMUPYET yKa3aHHble B 4YacTu 1 HacTOsLElN CTaTbM YNOSTHOMOYEHHbIE (hbefepasibHble OpraHbl UCMOSTHUTENbHOM
B/M1lacTM O BBO3€ JIEKAPCTBEHHbIX cpeacTB B Poccuiickyio defepaunio U BbIBO3€ J/IEKAPCTBEHHbLIX CPEACcTB U3
Poccuiickoin depepaunm no hopme 1 B NOpsAaKe, KOTOpble YCTaHOB/eHbI MpaButenscTBoM Poccuiickol denepauuu.

(B pes. PepepasnbHOro 3akoHa ot 06.12.2011 N 409-$3)

Maesa 10. PAPMALEBTUYECKAA OEATENBbHOCTbD
Crtatbsl 52. OcyuwecTBneHne hapMaleBTUYECKO AeATEeNbHOCTH

1. dapmaueBTMUECKas OEATE/bHOCTb OCYLLECTBASETCA OpraHu3auusmMy ONTOBOW TOProB/IM NIEKAPCTBEHHbLIMY
cpeacTBaMy, anTeYHbIMW  OpraHu3auusMKi, BETEPUHAPHbIMKM  anTeYHbIMW  OpraHusauusMn, UHANBUAYaNbHLIMA
npeanpyHMMaTeNs M1, UMELWMMMN IMLEH3NI0 Ha hapMaueBTUYECKYH AESATENBHOCTb, MEAULMHCKUMU OpraHn3auusivu,
UMEKLWMMN  JIMLEH3NI  Ha (hapMaueBTUYECKyr) [AeATeslbHOCTb, M WX 060CO6MEHHbIMU  NOoApPa3feneHnsaIMmn
(ambynatopusimu, enbawepckummn 1 enballepcKo-akylepCckuM NyHKTamKn, UeHTpamu (oTAaeneHnsmn) oobLiein
BpayebHoON (CEMENHOI) NPaKTUKK), PacrnosiOKEHHbIMA B CEIbCKMX HACENEeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHuM3auuM, W BeTEpPVMHAPHbIMU OpraHu3auus MM, WUMEKLWMMU JINLEH3NKD Ha  dapmaleBTUYECKYHO
[esATeNbHOCTb.

(B pea. PepepasibHOro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTanTlNKoC
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

2. ®u3nyeckme nuua MOTYT OCYLLECTBAATb (hapMaleBTUUECKYHD AEATEeNbHOCTb NPU Ha/MuMKM  BbICLLEro  WAu
cpefHero chapmaleBTMYECKOro 06pa3oBaHns U cepTudmkaTa crneumanncTa, BbICLLIEro WU CpefHero BeTepuHapHOro
obpasoBaHus U cepTudMKaTa cneuManncTa, a Takke BbICLIEro WIn cpegHero MeauuUMHCKOro obpa3oBaHus,
cepTuhmkata cneumanncta U AOMONHUTENBHOTO NPOdECCMOHaIbHOTO 06pa3oBaHNs B 4acTW PO3HWYHON TOProB/M
NeKapcTBEHHbIMM MpenapataMmu npu  ycnoBun ux paboTel B 060COGMEHHbIX MNOAPa3AeNeHnaX MegULMHCKMX
opraHm3aumii, ykazaHHbIX B YacTu 1 HacTosLel cTaTbu.

(vacTb 2 B pea. PegepanibHOro 3akoHa ot 27.07.2010 N 192-93)

Cratbs 53. Mpoaaxa, nepeaaya NeKkapcTBEHHbIX CPEACTB OpraHM3aLMsM1U OMNTOBOM TOProOB/IN JIEKAPCTBEHHbLIMU
cpeacTBamm

OpraHusaLmmn onToBol TOProB/N JIEKAPCTBEHHLIMI CPeACTBAMM MOTYT OCYLLECTB/IATb MPOAaXY J/IeKAPCTBEHHbIX
CpeacTB WK NepeaaBaTh MX B yCTAHOB/IEHHOM 3aKoHOAATeIbCTBOM Poccuiickoit depepauun nopsake:

1) ApyrMM opraHvM3auusim OrnToBO TOProB/IN SIEKAPCTBEHHbIMY CPeACTBaMMU;

2) NpoV3BOAUTENSIM NIEKAPCTBEHHbIX CPEACTB A5 Lieneit Npou3BOACTBA NIeKapCTBEHHbIX CPELCTB;

3) anTeyHbIM OpraHV3aunsM 1 BETEPUHAPHBLIM anTeuHbIM OpraHu3aLysiv;

4) Hay4HO-MCCNef0BaTEIbCKUM OpPraHu3auusm 45t Hay4YHO-UCCNe0BaTeNbCKol paboThl;

5) MHAMBMAYaA/IbHBIM NPeAnpUHUMATENSIM, UMELMM NMLEH3NI0 Ha (papMaLeBTUUYECKyl0 AeATeNbHOCTb WU/n
JIMLLEH3MI0 HA MEMLIMHCKYIO AesTeNbHOCTb;

6) MeAULMHCKM OpraHu3aumsiM, BETEPMHAPHLIM OpraHu3aumsm;

7) opraHu3auuaM, OCyLLECTBSIOWMM pa3BeeHune, BbipallyBaHue 1 cofepXaHne XUBOTHBIX.

Cratbsa 54. NpaBuna oNnToBOWN TOProB/N SIEKAPCTBEHHLIMW CpeACTBaMM

OnToBas TOProBAs IEKAPCTBEHHbLIMW CPEACTBaMM OCYLLECTBASETCA NPON3BOANTENAMUN JIEKAPCTBEHHbLIX CPEACTB
N OpraHn3aunsiMn onTOBOW TOPrOBN JIEKAPCTBEHHLIMY CpeAcTBaMy MO Npasuiam Hagnexailein AMCTPUOLIOTOPCKOM
NPaKkTUKL ¥ NpaBuIam Hag/exallei NpakTUKU XpaHeHNss M NepeBO3KU N1IEeKAapPCTBEHHbIX NpPenapartoB, YTBEPXAEHHbIM
COOTBETCTBYHLUMMM YNONHOMOYEHHbLIMY hefepasibHbIMW OpraHamMyn UCNOTHUTE/IbHOW BAAacTuU.
(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

Crtartbs 55. MNopsagoK po3HNMYHO TOProB/V IEKAPCTBEHHLIMY NpenaparaMmu

1. PO3HMYHaA TOProB/is SIEKAPCTBEHHbIMX MpenapaTamMy B KOAMYECTBaxX, HEOOXOAUMbIX [A7s1 BbINO/IHEHUS
BpauebHbIX (henbaluepckmx) Ha3HauYeHUn AN Ha3HaYeHWn cneunaucToB B 061acTM BeTepuHapum, OCYLLEeCTBASEeTCA
anTeyHbIMU OpraHn3aLMsaMmn, BETEPUHAPHBLIMW anTeYHbIMW OpPraHn3aumMaMu, UHAMBUAYAIbHBIMY NPeANpPUHUMATENAMN,
UMELLMMUN NIMLEH3NIO Ha (dapMaLeBTUHECKYIO AeATe/IbHOCTb, MEANLMHCKUMW OpraHn3auusiMy, UMEHLWMMN  JIMLEH3NI0
Ha (hapmaLueBTUUECKYO AEATENbHOCTb, U UX 060CO6NEHHBIMW NoApa3aeeHmamMm (ambynatopusimm, enbawepckumMm n
oenbAlepcKo-aKkyLLEePCKUMN  MYyHKTaMu, LeHTpamu (OTAeneHusiMu) obuleli Bpavye6Hoi  (CEMEWHON) NpakTuKun),
pacnosioXeHHbIMU B CE/IbCKUX HACEesNIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuyHble oOpraHusauuun, u
BETEPVMHAPHbLIMX OpraHM3auusaM, MMEKLMMK NIMLEH3NI0 Ha apmMaleBTUYECKYHD AeAaTeflbHOCTb. PaspelleHa
PO3HMYHAsA TOProBs TO/IbKO SIEKAPCTBEHHLIMM NpenapaTamu, 3aperMcTpupoBaHHbIMn B Poccuiickoin ®egepaunn mim
N3rOTOBJ/IEHHLIMM aNTEYHbIMW OpraHu3aunsMi, BETEepUMHAapPHbIMU anTeYHbIMW  OpraHu3auvsaMun, WHAMBUAYabHbIMM
npeanpuHMMaTensaMy, WUMEKWUMN  JIMLEH3NI0  Ha  (hapmMaueBTUYECKYD AeATe/IbHOCTb. Po3HMYHas Toproens
NleKapCTBEHHbIMU MpenapaTtaMy OCYLLECTB/ISAETCHA N0 npaBunam Hajnexallein anTeqyHOW NPakTUKK, YTBEPXAEHHbIM
YNO/THOMOYEHHbIM dhefiepasibHbIM OpraHoM UCNOSIHATENBHON BrlacTu.

(B pes. PepepasibHbix 3aK0HOB 0T 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

2. Bugbl anTeuyHbix oOpraHu3auuii 1 npaBuaa OTNycka J1IeKapCTBEHHbIX MpenapaToB A8 MeAWLMHCKOro
NMPYMEHEHNS anTeYHbIMW OpraHn3auusamMu, WHAMBUAYa/IbHbIMW NpeanpuHMMaTeNs M, UMEKLWUMN JIMLEH3N Ha
hapmaueBTMYeCKy0 [esATe/IbHOCTb, a TakkKe MpasBuaa OTMyCKa JSIeKapCTBEHHbIX MpenaparoB A1 MeAWMLUHCKOro
NPUMEHEHUA MEeAMUMHCKUMW OpraHuM3aumsMy, UMeLWUMN ANLEH3N0 Ha (apMaueBTUYeCKyl0 AeATeNbHOCTb, N KX
060Cc06/1EHHBIMIN NoApazaeneHusMy (ambynaTopusamn, enbawepckuMm 1 denbaliepcko-akyLePCKUMM MyHKTaMM,
LUeHTpamu (oTaeneHusmMn) oblueli BpadebHON (CeMeiHol) MpaKTWKK), PacrnofIOKEHHbIMA B CE/IbCKMX HaCeNeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeYHble OpraHv3aunn, yTBEpX4aTCca YNOJTHOMOYEHHbIM (defepasibHbIM OpPraHoMm
NCMNOJSIHMTENBHOW BNacTw.

(B pea. PepgepanbHOro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuna oOTnNycka HApKOTMYECKUX CPencTB M NCUXOTPOMHbLIX BELLECTB, 3aperucTpupoBaHHbIX B KavyecTBe
NlekapCTBEHHbIX NPenapaToB, /IEKapCTBEHHbIX MPenapaToB, COAEPXalUMX HapKOTUYeckne CpeacTBa M MCUXOTPOMHbIE
BELLeCTBa, YTBEPXAAOTCSA YNOSIHOMOYEHHbIM hefilepasibHbiM OpraHoM WCMOSIHUTE/IbHON BAAcTU NO COr1acoBaHWMIO C
doeepasibHbIM OpraHoOM UCMOSTHUTE/TbHOI BNACTW, YNOSIHOMOYEHHbIM B Chepe BHYTPEHHMX Aen.
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. lekapcTBeHHbIE NpenapaTbl 415 BETEPUHAPHOr0 NPUMEHEHNS NoAIeXaT OTNYCKY BETEPUHAPHbLIMI anTeyYHbIMU
opraHv3aumsMu, BeTePUHapPHbIMU OpraHn3aunamMmn, MHAMBUAYa IbHbIMW NPeanpUHUMATENSMU, UMELWUMA JIMLEH3NIO
Ha papmaLeBTUYECKYlO [AeATenbHoCTb. [lpaBuna oOTNycka /fekapCTBEHHbIX MNpenapatoB Ans BeTepUHapHOro
NPUMEHEHNS YTBEPXAAITCA YNOSHOMOYEHHbIM hefepasibHbIM OpraHoOM UCTIONHUTEbHOM BMaCTy.

5. MepeyeHb MEOUUMHCKMX OpraHu3auuii, UMeKLUX SIMUEH3NI0 Ha (papMaleBTUYECKYD AeATeNbHOCTb, U KX
0060C06/1EeHHbIX nogpasgeneHunin (ambynatopuin, enballepcknx un genbawepcKo-akylWepckMx MyHKTOB, LIEHTPOB
(oTaeneHwnii) obLueit BpadebHOol (CeMEiHOIT) NPakTUKK), PAcnoNOXEHHbIX B CE/IbCKUX HACENEHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeuHble opraHusauuy, a Takke MepeyeHb JfIEKAPCTBEHHbLIX NpenapaTtoB (3a MWCK/IYEHNEM
HapKOTUYECKUX NIeKaPCTBEHHbIX NPenapaToB 1 NCUXOTPONHbIX SIEKAPCTBEHHbIX MPenapaToB), Npo4axa KOTOPbIX MOXeT
OCYLLECTB/IATLCA YKa3aHHbIMY OpraHu3aumsamu n nx o60cob1eHHbIMM Nogpasae/ieHUsAMN, yCTaHaBIMBaTCA opraHamMm
NCNosIHMTENBHOW BNacTn cybbekToB Poccuiickoin degepaunn.

(B pea. PepgepanbHOro 3akoHa ot 25.11.2013 N 317-93)

6. AnTeyHble opraHm3aumm, UHAVBUAYyabHbIe NPeAnpuHUMaTeNnn, UMetoLLMe SIMUEH3NI0 Ha dapMaleBTUYeCcKyo
[esiTeNbHOCTb, 06513aHbl 06ecneumBaTh YTBEPXAEHHbI MpaBuTenscTBoM Poccuiickoii Pepepaumu n dopmupyemolii B
YCTaHOB/IEHHOM UM MOPSAKE MUHMMabHbIA _aCcCOPTMMEHT SIEKAPCTBEHHBIX NPenaparoB, HE0H6X0AMMbIX [/18 OKasaHus
MeANLMHCKOA NOMOLLN.

(vacTb 6 B pep. PenepasibHOro 3akoHa ot 25.11.2013 N 317-93)

7. ANTe4yHble opraHm3aumm, UHAMBUAYyabHbIE NPeANnPUHUMATENN, UMEIOLLNE JIMLEH3NIO Ha dlapMaleBTUYEeCKYHo
[eATenbHOCTb, Hapsgy C fleKapCcTBEHHbIMM Mnpenaparamu MMeT npaBo npuobpeTatb M npojasartb MeauuMHCKue
nsgenus, ge3nHpuuMpyowmne cpeacTea, NpeaMeThbl U CPEACTBA JIMYHONM TUMMEHbI, MOCYAY AN8 MeOUUMHCKMX Lene,
npeameTbl U CPeACcTBa, NpeAHa3HavYeHHble a1 yxofa 3a 60/1bHbIMU, HOBOPOXAEHHbIMU W AETbMMW, HE AOCTUTLLMMU
BO3pacTa Tpex JIeT, OYKOBYHO ONTUKY U CPeACTBA yX04a 3a Hell, MYHepanbHble BOAbl, NPOAYKTbl Ie4ebHOro, 4eTCKOro 1
OVEeTUYeCKOoro NUTaHus, 6MONOrNYECKN akTMBHbIE [06aBKK, NapOMepHbIE U KOCMETUYECKME CPeAcTBa, MeguUMHCKue
N CaHUTapPHO-MPOCBETUTESbHbIE NeYaTHble N3faHuns, NpegHas3HavyeHHble 415 nponaraHabl 340p0OBOro obpasa XuU3Hu.

(B pea. PepepanibHbiX 3aKkOHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93)

8. [leAATenbHOCTb anTeyHbIX opraHu3aumin BoopyxeHHbix Cun Poccuiickoin degepaummn, Apyrux BOWCK, BOMHCKMX
chopmMupoBaHuii U OpraHoB, B KOTOPbIX 3akoHOAATenbCTBOM Poccuiickoin depepauny npefycMOTPEHO MPOXOXAEHMe
BOEHHOW cnyx6bl un hegepanbHOl rocyAapCTBEHHOW CyX6bl, CBA3aHHOW C NPaBOOXPAHUTE/IbHOW AesATeNIbHOCTbIO,
pernaMmeHTupyeTcs Hactoswmm PefepasibHbiM 3aKOHOM W YTBEPXAEHHbIMW COOTBETCTBYOLWUMU  (defepasibHbIMU
opraHamu WCMOSIHUTENIbHOM  BNactu  NonoxeHnsaMu. KoHTponb 3a  COGMAEHMEM  YKa3aHHbIMUA - anTeYHbIMU
opraHusauMsamMu  NofioXKeHUn  HacToswero defepasibHOrO0  3aKOHA  OCYLLECTB/SETCA  COOTBETCTBYHOLLMMU
dhefepasibHbIMM OpraHamMu UCNOIHUTE/TbHOW BNaCTU.

(B pen. PepepasnbHOro 3akoHa ot 13.07.2015 N 262-$3)

CraTbsa 56. /13roToB/IeHNEe 1 OTMNYCK JIEKAPCTBEHHLIX NpenapaTros

1. N3roToBneHne nekapCTBEHHbIX MpenaparoB anTeyHbIMU OpraHmsauusaMn, BeTepUHApPHbIMK  anTeyHbIMU
opraHmszaumamMu, UHAMBUAYa/bHbIMKM  NpeAnpuHMMaTeNns My, WMEKWUMA  ULUEH3NK0  Ha  dhapMaleBTUYECKYHD
[eATeNbHOCTb, OCYLLECTBASETCA MO peuenTam Ha JieKapCTBEHHble MpenapaTbl, MO TpeboBaHWAM MeAULMHCKNX
opraHv3aumii, BeTeprHapHbIX OpraHu3auvii B COOTBETCTBUM C NPaBwiamMun U3roTOBEHNS U OTMyCKa NEKapCTBEHHbIX
npenapaTtoB, YTBEPXAEHHbIMMN YNOSHOMOYEHHbIM (peAepasibHbIM OPraHOM UCMOTHUTEIbHON BNACTU.

2. Mpu NU3roToBMEHNN NEKAPCTBEHHbIX MpenapaToB anTeyHbIMU OpraHn3auusMy, BeTEpPUHApPHbIMK anTeyHbIMU
opraHusaumamMu, UHAMBUAY&/IbHbIMW  NpeAnpuHuMaTensMy, WMEKWUMN  IMLEH3NI  Ha  dhapMaleBTUYeCKyto
[eATeNbHOCTb, UCMO/b3YI0TCA hapMalleBTUYECKME CYy6CTaHUUKN, BKIHOYEHHbIE COOTBETCTBEHHO B rOCYAAPCTBEHHbIN
peeCTp NiekapCTBEHHbIX CPEACTB A8 MeAMLMHCKOTO MPUMEHEHMNS N TOCYAAaPCTBEHHbIV PEECTP SIeKapCTBEHHbIX CPeACcTB
ONs BETEPMHAPHOro MPMMEHEHMS B YCTaAHOB/IEHHOM nopsgke. He pgonyckaeTcss  M3roTOB/IEHWME  anTeYHbIMU
opraHmsaumsmMmun, BeTepMHapHbIMU anTEYHbIMW OpraHM3aunsaMm, UHANBUAYANbHbIMA NPeANPUHUMATENAMU, UMEKLLUMN
JNIMLEH3MI0 Ha (hapMaueBTUYECKYI0 AEATENbHOCTb, JIEKAPCTBEHHbIX MpenapaTtoB, 3aperncTpyMpoBaHHbiX B Poccuiickoii
dbepepaymn.

3. MapknpoBKa NeKapCTBEHHbIX NPENapaToB, WM3rOTOB/IEHHbIX anTeYHbIMW OpraHusauusMn, BeTEPUHApPHbIMU
anTeyHbIMU OpraHn3auusMn, MHANBMAYaTbHLIMU NpeanpuHUMaTEAMU, UMELUMN NNLEH3NIO HA (hapMaLeBTUYECKYHO
AeATeNnbHOCTb, U O0QOPMJIEHME TakuxX MpPenapaToB AO/DKHbl COOTBETCTBOBATb MpaBWiaM, YKasaHHbIM B 4vactu 1
HacToslLLEel cTaTbu.

4. AnTeyHble opraHu3auuv, BeTEepuWHapHble anTeyHble opraHusauun, WHAMBMAYasbHbIE npeanpuHuMaTenu,
UMetLme NULEH3N0 Ha apMaueBTUYeCKyl0 OesATeNIbHOCTb, HECYT OTBETCTBEHHOCTb 3a Hecob/feHne npasus
N3roTOB/IEHUS U OTNYCKa NIEKAPCTBEHHbIX NPenapaToB B COOTBETCTBUM C 3aKoHOAATeNbCTBOM Poccuiickoih depgepaumm.

Ctatbs 57. 3anpelleHrne NpoAaxu oanbCUUUMPOBAHHBLIX IEKAPCTBEHHbIX CPeACTB, HeA06poKauecTBEHHbIX
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

NeKapCTBEHHbIX CPeAcTB, KOHTPAgaKTHbIX JIeKAPCTBEHHbIX CPeAcTB

Mpoaaxa hanbCUPULMPOBaAHHLIX /TIEKAPCTBEHHBLIX CPEACTB, HeA06pPOKAYeCTBEHHbIX JIEKAPCTBEHHbIX CPEeACTB,
KOHTpag)aKTHbIX SIEKAPCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CraTbsa 58. XpaHeHue fiekapCTBEHHbIX CpecTB

1. XpaHeHue feKapCTBEHHbIX CPeACTB OCYLLEeCTBNAETCA MPOU3BOAUTENAMU  JIEKAPCTBEHHbIX CPELCTs,
opraHv3auMsMy OMTOBOW TOProBAWM JSIEKAPCTBEHHLIMU CpeAcTBamu, anTeyHbIMW OpraHu3auusiMu, BeTepuUHapHbIMU
anTeyHbIMU OpraHn3auusaMu, HANBUAYAIbHLIMU NpesnpuHUMaTEIAMU, UMEIOLUMN NULEH3NIO Ha dhapMaLeBTUYECKYIO
OeATeNbHOCTb UM JIMLEH3NI0 Ha MeAUUMHCKYI0 AeATe/IbHOCTb, MeAMUUHCKMMMK opraHusauusaMu, BeTeprHapHbIMU
opraHv3auMsaMy U VMHbIMW OpraHu3auvsaMun, OCYLLEeCTBASIWMMN obpalleHne NekapCTBEHHbIX CPeacTB. XpaHeHue
NleKapCTBEHHbIX CPeCTB A1 BETEePUHAPHOIr0 NPUMEHEHUS OpraHn3aunsaMn v HAVBUAYa/bHbIMU NpeanpuHMMaTensamu
B C/ly4yasx, €C/IM OHW WUCMOMNb3YHTCA WCKMOUUTENBHO MPU pasBefeHun, BblpalimBaHuM, COAepXaHuu U fieyeHuu
XXMBOTHbIX, MOXET OCYLLECTBNATLCA 63 NosyyeHNs NMUUEH3UN Ha dhapMaLeBTUYECKYIO AeATENbHOCTD.

(B pen. PepepasibHOro 3akoHa ot 22.10.2014 N 313-93)

2. MNpaBuna XxpaHeHuWs NeKapCTBEHHbIX CPeACTB YTBEPXAAlTCA COOTBETCTBYIOLWMM  YNO/THOMOYEHHbIM
hefiepasibHbIM OpPraHoOM UCMNOIHUTENIbHO BAACTW.

3.  XpaHeHMe HapKOTUYECKMX JIeKapPCTBEHHbIX CPEeACTB, MCUXOTPOMHbIX  JIEKAPCTBEHHbIX  CPEACTB,
pagmodapMaLeBTUYECKNX JIeKAPCTBEHHbIX CPeLCTB OCYLLEeCTB/ISAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccwiickoin depepaunn.

Cratbsa 58.1. MpegMeTHO-KO/IMYECTBEHHbIV YUYET IEKAPCTBEHHbIX CPEACTB A/ MEANLMHCKOrO NPUMEHEHNS
(BBEAeHa PenepanbHbIM 3aKOHOM 0T 25.12.2012 N 262-d3)

1. lepeyeHb NeKapCTBEHHbIX cpeacTts ans MeANLMHCKOro NPUMEHEHNS, nogsnexalumx
npeamMeTHO-KO/IMYECTBEHHOMY YYeTy, YTBEpPXAAeTCs YNOSHOMOYEHHbIM (iefepasibHbIM  OpPraHOM  WUCMOHWUTENLHOW
B/1ACTW.

2. NopafokK BKKOYEHUS NEKAPCTBEHHbIX CPEACTB A1 MeAULUMHCKOTO NMPUMEHEHUS B NepeyveHb /1eKapCTBEHHbIX
CPeACTB AN1A Me[UUMHCKOTO MNPUMEHEHWs, noanexawmx npegmMeTHO-KO/IMYeCTBEHHOMY YYeTy, YycTaHaB/vMBaeTcs
YMNOSIHOMOYEHHbIM (PbefilepasibHbIM OpraHoM WCMOMIHUTESIBHON BNAacTW MO COr/lacoBaHuio € diefepasibHbiM OpraHoM
NCMONHUTENBHO BNacTW, YNO/IHOMOYEHHbIM B cchepe BHYTPEHHMX Aen.

(B pen. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. [lMpeameTHO-KONNYECTBEHHBIA YYeT JIeKapCTBEHHbIX CPeACTB A1 MEAWMLUHCKOrO MNPUMMEHeHNs BeayT
NPOVN3BOAMTENN NIEKAPCTBEHHbIX CPEeACTB, OpraHn3aLuy ONTOBOW TOProBMW /1IeKapCTBEHHbIMU CPeAcTBamMu, anTeyHble
opraHv3aumu, HAMBUAyasbHble NpeanpuHUMaTesiv, UMeLmne IMLEH3NI0 Ha (hapmaLeBTUYECKYIO AeATEe/IbHOCTb WK
JINLUEH3NIO Ha MEOUUMHCKYH0 [efATeNlbHOCTb, W MeAWUMHCKWE opraHu3auun, OocyllecTB/sowme obpalieHve
NeKapCTBEHHbIX CPeACTB A1 MeANLMHCKOrO MPUMEHEHNSA, NyTEM PErncTpauum bbiX CBA3aHHLIX C MX ObpalleHnem
onepavumii, Npy KOTOPbIX N3MEHAETCA NX KOIMYECTBO U (UKN) COCTOSIHME, B CMeLMasibHbIX XypHasiax ydeta onepaui,
CBfI3aHHbIX C O6palleHMeM feKapCTBEHHbIX CPeACTB A1 MeAMUMHCKOro npuMeHeHus (ganee - cneuvasibHble
XypHasbl).

4. MpaBuaa perucTpauumn onepaumnii, cBssaHHbIXx ¢ obpalleHnem /ieKapCTBEHHbIX CPEeACTB A8 MeAULMHCKOro
NPUMEHEHWS, BK/IHOYEHHbIX B MNepeyveHb JIEKAPCTBEHHbIX CPeACTB AN MELMUMHCKOro NPUMEHeEHWs, nog/iexatnx
nNpeaMeTHO-KOMIMYECTBEHHOMY YYeTy, B CMeUUasibHbIX XypHaslax W MpaBwaa BefeHUs W XpPaHeHWs CcrneuuasibHbIX
XXYPHa/10B YTBEPXAAKTCA YNO/THOMOYEHHbIM (hedepasibHbIM OpraHoOM UCMOSTHUTE/TbHOW BNACTU.

5. KoHTponb 3a cobnogeHnem NpaBwa perucTpauuy onepauuii, CBA3aHHbIX C ObpalleHneM 1eKapCTBEHHbIX
CpeacTB ANA MeAUUMHCKOrO NPUMMEHEHWS, BKIKYEHHbIX B NepeyveHb 1eKapCTBEHHbIX CPeACTB ANns  MeAULMHCKOro
NPUMEHEeHWS, noanexatnx npegmMmeTHO-KONMYECTBEHHOMY YUETY, B CrieLnabHbIX XXypHasiax, a Takke 3a cobogeHnem
NpaBui BeAEHUS W XpPaHeHUs ChneumasibHbIX XYPHasIOB BO3/1araeTcs Ha YMnosIHOMOYeHHble hefepaiibHble opraHbl
NCMONHUTENBHOM B/IACTY M OpraHbl UCMNOSIHUTE/IbHOW BNacTu cyobekToB Poccuiickolii degepaumun, OCyLecTBASOWME
NMLEH3NPOBaHNEe MPOM3BOACTBA JIEKAPCTBEHHbLIX CPeACTB, (hapmaueBTUYECKOW AesATeNbHOCTU U MeAULMHCKOW
[eATeNbHOCTH, 1 OCYLLECTB/ISAETCSA B paMKax JIMLEH3VOHHOTO KOHTPONS.

Maea 11. YHUHTOXEHUE JIEKAPCTBEHHbIX CPEOCTB
CtaTbsi 59. OCHOBaHWS U NOPSAA0K YHUUTOXEHUS TEKAPCTBEHHbLIX CPEACTB

1. He,ﬂ,06pOKaHeCTBeHHbIe NnekapCTBeHHble CpeacTBa, CpaJ'IbCI/I(*)I/ILI,I/IpOBaHHbIe NnekapCTtBeHHble Ccpeactea
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

nogsiexar U3bATUIO U3 obOpalleHNs M YHUUYTOXEHUI0O B MOpsAke, YCTaHOB/eHHOM [lpaBuTesibCcTBOM Poccuiickoit
depepauun. OCHOBaHVEM A5 YHUUTOXEHUSA NIEKAPCTBEHHbIX CPEACTB AB/AETCH pelleHne Bnagenbla /ekapCcTBEHHbIX
CPeACTB, peLleHne COOTBETCTBYHOLLErO YMNO/IHOMOYEHHOTO (hefepasibHOr0 OpraHa WCMOMHWUTENIbHOM BAactu uwau
pelueHue cyaa.

(B pen. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

2. KoHTpachakTHble nekapCTBEHHbIE CPEACTBA NOAEXAT U3BATUIO N3 00PALLEHNS U YHUHUTOXEHNIO MO PELLUEHUIO
cyfa. opsafok YHUUTOXEHMS KOHTpadhakTHbIX NIEKAPCTBEHHbIX CPeACTB  ycTaHaB/uBaeTcs [paBuTeNbCTBOM
Poccuiickoii depgepaymnn.

(B pes. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

3. Pacxogbl, CBA3aHHble C YHUUTOXEHMEM KOHTPaakTHbIX /IeKapCTBEHHbIX CPeAcTB, HefobpoKavyecTBEHHbIX
NeKapCTBEHHbIX CPeACTB, PasibCUULMPOBAHHbIX JIEKAPCTBEHHbLIX CPEACTB, BO3MELLATCA UX BNaje bLem.

4. Bnageney, NeKkapCTBEHHbIX CPeACTB [O/MKEH NPeAcTaBUTb B YNO/IHOMOYEHHbIN dhefepasibHbiil - opraH
UCMONHUTESNbHON BACTV AOKYMEHT WM 3aBEPEHHYI0 B YCTaHOB/IEHHOM MOPSAAKE ero Konui, noarsepxaarowime dakt
YHUUTOXEHUS JIeKapCTBEHHbIX CPEACTB.

5. CooTBeTCTBYOLWMIA YNOTHOMOYEHHbIA ddefepasibHbIi OpraH UCNOIHUTENbHOM BNACTW, NPUHABLUNI peLueHne 06
YHUUTOXEHNMW NEKAPCTBEHHBIX CPEACTB, OCYLLECTB/ISIET KOHTPO/Ib 38 X YHUUTOXEHNEM.

6. YHMUTOXEHMe NeKkapCTBEHHbIX CPeACTB MNPOM3BOAUTCH OpraHu3auusMu, WMEKLVMW COOTBETCTBYIOLLYHO
JIMLEH3NMI0, Ha cneymanibHO 060pyA0BaHHbIX NoWwaakax, NoiMroHax u B cneynasibHO 060PYA0BaHHbLIX MOMELLEHUSIX C
cobnogeHnem TpeboBaHUn B 06/1AaCTM OXpaHbl OKpyXawuwein cpefbl B COOTBETCTBMM C 3aKOHOAATENLCTBOM
Poccuiickoii depgepaymnn.

7. HapkoTuueckme NeKapcTBEHHbIe cpeacTBa, MCMXOTPOMHbIE NeKapcTBEHHbIe cpeacTsa,
pagmodapmaleBTUHECKMEe IEKAPCTBEHHbIE CPEACTBA YHMUTOXAKTCA B COOTBETCTBUM C 3aKOHOAATENLCTBOM
Poccuiickoin degepaunn.

Maea 12. TOCYOJAPCTBEHHOE PEIYNIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NPEMNAPATbI And MEOULUMHCKOIO NPUMEHEHUA

CtaTbst 60. locyfapCTBEHHOE pery/iMpoBaHUe LEH Ha JIeKapCTBEHHbIE MpenapaTbl A8 MeAMULMHCKOro
NpUMEHEHNS

FocygapCTBEHHOE perynvMpoBaHWe LEeH Ha JieKapCTBEHHble npenapatbl A7 MeAULMHCKOrO MpUMEHeHUs
OCyLLECTB/ISETCHA NOCPELCTBOM:

1) ytBepxgaeHus [lMpaButenbLcTBOM Poccuiickoin depepauuy NEPEYHs XU3HEHHO HEOBXOAUMbLIX U BaKHEWLIMX
NeKapCTBEHHbIX NpenapaToB, KOTOPbIA CROPMUPOBAH B YCTAHOB/IEHHOM WM NOpsAAKe Ha OCHOBE KOMMIEKCHON OLEHKN
NeKapCTBEHHbIX MpenapaTtoB, BKIYas aHa/M3 CBefAeHWli O CPaBHUTENbHON KAWHUYECKON 3dihekTMBHOCTM 1
6e30nacHOCTM JIeKapCTBEHHOTO CPEACTBa, OLEHKY 3KOHOMWYECKUX MOCAeACTBUA NPUMEHEHUS J1IeKapCTBEHHOTO
CpeAcTBa 1 usyvyeHune LOMnoHUTENbHbIX NOCNeACTBUIA NPUMEHEHNS JIEKAPCTBEHHOIO CPeACcTBa,;

(n. 1 B pea. degepasibHoro 3akoHa ot 22.12.2014 N 429-d3)

2) yTBEpXAEHVUA MEeTOAMKM YCTaHOB/IEHWS NPOU3BOAUTENSAMU NIEKAPCTBEHHLIX NpenapaTtoB MpeAesibHbIX
OTMYCKHbIX LLeH Ha JfleKapCTBEHHble Mnpenapartbl, BKIOYEHHbIE B MEpevYeHb XM3HEHHO HEeOOXOAVMbIX U BadKHEMLLNX
NeKapCTBEHHbIX Npenapartos, a Takke BHeApPeHWs MexaHn3MoB (hopMr1poBaHns CUCTEMbI pedhepeHTHbIX LiEH;

(B pen. ®PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) rocyfapCTBEHHOM perncTpaumy yCTaHOB/IEHHbIX NPON3BOANTENAMN IEKAPCTBEHHbIX NPenapaToB npefesibHbIX
OTMYCKHbIX LEH Ha JlekapCTBEHHbIe MNpenaparbl, BK/IHOYEHHble B NEpeYeHb XU3HEHHO HEeOOXOAUMbIX W BaXKHEMLLNX
NeKapCTBEHHbIX Npenaparos;

4) BefleHVs rocyfapCTBEHHOrO peecTpa npefenibHbiX OTMYCKHbIX LieH npou3BoauTenieli Ha JekapCTBEHHbIE
npenapartbl, BKNOYEHHbIE B MEPeYEHb XN3HEHHO HEOOXOANMBIX N BEXKHELLUMX NTIEKAPCTBEHHbIX Npenaparos;

5) yTBEpXAEeHNs MeTOAMKM YCTaHOBMEHUS opraHamu WUCMNOMHWTENbHOMW Bnactu cybbektoB Poccuiickoit
degepaLun npefenbHbIX pasMepoB ONTOBbLIX HAAOABOK M NpefesibHbIX Pa3MepPOB PO3HUYHBLIX HaA6aBOK K (hakTUYEeCKUM
OTNYCKHbIM LileHaM, YCTaHOBJ/IEHHbIM NPOU3BOAUTENAMN NIEKAPCTBEHHbIX NPENaparToB, Ha JleKapCTBEHHbIe npenaparbl,
BK/IIOYEHHbIE B MepeY€EHb XN3HEHHO HEOBXOANMbIX N BaXKHEWLLUMX NTIEKAPCTBEHHbLIX NPenapaTos;

6) yCTaHOBAEHUS NpefesbHbIX pa3MepoB ONTOBbIX HAA6ABOK U NpefesibHbIX pa3MepoB PO3HWYHbIX HaAbaBOK K
hakTMyecknum OTMYCKHbIM LeHaM, yCTaHOB/IEHHbIM NPOM3BOANTENSAMUN NIEKAPCTBEHHBIX NPenapaToB, Ha 1eKapCTBEHHbIe
npenapartbl, BKNIOYEHHbIE B MEPEeYEHb XNU3HEHHO HEOOXOANMBIX N BEXKHELLMX NTeKapCTBEHHbIX Npenaparos;

7) yTBEPXAEHMS NopsiAka Bblgauv MpeanucaHuini opraHam WCMOSIHUTENIbHOM BNacTu Cyb6bekToB Poccuiickoit
depepaynn o NpMBeAeHUN B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickoii degepaummn pelleHmnii 06 yctaHoBEHUN
npegenbHbIX pa3mMepoB ONTOBbIX HaA6aBOK 1 NpefesbHbIX Pa3MepoB PO3HUYHBLIX HaA0aBOK K (DAKTUYECKMM OTMYCKHbLIM
LeHaMm, yCTaHOBMEHHbIM NPOM3BOANTENSAMUN NIEKAPCTBEHHBIX NPENapaToB, Ha IeKapCTBEHHbIE Npenapartbl, BKIOYEeHHbIe
B NepeyeHb XN3HEHHO HEOOXOAVMbIX Y BaXKHEMLLNX NIeKapCTBEHHbIX MPenapaToB, €C/U OHW MPUHATbI C HapyLleHUeMm
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

3akoHopartensctea Poccuiickoin ®efepauun, B nopsagke, yctaHoBeHHOM MpaBuTenscTBoM Poccuiickoii ®epepaumu;

8) HanpaBneHUs1 yNnosIHOMOYEHHbIM hefepasibHbIM OPraHOM MCMOJTHUTENBHON BNACTU OpraHam WUCMOSIHUTESTbHOA
Bnactu cybbektoB Poccuiickoii ®egepauun npegnMcaHuini 0 NpyMBEAEHMN B COOTBETCTBME C 3aKOHOAATE/IbCTBOM
Poccuiickoin d®egepauun nNpuvHATBIX C HapylleHWEM 3akoHodaTesibcTBa Poccuiickoin depepaunn pelleHuii 06
YCTaHOB/IEHUU NMPeAeNbHbIX pa3MepoB ONTOBbIX HAA6aBOK M NPeaesibHbIX Pa3MEPOB PO3HMYHBbIX HAAOaBOK K LleHaM Ha
NeKapCTBEHHbIE Mpenaparbl, BK/IKYEHHbIE B MNEpeYeHb XU3HEHHO HEOOXOAUMBbIX W BaXKHEWLLMX EKAapCTBEHHbIX
npenaparos;

9) ocywecTBneHns eaepasibHOro rocyaapCcTBEHHOrO Haa30pa B cdpepe obpalleHns TeKapCTBEHHbIX CPeAcTB U
PErMoHasIbHOro rocy4apCTBEHHOI0 KOHTPO/IA 3a NPUMEHEHNEM LIEH Ha /1IeKapCTBEHHbIE MNpenapaTtbl COOTBETCTBEHHO
YMO/THOMOYEHHbIMU (hbegepasibHbIMKM OpraHaMn  UCMOSIHUTENIbHOW BflacTM M OpraHaMu  UCMOJSIHUTENIbHOW  B/lacTu
cybbekTtoB Poccuiickoin degepaumy COrlacHO WX KOMNETEHUUW B MOPSAKE, YCTaHOB/IEHHOM  [paBUTENLCTBOM
Poccuiickoin depepaunu;

(n. 9 B pea. degepasibHOro 3akoHa o1 25.06.2012 N 93-93)

10) nNpumeHeHMs1 NpegyCcMOTPEHHbIX 3akoHoAaTe/NbCTBOM Poccuiickoii depepaumm Mep OTBETCTBEHHOCTM 3a

HapyLleHne nopsaka LeHoobpa3oBaHMs Ha XXU3HEHHO HEOOXOAMMbIE 1 BaXKHElLLIME NeKAapCTBEHHbIE NpenapaTbl.

Cratbsa 61. MocygapcTBEHHas perncTpaums ycTaHaBMBaAEMbIX MPOU3BOAUTENSIMU JIEKAPCTBEHHbIX MpenapaToB
npeaenbHbIX OTNYCKHbIX LEH Ha NIEKAPCTBEHHbIE Mpenapartbl, BKIOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOAMMbIX U
BaXKHEMLLNX SIeKapCTBEHHbIX NpenapaToB
(B pea. PepepanbHOro 3akoHa ot 08.03.2015 N 34-93)

1. YcTaHaBnMBaemMble MPOM3BOANTENSIMU JIEKAPCTBEHHbIX MpenaparoB MpefesibHble OTMYCKHble LEeHbl Ha
NeKapcTBeHHble MpenapaTbl, BK/IYEHHble B MEpPeYeHb XM3HEHHO HEOoOXOAMMbIX W BaXKHENLMX 1eKapCTBEHHbIX
npenaparos, NoAnexaT rocyfapCTBEHHON perucTpauuv B NOpsgke, YCTaHOBAeHHOM [lpaBuTenscTBoMm Poccuiickoii
dbepepaymn.

(vacTb 1 B pea. PepepasnibHOro 3akoHa ot 08.03.2015 N 34-93)

2. Ha ocHoBaHuu nogaHHOrO [0 1 oKTAGpA KakAoro rofja 3asiBfeHMsl MNpPOU3BOAMTENS  JIEKAPCTBEHHbIX
npenaparoB, BK/OYEHHbIX B MNEpPEYEHb >KU3HEHHO HEOOXOAMMbIX W BaXHEMWLMX JIeKapCTBEHHbIX Mpenaparos,
3aperncTpypoBaHHas npegesibHas OTNyCKHas LeHa Ha JIeKapCTBEHHbI npenapaTr MOXeT ObiTb NepeperucTpupoBaHa
OfVH pa3 B KaJ/IeH4apHOM rogy B nopsifake, ycTaHoBneHHoM MpaBuTenscTBoM Poccuiickoin degepaunn.

(vacTb 2 B pea. dPepepasnibHOro 3akoHa ot 08.03.2015 N 34-93)

2.1.-2.2. Ytpatnnm cuny ¢ 1 nons 2015 roga. - PegepanbHbiii 3aKoH 0T 08.03.2015 N 34-93.

3. PacueT npeaenbHbIX OTAYCKHbIX LEH, YKasaHHbIX B YacTax 1 1 2 HacTosWwel cTaTbu, NpU X rocy4apCTBEHHON
peructpaumm nnmn nepeperucTpauum ocyLLecTBAsSeTCs B COOTBETCTBUM C METOAMKONW, YTBEPXAEHHO!N MNpaBntTenscTBOM
Poccwiickoin depepaunm u yuntbiBatoLLleli, B YaCTHOCTY:

1) cobniogeHne 6anaHca MHTEpecoB NOTpebuTesneil nekapCcTBEHHbIX NPenapaTtoB, BKIYEHHbIX B NepeyeHb
YXM3HEHHO HEOOXOAMMbIX N BaXXHEWLUNX NNEKAPCTBEHHbLIX NPenapartos, ¥ NPON3BOANTENEN NEKapPCTBEHHbLIX Npenapartos,
BKJ/THOUYEHHbIX B MepeyeHb XXN3HEHHO HEOBXOAMMBIX U BaXKHEWLUNX NIeKapCTBEHHBIX NPenapaTos;

2) chakTUyeckylo OTMYCKHYIO LieHY Ha flekapCTBEHHble npenapatbl B Poccuiickoii ®epepauun, LeHy BBO3a
NeKapcTBeHHbIX Npenapatos B Poccuiickyio ®efepaumio, a Takke LeHbl Ha aHaorMuHble fIekapCTBEHHbIE npenaparbl,
Haxogswmecs B obpalleHun B Poccuiickoii depepauuu;

3) 3aTpaTbl NPOM3BOAMTENS JIEKAPCTBEHHOrO Mpenapara Ha MPOM3BOACTBO M peann3auvio  JIEKApPCTBEHHOIO
npenapara;

4) LeHy Ha NeKkapCTBEHHbIA npenapar MHOCTPaHHOro Mpou3BOACTBA, €ro UeHy B CTpaHe npoussBoauTens U B
CTpaHax, B KOTOPbIX Npenapar 3aperucTpmMpoBaH u (Un) B KOTOPbIEe NOCTaBASETCA UHOCTPaHHbLIM MPOM3BOANTENEM.
(vacTb 3 B peg. PepepasibHOro 3akoHa ot 08.03.2015 N 34-93)

4. He ponyckaloTca peanusaums M OTNYCK JIEKAPCTBEHHbIX MPenaparoB, BK/AOYEHHbIX B NEPEYEHb XU3HEHHO
HEOOXOAMMbIX U BaXXHEWLUNX NNEKAPCTBEHHbLIX NPEnapaToB, Ha KOTOPbIE NPOM3BOAMTENSIMU JIEKAPCTBEHHbIX NpenapaToB
He 3aperucTpupoBaHa npefenbHas OTMYCKHas LeHa, peanusaums M OTNyCcK MpPOU3BOAUTENAMU NIEKAPCTBEHHbIX
npenapaToB Mo LeHam, NpPeBbIaowM 3aperncTpupoBaHHble MnpenefibHble OTMYCKHbIE UEHbl Ha JIeKapCTBEHHbIE
npenaparbl.

(yacTb 4 BBefeHa PepepasibHbIM 3akOoHOM OT 08.03.2015 N 34-93; B pepn. defepansHoro 3akoHa ot 03.07.2016 N
350-93)

5. Oco6€eHHOCTU rOCy[apCTBEHHOIO PEryIMpoBaHus nNpeaesibHbIX OTNYCKHbIX LIEH Ha SIEKapCTBEHHbIE NpenaparTsl,
BK/IIOYEHHbIE B MEepeYeHb XU3HEHHO HEOOXOAMMBIX W BaXHEMLMX fleKapCTBEHHbIX MpenapaTtos, B 3aBUCUMOCTU OT
SKOHOMMYECKNX U (MN) cOouMasibHbIX KpuTepueB (M3MEHEHWEe YC/OBWUIA, Mopsidika W CTOMMOCTM NpPOU3BOACTBA
NeKapCTBEHHbIX NpenapaToB, UCMO/b30BaHNe HOBbIX (hopM, METOLOB U CMOCOB0B roCyAapCTBEHHOIO PerysiMpoBaHust
LiEH Ha flekapCcTBEHHbIE MpenapaThl, B TOM YMC/Ie Ha OCHOBE MexaHu3Ma pediepeHTHOro LLeHoo6pa3oBaHmsl, MU3MEHEHWI
nopsifika okasaHus MeAMUMHCKOM MOMOLLM, M VHble U3MEHEHWs) ycTaHasnusatoTca [lpaBuTensctBoMm Poccwuiickol
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

dbepepaymn.
(vacTb 5 BBEeAeHa deaepasibHbiM 3akoHOM OT 08.03.2015 N 34-93)

CtaTtbsl 62. OCy[apCTBEHHbIi peecTp npefenbHbIX OTNYCKHbIX LEH MPOU3BOAUTENIEl Ha JfIeKapCTBEHHbIe
npenapartbl, BK/IIOYEHHbIE B NepeUeHb XM3HEHHO HEO6X0AMMbIX U BXKHENLLIMX NEKapCTBEHHbIX NpenapaToB

1. 3aperncTpmpoBaHHbie NpefefibHble OTMYCKHble LEHbl Ha JieKapCTBEHHble npenaparbl, BK/IKOYEHHble B
NepeyeHb >XM3HEHHO HEOOXOAMMbIX W  BaXKHEMLWX JleKapCTBEHHbIX MNpenapaTtosB, MoA/fiexaT BK/IIOYEHUIO B
rocyapCTBEHHbIV peecTp npeaesibHbIX OTMYCKHbIX LeH NPOU3BOAMTENER Ha /IeKapCTBEHHbIE NMpenapaThl, BKAHOUYEHHbIE
B NepeyeHb XM3HEHHO HEOBXOAMMbIX N BaXKHENLLNX eKapCTBEHHbIX Npenapartos.

2. TocypapcTBeHHbIi peecTp npedesbHbIX OTMYCKHbIX LieH npou3BoguTenieli Ha flekapCTBEHHble Mnpenapartsl,
BK/IIOYEHHbIE B NEPEYEHb XM3HEHHO HEeOOXOAUMbIX W BaXHENLUMX NEKAPCTBEHHBbIX MpenapaTtoB, COAEPXUT B cebe
cnepyroLyo MHdopmaLui:

1) HameHOBaHWe aepxaTtens uWiv Bnagenbua perucTpauroHHOro yAOCTOBEPEHUS JIeKapCTBEHHOrO npenapara,
HaMMeHOBaHVe NPOM3BOAMTENIA /IEKAPCTBEHHOrO Mnpenapara, MeCcTO HaxoXAeHWs MPOM3BOACTBEHHbIX MIOLA0K,
yyacTBYOLMX B MpoLiecce Npovn3BOACTBA SIeKapCTBEHHOrO npenapara, ¢ ykasaHnem cTaauu npolecca NpovM3BOACTBa;
(n. 1 B pen. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

2) HaMmeHOBaHMe NekapCcTBEHHOro npenapata (MexayHapogHoe HenaTteHTOBaHHOEe, WM TPYNNMPOBOYHOE, WU
XUMMUYECKOE N TOProBOe HaUMeHOBaHWs);

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

3) HoMep perncTpauMoHHOro Y40CTOBEPEHUS /IEKAPCTBEHHOIO NpenapaTa;

4) nekapcTBeHHas hopma C ykasaHuem A03UPOBKM IeKapCTBEHHOIO nNpenapara 1 ero KosimyecTsa BO BTOPUYHONA
(NoTpebunTeNbCKO) ynakoBKe, a Takke KOMM/IEKTHOCT;

(B pen. ®PenepasibHOro 3akoHa ot 22.12.2014 N 429-93)

5) 3apernctpupoBaHHas npefesbHas oTnyCckHas LeHa B pyonsx;

6) pgata W HOMep npukasa YMNO/HOMOYEHHOro diefepanibHOro opraHa WCNOMHUTENBHOW BRacTn o
rocyapCTBEHHOW peructpauuu, nepepeructpauuy npenenbHoi OTMYCKHOM LEeHbl Ha IeKapCTBEHHbIA npenapar,
BK/IIOYEHHBIN B MepeYeHb XN3HEHHO HEOBXOAUMBIX N BEXKHEWLLUMX NTIeKapCTBEHHbLIX NpenapaTos;

(n. 6 B pen. PefgepasibHOro 3akoHa ot 22.12.2014 N 429-93)

7) WTPUXOBOI KO, HAHECEHHBI Ha BTOPMYHYHO (MOTPEeBMTENbCKYH0) YNaKOBKY IeKapCTBEHHOMO Npenapara,;
(n. 7 BBeaeH degepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

8) KOA4  NEeKapCTBEHHOro  npenapara MNO  aHaTOMO-TepaneBTUYECKO-XMMMYECKOW  Kriaccudumkaumu,
pekoMeHA0BaHHOl BcemMypHoil opraHu3auueli 34paBooXpaHeHust.
(n. 8 BBeAeH ®efepasibHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

3. FocypapcTBeHHas permcTpauus npegesibHbIX OTNYCKHbIX LIeH Ha fIeKapCTBEHHbIe Mnpenapartbl, BK/IOYEHHbIE B
nepeyYeHb XXU3HEHHO HEOOXOAUMbIX U BOKHEWLUMX /TEeKApPCTBEHHbIX MpenapaToB, BeAeHWe rocyfapCTBEHHOro peectpa
npefesibHbIX OTMYCKHbIX LLeH NpOoM3BOAMTENEN HAa NleKapCTBEHHbIE MnpenapaTbl, BKIOYEHHbIE B MEpeYeHb XU3HEHHO
HEOOXOAMMbIX W  BaKHEMWMWX JIeKapCTBEHHbIX NpenaparoB, OCYLECTBAAKTCA B MOpsgke,  YCTaHOBIEHHOM
MpasuTenscTBoM Poccuiickoin depepaunn.

CrtaTbsa 63. YCTaHOB/IEHNE OpraHaMu UCMOMHUTESTbHOM BNacTu cyobekToB Poccuiickoii degepaummn npegesnbHbiX
pasMepoB ONTOBbIX HaAbaBOK M MpefefibHbIX PasMepoB PO3HUYHbIX HAL0aBOK K (PakTMYECKMM OTMYCKHbIM LieHam,
YyCTaHOB/IEHHbIM MPON3BOANTENAMN NIEKAPCTBEHHBLIX NPENaparoB, HA NIeKapCTBEHHbIE MNpenapaTbl AN MefUUUHCKOro
NpUMeHeHns

1. OpraHbl UCMONHUTENBHOR BNacTy cy6bekToB Poccuiickoli egepauun ycTaHaBIMBaloT npejenbHble pasMepsl
ONTOBbIX HaA06aBOK 1 NpefesbHble pa3Mepbl PO3HMUYHbIX HaA6aBOK K (DakTUYECKUM OTMYCKHbIM LLleHaM, YCTaHOB/IEHHbIM
NpoM3BOAMTENSIMUN IEKAPCTBEHHbIX NPENAPAaTOoB, Ha SIeKapCTBEHHbIE NpenapaThl, BKIKOYEHHbIE B NepeyeHb XWU3HEHHO
HeobXoAVMbIX W BaXHEMLWNX JfleKapCTBEHHbIX NpenapaToB, B COOTBETCTBUM C YTBEPXAEHHOW B nNopsake,
yCcTaHoB/IeHHOM [1paBuTenibcTBOM Poccuiickoii Pegepaumn, METOAMKON YCTAaHOB/EHUSA OpraHamMu WUCMOJSIHUTESbHOW
Bnactn cybbektoB Poccuiickoii ®efepaumn npefenbHbiX pasMepoB ONTOBbIX HaAbaBOK M MpedesbHbIX pa3MepoB
PO3HMYHbIX HAaA6aBOK K (paKTUYECKMM OTMYCKHbIM LUeHaM, YCTaHOB/IEHHbIM MPOV3BOAUTENSAMU NEKAPCTBEHHBLIX
npenapartoB, Ha fleKapCTBEHHble MpenapaTbl, BK/YEHHbIE B MEpPeYeHb >XM3HEHHO HEOOXOAMMbIX W BaXHEMNLUMX
NleKapCTBEHHbIX npenapaToB. [MpoeKTbl peleHnii OpraHoB WCNOIHATENBHOM BflacTu  CybbekToB  Poccuiickoit
degepaymn 06 ycTaHOBEHUN 1 (M/IM) M3MEHEHMN NPeLEeNbHbIX pa3MepPOB ONTOBbIX HAA6aBOK U NPeaesbHbIX pa3MepoB
PO3HMYHbIX HaAb6aBOK K (PaKTUYECKMM OTMYCKHbIM LUEHaM, YCTAHOB/IEHHbIM MPOV3BOAUTENSIMU NEKAPCTBEHHbIX
npenaparoB, Ha JfleKapCTBEHHble Mpenapatbl, BK/OUYEHHbIE B MEPEYEHb >XU3HEHHO HEOOXOAMMbIX W  BaKHEWLIMX
NeKapCcTBEHHbIX MNpenaparoB, NoAsexar CcoriacoBaHuio C hegepanbHbIM OpraHoM  UCMOMHWUTENBHON  BNacTu,
YNO/IHOMOYEHHbIM OCYLLECTB/IATL NpPaBOBOE perynMpoBaHve B cdiepe rocyfapCTBEHHOIO peryivpoBaHust LeH
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

(TapndooB) Ha ToBapsbl (ycnyru), B nopsigke, yctaHoB/eHHOM MpaBuTenscTBOM Poccuiickoin degepauun.
(B pea. PepepanbHOro 3akoHa ot 13.07.2015 N 241-$3)

2. OpraHuzauun ONTOBOW TOProBNAM K (MM) anTeyHble OopraHu3auun, WHAMBUAYaslbHble NpeanpuHUMaTeni,
UMeLWmMe NULEH3NI0 Ha (hapMaleBTUYEeCKyld AeATeNIbHOCTb, OCYLUECTBAAIOT peav3auuio  NeKapCTBEHHbIX
npenaparoB, BKOYEHHbIX B MEPEYEHb XUZHEHHO HEOOXO0ANMbIX N BaXKHEMLLNX NEeKapCTBEHHbIX Npenaparos, No LeHam,
YPOBEHb KOTOPbIX HE MpeBbIlAeT CyMMYy (PakTM4YeCcKOin OTMYCKHOM LEHbl, YCTAHOB/IEHHO MpPOM3BOANTESIEM
NIEKApPCTBEHHbIX MpenapaTtoB M He NpeBbilALWEel 3aperncTpupoBaHHON NpeaesibHON OTMYCKHOW LEeHbl, U pa3mep
ONTOBOI HagbaBku 1 (MNK) pasMep PO3HUYHON HaAbaBKK, He MpeBbllalolMe COOTBETCTBEHHO pa3mMepa MnpeaesibHoi
ONTOBOW Haab6aBkn M (MKn) pasmepa NpefesbHOW PO3HUYHON HafbaBKM, YCTaHOBMEHHLIX B Cyb6bekTe Poccuiickoit
depepauun,

3. OpraHbl UICMONHUTENBHON BacTh cybbekTtoB Poccuiickoii degepaummn pasmMewiarT B cetn "NHTepHeT" unn
0Ony6/IMKOBBLIBAKT NHGOPMALIMIO O 3apErMcTpPMpPOBaHHON NpeaesibHOM OTMYCKHOW LieHe Ha JIeKapCTBEHHbIE MpenapaTsl,
BK/IIOYEHHbIE B MEepeyYeHb XU3HEHHO HEOBXOAUMbIX U BaXKHEWLLMX /IeKapCTBEHHbIX MNpenaparoB, 06 YCTAHOB/IEHHbIX B
cybbekTe Poccuiickoii degepaumn pasmepe npeaesibHoOM OnToBOW Haabasku u (Mnn) paamepe npeaenbHoli PO3HUYHOM
Hafb6aBKM K YCTAHOB/IEHHbIM MPOV3BOAMTENSMU NIEKAPCTBEHHbIX NpenapaTtoB (DaKTUYECKUM OTNYCKHbIM LeHaM Ha
NlekapCTBEHHbIE Npenaparbl, BK/OYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAUMBIX W BaXKHEWLWINX J1IEKAPCTBEHHbIX
npenaparoBs, 1 06 yka3aHHOW B 4YacTW 2 HacToslleli cTaTbu cymme. VHdopmauums, npegycMOTpeHHas HacTosLLein
4yacTblo, JO/DKHA pasMeLLaTbCs TakKe B anTeYHbIX OpraHM3auusix B 4OCTYMNHON /19 CBEAEHUS BCEX 3aMHTEPECOBaHHbIX
nnu, hopme 1 06HOBNATLCS NO Mepe ee Ony6/IMKOBaHUS.

4. TpuHATbIE C HapyLWleHMeM 3akoHodartesnibcTBa Poccuiickoli depgepaunmn pelueHus opraHoB MCMNOHUTEbHOW
BnacTu cybbekta Poccwiickoii ®egepauum 06 ycTtaHOBAEHUN NpeAeNbHbIX Pa3MepPOB ONTOBbIX HaA6aBOK 1 NpefesbHbIX
pasMepoB PO3HMYHbIX HaA0aBOK K 3aperncTpuMpoBaHHbIM MpeAefibHbIM  OTMYCKHbIM LIEHAM Ha JlIeKapCTBEHHbIE
npenapartbl, BK/IOYEHHbIE B NEPeYeHb XN3HEHHO HEOOXOAUMBIX N BEXKHEMLLUX NeKapCTBEHHbLIX NpenapaTos, nognexar
OTMEHe B CyfebHOM nopsizke.

Mnaea 13. MOHUTOPUHI 3®PEKTUBHOCTU U BE3OIMNACHOCTU
JIEKAPCTBEHHbIX MPEMNAPATOB, HAXOOALWKNXCA B OBPALLEHUU
B POCCUUCKOW ®EOEPALIMU
(B pen. PepepanibHOro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 64. PapmakoHansop
(B pen. PenepanibHOro 3akoHa ot 22.12.2014 N 429-93)

1. NlekapcTBeHHbIE NpenapaThbl, HaxoasaLwwmecs B obpalleHnm B Poccuiickoih Pegepaunmn, nognexar MOHUTOPUHTY
3thheKTMBHOCTN U 6GE30MACHOCTM B LENAX BbISIBMIEHNS BO3MOXHbIX HEraTWBHbIX MOCNEeACTBU WX NPUMEHEHUS,
WHAMBUAYASIbHOW HenepeHoCMMOCTU, NpeaynpexaeHns MeauUMHCKMX paboTHUKOB, BeTepUHAapHbIX CNeLMaucToB,
nauveHToB UNN BNafesbLeB XMBOTHbLIX M UX 3aWUTbI OT NPUMEHEHNS TaknX NTEKapCTBEHHbIX NpenapaTos.

2. ®dapmMakoHaf30p OCYyLEeCcTBNSETCA COOTBETCTBYHOLUM  YNOSTHOMOYEHHbIM  (defepasibHbiM  OpraHoMm
NCMONHUTENBHOM B/IACTW B YCTAHOB/IEHHOM MM NOpsiAke NyTeM aHaM3a npegocTaBnsemoli cybbektamu obpalieHus
NeKapCTBEHHbIX CPeACTB  MHopMauum O NO6O0YHbIX [AENCTBUAX, HexenaTefbHbIX  peakuusx, Ccepbe3HblX
HexesnaTe/lbHbIX peakuusx, HenpeABUAEHHbIX HeXenaTeslbHbIX peakuusx npu  NPUMEHEHWU  NEKAPCTBEHHbIX
npenapaTtoB, 06 MHAMBUAYa/IbHON HENEPEeHOCUMOCTU, OTCYTCTBMM 3DIIEKTMBHOCTU NEKAPCTBEHHbIX MpenapaTos, a
Takke 06 MHbIX hakTax n 06CTOATeNbCTBAX, NPEACTABNSAIOWMX YTPO3Y XKNU3HU UMK 300POBbLI0 YenoBeka M6 XMBOTHOTO
Npu NPUMEHEHNN TEKapPCTBEHHbIX NPENapaToB 1 BbISIBIEHHbIX HA BCEX aTanax 06paLleHunst IeKapCTBEHHbIX NpenapaToB
B Poccuiickoii ®egepaumu 1 gpyrux rocygapcraax.

3. CybbekTbl 06paLLeHns NnekapCcTBEHHbIX CPeACTB B NOPAAKE, yCTaHOBMEHHOM YNOSIHOMOYEHHbIM hefepasibHbIM
OpraHoM UCMOJIHUTENIbHOW BflacTu, 0065A3aHbl coobWwarb B YNOSIHOMOYEHHbI ddefepasibHbli opraH MCNOSIHUTENBHOW
B/1ACTM O NOBGOYHbIX AEACTBUSX, HEXeaTeNbHbIX PeaKUMsAX, CEPbE3HbIX HEXeNaTe bHbIX peakuusx, HenpeaBUAeHHbIX
HeXenaTtefbHbIX peakumsix Npu NPUMEHEHUN NEKAPCTBEHHbLIX NpenapaToB, 06 WMHAMBUAYaNbHON HEMepeHOCHMOCTMH,
OoTCYTCTBUM 3(PHEKTMBHOCTM NEKAPCTBEHHLIX MpenapaToB, a Takke 00 WHbIX pakTax W 06CTOATENbCTBAXx,
NpeacTaBASOWMX YIPO3Y XU3HU WU 300POBbLI0  YesioBeka NGO XKMBOTHOTO MNpWM MPUMEHEHUWN NEKAPCTBEHHBIX
npenapaTtoB U BbISB/IEHHbIX HA BCEX 3Tanax 06palleHns NnekapCcTBEHHbIX MpenapaToB B Poccuiickoit depepaunn u
Lpyrnx rocygapcraax.

4. fepxatenn nav Bnagenblbl PerncTpaumoHHbIX YAOCTOBEPEHWIA NeKapCTBEHHbIX NpenapaTos, lopuauyeckue
L@, Ha MM KOTOPbIX Bbl4aHbl paspeLleHns Ha NPoBeAeHNe KTMHUYECKUX uccnefoBanuii B Poccuiickoin ®epepaumu,
NMBO YNOSIHOMOYEHHbIE VMU ApYyrne lopugnyeckne nuua B paMkax obecneyeHuss 6e30MacHOCTU  SIeKApPCTBEHHbIX
npenapartoB B MOpsAkKe, YCTAHOB/IEHHOM  COOTBETCTBYIOLUMM  YMOSIHOMOYEHHbIM  (hefepasibHbiM  OpraHom
NCMONHUTENBHO BNacTu, 06s3aHbl OCYLLECTB/IATb NpUeM, yyeT, 06paboTKy, aHaiu3 u XpaHeHWe MoCTynawwmux B KX
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

ajpec OT CyO6bEKTOB ObOpalleHUsi NeKapCTBEHHbIX CPeACcTB U OpraHoOB [OCYAApCTBEHHOW BAAcTM COOOLLEHUI O
NOBGOYHBIX OENCTBUSAX, HEXEeNaTe IbHbIX PEakuUsaX, CEpPbe3HbIX HexXenarteslbHbIX U HenpeaBuAEHHbIX HexenarenbHbIX
peakuusix npuv NpPUMEHEHWM NEKAPCTBEHHbLIX MpenapartoB, 06 OCOOGEHHOCTAX WX B3aMMOAENCTBMA C  APYrMMM
NlekapCTBEHHbIMU NpenapaTamn, MHAUBUAYa/TbHO HEMEPEHOCMMOCTH, a Takke 06 MHbIX dakTax U 06CTOoATENbCTBAX,
NpeAcTaBASOLNX YTPO3Y XWU3HW UM 340POBbI0 YesI0BEKA NIMGO XXMBOTHOTO WM BANSIIOWMX HA U3MEHEHUE OTHOLUEHWS
0Xungaemor Nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NIEKapCTBEHHbIX NPenapaTos.

5. Mpu BbISABEHNN MHPOPMALUN O CEPLE3HbIX HEXEeraTe bHbIX Peakumsax U HenpeaBuAEHHbIX HexenatesibHbIX
peakumsix npyv MNPUMEHEHWM NeKapCTBEHHbIX MpenapartoB, 006 OCOOGEHHOCTAX WX B3aMMOLENCTBMA C  ApPYrvMu
NlekapCTBEHHbIMU NpenapaTamn, MHANBUAYa/TbHO HEMEPEHOCMMOCTH, a Takke 06 MHbIX dakTax U 06CTOATENbCTBAX,
B/IVAIOLMX HA M3MEHEHME OTHOLLEHWUS OXWAAEMON MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JEKAPCTBEHHbIX
npenapaTtoB, AepXatenu WM BNagesnblbl PErMCTPaUMOHHBIX YAOCTOBEPEHWU JIEKAPCTBEHHbIX MNPEnapartos,
prAMYECKME LA, Ha NMS KOTOPbIX BblAaHbl pa3peLleHns Ha NPoBEeAEHNE KITMHNYECKNX UCCnefoBaHuii B Poccuiickoi
depgepauun, NGO yNOSHOMOYEHHbIE UMW OPYTVe HOpUANYECcKMe Nuua 06sA3aHbl NPUHATL MEepbl, HanpaB/EHHbIE Ha
yCTpaHeHve HeraTuBHbIX NOCNEeACTBUIA NMPUMEHEHNS Taknx NekapCcTBEHHbIX NPenaparTos, npesynpexaeHne npuiymHeHus
Bpeda XW3HU WM 300POBbH  YenoBeka J/iMbG0 XMBOTHOFO, 3alWUTy WX OT MPUMEHEHUS TakKMX NEeKapCTBEHHbIX
npenapaToB, Ha [AOMOMHUTE/IbHbLIA COOp AaHHbIX 06 3(PEKTUBHOCTM U 6GE30MACHOCTU TaKMX JIEKAPCTBEHHbIX
npenaparos.

6. 3a HecoobLeHMEe NN COKPbITUE MHopMauun, NpesyCMOTPEHHON YacTbio 3 HACTOSALWEN CTaTby, AepxaTenu
UNN BRagenblbl perncTpaumMoHHbIX YA0CTOBEPEHUI IeKapCTBEHHbIX NpenapaTos, puanyeckme nnua, Ha UMsi KoTopbIX
BbldaHbl pa3peLleHns Ha NPoBeAEHNE KITMHNYECKNX NCCAeaoBaHuin B Poccuiickoin degepauun, N0 ynosTHOMOYEHHbIE
UMK Opyre puanyeckme nuua, a Takke JOo/MKHOCTHbIE NnLa, KOTOPbIM 3Ta MHpopMauus cTasia U3BEeCTHA N0 poay KX
npocpeccuoHanbHoOl  AeATesIbHOCT, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATesbCTBOM Poccuiickoli
depepauun,

7. Mpu nonyyeHUn YMNOSIHOMOYEHHbIM (hbefgepasibHbIM  OpPraHoOM  WUCMOSIHUTENIbHOW BMactM B pamkax
OCYLLECTB/IEHUS UM hapMakoHaa30pa Aokas3aTelbCTB 0 HECOOTBETCTBMM JIEKAPCTBEHHOTO npenapara yCTaHOB/IEHHbIM
TpeboBaHMsM UAN NpK NONYYEHNN NHOPMaLMN O HECOOTBETCTBUM AaHHbIX 00 3(h(EKTMBHOCTM U O 6GE30MNacHOCTK
NlekapCTBEHHOrO NpenapaTa AaHHbIM O SIEKAPCTBEHHOM Mpenaparte, CoAepXallMMCst B UHCTPYKLUUN MO €ro MPUMEHEHUIO
(B TOM uuc/e BbISIB/IEHHbIX B XOA4€ OCYLLIECTB/AIEHMS (dapMakoHaz3opa KOHTPOJIbHO-HAA30pPHbLIMKM  OpraHamu
MHOCTPaHHbIX rOCyAapcTB), YNO/THOMOYEHHbIN (hegepasibHblli OpraH UCMOSIHUTENBHOW BMlacT B YCTAHOB/IEHHOM WM
nopsifike paccmarpusaeT BONPOC O NPUOCTAaHOBMEHNN NPYMEHEHUS TAKOro SIekapCTBEHHOrO npenapara.

Crartbs 65. MpuoctaHoBIEHNE NPUMEHEHWSA NIEKapCTBEHHOTO npenapara
(B pen. PepepasibHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpwy nonyvyeHUn MHopMaLMN 0 HexenaTeNbHbIX peakuusax npu NpUMeHeHUn 1IekapcTBEHHOro npenapara, He
yKa3aHHbIX B MHCTPYKLUMM MO NPUMEHEHUIO /IEKAPCTBEHHOIO Mpenapata, Cepbe3HbIX HeXenaTesibHbIX peakuusx, 06
0OCOBEHHOCTAX ero B3aMMOAEeNnCcTBMA C APYTMMN NIeKapCTBEHHLIMU NpenapaTamm, KOTopble MOryT NpeacTaBNsATb yrposy
XWU3HW UMM 3[00POBbLI0 YesioBeka NGO XMBOTHOMO, a TakkKe O HEeCOOTBETCTBUM AaHHbIX 06 3hDEKTMBHOCTM U O
6e30MacHOCTN NIeKapCTBEHHOrO Npenapara AaHHbIM O JIeKapCTBEHHOM Mpenapare, cojepXawmmcsa B MHCTPYKUMM NO
€ro MNPMMEHEHWN0, B TOM 4YMUCME OT YMNO/IHOMOYEHHbIX OPraHOB WMHOCTPaHHbIX rOCyAapcTB, OOMEH KOTOPOW
OCYLLLECTB/IIETCA B COOTBETCTBUM C COrMalleHUAMU Mexay  YNOSIHOMOYEHHbIM  dpefepasibHbiM  OpraHom
NCMNOSIHUTENBHOW BNACTU U YNOSIHOMOYEHHbIMY OpraHaMmn UHOCTPaHHbIX rOCy4apcTB, YNOTHOMOYEHHBIN dheaepasnbHbiii
opraH WUCMNOSIHWTENBHOW BNacTy paccMarpuBaeT BOMPOC O BO3MOXHOCTM MPUOCTAHOBMEHMA ObpalleHuss Takoro
NleKapCTBEHHOr0 npenapaTa B Nopsake, yCTaHOBEHHOM YMNO/IHOMOYEHHbIM ddefepasibHbIM OpraHoM MCNOSTHUTENbHOM
BNacTu.

2. MNpu HENCNOSTHEHM NN HEHaA/IeXalleM WCMNOSIHEHUW fepXaTendamu UNu BrajesibLlaMmy perucTpaunoHHbIX
YAOCTOBEPEHUA /IEKAPCTBEHHbLIX MpPenapaToB, HWPUANYECKMMM NULAMW, HA WMS KOTOPbIX BblAaHbl pas3pelleHns Ha
NpoBefEeHNE KIMHUYECKUX uWcCnedoBaHuii B Poccuiickoii ®Pepepaumun, WAM  YNOSHOMOYEHHBIMW UMK OPYTUMU
OPUANYECKUMN L aMN 06S3aHHOCTEN, YCTAHOB/EHHbIX YacTamu 3 1 4 cTaTtbh 64 HacTosiwero degepasibHOro 3akoHa,
nnbo B cniyyasix npeAcTaBfieHWsi COOTBETCTBYIOLWMUM YNOSIHOMOYEHHbIM heaepasibHbIM OpraHoM  MCMOSTHUTE/TbHOA
BNACTWN 3aK/H0YEHNA O HE4OCTOBEPHOCTM Pe3y/bTaToB K/IMHMYECKOro UCCef0oBaHNsa NieKapCTBEHHOro npenapara A/
MEeAULMHCKOrO NPUMEHEHNS, KOTOPOE OCHOBAHO Ha pe3y/ibTaTax MPOBEPKM MEeAMUUHCKON opraHn3auumn, npoBOAUBLUEN
yKa3aHHOe K/TIMHNYECKOe UCC/Ief0BaHne C HapyLleHneM MpaBu/ Hag/lexaleid KIMHUYECKON MpakTUKA, U MPUBESo K
Nosly4eHNI0 HeLOCTOBEPHBIX Pe3ynbTaToB, MO0 B C/lyvae HEBLINOSHEHUS NpeanncaHuns, BbIAAHHOTO YNOSTHOMOYEHHbIM
hefepasibHbIM OpraHOM WCMOMHUTESIbHOM BNacTu Mo MToraM OCYLLECTB/IEHUS BbIGOPOYHOrO KOHTPOSS KayecTBa
NlekapCTBEHHOrO Npenapara, YNo/IHOMOYEHHbI doefepasibHbIii opraH WUCNOIHATENBHOW BMacT B YCTAHOBIEHHOM UM
nopsifke paccMarpvBaeT BONPOC O NPUOCTAHOB/IEHUN NMPUMEHEHUA TaKOro JIeKapCTBEHHOrO npenapara.
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

Crtartbsl 66. IHpopmauus o pesynbTaTtax papmakoHagsopa
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-3)

YNO/HOMOYEHHbI  (hefepasibHblli OpraH  WCMOSHUTE/IbHOM  BacTW, OCYLLECTBASAWWMIA  dhapMakoHaasop,
HaxogsAwmxcs B obpalieHun B Poccuiickoli depepauun, no pesynbTatam papMakoHaz3opa pasMeliaeT Ha CBOeM
odhmumanbHOM caiiTe B ceTun "VIHTepHeT" MHhopMaumio 0 NPUHATLIX PELUEHUSAX O BHECEHUN W3MEHEHUS B WHCTPYKLMIO
Mo NMPUMEHEHMWIO JIeKAapPCTBEHHOrO MpenapaTa, O NPUOCTaHOBMEHUN NPUMEHEHWUS JieKapCTBEHHOro npenapaTa, 06
N3BATUN U3 06paLLEHNS NEKAPCTBEHHOIO Npenapara uavM 0 BO306HOBEHNW NPUMEHEHWSA IEKapCTBEHHOTO npenapara.
(B pes. PepepasibHOro 3akoHa oT 22.12.2014 N 429-93)

Maea 14. UH®OPMALUA O NNIEKAPCTBEHHbBLIX MPEMAPATAX
Crtartbsl 67. IHhopmaLus 0 NekapCTBEHHbIX Npenaparax

1. NHdpopmauua o fieKapcTBEHHbIX Npenapartax, OTiyckaeMbIxX Mo peLenTy Ha NeKkapCcTBEHHbLI npenapar, Jo/KHa
COZlePXaTbCs TOSIbKO B CMELMA/IM3NPOBAHHbIX U3AaHUSX, NpefHa3HauYeHHbIX A1s MeAVUMHCKMX, (hapMaueBTUYeckmX,
BETEPUHAPHbIX PABGOTHNKOB. VIHdYopMaLus 0 eKkapCTBEHHbIX NMpenapatax 418 cneuMainctoB B o6nactu o6palleHns
NEKapCTBEHHbIX CPEACTB MOXET COAepXaTbCs B MOHOrpaduvsix, CnpaBOYHMKAX, HayuyHbIX CTaTbsiX, B A0OKMadax Ha
KOHrpeccax, KoHhepeHUUsX, CUMNo3nyMax, HayUHbIX COBETAX, a Takke B MHCTPYKLMSIX MO NMPUMEHEHNIO 1eKapCTBEHHbIX
npenaparos.

2. IHhopMaLmsi 0 NekapCTBEHHbIX Mpenapatax, 0TNyckaeMblx 6€3 peLenTa Ha NekapCTBEHHbI Npenapat, MoxXeT
cofepxaTtbcsi B Ny6nuKaumsix ¥ oGbSABIEHUAX CPEACTB MAcCOBOW WMHOpMaLWu, Cleuuann3vpoBaHHbIX U 0BLLMX
nevyaTHbIX W34aHUSX, WMHCTPYKUMSIX MO MPUMEHEHUIO JIEKAPCTBEHHbIX MPEnapartoB, WHbIX W3AaHUSIX CyOGbEeKTOB
obpalleHNst NeKapcTBeHHbIX CpeAcTB. PeknamHble mMaTepuanbl O JSIeKapCTBEHHOM npenaparte, OTrnyckaemom 6e3
peuenta Ha /ieKapCTBEHHbI npenapar, A0/MKHbl COOTBETCTBOBATb WHCTPYKUMW MO MNPUMEHEHUIO J/IeKApCTBEHHOrOo
npenapara.

3. [lonyckaeTcsi UCMO/b30BaHVe NoGbIX MaTepuasibHbIX HOCUTENel, NO3BOMSWMX XPaHUTb, NepeaaBaTb U
MCNoNb30BaTh MHIOPMALIMIO O NIEKAPCTBEHHbIX NpenapaTax 6e3 ee UCKaXeHUsI.

Mnaea 14.1. OrPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALIUN, OCYLLECTBNAIOLWUME OEATENBHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbLIX CPEACTB

(BBeAeHa depepasibHbIM 3aKOHOM 0T 25.11.2013 N 317-93)

Cratba 67.1. OrpaHunyeHusi, Hanaraemble NpW OCYLUECTB/IEHUM [EATEeNbHOCTM B cdepe obpaleHus
JleKapCTBEHHbIX CPeaCcTB

1. OpraHuzauuy, 3aHMMarwoLlMecs pa3paboTkoii, Npou3BOACTBOM U (MNM) peanm3aumen neKkapCTBEHHbIX
npenapaTtoB 415 MeAULMHCKOTO NPUMEHEHUs), opraHusauuu, obnajaroliMe npaBamMy Ha WCMNO/b30BaHWE TOProBOro
HaVMEHOBaHUS1 JIEKAPCTBEHHOIO Mpenapata Ans MeAMUMHCKOrO MPVMMEHEHWs, OpraHv3auuyM OMTOBOK TOProB/Mn
NeKapCTBEHHbIMM CPeACTBaMM, anTeyHble opraHu3aummn (Mx NnpeacTaBuTeNn, Hble OU3NMYECKME N OpUaMYecKe nuua,
OCYLLIECTB/IAIOLME CBOK [AEATENIbHOCTb OT MMEHW 3TUX OpraHusauuii) B OTHOLIEHWM MeAMUMHCKUX PaboOTHMKOB W
pykoBoguTeneii MeauLMHCKMX OpraHu3auuii He BrpaBe:

1) BpyuyaTb Nogapku, BbinnauymBaTb AeHEXHbIE CPEACTBA (32 UCK/TIOYEHMEM BO3HArpaXAeHnii No AoroBopam npu
NMPOBEAEHUN  K/IMHUYECKMX WCC/IEA0BaHW  NIEKAPCTBEHHbIX MpenapaToB  Aas  MeAMUMHCKOTO  MPUMEHEHUS,
BO3HArpaXgeHuii, CBSA3aHHbIX C OCYLLECTB/IEHMEM MEAUUMHCKUM PabOTHMKOM MNefarormyeckoir u (Mam) HayyHol
[esATeNbHOCTM), B TOM 4YMC/ie OnsladvMBaTbh pas3BfieyeHns, oTAblX, Npoe3f K MeCTy OTAblxa, a Takke npusrekatb K
y4acTuio B pa3BsiekaTesIbHbIX MEPONPUATUSAX, MPOBOAMMbIX 3a CHET CBOMX CPEACTB;

2) 3ak/ovaTb COrflaWeHns 0 HasHauyeHWM WM pekoMeHJauuy nauveHTaM fliekapCTBEHHbIX MpenapaToB Ans
MeAULMHCKOro NPUMEHEHUS (3a UCKTHOYEHNEM A0rOBOPOB O NPOBEAEHNMN KIIMHUYECKUX WUCC/Ie0BaHUN NEKAPCTBEHHbIX
npenapaTtoB A/ MeAULMHCKOTO NPUMEHEHNS);

3) npepocTaBNsATb 06pasLUbl IEKAPCTBEHHLIX NPEnapaTtoB AN MEeAMUUHCKOTO MPUMEHEHUSA B LIENSIX BPY4YEHUS
nayyeHTam (3a WCKIHYEHMEM CJlyvaeB, CBSI3aHHbIX C NPOBEAEHVMEM K/IMHUYECKUX WCCeAO0BaHWA NeKapCTBEHHbIX
npenaparoB A1 MeAULMHCKOTO NPUMEHEHNS);

4) nNpepocTaBnsiTb HEAOCTOBEPHYH M (MNK) HENOMHYK MHAOPMaLMI0 O JNIeKapCTBEHHbIX MpenapaTtax A/s
MeAULMHCKOro NPUMEHEHUS;

5) nocewwaTb ux B paboyee Bpemsl Ha pabounx MecTax, 3a WUCK/IIOYEHNEM C/lydaeB, CBA3@HHbIX C MPOBeAEHWEM
KIMHNYECKUX UCCIeA0BaHNIA NIEKAPCTBEHHbIX NPenapaToB 415 MeAUUUHCKOTO MPUMEHEHUSA, C y4yaCcTMEM B MOpPSAKe,
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

YCTaHOB/IEHHOM PYKOBOAUTENEM MEAMUMHCKON opraHuM3aumn, B COBpaHMaX MefUUMHCKMX pPaBOTHUKOB W MHbIX
MEPONPUATUSIX, HaMNpPaB/IEHHbIX Ha MOBbILEHME WX NPOIECCMOHAILHOIO YPOBHSA WM Ha NpefocTaB/ieHne
MHdopmaLmK, CBS3aHHOI C OCYLLECTB/IEHNEM MOHUTOPMHIa 6€30MacHOCTY IeKapCTBEHHbIX NPeENapaTos.;

6) nobyxaaTtb K BbINMCbIBAHWIO NEKAPCTBEHHbLIX NPenapatoB AAs MeAULMHCKOTO MPUMEHEHUST Ha 6GnaHkax,
cofepXallmx MHOPMaLMI0 PEeKTamMHOro xapaktepa, a Takke Ha peuenTypHbix 6naHkax, Ha KOTOpbiX 3apaHee
HanevyaTtaHo HaMMeHOBaHKEe NEKAPCTBEHHOTO Npenapara gas MeauLMHCKOro NpUMEHEHNS.

2. OpraHu3auun, ykasaHHble B ab3aue NepBoM YacTi 1 HacTosLWeR cTaTby, U UX NPeACcTaBUTENN B OTHOLUEHUN
hapmaueBTUHECKNX PABOTHUKOB 1 PYKOBOAMTENEN anTeUHbIX OpraHn3aLnnin He Bnpase:

1) BpyuyaTb Nogapku, BbinnaunmBaTb AeHEXHbIE CPEACTBA, B TOM YMC/ie on/launBaTb pasBfieyeHns, oTabiX, npoespq,
K MecTy OTApbIXa, U NpMBAEKaTb K y4acTUo B pa3BfiekaTesIbHbIX MEPONPUATUAX, MPOBOAMMbIX 3a CHET CBOUX CPEACTB;

2) npefocTaBnsATb 06pasubl /IEKAPCTBEHHbLIX MpenapaToB A8 MeAMUUHCKOTO MNPUMEHEHUS O1S BPy4YeHUst
HaceneHuio;

3) 3akyaTb CorfalleHns 0 NPeasioKeHNN HaceNeHUo OMpeaesieHHbIX JIEKAPCTBEHHbIX MpenapaToB  Ans
MEeANLMHCKOro MPUMEHEHMS;

4) npedocTaBNsATb HEAOCTOBEPHYH W (MKM) HEMOMHYI WMHOPMAaLMI0 O JIEKAPCTBEHHbIX Mpenapatax [Ans
MeAULMHCKOrO NPUMEHEHUS, B TOM YKC/IEe MMEILLIMX OAMHAKOBOE MEXAYyHapOoAHOEe HeENaTEHTOBAHHOE HaMEHOBaHNE.

Cratba 67.2. TpeboBaHMA K oOpraHM3auum W MPOBEAEHUID HAy4YHbIX MEpPONPUATUNA, WHBLIX MEPONPUATUA,
Hanpas/fIeHHbIX Ha MOBbILEHVE MPOECCUOHA/IBHOTO YPOBHA MeAMLMHCKMX PaboTHUKOB WM Ha npefocTaBfieHne
NHopMaLMK, CBA3AHHO C OCYLLLECTB/IEHEM MOHUTOPUHIa 6€30NacHOCTY JIeKapCTBEHHbIX NpenapaTos

1. MMpu nNpoBeAeHUN Hay4YHbIX MEpPONPUSATWIA, WHbIX MEpPONPUATWIA, HamnpaBNEHHbIX Ha MOBbILEHNE
npocheccnoHanbHOro YpoBHA MeAULMHCKUX paboTHWKOB WM Ha NpefocTaBfieHMe CBA3aHHOW C  OCYLUEeCTB/IEHWEM
MOHUTOPUHIa 6€30NacHOCTY JIEKAPCTBEHHbIX NPenapaToB MH)OpMaLun, OpraHn3yeMbiX OpraHu3aumsmMu, ykKasaHHbIMU
B ab3aue nepBom 4yactm 1 cTatbu 67.1 HacTosiwero ®egepanbHOro 3akoHa, WX npeactaButensMm un  (Mnm)
hrHaHCUPYeMbIX 3a CHET CPEACTB 3TUX OpraHn3aunin 1 X npeacraButeneit, sanpeLLaeTcsa NPensaTCcTBOBaTb y4acTuo B
yKaszaHHbIX MEPONPUATUSIX MHbIX OpraHu3aLnii, KOTOpble NPOM3BOAAT UM peasin3yoT NIeKapCTBEHHbIE MpenapaTtbl Ans
MEAWLMHCKOTO MNPYMEHEHUSS CO CXOXMM MeXaHu3MOM (hbapmakosiorMyeckoro fAeincrtems, nnbo  cosgasatb
OVNCKPUMWHALUVOHHbLIE YCNOBUA A1 OAHUX YYAaCTHUKOB MO CPABHEHUIO C APYTMMWN yYaCTHUKAMW, a UMEHHO:

1) npefocTaBnAaTb Pas/IMYHOE KOSIMYECTBO BPEMEHU A1 BbICTYM/IEHWNIA YYaCTHMKOB, pPa3/IM4YHble MO pasmepy
3aHMMaeMon naowaan mMecta nns AEeMOHCTpaumMym 006pas3uoB JIeKapCTBEHHbIX MNpenapartoB AN MefUUUHCKOro
NPUMEHEHUS WX PeKNaMHbIX MaTtepuasioB O JIeKapCTBEHHbIX npenaparax Ansa MeAMLUMHCKOTO MNpUMEHEHUs Ha
3KCMo3mumAaAx, CcTeHgax, 3a WCKNKYEHMEM CMyyaeB, €C/iM Takve YCNOBUA 3aKpernsieHbl B COrfalleHusx 3Tux
opraHmsauuii, ux npeacraBuTeneil 0 YMHAHCUPOBAHMMN YyKa3aHHbIX MEPONPUSATUIA U  0BYC/IOBAEHbI Pa3NIUYHBLIMU
3aTparamy y4acTHUKOB Ha X opraHusaumio;

2) ycTaHaB/MBaTb pa3mMep B3HOCA A/ YYaCTHUKOB MEPONPUATUIA, YKasaHHbIX B ab3aue nepBOM HacTosLlel
yacTu, NpeBbiWaLLMiA CyMMy 3aTpaT Ha OpraHuMsauuio yKasaHHbIX MeponpusaTuUili U Beaylnii K HEO6OCHOBAHHOMY
OrpaHNYEeHUIo Yncna nx y4acTHUKOB.

2. OpraHusaumun, ykasaHHble B ab3ale nepBoM yactv 1 ctaTbu 67.1 HacToswero ®efepasibHOro 3akoHa, UX
npeacTaBUTENN, OCYLLECTBASKOLIME OpraHm3aumio u (Mnv) UHaHCUMpOoBaHWE MEepPONpUSATUIA, yKasaHHbIX B 4acTu 1
HacTosLleli cTaTbm, 0683aHbl 06ecneunBaTb 4OCTYN K MHOpMaLuuy o0 aaTe, MecTe U BpEMEHW MPOBEAEHMSA YKa3aHHbIX
MEPONPUATUIA, NfaHax, nporpaMMax MpPOBEAEHMS YKa3aHHbIX MeponpuaTUiA U Temax, MlaHUpyemblX Ans
paccMOTpeHUs, CoCTaBe MX YHaCTHMKOB NyTEM pasMeLLeHNsa COOTBETCTBYOLWLEN NHGpopMaLMn Ha CBOUX OnunasibHbIX
calitax B ceTn "MiHTepHeT" He no3gHee ABYX MECsLEeB A0 Havasia NPoBeAEHMS yKa3aHHbIX MEPONPUATUIA.

3. VIHghopmaums o NpoBeeHUN MePONPUATUIA, YKa3aHHbIX B YacTu 1 HACTOSILLEN CTaTby, B CPOK, YCTAHOB/IEHHbIN
yacTbl0 2 HacTosilwleli cTaTbW, [O/HKHA ObiTb HanpasneHa B edepasibHblii opraH WUCMOMHWUTENBHON BAacTu,
OCYLLLeCTBAOLWMIA OYHKLMM MO KOHTPOSII0 U HAA30py B chepe 34paBooXpaHeHus, 418 nocneayolwero pasmelleHns ee
Ha oMUMasIbHOM caiiTe 3TOro opraHa B cetu "MiHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EQEPALIUM NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELLEHUE BPEOA, NPUYUHEHHOIO 30POBbLIO NPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Ctatbsl 68. OTBETCTBEHHOCTb 3a HapyllueHuMe 3akoHogaTtesnbcTBa Poccuiickoin depepauumn npy  obpaweHun
NeKapCTBEHHbIX CPeACTB

1. HapyweHune 3akoHogaTenbcTBa Poccuiickoii Pegepaummn npn o6paLleHnn iekapcTBEHHbIX CPEACTB BflieyeT 3a
Cc0060I1 0OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOZATE/IbCTBOM Poccuiickoii degepaumn.
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

(B pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

2. 3a HenpegcTas/ieHve nHgopmaumn u (Mun) faHHblX, NPegycMOTPEHHbIX HAcToAWUM PefepasibHbIM 3aKOHOM,
cybbekTbl obpalleHns NekapCTBEHHbIX CPeACTB HecyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccwuiickoin depepaunn.

(4acTb 2 BBeAeHa PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

Cratbsa 69. Bo3melleHue Bpega, NPUYNHEHHOIo 340POBbI0 rpaxgaH BCNeACTBME NPUMEHEHUSA JfeKapCTBEHHbIX
npenapaTos

1. MpousBoamnTenb filekapCcTBEHHOro npenapara 06s3aH BO3MECTUTb Bped, NPUYMHEHHBIA 340POBbLI0 rpakaaH
BC/1eACTBME NPYMEHEHNs NEKaPCTBEHHOrO npenapara, ec/v AokasaHo, YTo:

1) nekapCTBEHHbI NpenapaT MPUMEHSZICA MO Ha3HAYEHUID B COOTBETCTBUM C MHCTPYKUMEA MO MPUMEHEHMIO
NIEKAPCTBEHHOrO npenaparta U NpPUYMHOA Bpeda SBW/ICA BBOA B rpaXAaHCKuMii 060pOT HegobpoKavecTBEHHOro
NlekapCTBEHHOrO npenapara,;

2) Bpes 340pOBbI0 MPUUMHEH BCEACTBUE HEAOCTOBEPHOW WHGOpMaUMK, COAepXalleincs B WMHCTPYKUMM Mo
NPUMEHEHWIO NIeKapCTBEHHOTO Npenapara, U3gaHHol Npon3BoaMTeIeM NIeKapCTBEHHOMO npenapara.

2. B cnyyae, ecnv Bpeg 340p0OBbI0 rpaxaaH MpUYMHEH BCNeACTBME MPUMEHEHMS /1eKapCTBEHHOro npenapara,
npuweaLwero B HErOAHOCTb B pesy/bTarte HapyLueHWs NpaBui XPaHeHUs 1eKapCTBEHHbIX CPeAcTB, NpaBwW/ ONTOBO
TOProB/IM NIEKAPCTBEHHbIMK MpenapaTaMu, npasBul OTNycKa JiIeKapCTBEHHbIX Npenapatos, NpasBui U3roTOB/EHNUA U
OTNyCKa /IeKapCTBEHHbIX NpenapaTos, BO3MELLeHMe Bpesa OCYLeCTBNSETCA COOTBETCTBEHHO OpraHv3auueli onTtoBOW
TOProB/IM SIeEKAPCTBEHHbLIMY CPEACTBaMM, anTeUYHOWN opraHn3auve, MHAUBUAYalbHbIM NpeanpuHIMaTesieM, UMEeLLUMU
NMUEH3NI0 Ha (hapmaLeBTUYECKYIO AEeATEeNbHOCTb WAW JIMLUEH3NKO HA MEeAMUMHCKYI0 AeATeNbHOCTb, MeAULMHCKON
opraHvsauvei, UmeloLen NMLeH3nI0 Ha hapMaueBTUYeCKylo AesATeflbHOCTb (ee 060Cc0o6/eHHbIM nogpasfaesneHem
(ambynatopweii, dhenbalepcknum 1 henbalepcKo-akyLepckum NyHKTamm, LEHTPOM (oTaeneHmem) obwein Bpavye6Hol
(cemeiHoN) NpakTWKK), PacnosIOXXEHHbIM B CE/IbCKOM HAaCes/IeHHOM TMyHKTe, B KOTOPOM OTCYTCTBYET anteyHas
opraHusaums), 4ONyCTUBLUMMY NPOAAXY WM OTMYCK TaKOro fiekapCTBEHHOrO npenapara.

(B pes. PepepasnbHOro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelleHve Bpega, MNPUUMHEHHOTO 340POBbI rpaxgaH BCAEACTBME MPUMEHEHWSI  NIEKAPCTBEHHbIX
npenaparoB WM COBEpPLUEHUS MNPOTMBOMNPAaBHbLIX [AeNCTBUii cybbekTamy obpalleHus NekapCTBEHHbIX CPeacTs,
OCYLLECTB/ISETCHA B COOTBETCTBUM C 3aKOHOA4ATENLCTBOM Poccuiickoih depepaumn.

Mnasa 16. SAKINIOYUTENbHbIE MONOXEHUA

Cratbs 70. O npu3HaHWM yTpaTMBLUMMMW CUY OTAE/bHbIX 3aKOHOAATEe/IbHbIX  akToB  (MOMOXEHWi
3aKkoHoAaTeNbHbIX akToB) Poccuiickoi depepaumn

Mpu3HaTb yTpaTuBLLMMK CUY:

1) depgepanbHblil 3aKOH OT 22 uioHA 1998 roga N 86-d3 "O nekapcTBeHHbIXx cpeactBax" (CobpaHue
3akoHofdatenbcTBa Poccuiickoin depepauun, 1998, N 26, cT. 3006);

2) depepasbHbIii 3aK0H OT 2 aHBapsa 2000 roga N 5-@3 "O BHeceHWUM n3MeHeHna 1 4oNosHeHuid B deaepasibHblii
3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogartenbcTBa Poccuiickoii ®egepauun, 2000, N 2, cT. 126);

3) ctaTtbio 40 depepanbHOro 3akoHa ot 10 sHBapsa 2003 roga N 15-93 "O BHECEHUU N3MEHEHWIA U AOMOSTHEHWIT B
HEKOTOpble 3aKkoHodaTeNbHble akTbl Poccuiickoii degepaumm B CBA3M € NpuHATMEM depgepanbHoro 3akoHa "O
NNUEH3MPOBaHNM OTAEMbHbIX BUAOB AesTenibHocTn" (CobpaHne 3akoHogartensctBa Poccuiickoin depgepaymmn, 2003, N
2, cT. 167);

4) ctatbto 31 depepanbHoro 3akoHa oT 30 ntoHA 2003 roga N 86-93 "O BHECEHWUM U3MEHEHUIA 1 [AOMNOSIHEHUA B
HeKoTopble 3akoHoAaTeslbHble akTbl Poccuiickoii depepaunn, nNpU3HaHUM  yTPaTUBLUMMU  CWY  OTAESNbHbIX
3aKoHogaTeslbHbIX akToB Poccuiickoin ®epepauun, npefocTtaBneHun OTAEbHbIX rapaHTUii COTpyAHMKaM OpraHoB
BHYTPEHHWX A€/, OpraHoB MO KOHTPO/IK0 3a 060pPOTOM HapPKOTUYECKMX CPEeACTB M MCUXOTPOMHbLIX BELWeCTB U
ynpasgHsaembIx pefepasibHbIX OpraHoB HA/10roBOM NOANLMK B CBA3W C OCYLLECTB/IEHNEM Mep N0 COBEPLLUEHCTBOBAHUIO
rocyfapcTBeHHoro ynpasneHusa” (CobpaHne 3akoHogaTenscTBa Poccuiickoii depepaumu, 2003, N 27, cT. 2700);

5) ctatbto 101 depepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-®3 "O BHeECEHWM W3MEHEHWI B
3aKkoHogaTenbHble akTbl Poccuiickoin degepauny u NpUsHaHUM YTPaTUBLLMMUN CUTY HEKOTOPbIX 3aKOHOA4ATENbHbIX aKTOB
Poccuiickoin degepauun B cBA3N € npuHAaTMEM dPepepasibHbiX 3aKOHOB "O BHECEHMU W3MEHEHWI U AOMOSIHEHWIA B
depepanbHbIii 3aKoH "O6 06LWMX NpUHUMNAX opraHM3almmn 3akoHoaaTte lbHbIX (NpeacTaBUTE NbHbIX) U UCNOHUTENbHbIX
OpraHoB rocyAapCTBEHHOI BNacTu cybbekToB Poccuiickoii ®egepaummn” n "O6 06WMX MpUHUMNAX OpraHM3auun
MECTHOro camoynpasneHus B Poccuiickoin deapepaunn” (CobpaHme 3akoHogaTenbcTea Poccuiickoin deaepaunn, 2004,
N 35, cT. 3607);

6) cTatblo 28 depepasibHOro 3akoHa ot 18 pgekabps 2006 roga N 231-d3 "O BBegeHun B AeiCTBUE 4acTu
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. n gon., BCTYM....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

yeTBepToi MpaxaaHckoro kogekca Poccuiickoin ®epepaunn” (CobpaHne 3akoHogatenscTBa Poccuiickoii degepauunn,
2006, N 52, cT. 5497).

Cratba 71. BcTynneHune B cuy HacToswero ®efepansHoro 3akoHa

1. HacToswwii depepasnbHbiii 3akoH BCTynaeT B cuy ¢ 1 ceHTA6psa 2010 roga.

2. llekapCTBEHHbIE CPeACTBa, 3aperucTpypoBaHHble [0 AHA BCTYN/IEHWS B CWIYy HacToswero degepasibHOro
3aKoHa, nogsiexar BK/IYEHUIO B TOCyapCTBEHHbIE PEECTPbI SIEKAPCTBEHHbIX CPEACTB C BHECEHUEM YKa3aHHbIX B 4acTu
1 cTtatby 33 HacTosiwero defepasibHOrO 3akoHa CBefeHWli 06 3TWX JIEeKApPCTBEHHbLIX CpefcTBax 6e3 MpoXoxaeHus
BHOBb NpoLeAypbl FOCYAapCTBEHHON perncTpaummn nekapcTBeHHbIX NpenapaTos.

3. FocypapcTBeHHasA perncTpaLnus iekapCcTBEHHbIX Npenaparos, 3a UCK/IHYeHWeM JfIeKapCTBEHHbIX npenapatos
AN MEeQUUMHCKOTO NPUMEHEHWs, MPeACTaB/IEHHbIX HA YKa3aHHYH perucTpauyuio A0 AHSA BCTYMN/IEHUS B CUy
HacTosiwero ®efepasibHOTO 3akoHa, OCYLLECTB/IAETCA B COOTBETCTBUM C HacTosAwmm PenepasibHbIM 3aKOHOM  Ha
OCHOBaHWUM AOKYMEHTOB W AaHHbIX, NPeACTaBNeHHbIX A0 AHA BCTYN/IEHNS B CUY HacTosiwero defepasibHOro 3akoHa.

(B pen. PepepasnbHOro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHas perucTpaums JfieKapCTBEHHbIX MpenapartoB A1  MeAUUMHCKOTO  MpUMEHEHWs,
npeAcTaB/ieHHbIX Ha roCy4apCTBEHHYI0 perncTpaumio 4o AHSA BCTYM/IeHWS B CUy HacToswero degepasibHOro 3akoHa, u
rocygapCcTBeHHas permctpaums fekapCTBEHHbIX MpenapaToB A/19 MeAWLMHCKOrO MPUMEHEHMS, NPeACTaBMeHHbIX Ha
3KCNepTn3y NIEKAapCTBEHHbIX CPeACTB A0 AHA BCTYMNJIeHMS B Cuy Hactosiwero defepasibHOrOo 3akoHa B Lensx ux
nocnegywLiein rocyfapCcTBEHHOW perucTpaumv, OCYLLEeCTBASAITCA Ha OCHOBaHUW [JOKYMEHTOB W [AaHHbIX,
npeacTaB/ieHHbIX A0 [AOHA BCTYM/IEHWA B CWay HacToswero degepasbHOro 3akoHa, a Takke 3asB/fieHust o
rocyapCTBEHHOW perucTpauuv NekapCcTBEHHOrO npenaparta, NPeACcTaB/IEHHOTO MPOWU3BOAUTENIEM JIeKApPCTBEHHbIX
npenaparoB WM YMNOSHOMOYEHHbIM WM fNLOM B COOTBETCTBMM C HacToswwMM depepanbHbiM — 3aKOHOM B
YMOSTHOMOYEHHbIN hefepasibHbI OpraH NCMOSTHUTEbHOM Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnarbl
rocyapCTBEHHOI NOLU/MHbI, MPeayCMOTPEHHOM 3aKoHoAATENLCTBOM Poccuiickon deaepaumm o Hasorax n coopax.
(vacTb 3.1 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. ToaTBepxaeHWe rocyfapCTBEHHON perucTpauum fiekapCTBEHHbIX MpenapaToB A8  MegMUMHCKOro
NPUMEHEHWs, NpeacTaBNeHHbIX AN NOATBEPXKAEHWUS rOCyfapCTBEHHON pernctpauum Ao AHA BCTYM/IEHWS B CUy
HacTosLulero ®eaepanbHOro 3aKoHa, U NOATBEPXAEHNE TOCYyAapCTBEHHOW permcTpauuy fekapcTBEHHbIX NpenapaToB
AN MeAMUNHCKOTO NMPUMEHEHUS, NPEACTaBNEHHbIX Ha 3KCNEPTU3Y NIEKAPCTBEHHbLIX CPEACTB A0 AHA BCTYNNEHNA B CUMTY
HacTosiwero defgepanbHOrO 3akoHa B Liensx nocneaylowero nogTBEpPXAeHVs X TOCyLapCTBEHHOW pervcrpauuu,
OCYLLECTB/IAKOTCA HA OCHOBAHWUM LOKYMEHTOB M [aHHbIX, NPeACTaB/IEHHbIX A0 AHSA BCTYNJEHWS B CWIY HACTOALEro
defepaslbHOTO 3aKoHa, a Takke 3asB/eHVWs O MOATBEPXKAEHWUU TOCYAAPCTBEHHON perncTpauum JiekapCTBEHHOrO
npenapara, NpeAcTaBNeHHOro NPoM3BOAMTENIEM JIEKAPCTBEHHBLIX MpenapaToB WM YMNOJHOMOYEHHbIM UM JIMLOM B
COOTBETCTBMU C HacTosAwwmM PefepasibHbIM 3aKOHOM B YMO/IHOMOYEHHbIA hefepasibHblli OpraH  WUCNOSIHUTENbHOM
Bnactm po 1 wmapta 2011 roga, 6e3 Tpe6GoBaHUSA ynnatbl FOCYAAPCTBEHHON MOLW/IMHbI, MNPEeAYyCMOTPEHHO
3aKoHOoAaTebCTBOM Poccuiickoii degepaumm 0 Hanorax u cbopax.

(vacTb 3.2 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MpuHATHE peLleHns 0 BHECEHNN N3MEHEHNI B OKYMEHTbI, COAepXalinecs B pPerncTpaumMoHHOM [OCbe Ha
3aperncTpypoBaHHbIli NIEKAPCTBEHHBIA nNpenapatr ANs MeAWUMHCKOTO MPUMEHEHMS W NpeAcTaB/ieHHble A0 OHA
BCTYN/IEHUS B CW/TY HacTosiwero ®efepasibHOro 3aKoHa, U NPUHATAE PEeLLEHNss O BHECEHWU WU3MEHEHW B LOKYMEHTb,
cofepxalieecs B perMcTpaunoHHOM [AOCbe Ha 3aperncTpyMpoBaHHbI NIEKAPCTBEHHBIA Mpenapat Ans MeguumnHCKOro
NPYMEHEHWS 1 NpeLCTaB/IeHHbIE HA 3KCNEpPTM3Y JIEKAaPCTBEHHbLIX CPeACTB A0 [AHSA BCTYN/IEHWS B CWIY HACTOALLErO
denepasibHOro 3aKkoHa, OCYLLECTB/IAOTCA HA OCHOBAHMU LOKYMEHTOB M AaHHbIX, NPeACTaBNEHHbIX A0 AHA BCTYNAEHUA
B Cu/y HacTosiwero ®efepasibHOro 3aKoHa, a Takke 3asiB/IeHNS O BHECEHUN U3MEHEHWI B OKYMEHThI, cofepxalymnecs
B PErucTpauyoHHOM A0Cbe Ha 3aperMcTpyMpoBaHHbI NIeKapCTBEHHbIM npenapart Ass MeAULMHCKOTO NpYMEeHeHus,
npeAcTaB/IeHHOro NPOM3BOANTENEM /IEKAaPCTBEHHbIX NPenapaToB Win YNOHOMOYEHHbIM UM /IMLLOM B COOTBETCTBUM C
HacTosAwmM degepasibHbIM 3aKOHOM B YMOSTHOMOYEHHbIN hefepasibHbI OpraH MCMOMHUTE/bHOK Bnactu o 1 mapta
2011 roga, 6e3 TpeboBaHMA ynaaTbl rOCYAapCTBEHHON NOLWL/IMHBI, NPeAyCMOTPEHHON 3aKkoHOAATENLCTBOM Poccuiickoli
depepayunn o Hanorax n coopax.

(vacTb 3.3 B peg. ®PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHuii Ha npoBefeHue KMHUYECKUX WCCedoBaHUn flekapCTBEHHbIX MpenapaToB A/is
MEANLMHCKOrO MPUMEHEHMSA MO 3asB/IEHWAM, NOAaHHbIM [0 AHSA BCTYM/IEHWMS B CWIy HacToswero ®$egepasibHOro
3aK0Ha, a Takxke No 3asB/IeHNSIM, NOAAHHbLIM NOC/e AHS BCTYM/IEHUS B CWUy HacTosawero denepasibHOro 3akoHa Ha
OCHOBaHWUM 3KCMEepTn3, NPOBEAEHHbIX 0O OHA BCTYMNIEHWS B CUTY HacTosLwero ®efepasibHOro 3akoHa, OCyLLeCcTB/ISeTCs
B COOTBETCTBMM C HAcToAWMM PefepasibHbIM 3aKOHOM HA OCHOBaHWM LOKYMEHTOB W [aHHbIX, NPeAcTaB/EeHHbIX WK
MOJTyYEHHBbIX A0 AHS BCTYNJIeHUst B Cuy HacToswero ®efepasbHOrO 3akoHa, a Takke Ha OCHOBaHMM Konuu
npeaBapuTesibHOrO A0roBopa 06s3aTe/IbHOIr0 CTPaxoBaHNs XNU3HW, 340POBbs NALVEHTOB, YYaCTBYHOLUMX B KNMHUYECKOM
nccnefoBaHnM NlekapCTBEHHOrO npenapaTta A8 MeAUUMHCKOrO NPYMEHEHUs, UM KOnNuvM [0rosopa 06s3aTesibHoro
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defepanbHbIil 3aKkoH OT 12.04.2010 N 61-93
(peg. ot 03.07.2016)

"O6 ob6pallleHnK ekapcTBeHHbIX cpeacTs”

(c u3m. u gon., BCTyn....

[okymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 20.01.2017

CTpaxoBaHUs X13HW, 340P0BbA NAUNEHTOB, YYaCTBYIOLLMX B K/TMHUYECKOM WCC/e0BaHUN N1eKapCTBEHHOrO npenapara
4N MeAMUUHCKOro npuMmeHeHuns, Nnbo npeacTaBeHHON KONMK forosopa 06a3aTesibHOro CTpaxoBaHus, 3akto4eHHOro
B COOTBETCTBMWU C TMMOBbIMU _MpaBuaamMy 0653aTeNlbHOro CTpaxoBaHus, C yKasaHWeM npefesibHON  UYMCAEHHOCTU
naumeHToB, yYacTBYIOLLMX B KITMHUYECKOM MUCCef0BaHNN NekapCTBEHHOroO npenapara A1 MeAULMHCKOro NpUMeHeHus,
6e3 TpeboBaHWA ynaTbl roCyAapCTBEHHON NOLWAVHbI, NpeayCMOTPEHHON 3akoHOoaaTe/IbeTBOM Poccuiickoii deaepaumm
0 Hasorax u cbopax.

(vacTb 3.4 B peq. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncrTpmpoBaHHble B MHOCTPaHHON BanloTe A0 OHA BCTYN/EHUS B Cuy HacTtosiwero ®epepasibHOro
3akoHa npefesbHble OTNYCKHbIE LieHbl MHOCTPaHHbIX NPOM3BOAUTESNEN Ha IeKapCTBEHHbIE NpenapaTthl, BK/IOYEHHbIE B
nepeyeHb XXU3HEHHO HEOOXOANMbIX U BaXKHEWLUMX /IeKapCTBEHHbIX NpenapaTtoBs, No4/exaT nepecyeTy B py6am no kypcy
LleHTpanbHoro 6aHka Poccuiickoin degepaunn Ha fgaTy, ycTaHOBAeHHyw [MpaBuTenbcTBoM Poccuiickoii ®epepaumu,
6e3 npeAcTaBneHns 3asiBNIEHNS O NEPeCcYHETEe LieHbl C BHECEHMEM COOTBETCTBYHOLUMX M3MEHEHWI B TOCYAapCTBEHHbIiN
peectp npefenbHbIX OTNYCKHbIX LEH NPOM3BOAMTENEN Ha flekapCTBEHHblE npenaparbl, BKIOYEHHbIE B MNepeyeHb
YXM3HEHHO HEOOXOANUMbIX Y BaXKHENLLWX /IEKAPCTBEHHbIX NpenapaTos.

(vacTb 3.5 BBegeHa PefepasibHbIM 3akoHOM 0T 11.10.2010 N 271-93)

3.6. 3apernctpupoBaHHble 00 AHA BCTYN/IEHUA B CWIy Hactoswero defepasibHOrO 3akoHa mnpejesibHble
OTMYCKHbIE LleHbl POCCUICKMX NPON3BOAMTE e HA NEeKapCTBEHHblE Npenapatbl, BKIYEHHble B MepeyeHb XU3HEHHO
HEOOXOAMMbIX U BaXXHEWLUNX NEKAPCTBEHHbLIX NPenapartoB, Nog/iexar nigekcaumm ¢ 1 Hos6psa 2010 roga ucxopsa w3
NPOrHO3MpPyeMOoro ypoBHs MHAQNALUNK, YCTaHOBNEHHOro deaepasibHbiM 3aKOHOM OT 2 aekabpst 2009 roga N 308-93 "O
enepanbHom 6rompkeTe Ha 2010 rog u Ha nnaHoBbIv nepuog 2011 n 2012 rogos" Ha 2011 rog,

(vacTb 3.6 BBefeHa PefepasibHbIM 3akoHOM 0T 11.10.2010 N 271-93)

3.7. Nocne 1 wmapta 2011 roga He [JonyckawTca NPoOM3BOACTBO M BBO3 B Poccuiickyto depgepaumto
NeKapCTBEHHbIX MpenapartoB B YNakoBkax C MapKMpOBKOW, KOTopas Oblia HaHeceHa [0 AHSA BCTYNJIEHUS B CUly
HacToslwero ®enepasibHOro 3akoHa. [0 UCTeYEeHUMM YKa3aHHOrO CpoKa AaHHble JIeKapCTBEHHble npenapaTbl MOoryT
OTNyCKaTbCH, peasi30BbIBaTbCA, NepenaBaTbCs U NPUMEHATLCA A0 UCTEYEHUSA X CPOKa FOAHOCTMU.

(B pea. PepepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co gHA BCTYNNeHWs B culy Hactoswero depepansHoro 3akoHa u no 30 anpena 2011 roga BKIHOUAUTESNBHO
JornyckaeTcs MpoBefEeHVEe 3KCMepTU3bl NIeKapCTBEHHbIX CPEeACTB  3KCnepTamu  3KCNepTHOro  yupexaeHusa [o
NMPOXOXAEHNA UMK aTTecTaumy B NOpAAKe, YCTAHOBMEHHOM  YMNOJ/IHOMOYEHHbIM  dlefepasibHbiM  OpraHoMm
NCMNOSIHMTENBHOW BNacTw.

5. Co OHs BCTYM/EHMA B CUY HacToslwero deaepasibHoro 3akoHa n no 31 agekabps 2013 roga BKAHOYMTESbHO
OCYLLECTB/IAETCA Nepexos K NPOW3BOACTBY JIeKapCTBEHHLIX CPeACTB B COOTBETCTBUM C MpaBwiaMy OpraHusauuun
NpOn3BOACTBA M KOHTPONA KayecTBa JIEKapPCTBEHHLIX CPEACTB, YKas3aHHbIMM B yacTm 1 ctatbu 45 HacTosLlero
defepasibHOrO 3akoHa, B MOMHOM 06beme. Cpoku nepexofa MpPoU3BOACTBA JIEKAPCTBEHHbLIX CPeacTB K - UX
NMpon3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpeboBaHMAMM [aHHbIX NpaBwuf, BKIOYAss CPOKM arTecTaumm
YNOSTHOMOYEHHbIX NUL, YKa3aHHbIX B 4acTax 6 u 7 ctartbu 45 HacToswero ®defepasibHOro 3akoHa, ycTtaHas/MBalTCA
MpaButenbcTBOM Poccuiickon deaepaumn.
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3aKoHOM OT 12 aHBapsa 1996 roga N 7-d3 "O HEKOMMeEPYECKUX opraHn3aumsx”.

(4acTb 7 BBefeHa PepepanbHbIiM 3aKkoHOM 0T 29.11.2010 N 313-93)

Mpe3ngeHT
Poccwiickoii degepaumm
O.MEOBEJEB
Mocksa, Kpemsnb
12 anpens 2010 roga
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