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POCCUICKAS ®EIEPAIMS
CDEI[EPAHBHbIﬁ 3AKOH
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(c m3meHenusimMu Ha 3 uronsa 2016 roga)
(penakuus, neiictpyromasi ¢ 1 suBaps 2017 rona)

JIOKyMEHT C U3MEHEHHUSIMU, BHECEHHBIMU:

®enepanbubiM 3akoHOM OT 27 utoiist 2010 roga N 192-D3 (Poccuiickas razera, N 166,
29.07.2010) (o mopsiAKe BCTYIUICHUS B CHITY CM. cTaThio 4 denepanbHOro 3aKoHa OT 27 U
2010 roga N 192-®3);

®enepanbubiM 3akoHOM OT 11 okTsa6pst 2010 roma N 271-D3 (Poccuiickas razera, N 234,
15.10.2010);

®enepanbHbIM 3akoHOM 0T 29 HOs10ps 2010 roga N 313-D3 (Poccuiickas razera, N 274,
03.12.2010) (o mopsiKe BCTYIUICHUS B CHIIY CM. cTaThio 17 denepaibHOro 3aK0Ha OT 29 HOS0pst
2010 roma N 313-03);

®enepasibHbIM 3aKk0HOM OT 6 ekadps 2011 roga N 409-®3 (OdunnanbHblii HHTEPHET-TIOPTA
paBoBOX MHpOpMaLUU Www.pravo.gov.ru, 07.12.2011) (o mopsiake BCTYIUICHHS B CHITY CM.
cratbio 26 denepanbHoro 3akoHa ot 6 jaekadbps 2011 roga N 409-D3);

®enepanbHbIM 3akoHOM OT 25 utoHs 2012 roga N 93-03 (OduunanbHbI HHTEpHET-MOPTA
MpaBoBOI HHGOPMAITT WWW.pravo.gov.ru, 25.06.2012);

®denepanbHbIM 3aK0HOM 0T 25 nekabps 2012 roga N 262-03 (OdunnanbHbli HHTEpHET-MOPTAN
MpaBoBOI HHGOPMAITTT WWW.pravo.gov.ru, 26.12.2012);

®enepanbHbIM 3akoHOM OT 2 ntoist 2013 roga N 185-D3 (OdunmanbHblil HHTEpHET-OpTA
npaBoBoOil HHGopMaru www.pravo.gov.ru, 08.07.2013) (o mopsiike BCTYIUICHHUS B CHUITY CM.
cratbio 163 ®enepanpHoro 3akoHa ot 2 urosst 2013 roma N 185-D3);

®enepasibHbIM 3aKOHOM OT 25 HOs10ps 2013 roga N 317-®3 (OduumanbHblii HHTEPHET-TIOPTAI
paBoOBOW MH(POPMALUU WWW.pravo.gov.ru, 25.11.2013) (o mopsiake BCTYIICHHS B CHITY CM.
cratbio 64 denepanbHoro 3akona ot 25 Hostopst 2013 roma N 317-D3);

®enepanbHbIM 3akoHOM OT 12 mapTa 2014 rona N 33-03 (OdunmanbHelii HHTEpHET-TIOPTAT
paBoBOM MHGOpMauu www.pravo.gov.ru, 12.03.2014) (o nopsike BCTYIUIEHUS B CUILY CM.
cratbio 21 denepanpHoro 3akona ot 12 mapra 2014 roga N 33-D3);

®denepanbHbIM 3aK0HOM OT 22 okTsA0ps 2014 roma N 313-03 (OdunmanpHbIN HHTEPHET-TIOPTAT
IpaBoOBOW MH(pOpPMALMU WWW.pravo.gov.ru, 22.10.2014, N 0001201410220022) (o nopske



BCTYIUICHHUS B CHITY CM. cTaThio 2 denepanbpHoro 3akona ot 22 oktsiops 2014 roga N 313-03);
®denepanbHbIM 3aK0HOM OT 22 aexadps 2014 roma N 429-03 (OdunmanpHbI HHTEPHET-TIOPTAT
paBoOBOW MHPOPMALIMU WWW.pravo.gov.ru, 23.12.2014, N 0001201412230021) (c
W3MEHEHUSIMU, BHECEHHBIMU DejiepaibHbIM 3aKkoHOM OT 8 mapTa 2015 roga N 34-D3,
®enepanbubiM 3ak0oHOM OT 13 utosist 2015 roga N 241-D3) (o nopsiike BCTYIICHUS B CHILY CM.
cratbio 4 OenepanbHOro 3akona ot 22 nekadbps 2014 roga N 429-D3);

®enepanbHbIM 3akoHOM OT 8 MapTta 2015 roga N 34-D3 (OdunuanbHblii HHTEPHET-TIOPTAT
paBoBOi HHGopMaIu www.pravo.gov.ru, 09.03.2015, N 0001201503090043) (o mopsiake
BCTYIUICHHUS B CHITY CM. cTaThio 3 denepanbHoro 3akona ot 8§ mapra 2015 roga N 34-D3);
®denepanbHbM 3ak0HOM OT 29 utonst 2015 roga N 160-D3 (OdunmanbHbIi HHTEPHET-TIOPTAT
npaBoBOW MHPOpMauu www.pravo.gov.ru, 30.06.2015, N 0001201506300055);
®denepanbHbiM 3ak0HOM OT 13 utois 2015 roga N 233-D3 (OduninanbHbIil HHTEPHET-TIOPTAI
npaBoBOW MHPOpMaUU Www.pravo.gov.ru, 13.07.2015, N 0001201507130077);
®denepanbHbiM 3ak0HOM OT 13 utoist 2015 roga N 241-D3 (OduninanbHbIi HHTEPHET-TIOPTAI
npaBoBOW MHPOpMaLUu Www.pravo.gov.ru, 13.07.2015, N 0001201507130051);
®denepanbHbiM 3ak0HOM OT 13 utoisa 2015 roga N 262-D3 (OduninanbHbIi HHTEPHET-TIOPTAI
paBoOBOM MHpOpMAI WWw.pravo.gov.ru, 13.07.2015, N 0001201507130067) (BcTyrun B
cuny c 1 saBaps 2016 rona);

®OenepasibHBIM 3aK0HOM OT 14 nmexadpst 2015 roma N 374-03 (OduriuanbHBIN HHTEPHET-TIOPTAT
paBoBO# MHGoOpMa www.pravo.gov.ru, 15.12.2015, N 0001201512150001) (o mopsinke
BCTYIUICHHUS B CHIIY CM. cTaThio 5 denepanbHoro 3akona ot 14 pexadps 2015 roga N 374-D3);
®enepanibHbIM 3aKOHOM OT 29 nexabpst 2015 rona N 389-03 (OdunmanbHbIi HHTEPHET-TIOPTAT
PaBOBOM MHGPOPMAITUH WWW.pravo.gov.ru, 29.12.2015, N 0001201512290018) (BcTymun B
cuny c 1 saBaps 2016 rona);

®enepanbHBIM 3aKk0HOM OT 2 HioHS 2016 roga N 163-D3 (OdunmansHblii HHTEPHET-TIOPTAI
paBoBoi HHGOpMaIu Www.pravo.gov.ru, 02.06.2016, N 0001201606020015);
OenepasibHBIM 3aK0HOM OT 3 utois 2016 roga N 261-03 (OduninanbHbIH HHTEPHET-TIOPTAT
paBoBoi nHGopMauu www.pravo.gov.ru, 04.07.2016, N 0001201607040127) (o nopsike
BCTYIUICHHUS B CHITY CM. cTaThio 9 denepanbHoro 3akona ot 3 uroist 2016 roga N 261-D3);
®enepanbHbIM 3aK0HOM OT 3 utosist 2016 rona N 305-03 (OdunmanbHbI HHTEPHET-MIOPTAT
npaBoBOM MHGopMauu www.pravo.gov.ru, 04.07.2016, N 0001201607040146);
®enepanbHbIM 3akoHOM OT 3 ntoist 2016 roga N 350-D3 (OdunmanbHblil HHTEPHET-TIOpTA
npaBoBOM HH(pOpMauu www.pravo.gov.ru, 04.07.2016, N 0001201607040122).

[Ipunst
I'ocynapcrBennoi [Jymoit
24 mapta 2010 rona

OnoGpen
Coserom Denepanuu
31 mapta 2010 rona



I'masa 1. O01mme moyoxxenus (crarom 1 - 4)

Cratba 1. IIpeamer peryaupoBanus HacTosiiero ®eaepajbHOro 3aKoHa

1. Hactosimuii ®enepanbHblid 3aKOH PETYJIMPYET OTHOIIEHHSI, BOZHUKAIOIIUE B CBSI3H C
oOpareHueM - pa3paboTKOM, JOKIMHUYECKUMU UCCIIEIOBAHUSIMU, KITMHUYECKUMU
HCCJIEIOBAaHUSIMH, SKCIIEPTH30M, TOCYIapPCTBEHHON pErUCcTpalueil, Co CTaHIapTU3allel u ¢
KOHTPOJIEM KauecTBa, MPOU3BOJICTBOM, U3TOTOBIICHUEM, XpaHEHUEM, IEPEBO3KOM, BBO3OM B
Poccuiickyro @enepanutio, BbiBo3oM u3 Poccuiickoit denepainu, pekiiaMon, OTITYCKOM,
peanu3anuei, nepeaadei, IpUMEHEHUEM, YHUUTOKEHUEM JICKAPCTBEHHBIX CPEJICTB.

(HacTp B pemakiuu, BBeIeHHOH B feiicTBue ¢ 7 stHBaps 2012 rona denepaibHBIM 3aKOHOM OT 6
nekadpst 2011 roga N 409-03.

2. Hacrosiuit denepaibHbli 3aKOH yCTaHABJIMBAET PUOPUTET FOCYIAPCTBEHHOIO
perynupoBaHus 0€30MacHOCTH, KadecTBa M () (HEKTUBHOCTH JIEKAPCTBEHHBIX CPENICTB MPH UX
oOpareHuu.

(Hactpb B penakuuu, BBeleHHOM B feiicTBue ¢ 25 utoHd 2012 roga denepaibHbIM 3aKOHOM OT 25
nrodsa 2012 roma N 93-D3.

Cratbs 2. Chepa npumeHennst HacTosimero ®@egepajbHOro 3aK0Ha

Hacrosiuit @enepaibHblil 3aKOH IPUMEHSETCS K OTHOILIEHUSIM, BO3HUKAIOLIUM IpU 00pallieHuu
JIEKapCTBEHHBIX CPeACTB Ha Tepputopun Poccuiickoit @enepanuu.

Crartbs 3. 3akoHOAaTeIBCTBO 00 00paLIEeHUH JIEKAPCTBEHHBIX CPeICTB

1. 3akoHOAATENHCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEICTB COCTOUT U3 HACTOSIIETO
®denepanbHOTO 3aK0HA, IPYTUX (eaepaibHBIX 3aKOHOB U MHBIX HOPMATHUBHBIX NMPABOBHIX AKTOB
Poccuiickoit denepanuu.

1 1. 3akoHOaTenbCTBO 00 OOpaIIeHUH JICKAPCTBEHHBIX CPEJICTB B OTHOUIEHUH IOPUIUIECKUX
JUI ¥ UHAUBUYAIBHBIX PEATPUHUMATENEH, OCYIIECTBIISIONINX I€ATEIbHOCTh HA TEPPUTOPUN
MEXYHapOJAHOI0 MEAUIIMHCKOTO KJIacTepa, MPUMEHSETCS C y4€TOM 0COOEHHOCTEH,
yCTaHOBJIEHHBIX DeiepanbHbIM 3aK0OHOM "O MeXAYyHApOIHOM MEIUIIMHCKOM KilacTepe 1
BHECEHUH M3MEHEHUI B OTJIENIbHBIE 3aKOHOIaTeNIbHbIE aKThl Poccuiickon Denepanun’.

(Yactp nononuuTensHO BKItodeHa ¢ 30 utons 2015 roga PenepanbHbIM 3aKOHOM OT 29 HIOHS
2015 romga N 160-®3)

2. [letictBue Hactosmero deaeparbHOr0 3aKOHA PACTIPOCTPAHIETCS HA OOpaIieHre
HAapKOTUYECKUX JICKAPCTBEHHBIX CPEACTB U ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C YUETOM



0COOEHHOCTEH, yCTaHOBJICHHBIX 3aKOHOAATeNbcTBOM Poccuiickoit depepannn 0 HAPKOTHYECKUX
CpeACTBax, ICUXOTPOIHBIX BEIIECTBAX U 00 UX IpeKypcopax.

3. JletictBue HacTosmiero denepanbHOro 3aK0Ha pacpoCTpaHsIeTCss Ha 0OpalieHue
pannodapMaleBTUUECKUX JIEKAPCTBEHHBIX CPEACTB C YUETOM OCOOEHHOCTEH, YCTaHOBIEHHBIX
3akoHoaTenbcTBOM Poccuiickoit denepannu B o0nactu o0ecnieueHns paanalioOHHON
0€30MacHOCTH.

4. Ecniu MexayHapoaHbIM goroBopoM Poccuiickoii @enepaiiy yCTaHOBIIEHBI HHBIE [TPaBUIIA,
4eM Te, KOTOPbIE IPEyCMOTPEHBI HACTOSAIUM PenepanbHbIM 3aKOHOM, IPUMEHSIOTCS IpaBuia
MEXIYHApOJHOIO JOr0OBOpA.

5. B Poccniickoit denepanuu B COOTBETCTBUU € MEXAYHAPOIHBIMU JOroBopaMu Poccuiickoit
Oenepanyu 1 (WIKM) Ha OCHOBE MPUHIMIIA B3AUMHOCTH IIPU3HAIOTCS PE3YNIbTAaThl KIIMHUYECKUX
WCCJIEIOBAHMM JIEKAPCTBEHHBIX IIPENApATOB U1l MEAUIIMHCKOIO IPUMEHEHHS, TIPOBEACHHBIX 32
npenenamu tepputopun Poccuiickoit Oeneparuu.

Cratbs 4. OCHOBHBIE NMOHATHSA, UCII0JIB3YCMbBIC B HACTOAIIEM (I)EIlepaJIbHOM
3aK0HE

Hns ueneit Hactosiniero denepanbHOro 3aK0OHA UCIIOIB3YIOTCA CIEAYIOIINE OCHOBHBIE TTOHATHS:

1) nekapcTBEHHBIE CPEICTBA - BEIIECTBA MM MX KOMOMHALIMH, BCTYTMAIOLINE B KOHTAKT C
OpPraHMU3MOM Y€JIOBEKA WUJIN )KMBOTHOTO, IPOHUKAOIINAE B OPTaHbl, TKAHW OpraHu3Ma 4eJ0BEKa
WJIN )KMBOTHOT'O, IPUMEHSEMBbIE JUTSI TPO(MUITAKTUKH, TUArHOCTUKH (32 UCKIIIOYEHHEM BEIECTB
WIM X KOMOMHAIUI, HE KOHTAKTUPYIOIIUX C OPraHU3MOM YeJIOBEKa WIIM KUBOTHOTO ), JIEYEHUS
3a00JeBaHMs, peaOUIUTALIUY, JUI COXPAaHEHUS, TIPEAOTBPAICHUS WU TPepbIBaHUs
OepeMeHHOCTH U TIOJyYeHHbIE U3 KPOBH, IJIa3Mbl KPOBH, U3 OPTaHOB, TKaHEW opraHu3zMa
YeJI0BEKa WM )KUBOTHOI'O, PACTEHHUM, MUHEPAJIOB METOAAMH CUHTE3a UJIU C IIPUMEHEHUEM
Ounonoruueckux TexHonorui. K pexapcTBeHHbIM cpecTBaM OTHOCATCS (hapMalleBTUUECKHe
CyOCTaHIIM U JIEKApCTBEHHBIE MpenapaThl;

2) papmanieBTHUECKAsI CYOCTAHIIUS - JIGKAPCTBEHHOE CPEACTBO B BUIE OJTHOTO MIIM HECKOJIBKUX
obnamaromux GpapMakoIOrHuecKOi aKTUBHOCTHIO IEHCTBYIOIINUX BEIIECTB BHE 3aBUCUMOCTH OT
MIPUPOJIBI IIPOUCXOXKICHHS, KOTOPOE MPeAHA3HAYCHO JIJIS TIPOM3BOICTBA, U3TOTOBJICHHUS
JIEKapCTBEHHBIX MPENapaToB U ompeenseT ux 3Q(HeKTHBHOCTS;

(ITyskT B penakiuu, BBeieHHOH B neiicTtBue ¢ 1 uromnst 2015 rona @enepaibHBIM 3aKOHOM OT 22
nexabps 2014 roga N 429-D3.

3) BCIIOMOT'aTCIIbHBIC BCIICCTBA - BCHICCTBA HCOPIraHNYCCKOI'0 NI OPTraHUYCCKOI'O
MMPOUCXOKACHU A, UCITOJIB3YEMBIC B ITPOLCCCE IMTPOMU3BOJACTBA, U3TOTOBJICHUS JICKAPCTBCHHBIX



MpernapaToB Il MPUAAHUS UM HEOOXOUMBIX (PU3UKO-XUMHUUYECKUX CBOWCTB;

4) nexapCTBEHHBIE MPENapaThl - J€KapCTBEHHbIE CPEACTBA B BU/JIC JIEKAPCTBEHHBIX (OPM,
npUMeHsIeMble U1 TPOGUIAKTUKH, TUAaTHOCTUKY, JIUeHUs 3a00JIeBaHMs, peadHIuTalNu, IS
COXpaHEHHUsI, TPEIOTBPALICHHS] UITU TIPEepbIBaHUs OEPEMEHHOCTH;

5) nekapcTBeHHast OpMa - COCTOSTHHE JIEKAPCTBEHHOTO TperapaTa, COOTBETCTBYOIICE
Croco0aM ero BBEICHHS U MPUMEHEHUS U 00€CIICUMBAIOIIEE TOCTHKEHIE HEOOXOAUMOTO
nedeOHoro ¢ dekra;

5 1) no3upoBka - coiepaHue OJIHOTO UM HECKOJIBKUX ACUCTBYIOIIMX BEIIECTB B
KOJMYCCTBEHHOM BBIPKCHUH HA €IUHUILY J103bl, WIIM €IMHUILY 00beMa, WM CIUHHUITY MacChl B
COOTBETCTBHUH C JIEKAPCTBEHHOM (HhOpMOIi 1100 111 HEKOTOPBIX BUOB JIEKAPCTBEHHBIX (hOPM
KOJIMYECTBO BHICBOOOK/1aEMOT0 U3 JIEKAPCTBEHHOM (DOPMBI IEHCTBYIOIIETO BEIIECTBA 32
€JIMHUILY BPEMEHHU;

(ITynkt gonmonHuTenbHO BKIoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roga N 429-®3)

6) nepevyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHMILINX JIEKAPCTBEHHBIX MIPENAPATOB - €KETOTHO
yrBepxkaaemblit [IpaBurensctBoM Poccuiickoit deneparuu nepedeHb JIeKapCTBEHHBIX
npemnaparoB AJid MCAUIUHCKOI'O IIPUMCHCHUS, O6€CH€‘-II/IB3,IOHII/IX MMPUOPUTCTHLBIC HOTpe6HOCTI/I
3/IpaBOOXPAHEHUS B IEAX MPOPHIAKTUKH U JeUeHUs 3a00JIeBaHUH, B TOM YHCIIe
npeodIIaarouX B CTPYKType 3a0oneBaemoctu B Poccuiickoit @epeparumy;

6 _1) opdanHble 1ekapcTBEHHBIE IpenapaThl - JEKapCTBEHHbIE MTPENapaThl, IpeJHa3HAUYCHHbIE
UCKJTFOUUTENFHO JJISl IMaTHOCTUKY WIIM TIATOT€HETHYECKOTO JICYCHHUs (JICUCHUSI, HAITPABJICHHOTO
Ha MEXaHU3M Pa3BUTHA 3a0051eBaHus) pelkuX (opdaHHbIX) 3a00JIeBaHNi;

(ITyakT nononauTeNnbHO BKIOUeH ¢ 1 utonst 2015 romga denepanbHbIM 3aKOHOM OT 22 nexkadpst
2014 roma N 429-03)

6_2) Ouoyoruyueckue JeKapCTBEHHbBIE MPenaparsl - JeKapCTBEHHbIE IpenapaThl, 1eHCTBYIOIIEe
BEIIECTBO KOTOPBIX MPOU3BEIECHO WU BBIJEIECHO U3 OMOJIOrMYECKOTO UCTOYHMKA U JUISI
OTIpeieNIeHUs] CBOMCTB M Ka4eCTBa KOTOPBIX HEOOX0JMMa KOMOUHAIMS OMOIOTHYECKUX U
($U3HKO-XMMHUYECKHUX METO/10B. K OMOI0rnueckuM JeKapCTBEHHBIM MpenaparaM OTHOCATCS
UMMYHOOHOJIOTMYECKHE JIeKapCTBEHHbIE MTPENapaThl, JIEKAPCTBEHHBIE MpenapaThl, MOJIy4YeHHbIE
U3 KpOBH, IJIa3Mbl KPOBU YEJIOBEKA M JKUBOTHBIX (32 UCKIIFOUEHUEM LIEJIbHOM KPOBH),
OMOTEXHOJOIMYECKHE JIeKapCTBEHHbIE MTPENapaThl, TeHOTEPANIEBTUUECKUE JIEKAPCTBEHHbBIE
Ipenaparsl;

(ITynkT nomonuuTenbHO BKIoUeH ¢ 1 urons 2015 roga @enepanbHbIM 3aKOHOM OT 22 fekalpst
2014 roma N 429-03)

7) ”MMYHOOHOJIOTHYECKHE JIEKApPCTBEHHBIE MPENapaTh - JICKAPCTBEHHBIE MPENapaThl,
npeaHa3HauYeHHbIe 17151 (POPMHUPOBAHMS AKTUBHOTO MJTM TTACCUBHOTO MMMYHUTETA JTMO0
JTUATHOCTHKYU HAIMYHSI MMMYHHUTETA WIH TUATHOCTHKYU CIEM(PHIECKOT0 MPUOOPETEHHOTO
M3MEHEHUSI UMMYHOJIOTHYECKOTO OTBETA Ha ajulepru3upyromyre Bemecrna. K
UMMYHOOHOJIOTHYECKUM JIEKAPCTBEHHBIM TperiapaTaM OTHOCSATCS BaKIIMHBI, aHATOKCUHBI,



TOKCHHBI, CBIBOPOTKH, UMMYHOTJIOOYJIMHBI U aJUIEPTE€HBI;
(ITyskT B penakiuu, BBeieHHOH B neiictBue ¢ 1 uromnst 2015 rona denepaibHBIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

7 1) 6uOTEeXHOIOrHYECKHE JIeKapCTBEHHBIE MPENapaThl - JIEKApCTBEHHBIE MTPENapaThl,
MPOM3BOJICTBO KOTOPBIX OCYIIECTBISETCS C HCIIOJIb30BAaHHEM OMOTEXHOJIOTHYECKUX POIIECCOB
1 MeTo10B (B ToM unciie JIHK-pekoMOMHaHTHON TEXHOJIOTHUH, TEXHOJIOTUN KOHTPOJIUPYEMOH
IKCIIPECCUU TEHOB, KOJAUPYIOIMNUX OUOJIOTHYECKH aKTUBHBIC OSJIKU B IIPOKAPHOTaX U
JyKapuoTax, BKIF0UYasi U3MEHEHHbIE KJIETKH MIIEKOMTUTAIOUINX ), THOPUOMHOTO METO/Ia U METO/1a
MOHOKJIOHAJIbHBIX aHTUTET;

(ITynkT momoaUTENbHO BKIIFOUEH ¢ 1 utonst 2015 roga denepanbHbIM 3aKOHOM OT 22 nekadpst
2014 roma N 429-03)

7 _2) reHOTepaneBTUYECKUE JIEKAPCTBEHHbIE IIPENApaThI - JIEKAPCTBEHHBIE IIPEnapaThl,
(dapmaiieBTUYECKasl CyOCTaHIUS KOTOPBIX SBJISETCS PEKOMOMHAHTHONW HYKJIEMHOBOM KMCIIOTOM
WIN BKJIFOYAeT B ce0sl pEeKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIIOTY, IIO3BOJISIFOILYIO OCYIIECTBIISTh
perynupoBaHue, pernapanuio, 3aMeHy, 100aBIeHUE WIH yAaJeHUE TeHETUUECKON
H0CJIEI0BATENbHOCTH;

(ITynkt nonosHuTenbHO BKIoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

8) HapKOTHUYECKHE JICKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIE MPEMapaThl U papMarieBTUUECKHUE
cyOCTaHITNH, CoIepKaIie HAPKOTHIECKHIE CPEJICTBA U BKIIOYCHHBIC B [lepeucHb
HapKOTHUYECKUX CPEJICTB, ICUXOTPOITHBIX BEIIECTB U UX MIPEKYPCOPOB, MOIJICKAIIUX KOHTPOJIIO
B Poccuiickoit denepanuu, B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccniickont denepannu,
MEXIYyHApOAHBIMU JJoroBopamu Poccuiickoit @enepanunu, B TOM yucie ENnHON KOHBEHLIMEHN O
HapKOTHYECKUX cpeactBax 1961 roxa;

9) ICUXOTPOMHBIE JIEKAPCTBEHHBIE CPENICTBA - IEKAPCTBEHHBIE TIperapaTsl U papMaleBTUIeCKue
cyOCTaHIINM, COJEpIKale ICHXOTPOITHBIEC BEIIECTBA U BKIIOUeHHbIE B [lepedueHn
HAapKOTUYECKHUX CPEICTB, IICUXOTPOITHBIX BEIIECTB U UX IIPEKYPCOPOB, MOJIEKALUX KOHTPOIIO
B Poccuiickoit @enepanun, B COOTBETCTBUM C 3aKOHOAATENBCTBOM Pocculickoit @enepanuu,
MEXIYyHApOAHBIMU oroBOpamu Poccuiickoit @enepannn, B ToM yncie Konsenuuei o
MICUXOTPONHBIX BemiecTBax 1971 rona;

10) panuodapmalieBTHUECKUE JIEKaPCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIE CPEJICTBA, KOTOPHIE
coJiepKat B TOTOBOM JJIsl UCTIOJIb30BaHUS (JOpPME OJIUH PaIMOHYKIIN]] UM HECKOJIBKO
PaAMOHYKINJIOB (PaiMOAKTUBHBIX H30TOIOB);

11) pedepeHTHBII TeKapCTBEHHBIN TIpenapar - JeKapCTBEHHBIN Mpenapar, KOTOPbIi BIIEPBbIE
3apeructpupoBaH B Poccuiickoit deneparuu, kauecTBO, 3PHEeKTHBHOCTH M 0€30MMaCHOCTh
KOTOPOI0 JIOKa3aHbl HA OCHOBAaHUU PE3YJIbTATOB JOKIMHUYECKUX MCCIIEI0BAHUM JIEKAPCTBEHHBIX
CPENICTB M KIMHUYECKUX MCCIICIOBAHNN JIEKAPCTBEHHBIX MPEMapaToB, MPOBEICHHBIX B
COOTBETCTBUU C TpeOOBaHUAMU dacTeil 6 u 7 ctathu 18 HacTosmiero deaepanbHOro 3aKOHA B
OTHOIIIEHUH JIEKAPCTBEHHBIX CPEJICTB ISl MEAUITMHCKOTO MPUMEHEHHUSI TUOO B COOTBETCTBUU C
TpeboBaHusIMU cTaThu 12 HacTosmero denepaabHOro 3aKOHA B OTHOIIEHUH JIEKAPCTBEHHBIX



CPEJCTB J1JIsl BETEPUHAPHOTO MPUMEHEHUS, 1 KOTOPBIM UCIONIB3YETCs JUIsl OLIEHKU
OMOSKBUBAJIEHTHOCTH WJIM TEPANEBTUYECKOM SKBUBAJIEHTHOCTH, KauecTBa, 3(PPEeKTUBHOCTU U
0€3011aCHOCTH BOCIIPOU3BEICHHOTO MM OM0aHAIOroBoro (0nomnogo0HOro0) IeKapcTBEHHOTO
npernapara;

(ITynkT B penakiuu, BBeJieHHOM B feiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekabpst 2014 roga N 429-D3; B penakiuu, BBeIeHHOH B JielicTBUe DeepaibHBIM 3aKOHOM OT
13 urons 2015 roma N 241-D3.

12) BocipOM3BEICHHBIH JIEKAPCTBEHHBIN Mpemnapar - JEKapCTBEHHBIN ITpenapar, KOTOPbId HMeeT
TAKOM K€ KAYECTBEHHbBI COCTAB U KOJIMYECTBEHHBIN COCTAB JICUCTBYIOIINUX BEIIECTB B TAKOM ke
JIeKapCTBEHHOM opMe, UTO U peepeHTHBIN JeKapCTBEHHBIH Mpenapar, 1 OM03KBUBAJICHTHOCTh
WM TePAIeBTHYECKAsl YKBUBAJIECHTHOCTh KOTOPOTO peepeHTHOMY JICKAPCTBEHHOMY TIperapary
MOATBEPIKIEHA COOTBETCTBYIOIIUMU UCCIIEI0BAHUSIMU;

(ITyukT B penakiuu, BBeJieHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

12 1) repaneBTHUECKasi SKBUBAJIEHTHOCTb - JOCTH)KEHUE KIIMHUYECKH COIIOCTaBUMOTIO
TepaneBTHYECKOro 3 peKTa Mpu NPUMEHEHUHN JIEKAPCTBEHHBIX MPENapaToB sl MEAULIUHCKOTO
NPUMEHEHHS ISl OJJHOM M TOM YK€ TPYIIIBI OONBHBIX 110 OJTHUM U TEM K€ OKa3aHUIM K
IPUMEHEHHUIO;

(ITynkt nonosHuTenbHO BKItOoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

12_2) OuoananoroBslii (0MOMOI00HBIN) TEKapCTBEHHBIHN Mpenapar (buoaHaor) -
OMOJIOTUYECKHIA JIEKAPCTBEHHBIN NIpEnapaT, CX0XKHIA 10 apaMeTpam KauecTBa, 3PPEKTHUBHOCTH
u 6e3omacHoCTH ¢ pepepeHTHBIM OMOIOTHUECKUM JICKAPCTBEHHBIM MPENapaToM B TaKOU xKe
JICKapCTBEHHOH (hopMe M MMEIOIIUN UACHTUYHBINA CIIOCOO BBEICHUS;

(ITynkt nomonHuTenbHO BKItoUueH ¢ 1 urons 2015 roga @enepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

12 3) B3auMo3aMeHseMbIi JIEKapCTBEHHBIN IpenapaT - JIeKapCTBEHHBIN Mpemnapar ¢ JOKa3aHHOM
TEpaneBTUYECKO 3KBUBAJIEHTHOCTHIO I OMOAKBUBAJIEHTHOCTHIO B OTHOLIEHUH peEPEHTHOTO
JIEKapCTBEHHOTI'0 IIperapara, UMEIOLINI SKBUBAJICHTHBIE €My Kau€CTBEHHBIN COCTaB U
KOJIMYECTBEHHBIN COCTaB JICHCTBYIONIMX BEIIECTB, COCTaB BCIIOMOIaTeIbHBIX BEIIECTB,
JIEKapCTBEHHYIO (OpPMY U CIIOCOO BBEICHHUS;

(ITynkt nonosnHuTenbHO BKIoUeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

13) JICKAPCTBCHHOC PACTUTCIIBHOC ChIPHC - CBCIKUC WJIN BBICYILICHHBIC PACTCHUA 100 ux qacTu,
HCIIOJIB3YEMBIC IJIA IPOU3BOACTBA JICKAPCTBECHHBIX CPCACTB OPraHu3aluiaMH - IIPOU3BOAUTEIIIMHA
JICKApPCTBCHHBIX CPCACTB HUJIN U3TOTOBJICHUS JICKAPCTBCHHBIX MPLCIIAPATOB allITCUYHBIMU
opraHu3anysaMu, BETCPUHAPHBIMHA allTCYHBIMU OpraHu3alusaMu, MHAUBHUIYaJIbHBIMU
npeanpuHuMaTeIAMU, UMCIOIITUMU JIMIICH3UIO Ha (I)apMa]_[CBTI/ILIeCKyIO ACATCIIbHOCTD,

14) nexapCTBEeHHBIN PaCTUTENBHBIN Mpenapar - JIEKapCTBEHHBIN Mpenapat, MPOru3BeICHHbIN HITH
M3TOTOBJICHHBIN U3 OJHOI'O BUJA JIEKAPCTBEHHOI'O PACTUTEIBLHOIO ChIPbs MIIM HECKOJIBKUX BUOB



TaKOTO CHIPBS M PeaM3yeMblii B pac)aCcOBaHHOM BHUI€ BO BTOPUYHOH (TOTPEOUTETHCKOM)
YIIaKOBKE;

15) romeonaTuueckuii J€KapCTBEHHbIN Mperapar - JIEKapCTBEHHBIN ITpenapaT, IPOU3BEICHHbIN
WJIM U3TOTOBJICHHBIN U3 (hapMalleBTHUECKOM CYOCTaHITMU WK (papMarieBTUYCCKUX CyOCTaHIINI B
COOTBETCTBUU C TpeOOBaHUSIMHU OOIIHMX (hapMAKOIIEWHBIX CTATEH K TOMEONAaTHICCKIM
JIEKapCTBEHHBIM ITpenapaTam WA B COOTBETCTBUU C TpeOOBaHUSIMU (apMaKoIlend CTPaHbI
MIPOU3BOUTEIIS TAKOTO JIEKAPCTBEHHOTO MpErapara;

(ITynkT B penakiuu, BBeieHHOH B neiictBue ¢ 1 uromns 2015 roma @enepabHBIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

16) MexxyHapOIHOE HEMATEHTOBAHHOE HAMMEHOBAHUE JICKAPCTBEHHOI'O CPE/ICTBA -
HAUMEHOBAHHE JICHCTBYIOIIETO BelIecTBa (hapMaIieBTUIECKON CyOCTaHIIMH, PEKOMEHIOBAaHHOE
BceMupHo# opranuzanuei 34paBoOXpaHeHU;

(ITynkT B penakiuu, BBeJleHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekabps 2014 roma N 429-03.

17) ToproBoe HAMMEHOBAHHE JICKAPCTBEHHOTO CPEJICTBA - HAMMEHOBAHHE JIEKAPCTBEHHOTO
CpelCTBa, MPUCBOCHHOE €ro Pa3paboTUYUKOM, JepKaTeIeM WIH BJIAICNbLEM PErUCTPALIMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

(ITynkT B penakiuu, BBeJleHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

17 1) rpynnupoBoYHOE HAMMEHOBAaHUE JIEKAPCTBEHHOTO NIpenapaTa - HaMMEHOBaHHE
JIEKApCTBEHHOIO IpernapaTa, He UMEIOIIEro MEXAYHapOIHOIO HEMMATEHTOBAHHOTO
HAaMMEHOBAHMS, MJIM KOMOMHAIIUY JIEKAPCTBEHHBIX MPENapaToOB, UCIIOIb3yEeMOE B LIETISAX
00BeAMHEHUS UX B TPYIITY MO/ €IMHBIM HAUMEHOBAHHUEM UCXOS U3 OJJUHAKOBOTO COCTaBa
JICUCTBYIOIMX BEILIECTB;

(ITynakt gomonHutenbHO BKItoueH ¢ 1 uronst 2015 roga denepanbHbIM 3aKOHOM OT 22 fAexadps
2014 roma N 429-03)

18) obmas apmakorneiiHas CTaThs - JOKYMEHT, YTBEP KIEHHBIH YITOTHOMOYEHHBIM
denepabHBIM OpPraHOM UCIIOJIHUTENILHON BIACTH M COJIEPKAIINN MTepeYeHb MoKazaTenen
KauecTBa U (WJIM) METOJOB KOHTPOJIS KaueCTBa KOHKPETHOM JIEKapCTBEHHON (hOPMBI,
JIEKAPCTBEHHOT'O PACTUTEIHHOTO CHIPhS, OMTMCAHUSI OMOJIOTUYECKHUX, OMOXUMUYECKHX,
MHUKPOOHOJIOTHUECKUX, (PU3UKO-XUMUUYECKUX, PU3MUECKUX, XUMUUYECKUX U APYTUX METOOB
aHaJM3a JIEKapCTBEHHOTO CPEJICTBA, a TAK)Ke TPeOOBaHUS K UCTOIb3YEMbIM B IIENIAX MPOBEACHUS
JTAHHOTO aHaJN3a peakTUBaM, TUTPOBAHHBIM pacTBOpaM, HHINKATOPAM;

(ITynkr B penakuuu, BBeeHHOM B Aeiictue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

19) papmakoneitHas cTaThs - JOKYMEHT, YTBEPKJACHHBIN YIIOTHOMOYEHHBIM (efepaTbHbIM
OPraHOM MCHOJIHUTEILHOM BJIACTH M COJICPIKAINN MEPEUYCHb NTOKa3aTesied KaYeCTBa U METOI0B
KOHTPOJISI KAYECTBA JIEKAPCTBEHHOT'O CPEJCTBA;

(ITyskT B penakiuu, BBeleHHOH B feiicTtBue ¢ 1 uromnst 2015 rona denepanibHBIM 3aKOHOM OT 22



nekadpst 2014 roga N 429-03.

19 1) crangaptHbie 00pa3iibl - BELIECTBA, IOCPEICTBOM CPABHEHUS C KOTOPBIMU
OCYIIECTBIISIETCS KOHTPOJIb KAUeCTBA UCCIIETYEMBIX JIEKAPCTBEHHBIX CPEJICTB C TOMOIIBIO
(bU3UKO-XUMHUYECKUX U OMOJIOTUYECKIX METOJIOB B IIEJISAX MOATBEPKACHUS COOTBETCTBUS
JICKapPCTBEHHBIX CPEJICTB TPEOOBAHMSIM HOPMATHUBHON JOKYMEHTAIIMH, YCTAHOBICHHBIM MPH
OCYIIIECTBIICHUH T'OCYJapCTBEHHOI perucTpaium, 1 KOTopble IPUMEHSIOTCS ISl KATUOPOBKH
CTaH/IAPTHBIX 00PA3IIOB MIPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEIICTB, UCTIOIB3YEMbIX ISl KOHTPOJIS
KayecTBa U WHBIX LeJel MPH 00paleHUH JIEKapCTBEHHbBIX CPE/ICTB;

(ITyakt nonmosHUTENbHO BKITFOUeH ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 22 fAekadps
2014 roma N 429-03)

19 2) papmakornieliHblii cTaHAapTHBINA 00pa3ell - cTaHAapTHBIN 00pa3ell, MPOU3BEICHHBIN B
COOTBETCTBHUH C (hapMaKOINEHHON CTaTheH;

(ITynkt nonosiHuTenbHO BKIoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

20) HOpMaTHUBHAs TOKYMEHTALUA - TOKYMEHT, COJIEPKallHil IepedeHb ONpeeieMbIX 0
pe3yabpTaTaM COOTBETCTBYIOIIMX IKCIEPTU3 TIOKA3aTeIeH KaueCcTBa JIEKAPCTBEHHOT'O CPEJICTBA
JUTSL METUITUHCKOTO MIPUMEHEHHSI, METOJIOB KOHTPOJIS €ro Ka4yecTBa U YCTAaHOBJICHHBIN €ro
MIPOU3BOIUTEIIEM;

21) HOpMaTUBHBIN JOKYMEHT - JOKYMEHT, COIepKAIIUN IEpPEeYeHb OMPEIeIsIeMbIX 110
pe3yabpTaTaM COOTBETCTBYIOIIMX SKCIEPTU3 TIOKA3aTeNel KauecTBa U (MJIM) METOJ0B KOHTPOJIA
KauecTBa JIEKAPCTBEHHOU (DOPMBI, ONTMCaHUs OMOJIOTHYECKUX, ONOXMMHYECKHUX,
MUKPOOHOJIOTHYECKUX, (DU3UKO-XUMUICCKHX, PU3NICCKUX, XUHMHUECKUAX B JPYTHX METOJIOB
aHaM3a JIEKapCTBEHHBIX CPE/ICTB ISl BETEPUHAPHOTO MPUMEHEHUs, TpeOOBaHuUs K
MCIIOJIB3YEMBIM B IIEJISIX MTPOBEACHUS JAHHOTO aHAJIN3a PEAKTUBAM, TUTPOBAHHBIM PAacTBOpaM,
WHJIUKATOpaM U YCTaHOBJIEHHBIN €ro IPOU3BOAUTENIEM;

21 1) oOmuii TeXHUYECKUN JOKYMEHT - KOMIUIEKT JOKYMEHTOB U MaT€pUalioB, COCTOSIIIUN U3
HECKOJIBKUX Pa3zeiioB - JOKYMEHTAIlMU aIMUHUCTPATUBHOIO XapaKTepa, XMMHUUECKOH,
(dapmaleBTUYECKON U OMOJOTHYECKON JOKYMEHTAINH, (PapMaKoJIOrHYeCcKO,
TOKCUKOJIOTHUECKOHN TOKyMEHTAllUU, KIMHUYECKON TOKYMEHTALUN U TIPECTABIIEMBIi
OJIHOBPEMEHHO C 3asIBJICHUEM O TOCYAAPCTBEHHOM PEruCcTpaluy JIEKApCTBEHHOTO IIpenapara Juis
MEAMIMHCKOTO IPUMEHEHHUS B (popmare, yCTaHOBJIEHHOM YIOJHOMOYEHHBIM (eiepalbHbIM
OpraHOM HCIIOJHUTENIBHOM BJIACTH;

(ITynkt nonosnHuTenbHO BKIoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 rona N 429-®3)

22) Ka4ecTBO JICKApPCTBEHHOT'O CPEJICTBA - COOTBETCTBHUE JIEKAPCTBEHHOTO CPE/ICTBA
TpeGoBaHUAM (apMaKoNelHON CTaThu MO0 B CIIy4ae €€ OTCYTCTBHUS HOPMATUBHOM
JOKYMEHTAITUH WM HOPMATHBHOTO TOKYMEHTA;



23) 6e30MacHOCTh JIEKAPCTBEHHOT'O CPE/ICTBA - XapaKTEPUCTHKA JICKAPCTBEHHOT'O CPEICTBA,
OCHOBaHHasl Ha CPAaBHUTEIBHOM aHain3e ero 3p(eKTUBHOCTH U pUCKA IPUYMHEHHS Bpea
3/10pOBbIO;

24) 3¢ exTUBHOCTD JIEKAPCTBEHHOTO TIpenapaTa - XapaKTepUCTUKA CTETICHH MOJIOKUTEIHLHOTO
BIIUSTHUS JIGKAPCTBEHHOTO TpernapaTa Ha TeYCHHE, IPOAOKUTEIHHOCT 3a00JICBAaHUS HIIH €T0
npe0TBpalIeHHEe, peaOWITHTAIUI0, HA COXPAaHEHHUE, TPEIOTBPAILCHUE U MTPEPhIBAHUE
OepeMEeHHOCTH;

25) CEpuUs JIEKAPCTBECHHOI'O CPEACTBA - KOJIMYCCTBO JICKAPCTBEHHOI'O CPEACTBA, IIPOU3BCACHHOC B
PE3YyIbTaTC OAHOI'0 TEXHOJOTUYCCKOI'0 NHUKJIa €ro NPOU3BOAUTCIICM,

26) perucTpaliOHHOE YA0CTOBEPEHUE JIEKAPCTBEHHOTO NIpenapara - T0KyMeHT,
HOATBEPKAAIOMNI (PaKT rocyJapCTBEHHON perucTpaliy JEKapCTBEHHOTO Npernapara;

26 1) nepxkarenb WK BiaJelel] perucTpallMOHHOrO YAOCTOBEPEHUS JIEKapCTBEHHOTIO Mpenapara
- pa3pabOTYHK JICKAPCTBEHHOTO CPEJICTBA, TPOU3BOIUTEIND JICKAPCTBEHHBIX CPEJICTB MIIM HHOE
IOpUINYECKOE JIUIIO0, 00JIaAaroIIee MPaBOM BIIAJICHUSI PETUCTPALIMOHHBIM yIOCTOBEPEHHUEM,
KOTOpBIE HECYT OTBETCTBEHHOCTH 32 Ka4eCTBO, 3(pPEeKTUBHOCTH U OE30MaCHOCTh
JIEKapCTBEHHOIO Mpernapara;

(ITynkt gonmonHuTenbHO BKItoUYeH ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

27) perucTpaiioHHbII HOMEp - KOJI0BO€ 0003HaYEHHUE, IPUCBOCHHOE JIEKAPCTBEHHOMY
npenapary npH ero rocy1apCTBEHHON PEruCTpallnu;

28) obOparieHue JIEKapCTBEHHBIX CPEACTB - pa3padOTKa, JOKIMHHUYECKUE UCCIICIOBAHNUS,
KJIMHUYECKHE MCCIIEJOBAHNUs, SKCIIEPTU3a, TOCYJaPCTBEHHAs] pErUCTPALIMs, CTAHIAPTU3ALMS 1
KOHTpOJIb KauecTBa, IPOU3BOICTBO, U3TOTOBIIEHUE, XpPaHEHHE, IEPEBO3Ka, BBO3 B Poccuiickyro
®epnepanuro, BeiB03 U3 Poccuniickoit denepanuu, peknama, OTIIYCK, pealn3anus, nepeaaqa,
MpUMEHEHNE, YHUUTOXKEHHUE JICKAPCTBEHHBIX CPEJICTB;

(ITynkt B penakuuu, BBeJeHHOM B feiictBue ¢ 7 suBaps 2012 roga denepanbHbIM 3aKOHOM OT 6
nekadpst 2011 roma N 409-03.

29) CY6’LCKTBI O6paI_I_IeHI/I$I JICKApCTBCHHBIX CPCACTB - (I)I/I3I/I‘leCKI/Ie Jiia, B TOM 4HUCJIC
HHIWBUAYAJIBbHBIC ITPCATIPUHUMATECIN, U FOPUINYCCKUC JIMIA, OCYIICCTBIIAIOIINEC ACATCIbHOCTD
npu o6pa1ueH1/H/1 JICKApCTBCHHBIX CPCACTB;

30) pa3paboTUuK JIEKapCTBEHHOT'O CPEJICTBA - OpraHu3allvs, 00Iaaomas mpaBaMy Ha
PE3YNIBTAThl JOKIMHUYECKUX MCCIICTIOBAHUN JIEKAPCTBEHHOTO CPEICTBA, KITMHUIECKUX
WCCJICIOBAaHMI JIEKapCTBEHHOTO TIpernapara 1 (MJii) Ha TEXHOJOTUIO TPOU3BOCTBA
JIEKapCTBEHHOT'O CPEJICTBA;

(ITynkr B penakuuu, BBeaeHHOU B AeiicTue ¢ 1 utons 2015 roga denepaabHbIM 3aKOHOM OT 22



neka0pst 2014 rona N 429-03.

31) npon3BOJCTBO JEKAPCTBEHHBIX CPEACTB - JESATEIBHOCTD 110 IPOU3BOICTBY JIEKAPCTBEHHBIX
CPEJCTB OPraHU3aLMSIMU - IPOU3BOJUTEINSIMU JIEKAPCTBEHHBIX CPEJCTB HA OAHOM CTa/luH,
HECKOJIBKUX MJIM BCEX CTAIUSAX TEXHOJOIMUECKOro MPOoLecca, a TAKXKe 0 XPaHEHUIO U
peain3anyy Ipon3BEIEHHbIX JEKApCTBEHHBIX CPEJICTB;

31 1) npousBoAcTBEHHAs IUIOMIA/IKA - TEPPUTOPHATIEHO 000COOICHHBINA KOMILIEKC
MIPOU3BOUTEIIS JIEKAPCTBEHHBIX CPE/ICTB, MPEIHAZHAUCHHBIN JJIs BBIIIOJIHEHHS BCETO Mpoliecca
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB UM €0 OMPEICIICHHON CTaIuu;

(ITyakt nonmosHUTENbHO BKIIOUYeH ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 22 fAekadps
2014 roma N 429-03)

32) npon3BOAUTENb JIEKAPCTBEHHBIX CPEJICTB - OPraHU3aLMsl, OCYILECTBIISAIONIAs IPOU3BOICTBO
JICKapCTBEHHBIX CPEACTB B COOTBETCTBHUH € TpeOoBaHMsIMH HacTosero deaepaibHOro 3aKoHa;

33) ¢apmaneBTHUECKAs 1E€ATENBHOCTD - AEATEIbHOCTb, BKIIOYAIOLIast B c€0s ONTOBYIO TOPTOBIIO
JIEKapCTBEHHBIMU CPEACTBAMM, UX XpaHEHUE, IEPEBO3KY U (MJIM) POSHUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMH IIpenapaTamMu, UX OTIIyCK, XpaHEHUE, IIEPEBO3KY, U3TOTOBIICHUE
JIEKApCTBEHHBIX IIPENApPaTOB;

34) opranu3zanus OnNTOBOM TOPTOBIIU JEKAPCTBEHHBIMH CPEICTBAMU - OPTaHU3AIIHS,
OCYIIECTBIISIOIIAs ONITOBYIO TOPTOBIIIO JICKAPCTBEHHBIMU CPEICTBAMH, UX XPAHEHHE, IEPEBO3KY
B COOTBETCTBUU ¢ TpeOoBaHUsAMHU HacTosulero denepaabHOro 3aK0Ha;

35) anTe4yHast opraHu3alus - OpraHu3alus, CTPYKTypHOE MOApa3eieHne MEAUIIMHCKON
OpraHU3aIiH, OCYIIECTBIISIIONINE POSHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU TperapaTamu,
XpaHEHHE, MePEBO3KY, U3TOTOBJIEHUE U OTIIYCK JIEKAPCTBEHHBIX IIPENapaToB sl MEAUIIMHCKOTO
MIPUMEHEHHUS B COOTBETCTBUHU C TpeOoBaHUAMU HacTosiero denepanbHOro 3akoHa;

(ITynkt B penakuuu, BBeJeHHOM B AeiicTBre DenepanbHbIM 3aKOHOM OT 25 HosA0pst 2013 roma N
317-93.

36) BeTepuHapHas anTeuHas OpraHu3alys - OpraHu3alys, CTPYKTYPHOE MoJIpa3/ieleHne
BETEPUHAPHON OpraHU3alMH, OCYLIECTBIISIOMINE POSHUUHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
IpenapaTamMy, XpaHEHUE, U3TOTOBJIEHUE U OTITYCK JIEKaPCTBEHHBIX ITPENApaTOB s
BETEPUHAPHOTO MPUMEHEHUSI B COOTBETCTBUH C TpeOOBaHUAMHU HacToslero denepaabHoro
3aKOHa;

37) ¢anbcupunmpoBaHHOE JEKApPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEICTBO,
COIPOBOKAAEMOE JIOXKHON MH(pOpMaIUeil 0 ero coctaBe U (M) IPOU3BOIUTENE;

38) HenoOpokauecTBEHHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEJICTBO, HE
COOTBETCTBYIOIIEE TpeOOBAaHUAM (papMaKOTICHHON CTaThH IMOO B CIIydae €€ OTCYTCTBUS



TpeOOBaHUSM HOPMAaTHUBHOMN JTOKyMEHTALIMU WJIM HOPMAaTUBHOTO JIOKYMEHTA,

39) koHTpadaKkTHOE JTEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEJICTBO, HAXOIAIICECS B
000poTe C HapyIIEHUEM I'PaXkIaHCKOTO 3aKOHOJATEIbCTBA;

40) TOKIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOTO CPEACTBA - OMOJIOTUYECKHE,
MUKPOOHOJIOTHYECKHE, MMMYHOJIOTHYECKUE, TOKCUKOIOTHYECKHE, (hapMaKOJIOTHISCKUE,
bu3nYecKue, XUMHUYECKUE U IPYyTHUe UCCIIEA0BaHUS JIEKaPCTBEHHOTO CPEACTBA IyTEM
MPUMEHEHHUS HAyYHBIX METOJIOB OIICHOK B IIEJISIX MOJIYYCHHUS JOKA3aTeIbCTB OE30MacHOCTH,
KadecTBa U 3(HPEKTUBHOCTHU JIEKAPCTBEHHOT'O CPE/ICTBA;

41) KIMHUYECKOE UCCIIEI0BAaHNUE JIEKAPCTBEHHOT'O Npenapara - U3y4eHue IUarHoCTUYECKHX,
Je4eOHBIX, MPO(PUITAKTHYECKHX, (apMAKOJIOTHUYECKUX CBOMCTB JIGKAPCTBEHHOTO Mpernapara B
IIPOLIECCE €r0 MPUMEHEHHUS Y YEI0BEKa, )KUBOTHOIO, B TOM YHCJI€ IIPOLIECCOB BCAChIBAHMS,
pacnpeneseHus, U3MEHEHUs U BbIBEJICHUS, IIyTEM PUMEHEHHUS HAYYHbIX METO/I0B OLIEHOK B
LEJISAX MTOJIyYEHHsI JOKa3aTelbCTB O€30I1aCHOCTH, KauecTBa U 3 (HEKTUBHOCTH JICKAPCTBEHHOT'O
npernapara, JaHHbIX O HEJKEJIaTeIbHbIX PEaKIUIX OpraHu3Ma YyeloBeKa, )KUBOTHOTO Ha
IPUMEHEHHE JIEKApCTBEHHOT 0 Ipemnapara U 00 3pdekre ero B3auMoACHCTBUS C APYTUMU
JIEKapCTBEHHBIMU MpenapaTaMu U (WJIu) MULIEBBIMU IPOYKTaAMU, KOPMAMHU;

42) MHOT'OLICHTPOBOC KIMHUYCCKOC UCCIICIOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTa JJIsd
MCIUIUHCKOI'0 MPUMCHCHUSA - KIIMHUYCCKOC UCCIICJOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTra AJid
MCIULHUHCKOI'O IPUMCHCHUA, IIPOBOANMOC paBpa6OT‘II/IKOM JICKAPCTBCHHOTO IIpCIiapaTa B IBYX U
Oonee MCIUIMHCKUX OpraHru3alrax 110 CAMHOMY IMPOTOKOIY KIMHUYCCKOTI'O UCCICIOBAHUS
JICKAPCTBCHHOT'O IIpCIiapaTa;

43) MeXTyHapOIHOE MHOTOIICHTPOBOE KIMHUYECKOE UCCIIEIOBAaHNE JIEKAPCTBEHHOTO MperapaTa
JUTSE METUITUHCKOTO MIPUMEHEHHS - KITMHUYECKOE UCCIIeIOBAHKE JICKAPCTBEHHOTO TIpernapara s
MEIMIIMHCKOTO TPUMEHEHHS, TTPOBOAMMOE Pa3padOTIMKOM JISKAPCTBEHHOTO TIperapara B
pa3IMYHBIX CTpaHax Mo €IMHOMY IPOTOKONY KIMHUYECKOTO UCCIEeI0BAaHUS JIEKAPCTBEHHOTO
npernapara;

44) nocTperucTpallioHHOE KIIMHUYECKOE MCCIIE0BAaHNE JIEKapCTBEHHOI O IIpenapara Jyist
MEAMIMHCKOTO MPUMEHEHHUS - KIIMHUYECKOE MCCIIEA0BaHNE JIEKAPCTBEHHOTO Ipenapara Jjs
MEAMIIMHCKOTO IPUMEHEHHU S, TPOBOAMMOE POU3BOAUTEIIEM JIEKAPCTBEHHOIO IIpenapara,
rpaXkJJaHCKUI 000pOT KOTOPOI0 OCYLIECTBISETCS IOCIE TOCYJapCTBEHHOM perucTpaium, B
LEJSIX JOMOJIHUTENBHOT0 cO0pa JaHHBIX O €ro 0e30nacHOCTH U 3(PPEKTUBHOCTH, PACIIUPEHUS
MOKa3aHUM K IPUMEHEHUIO JaHHOIO JIEKapCTBEHHOTO MPEnapara, a TAkKe BbISIBICHHUS
HEXENATeJbHBIX PEaKIUil MalMEHTOB Ha €T0 JIEWCTBUE;

45) uccnenoBanre OMOIKBUBAIIEHTHOCTH JICKAPCTBEHHOTO TIperiapara - B KIMHUYECKOTO
WCCIIEIOBAHMS JIEKAPCTBEHHOTO IIPEenapara, MpoBeAeHNE KOTOPOT0 OCYIIECTBISAETCS IS
oTpesieNieHUs] CKOPOCTH BCAChIBAHUS M BBIBEJICHUS OJTHOTO MJIM HECKOJIBKUX 00JIaJaroIInX
(hapMaKkoJIOTHYECKON aKTHBHOCTHIO JEHCTBYIONTUX BEIIECTB, KOJIMUECTBA JIEKAPCTBEHHOTO
Ipernapara, JOCTUTAOIIET0 CUCTEMHOTO KPOBOTOKA, U PE3YIBTATHl KOTOPOTO MO3BOJISIIOT



CeNaTh BBIBOJ O OMOAKBHBAIIEHTHOCTH BOCIIPOM3BEICHHOTO JICKAPCTBEHHOTO TIperapara B
OTIpEICTICHHBIX JIEKAPCTBEHHOH (hOpME M I03UPOBKE, COOTBETCTBYIOIINX (POopMe U JO3UPOBKE
pedepeHTHOTO JIEKAPCTBEHHOTO MIpemapara;

(ITyskT B penakiuu, BBeieHHOH B neiictBue ¢ 1 urons 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

46) nccienoBaHUE TEPANIEBTHUECKON SKBUBAIICHTHOCTH JIEKAPCTBEHHBIX MPETIApaTOB - BUJ
KJIMHUYECKOT'O UCCIIeI0BaHUS JIEKAPCTBEHHBIX IPEnapaToB, MPOBEACHHE KOTOPOTO
OCYIIECTBIISICTCS /ISl BBISIBIICHHS OJJMHAKOBBIX CBOMCTB JICKAPCTBEHHBIX MPENapaToB
OTIpeIeIEHHOM JIEKapCTBEHHOM (DOPMBI, @ TAaK)KEe HATMYMS OJMHAKOBBIX ITOKa3aTelNe
6e3omacHOCTH U 3 (EKTUBHOCTH JIEKAPCTBEHHBIX MPETApaTOB, OANHAKOBBIX KIMHHYECKHUX
3¢ PEeKTOB PU UX TPUMEHEHUH;

47) npOTOKOJ KIMHUYECKOTO MCCIIEA0BaHUS JIEKAPCTBEHHOT'O TIperapara - JJOKyMEHT, B KOTOPOM
OTIpENIeNAIOTCS 1eNH, (POPMBI OpraHU3alUU U METOHOIOTHS TPOBEACHUS KIIMHUYECKOTO
UCCJIEJOBAaHHS, CTATHCTHYECKHUE METObI 00PabOTKU pe3yIbTaTOB TAKOTO UCCIIEIOBAHUS U MEPBI
1o o0ecreyeHno 6e30MacHOCTH (PU3MUECKUX JIUI, YIaCTBYIOIINX B KIIMHUYECKOM
MCCJIEJOBAaHHUH JIEKAPCTBEHHOTO TIperapara;

48) 6pom}opa HCCICA0BATCII - CBOAHOC U3JIOKCHHUEC PE3YJIbTATOB JOKIIMHUYCCKOT'O
HCCIICOOBAaHUS JICKAPCTBCHHOI'O CPEACTBA U KIIMHUYCCKOI'0 UCCIICAOBAHU JICKAPCTBCHHOTI'O
nperapara 111 MCAUIUHCKOI'O IIPUMCHCHMU A,

49) nHpopMaIMOHHBIH JIMCTOK MALIUEHTA - TOKYMEHT, B KOTOPOM COJIEp>KaTcs B JOCTYITHON
dopme cBeeHNUs, Kacaroluecs IPOBOIUMOTr0 KIMHUYECKOTIO UCCIIeI0BaHUS JIEKAPCTBEHHOTO
npernapara, U B IMCbMEHHOM (popMe JOOPOBOIBHOE COIIacue MALUEHTa Ha y4acTHE B
KIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOI'O IIperapara Mocijie 03HaKOMJIEHUS C
0COOEHHOCTSIMU KJIMHUYECKOTO MCCIEA0BaHNs, UMEIOIIMMU 3HAY€HUE JJIs1 BBIPAXKEHUSI TAKOTO
COIJIacHs;

50) noGo4HOE NEHCTBUE - PEAKIMs OpraHu3Ma, BO3HUKIIIAS B CBS3H C MPUMEHEHHEM
JIEKapCTBEHHOTO TIperapara B J103aX, PEKOMEHyeMbIX B UHCTPYKIIUU MO €T0 MPUMEHEHHUIO, JUIS
PO UITAKTUKH, TUATHOCTUKH, JICUCHU 3a00JI€BaHUS WU )11 peaOMINTALINH;

50 1) HexxenarenbHasi peaklys - HeMpeJHaMepeHHas: HeOJaronpusTHas peakius opranusma,
KOTOpasi MOXKET OBbITh CBsI3aHa C MPUMEHEHHEM JICKapCTBEHHOTO Mpernapara;

(ITyakT nomonauTenbHO BKIOUeH ¢ 1 utonst 2015 roma denepanbHbIM 3aKOHOM OT 22 nekadpst
2014 roga N 429-D3)

51) cepbre3Hast HeXxenaTelIbHas PEaKIysl - He)KeNlaTelIbHas PEaKIis OpraHu3Ma, CBsI3aHHas C
MPUMEHEHHUEM JICKQpCTBEHHOTO Mpenapara, MpuBe/Iias K CMEPTH, BPOKICHHBIM aHOMATUSIM
WJTU TIOPOKaM Pa3BUTHS JIMOO TIPEICTABIIAIONIAs COOO0M Yyrpo3y KU3HH, TpeOyromas
TOCTIUTATH3AIH WU MPUBEIIIAs K CTOMKON yTpaTe TPyIOCTOCOOHOCTH U (WIJIM) MHBAIHMIHOCTH;



52) HenpeBUACHHAsS HEXeNlaTeIbHask PeaKlus - HeXelaTellbHas peakiusi OpraHu3ma, KotTopas
CBSI3aHa C MPUMEHEHUEM JICKaPCTBEHHOTO TIpernapara B 103aX, pPeKOMEHIYEMBIX B TIPOTOKOJIE €T0
KIIMHUYECKOT'O UCCIICIOBAHMSI, OPOIIFOPE UCCIIC0BATENS, I C IPUMEHEHUEM JIEKAPCTBEHHOTO
rpenapara B J103aX, PEKOMEHIYEMbIX B MHCTPYKIIMH 110 €r0 MPUMEHEHHUIO JIJIs1 TPO(PUITaAKTUKH,
JTUATHOCTHKH, JICYCHUS 32a00JIeBaHUS UITH METUITUHCKON peaOuIUTAINH MMalMeHTa, U CYITHOCTb,
TSDKECTh WJTKM UCXOJT KOTOPOI HE COOTBETCTBYET MH(OpPMAIINH O JIEKApCTBEHHOM IIperapare,
coJIepKalieiicsi B MPOTOKOJIE €ro KIMHUYECKOT0 UCCIEA0BaHus, OPOIIIOpe UCCIIEIOBATEINS HIIH B
WHCTPYKIIUH 10 IPUMEHEHHIO JICKAPCTBEHHOTO TIperapara;

(ITynkT B penakiuu, BBeJieHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekadpst 2014 roma N 429-03.

52 1) dapmakoHaa30p - BUJ AEATEILHOCTH 110 MOHUTOPUHTY 3((HEKTUBHOCTH U OE30MIaCHOCTH
JIEKapCTBEHHBIX MPEMapaToB, HAIIPABJICHHBINA HA BHISBJICHUE, OIICHKY M MPEIOTBPAILICHHE
HEXeJaTeNbHBIX MOCIEACTBUN TPUMEHEHUS JIEKaPCTBEHHBIX MPENapaToB;

(ITyakT momoHUTENbHO BKIIFOYEH ¢ 1 utonst 2015 romga denepanbHbIM 3aKOHOM OT 22 nekadpst
2014 roma N 429-03)

52 2) nnaH ynpaBlIeHUs PUCKaMHU - TOAPOOHOE OMMCAaHHE MEPOIIPHUATHI 10 (papMaKoHAIA30pY,
HaIlpaBJICHHBIX Ha BBISIBJICHUE, OIICHKY U MPEIOTBPAILICHUE UM MUHUMH3AIIUIO PUCKOB,
CBSI3aHHBIX C JIEKAPCTBEHHBIMH MpenapaTtaMu, BKIKOYasi OLEHKY 3P PEKTUBHOCTH JaHHBIX
MEPOIIPUATHH;

(ITynkt gomonnuTenbHO BKIoYeH ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

53) peuent Ha JEKAPCTBEHHBIN MTpenapar - MMCbMEHHOE Ha3HAYCHHE JIEKApCTBEHHOTO Mperapara
10 YCTaHOBJICHHON (hopMe, BBIJAHHOE MEIUIIMHCKUM HIIM BETEPUHAPHBIM PAOOTHUKOM,
MMEIOLIMM Ha 3TO MPABO, B LEJAX OTIYCKA JEKAPCTBEHHOIO IpenapaTa Uiu €ro U3roToBJIEHUS U
OTIYCKa;

54) TpeboBaHNE MEIULIMHCKON OpraHn3alluy, BETEpUHAPHON OpraHU3aIiy - JOKYMEHT
YCTAHOBJICHHOH ()OPMBI, KOTOPBIH BBIITMCAH MEIUIIMHCKUM UM BETEPUHAPHBIM PaOOTHUKOM,
MMEIOLIIM Ha 3TO MPaBo, U COAEPKUT B MUCbMEHHON (popMe yKa3aHHEe aTeuHOI OpraHu3alun
00 OTIyCKe JIEKApCTBEHHOTO IMTpenapara Uik O €ro U3TOTOBJIEHUH U 00 OTITyCKe JIs
oOecrnievyeHus JeuedHoro mpoiecca B MEIULIUHCKON OpraHn3aluy, BETEpUHAPHONW OpraHu3aluiy;

55) KoMILIEKCHAas! OLICHKA JIEKapCTBEHHOTO Npenapara - OLeHKa 3aperucTpUPOBaHHOIO
JIEKapCTBEHHOTO Mperapara, BKIIouaromias B ce0s aHaIu3 MHPOPMaIUK O CPaBHUTEIbHOM
KIMHU4ECKON 3 (hEeKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOI'O IIpernapaTa, OLeHKY
HKOHOMHYECKHUX MOCJIEICTBUI €T0 IPUMEHEHM S, U3YUEHHUE JOTIOIHUTEIbHBIX TOCIIEICTBUN
MIPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara B UeNsIX TPUHITHS PEIIeHUH 0 BO3MOXKHOCTH
BKJIIOYEHHS JIEKAPCTBEHHOTO Mpernapara B epedeHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIITHX
JIEKapCTBEHHBIX MPENapaToB, HOPMATHUBHBIE MPABOBBIE AKThI U UHbIE TOKYMEHTHI,
OIpEACIAIONINE TOPSAAOK OKa3aHUsI MEUIIMHCKOM TOMOIIH, UM UCKJIFOUEHUS €r0 U3 YKa3aHHBIX
NepeyHs, aKTOB U JJOKYMEHTOB.

(ITynkT nomonuuTenbHO BKIoUeH ¢ 1 urons 2015 roga @enepanbHbIM 3aKOHOM OT 22 gexkalpst
2014 roma N 429-03)



I'napa 2. [TostHOMoOYMSs ¢erepaibHBIX OPraHOB
UCIOJIHUTEJIbHOU BJIACTH, OPraHOB UCIOJHUTEIbHOU
BJIACTH Cy0ObeKTOB Poccuiickon Degepanuu npu
o0paleHun JeKapCTBEHHBIX CPeACTB (CTaThu S - 6)

Cratbs 5. IlotHOMOYHSA (peepabHBIX OPTAaHOB MCIIOJHUTEIbHON BJIACTH IPH
o0paleHNH JeKAPCTBEHHbIX CPEACTB

K nomHOMOumsAM (penepanbHbIX OPraHOB UCTIOIHUTENBHOM BIACTH MPU OOpaIeHUH
JIEKapCTBEHHBIX CPEICTB OTHOCTCS:

1) npoBenenue B Poccuiickoit denepanuu eAMHON rocyAapCTBEHHOM MOJIMTUKU B 00J1aCTH
obecrieueHus JIeKapCTBEHHBIMHU TpernapaTamMu rpaxaad B Poccutickoii @enepanyu;

(ITynkT B penakiuu, BBeJleHHOM B feiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

2) yTBepxaeHue o0umx (hapMakomneHbIx craTeil, hapmMakoneHbIX cTaTell, u31anue
rOCy/IapCTBEHHOU (hapMaKoIeH, CO3aHNE U BEACHHUE peecTpa papMaKOIeHHBIX CTaHIaPTHBIX
00pasIioB;

(ITynkT B penakiuu, BBeJleHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

3) ocylecTBiIeHHE TOCYAApPCTBEHHOTO KOHTPOJIs (Haa30pa) B cepe oOpalieHus JeKapCTBEHHBIX
CPEICTB;

(ITynkt B penakuuu, BBeeHHOU B AeiictBue ¢ 25 utons 2012 roga denepanbHbIM 3aKOHOM OT 25
nroag 2012 roma N 93-D3.

4) nMUIIeH3UPOBaHKE MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPENICTB U (PapMaIieBTUIECKOM
JIeATETbHOCTH B COOTBETCTBHUHM C 3aKOoHOAaTeNbcTBOM Poccuiickoit denepanuu;

5) opraHuzanus dKCIepTH3bI TIEKAPCTBEHHBIX CPEICTB, ITUUECKOM IKCIIEPTU3HI BO3SMOKHOCTH
MPOBEJICHUS KIIMHUYECKOTO UCCIIEI0BaHMUS JIEKAPCTBEHHOTO Mpenapara s MeIUIMHCKOTO
MIPUMEHEHUS, SKCIIEPTU3BI TOKYMEHTOB, ITPEACTABICHHBIX IS ONIPEAEIEHUS BO3MOKHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIN Mpenapar Iyl MEIUIIMHCKOTrO TPUMEHEHUS MPU
rOCy/IapCTBEHHOW PETUCTPALIUY B KaUECTBE OPPAHHOTO JEKAPCTBEHHOTO Mpernapara;

(ITyskT B penakiuu, BBeileHHOH B neiicTtBue ¢ 1 uronst 2015 rona @enepaibHBIM 3aKOHOM OT 22
nexabps 2014 roga N 429-D3.

5 1) opranuzanus NpoBeACHUST KOMIUIEKCHON OIIEHKH JIEKAPCTBEHHOTO Mpernapara B IeNsIX
MPUHSTHUS PELIEHUNA O BO3MOKHOCTH BKJIFOUEHHS JIEKAPCTBEHHOTO IPEIapara B NEPEYEHb



YKU3HEHHO HEOOXOMMBIX U BKHEHUIIIUX JIEKAPCTBEHHBIX MIPEMapaTOB, HOPMATHUBHEIC PABOBBIC
aKThl U MHBIE JOKYMEHTBI, OIPEEIIAIONINEe TOPAI0K OKa3aHUs MEIULMHCKON MOMOIIN WIH
MCKIIFOUEHHS €T0 U3 YKA3aHHBIX MIEPEUHs], aKTOB U JIOKYMEHTOB;

(ITyakT momoaUTENbHO BKIIFOUEH ¢ 1 utonst 2015 roma denepanbHbIM 3aKOHOM OT 22 nekadpst
2014 roma N 429-03)

6) BbIJ1a4a pa3pellieHnil Ha MPOBEACHNE KITMHUYECKUX MUCCIICOBAHMM JIEKapCTBEHHBIX
MIPEIApaToB, BEACHUE PEECTPA BbIJTAHHBIX PA3PEIICHUI HA ITPOBEICHHUE KIMHUYECKUX
MCCJIEI0BAHMI JIEKAPCTBEHHBIX IIPENApATOB;

7) rocyaapcTBEHHAsl perucTpaius JeKapCTBEHHbBIX MPENapaToB, BEACHUE ITOCY1apCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEACTB;

8) opranu3auus 1 (WIK) NPOBEJCHUE UHCIIEKTUPOBAHUS CYyOBEKTOB OOpaIeHHs JIE€KapCTBEHHBIX
CPEJICTB Ha COOTBETCTBUE IIPaBHJIaM Ha/Jiexallel J1abopaTOpHON TPAKTUKHU, IIPaBUIaM
Ha/iIeKalled KIMHUYECKOH MPpakTUKK, IPaBUIaM HaJeKalled NPakTUKU XPaHEeHUs U
NIEPEBO3KH JIEKAPCTBEHHBIX IPENapaToB, IpaBuiaM HaJJIeKallel TucTpUObIOTOPCKON PAKTHKH,
IpaBUJIaM HaJJleKallel anTeqHol NpakTHKHY;

(Ilynkr B penakuuu, BBeeHHOMU B feiictBue ¢ 1 auBaps 2016 roga denepanbHbIM 3aKOHOM OT
22 nexabps 2014 roga N 429-D3.

8 1) opranuzanus u (W) TPOBEICHUE UHCTICKTUPOBAHUS CYObEKTOB OOpaIleHHst
JIEKaPCTBEHHBIX CPEJICTB HA COOTBETCTBHE TPEOOBAHUSIM IIPABHII HaAIEKAIEH
IIPOU3BOJICTBEHHON IPAKTUKH, BblJjaua 3aKJIFOUEHUIN O COOTBETCTBUU POU3BOIUTENS
JIEKapCTBEHHBIX CPEICTB TPEOOBAHUAM MPaBUI HAJJIEKAIeH MPOU3BOICTBEHHOM MPAKTUKH;
(ITynkt nonosnHuTenbHO BKItoueH ¢ 1 uronst 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

8 2) ycTaHOBIIEHUE TIOPSAKA BEACHUS U BEJICHUE FOCYAapCTBEHHOTO PeecTpa 3aKJII0UeHUH O
COOTBETCTBUU MPOU3BOAUTENS IEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPaBUIT HaANEKAIIEH
IIPOU3BOJICTBEHHOM NPAKTUKH;

(ITynkt gomonHuTenbHO BKItoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

9) rocynapcTBeHHas perucTpalys yCTAaHOBICHHBIX POU3BOIUTENSIMU JIEKAPCTBEHHBIX
IpenapaToB MPeaesIbHBIX OTIYCKHBIX 1I€H Ha )KU3HEHHO HE0OX0AMMBbIE U BaKHEHIIne
JIEKApCTBEHHBIE IIPENapaThl U BEJEHUE TOCYAAPCTBEHHOIO peeCTpa MPEIEIbHbBIX OTIYCKHBIX LIEH
IIPOU3BOJUTENICH HA JIEKAPCTBEHHBIE IIPETIAPATh], BKJIIOUEHHBIE B IIEPEUYECHb JKU3HEHHO
HEOOXOUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

9 1) cornacoBaHue NPOEKTOB PELICHUI OPTaHOB UCIIOIHUTENBHOM BIACTH CYOBEKTOB
Poccuiickoit @enepauu 00 yCTaHOBIECHUH U (MJIM) U3MEHEHUU MPEIEIbHBIX Pa3MEPOB ONTOBBIX
Ha/10aBOK U MpEeAETbHBIX Pa3MEPOB POZHUYHBIX HA/I0ABOK K (DaKTHUECKUM OTIYCKHBIM LIEHAM,
YCTaHOBJIEHHBIM IIPOU3BOAUTEINSIMU JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE
npenapaThl, BKIIOUYEHHBIE B IEPEYCHb KU3HEHHO HEOOXOJMMbIX M BaKHEHIIINX JIEKAPCTBEHHBIX



Mpenaparos;
(TTyskT momonHuTenbHO BKIoUeH deaepanbubiM 3akoHoM 0T 13 mroist 2015 roga N 241-D3)

10) ycranoBiieHue mopsiika BBO3a JIGKApCTBEHHBIX cpencTB B Poccuiickyio denepaiiuio u
BBIBO3a JIEKAPCTBEHHBIX CpeACTB U3 Poccuiickoi denepannu;

(ITynkT B penakiuu, BBeieHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

10 1) BbIaua, yCTaHOBJICHHUE MOPSAIKA BBIJAUU U (HOPMBI JOKYMEHTA, KOTOPBIA OATBEPIKIACT,
YTO MPOU3BOJICTBO JIEKAPCTBEHHOT'O IIperapara OCyIIeCTBIEHO B COOTBETCTBUU C TPEOOBAHUSIMHU
IIPaBWJI HaJJIeXkKallel IPOU3BOJCTBEHHON IPAKTUKH, U MOJJIEKUT IIPEICTABICHHUIO 110
TpeOOBaHUIO YIIOJIHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHbIN
npernapar;

(ITynkT momoaUTENbHO BKIIFOUEH ¢ 1 utonst 2015 roga denepanbHbIM 3aKOHOM OT 22 nekadpst
2014 roma N 429-03)

10_2) BbIava, yCTaHOBJICHUE TTOPSIKA BBIIAYX M (DOPMBI JOKYMEHTA, COJICPIKAIIEro CBEICHUS O
CTaUsIX TEXHOJOTHMUYECKOTo Mpolecca MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEICTBA JUIs
MEAMIIMHCKOTO IPUMEHEHHUSI, OCYIIECTBIISIEMBIX Ha TeppuTopun EBpa3zuiickoro 3KOHOMHU4ECKOIr0
COI034;

(ITynkt nonosiHuTenbHO BKIoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 rona N 429-d3; B pegakiuu, BBeAeHHOH B JielicTBue DenepanbHbIM 3aKOHOM OT 13 nrois
2015 roga N 241-®3.

1 1) CO31aHUC COBCTOB I10 BOIIPOCaM, CBA3aHHBIM C o6pameHHeM JICKapCTBCHHLIX CPCACTB;

12) aTTectanus u cepTUuPUKAIMS CICIIHATNCTOB;

13) mynkt yrpatui cuity ¢ 1 centa0ps 2013 rona - @enepanbHelii 3akoH ot 2 utonst 2013 rona N
185-d3;

14) ocymectBnenue papMakoHa130pa;
(ITynkT B penakiuu, BBeleHHOM B neiicTBue ¢ 1 uronst 2015 rona denepaibHBIM 3aKOHOM OT 22
nexabpst 2014 roma N 429-D3.

15) yuactue B MEXIyHApOAHOM COTPYJHUYECTBE;

16) monmydeHwue 1mo 3ampocam yImoJTHOMOUYEHHOTO (helepaibHOTO OpTaHa UCTIONHUTEILHON BIACTH
OT OpraHOB HUCIIOJIHUTEIBHOMN BIacTU CyOheKTOB Poccuiickoit denepannu, a Takke OT
CyOBEKTOB OOpaIeHus JIGKAPCTBEHHBIX CPEICTB JJII METUIITMHCKOTO MPUMEHEHHS HH(HOPMAITIH
M0 BOIMIPOCaM YCTAaHOBJICHHUS U TIPUMEHEHUS IIeH Ha JIeKapCTBEHHBIE MpenapaThl U HaJ0aBOK K
HHUM;



17) npumeHeHne Mep OTBETCTBEHHOCTH 32 HapyIIEHHUE 3aKOHOAaTeNbCTBa Poccuiickoit
denepannu;

18) yTBepkaeHUE MpaBUII HAJIekKAIIeH 1a00paTOpHON MPAaKTUKH, TTPABIIT HaIE)KAIIEH
KIIMHUYECKON MPAKTHKH, IPaBUII HaJUIeXkKalled MPOU3BOICTBEHHON MTPAKTHKY, IPABUIT
Ha/JIeXKAIIEH TIPAKTHKU XPAHCHUS U TIEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB, MPaBUIT
HaJJIeXKalel JUCTPUObIOTOPCKOM MPaKTUKHU, MPABUJI HAJUJIeKaIe aTeqYHON IPAKTUKH, TPaBUII
Ha/JIeXKAIIeH MPakTHKU (apMaKkoHaA30pa JICKAPCTBEHHBIX NIPENapaToB il MEAUIIHHCKOTO
MIPUMEHEHUS;

(ITyaxt nonmosHUTEeNbHO BKItoUeH ¢ 1 uronst 2015 roga denepanbHbIM 3aKOHOM OT 22 feKadps
2014 roma N 429-03)

19) ycranoBneHue nmopsiika GOpMUPOBAHUS PETUCTPAIMOHHOTO JOChE Ha JICKAPCTBEHHBIN
npenapar u TpeOoOBaHUH K JOKYMEHTaM B €0 COCTAaBE;

(ITynkt nonosHuTenbHO BKItoUYeH ¢ 1 uronsg 2015 rona denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

20) yTBepkeHHE MPaBUI PAIIMOHATFHOTO BHIOOpA HANMEHOBAHUH JIEKAPCTBEHHBIX MPENapaToB
JUTSL MEAUITUHCKOTO IPUMEHEHUS,

(ITynkt gonmonHuTenbHO BKIOoUYeH ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 rona N 429-®3)

21) yrBepkeHHE NepevyHs HAMMEHOBaHUH JIEKAPCTBEHHBIX (OPM;
(ITynkt nonosiHuTenbHO BKIoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

22) ¢popmMupoBaHue peecTpa TUIIOBBIX HHCTPYKIMH 110 METULIMHCKOMY IPUMEHEHHUIO
B3alMO3aMEHSAEMBIX JIEKaPCTBEHHBIX ITPENApPaTOB;

(ITynkt nonosnHuTenbHO BKIoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

23) yTBepkaeHue TpeOOBaHUN K MHCTPYKIIUU IO MEAUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHBIX
MpenapaToB U K HHCTPYKIIMH 110 BETEPUHAPHOMY ITPUMEHEHHUIO JICKAPCTBEHHBIX MTPENapaToB;
(ITynakt gomonHuTenbHO BKItoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

24) nocynebHoOe 3aKphITHE CAUTOB, COAEPKAIIUX HHPOPMALIHIO O POSHUYHOI Mpojake
JTUCTaHIIMOHHBIM CIIOCOOOM, TPEUIOKEHHE O MPUOOPETEHUH JUCTAHIIMOHHBIM CIIOCOO0M,
JIOCTaBKe IMCTAHLIMOHHBIM CIIOCOOOM U (WiIM) nepeiadye (PU3NIeCKOMY JIMILY TUCTaHITUOHHBIM
CIocoOOM JIEKapCTBEHHBIX MPENapaToB, HAPKOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENApPATOB, 3a UCKIIOUEHUEM CIIy4aeB, YCTAHOBIECHHBIX
ITpaBuTenscTBOM Poccuiickoit @enepanuu.

(ITynxT nomonuuTenbHO BKIoUeH ¢ 1 urons 2015 roga @enepanbHbIM 3aKOHOM OT 22 fexalpst
2014 roma N 429-03)



Crartbsa 5_1. llepexaua ocyuiecTBjieHUs MOJTHOMOYHIA (perepaibHbBIX OPraHOB
HCIIOJIHUTEJIbHOH BJIACTH NPH 00pALLIEeHUH JIEKAPCTBEHHBIX CPEeICTB OPpraHam
HCIOJHUTEJIbHOM BjacTH cy0bekToB Poccuiickoit @enepanuu

[TonmHOMOuUMS (eepabHBIX OPraHOB UCIIOJHUTENBHON BIACTU P 0OpAIIeHUH JIeKapCTBEHHBIX
CPEJICTB, IPEAYCMOTPEHHbIE HacTOSIUM DeiepalibHbIM 3aKOHOM, MOTYT IIE€pelaBaThCs AJIs
OCYIIECTBIICHUS OpraHaM UCIIOJHUTEIBHON BJIacTH cyObekTOB Poccuiickoit denepannn
nocranosiieHusMu I[IpasurenscTBa Pocculickon @enepanyu B OpsAIKE, yCTAHOBICHHOM
®denepanbHBIM 3aKOHOM OT 6 OKTI0pst 1999 roga N 184-D3 "O06 oOmux npuHIMIAX
OpraHu3aIMyi 3aKOHOJATENIbHBIX (MPEICTABUTEIbHBIX) U UCIIOTHUTEIIbHBIX OPTaHOB
rocyapCTBEHHOM Bi1acTH cyObekTOB Poccutickoii deneparu’.

(Cratps nonoaHUTENBHO BKItOUeHa ¢ 24 urond 2015 roga denepanbHbIM 3aKOHOM OT 13 nross
2015 roma N 233-03)

Cratb 6. Ilo1THOMOYHSA OPraHOB HCIOJTHUTEIBLHOM BJIACTH Cy0ObeKTa
Poccuiickoii @enepanyu npu 00palieHNH JIEKAPCTBEHHBIX CPEICTB

K nmonHomMouusiM opraHoB UCHIOTHUTENBHOM BIacTH cyobekTa Poccuiickoit @eneparnuu npu
0oOpaleHuH JTeKapCTBEHHBIX CPEJCTB OTHOCSITCS:

1) pazpaboTka u peanu3anus perHOHABHBIX IPOTpaMM 00ecrieueHHs HaCeIeHUs
JIeKapCTBEHHBIMHU IIperapaTamu;

2) ycTaHOBJIEHHE MIPENIENbHBIX pa3MEPOB ONTOBBIX HAaJJ0ABOK U MPEEIbHBIX pa3MEPOB
PO3HUYHBIX Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM LI€HaM, YCTaHOBJIEHHBIM MTPOU3BOAUTENISIMU
JIEKApCTBEHHBIX IPENAPaTOB, HA JICKAPCTBEHHBIE MTPENapaTsl, BKIIFOUEHHBIE B IIEPEUYCHb
KU3HEHHO HEOOXOMMBIX U BaKHEHMIINX JIEKAPCTBEHHBIX MPENaparoB;

3) ocylecTBIeHNE PETMOHATIFHOTO TOCY/IApCTBEHHOTO KOHTPOJIS 32 TPUMEHEHUEM 1IeH Ha
JIEeKapCTBEHHBIE MPENapaThl, BKIIOUYEHHBIE B IEPEUeHb )KU3HEHHO HEOOXOUMBIX M BaKHEHIIINX
JIEKapCTBEHHBIX MPEMapaToB, OPraHU3AIMUSIMU ONITOBOM TOPTOBIIH, alITEUHBIMU OPTaHU3AIUSIMH,
WHAUBUAYAIbHBIMH MPEANPUHUMATENIMU, UMEIOIIMMH JTUICH3UIO Ha (papMalleBTUYECKYIO
JeSTETbHOCTD.

(ITynkt B penakuuu, BBeJieHHOM B AeiictBue ¢ 25 utons 2012 roga denepanbHbIM 3aKOHOM OT 25
nroHs 2012 roga N 93-D3.

I'nasa 3. I'ocynapcTrBenHas papmakonest (cTaTbm 7 - 7)



Cratbs 7. PazpaboTka u u3ianue rocyaapcTrBeHHoi ¢gpapmakoneu, pa3MellieHue
JAHHBIX 0 Hell

1. I[Tox rocynapcTBeHHOH (hapmakoreeid TOHUMAETCs CBOJT 00X (hapMaKOTICHHBIX CTAaTeH U
(dhapMaKOIeHHBIX CTaTEH.

2. Pa3zpabotka o0mmx (apmakoreiHpIx ctateid 1 (papMakoneiHpIX cTaTei, B TOM YHCIe
(dbapmMakoIeHbIX cTaTei Ha (papMaKoIeHbIe CTaHAPTHBIC 00pa3Ilbl, U BKIIFOYCHHE UX B
rOCy/IapCTBEHHYIO (PapMaKOIEeI0 OCYIIECTBISIOTCS B MTOPSIKE, YCTAHOBICHHOM
YIIOJIHOMOYEHHBIM (DeiepaibHbIM OPTaHOM HCIIOTHUTEIIBHON BIIACTH.

(YacTp B penakiuu, BBeieHHOH B feiicTBre ¢ 1 urons 2015 rona @enepanbHBIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

3. Pa3pabotka dapmakoneitHoi cTaThy Ha peepEeHTHBIN JIEKApCTBEHHBIN Mpenapar u
BKJIFOYEHHE €€ B TOCYIapCTBEHHYIO (DapMaKomero B TEUEHUE CPOKa JICUCTBUS 3aIUThI
UCKITIOYUTENLHOTO MPaBa, Y0CTOBEPEHHOTO MATEHTOM Ha peepEeHTHBIN JIeKapCTBEHHBIN
mpernapar, OCYIISCTBIITIOTCS ¢ COTJIacHsl ero pa3paboTdnka.

(YacTp B penakiuu, BBeieHHOU B feiicTBre ¢ 1 uroms 2015 romga denepaibHBIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

4. T'ocynapcTBeHHas papMakories U3JaeTcsl yIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM
UCTIOJTHUTEIILHOW BJIACTH 32 CYET CPEACTB (heAepabHOTO OI0KETa U MOIJISKUT TIEPEH3TaHUSM
HE peXe YeM OJIUH pa3 B MATh JIET, B IEPUO MEKAY KOTOPHIMU U3JIAI0TCS IPUITIOKEHUS K
rocyIapCTBEHHOU (hapmakoree, coaepkamniie oomue GapMaKoIneHbIe CTaThH U (HITH )
dapmakorneliHble cTaThH, YTBEPKICHHBIC TIOCTIE U3AaHUS WU TTePEU3JaHusI TOCYAapCTBEHHOM
dbapmakoren.

5. YronHOMOYEHHBIH (eiepaabHblil OpraH HCTIOTHUTEIHHOM BIACTH pa3MellaeT JaHHBIE O
rocyJapCTBEHHOH (papMakoriee 1 MPUIOKEHUIX K Hel Ha CBOeM O(pHIIMaIbHOM CaliTe B CETH
"MHTepHeT" B yCTAaHOBJIEHHOM UM HOPSIKE.

I'naBa 4. I'ocynapcTBeHHBIH KOHTPOJIb IIPH 00palIeHUH
JIEKAPCTBEHHBIX CPeaCTB (cTaThu 8 - 9)

Crartbs 8. JIMeH3upoBaHUe NPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB U
(papmaneBTHYECKOH 1eATEJIbHOCTH

1. JIuieH3upoBaHUE MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB U (papMalleBTUYECKOM
JESATEIIBHOCTH OCYLIECTBIISIETCS B COOTBETCTBUU C 3aKOHOATENbCTBOM Pocculickoit denepanuu.

2. O0s3aTENBHBIM YCIIOBUEM TPEIOCTABICHUS JTUIICH3UH HA TTPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEJICTB SIBJISETCS MPUIIOKEHUE K 3asBJICHUIO COUCKATEIIS JIMLIEH3UU TIEPEUHS JIEKAPCTBEHHbBIX
dbopm 1 (Mau) BUAOB (hapMarleBTUIECKUX CyOCTaHIIUM, KOTOPHIE TPOU3BOAUTEIb JIEKAPCTBEHHBIX



CpPEACTB HAMEPEH NTPOU3BOJIHUTD.

3. B cimyuae He0OX0AMMOCTH PACIIMPEHUS IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB 3a CUET
HOBBIX JIEKAPCTBEHHBIX (OPM U BUI0B (hapMaIleBTUYECKUX CYyOCTaHIIMI IPOU3BOIUTENH
JIEKapCTBEHHBIX CPEICTB JOJDKEH MOIYYUTh HOBYIO JIMLICH3UIO HA IPOU3BOACTBO JIEKAPCTBEHHBIX
CPEJICTB.

Cratbs 9. 'ocynapcTBeHHBI KOHTPOJIb (HaA30p) B cdepe oOpameHust
JIEKAPCTBEHHBIX CPE/ICTB

1. F'ocynapcTBeHHBINH KOHTPOJIb (Ha130p) B chepe oOpaiieHust JeKapCTBEHHBIX CPEACTB
BKJIIOYAET B ceO0sl:

1) MUIIEH3MOHHBIA KOHTPOJIb B Chepe MPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB U B chepe
(bapMaleBTUYECKOH 1eATEIbHOCTH;

2) dbenepanbHBIN TOCYIaPCTBEHHBIN HaI30p B cpepe oOpallieHus JeKapCTBEHHBIX CPEICTB;

3) BBIOOPOUYHBII KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX CPE/ICTB.
(ITynkt gonmonHuTenbHO BKItoUYeH ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

2. JInueH3uOHHBIA KOHTPOJIb B chepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB U B chepe
(bapMalLeBTUYECKOM 1eATEIbHOCTH OCYIECTBIISIETCS YIIOJTHOMOYEHHBIMH (pe/iepalIbHbIM
OpPraHOM HCHOJHUTENIbHON BJIACTH M OpraHaMU MCIIOJHUTEIbHOM BIACTH CYObEKTOB
Poccniickoit denepanuu cormacHO UX KOMIIETEHIIMM B MOPSIKE, YCTAaHOBIEHHOM (DeiepanibHbIM
3aK0HOM OT 26 nexadps 2008 roma N 294-d3 "O 3amure mpaB IOPUIAICCKUX JIUIT U
MHAMBUAYAJIbHBIX [TPEeANPUHUMATENEH MPU OCYILIECTBICHUH IOCYAapCTBEHHOTO KOHTPOJIS
(Haz30pa) U MyHHUIMIIATBHOTO KOHTPOJIA", C Y4E€TOM 0COOEHHOCTEH OpraHu3alnu 1 MpOBEACHUs
POBEPOK, ycTaHOBIeHHBIX DenepanbHbiM 3akoHOM 0T 4 Mast 2011 roga N 99-®3 "O
JIMILIEH3UPOBAHUM OTJIEJIbHBIX BHJIOB JIEATEILHOCTH'" .

3. denepanbHbIi TOCYAapCTBEHHBIN HAA30p B chepe oOpalleHus JIeKapCTBEHHBIX CPEICTB
OCYIIIECTBIISIETCS YITOJIHOMOUYEHHBIMHU (he/iepaibHbIMU OpraHaMU UCIIOJIHUTENIBHOM BIaCcTH
(tayiee - opranbl rOCyJapCTBEHHOTO HAJ[30pa) COTJIACHO UX KOMIIETEHIIMH B TIOPSIZIKE,
yctaHoBieHHOM [IpaBurensctBom Poccniickoit denepanun.

4. ®enepanbHBIN TOCYIaPCTBEHHBIN HA/I30p B chepe oOpalleHus JIeKapCTBEHHBIX CPEJICTB
BKJIFOYAET B ceO4:



1) opranu3anuio 1 NpoBeieHHe MPOBEPOK COOIOICHUS CyOhEKTaMU O0paIieHus
JICKaPCTBEHHBIX CPENICTB YCTAHOBJICHHBIX HACTOAIUM DenepaabHbIM 3aKOHOM U IPUHSATHIMHY B
COOTBETCTBUU C HUM MHBIMM HOPMAaTUBHBIMHU IIpaBOBbIMU akTaMu Poccuiickoit denepanuu
TpeOOBaHUH K TOKIMHUYECKUM HCCIIEJOBAHUAM JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKUM
MCCIJIEIOBAHMSIM JIEKAPCTBEHHBIX IIPENapaToB, XpaHEHUIO, IEPEBO3KE, BBO3Y B Poccuiickyro
®denepanuio, OTIYCKY, peaan3aluy JIEKapCTBEHHBIX CPEICTB, IPUMEHEHUIO JIEKAPCTBEHHBIX
IpenapaToB, YHUYTOKEHUIO JIEKAPCTBEHHBIX CPEJCTB, a TAKXKE COOIIOACHHUS YITOTHOMOUYECHHBIMHU
OopraHaMy HCITOJTHUTEIIBHOU BiIacTH cyOBekToB Poccuiickoit denepanuyn METOMKA
YCTAHOBJICHHS MTPECIIbHBIX pa3MEPOB ONTOBBIX HAI0ABOK U MPEIEIbHBIX Pa3MEPOB PO3HUUHBIX
Ha/10aBOK K (DaKTHYECKUM OTITYCKHBIM LI€HAM, YCTaHOBJICHHBIM IIPOU3BOAUTEIAMU
JIEKapCTBEHHBIX [IPENAapaTOB, HA JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUEHHBIE B IEPEUCHD
XKU3HEHHO HEOOXOMMBIX U BaKHEHMILNX JIEKAPCTBEHHBIX MPENnaparoB (Jajee - 00s3aTenbHbIe
TpeOoBaHus);

2) opraHu3aIMIo U MPOBEICHUE IPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEJCTB, HAXOSAIINXCS
B TPKIAHCKOM 000pOTE, yCTAaHOBJICHHBIM TPEOOBAHUSAM K X KA4ECTBY;

3) opraHuzanuio u nposejeHue papMakoHaI30pa;

4) npuMeHEeHHE B MOPAJIKE, YCTAHOBJICEHHOM 3aKOHOaTeNnbcTBOM Poccuiickoit denepanuu, mep
IO MMPECCUCHUIO BBISBICHHBIX HAPYIICHUI 00sI3aTEIIbHBIX TPEOOBaHMIA U (MJIH) YCTPAHEHHUIO
MOCIEACTBUI TaKUX HApYyIIEHUH, B TOM YHCIIE MPUHATUE PEUICHHS O HAXO0XKICHUU
JIEKapCTBEHHBIX CPEJICTB B OOpAIlIEHUHU, BbIJa4y IPEANUCAHUI 00 YCTPAaHEHUH BBISBICHHBIX
HapyIICHUN 00s3aTeNbHBIX TPEOOBAHHI U IPUBIICYCHUE K OTBETCTBEHHOCTH JIUILI, COBEPIIUBILINX
TaKue HapyIICHHUS.

(Yacts 4 B penakumu, BBeAcHHOU B aeiicTBue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 22
nekadpst 2014 roga N 429-03.

5. @enepanbHbIi rOCyAapCTBEHHBIN HAI30p B chepe 0OpalieHns JeKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS B MOPSAKE, yCTaHOBIIEHHOM DeepaibHbIM 3aK0OHOM OT 26 aexadpst 2008 rona
N 294-®3 "O 3amuTe npaB IOPUAUYECKUX JTUI U UHAUBUAYAIbHBIX MPEANPUHUMATENEH TIpU
OCYIIECTBIIEHNUHU TOCYAAPCTBEHHOTO KOHTPOJIS (HAA30pa) U MYHHUITUTIATHLHOTO KOHTPOJIs", C
y4eToOM 0COOEHHOCTEH, YCTaHOBIIEHHBIX HACTOsAMIEH cTaThel. [IpeaBapuTenbHOe COTIaCOBAaHUE C
opraHaMu MPOKYpPaTypbl CPOKOB MPOBEICHUS BHEIIJIAHOBOM MPOBEPKU CYOBEKTOB OOpaIICHHS
JIEKAPCTBEHHBIX CPEJICTB, a TAK)KE MTPEABAPUTEIILHOE YBEAOMIICHNE FOPUINYECKUX JIUII,
WHIUBUIYAJILHBIX TIPEINPUHUMATENIEH 0 Havase MPOBEEHUs dTOM MPOBEPKHU HE TPeOyeTCsl.
Opransl POKYypaTypsl U3BEIIAIOTCS O MMPOBEICHUN BHETLIAHOBOM MPOBEPKH CYOBEKTOB
oOpalieHus JeKapCTBEHHBIX CPECTB MOCPEICTBOM HAIPABIEHHUS COOTBETCTBYIOIINX
JIOKYMEHTOB B T€UEHHUE TpeX paboumx JAHEH ¢ MOMEHTa OKOHYaHUS MPOBEACHUS YKa3aHHOM
BHEIUUIAHOBOM MPOBEPKH.

(HUacTtp B penakmuu, BBeleHHOU B feiicTBue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

6. Jlo/mKHOCTHBIE JIMIIa OpraHa roCy1apCTBEHHOTO HAJ30pa B MOPAJIKE, yCTAHOBIEHHOM
3aKoHoaresbeTBOM Pocceuniickont denepannu, UMEIOT IIPaBo:



1) moy4aTh Ha OCHOBAaHMM MOTHBUPOBAHHBIX MUCbMEHHBIX 3alIPOCOB OT CYOBEKTOB OOpaIICHHS
JIEKapCTBEHHBIX CPEJICTB, OPTaHOB UCIIOJIHUTEILHON BIacTH cyonekToB Poccuiickoit deneparun
¥ OpPraHOB MECTHOT'O CaMOYIPABJICHUS TOKYMEHTHI M HH(OPMAIIHIO 110 BOIIPOCaM 00palieHuUs
JIEKapCTBEHHBIX CPEJICTB;

2) GecnpensATCTBEHHO IO MPEIbSIBICHUH CIY)KEOHOTO YIOCTOBEPEHHS U KOTIUU TPUKa3a
(pacniopsieHus) opraHa rocyJ1apcTBEHHOI'O HaJ[30pa O Ha3HAuYE€HUH ITPOBEPKH MOCELIaTh
MCIIOJIb3YEMbIE IOPUANYECKUMU JIMLIAMHU, UHAUBHUIyaJIbHBIMU [IPEANIPUHUMATEISAIMH,
ABJISIIOIIMMUCS CyOBEKTaMH 00pallieHHsl JIEKapCTBEHHbBIX CPEACTB, IIPU OCYLIECTBICHUN CBOEH
JESTEIbHOCTH TEPPUTOPUH, 3AaHMSI, TIOMELLIEHUS U COOPYKEHUS B LENSIX IPOBEICHUS
MEpONPUATHIA IO KOHTPOJIIO;

3) mpoBOAUTE OTOOP 00PA3IOB JIEKAPCTBEHHBIX CPEICTB, MPEIHASHAYCHHBIX JIJIS pean3aIiu 1
pean3yeMbIX CyObeKTaMH 0OpaleHus IEKApCTBEHHBIX CPEICTB, JJIs IPOBEPKU UX KauecTBa,
MIPOBEJICHUS MCCIIC0OBAHUM, UCIIBITAHUA B COOTBETCTBUU C IMPAaBUIIAMH 0TOOpa 00pasIios,
YCTaHOBJICHHBIMHU YIIOJIHOMOUYEHHBIM (hesiepaaIbHbIM OPraHOM UCTIOTHUTENBHOM BIIACTH;

4) BbIIaBaTh CyOBEKTaM OOpAICHHS JICKAPCTBEHHBIX CPEJICTB MPEANUCAHUS O IPEKPAIICHUN
HapYIICHUI 00s3aTeNIbHBIX TPEOOBAHHUHM 1 00 YCTPAaHEHHUH BBISBICHHBIX HAPYIICHUH
00s13aTeIbHBIX TPEOOBAHMIA;

5) HanpaBIAThH B YIOJIHOMOYEHHBIE OPraHbl MaT€pUalIbl, CBSI3aHHBIE C HAPYLLIEHUSIMU
00s13aTeNIbHBIX TPeOOBaHUH, JUIsl pELLICHHs BOIPOCOB O BO30YKIEHUN YIOJIOBHBIX /1€ 10
IIPU3HAKAM IIPECTYIUICHUM.

7. BBI60pO‘IHBIfI KOHTPOJIb Ka4€CTBa JICKAPCTBCHHBIX CPCACTB OCYIICCTBIISICTCS
YIIOJIHOMOYCHHBIM q)eI[CpaHI)HI)IM OopraHomM HCIIOJIHUTCILHOM BIACTH B YCTAaHOBJICHHOM UM
MOpsAAKE U BKIIKOYACT B ceos:

1) 06paboTKy cBeACHUH, B 003aTEIbHOM MOPSAIKE MPEIOCTABISIEMbIX CYyObeKTaMu 0OpallieHus
JIEKapCTBEHHBIX CPEACTB, O CEPHUSIX, MAPTHIX JIEKAPCTBEHHBIX CPEJICTB, MMOCTYIAIONINX B
rpaxjaaHckuii o6opot B Poccuiickoii @enepanum;

2) oTO60p 00pa3IoB JEKAPCTBEHHBIX CPEJICTB Y CYOBEKTOB 0OpaIlleHUs JIEKAPCTBEHHBIX CPEJICTB B
HEJISIX TIPOBEICHHS UCTIBITAHUI HA MX COOTBETCTBUE TPEOOBAHUSIM HOPMATHBHOM JTOKYMEHTALIUN
HJIM HOPMATUBHBIX JTOKYMCHTOB;,

3) npuHATHE TIO pe3yJabTaTaM MPOBEIECHHBIX UCIIBITAHUHN PELICHHs O AalbHEHIIeM IpaX/1aHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO CPENICTBA;

4) npuHATHE YIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTEIbHOMN BIACTH PEILIEHUS O
nepeBo/ie JIEKapCTBEHHOIO CPEACTBA Ha MMOCEPHIHBIN BEIOOPOUHBIA KOHTPOJIb KauecTBa
JIEKAPCTBEHHBIX CPEJICTB B Cydae MOBTOPHOTO BBISBICHHS HECOOTBETCTBUS Ka4eCTBA



JIEKapCTBEHHOTO CPEJICTBA YCTAHOBIIEHHBIM TPEOOBAHUSAM U (IIPH HEOOXOAUMOCTH) O MPOBEPKE
cyOBeKTa oOpaleHus JICKapCTBEHHBIX CPEACTB. PacXo/ibl, CBsI3aHHBIE C TIPOBEICHUEM
MIOCEPUITHOTO BHIOOPOYHOTO KOHTPOJIS KA4eCTBA JICKAPCTBEHHBIX CPEJICTB, OIJIaYUBAIOTCS
MIPOM3BOUTEIIEM JIEKAPCTBEHHOTO CPEJICTBA JIMOO0 JeprKaTeIeM HIIH BiIaIeblIeM
PErUCTPALIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOI'O IIpenapara.

(HacTp 7 monosHUTEIHHO BKItOUeHA ¢ 1 uroms 2015 rona denepaibHbIM 3aKOHOM OT 22 nekadpst
2014 roga N 429-D3)

(Cratbs B penakuuu, BBeACHHOU B neiicTBue ¢ 25 uroHsa 2012 roga denepaibHbIM 3aKOHOM OT
25 nronsa 2012 roga N 93-D3.

I'naBa 5. Pazpa0doTka, 10KJIHMHAYECKHE UCCJIETOBAHMS
JIEKAPCTBEHHBIX CPEACTB, a TAKKe KIMHUYECKHE
HCCJICIOBAHUS JIEKAPCTBEHHBIX NPENnaparoB JJIsl
BeTepHMHAPHOT0 NpuMeHeHUs (cTaThu 10 - 12)

Cratbs 10. Pazpa0oTka jeKapcTBEHHBIX CPeACTB

1. Pa3paboTka JeKapCTBEeHHBIX CPEJICTB BKIIFOUALT B €051 IOMCK HOBBIX (hapMaKOJIOTHUECKU
aKTHBHBIX BELIECTB, MOCJIEAYIONIEE N3YYCHNE UX JICKAPCTBEHHBIX CBOICTB, TOKIMHUYECKUE
UCCIIEIOBaHMS, Pa3pabOTKy TEXHOJOTHI MPOMU3BOICTBA (papMaIleBTUIECKUX CYOCTaHIIHIA,
pa3pabOTKy COCTAaBOB M TEXHOJIOTUI MTPOM3BOCTBA JICKAPCTBEHHBIX IPEIIapaToB.

2. dunaHcoBOE oOecIieueHre Pa3padOTKH JICKApPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS 33 CUET:
1) cpencTs penepanbHOro OrOIKETA;
2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpencTB MPOU3BOJUTENEH JTEKAPCTBEHHBIX CPEACTB PU BBIOJIHEHUH HAY4HO-
UCCIIEI0BATEIbCKUX PAOOT 1O JOTOBOPY MEKAY pa3pabOTUNKOM JEKAPCTBEHHBIX CPEACTB U
IIPOU3BOJUTEIIEM JIEKAPCTBEHHBIX CPEICTB;

4) MHBIX HE 3alpeleHHBIX 3aKOHOo1aTeNIbecTBOM Poccuiickoi denepannu HCTOYHUKOB.

3. HpaBa pa3pa60TqH1<a JICKAPCTBCHHOT'O CPCACTBA OXPAHATOTCA I'PAKAAHCKUM
3aKOHOJATCIIbCTBOM.



Cratbs 11. lokIuHAYECKOE HCCIEIOBAHNE JIEKAPCTBEHHOT0 CPEACTBA IS
MEeIUIMHCKOT0 MPUMeHEeHUs

1. JIOKITMHUYECKOE MCCIICIOBAHUE JIEKAPCTBEHHOTO CPEICTBA JIJISl MEUIIMHCKOTO MPUMECHEHUS
IPOBOUTCS ITyTEM NMPUMEHEHUS HAyYHBIX METOJIOB OIICHOK B IIEJISIX TOJTYYEHUS JI0KAa3aTeIbCTB
0€30MacHOCTH, KauecTBa 1 3PPEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

2. JIoKTMHUYECKOE UCCIIEIOBAHNE JIEKAPCTBEHHOT'O CPEACTBA IS MEIUIIMHCKOTO TPUMEHEHUS
MIPOBOAMTCS B COOTBETCTBUU C MPABUJIAMH HaJUIekKalIel 1a00paTOPHON MPaKTUKH,
YTBEP)KJICHHBIMU YIIOJTHOMOYCHHBIM (peiepaibHbIM OPTaHOM HCIIOTHUTEIHHOM BIIACTH.

(YacTp B penakiuu, BBeieHHOH B feiicTtBre ¢ 1 urons 2015 rona @enepanbHbIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

3. J1i1st opraHu3anuy ¥ IpoBeIeHUs TOKIMHUYECKOTO UCCIIE0BaHUS JIEKAPCTBEHHOI'O CPEICTBA
JUISL METULIUHCKOTO IIPUMEHEHUSI pa3pab0TUUKH JIEKAPCTBEHHBIX CPEACTB MOTYT IIPUBJIEKATh
HAY4YHO-UCCIIEJ0BATEIbCKUE OPraHU3aliK, 00pa3oBaTebHble OpraHU3alMy BbICLIETO
00pa3oBaHus, UMEIOIINE HEOOXOUMYIO MaTepHAIbHO-TEXHUYECKYIO 0a3y u
KBAJM(HULUPOBAHHBIX CIEIMATIMCTOB B COOTBETCTBYIOIIEH 00IaCTH UCCIIEOBAHUS.

(Yactp B penakuuu, BBeieHHOH B neiictBre ¢ 1 centsops 2013 roga dexepanbHbIM 3aKOHOM OT
2 urona 2013 roma N 185-P3.

4, ,Z[OKJII/IHI/ILIGCKOG HCCICOOBAHUC JICKAPCTBECHHOT'O CPCACTBA IJId MEANIUHCKOT'O IIPUMCHCHUA
IMPOBOAUTCH IO YTBCPKACHHOMY p8.3pa6OTLII/IKOM JICKApCTBCHHOT'O CPCACTBA IJIaHYy C BEACHUCM
IMPOTOKOJIA 3TOr0 UCCIICAOBAHUA U COCTABJICHUEM OTUCTA, B KOTOPOM COACPKATCA PC3YyIbTAThI
OTOI'0 UCCICAOBAHUA U 3aKIIFOUCHHUEC O BO3MOXKHOCTHU IMPOBCACHUA KIIMHUYCCKOTO UCCIICAOBAHUA
JICKApPCTBCHHOTO IIpriaparta 41 MCAUITUHCKOI'O IIPUMCHCHHUA.

5. [IpoBeaeHmne MpoBEepoOK COOIIIOICHHMS MPABIIT HAJIeKAIEH 1a00paTOPHON MPAKTUKH U
MIPaBOBBIX HOPM MCIOJIb30BaHUS KUBOTHBIX IIPU MPOBEACHUN JOKIMHUYECKUX UCCIEOBAaHUMN
JIEKAPCTBEHHBIX CPEJICTB JJISI MEAUITUHCKOTO MMPUMEHEHHUS OCYIIECTBIIACTCS YITOJTHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH.

(ITynkT B penakiuu, BBeleHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHBIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

6. Pe3ynbTaTel JOKIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO CPEJICTBA Il MEAULIUHCKOTO
PUMEHEHHS MOTYT OBbITh IPECTABICHBI B YIIOJTHOMOYEHHBIH (hesiepabHblii opran
VCIIOJTHUTENIbHOM BJIACTH B YCTAHOBJIEHHOM IOPSJIKE B LENSIX TOCYIapCTBEHHON PErUCTpalluu
JIEKapCTBEHHOT'O TIpernapara.

Crartbs 12. lokIuHHYeCKOE HCC/IeIOBAHNE JIEKAPCTBEHHOI'0 CPeICTBA U
KJIMHUYECKOe HCCJIeI0OBAHNE JIEKAPCTBEHHOTI0 NMpenapara i BeTepUHAPHOT0
NPUMEHEeHUsI

1. I[OKJ]I/IHI/ILICCKOC HCCICAOBAHUC JICKAPCTBECHHOT'O CPCACTBA IJI BETCPUHAPHOTO ITPUMCHCHU A
IMPOBOAUTCS MYTEM NMPUMEHCHUS HAYYHBIX METOJ0B OLICHOK B ICJIAX ITOJTYUCHUA JOKA3aTCIILCTB



0€e3011acHOCTH, KauecTBa 1 3 (HEKTUBHOCTH JICKAPCTBEHHOT'O CPE/ICTBA, B TOM YHCIIE
OTIpEeZIeTICHUS CPOKa €T0 BHIBEICHHS U3 OPTaHW3Ma KUBOTHOTO, B IIEJISIX 00ECTIeYeHUS
0€30M1aCHOCTH MPOAYKIIUH KUBOTHOTO MIPOUCXOXKACHUS TTOCIIE TIPUMEHEHHUS! COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO IIpenapara.

2. ,Z[OKJII/IHI/I‘-IQCKOC HCCIICAOBAHUC JICKAPCTBECHHOI'O CPEACTBA U KIIMHUYCCKOC UCCIICAOBAHNC
JICKApCTBCHHOT'O IIpfIriapaTta JJIs1 BETCPUHAPHOI'O IPUMEHECHU A, UCCIICIOBAHUC
OHMOAKBUBAJICHTHOCTHU YKa3aHHOI'0 JICKAPpCTBCHHOT'O IIpcIiapaTa NpPpOBOAATCA B COOTBETCTBUH C
ImpaBujIaMH, YTBEPKACHHBIMU YIIOJTHOMOYCHHBIM (bez[epaanbIM OpraHomM HCITOJIHUTSIIbHON
BJIACTH.

3. JIOKIIMHUYECKOE UCCIIEJOBAHUE JIEKAPCTBEHHOTO CPEACTBA U KIIMHUYECKOE UCCIIEJOBAHNE
JIEKapCTBEHHOIO IIperapara il BETEpUHAPHOT0 IPUMEHEHUS IIPOBOIATCS 110 YTBEPKIACHHOMY
pa3paboTUYUKOM JIEKaPCTBEHHOI'O CPEACTBA IUIaHy C BEJCHUEM IIPOTOKOJIOB 3TUX UCCIIEIOBaHUI
1 COCTABJICHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3yIbTaThl 3TUX UCCIICIOBAHNMN.

4. Jlnst opraHu3aiiiy ¥ MpOBEACHUS JOKIMHUYECKOTO UCCIIeI0BAaHUS JIEKAPCTBEHHOTO CPEJICTBA
U KJIMHHYECKOT0 UCCIIEIOBAHUS JIEKAPCTBEHHOT'O IIperapara /i BEeTepUHAPHOTO PUMEHEHHS
pa3pabOTUUK JICKAPCTBEHHOTO CPEJICTBA MOXKET MIPHUBJICKATh OpraHU3aIlii, UMEIOIITNE
HEOOXOUMYIO MaTePHAIbHO-TEXHUYECKYIO 0a3y U KBATU(PUIIMPOBAHHBIX CIICIIUAINCTOB B
COOTBETCTBYIOILEN 001aCTH UCCIIEI0OBAHUS.

5. Knuanyeckue HUCCIICAOBAaHUS JICKAPCTBCHHBIX IIPCIIApaTOB AJIs1 BETCPUHAPHOI'O IPUMCHCHUA
MMPOBOAATCA B BETCPUHAPHBIX OPraHU3alusaX U B OpraHru3aluAaAX, OCYHICCTBIAIONINX pa3BCACHUC,
BbIpalllUBAHUEC U COACPKAHNUC )KUBOTHBIX, B ICJIAX!:

1) ycraHOBIIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPENAapaTOB 3/10POBBIMH KUBOTHBIMU;

2) nobopa ONTUMANbHBIX TO3UPOBOK JIEKAPCTBEHHBIX IIPETIapaToB U Kypca JIeUeHUs Ha
KOHKPETHOMU IpyIIe )KUBOTHBIX C ONpe/IelIeHHBIM 3a00JI€BaHUEM;

3) ycra"oBiienust 6e30macHOCTU U 3(hPEKTUBHOCTH JIEKAPCTBEHHOTO TIpenapara,
MpeHa3HaYeHHOTO IS JICUEHUs ONpeAeNIeHHBIX 3a00IeBaHM )KUBOTHBIX, WU 3(PPEKTUBHOCTH
JICKapCTBEHHOTO TIperapara Jyisi Mpo(IIaKTHKY 3a00JIeBaHHIA 3I0POBBIX KHUBOTHBIX;

4) n3y4eHusi BO3SMOXKHOCTEN pacUIMpPEHNUs TOKa3aHUN K TPUMEHEHHUIO 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO TMperapara 1 BBISIBICHUS paHee HEU3BECTHBIX MOOOYHBIX JeHCTBUH.

6. Kimuanueckoe uccieaoBanue JeKapCTBEHHOT O Ipernapara /Ui BETEpUHAPHOTO PUMEHEHHS
OCYILECTBIISICTCS 32 CUET CPEACTB Pa3paboTUMKa JIEKAPCTBEHHOT'O CPEJICTBA.



7. OTueTsl 0 pe3ysbTaTax JOKIMHHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOT'O CPEACTBA U
KJIIMHUYECKOT0 MCCIIEIOBAHMSI JIEKAPCTBEHHOIO MIperapara Jyuisi BETepUHAPHOTO IPUMEHEHUs
COCTABJIAIOTCS pa3pabOTUMKOM JICKAPCTBEHHOTO CPEJICTBA C YYETOM 3aKJIIOUEHHUI OpraHn3anui,
MPUHUMABIINX Y4aCTUE B OPraHU3AIMH U IPOBEJICHUH 3TUX UCCIIEIOBAHUI.

8. KoHTpoJIb 32 IPOBEEHUEM TOKIMHUUECKUX HCCIIEA0BaHUN JIEKapCTBEHHBIX CPEJICTB U
KJIMHUYECKHX MCCIIeI0BaHUM JIEKAPCTBEHHBIX MTPENApaToB JUIsl BETEPUHAPHOTO TPUMEHEHHMSI
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOHUTEIIBHON BIACTH.

I'nmaBa 6. OcymecTBiIeHrE TOCYIAPCTBEHHOM PerucTpanuu
JIeKapCTBEHHBIX MpenapaToB (ctatbu 13 - 37)

Cratbs 13. 'ocynapcTBeHHasi perucTpanus JIeKapCTBEHHbIX NPenapaToB

1. B Poccuiickoit @enepanuu 10MyCKarOTCs MPOU3BOJICTBO, H3TOTOBIICHUE, XPAaHEHUE,
nepeBoska, BBo3 B Poccuiickyro denepanuro, BeiBo3 U3 Poccuiickon denepannu, pekiama,
OTIYCK, peanu3anus, nepeaada, IpUMEHEHNE, YHUUTOKEHNE JICKAPCTBEHHBIX MPEenapaToB, €CIU
OHH 3apErUCTPUPOBAHBI COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (eIepabHBIM OPTaHOM
HWCITIOJTHUTEILHON BIIACTH.

(HacTp B pemakiuu, BBeiIeHHOH B JelicTBue denepanbHbiM 3akoHOM OT 13 mrosst 2015 roga N
241-D3.

2. 'ocynapcTBeHHOM perucTpanuu MojIexKar:

1) Bce JiekapcTBEHHBIE ITpenapaThl, BIEpBbIE MOIeKalINe BBOY B oOpaiieHue B Poccuiickoit
Denepanuu;

2) nekapCTBEHHBIE MpenapaThl, 3aperuCTPUPOBAaHHbIE paHee, HO IPOU3BEIEHHBIE B IPYTHUX
JIEKapCTBEHHBIX (POpMax B COOTBETCTBHHU C NIEPEUHEM HAMMEHOBAaHUH JIEKApCTBEHHBIX (OPM, B
HOBOMH JTO3UPOBKE MPH JI0Ka3aTeIbCTBE €€ KIMHNYECKOW 3HAYMMOCTH U 3()(HEeKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX NPENapaToB.

3. 'ocynapcTBeHHas: perucTpanys JEKapCTBEHHbIX MIPENApaTOB OCYILIECTBIISIETCA 10
pe3ysibTaTaM 3KCIEepPTU3bI JIEKAPCTBEHHBIX CPEACTB, a TOCYIapCTBEHHAs pErUcTpalus oppaHHbIX
JIEKapCTBEHHBIX NIPENAPAaTOB OCYLIECTBIISIETCS MO PE3YJIbTaTaM dKCIEPTU3BI JOKYMEHTOB,
MPEJICTaBICHHBIX JUIsl ONPE/eNIEHNs] BOZMOXKHOCTH pacCcMaTpuBaTh JIEKapCTBEHHBIH npenapar
JUISL MEOULIUHCKOTO IIPUMEHEHMSI IIPU OCYILIECTBIEHUH I'OCYAAPCTBEHHOW PETUCTPALIUHU B
KadyecTBe Op(paHHOro JIEKApCTBEHHOT'O Mpenapara, 1 1o pe3yabTaTtaM dKCIEePTU3bI
JIEKapCTBEHHBIX CPEJICTB.



4. I'ocynapcTBEHHas pErucTpalys JIEKapCTBEHHOTO MperapaTa OCYIIECTBISETCS
COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (pesiepaibHbIM OPraHOM HCIIOJIHUTENbHON BJIACTH B CPOK,
HE MPEBBIMIAIONINN CTa MECTUACCATH PabOUNX THEH CO JIHS MPUHATUSI COOTBETCTBYIOLIETO
3asBJICHUS O TOCY/IaPCTBEHHON PErUCTPAllUU JIEKapCTBEHHOTO Mpenapara. B ykazaHHBIH cpok
BKITIOUAETCS BpEeMs, HEOOXOIUMOE I TOBTOPHOTO MTPOBEICHUS IKCIIEPTU3BI JICKAPCTBEHHOTO
CpEeICTBa B COOTBETCTBHUHM €O cTaTheid 25 HacTosero denepansHoro 3akoHa. Cpok
roCyJapCTBEHHOM pPEerucTpaliy JIEKapCTBEHHOTO IperapaTa HCYUCISIETCS CO JTHS IPUHATUS
COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (pesiepaibHbIM OPraHOM HCIIOJIHUTENBHON BIaCTU
COOTBETCTBYIOIIETO 3asiBJICHUS O TOCYJJAPCTBEHHON pEerucTpalluy JICKapCTBEHHOTO IIpernapara ¢
MPUIOKEHUEM HEOOXOIUMBIX TOKYMEHTOB IO JIeHb BbIJAUM PETUCTPALMOHHOTO YIOCTOBEPEHHUS
JICKapCTBEHHOTO Tpernapara. Bpemsi, Heo0XoauMoe JIjIsl HapaBJIeHUs YIOJTHOMOYCHHBIM
denepanbHBIM OPraHOM MCIIOIHUTEIBLHOM BIACTH 3apoca O MPEJCTaBICHUN HEOOXOJMMBIX
MaTepHaJiOB U MPECTaBICHUS 3asIBUTEJIEM OTBETA HA JIAHHBIN 3alIpOC B COOTBETCTBUH CO
ctatbsimu 16, 19 u 23 nacrosimero @eaepanbHOro 3aKOHA, HE YUYUTHIBAETCS MPU UCUUCTICHUH
CpOKa roCy/IapCTBEHHOU PEruCTpalliy JEKAPCTBEHHOTO Mperapara.

5. T'ocynapcTBeHHOI perucTpaiiy He MoIJIexKar:

1) JICKApPCTBCHHLIC NIpCriapaThl, U3TrOTOBJICHHBIC AlITCYHBIMU OpraHu3alluaAMU, BETCPUHAPHBIMU
AlITCUYHBIMU OpraHU3alUAMU, HTHAWBUAYAJIbHBIMU ITPEATTPUHUMATCIIAMU, KOTOPBIC UMCHOT
JIUIICH3UIO Ha q)apMaHeBTI/I‘-ICCKYIO ACATCIIBHOCTD, ITO pCUCIITaM Ha JICKAPCTBCHHLIC ITPCIIapaThl U
Tpe6OBaHI/I$IM MCIUILIMHCKHNX OpFﬂHPB&I.IHﬁ, BCTCPUHAPHBIX OpFaHHSaHHﬁ;

2) nexapcTBEHHBIE MPenapaThl, IPUOOpeTeHHbIe (HM3UUESCKUMHU JIUIIAMH 3a MpeieaMu
Poccuiickoit @enepanuu v npeHa3HaAYCHHbBIC JIJIs1 TUYHOTO HCTIOJIb30BAHUS;

3) lekapcTBEHHBIE IpenapaThsl, BBo3UMble B Poccuiickyro denepanuto 11 oka3aHUs
MEAMIMHCKON MTOMOIIH T10 KU3HEHHBIM MOKa3aHUsIM KOHKPETHOTO MMallMeHTa HA OCHOBAHUU
paspelIeHus, BbIAAHHOTO YIIOJIHOMOYEHHBIM (e/iepaaIbHbIM OPraHOM HCIIOJHUTENbHON BIIACTH;

4) nekapCTBEHHBIEC CPEACTBA, BBO3UMBIEC B Poccuiickyro denepainio Ha OCHOBAHHH BBIIAHHOTO
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM MCTIOTHUTEIBHON BIACTH pa3pelieHus: u
MpeHa3HAYEHHbIC ISl TPOBEICHUS KIIMHUYECKUX UCCIICIOBAHUM JIEKAPCTBEHHBIX MIPENApPaToOB U
(unu) MpoBeIeHUs HKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB AJIs OCYIIECTBICHHUS TOCYIapCTBEHHOMN
pETUCTpaLINH JIEKAPCTBEHHBIX MPENapaToB;

5) dbapmanieBTHUECKHE CyOCTaHIINN;

6) paI[I/IO(I)apMaL[eBTI/I"ICCKI/Ie JICKApCTBCHHBIC NIPCIIapaThl, U3TrOTOBJICHHBIC HCITOCPCACTBCHHO B
MCIUIMHCKUX OpTraHHU3aluiaXx B IOPAAKE, YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM q)ejlepaJ'H)HI)IM
OopraHomM HUCIIOJIHUTEIbHOMN BJIaCTH,

7) JICKApPCTBCHHBIC NIpCIIapaThl, IPOU3BOJUMBIC IJIS1 OKCIIOPTA.



6. He nomyckaercs rocy1apCcTBEHHasl pErUCTpaLyst:

1) JICKAPCTBCHHLIX NPECIapaToB, OTIUYAOIIUXCA APYT OT Apyra Ka4CCTBCHHBIM COCTAaBOM
I[GﬁCTByIOH.[HX BCIICCTB, 110 OAMHAKOBBIM TOPIOBBIM HAMMCHOBAHUCM,

2) OJIHOTO JIEKAPCTBEHHOTO MpernapaTa, BHITYCKaeMOTro MPOU3BOIUTENEM O] Pa3IMYHBIMU
TOPrOBBIMU HAUMEHOBAHUSIMU U MPEICTABICHHOTO HA TOCYIapPCTBEHHYIO PETUCTPAIIUIO B BUJIC
JBYX U OoJiee JIeKapCTBEHHBIX MTPernapaToB.

7. Ilo 3ampocy (B aneKTpoHHOU (hopMe Wi Ha OyMaKHOM HOCHUTENE) CyObeKTa oOparieHus
JIEKapCTBEHHBIX CPEACTB COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM
UCIIOJIHUTENILHON BJIACTH, OCYILECTBIIAIOIMM FOCYJapCTBEHHYIO PErHCTPALINIO JIEKAPCTBEHHBIX
[IPENapaToB, B yCTAHOBIEHHOM UM MOPSIIKE OCYLIECTBIISIETCS HAYYHOE KOHCYJIBTHPOBAHUE T10
BOIIPOCAM, CBA3aHHBIM C MPOBEICHUEM JOKIMHUYECKUX MCCIEIOBAHNMN, KIMHUYECKUX
UCCJIEJOBAaHUM JIEKapCTBEHHBIX MIPENapaTOB, SKCIIEPTU3bI KAUeCTBA JIEKAPCTBEHHBIX CPE/CTB,
3¢ ($eKTUBHOCTH U 6E€30IIaCHOCTH, C OCYIIECTBICHUEM rOCy1apCTBEHHON perucTpanuu
JIEKapCTBEHHBIX NpenapaToB. KoHCyIpTUPOBaHNE OCYILIECTBISAETCS C IPUBICUYEHUEM
(benepanbHbIX FOCYJapPCTBEHHBIX OFOIKETHBIX YUPEXKICHHUH, TI0JJBEIOMCTBEHHBIX JaHHOMY
(denepanbHOMY OpraHy UCIIOJIHUTEIbHON BIACTU U HE YYaCTBYIOUIUX B OpraHU3aluu
IPOBE/ICHUS SKCIEPTU3bI KaueCTBa JEKAPCTBEHHBIX CPEJCTB B LEJIAX OCYIIECTBICHUS X
roCy/1apCTBEHHOW PETUCTPALIMU B COOTBETCTBUM €O cTaThell 16 HacTosmero denepaabHOro
3aKOHa, B BUJIE OTBETA B MMCbMEHHOH (pOopMe YIOJTHOMOUEHHOT O (eiepaaIbHOro opraHa
MCIIOJIHUTENIbHOM BJIacTH Ha 3anpoc. Pa3mep B3uMaeMoil ¢ 3asBUTEIS I1J1aThl ONPEAEIIAETCS B
COOTBETCTBUM C 3aKOHOJaTenbcTBOM Poccuiickoil denepaunu o6 opraHu3anuy NpeaoCTaBICHHS
rOCYJapCTBEHHBIX U MYHHUIMIIAIBHBIX yCiIyr. MHpOpMaius 06 oCyIIecTBICHUN HAy9HOTO
KOHCYJIbTUPOBaHMsI, B TOM UHUCIIE CTaThH, 0030pbI, CIPaBOYHbIE MaTepUallbl U MHA HHPOpMALIUs
00 OCyIIECTBIEHUU HAYYHOTI'O0 KOHCYJIbTUPOBAHUS, pa3MeliaeTcsa Ha OpUIIMAIbHOM caiiTe
YIOJIHOMOYEHHOT0 (heZiepalibHOTO OpraHa UCIIOJHUTENbHOM BiacTH B ceTH "MHTepHeT" ¢
coOI0ICHHEM OTPaHUYEHUH, YCTAaHOBJIEHHBIX 3aKOHOJIaTEIbCTBOM O MEPCOHAIBHBIX JaHHBIX,
KOMMEPUYECKOM 1 (MJIM) TOCYAapCTBEHHOM TaiiHe.

8. 'ocynapcTBeHHasi perucTpanus JeKapCTBEHHBIX IIPernapaToB, KOTOPbIE IPeIHa3HAYEeHbI IS
MPUMEHEHHUS B YCIOBUSIX BOSHHBIX JICWCTBUMN, UpE3BBIYAWHBIX CUTYAIIUH, MPOPIIAKTUKYI U
JedeHus 3a00JIeBaHUM U MOPaKEHUH, MIOTYYEHHBIX B pe3yJIbTaTe BO3AECHCTBUS
HEOIaroNMpHUATHBIX XUMUUECKHUX, OMOJIOTMYECKUX, PAIMAllMOHHBIX (DAKTOPOB, U pa3paboTaHbI 10
3a/1aHuo (peIepaTbHBIX OPTaHOB UCIIOJIHUTEIBLHON BIIACTH, YIIOJTHOMOYEHHBIX B 00J1aCTH
00OpOHBI CTpaHbl U 0€30MACHOCTH TOCYAAPCTBA, OCYLIECTBISETCS B MOPSI/IKE, YCTAHOBICHHOM
ITpaBuTtenscTBOM Poccutickoit @enepanuu.

(Cratps B pefaxiuu, BBeieHHOH B neictBue ¢ 1 utonst 2015 rona @enepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

Crartbs 14. [IpyHUMIIBI IKCIIEPTH3BI JIEKAPCTBEHHBIX CPEICTB

1. DkcnepTu3a JIeKapCTBEHHBIX CPEICTB OCHOBBIBAECTCS HA MPUHIIMIIAX 3aKOHHOCTH,
coOIOZICHHSI TIPaB ¥ CBOOO/T YeTIOBEKA M TPKIaHNHA, TIPaB FOPUINIECKOTO JIHIIA,



HE3aBUCHMOCTHU IKCIEpPTa, 00BEKTUBHOCTH, BCECTOPOHHOCTHU U MOJIHOTHI UCCIIEI0OBAHHIM,
IIPOBOAMMBIX C UCIIOJIB30BAHUEM COBPEMEHHBIX TOCTHKEHUN HAYKU U TEXHUKH,
OTBETCTBEHHOCTHU (heIepaIbHOTO TOCYAAPCTBEHHOTO OIOPKETHOTO YUPEKACHHS 1O TPOBEACHUIO
SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U OKCIIEPTOB 3a IIPOBEACHUE U KAYECTBO SKCIIEPTU3HI.

2. DKcrepTu3a JIEKapCTBEHHBIX MPEMapaToB sl MEJUIIMHCKOTO IPUMEHEHHS BKIIIOYAeT B ceOsi:

1) sKcnepTr3y JOKYMEHTOB, MTPEICTAaBICHHBIX JIIsl ONPEEICHNUS BO3MOKHOCTH paccCMaTpuBaTh
JIEKAPCTBEHHBIN MIpenapar Jjisi MEAUIIMHCKOTO IPUMEHEHHUS IPU OCYLIECTBICHUHN
roCy/IapCTBEHHOW PETUCTPALIMU B Ka4eCTBE OP(PaHHOIO JEKAPCTBEHHOTO Mpenapara;

2) OKCIICPTUIY MMPEATOKEHHBIX METOA0B KOHTPOJIA Ka4€CTBaA JICKAPCTBEHHOI'O CPEACTBA U
KaueCTBa MPCACTAaBIICHHBIX 06pa3u013 JICKAPCTBCHHOI'O CPCACTBA C UCIIOJIb30BAHUCM 3TUX
MCTOAOB (L[anee - OKCIICPTHU3a Ka4CCTBA JICKAPCTBCHHOI'O CpeI[CTBa);

3) aKCHepTU3y OTHOILIEHUS 0’KUAEMOM MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOIO IIperapara.

3. DKcrepTU3a JeKapCTBEHHBIX MPENapaToB JJIsi BETEPUHAPHOTO IPUMEHEHHUS BKITIOYAET B CEOst
JKCIIEPTH3Y KauecTBa JIGKAPCTBEHHOTO CPEICTBA U IKCIEPTU3Y OTHOIICHHUS 03KUAEMOM MOJIB3bI
K BO3MOXKHOMY PHUCKY MPUMEHEHHS JICKAPCTBEHHOTO Ipenapara.

(Cratbs B penakuuu, BBeAcHHOM B neiictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

Cratba 15. ®enepanbHoe rocy1apcTBeHHOE OIOIKETHOE YUpexKIeHHe M0
MPOBEIEHUI0 IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

DKcnepTu3a JeKapCTBEHHBIX CPEJICTB MPOBOAUTCS (hefepaabHbIM IOCY1apCTBEHHBIM
OIO/IKETHBIM YUPEXIEHUEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (heiepabHOrO OpraHa
MCIIOJIHUTENIHOM BJIaCTH, CO3JaHHBIM 11 00€CIIEYeHHsI UCIIOJIHEHUSI TOTHOMOYMM 3TOT0
(benepaabHOro Oprasa Io Bbljiaye pa3pelieHnii Ha MPOBeIeHUE KIMHUYECKUX UCCIIeJOBaHUI
JIEKapCTBEHHBIX MPENapaToB U (WJIN) IO FOCyIapCTBEHHON PETUCTPALIMU JIEKApCTBEHHBIX
npenapaToB (J1ajnee - SKCIEePTHOE YUPEKIEHUE).

Cratbs 16. Opranusanusi NnpoBeJAeHUsI IKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB

(HaumenoBanue B pefakiinu, BBeAeHHOH B aeicTBue ¢ 1 utons 2015 roga @eaepanbHbIM
3aK0HOM OT 22 nekadpst 2014 roma N 429-03.



1. DxcnepTu3a JeKapCTBEHHBIX CPEJICTB IPOBOAUTCS KOMUCCUEN IKCIIEPTOB SKCIIEPTHOIO
YUPEXKAEHUs, HA3HAYEHHOU €ro pyKOBOAUTENIEM, Ha OCHOBAHUY 3a/1aHUS HA IIPOBE/ICHUE
HKCHEPTHU3BI JIEKAPCTBEHHOTO CPEJCTBA, BBIJAHHOTO YIOJIHOMOYEHHBIM (heJiepaibHbIM OPraHOM
UCIIOJIHUTENIHON BIacTU. PyKoBOAMTENb SKCIIEPTHOTIO YUPEXKICHHs 00€CIIeUnBaeT HaAJIexKallee
IIPOBEJICHUE IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C 331aHUEM, BbIJIAHHBIM
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCIIOJIHUTEJIBHON BIACTH, U OPraHU3yeT MOATOTOBKY
CBOJIHOT'O 3aKJIFOUEHUS 3TOM KoMHCCcHU. B cocTaB 3TOM KOMUCCUM 110 PELIEHUIO PYKOBOIUTEIS
9KCHEPTHOIO YUPEXKJIEHHUsSI MOTYT ObITh BKJIIOUEHBI B KAU€CTBE IKCIEPTOB JIMIIA, HE paboTaroiiye
B JIAaHHOM SKCIIEPTHOM YUPEKICHUH, €CITH UX CIICUATbHBIC 3HAHHUSI HEOOXOAUMBI IS
IPOBE/ICHUS SKCIIEPTU3BI U TAKUE SKCIEPThl OTCYTCTBYIOT B JAHHOM SKCIEPTHOM YUPEKICHHH.

2. DKCHIEPTOM I10 IPOBEACHUIO SKCIIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB SABIISETCS aTTECTOBAaHHBIN
PabOTHHK SKCIIEPTHOTO YUPEKACHHS, KOTOPBI HMEET BBICILIEE MEIUIIMHCKOE,
(bapmareBTHYECKOE, OMOJIOTHYECKOE, BETEPUHAPHOE UIM XUMHUECKOe 00pa30BaHKUEe U IPOBOAUT
9KCIEPTU3Y JEKAPCTBEHHBIX CPEJICTB B MOPSIKE UCTIOIHEHHS CBOUX JIOJKHOCTHBIX
o0s3aHHOCTEH (asee - SKCIEPT).

3. Ilpu mpoBeieHUU SKCIEPTU3HI IEKAPCTBEHHBIX CPEACTB SKCIEPT HE MOKET HAXOUTHCS B
KaKoH-T100 3aBHCHUMOCTH OT JIMI[A, HA3HAYMBIIETO ATY SKCIIEPTU3Y, Pa3padoTInKa
JIEKapCTBEHHOT'O CPE/ICTBA WK APYTUX 3aMHTEPECOBAHHBIX B PE3yJbTaTaX dKCIEPTHU3BI JIHII.

4. ITpu npoBeIeHUH SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB HE JIONyCKaeTcss UCTPeOoBaTh y
3asiBUTENIS TM00 UHBIX JIUI] MaTepHalibl, HEOOXOIMMBIE JUI TPOBEJICHUS IKCIEpTU3bl. B ciiydae
HEJ0CTaTOYHOCTHU IIPEJCTABICHHBIX SKCIIEPTY MaTEpUaJIOB I Jaud 3aKJIIOUEHUS IKCIEPT
CTaBUT BOIIPOC O MPEACTABICHUH €My HEOOXOAUMBIX MaTEPHAIOB MEPE PyKOBOJUTEIEM
9KCHEPTHOTO YUPEXKIEHUs, KOTOPBIH 00paliaeTcst ¢ COOTBETCTBYIOLIUM 3alIpOCOM B
YIIOJIHOMOYEHHBIN (eiepabHbIii OpraH UCIOJHUTENBHOM BIIACTH, BBIAABIIUH 3a/1aHIE HA
IPOBE/IEHUE SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA. Y Ka3aHHBIN (efepabHbIi OpraH
WCIIOJTHUTENIHOM BJIaCTU B TE€UEHUE MSITH pabouMX JHEN cO JIHS MOCTYIUIEHHUS 3arpoca
PYKOBOAMTEIISA SKCIIEPTHOIO YUPEXKACHUS HAIIPABIIAET 3aIBUTEIIO 3alIPOC O IIPEACTABICHUN
HEO0OXOIUMBIX MaTepuayoB. JJaHHBIN 3anpoc MOXKET OBbITh NEpelaH YIOJIHOMOYEHHOMY
IIPEACTABUTEINIO 3asiBUTEIS JINYHO I10J] PACIIMCKY, HAIIPABJIEH 110 TI0YTE 3aKa3HbIM ITUCBMOM WJIN
nepeaH B 3JIEKTPOHHOM (popMe 1o TeTeKOMMYHUKAIIMOHHBIM KaHajlaM CBsi3U. B ciydae
HaIIpaBJICHUS JaHHOTO 3aIIpoca I10 IT0YTE 3aKa3HbIM IIMCbMOM OH CYUTAETCS MOJIy4EHHBIM I10
VCTEYEHUH IIECTH JTHEW C AAaThl HAIIPABJIEHUS 3aKa3HOIO IHChMa.

(Hactpb B penakiuu, BBeleHHOU B feiicTBue DenepanbHbiM 3aKk0HOM 0T 25 HosiOps 2013 roga N
317-®3.

4 1. 3asBUTeNnb 00s513aH MPEJCTABUTH OTBET HA 3apPOC YIOTHOMOYEHHOTO (efepaibHOro opraHa
WCITOJTHUTEIILHON BJIACTH B CPOK, HE MPEBBITIAIONINHN JEBIHOCTA paOOYHX JTHEH CO JTHS €T0
MoJTyueHus. Y TIOJTHOMOYCHHBIN (eiepalbHbIi OpraH UCTIOTHUTEIHHOM BIACTH, BBIIABIINN
3aJlaHle Ha MPOBEJACHUE IKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA, B TEUEHUE TIATH PAOOUNX JTHEH
CO JHS MOCTYIUIEHUS OT 3asBUTEJSI OTBETA HA JAHHBIN 3alpOC HAIIPABJIET TAKOW OTBET B
AKCIIEPTHOE yupekeHue. B ciydae HenpeacTaBiIeHUS 110 UCTEYCHUH JIEBIHOCTA paboOunXx JHEH
3asIBUTENIEM OTBETA HA JIaHHBIH 3aMpOC YIOJTHOMOYCHHBIN (eepanbHbIi OpraH
WCTIOJTHUTEJIbHOW BJIACTH, BBIJABIINN 3a/JaHUE HA TPOBEAECHUE SKCIIEPTU3BI JIEKAPCTBEHHOTO
CpEICTBA, B TEUSHHE MATH pabouux JHEW HAIPABISET B OKCIEPTHOE YUPEKICHHUE YBEIOMICHHE
0 HEMPEJCTABICHUH 3asBUTEJIEM OTBETA HA 3alIpOC YKa3aHHOTO opraHa. Bpems co nHs



HATPaBIIEHUS 3allPOCa IKCIEPTHOTO YUPEKICHUS B YIIOTHOMOYCHHBIN (enepanbHbIi opran
MCIIOJTHUTENIbHOM BJIACTH J10 THA MOJIyYEHUS SKCIEPTHHIM YUpEeXkKISHUEM OTBETa Ha 3aIpocC WK
YBEJIOMJICHHSI O HETIPEACTaBICHUHU OTBETA HA 3aIIPOC HE YUUTHIBACTCS MIPU UCUUCICHUH CPOKa
MIPOBEJICHUS SKCIEPTU3HI JIEKAPCTBEHHOT'O CPEICTBA.

(YacTh 1omoHUTENbHO BKITIOYeHa DeepanbHbIM 3akoHOM 0T 25 Hos0ps 2013 roga N 317-D3)

5. DKcnepT npu NpOBEACHUH MOPYUYECHHON eMy PYKOBOAUTEIEM 3KCIEPTHOTO YUPEKICHUS
AKCHEPTHU3BI JIEKAPCTBEHHOTO CPECTBA 00s3aH:

1) mpoBecTH MOJIHOE UCCIIEA0BAHHUE ITPEICTABICHHBIX €My 00bEKTOB, MaTEPUAIOB, 1aTh
000CHOBaHHOE U 0OOBEKTUBHOE 3aKJIFOYCHHE TI0 TIOCTABICHHBIM II€pe]l HUM BOIPOCaM HITU
MOTHUBHUPOBAHHOE 3aK/IFOUEHHUE O HEBO3MOXKHOCTH IPOBEAEHUS UM DKCIIEPTU3BI JIEKAPCTBEHHOTO
CPENCTBA, €CIIU ITOCTaBICHHBIE BOIIPOCHI BBIXOIAT 3a MPEEibl CIIEHUAIBHBIX 3HAHUHN DKCIIEPTa,
00BEKTHI MCCIIEOBAHNN M MaTepUallbl HEIPUTOAHBI UM HEAOCTATOUHBI JJIs IPOBEICHMS
UCCJIEIOBAaHUM U JJauu 3aKJIFOUEHUS JINOO COBPEMEHHBIN YPOBEHb Pa3BUTHUS HAYKU HE TIO3BOJISET
OTBETUTH Ha IIOCTABJIICHHBIE BOIIPOCHI;

2) HC pasrjamarb CBEACHUA, KOTOPBIC CTAJIM €MY U3BCCTHBI B CBA3U C IIPOBCACHUCM DKCIICPTHU3bI
JICKAPCTBCHHOT'O CPCACTBA, 4 TAKIKEC CBCACHUA, COCTABIAIOIINC I'OCYAapCTBCHHYIO,
KOMMCPYCCKYIO UM UHYIO OXPaHACMYIO 3aKOHOM TaﬁHy;

3) obecrneunTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB MCCIEIOBAHNN U MATEPHAIIOB.

6. DKCIepT HE BIpaBe:

1) IpOBOAMTH IKCHEPTHU3Y JIEKAPCTBEHHOTO CPEACTBA O OOPALIEHHUIO HEMOCPEACTBEHHO K HEMY
OpraHu3auil UiIu GU3NYECKUX JIMLI;

2) caMOCTOSITENTLHO COOMPATh MaTePUAIIBI [Tl IPOBEICHUS SKCIIEPTU3BI JICKAPCTBEHHOTO
Cpe/CTBa;

3) MPOBOAMTH IKCIEPTH3Y JIEKAPCTBEHHOTI'O CPEACTBA B KAYECTBE HETOCYIapPCTBEHHOTO
JKCIIepTa.

7. B cinyyae He0OXOIMMOCTH 3KCIIEPT BIPaBe X0JaTaliCTBOBATh MEPe]] pyKOBOIUTEIEM
AKCIIEPTHOTO YUPEKACHUSI O IIPUBIICYEHNUHN K ITPOBEJEHUIO IKCIEPTU3BI JIEKAPCTBEHHOTO
CPEICTBA IPYTUX IKCIIEPTOB.

8. Kaxp1il akcniepT, BXOASAMINI B COCTAaB KOMUCCUU HKCIIEPTOB, KOTOPOI MOPYUEHO POBEICHNE
AKCTIEPTHU3HI JIEKAPCTBEHHOT'O CPEICTBA, HE3ABUCHMO U CAMOCTOSITEIIBHO TTPOBOUT
MCCJIEI0BAHMS, OLICHUBAET PE3yJIbTaThl, IOTYYEHHBIE UM JINYHO U IPYTUMU IKCIIEPTaMU, U
dbopMyIupyeT BBIBOABI OTHOCUTEIIBHO MTOCTaBICHHBIX BOMIPOCOB B MPEEIax CBOUX



CIIEUAIbHBIX 3HAHUH.

9. PGSYJ'IBTaTBI OKCIICPTHU3BI JICKAPCTBECHHOI'O CPEACTBA 0(1)OpMJ'I$IIOTCH 3aKJIFOYCHUEM KOMUCCHUHU
9KCIICPTOB. B 3aknroueHUN KOMHUCCHH SKCIICPTOB YKA3bIBAKOTCA MECPCUCHD HCCJIGI[OBaHHﬁ, 00BeEM
IMPOBEACHHBIX KaXXJIbIM 3KCIICPTOM HCCHeﬂOBaHHﬁ, YCTAHOBJICHHBIC KAXXABIM U3 HUX (baKTBI nu
CACIaHHBIC B PC3YyJIbTATC HCCIIEIOBAHUM BBIBOIBL. 9KCHepT, MHCHHUC KOTOPOI'0O HC COBIIAAACT C
PEIICHUEM KOMUCCHUHU SKCIIEPTOB, BIIPABE BhIpa3uTh CBOC MHCHHC B MMMCbMCHHOM (bopMe,
KOTOpPOC HpI/IO6H.IaeTCH K 3aKJIFOUCHUIO KOMUCCHUU SKCIICPTOB.

10. DxcnepThl, BXOJAIINE B COCTaB KOMUCCHH, NPEyNPEKIat0Tcs 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENBLCTBOM Poccuiickoit denepannu 3a gady 3aKJIH0YCHUS,
coJiepKaliero Heo0OCHOBaHHbIE WK (hanbCcU(PUIMPOBAHHBIE BBIBOBI, O UEM OHH JJAIOT
MOJINCKY.

11. Onpenenenue ypoBHs MpoQecCHOHATBHOMN MOATOTOBKHU 3KCIICPTOB M aTTECTAIMS UX HA
NPaBO MPOBEJCHUS IKCIIEPTH3BI JICKAPCTBEHHBIX CPEJICTB OCYIIECTBISIOTCS SKCIIEPTHO-
KBTH(DUKAIIMOHHBIMA KOMHUCCHUSIMU B TIOPSIAKE, YCTAHOBICHHOM COOTBETCTBYIOIIHM
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOTHUTEIBHON BIACTH. Y POBEHb
po(heCcCHOHATLHOM MOATOTOBKH SKCIIEPTOB MOJICKHT MEPECMOTPY YKa3aHHBIMA KOMUCCHSIMU
HE PEXKE YeM OJIH pa3 B AT JICT.

12. TlpaBuna npoBeICHUS SKCIIEPTH3BI JICKAPCTBEHHBIX CPEJICTB U OCOOCHHOCTH IKCIICPTH3BI
OTJICIbHBIX BHUJIOB JICKAPCTBEHHBIX MpenaparoB (pedepeHTHBIX JTEKapCTBEHHBIX MIPENapaTos,
BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX MPENapaToB, ONOJIOTHYSCKUX JIEKAPCTBCHHBIX MPETIApaTOB,
OMoaHaAIOTOBBIX (OMOMOTOOHBIX ) JICKAPCTBEHHBIX ITpenapaToB (0MO0AHAIOTOB),
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPENapaToB, JIKAPCTBEHHBIX PACTUTEIILHBIX MIPEIapaToB,
KOMOHMHAIINI JIEKaPCTBEHHBIX MPernapaToB), GOPMbI 3aKITIOYCHUH KOMUCCHH SKCIIEPTOB
YCTaHABIIMBAIOTCS COOTBETCTBYIOIIMM YIIOJTHOMOYECHHBIM (heicpaTbHBIM OPTaHOM
MCTIOJTHUTENbHOM BJIACTH.

(HacTp B penakiuu, BBeieHHOM B feiicTBue ¢ 1 urons 2015 rona @enepaibHBIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

Cratbs 17. [logaya u paccMoTpeHue 3asiBJI€HHS 0 TOCY1aPCTBEHHOI
PerucTpamnum JJIeKapcTBEHHOr0 Mpenapara Jjsi BeTepUHAPHOT0 IPUMEeHeHUsl

1. {5t rocy1apCTBEHHOW PEruCTpaIiiy JEKapCTBEHHOTO Mpemnapara Jijisi BETepUHAPHOTO
MpPUMEHEHHUs pa3paboTUMK TAKOTO JIEKAPCTBEHHOTO Mpenapara Uid yIIOJIHOMOUYEHHOE UM APYroe
IOPUAMYECKOE JIUIO (Jjajiee B HACTOSIIEH CTaThe - 3asIBUTEIIb) IPECTABIISET B YIIOJTHOMOYEHHBIH
dbenepanbHBIN OPraH UCMIOTHUTENBHOM BIIACTH, OCYIIECTBISIONIUN TOCYIaPCTBEHHYIO
PETHCTPAIINIO JICKAPCTBEHHBIX MPENapaToB /Il BETEPUHAPHOTO MPUMEHEHHS, B JIEKTPOHHOM
dbopMme i Ha GyMaKHOM HOCUTEJNE 3asIBJICHHE O TOCYAapCTBEHHOM PEruCTpaluu
JIEKapCTBEHHOTO TperapaTa JJisi BETepUHAPHOTO MPUMEHEHUS, @ TAK)KE B TIOPSIJIKE,
YCTaHOBJICHHOM COOTBETCTBYIOIIMM YIIOJHOMOUYEHHBIM (he/iepambHbIM OpraHOM
WCITOJTHUTEIIbHON BJIACTH, B JICKTPOHHOM (hopMe WM Ha OyMa>KHOM HOCHUTENIE HEOOXO0IUMbIE
JIOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCSI pETUCTPALIMOHHOE JOChe Ha JIEKAPCTBEHHBIN Tpemnapat



JUIsl BETEPUHAPHOIO IIPUMEHEHHSL.

2. B 3asBieHnu 0 rocyAapCcTBEHHOM PErucTpaluy JIeKapCTBEHHOTO Mpenapara Asis
BETEPUHAPHOTO MPUMEHEHUS YKA3bIBAIOTCS:

1) HauMeHOBaHUE U aJIpec 3asiBUTEIA, Pa3padOTUUKa U IPOU3BOAUTES JIEKAPCTBEHHOTO
npenapara Jijisi BeTepUHaApHOro MPUMEHEHHS U aJIpEC MECTa OCYIIIECTBICHUS TPOU3BOACTBA
JIKapCTBEHHOT'0 Iperapara Juis BETepUHAPHOTO MPUMEHEHUS (B cy4yae HaJTU4Us HECKOIbKUX
YYaCTHHUKOB TIpoIlecca MPOU3BOACTBa HEOOXOIMMO YKa3aTh KaXI0ro U3 HUX);

2) HaMMEHOBaHUE JIEKAPCTBEHHOTO IIpenapara Jyisi BETEpUHAPHOTO IPUMEHEHUS
(MeXIyHapOoJHOE HEMATeHTOBAHHOE, UJIM TPYIITUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE
HAaMMEHOBAHMUS);

3) MNEpCUCHb HeﬁCTBYIOHlHX 1 BCIIOMOI'aTCJIIbHBIX BCIICCTB, BXOIANINX B COCTAB JICKAPCTBCHHOI'O
npemnapara 4Jjis1 BETCPUHAPHOIo IPUMCHCHUS, C YKa3aHUECM KOJIMYCCTBA KAXKAOTI'O U3 HUX,

4) nexapcTBeHHas Gopma, JO3UPOBKA, CIOCOOBI BBEACHHS U IPUMEHEHHUS, CPOK TOJTHOCTH
JIEKapCTBEHHOTO Mpernapara Jjisi BETepUHAPHOTO MPUMEHEHUS;

5) papmakorepaneBTHUECKas IPYIIIa;

6) HeOOXOMMOCTh IPUMEHEHUSI YCKOPEHHOU MPOLEAYPhl IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB
B LIETISIX TOCY/IApPCTBEHHON PETUCTPAIlH JIEKapCTBEHHOTO Mpenapara;

7) KOIIMU JOKYMCHTOB, IOATBCPIKAAOIIHNX YIUIATY l"OCy,Z[ElpCTBCHHOfI TTOIIJTUHBI:

a) 34 IIPOBCACHUC SKCIICPTHU3BI KAYCCTBA JICKAPCTBECHHOT'O CPEACTBA U SKCIICPTU3bI OTHOMICHUA
O)I(HHaeMOﬁ IMOJIB3BI K BOBMOKHOMY PUCKY NPUMCHCHHA JICKAPCTBCHHOI'O ITpeIiapara a1
BCTCPUHAPHOT'O IPUMCHCHUA TIPU CTO FOC}’I[&pCTBCHHOfI perucTpanuu;

0) 3a BbIAAUy PETUCTPALIMIOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO Mpemnapara;

8) HanM4uue corjacus, MPeAyCMOTPEHHOTO YaCThIO 7 HACTOSAIIEH CTaThU, €CIM C MOMEHTA
peructpanuu peepeHTHOTO JEKAPCTBEHHOTO IIpernapara Jisl BETEPHHAPHOTO MPUMEHEHHS
MPOLLIO MEHEE YEM LIECTh JIET.

(ITynkr B penakuuu, BBeJeHHOM B AeiicTBue DenepanbHbiM 3akoHOM OT 13 mrons 2015 roga N
241-®3.



3. PeructpaiiuoHHOE 10ChE B LIEAX IKCIIEPTU3BI JIEKAPCTBEHHOI'O IIpenapara Jyis
BETEPUHAPHOTO MPUMEHEHUSI (POPMHUPYETCS U3 CIAEAYIOUINX JOKYMEHTOB:

1) xonus JOKyMEHTA Ha PYCCKOM SI3bIKE, BBIJAHHOI'O KOMIIETEHTHBIM OPIaHOM CTPaHBI
MIPOU3BOJUTEIS 111 KAKIOM MPOU3BOICTBEHHOM IIJIOIIAKH PErUCTPUPYEMOTO JIEKAPCTBEHHOT O
npernapara Jyisi BETEpUHAPHOIO IPUMEHEHUS (B TOM YHMCIIE [yl IPOU3BOAUTEIS
bapmaleBTUYECKOM cyOCTaHIIMN), 3aBEPEHHOT0 B YCTAHOBJIEHHOM IOPSJIKE U
MOJITBEP K IAIOLIETO COOTBETCTBHUE ITPOU3BOIUTEINS PETUCTPUPYEMOIO JIEKAPCTBEHHOTO
npernapara Jisi BETepUHApPHOTO IPUMEHEHUs TpeOOBaHUSIM MPaBUIT HaJyIekKalen
IIPOM3BOJICTBEHHOM MPAKTHUKH, JTUOO KOMHS JIULEH3UU HA TIPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEJCTB JJIs1 BETEPUHAPHOIO IPUMEHEHUS U1 POCCUICKUX IPOU3BOAUTEIIECH;

2) Konus 3aKJIFOYEHHUS O COOTBETCTBUM IIPOU3BOAUTEINS JIEKAPCTBEHHOTO IIpenapaTa Juis
BETEPUHAPHOI0 IPUMEHEHHUS TPeOOBAHUAM IIPABUII HAJUIEXKALEH TPOU3BOICTBEHHOMN NPAKTHKH,
BBIIAHHOT'O YIIOJIHOMOYEHHBIM (he/iepaIbHbIM OpPraHOM UCIIOJHUTENBHOM BIACTH JIUIS KaX101
IIPOM3BOJICTBEHHOM IUIOIMIAIKH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IIpenapara Jjs
BETEPUHAPHOTO IPUMEHEHUS (B TOM YHCIIE I TPOU3BOIUTENS (hapMaIieBTUIECKOM
cyOcTaHIum), JIMOO KOMHUs JIMLEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOI0 IPUMEHEHUS AJI1 POCCUMCKUX IIPOU3BOJAUTEIECH;

[ToamyHkT 2 yacTu 3 HacTOsIIEH CTaThu BCTymaeT B cuity ¢ 1 siuBaps 2017 roga - cMm. myHKT 3
cratbu 4 denepanbHOro 3akona ot 22 aexadps 2014 roga N 429-D3.

3) IpoeKT HOPMATUBHOI'O JOKYMEHTA Ha JIEKAPCTBEHHBIN IIpenapaT /Il BETEpUHAPHOIO
IIPUMEHEHUS,

4) TOKYMEHT, COJIep KAl CIeYIONTYI0 HHPOpMAITHIO O hapMaIleBTUUECKON CyOCTaHIINK HITH
dbapmaleBTUYECKUX CYOCTaHIIMAX, BXOASAIIUX B COCTAaB JIEKAPCTBEHHOTO MIpernapara Jyis
BETEPUHAPHOI'O IIPUMEHEHUA:

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTypa, o0II1e CBOUCTBA;

6) HaNMMCHOBAHUC U aIpCC IMPOU3BOJUTECIIA,

B) TEXHOJIOTHA ITPOU3BOACTBA C OITMCAHHUEM CTa)II/II\/JI IMPON3BOACTBA U METOJ0OB KOHTPOJIA HAa BCEX
CTaguiAX MPOU3BOACTBA,

') HHGOpPMaLUs O IPUMECSX;

1) cnerudukaius Ha (apMaIreBTHIECKYyI0 CyOCTaHIINIO;



e) OMUCAHUC MCTOAUK KOHTPOJIS KaUCCTBA,

K) pe3yJIbTaThl aHAIM3a Cepuil (papMalleBTUYECKOM cyOcTaHIUY;

3) NEpCUCHb CTAHAAPTHBIX 06p33L[0B HJIW BEIICCTB, UCIIOJIb3YCMbBIX IIPU OCYHICCTBIICHUU
KOHTPOJIA Ka4€CTBaA,

1) ONUCaHNE XapaKTePUCTHK U CBOMCTB YIIAKOBOYHBIX MAaTEPUAJIOB U YKYITOPOUHBIX CPEJICTB;

K) JaHHBIE O CTA0OWIHLHOCTH;

J'I) CPOK IrOAHOCTH, YCIIOBUA XPAHCHU,

5) OTHYCT O pE3yJibTaTax JOKIMHHUYCCKOI'O0 UCCICAOBAaHU JICKAPCTBCHHOI'O CPEACTBA JIA
BCTCPUHAPHOT'O ITPUMCHCHMU,

6) OTHYCT O PE3YyJIbTaTaX KIIMHUYICCKOTO UCCICAOBAHUS JICKAPCTBCHHOTI'O ITpeIiapaTa JJIsd
BCTCPUHAPHOT'O IPUMCHCHUA Y KAXKJI0I0 BUAA )KUBOTHBIX, YKA3aHHBIX B MHCTPYKI WU 110
BCTCPUHAPHOMY IIPUMCHCHUTO,

7) IPOEKT UHCTPYKLUU 110 BETEPUHAPHOMY IIPUMEHEHUIO JIEKApCTBEHHOTO Ipenapara,
coJleprKalleil CIeayIOIue CBEICHUS:

a) HaUMEHOBaHME JIEKAPCTBEHHOTO IMTperapara Jijisi BETEpUHAPHOTO MPUMEHEHUS
(MeXIyHapoJHOE HENAaTEHTOBAHHOE, UM TPYNIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE
HAaUMEHOBAHHUA);

0) nexkapcTBeHHas GopMa ¢ yKa3aHUEM HAaUMEHOBAHUM U KOJMYECTBEHHOTO COCTaBa
JEHCTBYIONINX BEIIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTATENbHBIX BEIIECTB;

B) OIMMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O IIpcriapara Ajid BETCPUHAPHOTIO MPUMCHCHU,

r) hapmakoTepaneBTHUECKas rpyIa JIEKapCTBEHHOT0 Mpenapara Jjisi BeTepUHApHOro
NPUMEHEHUS WIK yKa3aHue "ToMeonaTHYecKuil JeKkapcTBEHHBbIN npenapar';

1) dapmakogHAMUKa U (papMaKOKWHETHKA (32 UCKITIOUeHUEeM (papMaKOKWHETUKH
TOMEOINATUYECKUX JIEKAPCTBEHHBIX MPENAPATOB U PACTUTENbHBIX JIEKAPCTBEHHBIX MPENapaToB)
WJIU ONMCAaHNE NMMYHOOHMOJIOTHYECKUX CBOMCTB JIGKAPCTBEHHOTO Tperapara;



e) MOoKa3aHud JId MIPUMCHCHUS

)K) IIPOTHUBOIIOKA3aHUA JJIsI IPUMCHCHU A,

3) MepbI IPEJOCTOPOKHOCTH MPU IPUMEHEHUU;

M) yKa3aHHe BO3MOXKHOCTH U OCOOEHHOCTEH MPUMEHEHHsI Y OEpEeMEHHBIX )KUBOTHBIX, Y
JKUBOTHBIX B IIEPUOJ JIAKTALIMH, Y IOTOMCTBA )KUBOTHBIX;

K) peXKHUM J03UPOBaHUs, CIOCO0 BBEJICHHUS M MPUMEHEHUS, TPU HEOOXOIMMOCTH BpeMsl IpreMa
JIEKapCTBEHHOIO IIpernapara Jjis BETEpUHapHOro IPUMEHEHUS, IIPOJOJDKUTENBHOCTD JICYCHUS;

J) BO3MOXKHBIE TIOOOYHBIE ACWCTBUS, HEXKEIATeIbHBIC PEAKIINH TP IPUMEHEHUN
JIEKapCTBEHHOIO IIpernapara Jjis BETEpUHApHOr0O IPUMEHEHUS;

M) CUMIITOMBI IICPECAO3UPOBKH, MCPLI 110 OKA3aHUIO ITOMOIIHU IIPHU IMEPEAO3UPOBKCE,

H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IperapaTaMy U (W) KopMaMu;

0) (hopMBI BBIITYCKA JIEKAPCTBEHHOTO Mpemnapara JJisi BETEpUHAPHOTO IPUMEHEHNUS,

) yka3aHue (Ipu He0OXOMMOCTH) 0OCOOEHHOCTEH JeCTBUS JIEKapCTBEHHOIO IpenapaTa Juis
BETEPUHAPHOTO MIPUMEHEHHUSI TP IEPBOM MPUEME WIIU IIPU €r0 OTMEHE;

p) onucanue (Ipu HeOOXOAMMOCTH) IEHCTBUI BeTEpUHAPHOIO Bpaya (BETepUHAPHOTO
¢enpauiepa), HHOTO CHENMAIUCTa B 00JIaCTH BETEpUHAPUH, Bia/Iesblia )KUBOTHOTO NPU
IPOMYCKe MpUeMa OJTHOM MIIM HECKOJIBKHX /103 JIEKAPCTBEHHOTO Mperapara JUlsi BETepUHAPHOTO
PUMEHECHHUS;

C) CPOK I'OAHOCTU M YKa3aHUEC Ha 3alIpCT NPUMCHCHUS JICKApCTBCHHOT'O IIpeliapaTa JIsd
BCTCPUHAPHOT'O MIPUMCEHCHUA 110 UCTCUCHHUUN CPOKA IT'OJJHOCTH,

T) YCJIOBUS XpaHEHUS,

y') YKa3aHUuC Ha HeO6XOZ[I/IMOCTB XpaHCHUA JICKAPCTBCHHOT'O IpCIiapaTta AJid BETCPUHAPHOTO
MMPUMCHCHUA B MECTaX, HCAOCTYIIHBIX IJIA neTeﬁ;



&) ykazanue (mpu HeOOXOUMOCTH) CICIIMATBLHBIX MEP MPEIOCTOPOKHOCTH TIPU YHHUTOKEHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB AJIsi BETEPUHAPHOTO MPUMEHECHHUS,

X) CPOKH BO3MOKHOI'O UCITOJIb30BaAHUA MPOAYKIIUU J KUBOTHOT'O ITPOUCXOKACHUS IMOCJIC BBCACHUA
KUBOTHOMY JICKAPCTBCHHOI'O ITpEIiapaTa 4JIs1 BETCPUHAPHOI'O0 MPUMEHCHU A,

11) YCJIOBUS OTITYCKa;

Y) HAUMEHOBAHUS U a/ipeca MPOU3BOCTBEHHBIX ILJIOMIAI0K TPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapara Jiisi BETEpUHAPHOTO IPUMEHEHUS;

1) HAUMEHOBAHUE, a/IpEC OPTaHU3alMH, YIIOJHOMOUYEHHOM JepKaTesIeM WM BIIAJENIbLIEM
PETrUCTPAIMOHHOIO YAOCTOBEPEHNUS JIEKAPCTBEHHOTO IIperapara Ha IPUHATHE IPETEeH3UI OT
OTpeOUTENS;

8) IMPOCKTbI MAKCTOB HepBH‘lHOﬁ YIIaKOBKH 1 BTOpH‘IHOﬁ YIIAaKOBKH JICKAPCTBCHHOT'O IIpCIiapaTta
AJI1 BETCPUHAPHOTO ITPUMCHCHUS

9) cnenyromue cBeieHNs O JIEKapCTBEHHOM Ipernapare 1Jis BETEpUHAPHOIO IIPUMEHEHUS:

a) OIIMCAHHUC U COCTAaB JICKAPCTBCHHOI'O IIpCIiapaTa JJId BETCPUHAPHOI'O IIPUMCHCHU A ;

0) onucanue papMaleBTHIECKOM pa3pabOTKH;

B) ONKCAHHUE MPOoIecca MPOU3BOJICTBA H €r0 KOHTPOJIS;

F) OIMMMCAHUC KOHTPOJIA KPUTHICCKUX cTaguit IMPOU3BOACTBA U HpOMe)KYTOqHOﬁ IMPOAYKIIUHA;

1) HAMMEHOBAaHUS U aJpeca pa3padoTuuKa, AeprKaTess WIK BIaJeabla perucTpaioOHHOTO
YA0CTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara, IpOU3BOICTBEHHBIX TUIONIaJ0K MPOU3BOIUTENS
JIEKapCTBEHHOTO Mpernaparta Jjisi BETepUHAPHOTO PUMEHEHUS;

(ITogmyHkT B penakiuu, BBeieHHOM B neiictBue denepanbubiM 3akoHOM oT 13 utons 2015 rona
N 241-03.

e) ¢apmareBTUIeCKasi COBMECTUMOCTH;

)K) MI/IKpO6I/IO.HOl"I/I‘-ICCKI/IC XapaKTCPUCTHUKHU,



3) MaTepHaIbHBIN OanaHC JUIs MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHUE (BaIMIALMs) IPOLIECCOB U (MJIM) UX OLIEHKA;

) TpeOOBaHUS K KaueCTBY BCIIOMOTATEIbHBIX BEHIECTB (cepTu(UKaT, crienuduKanys Ha
BCIIOMOTaTeIbHbIE BEIIECTBA U X 0OOCHOBAHUE);

M) AHAIIMTUYCCKUC MCTOANUKH, UCITOJIb3YCMBIC TP OCYIICCTBIICHUMU KOHTPOJIA KauCCTBA
BCIIOMOT'aTCJIbHBIX BEIICCTB,

H) JJOKYMEHTaJIbHOE TIOATBEPIKACHUE (BATHIALINS) AHATUTUYECKUX METOIMK, UCTIOJIb3yeMbIX
IIPY OCYILECTBIEHUH KOHTPOJISI Ka4eCTBa BCIIOMOTaTEIIbHBIX BEILIECTB;

O) I/IH(1)OpMaI_II/I$I 00 HCIIOJIb30BaHUH BCIIOMOIaTEIbHBIX BCIHICCTB YCJIIOBCUYCCKOI'O U ) KUBOTHOI'O
IMPOUCXOKACHUA,

H) PIH(l)OpMaI_II/IH 00 MCIOJIb30BaHMH HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

p) TpebOBaHUs K KQUeCTBY JICKAPCTBEHHOTO IIperapaTa Jiyisl BETCPUHAPHOTO IPUMEHEHUS
(ceprudukar, cnenuduKaus Ha JCKapCTBEHHBIN MpermapaT U uX 000CHOBAHHE);

C) AHAJIIUTHYCCKUC MCTOANUKHU, UCITIOJIb3YCMBIC ITPHU OCYHICCTBJICHUN KOHTPOJISA Ka4uCeCTBa
JICKApCTBCHHOTO Iperiaparta JJisd BETCPUHAPHOTO TPUMCHCHU A,

T) JOKYMCHTAJIbHOC IMOATBCPIKACHHNC (BaJ'II/II[aI_[I/IH) AHAIIMTUYCCKUX MCTOIHUK, UCIIOJIB3YEMbIX TIPpU
OCYIICCTBJICHUHN KOHTPOJIA KAa4YCCTBA JICKAPCTBCHHOI'O ITperiapaTta Ajid BETCPUHAPHOT'O
MMPUMCHCHUA,

y) JOKYMEHT, MOATBEP>KAAI0IINI KaueCTBO JIEKAPCTBEHHOTO MpernapaTa TpeX MPOMBIIIJIEHHBIX
cepuil (ITPOTOKOJI aHAIM3a WU cepTU(UKAT aHaIKM3a), OJJHa CepUsi KOTOPOTO JOJHKHA COBIAIATh
¢ cepuelt oOpasiia IeKapCcTBEHHOT O MpenapaTa, IoJaHHOTO Ha pEerucTpaluio;

¢) xapakTepucTuKa NpuMecei;

X) NEepCUCHb CTAHAAPTHBIX 06p3.3LIOB, HCIOJIB3YEMBIX ITPU OCYIICCTBJIICHUU KOHTPOJI Ka4€CTBa
JICKApPCTBCHHOTO Ipfriaparta JJIsi BETCPUHAPHOTO TPUMCHCHU A,



I1) JaHHbIE O CTAOUIILHOCTH JIEKAPCTBEHHOTO Mpenapara Jiisi BETEPUHAPHOTO MPUMEHEHHUS;

10) xomus JOKyMEHTa, COJEPIKAIIero MHPOPMAIIUIO O HATMYUH WJIH 00 OTCYTCTBUHU (DAaKTOB
pEruCTpaluy JIEKApCTBEHHOTO MperapaTa 1Jisi BETepUHAPHOTO IPUMEHEHUS 3a MpeIeIaMu
Poccuiickoit denepanuu;

11) cornacue B mUCbMEHHOH (popMe, MPeyCMOTPEHHOE YacThi0 7 HACTOSIIEH CTaThU, B Cllydyae
PETHCTPAllMK BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO TIpenapara;

(ITynkT B penakiuu, BBeJieHHOM B feiicTBue denepanbubiM 3akoHOM OT 13 utosis 2015 roga N
241-D3.

12) xonust TOKyMEHTa Ha PYCCKOM $I3bIKE, 3aBEPEHHOT0 B YCTAHOBJICHHOM MOPSIKE U
IOJITBEP K IAIOLIETO IPABOMOYHOCTD 3asIBJIIEHUS O FOCYIAPCTBEHHONW PETUCTpaLun
JIEKapCTBEHHOT'O IIpernapara Jyisi BETEpUHAPHOTO MPUMEHEHUSs (JIOBEPEHHOCTb ).

4. Ilpu npoBeAeHUH YCKOPEHHOU MTPOLEAYPbl IKCIIEPTU3BI JIEKAPCTBEHHOT0 Npenapara Jjis
BETEpUHAPHOI'O IPUMEHEHHUS B LIEJISIX €r0 rocy1apCTBEHHON PEerucTpaluy MOKET
NPECTaBIATHCA MHPOPMALIKS, TIOTydeHHAs! IPH MTPOBEACHUN KIMHUYECKUX HCCIIEJOBAHUI
JIEKapCTBEHHOTO Nperapara 1 onyOJMKOBaHHAs B CIIELUAIN3UPOBAHHBIX NI€YATHBIX U3/IaHUX, a
TaK)Ke JJOKYMEHTBI, COJEpKaIINUEe PE3yIbTaThl UCCIIEOBAHUS OMO3KBUBAIEHTHOCTH
JIEKapCTBEHHOTO Mpernapara Jjisi BETEpPUHAPHOI0 IPUMEHEHUS.

5. Ha skcniepTusy pa3nudHbIX JIEKAPCTBEHHBIX (POPM OJIHOTO U TOTO K€ JIEKAPCTBEHHOTO
npernapara Jiisi BETEpUHAPHOTO MPUMEHEHUS 3asBUTENb MPEACTABISAET OTACIbHBIC 3asBICHUS U
PErUCTpallMOHHBIE JOChE Ha KX IyIO JeKapcTBeHHYIO (hopmy. [Ipu ycrioBum 0 JHOBpEMEHHOM
MOJIa4M Ha HKCIIEPTHU3Y OJIHOM JIeKapCTBEHHOU (DOPMBI C pa3IMUHBIMH TO3UPOBKOH,
KOHIIEHTpalue, 00beMOM 3asBUTENb NPEACTABISAET OJJHO 3asIBICHNUE U PETHCTPAIL[MOHHOE JI0ChE
C IPWIOKEHUEM MAKETOB YIIAKOBOK Ha KaXAYIO I03UPOBKY, KKy KOHLEHTPALUIO, KaXKIbII
00BEM U KaXKJI0€ KOJMYECTBO /103 B YIIaKOBKE.

6. 3asBUTENH BIPaABE MPEICTABUTD 110 COOCTBEHHOW MHUIIMATUBE BMECTE C 3asBJICHUEM O
TrOCYIapCTBEHHOW PErUCTPaLUM JIEKAPCTBEHHOTO IIperapara il BETEPUHAPHOTO IPUMEHEHUS
JIOKYMEHTBI, MIOJITBEPKIAIOIINE YIIIATy TOCYJAPCTBEHHON MONUIMHBI U YKa3aHHBIE B ITYHKTE 7
YyacTH 2 HACTOsIIIeH cTaThbu. B ciydyae ux HenpeacTaBiIeHUs COOTBETCTBYIOIINI
YIOJIHOMOYEHHBIN (DeiepaibHbIM OpraH UCTIOTHUTEIILHON BIIACTH MTPOBEPSIET (PaKT yIIaThl
3asiBUTENIEM TOCYIapCTBEHHOMN MOIUTUHBI IIOCPEICTBOM HUCIIONIb30BaHUs HH(pOpManuu o0 yraTe
roCyJapCTBEHHOM MOILINHBI, coaepkKaiieiics B ['ocyaapcTBeHHON HHGOPMAIITMOHHON CUCTEME O
TOCYIapCTBEHHBIX U MYHULIMNIAIBHBIX IUIATEKAaX, HA OCHOBAHUH IPE/ICTABIEHHBIX 3asIBUTEIIEM
KOMUI JOKYMEHTOB, MMOJTBEPKIAIOIINX YIUIATY TOCYIapCTBEHHOW MOILJTUHBI.

7. He nomyckaercs HCIIONB30BaHNE B KOMMEPUYECKUX LETX HH(DOPMAILIUU O pe3ybTaTax
JOKJITMHUYECKUX UCCIICIOBAHNM JIEKAPCTBEHHBIX CPEJICTB U KIIMHUYECKUX MCCIIEOBAHUN
JIEKAPCTBEHHBIX MPEMapaToB AJisl BETEPUHAPHOTO TPUMEHEHUS, TPEICTABICHHON 3asiBUTEIEM
JUTSI TOCYTapCTBEHHOW PETUCTPAIlMU JIEKaPCTBEHHBIX MPErapaToB, 0€3 ero corjacusi B TCUCHUE
IIECTH JIET C aThl TOCYAAPCTBEHHOW perucTpanuu peepeHTHOro JIEKapCTBEHHOTO Mpernapara B



Poccuiickoit @enepanuu.
(Cratbs B penakuuu, BBeAeHHOU B neictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

Crartbs 18. [logaya u paccMoTpeHHe 3asiBJIEHUS 0 TOCYIAPCTBEHHOM
perucTpanum JeKapCTBEHHOI'0 Npenapara 1Jisi MeAUIUHCKOr0 MPUMEHEeHHUs

(HammenoBanue B pegakuuu, BBeJeHHOU B fiericTBre ¢ 1 uroms 2015 rona denepaibHbIM
3aK0HOM OT 22 nekadpst 2014 roma N 429-D3.

1. J{yst rocy1apCcTBEHHOM PeTUCTpaIliy JIEKapCTBEHHOTO IIpenapara Jijisi MeIUIIMHCKOTO
MPUMEHEHUS IOPUAMYECKOE JTUI0, JCHCTBYIONIEE B COOCTBEHHBIX HHTEPECAX WIIN
YIOJIHOMOYEHHOE MPEACTABIATH HHTEPECHI APYTOro IPUIAMIECCKOTO JIMIIA U 3asBIISIOINICE
JIEKapCTBEHHBIN MIpenapar Ha roCcyJapCTBEHHYIO PETUCTPAIUIO (Jlajiee B HACTOSIIIIEH CTaThe -
3asBUTENb), IPEACTABISET B YIOJTHOMOYCHHBIN (efiepanbHbIii OpraH UCIOTHUTENBHOM BIIACTH,
OCYIIECTBIISIOMINMA TOCYJAPCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX IIPENapaToB JIst
MEAMIIMHCKOTO IPUMEHEHHUS, B AIEKTPOHHON opMe 1 Ha OyMaKHOM HOCHUTEIIE 3asBICHUE O
rOCYJapCTBEHHOM pPEeruCTpaIuy JIEKapCTBEHHOTO IIpernapara Jyisi MEAUIIMHCKOTO TPUMEHEHHUS, a
Tak)Ke B MOPSAKE, YCTAHOBIEHHOM YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIOTHUTEIBHON
BJIACTH, B MJICKTPOHHOU (hopMe M Ha OyMaKHOM HOCHTEJIE HEOOXOAMMBIC JOKYMEHTHI, U3
KOTOPBIX (POPMUPYETCS pErUCTPAIMOHHOE I0ChE Ha JIEKAPCTBEHHBIN Mpernapar Juis
MEIUIIMHCKOTO MPUMECHECHHS.

(YacTp B penakiuu, BBeieHHOHU B fieiicTBre ¢ 1 uross 2015 romga denepaibHBIM 3aKOHOM OT 22
nekadpst 2014 roma N 429-03.

2. B 3asBi€eHNH 0 rOCYAapCTBEHHOM PETUCTPALIMHU JIEKAPCTBEHHOTO Mpenapara Ajs
MEAMIIMHCKOTO IPUMEHEHUSI YKA3bIBAIOTCA:

1) HAaMMCHOBAHUC U aIpC€C 3aABUTCIIA U ITPOU3BOJUTEIIA JICKAPCTBCHHOI'O IIpCriapaTta ajid
MCIUIUHCKOI'O MPUMCEHCHUSA U aApCC MECTA OCYIHIECCTBIICHUS €0 IIPpOU3BOACTBA (B cjIyduace
HaJINYHA HECKOJIBKUX YYaCTHUKOB ITPOLECCa IMpOrU3BOJACTBA HCO6XOI[I/IMO YKa3aTb KaXXJ0ro
Y4aCTHHKA B COOTBETCTBUH C OC}’H.IGCTBHSIGMOﬁ craguen l'IpOI/I3B0,I[CTBa);

2) HauMEHOBaHUE JIEKapCTBEHHOT'0 pernapara i MEAUIIMHCKOTO IPUMEHEHUSI
(MeXlyHapoJJHOE HETaTeHTOBAaHHOE, WIH I'PYINITUPOBOYHOE, I XMMUUYECKOE U TOPrOBOE
HAaUMEHOBAHUA);

3) MEpCUCHDb HCﬁCTBYMMHX 1 BCIIOMOT'aTCJIIbHBIX BCHICCTB, BXOJAIINUX B COCTAB JICKAPCTBCHHOT'O
npemnapara JJjis1 MCIUIWMHCKOIO IPUMCHCHHS, C YKa3aHUEM KOJIMYCCTBA KaXK/10I0 U3 HUX;

4) nexkapcTBeHHas opma, T03UPOBKA, CIIOCOOBI BBEICHUSI M IPUMEHEHHSI, CPOK TOTHOCTH
JIEKapCTBEHHOIO Mpernapara A MeIUIUHCKOTO MPUMEHEHUS;



5) dbapmakoTrepaneBTHUECKas TPYIIa, KOJ aHATOMO-TEPAeBTUYECKO-XUMUIECKON
Kiaccuukanum, pekoMeHI0BaHHON BeeMupHoit opranu3anueii 31paBooXpaHeHus, 3asBIsIeMbIe
IMOoKa3aHus I MPUMCHCHUA JICKAPCTBCHHOTO ITperiapara AJIs1 MCAUTTHUHCKOI'O HpI/IMeHeHI/ISI;

6) OTCYTCTBHE HEOOXOIMMOCTH IIPEIOCTABICHUS OTYETA O Pe3yJIbTaTax KIMHUYECKOTO
WCCJICIOBAHMSI, UCCIICIOBAaHUS OMOAKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IIpernapara,
pa3penieHHoro I MeIMIIMHCKOTO puMeHeHus B Poccutickoii denepanuu 6osee nBaamnaTu
JIET, C YKa3aHUEM HOPMATUBHBIX NPABOBBIX AKTOB, MOJTBEPKAAIOIINX JTAHHBINA CPOK
MIPUMEHCHUS,

7) HEOOXO0MMMOCTh oopMITeHUs pa3pelieHus Ha BBO3 B Poccuiickyro denepannio KOHKPETHOM
NapTUU 3aPETUCTPUPOBAHHBIX U (WJIN) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
NpeaHa3HAYCHHBIX AJIA MPOBCACHUS SKCIICPTU3LI JICKAPCTBCHHLIX CPEACTB B LCIIAX
rOCyJapCTBEHHOM pErucTpaLuy;

8) He0OXOAMMOCTh MTPOBEICHUS IKCIIEPTU3HI IOKYMEHTOB, IPEICTABICHHBIX ISl OTPEICICHUS
BO3MOXHOCTH pacCMaTpruBaThb JICKapCTBeHHBIfI npemnapar ajid MCAUIUHCKOI0 MPUMEHCHUS ITIPpU
OCYILECTBIICHIH FOCYJAPCTBEHHON PErHCTPAIlMU B KA4eCTBE OPPAHHOTO JICKAPCTBEHHOTO
npernapara;

9) He0OXOAMMOCTh IPUMEHEHUSI YCKOPEHHON MPOLEAYPHI IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB
B LIETISIX TOCY/IApCTBEHHON PErUCTpaIliy JIEKapCTBEHHOTO Mpenapara;

10) KOIIMU JOKYMCHTOB, HOATBCPIKAAOIIHNX YIIATY FOCY,HapCTBCHHOﬁ IIONIJIMHBI:

a) 332 IPOBE/ICHUE IKCIIEPTU3BI IOKYMEHTOB, MPEIICTABICHHBIX ISl ONPEIEIICHUS] BO3MOKHOCTH
paccMaTpuBaTh HeKapCTBeHHI:Iﬁ npemnapar ajd MCAUIUHCKOIO IPUMEHCHUA TTPpHU
OCYIIECTBIICHUH TOCYJAPCTBEHHON PETUCTPAIlUK B Ka4eCTBE OPPAHHOTO JICKAPCTBEHHOTO
npenapara;

0) 3a mpoBeIeHUE IKCIEPTU3HI Ka4eCcTBA JIEKAPCTBEHHOTO CPECTBA U SKCIIEPTU3bI OTHOILICHHS
0’KHMJIa€MOH TIOJIH3bI K BOBMOXKHOMY PUCKY TPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara,
pa3pelIeHHoro Iyisi MeIUIIMHCKOTO puMeHeHus B Poccuiickoit denepannu 6omee 1BaaaTu
JIET, IPU OCYLIECTBJIEHUN TOCYIapCTBEHHON PErUCTpalluy JIEKAPCTBEHHOTO Mpenapara;

B) 3a IIPOBECHHE IKCIIEPTU3bI KaUeCTBA JIEKAPCTBEHHOTO CPEACTBA U IKCIEPTU3BI OTHOIICHUS
0’KMJIa€MOH IOJIb3bI K BO3MOXXHOMY PUCKY IIPUMEHEHHUs JIEKAPCTBEHHOIO IIpernapara s
MEIUIINHCKOTO PUMEHEHHMS IIPH €r0 TOCYJapCTBEHHON PETUCTPaLiu;

1") 3a MPOBCACHUC SKCIICPTU3BI KAYCCTBA JICKAPCTBCHHOT'O CPEACTBA U SKCIICPTU3bI OTHOIICHHU A
O)KHHaeMOﬁ IMOJIB3BI K BOBMOXXHOMY PUCKY NPUMCHCHH JICKAPCTBCHHOI'O IIpeTiapaTa a1
MCIUTTUHCKOI'O0 MPUMCEHCHU A, B OTHOIICHUN KOTOPOT'0 NPOBCACHBI MCKAYHAPO AHBIC
MHOT'OLCHTPOBBIC KIIMHUYCCKHUE UCCIICAOBAHUA, YaCTh U3 KOTOPLIX ITPOBEACHA B Poccuiickoit



®denepanyu, Ipu OCYLIECTBICHUN IFOCYIapCTBEHHON PErMCTPALIMK JIEKAPCTBEHHOTO MIpenapara;

11) Hanuyue coryiacusi MPOU3BOAMTEINS JIEKAPCTBEHHOTO MIpenapara, poru3BOACTBO KOTOPOTO
ocyllecTBIsIeTCA 3a npeaenamu Poccuiickont @enepannu, Ha NPOBEACHUE MHCIIEKTUPOBAHUS
IIPOM3BOUTENS HA COOTBETCTBUE TPEOOBAHUAM MPABUII HaAJIeKallel MPOU3BOJCTBEHHOM
IPAKTUKU;

12) nanuuaue cornacus, MPeAyCMOTPEHHOTO YacThio 18 HacTOsAIICH CTaThy;

13) yka3anue BuJIa JIEGKApCTBEHHOTO Mpenapara, MpeCTaBIEHHOr0 Ha PErUCTPALIUIO
(pedepeHTHBII JeKapCTBEHHBIH Mpenapar, BOCIPOU3BEACHHBIN JIGKAPCTBEHHBIN Ipenapar,
OMOJIOTMYECKHUH JISKApCTBEHHBIN MperapaT, OMoaHaIoroBbIk (0MOTI0100HBIN) JIEKAPCTBEHHBIN
npenapat (0MoaHaor), roMeonaTHYECKUH JIeKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN
pacTUTEIbHBIN Ipernapar).

(HacTsb 2 B penakuuu, BBeZeHHOM B aeiicTBue ¢ 1 utonsg 2015 roga depepanbHbIM 3aKOHOM OT 22
nekabps 2014 roma N 429-03.

3. PeructpanioHHO€e 10Ch€ Ha JIEKapCTBEHHBIN Mpenapart A MEAULUHCKOI0 IPUMEHEHUS
npefocTaBisieTcs B hopMe 00Iero TeEXHMYECKOro JOKYMEHTa.

(Hactpb B penakuuu, BBeieHHOM B feiicTBue ¢ 1 ssuBaps 2016 roga denepanbHbIM 3aKOHOM OT 22
nekabps 2014 roma N 429-03.

4. Paznen JOKyMEHTAIMH aJIMUHUCTPATHBHOTO XapaKTepa BKIIOYAET B ceOs:

1) 3asBiI€HUE O TOCYIaPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOTO Npenapara Jjsi MEAUIIMHCKOTO
NPUMEHEHHUS B AJIEKTPOHHOH opMe U Ha OyMaKkHOM HOCHUTEIIE;

2) KOIHIO JJOKYMEHTA Ha PYCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAHOBJIEHHOM TIOPSIIKE U
MTOATBEPIKIAIOIIETO IPABOMOYHOCTD 3asABUTENS IMOJABATH 3asIBJIEHUE O TOCYAAPCTBEHHOU
pEeruCTpalyy JIEKApCTBEHHOTO MperapaTa i MeIUIIMHCKOTO MPUMEHEHUS (JIOBEPEHHOCTH);

3) KOMHIO JIMLIEH3UH Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB UM KOIHUIO 3aKITIOUEHHS O
COOTBETCTBUH TPOU3IBOJUTEIIA JICKAPCTBCHHBIX CPEACTB Tpe6OBaHI/I${M IIpaBull Ha):[nencameﬁ
IPOM3BOJICTBEHHOH MPAKTUKH, BbIJaHHbBIE YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM
VCIIOJIHUTEIIBHOM BJIACTH, B CIIy4ae, €CIM MPOU3BOACTBO JIEKAPCTBEHHOIO IIpernapara
ocymectsisiercs B Poceniickont @enepanny;

4) KOO BBIJAHHOM YITOJIHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOIUTENS JIUIIEH3UU Ha
MIPOM3BOICTBO JICKAPCTBEHHOTO TPErapaTa 1 €€ MepeBo/l Ha PYCCKHUH S3bIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM TOPSAKE, U KOMHUIO 3aKJIFOUEHUS O COOTBETCTBUM MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHMSAM TIPABUII HAIJIEKAIIEH MPON3BOICTBEHHON MTPAKTUKH,
BBIJIAHHOTO YIOJHOMOYEHHBIM (heqiepaabHbIM OPTraHOM UCTIOTHUTENBHOM BIACTH, B CIy4ae, eCiiu
MPOU3BOACTBO JIEKAPCTBEHHOIO Mpenapara OCylecTBIseTcs 3a nmpeaenamu Poccuiickoit



denepaunu;

5) IpOEKT UHCTPYKIUU 110 MEAUIIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara,
coJieprKalleil cIeayIoLue CBEICHUS:

a) HaUMEHOBAaHME JIEKAPCTBEHHOTO Ipenapara (MeXIyHapoqHOe HEaTeHTOBAaHHOE, WIIN
IPYNIUPOBOYHOE, I XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS);

0) nekapcTBeHHas (hopMa ¢ yKazaHUEM HAMMEHOBAHUH M KOJMYECTBEHHOTO COCTaBa
JEHCTBYIONIMX BEIIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTaTEeNbHBIX BEIIECTB (IIpU
HEO0OXOAMMOCTH KOJIMYECTBEHHOI'O COCTaBa BCIIOMOTATENbHBIX BEIIECTB);

B) OIMMCAHUEC BHCITHECTO BHUJIa JICKAPCTBCHHOI'O IIpCiiapara AJIsd MCAUIHUHCKOI'O IIPUMCHCHU S

T') GU3HKO-XUMHUYECKUE CBOMCTBA (U1t pannodapManeBTHIeCKUX JIEKAPCTBEHHBIX MTPETapaToB);

1) apmakoTepaneBTHYCCKas TPyYIIa, KO JCKapCTBEHHOTO Tpernapara st MEAUIIHHCKOTO
MPUMEHEHHUS [0 aHATOMO-TePaneBTUYECKO-XMMHUUECKON KiIacCu(PUKAIUU, PEKOMEHI0BAaHHOM
Bcemupnoii opranuzanueit 31paBooXpaHeHus, WM YKa3aHue "TOMEONaTHIECKUM
JIEKapCTBEHHBIN npenapat";

e) papmakogrHamMuKa 1 (papMaKOKMHETHKA (32 UCKITFOYCHUEM (hapMaKOKUHETHKU
TrOMEOIIATHYECKUX JICKAPCTBEHHBIX MPENapaToB U PACTUTEIIbHBIX JIEKAPCTBEHHBIX MTPEIIAPaTOB);

) TOKa3aHMsl ISl IPUMEHEHMUS;

3) MPOTUBOMOKA3AHMS IJIs1 TPUMEHEHNS;

1) MEpBbI MPEI0OCTOPOKHOCTH MPHU MPUMEHEHUH;

K) YKa3aHHe BO3MOXHOCTH U OCOOCHHOCTEW MPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara Jijis
MEAMIIMHCKOTO MTPUMEHEHUS O€peMEHHBIMH KEHIIIMHAMU, )KEHITUHAMH B TIEPUO/]] TPYTHOTO
BCKapMJIUBaHUS, I€THMH, B3POCIIBIMU, UMEIOIIUMH XPOHUUYECKHE 3a00JICBAHNS;

J) peKUM JJO3UPOBAHUS, CIIOCOOBI BBEICHUS U IPUMEHEHHUS, IPU HEOOXOJUMOCTH BpeMs pruemMa
JIEKapCTBEHHOIO IIpernapara i MEJULUHCKOrO IPUMEHEHMS, IPOAOJKUTEIIBHOCTD JICYCHUS, B
TOM YHCJIE Y I€TE€H JI0 U MOCJE OJHOTO TOJa;



M) BO3MOYKHBIE HEXKEJIATEJIbHBIE PEAKLIUY IPU IPUMEHEHUH JIEKAPCTBEHHOT'O TIpernapara Juist
MEIULMHCKOrO IPUMEHEHHS;

H) CUMIITOMBI [I€PEA03UPOBKHU, MEPHI IO OKA3aHUIO TTOMOIIHU MIPHU MEPEI03UPOBKE;

0) B3aMMOJICICTBHE C APYTUMHU JIE€KApPCTBEHHBIMH MpenapataMu U (UiIH) MUIIEBbIMU
MIPOJIYKTaMU;

1) (hOpMBI BBIITyCKa JIEKaPCTBEHHOT'O IIpenapara;

p) yKazaHue (mpu HeoOXOJUMOCTH) OCOOEHHOCTEN JeCTBHS JIEKApCTBEHHOIO MIpernapaTa Jiist
MEIUIIMHCKOTO MPUMEHEHHS MPU NIEPBOM IIPUEME WIIH MIPU €r0 OTMEHE;

¢) onucanue (IMpu HEOOXOAMMOCTH) ACHCTBUI Bpaya (enpamepa) u (WiK) MamueHTa mpu
MPOITYCKE MpUEMa OJJTHOW MITH HECKOJIBKUX /103 JICKAPCTBEHHOTO Mpernapara i MEAUIIHHCKOTO
NPUMEHCHHUS;

T) BO3MOJKHOC BJIMAHUC JICKAPCTBCHHOI'O IIpCIiapara JJisd MCAULIUHCKOTI'O IIPUMCHCHUA Ha
CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MAMMU

y') CPOK I'OAHOCTHU M YKa3aHHC Ha 3aIlIpCT MPHUMCEHCHUS JICKAPCTBECHHOT'O IIpeIiapaTa AJisd
MCIUIUHCKOI'0 MPUMCHCHUA 110 UCTCUCHUHN CPOKA I'OJHOCTH;

&) ycnoBus XpaHeHuUs;

X) YKa3aHUC Ha HCO6XOI[I/IMOCTB XpaHCHU JICKAPCTBCHHOT'O IIpCIiapaTta AJid MEAUIUHCKOT'O
NMPUMCHCHUA B MECTaX, HCAOCTYIIHBIX IJIA I[GTGI\/'I;

LI) YKa3aHUue (HpI/I HCO6XOI[I/IMOCTI/I) CIICUAJIBHBIX MEP NMPEIOCTOPOIKHOCTHU ITPU YHUUTOKCHUU
HCHCIIOJIb30BAHHBIX JICKAPCTBCHHBIX ITPENapaToB AJId MEAULIUHCKOTO ITPUMCHCHU

q) yCJIOBUS OTIYCKa;

I11) HAUMEHOBAHUS M aJjpeca MPOU3BOICTBEHHBIX TUIOIIAI0K TPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapara;

H_I) HanMCHOBAHUC, aAPCC OpraHU3alnu, YHOHHOMOHCHHOﬁ ACPIKATCIIEM UJIN BJIAACIIBIIEM
PETUCTPAIMOHHOTO YAOCTOBEPCHM A JICKAPCTBCHHOI'O IIpCriapaTta Ajd MEAULIUHCKOTI'O



NPUMEHEHHS Ha MPUHATUE NTPETEH3UH OT MOTpeOUTeNs;

6) MTHCTPYKIUIO IO MEIUIIMHCKOMY MPUMEHEHUIO WIIH KPATKYIO XapaKTEePUCTUKY
JIEKapCTBEHHOIO Mpernapara, yTBepKACHHbIC B CTPaHEe MTPOU3BOIUTES;

7) IPOEKThl MAKETOB NEPBUYHOM YIAaKOBKU U BTOPUYHOM YIAKOBKH JIEKAPCTBEHHOT'O IIperapara
JUTISL MEAUITUHCKOTO PUMEHEHUS,

8) NpOEKT HOPMATUBHON JOKYMEHTALIMH UM HOPMATUBHOI'O JOKYMEHTA Ha JIEKapCTBEHHBII
npernapar Jiisi MEIMIIMHCKOTO IPUMEHEeHus JIM00 yKa3aHue COOTBETCTBYIOIICH hapmakoneitHon
CTaTbhy;

9) nokyMeHT, coepkaiuii ”HPOPMAIUIO O HATMUUHU WK 00 OTCYTCTBHH (DAKTOB PErUCTPALIUU
JIEKapCTBEHHOIO IIpernapara Jyisi MEIUIIMHCKOro IPpUMEHEeHUs 3a npeaenamu Poccuiickoi
®enepanuu;

10) konuu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IMOPSAKE U TOATBEPIKIAOMINX (pakT
perucTpanmy JeKapcTBEHHOTr 0 Mperapara B MHOCTPAHHBIX IOCY/1apcTBax B KauecTBe ophaHHOIo
JIEKapCTBEHHOI'O IIperapara;

11) nnan ynpasiieHus: puckamu Jij1si OMOJIOrMUECKUX JIEKAPCTBEHHBIX MPenapaToB JIs
MEIUIUHCKOTO IPUMEHEHHUS;

12) nokymeHT o cucreMe (hapMaKkoOHag30pa AepKaTels WU BIIaelbla pETUCTPAllMOHHOTO
YZIOCTOBEPEHUS JIEKAPCTBEHHOTO NIpENapara;

13) 1oKyMeHT, TOATBEP K JAIOLINI KaUeCTBO JIEKAPCTBEHHOTO MpernapaTa TpeX MPOMBIIIIEHHBIX
cepuil (TPOTOKOJI aHANIM3a WU cepTU(UKAT aHATN3a), OJTHA CEPUs KOTOPOT'o JI0JKHA COBIMAATh
¢ cepuelt o0pasiia IeKapCTBEHHOIO MpernapaTa Jisl MEIUIUHCKOTO PUMEHEHUS,
IIPEJICTAaBICHHOTO Ha TOCYAAPCTBEHHYIO PETHCTPALUIO.

(Hactp B penakuuu, BBeieHHOM B feiicTBue ¢ 1 ssHBaps 2016 roga denepanbHbIM 3aKOHOM OT 22
nekabps 2014 roma N 429-03.

5. Pa3nen xumuueckoi, papmManieBTH4eCKOi 1 OMOIOTUYEeCKON TOKyMEHTAlUN BKIIOYaeT B ce0s
JIOKYMEHTHI, cojieprKaue nHdopmaruio o hapMaleBTUIeCKOl CyOCTaHIINH U JISKapCTBEHHOM
npenapare Uit MEAULMHCKOIO IPUMEHEHHs], IIPOLIECCE €r0 MPOU3BOACTBA U METO1aX KOHTPOJISA
KAa4ecTBa, B TOM YHCIIE:

1) KomuIO TOKYMEHTA, COJIEPIKAILEro CIEAYIOIIYI0 HHPOPMALUIO O (hapMareBTHYECKON
cyOCTaHIIMM WU (papMalleBTUYECKUX CYOCTaHIUAX, BXOAILIUX B COCTAB JIEKAPCTBEHHOTO
npernapara:



a) HaUMEHOBaHME (apMaIEBTHUECKON CyOCTaHINH, €€ CTPYKTypa, 0OIIre CBOMCTRA;

0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTENS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OITMCAHUCM CTal[I/Iﬁ IMPOnU3BOACTBA U METOJ0B KOHTPOJIA HAa BCCX
CTagusiaXx IPOU3BOACTBA,

T) onucaHue pa3paboTKu Mpolecca MPOoru3BOJICTBA;

1) OIMCaHUE KOHTPOJISI KPUTUYECKUX CTAIUM MPOU3BOACTBA U IPOMEKYTOUHOU MPOTYKIIUH;

€) IOKyMEHTaJbHOE MOATBEPKICHUE (BaTUAAIINS) IPOLECCOB U (MJIM) UX OLICHKA,

’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTEepPUCTUKA IPUMECEH;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIUIO U €€ 000CHOBAHME;

K) aHAJIUTUYECKUE METOAMKH, UCIIOJIb3yeMbIe MTPH OCYIIECTBICHUH KOHTPOJIS KauecTBa
(dapmaneBTUUECKON CyOCTaHIINH;

J) JOKYMEHTAJIbHOE MOJITBEPXKACHUE (BaIUJallMs) aHATUTUYECKUX METOJIUK, UCIIOJIb3YeMbIX MIPU
OCYIIECTBJIEHUU KOHTPOJISI KauecTBa (papMalieBTHYeCKol cyOCTaHIUY;

M) pe3yJbTaThl aHaIM3a cepuil papmaneBTHUECKOi cyOCTaHIINN;

H) MNEpCUCHb CTAHAAPTHBIX 06pasu0B HJIN BEIIECTB, UCIIOJIB3YEMbIX ITPU OCYHICCTBIICHUU
KOHTPOJIA Ka4€CTBaA,

0) OIMMHUCAHUC XAPAKTCPUCTHUK U CBOMCTB YIIaKOBOYHBIX MATCPUAJTIOB U YKYIIOPOYHBIX CPCIACTB;

1) JaHHBIE O CTA0MIIBHOCTH (papMalleBTUYECKON CyOCTaHINY;

P) CPOK TOJTHOCTH;



2) TOKYMEHT, COJEpKAIlUM CIEAYIOIINE CBEACHUS O JIEKAPCTBEHHOM Ipernapare s
METUITMHCKOTO MPUMCHCHHUS:

a) OMMHUCAaHUC U COCTAaB JICKAPCTBCHHOTO IIpCriapara JJIs1 MCIAUITUHCKOIO IPUMCHCHUA

0) onucanue (papManeBTHUIECKON pa3paboTku (000CHOBaHKE BEIOOpA COCTaBa, IIEPBUYHON
YIIaKOBKU U UHOTO);

B) TCXHOJIOTHA MPOU3BOACTBA C OITMCAHUCM CTal[I/Iﬁ IMPOn3BOACTBA U METOJ0B KOHTPOJIA HAa BCCX
CTagusiaXx IMPOU3BOACTBA,

I') OIIMCaHWE KOHTPOJISI KPUTUYECKUX CTAAMM Ipoliecca MPOU3BOACTBA U IPOMEKYTOUHOM
POIYKIIHH;

J1) HAMMEHOBAHUE U aJJpec MECTa OCYIIECTBICHUS [TPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara
JUTSL METUITUHCKOTO MPUMEHEHHMS (B CIydae HaJTu4us HECKOIbKUX YYaCTHUKOB Ipoliecca
MIPOU3BOJICTBA HEOOXOAMUMO YKa3aTh KaXKJI0T0 U3 HUX);

e) ¢apmaneBTUYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHE XapaKTePUCTHUKH;

3) MaTepuaIbHbINA OalaHC 171 MPOU3BOACTBA CEPUH F'OTOBOTO MPOJIYKTa;

1) OIMCaHUE XapaKTEPUCTHK U CBOWCTB YITaKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMEHTAIIbHOE MOATBEPkKACHNE (BAIUIAINS) IPOLIECCOB MPOM3BOACTBA U (MJIM) UX OICHKA;

J) TpeOOBaHUS K KaUYECTBY BCIIOMOTaTeNbHbIX BEUIECTB (cepTU]UKAT, crienuprKanms Ha
BCIIOMOTaTeIbHbIE BEIIECTBA U X 00OCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOANUKH, UCITOJIb3YCMBIC TP OCYIICCTBIICHUNU KOHTPOJISL KaUuCCTBA
BCIIOMOTaTCJIBbHBIX BEHICCTB,

H) JOKYMCHTAJIbHOC IMOATBCPIKACHHNC (BaJ'II/II[aLII/IH) AHAIIUTUYCCKUX MCTOIHUK, UCIIOJIB3YECMbIX
IMpU OCYIICCTBJICHUHN KOHTPOJIA KAQ4YC€CTBA BCIIOMOT'aTCIIbHBIX BCILCCTB,



0) I/IHq)OpMaLII/ISI 00 MCIOJIE30BAHUH BCIIOMOTaTEIbHBIX BC€HICCTB YCJIIOBCUYCCKOI'O U JKUBOTHOI'O
IMPOUCXOKIACHUAA,

H) I/IHq)OpMaL[I/ISI 00 MCIOJIB30BAaHUHU HOBBIX BCIIOMOTaTEIbLHBIX BCIIICCTB,

p) TpeOOBaHUS K Ka4ECTBY JICKAPCTBEHHOTO TIperapara /Uil MeJUIUNHCKOTO TPUMEHEHUS
(ceprudukar, cienuduKanys Ha JSKapCTBEHHBIH Mpenapar ¥ uX 000CHOBaHUE);

C) AHAIUTHUYCCKUC MCTOANKHU, UCITOJIB3YCMBIC ITPHU OCYHICCTBJICHUN KOHTPOJISA KaUCCTBa
JICKaApCTBCHHOTO IIpfriapaTta JJIs1 MCIUIIUHCKOI'O IIPUMCHCHUS

T) JOKYMEHTAJIbHOE TTOATBEPKACHUE (BAIHIALIMS) AaHATTMTUYECKUX METOIMK, UCIIOJIb3yEMbIX MPU
OCYILIECTBJIEHUH KOHTPOJISI Ka4eCTBA JIEKAPCTBEHHOIO Mpenapara sk MEJULIUHCKOIO
MIPUMEHEHUS,

y') PE3YyIbTAaThl AHAJIN30B cepnﬁ JICKAPCTBCHHOT'O IIpCIiapaTa JJIA MCAUIUMHCKOTO IIPUMCHCHH

() XapaKTepHUCTHKA TPUMECEH;

X) MepeueHb CTaHIaPTHBIX 00pa3lloB, UCIOIb3YEMbIX ITPH OCYILLECTBICHUH KOHTPOJISI KAuecTBa
JIEKapCTBEHHOIO IIpernapara i MEJULUHCKOr0 IPUMEHEHHS;

11) JaHHBIC O CTAOUIILHOCTH JICKAPCTBEHHOTO TIpernapara /sl MEIUIIMHCKOTO TPUMEHEHUS.
(Yactb B penakiuu, BBeieHHOU B feiicTBue ¢ 1 ssaBaps 2016 roga denepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

6. Paznen papmakomornueckoii, TOKCUKOJIOTHUECKOW TOKYMEHTAIIMU BKJIFOYAET B CE0SI OTYETHI O
pe3ynbTaTax JOKJIMHUYECKUX UCCIIEI0BAHNM JIEKAPCTBEHHOTO CPEACTBA ISl MEAUIIMHCKOTO
MPUMCHCHUA, B TOM YHUCJIC!

1) OTYET O Q)apMaKOI[I/IHaMI/I‘-IeCKI/IX HUCCICIOBAHUAX ]

2) ot4eT 0 hapMaKOKHHETHIECKUX HCCIICIOBAHUSAX;

3) OTYET O TOKCUKOJIOTUYECKUX HCCIIETIOBAHUSIX.

(HacTp 1OMONMHUTENBHO BKIIIOYeHa ¢ 26 okTs0ps 2010 roga denepanbHbIM 3aKOHOM OT 11
okTs0ps 2010 roga N 271-®3; B penakuuu, BBeeHHOU B feiictue ¢ 1 suBaps 2016 roga
®enepalbHBIM 3aKOHOM OT 22 nekadbps 2014 roma N 429-03.

[Tonoxenus yactu 6 HacToswIeH cTaTbu (B penakuun denepanbHOro 3akoHa ot 11 okTs0ps



2010 roga N 271-®3) npuMeHs0TCS K IPaBOOTHOLIEHUSIM, BOSHUKIIUM IOCJIE IHS BCTYIICHUS
B cruty [yt Poccuniickoi @enepannu mpoTokosia o npucoeanuennn Poccuiickoit denepannu K
BceemupHoii TOproBoii opranuzaiuu - cM. ctatbio 2 @enepanbHoro 3akona ot 11 okrsadps 2010
roga N 271-®3,

7. PaSI[CJ'I KJINHUYECKOH JOKYMCHTAIlMHU BKJIIOYACT B ce0s OTYETEHI O peE3yiibTaTaxX KIMHUYCCKUX
HCCIIeIOBaHUM JICKApCTBCHHOTO IIplriapaTta JJjIis1 MCAUITUHCKOI'O IPUMCHCHUS, B TOM YUCJIC:

1) oTueTsl 00 HccnenoBaHUAX OMOTOCTYITHOCTH ¥ OMO’KBUBAJICHTHOCTH, HCCIICIOBAHUSIX,
YCTaHABJIMBAIOUINX KOPPEISIIHIO PE3YIbTaTOB, NOTYYCHHBIX B YCIOBHX in Vitro u in vivo;

2) otueThl 0 (PapMaKOKUHETUIECKUX HUCCIICTOBAHMSIX;

3) OTYCTHI O q)apMaKOI[I/IHaMI/I‘IeCKI/IX HCCICOOBAHUAX,

4) OTYETHI O KIIMHUYECKUX UCCIIEOBAHUIX Y(PPEKTUBHOCTH U O€30I1aCHOCTH;

5) OT4ET O MOCTPErUCTPALIMOHHOM OTBITE IPUMEHEHUs (ITPU HAJIUYHUH ).
(HacTp pomoaHuTENbHO BKIOYeHa ¢ 1 sHBaps 2016 roga denepaabHbIM 3aKOHOM OT 22 1eKaopst
2014 roma N 429-03)

8. TpeGoBanus k 00beMy HH(OPMALMH, IPEAOCTABIAEMOM B COCTaBE PErMCTPALIMOHHOTO JI0ChE,
JUISL OT/AETIBHBIX BUOB JIEKAPCTBEHHBIX MPENAPATOB ISl MEAUIIUHCKOTO PUMEHEHUS
YCTaHaBJIMBAIOTCS YIOJTHOMOUYEHHBIM (pe/iepanbHbIM OpPraHOM UCIOIHUTENBHOM BIACTH.

(Hactp nononHuTenbHO BKIItoueHa ¢ 1 stHBapst 2016 rona denepalibHbIM 3aKOHOM OT 22 1eKadps
2014 roma N 429-03)

9. B oTHOMIEHNY JIEKapCTBEHHBIX MPEMApaTOB, PA3pEIICHHBIX JJII MEIUIIMHCKOTO MPUMEHEHUS B
Poccuiickoii @eneparuu Oonee ABaALATH JIET (32 UCKIIOYEHUEM OHOJIOTHYECKHUX
JIEKapCTBEHHBIX MPEMapaToB), TOMYCKAETCsl BKIIFOYSHHE B COCTAB pasjieiia (hapMaKoJIOTUIECKOM,
TOKCUKOJIOTMYECKOW TOKYMEHTALMU U pa3zena KIMHUYECKON JOKYMEHTAIMU BMECTO OTUETA
pa3paboTuuKa o pe3yibTaTaX COOCTBEHHBIX TOKIMHUYECKHUX MCCIIETOBAHMM JIEKAPCTBEHHBIX
CPEACTB U KJIMHUYECKUX UCCIEA0BAHNUM JIEKAPCTBEHHBIX MPENapaToB sl MEAULIMHCKOTO
MpUMEHEHHUs 0030pa HAYYHBIX PabOT O pe3ynbTaTax JOKIMHUYECKUX MCCIIEIOBAHUM
JIEKapCTBEHHBIX CPEJCTB M KJIMHUYECKUX UCCIEOBAHMUI JaHHBIX JICKAPCTBEHHBIX MPENapaToB, B
TOM YHCJIE BKJIFOYAs! OIBIT UX MOCTPErUCTPALMOHHOTO TPUMEHEHHUS.

(HacTp ponoaHUTENBHO BKIIOYeHA ¢ 1 stHBaps 2016 roga denepanbHbIM 3aKOHOM OT 22 1eKadpst
2014 roga N 429-D3)

10. ITpu rocy1apCTBEHHON PETUCTPALN BOCIIPOU3BEAECHHBIX JIEKAPCTBEHHBIX MPEMAPATOB IS
MEIUIIUTHCKOTO IPUMEHEHHUs TOMYCKaeTCs BKIIIOYEHHE B COCTAB paszena (hapMaKoIoruyeckon,
TOKCHKOJIOTHYECKON TOKYMEHTAIMU U pa3ena KIMHUYECKON TOKYMEHTAllUd BMECTO OTYETA



pa3paboTurKa 0 pe3yibTarax COOCTBEHHBIX TOKIMHUYECKUX UCCIIECIOBAHUHN JIEKAPCTBEHHBIX
CpencTB 0030pa HayYHBIX padoT O pe3ybTarax JOKIMHUYECKUX UCCIEA0BaHUN peepeHTHOTO
JICKapCTBEHHOTO TIperapara U MpeICTaBICHHE BMECTO KIIMHUYECKUX UCCIICIOBAHUH B TIOJTHOM
00beMe, YCTAaHOBJIICHHOM PAa3JIeioM KIMHUYECKOH TOKYMEHTAIIUH, OTYETa O Pe3ysIbTaTax
UCCIIEIOBaHU OMO’KBUBAIIEHTHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO TpenapaTa Jyis
MEIUIIMHCKOTO IpuMeHeHus. He TpebyeTcs npecraBieHne oT4era o pe3yibraTax
UCCIIEIOBaHU OMO’KBUBAIIEHTHOCTH BOCIIPOU3BEICHHOT'O JIEKAPCTBEHHOT'O TIpernapara Jis
MEIUIIUHCKOTO IPUMEHEHUSI, €CIIH PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIC JIEKAPCTBEHHBIC
npenaparsl JJid MEAUIUHCKOTO ITPUMCHCHU A, KOTOPBIC:

1) npenHa3HayeHb! AJIs HAPEHTEPATBLHOTO (ITOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO, BHYTPHUIIOJIOCTHOT'O, BHYTPUCYCTaBHOT'O, BHYTPUKOPOHAPHOI'0) BBEIACHUS U
MPEJICTaBIISIIOT COOOM BOJHBIE PACTBOPHI,

2) npelCTaBISIIOT COOON PacTBOPHI AJIsl IEPOPATILHOTO PUMEHEHMS;

3) npou3sBenieHbI B (DOpME MOPOIIKOB HITH JIMOPUIN3ATOB IS IPUTOTOBIICHHS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) SBIAIOTCS YIIHBIMU WM TJIA3HBIMU JIEKAPCTBEHHBIMU TTpENapaTaMu, MPOU3BEICHHBIMU B
¢dbopMe BOIHBIX PacTBOPOB;

6) npeaHa3Ha4YCHbl IJII MCCTHOI'O IIPUMCHCHUA U IIPUTOTOBJICHLI B (1)0pM6 BOJIHBIX PAaCTBOPOB;

7) ipeACTaBIISIIOT COO0M BOJHBIE PACTBOPHI JJISI UCTIOIB30BaHUS B (DOpME HHTAIISAIINM C
MOMOIIbIO HeOyal3epa WK B KaUeCTBE HA3aIbHBIX CIIPEEB, IPUMEHIEMBIX C TOMOIIBIO
CXOJIHBIX YCTPOMCTB.

(HUactp nononHuUTeIHHO BKItOueHa ¢ 1 staBaps 2016 roga denepaibHbIM 3aKOHOM OT 22 nexadps
2014 roma N 429-03)

11. JIns cmyyaeB, yka3aHHBIX B TyHKTax 1-3, 5-7 yactu 10 HacTos1Iel cTaThy,
BOCITPOM3BE/ICHHBIN JICKAPCTBEHHBIN MpernapaT il METUIIUHCKOTO TPUMEHEHUS TOJKEH
Co/IepXkaTh TaKHE K€ BCIIOMOTaTeNIbHbIE BELIECTBA B TAKUX K€ KOJUYECTBAX, KaK U
pedepeHTHBIH JIeKapCTBEHHBIN MpernapaT. Eciii cocTaBbl BCOMOTATEIBHBIX BEIECTB
pa3IUYaloTCs, 3asBUTENH JOKEH MPEICTABUTh JI0KAa3aTEIhCTBA TOTO, YTO MCIIOIB3yEMBIE B
JAHHBIX KOHIIEHTPAIIMIX BCIOMOTaTeIbHBIC BEIIECTBA HE BIUSAIOT HA 6€30MaCHOCTh U (W)
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO TIpenapara Jijisi MeJUIIMHCKOTO MpUMeHeHus. B ciydae, ecnu
3asBUTEIIb HE MOXKET MPEJCTAaBUTh TaKUE JI0KA3aTENbCTBA U (MJIM) HE UMEET AOCTyNa K
COOTBETCTBYIOIINM JTaHHBIM, OH JIOJDKEH MPOBECTH COOTBETCTBYIOIINE UCCIICIOBAHUS JITIS
JI0OKa3aTelIbCTBA OTCYTCTBHUS BIUSIHUS Pa3HBIX BCIIOMOTATENbHBIX BEIIECTB WIH
BCIIOMOTaTeNbHBIX YCTPOUCTB Ha 0€3011acHOCTh U (MiH) 3 PEKTUBHOCTD JIEKAPCTBEHHOTO
npenapara Jjisi MEAUIIMHCKOrO IPUMEHEHHUSI B IOPSIKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM
denepabHBIM OPTraHOM UCIIOJIHUTEIILHON BIACTH.



(Yactp nomonHuTeNnbHO BKIt04YeHa ¢ 1 staBaps 2016 roga @enepanbHbIM 3aKOHOM OT 22 nexadpst
2014 roma N 429-03)

12. TIpu rocymapCcTBEHHOM perucTpanui KOMOWHAIIUMIN paHee 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX MIPENAapaToB JUIsl MEAULMHCKOTO IIPUMEHEHUS IOITyCKAETCSl BKIIFOUEHUE B
cocTaB paszzena (papMaKoJIOTHIECKOM, TOKCUKOJIOTUYECKOH TOKyMEHTALUHU B pa3jiesa
KJIMHUYECKOH JIOKyMEHTAllMM BMECTO OT4eTa pa3paboTyHKa O pe3ybTaTax cOOCTBEHHbBIX
JOKJIMHIUYECKUX MCCIIETOBAaHMI JIEKApCTBEHHBIX CPEACTB 0030pa HAYUHBIX pabOT O pe3ysbTaTax
JOKJIMHUYECKUX UCCIIEI0BaHUN peepeHTHBIX JIEKapCTBEHHBIX MIPENapaToB, BXOASIIUX B COCTAB
KOMOWHAIIMH JIEKAPCTBEHHBIX MPEMapaToB, U 00 OTCYTCTBUU UX B3aUMOJICHCTBHS B OJTHOU
JeKapCcTBEHHOH popme.

(Hactp nononHUTEnbHO BKItoUeHa ¢ 1 ssHBapst 2016 rona denepaibHbIM 3aKOHOM OT 22 1eKadps
2014 roma N 429-03)

13. Ha skcriepTr3y pa3iIMdHbIX JIEKapCTBEHHBIX (hOPM OJTHOTO M TOTO YK€ JICKApPCTBEHHOTO
npenapara Jiyisi MEAUIIMHCKOTO IPUMEHEHHSI 3asBUTEIIb MPEACTABIISACT OT/ICIbHBIC 3asBJICHUS U
pETHCTPAIOHHBIC TOChE Ha KaX Iy JICKapCTBEHHYIO popmy. [Ipu yciioBun 0THOBPEMEHHOM
M0JIa4y Ha HKCIIEPTU3Y OJIHOM JIeKapCTBEHHON (hOPMBI C Pa3IMYHBIMU JO3UPOBKOH,
KOHIIEHTpalren, 00beMOM 3asiBUTENb MPEICTABIISET OJHO 3asIBJICHUE U PETUCTPALIMOHHOE JOChE
C MPUJIOKEHUEM MAKETOB YIIAKOBOK HA KAXKIYIO I03UPOBKY, KXKAYI0 KOHLIEHTPALIUIO, KaXKIbIN
00bEM U KaXKJ10€ KOJIMYECTBO /103 B YIIAaKOBKE.

(HacTp pomoaHuTENbHO BKItoYeHa ¢ 1 suBaps 2016 roga denepaabHbIM 3aKOHOM OT 22 1eKa0opst
2014 roma N 429-03)

14. IIpu rocyjapCcTBEHHOM perucTpaniu ophaHHOro JIEKAPCTBEHHOTO Mperapara 3asBUTEIb
npezcTaBisieT HHPOpMaLKIo, HEOOX0IUMYIO A1l GOPMHUPOBAHUS pa3jiesia KIMHUYECKON
JOKYMEHTAIuH, B 00beMe, YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (heIepabHBIM OPraHOM
VICTIOJIHUTENIBHOM BJIACTH.

(Hactp nononHuTenbHO BKItoUeHa ¢ 1 stHBapst 2016 rona denepaibHbIM 3aKOHOM OT 22 1ekadpst
2014 roma N 429-03)

15. Ilpu peructpanuu OHOIOrMYECKOTO JIEKAPCTBEHHOTO Mpernapara, MoJIy4eHHOr0 U3 KpOBH,
IUIa3Mbl KPOBH Y€JI0BEKA, B COCTABE PETUCTPALIMOHHOIO IOChE Ha JIEKapCTBEHHBIH Npenapar A
MEAMIIMHCKOTO MIPUMEHEHHUS JJOJKHBI ObITh MPEACTAaBIEHBI JOTOIHUTEIbHO:

1) B pa3zene TOKyMEHTAllMM aJMUHUCTPATUBHOTO XapaKTepa JOKYMEHT, COIep KAl
UHpOPMaLKIO 0 CyObEeKTax oOpallleHus TJOHOPCKOM KpPOBH U (UJIM) €€ KOMIOHEHTOB, O TOM, I'/1e
Obli1a OCyIIECTBIIEHA AOHAUs (KPOBU U (MJIM) MJIa3Mbl KPOBH), a TAKXKE JIaHHbIE 00
UHQEKIIMOHHBIX 3a00JIEBaHUAX, IEPEAAIOIINXCS TApEHTEPATbHBIM ITyTeM, HHPOpMAaLUs O
cyOBbeKTax oOpalieHust JOHOPCKOM KPOBH U (MJIM) €€ KOMIIOHEHTOB, B OTHOIIEHUH KOTOPBIX
OCYIIIECTBIISIETCS] KOHTPOJIb JJOHOPCKON KPOBH U (WJIN) €€ KOMIIOHEHTOB;

2) B pa3zzene XUMHUYECKOH, (hapmarieBTHUeCKON U OMOIOrHYeCcKOil TOKYyMEHTALUN:



a) KpUTEPHUH U CIIOCOOBI 0TOOPA, TPAHCTIOPTUPOBAHMS U XPAHEHUS TOHOPCKOM KPOBH U (HITH) ee
KOMIIOHEHTOB;

0) pe3yabTaThl UCCIICOBAHII OTOOPAHHBIX JOHOPCKOW KPOBH U (WJIN) TUIA3MBI KPOBU U TTYJIOB
Ha HaJIM4Yue BO30yauTened HHPEKIHA, BKIFO4as HHPOPMAIIHIO 00 UCIIOIB30BaHHBIX METOIMKAX
WCCJICIOBAHHI U B CITy4ae UCCIICIOBAHUS MTYJIOB IJIa3Mbl KPOBU PE3YyIbTAThl JOKYMEHTAILHOTO
MOJTBEPKICHUS (BaIMIAIMH) HCITOJIb30BAaHHBIX METO/IVK;

B) TEXHUYECKHE XapaKTEePUCTHKH YITAKOBKHU JJIsi OTOOPA JOHOPCKOW KPOBHU M (MJIN) TIIa3Mbl
KPOBH, BKJIF0Yasi HHPOPMALMIO 00 HCIIOJIb30BaHHBIX PACTBOPAX aHTUKOAryJIsTHTOB.

(Hactp nononHuTenbHO BKItoueHa ¢ 1 stHBapst 2016 rona denepaibHbIM 3aKOHOM OT 22 1eKadps
2014 roma N 429-03)

16. Knunnueckue uccieoBanus JIEKapCTBEHHOIO Mpenapara JJjisi MEJUIIMHCKOTO MPUMEHEHHUS B
LEJSX €ro rOCyAapCTBEHHOM perucTpanuu npoBoasaTcs B Pocculickoit @enepanuu B NOpSAKE,
YCTaHOBJIEHHOM cTaTbsiMu 38-44 Hacrosimero @enepanbHoro 3akoHa. OT4eT o MpoOBEAECHHBIX
HCCIICIOBAHUSX BKJIIOUAETCS B COCTAB paszena KIMHUYECKON TOKYMEHTAlMA PErMCTPAllMOHHOTO
JIOChE€ Ha JICKAPCTBEHHBIN mpenapaT AJisl MEJUIIMHCKOTO MpuMeHeHHs. J1Ji JIeKapCTBEHHBIX
MIPENAPaToOB JIJI1 MEAUIIMHCKOTO MPUMEHEHHS, B OTHOLLIEHUH KOTOPBIX B PE3YJIbTATE SKCIIEPTU3BI
JIOKYMEHTOB, IPEJICTABJICHHBIX JJIs1 ONPEEICHUS BO3MOXHOCTH pacCMaTPUBATh JIEKAPCTBEHHBIN
npenapar Jijisi MeAUIIMHCKOTO PUMEHEHUSI B KauecTBe Op(aHHOTO0 JIEKAPCTBEHHOTO Ipenapara,
TakKas BO3MOXKHOCTb IMPU3HAHA U B OTHOIIIEHUU KOTOPBIX MPOBEICHBI KIIMHUYECKUE
WCCIIEIOBAHMS, BBITIOJIHEHHbIE 3a ipeaenamu Poccuiickoit denepaniu B COOTBETCTBUU C
MpaBUJIaMU HaJIeKalel 1abopaTopHOM MPAKTUKU U MTPaBUIIaMHU HaJIeKAIEH KITMHUYECKON
MPAKTUKH, TOITYCKAETCS BKIFOUEHUE B COCTAB pa3/ieia KIMHUYECKON IOKYMEHTAlUH BMECTO
OTYEeTa O pe3yJbTaTax KJIMHUYECKUX MCCIIEI0BAaHUN JIEKAPCTBEHHOIO Mpenapara s
MEJIUIIMHCKOTO TPUMEHEHUS, MPOBEICHHBIX B Poccuiickoit denepannu, oTyeTa 0 pe3ynbTarax
KIIMHUYECKUX MCCIIEI0BAaHUM, BBIIIOJHEHHBIX 3a npenesamu Poccuiickon denepannu.

(Hactp nononHuTenbHO BKItoueHa ¢ 1 stHBapst 2016 rona denepaibHbIM 3aKOHOM OT 22 1ekadps
2014 roma N 429-03)

17. 3asBUTENH BIPaBE MPEICTABUTH IO COOCTBEHHON MHULIMATUBE BMECTE C 3asIBJICHUEM O
rOCyIapCTBEHHON PETUCTPALINN JIEKAPCTBEHHOTO Ipenapara Jjis MEAUIIMHCKOIO TPUMEHEHNUS
JIOKYMEHTBI, TOITBEP K IAI0IIUE YIUIATY TOCYJapCTBEHHOM MONUIMHBI U yKa3aHHbIe B MyHKTEe 10
4acTu 2 HACTOSIILEN CTaTbU. B ciydyae UX HENPEICTAaBIEHUS COOTBETCTBYOILNN
YIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCIOIHUTEIbHOM BIACTH NMPOBEpsAET (HaKT yIIaThl
roCyJapCTBEHHOH MOIIJIMHBI 3asIBUTEIEM OCPEICTBOM HCII0JIb30BaHUS HH(pOpMAIMK 00 yIuiaTe
roCyJapCTBEHHOM MOILINHBI, coepkaiieiics B ['ocyaapcTBeHHOM MHPOPMAIIMOHHON CUCTEME O
rOCYIapCTBEHHBIX U MYHUIMNAJIBHBIX IUIaTEXaX, HA OCHOBAHUHU IIPE/ICTABICHHBIX 3asBUTEIIEM
KONUI TOKYMEHTOB, IOATBEPKIAIOIINX YIIJIATy TOCY1apCTBEHHON MOLUIHHBI.

(YacTp nomnonHuTENbHO BKIIOYeHa ¢ 1 stHBaps 2016 roga denepanbHbIM 3aKOHOM OT 22 nexadpst
2014 roma N 429-03)

18. He nomyckaeTcsi HCMOIb30BaHUE B KOMMEPUYECKUX LEISIX HH(OPMaLUU O pe3ybTaTax
JOKJIIMHUYECKUX UCCIIE0BAaHUH JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX HCCIIEOBAHUM
JIEKapCTBEHHBIX MPENapaToB JIsl MEIUIIMHCKOTO IIPUMEHEHUS, PEACTaBICHHOM 3asiBUTENIEM ISt
roCyJapCTBEHHOHN perucTpaliy JeKapCTBEHHOr o penapara, 6e3 ero corjacus B TeUeHHE IECTH



JIeT ¢ IaThl TOCYAAPCTBEHHOM perucTpanuu pedepeHTHOro JIeKapCTBEHHOTO MIpernapara B
Poccuiickoit denepanumu.

(Hactp nononHuTenbHO BKItoueHa ¢ 1 ssHBapst 2016 rona denepalibHbIM 3aKOHOM OT 22 1eKadps
2014 roma N 429-03)

19. [lepxarensb WK BiaJellel peruCTPaMOHHOIO yJOCTOBEPEHH S IEKapCTBEHHOT'O IIpernapara
Ha OMOTEXHOJIOTMYECKUI WM Op(aHHBIN JIeKapCTBEHHBIN IpenapaT 00s13aH Pe0CTaBIATh Ha
BO3ME3/HOI OCHOBE 00pa3Ibl pe)epeHTHOr0 JICKApCTBEHHOT'0 IIperapaTa 3asBUTEIAM IS
IPOBEICHUS KIMHUYECKUX HccnenoBaHuil. CTouMocTh 00pasia pedepeHTHOro JeKapCTBEHHOTO
npernapara, BKIFOYSHHOTO B NIEPEUYEHb )KU3HEHHO HEOOXOAUMBIX M BKHEHUIINX JIEKaPCTBEHHBIX
IIPENapaToB, HE NOJDKHA IPEBBIIIATE 3aPETUCTPUPOBAHHYIO ITPENEIBHYIO OTIIYCKHYIO LIEHY Ha
pedepeHTHBII JTeKapCTBEHHBIH MpenapaT Wil [eHy Ha JISKapCTBEHHBIHN Mpernapar B CTpaHe
IIPOU3BOJUTEIIS.

(Hactp nononHuTenbHO BKItoueHa ¢ 1 stHBapst 2016 rona denepaibHbIM 3aKOHOM OT 22 1eKadps
2014 roma N 429-03)

20. 3asBIeHUE O TOCYJAPCTBEHHON PETUCTPAIIMU BOCIIPOU3BEIECHHOTO JICKAPCTBEHHOTO
npernapara Jisi METUIIUHCKOTO MPUMEHEHUSI MOXKET OBbITh MOAAHO B YITOJIHOMOYEHHBIN
denepabHBIN OpraH UCMOJIHUTEIBHON BIACTH, OCYIIECTBIISIIOIINI TOCY1apCTBEHHYIO
PErUCTPALIMIO JIEKAPCTBEHHBIX MIPENapaToB, 10 UCTEUEHUH YETHIPEX JIET C JaThl
TOCYIapCTBEHHOW PETUCTpAUU PeepeHTHOTO JIEKaPCTBEHHOTO TIpemapaTa B Poccuiickoit
®enepanuu.

(Hactp nononHuTenbHO BKItoueHa ¢ 1 stHBapst 2016 rona denepalibHbIM 3aKOHOM OT 22 1ekadps
2014 roma N 429-03)

21. 3asBneHuE 0 TOCYIaPCTBEHHON perucTpaui OMoaHamIoroBoro (0Momnog00Horo)
JICKapCTBEHHOTO Tperapara (OrnoaHaiora) MoKeT OBITh TIOJJaHO B YIIOJTHOMOYCHHBIH
dbenepanbHBIN OPraH UCIIOTHUTENBHOM BIACTH, OCYIIECTBISIONINUN TOCYIaPCTBEHHYIO
PETUCTPAIHIO JIEKAPCTBEHHBIX MPENapaToB, MO UCTEUSHNUHN TPEX JIET C JaThl TOCY1apCTBEHHON
peructpanuu pedepeHTHOro JeKapCcTBEeHHOro npenapara B Poccuiickoit deneparum.

(Hactp nononHuTenbHO BKItoueHa ¢ 1 stHBapst 2016 rona denepaibHbIM 3aKOHOM OT 22 1eKadps
2014 roma N 429-03)

22. Jlep>kateinb WIH BIIaJIEIEl] peTUCTPAIMOHHOTO YI0CTOBEPEHHUS JIEKAPCTBEHHOTO MperapaTa
MPEJICTaBIISIET B YIIOJTHOMOYEHHBIN (eiepalibHbII OpraH UCMOTHUTENBHOM BIIaCTH,
OCYIIECTBIISIOMUMA (PYHKIIUU IO KOHTPOTIO U HAA30py B chepe 3paBOOXpaHEHUsI, OTUET 1O
pe3ynbTaTam GapMakoHaA30pa OJIMH Pa3 B MIECTh MECAIIEB B TEUCHHE BYX JIET MOCIe
rOCyIapCTBEHHOW PEruCTpalliy JISKAPCTBEHHOTO Tpernapara B Poccuiickon denepanuu,
€KErOJIHO B TEYEHUE MOCIEAYIOIINX TPEX JIET U B JAJbHEUIIIEM OJIUH pa3 B IIATh JIET.

(HacTp ponmoiaHUTENBHO BKIIOYeHA ¢ 1 stHBaps 2016 roga denepanbHbIM 3aKOHOM OT 22 1eKadpst
2014 roga N 429-D3)

Cratbs 19. IlpunsiTHe pelieHHsI 0 BbIAa4e IKCIEPTHOMY YUPEKICHUIO 3a1aHUSs
HA NPOBeJeHHe IKCIEPTHU3bI JIEKAPCTBEHHOI'0 CPeACTBA



1. B Teuenue aecatu pabouux IHEH cO JHS MPUHATHUS 3asBJICHUS O TOCYAAPCTBEHHOM
PETHCTpalUK JIEKAPCTBEHHOTO MperapaTa COOTBETCTBYIONINN YIIOJTHOMOYCHHBIN (henepatbHbIA
OpraH UCIIOJIHUTEIBHOM BJIACTU IPOBOAUT IIPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U IPABUIIBHOCTH
0o OopMIICHHUS MTPEICTABICHHBIX TOKYMEHTOB PErUCTPAMOHHOIO JOChE Ha JIEKAPCTBEHHbIN
Ipernapar U NIpUHUMAET PELIECHUE O BbIJIaU€ 3a/laHus HA IIPOBEACHUE:

1) sKcnepTH3bl JOKYMEHTOB, MTPEICTABICHHBIX JIJIsl ONIPEIEICHNUS BO3MOXKHOCTH paccCMaTpuBaTh
JIEKAPCTBEHHBIN MIpenapar Jjisi MEAUIIUHCKOTO IPUMEHEHHUS IPU OCYLIECTBICHUHU
roCy/IapCTBEHHOW PETUCTPALlMU B Ka4yeCTBE OPPaHHOIO JEKAPCTBEHHOTO Mpenapara;

2) 9KCHCPTUIBI JICKAPCTBCHHOT'O CPCACTBA B HACTH SKCIICPTU3LI KAYCCTBA JICKAPCTBCHHOI'O
CpE€ACTBa U SKCIIEPTU3bI OTHOIICHHUA O)I(H,HaeMOﬁ ITIOJIB3bI K BOBMOKHOMY PUCKY ITPUMCHCHUA
JICKApCTBCHHOTO IIpCriapaTta JJis1 MCAUITUHCKOI'O IPUMCHCHU S ;

3) sKCTIepTU3BI JIEKAPCTBEHHOTO CPEACTBA B YACTH SKCIIEPTU3bI KAUECTBA JICKAPCTBEHHOTO
CPEIICTBA M SKCIIEPTU3bI OTHOLICHUS 0’KUAAEMOM MOJIb3bI K BO3MOKHOMY PUCKY TPUMEHEHHUS
JIEKapCTBEHHOIO IIpernapara i MEJULIUHCKOrO IPUMEHEHMS B IIOPSJIKE YCKOPEHHON
MPOLEAYPHI IKCIEPTU3BI JIGKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU CO CTaThel 26 HACTOSIIETO
®denepanbHOro 3aKOHa,

4) sKcnepTH3bl JIEKAPCTBEHHOI'0 CPEJICTBA B OTHOILIEHUH JIEKApCTBEHHOTO IIpenapara Jjis
BETEPUHAPHOI0 IIPUMEHEHUS.

2. YnonHOMOYeHHBIN (eiepanbHbIil OpraH UCIIOTHUTENBHOM BIACTH YBEJOMIISET B
AIIEKTPOHHOH (opMe Wi Ha OyMa)KHOM HOCHTEIIE 3asBUTEIIS U SKCIIEPTHOE YUPEKICHUE O
IIPUHSTOM PEUIEHUH O BbIJAUe 33aJaHUI Ha IPOBEIECHUE IKCIIEPTU3, IPEYCMOTPEHHBIX YacThio |
HACTOSAIIEH cTaThby, U B ClIyyae HEOOXOAMMOCTH O BblJIadye pa3pellieHus Ha BBO3 B Poccuiickyro
denepalio KOHKPETHON MapTUH, CEPUH 3aPETUCTPUPOBAHHBIX U (WJIN) HE3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB WM 00 OTKa3€ B IPOBEICHUU NMPEAYCMOTPEHHBIX KCIIEPTHU3 C
YKa3aHHWEM IIPUUYUH TaKOro OTKa3a.

3. B ciydae BBISIBIEHUS OTCYTCTBUS WM HEOCTOBEPHOCTH MH(OPMAIINH, COJIEpKaIIeics B
[IPEJICTaBICHHBIX 3asBUTENIEM JTOKYMEHTaX, YIIOJIHOMOUEHHBIN (heepaabHblii opraH
MCTIOJTHUTENIbHOM BJIACTU HAMPABJISAET 3asBUTEINIO 3aMpoc 00 YTOUYHEHUH 3TOoH uHpopmaumn
(mamee - 3ampoC YMOIHOMOYEHHOTO (peiepaibHOTO OpraHa UCTIOJHUTEIBLHOM BIACTH), KOTOPBIN
MOKET OBITh MepeaH YIIOJTHOMOYEHHOMY MPEICTABUTEINIO 3asBUTENSI TUYHO MO PACIUCKY,
HaIpaBJIEH 10 MTOYTE 3aKa3HbIM MUCHMOM WJIH MEPE/IaH B AJIEKTPOHHOU (opMe 1o
TEJIEeKOMMYHUKAIIMOHHBIM KaHalaM CBS3U. B ciydae HampaBieHHs 3ampoca YIoJIHOMOYEHHOTO
(deaepaTbHOTO OpraHa UCITOJIHUTEIFHON BIIACTH 110 MTOYTE 3aKa3HBIM ITUCHMOM OH CUHUTACTCS
MOJTyYEHHBIM 10 UCTEYCHHH IIECTH THEH ¢ JaThl HAMPABICHHS 3aKa3HOTO MUChMA.

4. 3asBuTeNb 00513aH MPECTABUTH OTBET Ha 3alpOC YIOJIHOMOYEHHOTO (eiepaibHOro opraHa
WCTIOJTHUTENILHOM BJIACTH B CPOK, HE MPEBBILIAIOIIHNI IEBIHOCTa pabovmX AHEH CO THS €ro
noydeHusi. Cpok, yKka3aHHBIN B 4acTH | HACTOsIIEH CTaThU, TPHUOCTAHABIUBACTCS CO JTHS
HATPaBIIEHUS 3asBUTEIIO 3allPOCa YIIOJIHOMOUYEHHOTO (peiepalbHOTO OpraHa UCTIOTHUTEIbHOM



BJIaCTU OO AHA MOJYYCHHUSA UM COOTBCTCTBYIOIICIO OTBETA.

5. OcHOBaHMEM JIJIsl OTKa3a B OPraHU3alMK SKCIIEPTU3, MPETyCMOTPEHHBIX YacThio |1 HacTosIei
CTaThH, SABIIICTCS MPEICTABICHNE HEOOXOUMBIX JIJISl IIPOBEACHUS MIPETYCMOTPEHHBIX IKCIIEPTH3
JIOKYMEHTOB B HEMOJIHOM 00bEME WJIM HETIPEACTABICHUE 3asBUTEIIEM B YCTAaHOBJICHHBIN CPOK
OTBETAa Ha 3aIpoC YIOJIHOMOUYEHHOTO (peiepaibHOTO OpraHa UCTIOTHUTEILHOM BIIACTH, & TAKKE
MIPEACTABJICHHUE IOKYMEHTOB, HE COJICPIKAIINX MCUYEPITHIBAIOIIECTO TIEPEUHS HEOOXOTUMBIX
CBEJICHUIA.

(Cratbs B penakuuu, BBeAeHHOU B aeiictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

Cratbs 20. DxcnepTu3a JOKYMEHTOB, IIPeICTABJICHHBIX JJIs1 ONpeAe/eHus
BO3MOKHOCTH PacCMATPHUBATh JIEKAPCTBEHHBIH Npenapar i MeIUIUHCKOI0
NPUMEHEHHs NP OCYLIECTBJICHUM TOCYIAaPCTBEHHOM PerucTpauu B KayecTBe
Op(paHHOIrO JIEKAPCTBEHHOI'0 Npenapara

1. DkcnepTu3a TOKYMEHTOB, MPEICTABIECHHBIX JIJISl ONPEEICHUS] BO3MOXHOCTH pacCMaTpUBaTh
JIEKapCTBEHHBIN TIpenapar Jjisi MEAUIIUHCKOTO MPUMEHEHHUS IPU OCYIIECTBICHUN
rOCy/IapCTBEHHOW PETUCTPALIUU B KaUeCTBE OPPaHHOIO JEKAPCTBEHHOTO Mpernapara,
COCTaBJICHHE KOMUCCUEH HKCIIEPTOB 3aAKIIOYCHHUS O BO3MOKHOCTH MJIM HEBO3MOKHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIN Mpenapar Jyisi MEIUIMHCKOTrO MPUMEHEHUS TIPU
OCYIIECTBIICHUH TOCYapCTBEHHOMN PEruCTpaIiy B KauecTBE Op(HaHHOTO JICKAPCTBEHHOTO
mpernapara U HalpaBJIeHUE JaHHOTO 3aKIIOYCHHS B YIIOTHOMOYEHHbIN (eiepanbHblii Opran
MCIIOJIHUTENILHOM BJIACTU OCYILLECTBIISIIOTCS B CPOK, HE MPEBBILIAIOIIUN TpUALATH pabouux AHEN
CO JTHS TIOJyYEHUS SKCIEPTHBIM YUPEXKICHUEM 3aJaHHs YIIOJTHOMOYEHHOTO (efepaibHOro
OopraHa UCIOJIHUTEIIbHOMN BJIACTH U B DJIEKTPOHHOM (popMe MiTu Ha OYyMaKHBIX HOCUTEISIX
HEOOXOUMBIX JJOKYMEHTOB, YKa3aHHBIX B MyHKTax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 cratbu 18
Hacrosiiiero deepaabHOTO 3aKOHA.

2. JIokyMeHTBI, COAIep KaIlMecs B PETUCTPAIIMOHHOM J0Ch€ Ha JIEKApCTBEHHBIN MpemnapaT u
MOCTYMHBIINE HA OYMa)KHBIX HOCUTEISX B OKCIIEPTHOE YUPEKICHHUE JIJIsl OCYIIECTBICHUS UX
AKCTIEPTHU3BI JIs ONIPECIICHHS] BO3MOKHOCTH PacCMaTPHUBATh JIEKAPCTBEHHBIN TIpenapar Jjist
MEAUIIMHCKOTO MPUMEHEHUS B KauecTBE OphaHHOTO JEKapCTBEHHOTO IIperapara, moanexar
BO3BPATY B YIOJIHOMOUYCHHBIN (he/iepaibHbIA OpraH UCIIOJIHUTEILHON BJIACTH OJJHOBPEMEHHO C
3aKJIFOUYEHUSMH COOTBETCTBYIOLIUX SKCIEPTH3.

(Cratbs B penakuuu, BBeAeHHOU B neictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

Crartbs 21. Pelrenue 0 BO3MOKHOCTH PACCMATPHUBATh JIEKAPCTBEHHbIN
npenapar npu oCylecTBJIEHUU roCyIapCTBEHHON perucTpanum B KayecTse
Op(paHHOrO JIEKAPCTBEHHOI0 Npenapara



1. B cpok, He MpeBBIIIAIOMUHN MATH pabOYHX THEH CO JHS MOyUSHHs 3aKJII0OUCHHS, YKa3aHHOTO
B yacTH 1 cratbu 20 Hacrosero deaepaibHOro 3aK0Ha, YIIOJIHOMOYEHHBIN (eaepanbHbIi
OpraH HCIIOJIHUTENBHOM BIACTU OCYIIECTBISAET OLEHKY IIOJy4E€HHOI'O 3aKIF0UYCHUS UL
OIPECIICHUS €T0 COOTBETCTBYSI 3aIaHUI0 HAa IPOBEICHUE COOTBETCTBYIOIIEH SKCIIEPTU3BI U
YBEIIOMJISIET 3asIBUTEIIS B SJIIEKTPOHHON (hopMe Wi Ha OyMa)XHOM HOCHTEJIE O pe3yabTaTax
IPOBEIEHHON HKCIEPTU3BI C MIPUIIOKECHUEM KOIUU SKCIIEPTHOIO 3aKII0OUEHUS (C COXpaHEHUEM
KOH(HICHIIMATHHOCTH HH(POPMALIUU O COCTaBe SIKCIEPTHOW KOMHCCUH) U O BO3MOKHOCTH WU
HEBO3MOKHOCTH pacCMaTpUBATh JIEKapCTBEHHBIN ITpenapar s MEAULIMHCKOTO IPUMEHEHHUS
IIPY OCYIIECTBICHUH TOCYAAPCTBEHHOM PETUCTPAIK B Ka4eCTBE Op(PaHHOTO JEKAPCTBEHHOTO
npernapara.

2. Ilpu BeIHECEHUH KOMHCCHEH IKCIIEPTOB 3aKIIOUYCHHS O BOZMOYKHOCTH pacCMaTpPUBATh
JIEeKapCTBEHHBIN Mpenapar i1 MEAUIIMHCKOTO IPUMEHEHHUS IIPH OCYIIECTBICHUH
rOCyJapCTBEHHOHN PEruCTpaliiy B KayecTBe OpPaHHOTO JIEKaPCTBEHHOT'O Tpernapara
YIIOJTHOMOYEHHBIH (eiepalibHbIil OpraH UCIOIHUTEIHLHON BIACTH B CPOK, HE IIPEBBIIAIOIINN
nsTH pabouux JHEH CO JHS MOJIYYEHHUs JaHHOTO 3aKIIOYCHHUS, IPHHUMAET PEIICHHE O BbIIave
3aJ]aHus Ha MPOBE/ICHUE YKCIIEPTU3bl KAUeCTBA JIEKAPCTBEHHOT'O CPECTBA U SKCIIEPTHU3BI
OTHOILIEHHSI 0’KUAAEMOM MOJIB3bI K BO3MOKHOMY PHCKY IPUMEHEHHS JIEKAPCTBEHHOTO TIpenapara
JUTSE METUIIUHCKOTO TIPUMEHEHHSI B MIOPSIIKE YCKOPEHHOI MPOLIeTyphl SKCIIEPTH3BI
JIEKApCTBEHHOTO CPEJICTBA B COOTBETCTBUU CO CTaThel 26 HacTosmero denepaibHOro 3aKoHa.

3. B ciiy4ae nmpuHSTHS pelIeHHus O HEBO3MOXXHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN Mpenapar
JUTSL MEAUITUHCKOTO MPUMEHEHUS MPU TOCYAAPCTBEHHOM PErHCTPallii B Ka4ecTBE Op(HaHHOTO
JIEKapCTBEHHOT'O IIperapara yroJIHOMOYEHHBIHN (eiepallbHbIi OpraH UCIIOTHUTENBHOM BIIaCTH
MpeKpaIiaeT npoueaypy rocyJapcTBEHHON pEerucTpaluy JEKapCTBEHHOTO IIpenapara.
3asiBUTENb BIIPaBe OOPaTUTHCS B PETUCTPUPYIOLIUI OPTaH C 3asBICHUEM O TOCYapCTBEHHOMN
PErUCTpalK YKa3aHHOTO JIEKAPCTBEHHOTO MIpenapara B COOTBETCTBUH CO CTaThen 18
HacTosiero denepanbHOro 3aKoHa.

(Cratbs B penakuuu, BBeAieHHOM B neiictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabpst 2014 roma N 429-03.

Cratbs 22. Penienue o MPOBEACHNH KIINHHYECCKOT0 HCCICA0BAHUSA
JIEKAPCTBCHHOI'0O MpenaparTra AJsd MEAUIHUHCKOT0 IPUMECHCHUSA

(Ytpatuna cuny ¢ 1 urons 2015 roga - @enepanbubiii 3akoH o1 22 aexadps 2014 roga N 429-
3.

Cratbs 23. JKcnepTu3a KauecTBa JeKapCTBEHHOI'0 CPEICTBA U IKCIepTH3a
OTHOILIECHUS 0KMaeMOH MOJIb3bl K BO3MOKHOMY PHCKY IIPMMEHEHUA
JIEKAPCTBEHHOI'0 Mpenapara i MeIUIHHCKOr0 IPUMEeHEeH U

1. DkcnepTu3a KayecTBa JISKAPCTBEHHOT'O CPEJICTBA U AKCIEPTU3a OTHOLIEHUS 0°KMIaeMON
10JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHMSI JIEKAPCTBEHHOI'O IIpenapara Jyisi MEJULIUHCKOTO
IIPUMEHEHHSI, COCTaBIECHUE KOMUCCHAMM 3KCIIEPTOB 3aKJIFOUEHUN 10 pe3yJIbTaTaM MPOBEICHHBIX
HKCHEPTHU3 U HATPABJICHUE 3TUX 3aKJIIOYCHUH B YIOJIHOMOYEHHBIHN (peepanbHblii opran
MCIIOJTHUTENIHOM BJIACTU OCYILLECTBIISIIOTCS B CPOK, HE MPEBBIILAIONIUIN CTa JeCSITH paboumnx
JTHEH CO IHS MTOJIy4€HUs SKCIIEPTHBIM YUPEXKIEHUEM COOTBETCTBYIOIIETO 3aJaHuUs



YIIOJTHOMOYEHHOTO (eIepaTbHOT0 OpraHa UCIIOIHUTEIBHOMN BIACTH U HEOOXOIUMBIX
JIOKYMEHTOB B 3JIEKTPOHHOH (popMe M Ha OyMasKHBIX HOCUTEISX.

2. B Tedyenue neBsSHOCTA JHEH CO THS MOJYUEHUS PEIICHUS YIIOJIHOMOYEHHOTO (heiepaabHOro
OpraHa HCIOJIHUTEIBHOM BJIACTU O MPOBEICHUU SKCIEPTU3, TPETYCMOTPEHHBIX YacThio |
HACTOSIIICH CTaThH, 3aBUTEIb MPEACTABIISIET B AKCIIEPTHOE YUPEKICHUE JJIs MPOBEACHUS
9KCIIEPTHU3bI KAUeCTBA JIEKAPCTBEHHOTO Cpe/icTBa 00pa3Iibl IEKapCTBEHHOTO IIpernapara Jyist
MEIUIIMHCKOTO MPUMEHEHHS, MPOU3BEACHHOTO B COOTBETCTBUH C TPEOOBAHUSIMU OIBITHO-
IIPOMBIIIJICHHOTO U (UJIM) IPOMBIIILJIEHHOTO PETrJIaMeHTOB, YTBEPKIEHHBIX PYKOBOJIUTEIEM
MIPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEJICTB, & TAKIKE B COOTBETCTBYIOIINX CITydasx 00pa3iibl
dapmalieBTUYECKOM cyOCTaHIIMH, TECT-IIITAMMa MUKPOOPTaHU3MOB, KYJIbTYphI KJIIETOK, 00pa3Iibl
BEILECTB, IPUMEHSEMBIX JIJIs KOHTPOJIS KaueCTBa JICKAPCTBEHHOTO CPEJICTBA ITyTEM CPaBHEHUS C
HUMU HCCIIEAYEMOT0 JIEKAPCTBEHHOI'O CPEJICTBA, B KOJIMYECTBAX, HEOOXOAUMBIX IS
BOCITPOM3BEJICHUSI METOJIOB KOHTPOJISI KauecTBa.

3. Ilpu monyueHun oOpasIoB JIEKAPCTBEHHOTO Mpernapara u (hapMaleBTHIECKON CyOCTaHIINN
SKCHCPTHOC YUPCIKACHUEC BbIAACT 3aABUTCIIIO JOKYMCHT, HOIITBCp)KI[aIOHII/Ifl MMOJIY4YCHHEC
yKa3aHHBIX 00pa3IloB, M B CPOK, HE TIPEBBIIIAOIINN TPeX pPadOYKX JHEH, YBEIOMIISET B
JIEKTPOHHOH (hopMe WK Ha OyMa>kHOM HOCHUTENE 00 3TOM YIIOJTHOMOYCHHBIN (peepabHbIi
OpraH MCIIOJIHUTEILHON BIIACTH.

4. Yka3aHHbIC B 4acTAX 2 U 3 HACTOSIIEH CTaTbU CPOK sl IPEACTABICHUS 3asBUTEIIEM
00pa310B JIEKAPCTBEHHOTO MpenapaTa 1 (papManeBTUUECKONW CyOCTaHIIMKU U CPOK YBEAOMIICHHS
JKCIIEPTHBIM YUPEKICHHEM 00 3TOM Ha OYMa)KHOM HOCHUTEJIE YIOJIHOMOYEHHOTO (heepaabHOro
OopraHa UCIOJIHUTEIbHON BJIACTH HE BKIIFOUAIOTCS B CPOK MPOBECHUS SKCIIEPTHU3,
MPElyCMOTPEHHBIX YacThi0 | HACTOSAIIEH CTAaThU.

5. JIOKyMEHTBI, TOCTYIUBIIHE B DKCIIEPTHOE YUPEIKICHUE JJI MPOBEIACHUS IKCIIEPTHU3,
MPEAYCMOTPEHHBIX YacThlO | HACTOAIIEH CTAaThU, TOAJIEKAT BO3BPATY B YIIOJTHOMOYEHHBIN
dbeneparbHBIA OpraH UCIIOJIHUTEIBHON BIACTH OJTHOBPEMEHHO C 3aKJIIOUCHUSIMU, TIOJTy4€HHBIMU
M0 pe3yJbTaTaM COOTBETCTBYIOIINX SKCIEPTHU3.

(Cratbs B penakuuu, BBeAieHHOU B neiictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

CrarTba 24. JKcnepTH3a KayecTBa JIEKAPCTBEHHOT0 CPe/ICTBA M IKCIIEPTU3a
OTHOIIICHUS 05KMIaeMOH MO0JIb3bl K BO3MOKHOMY PHCKY IIPMMEHEHUSA
JIEKAPCTBEHHOT0 Mpenapara JJs BeTePUHAPHOT0 NPUMEHEHMS

1. DkcnepTu3a KauyecTBa JIEKapCTBEHHOTO CPEJICTBA M DKCIEPTU3A OTHOLIECHUS OKHIAEMOI
TI0JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO Mpenapara JJisi BETEpUHAPHOTO
MIPUMEHEHHS, COCTABIEHNE KOMUCCUSIMU SKCIIEPTOB 3AKITIOUECHUH MO pe3yJIbTaTaM YKa3aHHBIX
HKCIIEPTHU3 U HAIIPABIICHUE TAKUX 3aKIIOYCHUN B YIIOJTHOMOUYEHHBIH (pesiepanbHblil opran
WCITOJTHUTEIILHON BJIACTH OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIOIINI CTa IECATH pabounx
JTHEH CcO JHS MOJYYeHUs SKCIIEPTHBIM YUPEKACHUEM 3a/IaHuUs YIIOJIHOMOUYEHHOTO (eiepalbHOTO
OpraHa UCIOJIHUTEIbHOM BJIACTH C IOKYMEHTAMH, YKa3aHHBIMU B 4aCTH 3 cTaThu 17 HACTOSIETO



®denepanbHOro 3aKOHa.

(HacTp B pemakiiuu, BBeIeHHOH B fieiicTBHE ¢ 22 HOs0pst 2014 rona DenepanbHBIM 3aKOHOM OT
22 oxts0ps 2014 roga N 313-®3; B penakuuu, BBeEHHOHU B AelicTBue PeepanbHbIM 3aKOHOM
ot 13 urona 2015 rona N 241-P3.

2. B Teyenue naTHaAATH pabOYMX JHEU CO JHS MOTYYCHHS PEIICHUS YIIOJIHOMOYCHHOTO
denepanbHOro OpraHa UCMOJHUTEIBHOMN BIACTH O MIPOBEICHUH YKa3aHHbBIX B UaCTH | HacTosIei
CTaThU AKCIEPTU3 3aBUTEIb MPEACTABIISIET B AKCIIEPTHOE YUPEKICHUE HJIs POBEACHUS
JKCIIEPTHU3bI KAUeCTBA JIEKAPCTBEHHOT'O CPEICTBA 00pa3Libl JIEKAPCTBEHHOIO MpernapaTa Jjis
BETEPUHAPHOTO MPUMEHECHHSI, TPOU3BEICHHOTO B COOTBETCTBHH C TPEOOBAHUSIMHU
TEXHOJIOTHYECKHUX PETJIaMEHTOB, YTBEPKICHHBIX PYKOBOJIUTENEM MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEACTB, a Takxke oOpasel (papmaneBTH4IeCKoil cyOCTaHIIMN B KOJTMYECTBAX,
HEOOXOUMBIX JIJIsl BOCIIPOU3BEACHHS METOI0B KOHTPOJISI KAuecTBa.

3. Ilpu mosrydennn oOpa3IoB JIEKAPCTBEHHOTO IIpernapaTa u (papMareBTHIeCKOr CyOCTaHITHH
AKCIEPTHOE YUPEKICHUE BBIIACT 3asIBUTEIIO JOKYMEHT, IOTBEPKIAIOIINN TIOTYYCHUE
YKa3aHHBIX 00pa3IoB, U B CPOK, HE MIPEBBIIIAIOIINMN TpeX pabounux AHEH, YBETOMIISIET B
MUCbMEHHOU (hopMe 00 ITOM YIOJTHOMOUYCHHBIH (peiepalibHbIi OpraH UCIIOJIHUTEILHON BIIACTH.

4. Cpok /i npecTaBIeHHs 3asBUTENeM 00pa31oB JIEKAPCTBEHHOTO Mpenapara u
(dapmaneBTUUECKON CYOCTaHIIUU M CPOK YBEIOMIICHHS SKCIIEPTHBIM YUPEKIECHUEM 00 3TOM B
MUChMEHHOU (hOpME YIIOTHOMOYEHHOTO (heIepaIbHOr0 OpraHa UCIOTHUTENBHOM BIIACTH,
YKa3aHHBIC B 4aCTAX 2 U 3 HACTOSIICH CTaThH, HE BKIIOYAIOTCS B CPOK MPOBEACHUS YKA3aHHBIX B
yacTu | HacTOsIIEeHN CTaThbU SKCIEPTH3.

5. JIOKyMEHTBI, IOCTYNHUBILIKE B KCIIEPTHOE YUPEXKACHUE AJI IPOBEACHHS YKa3aHHBIX B 4acTu |
HACTOSILEH CTaThH SKCIIEPTHU3, MOAJIEKAT BO3BPATy B YIIOJTHOMOUYEHHBIHN (eepanbHblii opran
MCIIOJTHUTENIbHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSMU 110 Pe3yIbTaTaM YKa3aHHbIX
DKCIEPTH3.

Cratb 25. [IoBTOpHOE NPOBeEIeHNE IKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB

(HammenoBanue B peakiiuu, BBeieHHOU B fieiicTBue ¢ 1 urons 2015 rona denepanbHbiM
3aK0HOM OT 22 nexadpst 2014 roma N 429-D3.

1. B cnydasix HemocTaToOuHON 00OCHOBAHHOCTH HJIA HETIOTHOTHI 3aKJIFOUCHHS] KOMUCCUU
HKCIEPTOB, HATMYUS B HEM POTUBOPEUMBBIX JAaHHBIX, (PabCH(PHUKAIINN BIBOJAOB SKCIIEPTH3HI
JIEKapCTBEHHOI'O CPEJICTBA, COKPBITHS OT YIOJIHOMOYEHHOTO (efiepanibHOro opraHa
VICIIOJIHUTENIBHOM BJIACTH OCHOBAHMI JUUIs1 OTBO/A DKCIIEPTA BCIIEICTBUE €TI0
3aMHTEPECOBAHHOCTHU B PE3yJbTaTaX COOTBETCTBYIOIIEH IKCIEPTU3bI, HATMUMS JAHHBIX O
pSMOM JI00 KOCBEHHOM BMEIIATEIbCTBE B IMPOIIECC COOTBETCTBYIOLIEH AKCIIEPTH3BI JIMII, HE
YYacCTBYIOIIMX B €€ MPOBEACHUU, HO OKa3aBILINX BIIMSHUE Ha MPOIIECC U Pe3yiIbTaThI €€
IPOBE/ICHUS, YIIOJIHOMOYEHHBIM (heiepabHbIM OPraHOM UCTIOIHUTENILHON BIIACTH Ha3HAYAETCs
MOBTOPHAsI SKCIEPTH3a JIEKApCTBEHHOTO CPEACTBA U (WIJIN) ATUYECKAs IKCIIEPTH3A.

(Yactp B penakuuu, BBeileHHOH B neiictBue ¢ 1 uroins 2015 roga deaepanbHbIM 3aKOHOM OT 22



neka0pst 2014 rona N 429-03.

2. IloBTOpHAas 3KcIEepTU3a JIEKAPCTBEHHOTO CPEJCTBA IPOBOJIUTCS C YIETOM PE3yIbTaTOB paHee
IPOBEICHHON HKCIIEPTHU3BI B CPOK, YCTAHOBIICHHBIH YIIOJTHOMOYEHHBIM (heiepabHBIM OPTaHOM
UCIIOJIHUTEJIbHOW BJIACTH U HE MPEBBIIAIONINI TpUALATH PA0OUYMX JAHEH CO THS MOIy4eHHUs
AKCIEPTHBIM YUPEKACHUEM 3aJIaHUS Ha IPOBEIECHNUE IOBTOPHON IKCIEPTU3bI JIEKAPCTBEHHOTO
CpezCTBa.

(Hactp B penakuuu, BBeileHHOM B neiicTBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

3. ®unancoBoe oOecrieueHHEe BHIMOIHEHU 3a/IaHHsI HA TIPOBEICHHE TOBTOPHON AKCIEPTH3HI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYILIECTBISAETCA.

(Hactp B penakuuu, BBeileHHOU B fneiictBue ¢ 1 uronst 2015 rona denepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

CraTbd 26. YckopeHHasi NPoLeAyPa IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB

1. YckopeHHas mpoleaypa SKCIepTH3bl IEKapCTBEHHBIX CPEACTB B LIEJSX MOCYIapCTBEHHON
pEeTHCTpaIyy JISKAPCTBCHHBIX MPENApaTOB MPUMEHSIETCS B OTHOIICHUU OpPaHHBIX
JIEKapCTBEHHBIX MPENapaToB, MEPBBIX TPEX JEKAPCTBEHHBIX MIPENAPaTOB, PETUCTPUPYEMBIX B
Poccuiickoit @enepanuy B Ka4e€CTBE BOCIIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENapaTos,
OUYePEeIHOCTh KOTOPBIX OMPEEINAeTCs B COOTBETCTBUU C HOMEPOM M JIaTOM BXOSIINX 3asBICHUIA
0 TOCYJIapCTBEHHOM PETUCTPaIH JIEKAPCTBEHHBIX MPENapaToB B paMKaxX OJHOTO
MEXIYHApOJAHOTO HEMAaTEHTOBAHHOTO HAMMEHOBAaHHUS JIEKAPCTBEHHOTO MIperapaTa Uuiu
CPYIIIUPOBOYHOTO HAUMEHOBAHMS JICKAPCTBEHHOTO IIpernapara, 1 JICKapCTBEHHBIX MPENnapaTos,
MpeAHa3HaYEHHBIX UCKIIFOUUTENBbHO AJI IPUMEHEHUS HECOBEPIIEHHOJIIETHUMHU TPakIaHAMH.
(HacTp B penakiuu, BBeieHHOM B feiicTBue ¢ 1 urons 2015 rona @enepalibHBIM 3aKOHOM OT 22
nexadps 2014 roga N 429-03; B penakiuu, BBeJIeHHOU B feiicTBre DenepaibHbIM 3aKOHOM OT
13 urons 2015 roga N 241-D3.

2. YCKOPGHHa}I nponeaypa 3KCICPTU3bI JICKAPCTBCHHBIX CPEACTB B LEJIAX FOCYI[apCTBeHHOﬁ
PEruCTpailvu JCKAPCTBCHHBIX MPCIIapaTOB HC MPUMCHACTCA B OTHOIICHUU!

1) 6uoananoroBeIx (6MOMOI0OHKIX) JIEKAPCTBEHHBIX MpenapaToB (61M0aHaIOTOB);

2) pedepeHTHBIX JeKapCTBEHHBIX PENapaToB (3a UCKIIOUYECHHEM Op(paHHbIX JIEKAPCTBEHHBIX
MIpernapaToB);

3) BOCIIpOM3BEICHHBIX JIEKAPCTBEHHBIX MPEMAPATOB (32 UCKIIIOUEHUEM MEPBBIX TPEX
peructpupyembix B Poccuiickoin denepanniv B Ka4eCTBE BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX
MIPEINApaToB U JICKAPCTBEHHBIX MPENapaToB, NPEAHA3HAYEHHBIX UCKIIFOUUTEIBHO IS
MIPUMEHEHHUS HECOBEPIIICHHOJIETHUMH TPaKIaHAMH );



4) HOBBIX KOMOWHAIIMH 3apETUCTPHUPOBAHHBIX paHee JEKapCTBEHHbBIX IPENapaToB;

5) nexkapcTBEHHBIX MIPENapaToB, 3apErUCTPUPOBAHHBIX PaHEe, HO IPOU3BEACHHBIX B IPYTUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHH C IIEPEUHEM HAMMEHOBAHHH JIEKapCTBEHHBIX ()OPM U B
HOBOM JTO3UPOBKE.

(Hactp B penakuuu, BBeileHHOU B fneiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

3. YckopeHHas npoiieaypa 3KCIepTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOIUTCS IO PEIICHUIO
COOTBETCTBYIOILIETO YIIOJHOMOYEHHOTO (peIepaIbHOr0 OpraHa UCIOJHUTENLHOM BIaCTH Ha
OCHOBAHUU 3asBJICHUS 3asBUTEIIA B CPOK, HE MIPEBBIIIAIOMINN BOCBMUAECCITH pabounx aHei. [lpu
9TOM JKCIIEPTH3a JOKYMEHTOB, COJIEPKAINXCS B PETUCTPALIMOHHOM JI0ChE Ha JIEKAPCTBEHHBIN
mpermapar, MPOBOJAUTCS B CPOK, HE TIPEBBIIAIOIINAN ASCITH pabounX JHEH, IKCIIepTH3a KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA U SKCIIEPTH3a OTHOIICHHUS 03KUAEMOM MOJIb3bl K BOZMOKHOMY PUCKY
MPUMEHEHHUS JIEKAPCTBEHHOTO MperapaTa MpOBOSTCS B CPOK, HE MPEBBIIIAIOIINANA IECTUACCITH
pabouux JTHEH.

(YacTp B penakiuu, BBeieHHOM B feiicTBue ¢ 1 urons 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

3 1. B otHOmennn opaHHbIX JEKAPCTBEHHBIX MPENapaToB MOTYT OBITh MPEACTABICHBI
pe3yNbTaThl JOKIMHUYECKUX UCCIIEI0BAaHUM JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX
HCCJICIOBAaHHM JIEKaPCTBEHHBIX MPENapaToB JIJIsl MEIUIUHCKOTO IPUMEHEHUS, BBIIOJHEHHBIX 32
npenenamu Poccuiickoit @eaepanuu B COOTBETCTBHH € IIPABMIIAMHU Ha/IISKAIIECH JTaOopaTOpHOU
MPAKTUKHU ¥ MPAaBUJIAMH HaJUIekalled KITMHUIECKON IPAKTHKH.

(Hactp nononHutenbHO BKiItoueHa ¢ 1 utonst 2015 rona denepaiibHbIM 3aKOHOM OT 22 1ekadps
2014 roma N 429-03)

4. YckopeHHast polie1ypa 3KCIepTU3bI JIEKAPCTBEHHBIX CPEJCTB MPOBOJIUTCS B OPSIKE,
ycTaHOBJIEHHOM ctaThsimu 17-20, 23 u 24 nacrosiero denepaibHOro 3akoHa, U HE 03HA4aeT
CHI)KEHUs TpeOOBaHUH K 0€30M1aCHOCTH, Ka4eCTBY U 3((EKTUBHOCTH JIEKAPCTBEHHBIX
IIPENapaToB.

Cratb 27. PemieHue 0 rocyapcTBEeHHON perucTpanum JeKapCTBEHHOT 0
npemnapara

1. B cpok, He mpeBbIIAIINN JecsITH pabounx AHEH CO JHS MOTyYeHHs 3aKII0YSHHH KOMUCCUU
AKCIEPTOB MO Pe3yJIbTaTaM 3KCIEPTU3bI KAUeCTBA JIEKAPCTBEHHOI'O CPEJICTBA U SKCIIEPTU3BI
OTHOUIEHUS OKUJIaEMOMU MOJIb3bI K BO3MOKHOMY PUCKY TPUMEHEHUS JIEKAPCTBEHHOI'O
mpenapara, COOTBETCTBYIONTUHN YIIOJTHOMOYEHHBIN (eiepabHbIN OpraH UCTIOJHUTEITLHON
BJIACTH:

(A63ar B penakiuu, BBeieHHOU B feiicTBre ¢ 1 urons 2015 roma denepanbHBIM 3aKOHOM OT 22
nexabps 2014 roga N 429-D3.



1) pa3meraer Ha cBoeM OPUIHATEHOM caiiTe B ceTr "MHTEepHET" COOTBETCTBYIOIINE
3aKJTIOYEHUST KOMUCCHH SKCIIEPTOB U OCYIIECTBIISCT WX OLICHKY JIJISl OTPEIETICHUSI COOTBETCTBUS
3a/IaHUIO HA TIPOBEJICHUE ITUX IKCIIEPTU3;

(ITyskT B penakiuu, BBeieHHOH B neiictBue ¢ 1 urons 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

2) mpyUHHUMAET pelIeHHE O TOCYJapCTBEHHOM perucTpaiiy JeKapcTBEHHOro penapaTa uiu oo
OTKa3€ B TOCYJapCTBEHHOM perucTpanuu JEKapCcTBEHHOTO Ipenapara;

3) BHOCHT IIpY IPUHATUH PELICHUS O FOCY1apCTBEHHON PErHCTpaluy JIEKapCTBEHHOTIO
npernapara JaHHbIE O 3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapaTe, B TOM YUCIIE O
(bapMmarieBTHYECKON CyOCTaHIMM, BXOASIICH B COCTaB JIEKAPCTBEHHOI'O IIpenapara, B
roCy/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB U BBIAAET 3aABUTEIIO PETUCTPALIMOHHOE
yJIOCTOBEpEHHE JIEKapCTBEHHOT'0 Npenapara, popmMa KOTOPOro YTBEPXKAaeTCsl yIOJTHOMOYEHHBIM
(denepanbHbBIM OPraHOM HCIOJIHUTEIBLHON BJIACTH, COTJIACOBaHHbBIE HOPMAaTUBHYIO
JOKYMEHTAIUI0, HOPMaTUBHBII JOKYMEHT, HHCTPYKLHUIO 110 IPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara U MakeThbl IEPBUYHON YIIAKOBKH U BTOPUYHOU (IOTPEOUTENBCKON) YITAaKOBKH C
yKa3aHHEM Ha HUX HOMEpa PerucTpaliiOHHOIO yJI0CTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara 1
JIaThl €r0 TOCYJapCTBEHHOM perucTpaiiy Uil B cllyyae IPUHITUS pellieHus: 00 oTKas3e B
roCyJapCTBEHHOHN perucTpanuy JeKapCTBEHHOIO Mpenapara yBeJOMIISIET B IUCbMEHHOU dopme
3asiBUTEII 00 ITOM € YKa3aHUEM MPUYMH TAaKOI'0 0TKa3a. 3a BblJIayy PErUCTPALHOHHOIO
yJIOCTOBEPEHHsI JICKApCTBEHHOT'O Mpernapara B3UMaeTcs rocyJapCTBEHHAs MOIUIMHA B
COOTBETCTBUHU C 3aKOHOJaTenbcTBOM Poccuiickoit denepanuu o Hajorax u coopax.

(ITynkr B penakuuu, BBeaeHHOM B Aeiictue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

2. OcHOBaHMEM JIs1 OTKa3a B TOCYAAPCTBEHHOM pErUCTpalvy JIEKapCTBEHHOTO IIpenapara
SBJISIETCS PELIEHNE COOTBETCTBYIOLIETO YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa
MCIIOJTHUTENIbHOM BJIACTH O TOM, YTO Ka4ecTBO U (1K) 3P (HEKTUBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOTI'0 IIpernapara He IOATBEPKAEHBI IOJyYEHHBIMH JaHHBIMU WJIA YTO PUCK
NPUYMHEHUS BpeJla 30POBbIO YEJIOBEKA WIIN )KUBOTHOT'O BCJIECTBUE MPUEMA JIEKAPCTBEHHOTO
npenapara rnpeBblaeT 3pGeKTUBHOCTb €ro NpUMeHeH!s (4acTh B peIaklii, BBEIEHHON B
neiictue ¢ 26 oxts0psa 2010 roga denepanbHbiM 3aKkoHOM 0T 11 oxTs6ps 2010 roga N 271-D3.

3. IToBTOpHOE TIpECTaBICHNE B COOTBETCTBYIONIMI YIIOJHOMOUYEHHBIN (heepaabHbIid OpraH
WCTIOJTHUTEIIbHOM BJIACTH JIEKAPCTBEHHOIO MpenapaTa, B OTHOIIEHUH KOTOPOTO MOJY4YEeH OTKa3 B
TrOCYIapCTBEHHOW PErUCTPALlUU U KOTOPBIMA BIIOCIEACTBUU IMOABEPICS U3MEHEHHUIO B YACTH €0
COCTaBa, pacCMaTPUBAETCS KaK MPEJICTABIECHUE HOBOT'O JIEKAPCTBEHHOTO Mperapara Ha ero
TOCYIapCTBEHHYIO PETUCTPALIMIO HE3aBUCUMO OT COXPAaHEHUS €0 NEPBUYHOIO HAUMEHOBAHUS.
(HacTs B pemakiuu, BBeieHHOH B feiicTBue ¢ 1 mrons 2015 rona @enepanbHBIM 3aKOHOM OT 22
nexabps 2014 roga N 429-D3.

Cratbs 27 _1. Ilopsinok onpenesieHusi B3aMMO03aMeHsIEMOCTH JIEKAPCTBEHHBIX
NpenaparoB sl MeIUIUHCKOT0 MPUMEHEeHUs



1. B3amo3aMeHsIeMOCTb JIEKAPCTBEHHBIX IPENApaToB AJI MEAUIIMHCKOTO IPUMEHEHHUS
onpezaenseTcsa B mopsiake, yctaHoBiieHHOM [IpaBurensctBoM Poccuiickoit denepaiuu, Ha
OCHOBaHUU CJIEYIOLIUX [1apaMETPOB:

1) SKBUBaJIEHTHOCTH (J17151 OMOAHAJIOTOBHBIX (OMOMOI00HBIX) JIEKAPCTBEHHBIX MTPEMapaToB
(61oaHaNOToB) - COMOCTABUMOCTh) KAYECTBEHHBIX U KOJTMYECTBEHHBIX XapaKTEPUCTUK
(dapMarieBTHYECKIX CyOCTaHIMI (MCIIOIb30BaHUE PA3JIMYHBIX COJICH, 3PHUPOB, KOMILIEKCOB,
HU30MEPOB, KPUCTAIUTMYECKUX (POPM U IPYTHX MPOU3BOTHBIX OJJHOTO U TOTO XKe JIEHCTBYIOIIETO
BEIIIECTBA HE SIBJISICTCS MPENSATCTBUEM ISl B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MPENapaTos,
€CJIM TIPY MPOBEICHNUHN UCCIICAOBAHUS OMOIKBUBAICHTHOCTH JICKAPCTBEHHOT'O TIperiapara uin B
CJydae HeBO3MOXKHOCTH IPOBEJICHHS ATOTO MCCIICIOBAHUS TIPU MIPOBEICHUH UCCIIETOBAHHS
TEPaNeBTHYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOT'O IIperapara JOKa3aHO OTCYTCTBUE
KIIMHUYECKH 3HAYMMBIX Pa3Induil papMaKOKMHETHKHU U (M) 6e301acHOCTH B 3D PEKTUBHOCTH
JICKapCTBEHHOTO TIperapara Jyisi MeTUIIHHCKOTO MPUMEHEHHS ),

2) 5KBUBAJIEHTHOCTb JIEKAPCTBEHHOM (POpMBI (I10]] S5KBUBaJICHTHBIMHU JIEKAPCTBEHHBIMU (hOpMaMU
MOHUMAIOTCSI pa3HbIe JIEKapPCTBEHHBIE (POPMBI, UMEIOIINE OJMHAKOBBIE CIIOCO0 BBEICHUS H
croco0 NpUMeHeHus, 00J1a1aloIie COTOCTaBUMBIMU (hapMaKOKUHETUYECKUMHU
XapaKTepUCTUKAaMU U (papMaKOJIOrMUECKUM JEHCTBHEM U 00€CIIEUNBAIOIINE TAKKE JOCTHXKEHNE
HE00X01MMOro KIMHUYEeCKoro 3 dexra. Paznuuns sexkapcTBEHHbBIX (JOPM HE SBISIOTCA
HPEMSITCTBUEM JUI X B3aUMO3aMEHSIEMOCTH, €CIIU IIPU IPOBECHUH UCCIIEI0BaHUS
0MO’KBUBAJIEHTHOCTH JIEKAPCTBEHHOTO NIperapara Wid B clydae HEBO3MOXHOCTH IIPOBEIECHUS
ATOr0 UCCIIEIOBaHUS IPU MPOBEACHUU UCCIIEIOBAHUS TEPANIeBTUUECKON IKBUBAJICHTHOCTH
JIEKapCTBEHHOT O Mperapara J10Ka3aHo OTCYTCTBUE KIIMHUYECKU 3HAUUMBIX pa3Inyuil
bapmakokuHeTHKH U (Wn) O6e30macHOCTH ¥ 3((HEKTUBHOCTH JIEKAPCTBEHHOTO TIpenapara Jist
MEIUIUHCKOrO IPUMEHEHN);

3) SKBUBaAJIEHTHOCTb MJIM COITOCTaBUMOCTh COCTaBa BCIIOMOTaTEIbHBIX BELIECTB JIEKAPCTBEHHOTO
npernapara Jyisi METUIUHCKOTO MPUMEHEHUS (pa3Inins COCTaBa BCIIOMOTaTENIbHBIX BEILIECTB
JIEKapCTBEHHOTI'0 IIpernapara JUisi MEJULMHCKOTO IPUMEHEHUS HE ABIISIOTCS MPETSITCTBUEM IS
UX B3aUMO3aMEHSIEMOCTH, €CIIU MPU IPOBEACHUH UCCIIET0BaHMs OMO3KBHUBAaJIEHTHOCTH
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJUILUHCKOTO IPUMEHEHHS WU B CIIydae HEBO3MOKHOCTH
IIPOBEJICHUS 3TOTO MCCIIEA0BAHUS MIPH NMPOBEICHNUHN UCCIIEJOBAHUSI TEParieBTHUECKON
HKBHMBAJIEHTHOCTH JIEKAPCTBEHHOIO IIpenapara Jjisl MEAUIIMHCKOTO IPUMEHEHHUS JJOKa3aHO
OTCYTCTBHE KJIMHUYECKU 3HAUMMBbIX pa3anunii (apMaKOKUHETHKH U (MJIM) O€30MaCHOCTH U

3P PEKTUBHOCTH JIEKApPCTBEHHOTO Mpernapara sl MEAUIIMHCKOro puMeHeHus. [Ipu sTom
pa3Iuy4Msl COCTaBa BCIIOMOTaTENIbHBIX BELLIECTB HE JOJIKHBI IPUBOIUTH K PUCKY BO3SHUKHOBEHUS
CEPbE3HBIX HEKEIATEIbHBIX PEAKIIMN y OTAEIBHBIX TPYIII NALUEHTOB WM MTOBBIIIEHUS YaCTOThI
UX BOBHUKHOBEHHS);

4) NIACHTUYHOCTD criocoba BBCACHHA U IPUMCHCHUS

5) oTcyTCTBHE KIIMHUYECKH 3HAUUMBbIX Pa3IMuuil pU IPOBEICHUH UCCIIEI0BaHUS
OMOSKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Mpenapara Wid B CIy4ae HEBO3MOKHOCTH MPOBEACHUS
3TOT0 MCCIE0BAHUS OTCYTCTBHE KIIMHUUECKU 3HAUUMBIX Pa3InyMii oKa3aresnei 6e30MacHOCTH
1 3QHEKTUBHOCTH JIEKAPCTBEHHOI'O IIperapaTa Mnpu NpOBEACHUN UCCIIETOBAHMS
TEepaneBTUYECKON YKBUBAJICHTHOCTH. /JaHHBIN apaMeTp HE IPUMEHSETCS B OTHOLICHUN



BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX MIPENApaToB, YKa3aHHbIX B yacTu 10 crateu 18 HacTosmiero
®denepanbHOro 3aK0Ha. B oTHOMIEHNN OM0aHAIOTOBBIX (OMOMTOAO0HBIX ) JIEKAPCTBEHHBIX
npenapatoB (010aHaIOroB) JaHHBIE 00 OTCYTCTBUH KIMHUYECKU 3HAUUMBIX Pa3IHuUi
6e3omacHOCTH, 3 (HEKTUBHOCTH 1 UMMYHOTE€HHOCTH JIEKAPCTBEHHOTO Mpenapara 1mno
pe3ysbTaTaM MPOBEIACHUS KIMHUYECKUX HCCIeIOBAHUN MPEAOCTABISIOTCS B MOPSAKE,
YCTaHOBJICHHOM HACTOSAIIECH YacThIO;

6) COOTBETCTBHE IPOM3BOIUTEIS JIEKAPCTBEHHOTO CPEACTBA TPEOOBAHUAM HaJIeKAIICH
IPOU3BOICTBEHHON MPAKTUKU.

2. CpaBHEHUE TapaMETPOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX MIPENAPATOB ISl MEAULIUHCKOTO
IIPUMEHEHHUS OCYIIECTBIIAETCS KOMUCCUEN IKCIIEPTOB HKCIIEPTHOIO YUPEIKICHUS IIPU
IIPOBEACHUM 3KCIEPTU3BI TAKUX JICKAPCTBEHHBIX IIPENAPATOB B IIPOLECCE UX IOCYAAPCTBEHHON
perucrpanyy. BeIBOIBI 9KCIIEPTOB O B3aMMO3aMEHSEMOCTH UJIM HEB3aUMO3aMEHIEMOCTH
JIEKApCTBEHHBIX IIPENApaToOB A1 MEAULIMHCKOTO IPUMEHEHUS, CACIIAHHBIE B PE3YJIBTATE ITOrO
CpaBHEHMsI, 0POPMIISIOTCS B BUJIE MIPUIIOKEHMS K 3aKJIFOYEHUIO HKCIIEPTOB 10 (hopMme,
YTBEP)KICHHOHN YIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCTIOJTHUTEIBHON BIACTH.

3. ITonmoskeHust HACTOAIICH CTaThU HE PACTIPOCTPAHSIOTCS Ha pepepeHTHBIC JICKApCTBEHHBIC
npenaparsl, JICKAPCTBEHHBIC PACTUTEIbHBIC MPErapaThl, TOMEOIIaTHYECKHE JICKAPCTBECHHBIC
npenaparsl ¥ JICKapCTBEHHBIE MPENapaThl, KOTOPbIC Pa3peIIeHb! JUIsI MEAUIIMHCKOTO
npuMeHeHus B Poccuiickoit deneparuu 6osiee ABAIATH JIET U B OTHOIICHUH KOTOPBIX
HEBO3MO>KHO IIPOBEJICHUE UCCIEAOBAHUS UX OMOIKBUBATICHTHOCTH.

(Crates monosHUTENRHO BKIIOUeHa ¢ 1 urosst 2015 roga degepanbHbIM 3aKOHOM OT 22 feKa0ops
2014 roma N 429-03)

Cratbs 28. PeructpaininoHHoe yJ10cTOBepeHHE JIeKAPCTBEHHOI'0 Mpenapara

1. PerucrpaninoHHOE yAOCTOBEPEHUE JIEKAPCTBEHHOIO NIpENapara ¢ yKa3aHUeM JIEKapCTBEHHBIX
(GopM U 103UPOBOK BBIAAETCS OECCPOUHO, 32 HCKIIFOUYEHUEM PErHCTPALMOHHOTO YI0CTOBEPEHMUSI
JIEKapCTBEHHOIO IIpernapara, BblJaBaéMOIro CO CPOKOM JIEUCTBHUS IIATh JIET, HA BIIEPBbIE
peructpupyemsele B Poccuiickoit @enepanny JeKapCTBEHHbBIE IPENapaThl.

2. Ilo ucreuenun YKa3aHHOI'O B 4aCTU 1 HACTOSIIEH CTaTbU CpOKa BbIAACTCA 6eccp0que
PErUCTPAalMOHHOC YAOCTOBCPCHUC JICKAPCTBCHHOT'O IpLIiapaTta Npyu YCIOBHUU MMOATBCPKACHUA
€ro FOCYHapCTBeHHOﬁ perucTpanuvu.

3. B cnyuae BHeceHust B COOTBETCTBUU cO cTaThsiMu 30 u 31 Hacrosimero deaepanbHOro 3aKoHa
W3MEHEHUH B COIEPKAIINECS B PETUCTPAITMOHHOM JIOCHE Ha 3apErUCTPUPOBAHHBIIN
JIEKApCTBEHHBIN MTpenapar JOKYMEHTHI, 3aTParuBalOIINX CBEICHUSI, OTPAKEHHbBIC B
PETHCTPAIIMOHHOM yJIOCTOBEPEHHH JIEKAPCTBEHHOTO MperapaTa, YIoJTHOMOYEHHBIN
dbenepanbHBIN OPraH UCIIOTHUTENBHOM BIACTH BBIAET HOBOE PETHCTPAIIMOHHOE YAOCTOBEpEHUE
JIEKapCTBEHHOTO Mpernapara, cojepskaiiee BHECEHHbIC B HETO U3MEHEHUS.

(Hactp nomnonHuUTeIHHO BKItOUeHa ¢ 1 uronst 2015 rona denepanbHbIM 3aKOHOM OT 22 neKadps



2014 roma N 429-®3)

4. B ciydae yTpaThl WK HOBPEXICHUS PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara 1o 3asiBICHHIO B TUCbMEHHOM (popMe eprkaTens Wi BIIaJesbla PETUCTPAIIMOHHOTO
yJIOCTOBEPEHUs JICKApCTBEHHOI'O MpernapaTa Wil yIoJIHOMOYEHHOI'0 UMH JPYroro
IOPUIMYECKOTO JIUIIA O BbIIadye AyOJIMKaTa perucTpaliOHHOTO yI0CTOBEPEHUS JIEKApCTBEHHOTO
npenapara yrnoJIHOMOYEHHbIH (hefiepalibHbli OpraH UCIOJIHUTEIBHOM BIACTH B CPOK, HE
NPEBBIMIAIOIINN AeCATH pabounx JHEW cO AHS MOCTYIJICHUS 3asBICHUS, BBIIACT AyOIUKAT
PErUCTPallMOHHOI0 YAOCTOBEPEHNUS JIEKAPCTBEHHOTO IIpernapara. 3a Bbliady 1y0auKara
PErUCTPALIMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO Npenapara B3UMAaeTCsl TOCY1apCTBEHHAs
HOLIUIMHA B COOTBETCTBUU C 3aKOHOATeIbCTBOM Poccuiickoit denepannu o Hajorax u coopax.
(Hactp nononHUTEnbHO BKItoueHa ¢ 1 uronst 2015 rona ®enepaiibHbIM 3aKOHOM OT 22 1eKkadps
2014 roma N 429-03)

Cratba 29. [loaTBep:KaeHNe rOCYAAPCTBEHHON PerucTPaluy JeKApCTBEHHOT 0
npemnapara

1. ITonTBepkaeHNE TOCYJaPCTBEHHOM perucTpanum JEKapCTBEHHOIO IIperapara
OCYIIIECTBJISIETCS MPHU Bbl1aye 0€CCPOYHOI0 PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
Ipernapara B cay4ae, yKa3aHHOM B 4acTu 2 craThy 28 HacTosmero denepanbHOro 3akoHa, B
CpOK, HC HpeBI)IHIaIOHII/Iﬁ mMECTUACCATHU pa601n/1x I[HGI\/JI CO OHA MOJIYYCHHA COOTBCTCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepalbHbIM OPraHOM UCIIOJIHUTENIbHON BIACTH 3asiBJICHUS O
MOJITBEP>KJIEHUU TOCYAapCTBEHHOM perucrpainuy JeKapcTBeHHOro npenapara. He
OCYILIECTBIIETCS MOATBEPKICHUE FOCYIapCTBEHHONW PETUCTPALIUY B OTHOLIEHUN
JIEKapCTBEHHOTO Mpernapara, He HaxoAuBIIerocs: B oopamienuu B Poccuiickoit deneparuu B
Te4eHHUe Tpex U 0oJiee JeT, a TaKXKe B OTHOILIEHUH JIEKApCTBEHHOT'O CPEJCTBA, IPOU3BEACHHOTO C
HapylIeHneM TpeOoBaHUs, YCTAaHOBIEHHOTO yacThio 37 crtaThu 71 HacTosiero denepaibHOrO
3aKOHa.

2. 3asiBIIeHHE O TIOJITBEPKICHUHU TOCYIApCTBEHHON PETHCTPAIlUU JIEKAPCTBEHHOTO Mpernapara
MPEJICTaBISIETCS B COOTBETCTBYIOMIMM YIIOJTHOMOYEHHBIHN (peiepalibHbIi OpraH UCTIOTHUTENBHON
BJIACTH HE PAHEE YEM 3a CTO BOCEMBJIECIT JHEN JO UCTEYEHUS CPOKA ICHUCTBUS
PErUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara.

3. IloaTBeprkaeHNE TOCYJapCTBEHHOM perucTpaiyy JeKapcTBEHHOTro Mpernapara
OCYIIECTBIISICTCS MO PE3yIbTaTaM SKCIIEPTU3bI OTHOMICHHUS 0’KUIaeMOM 03Bl K BO3SMOKHOMY
PHUCKY IPUMEHEHUs JIEKAPCTBEHHOTO MperapaTa Ha OCHOBAHUH PE3yJIbTaTOB MOHUTOPHHIA

3¢ (HEeKTUBHOCTH M 0€30IaCHOCTH JIEKAPCTBEHHOTO MpernapaTa, IPOBOJUMOr0 JepKaTesieM HIH
BJIAJICJIbLIEM PETUCTPALIMIOHHOTO YOCTOBEPEHUS JIEKApCTBEHHOTO Mperapara oo
YIOJIHOMOYCHHBIM UMHU IOPUINYCCKUM JIMIIOM, a TAKXKE COOTBECTCTBYIOIIUM YITOJTHOMOYCHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENLHON BIACTH B COOTBETCTBUU C TPEOOBAHUSAMHU CTaThH 64
Hacrosmiero denepanbHOro 3aKOHA.

4. K 3asB1€eHNIO O NOATBEPKIEHUH I'OCYAAPCTBEHHOM pErucTpanim JEKapCTBEHHOIO IIpenapaTa
MPUJIAraloTCsl TOKYMEHTBI, COJIEPIKAIUE Pe3yIbTaThl MOHUTOPUHTA 3 (HEKTUBHOCTH U



0€30MacHOCTH JIEKAPCTBEHHOTO TIperapara, MpoBOANMOrO JAepKATeIeM W BIaIeIbIIeM
PETHCTPAIMOHHOTO yIOCTOBEPEHHUS JICKAPCTBEHHOTO IIpenapara Ju00 yIoJIHOMOUYCHHBIM UMH
IOPUAMYECKUAM JIUIIOM, TI0 (hOpMe, YTBEPKIEHHOW COOTBETCTBYIOIIMM YIIOJTHOMOYCHHBIM
dbeneparbHBIM OpraHOM HCIIOJIHUTEILHOMN BIACTH; KOMUS JTUIICH3UH HA TPOU3BOCTBO
JIEKaPCTBEHHBIX CPEJCTB WJIM KON 3aKJIIFOYEHUS O COOTBETCTBUU MTPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHMAM MTPaBUJI HA/IJICXKAIICH MPOU3BOICTBEHHON MTPAKTHKH,
BBIJIAHHBIC YIIOJTHOMOYECHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHUTEIBLHON BIACTH, B CIIy4ae, €ClIn
MIPOM3BOJICTBO JICKAPCTBEHHOTO Tperapara ocymiecTsisiercs B Poccuiickoit deneparuu, mmbdo
KOIHSI BBIJIAHHOM YIOJTHOMOYEHHBIM OPraHOM CTPaHbI IPOU3BOAUTENS JTUIIEH3UH HA
MIPOU3BOACTBO JIEKAPCTBEHHOIO Mpenapara v €€ NepeBo/i Ha PYCCKUM S3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM NOPSIAKE, U KOUS 3aKJIFOUEHUSI O COOTBETCTBUU TPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHMAM IIPABUJI HAIJICKAIIIEH MPOU3BOICTBEHHON MTPAKTHUKH,
BBIJIAHHOTO YIIOJIHOMOYEHHBIM (heJiepaaIbHbIM OPraHOM UCIIOTHUTEILHOM BIACTH, B CIIy4ae, eCiu
MPOMU3BOACTBO JIEKAPCTBEHHOIO Mpenapara oCylecTBiIseTcs 3a npeaenamu Poccuiickoit
®epnepannn. B oTHOIIEHUH JIEKaPCTBEHHBIX MTPENapaToB Jisl BETEPUHAPHOTO PUMEHEHUS
JIOTIOJTHUTEILHO MPEICTABIISIOTCS JOKYMEHTHI, yKa3aHHbIC B MoAnyHkTax "a", "6", "k", "n"
nyHKTa 4 yactu 3 crateu 17 HacTosmero denepaibHOTO 3aKOHA. B OTHOIIEHUN OMOJIOTHYECKUX
JIEKAPCTBEHHBIX MPENApaTOB 3asIBUTENb JIOMOJIHUTEIBHO IPEICTABIISAET PE3YJIbTAThI
OCYIIECTBIICHUS MEPOTIPUITHI B COOTBETCTBUU C TUIAHOM YIPABJICHUS PUCKAMU, YTBEPKICHHBIM
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOTHUTEIBHON BIACTH MIPHU OCYIIECTBICHUN
rOCYJapCTBEHHOM pPEerUCTpaIiy JICKapCTBEHHOTO npenapara. C 3asBIeHUEM O MOITBEPKIACHUU
rOCYJapCTBEHHOM pEerucTpalu JIEKapCTBEHHOTO MpenapaTa 3asiBUTENb IPEICTABIIAET KOO
JIOKYMEHTA, OATBEPKAAIOIIET0 yIUIaTy rOCyAapCTBEHHOM MOLLIMHBI 3a TIOATBEPKACHUE
roCy/IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara, In0o BIpaBe NpeCTaBUTh 110
cOOCTBEHHOM MHULIMATUBE YKa3aHHBIN JOKYMEHT. B ciyuae HenpeacTaBieHus: yKa3aHHOTO
JIOKYMEHTa yIIOJIHOMOYEHHBIN (peiepanbHblil OpraH UCIIOJHUTENBHON BIACTH poBepsieT (pakT
YILTAThI TOCYAaPCTBEHHON MOILIMHBI 3asIBUTEJIEM ITOCPEICTBOM HCITOJIb30BaHUS WH()OPMAIIUN
00 ymaTe rocyaapCTBEHHOI MOIUTHMHBIL, colepskaiieiics B ['ocyaapcTBeHHOM HHOOPMALIMOHHON
CHCTEME O FOCYAAPCTBEHHBIX U MYHUIIUITAJIbHBIX IJIATEXKAX, HA OCHOBAHUU MPEACTaBICHHOU
3asiBUTEJIEM KOIIMU JOKYMEHTA, MOATBEPKIAIOIIEr0 YIIaTy roCyJapCTBEHHOMN MOLLIUHBI.

5. B Teuenne JCCATH pa60q1/1x I[Heﬁ CO OHA MPUHATHA 3adBJICHUA O ITIOATBCPIKACHUN
roCyJapCTBEHHOM pEerucTpaliu JeKapCTBEHHOTO Ipenapara u JOKyMEHTOB, COAEPKaLIUX
pe3yabTaThl MOHUTOPUHTA Y)PEKTUBHOCTH U O€30TTACHOCTH JICKAPCTBEHHOTO IIpenapara,
MIPOBOJIUMOTIO JIEPKATEIEM WM BIAIEIbLEM PETUCTPALIUOHHOTO YIOCTOBEPEHUS
JICKApPCTBCHHOTO IpfIiapara 100 YIIOJIHOMOYCHHBIM UMH IOPUINYCCKUM JIMLIOM,
YIIOJTHOMOYEHHBIN ()eiepalibHbIi OpraH UCTIOTHUTEIbHOM BIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI CBEICHUI, COAEPIKAIUXCS B IPEACTABIICHHBIX 3asSBUTEIEM
JIOKYMEHTAaX;

2) mpuUHUMAET PelIeHUE O IPOBEACHUH UM 00 OTKa3€e B MMPOBEICHUHU IKCIEPTU3BI OTHOIICHUS
0’KUJAEMOM TMOJIb3bI K BO3MOKHOMY PUCKY TPUMEHEHUS JIEKAPCTBEHHOI 0 IIpenapara Ha
OCHOBaHUU PE3yIbTATOB MOHUTOPHHTA YPPEKTUBHOCTU U OE30MACHOCTH JICKAPCTBEHHOTO
npenapara, IpoBOJIUMOIO JIEepKATeNIEM WU BIAaJENIbIIEM PErUCTPALMOHHOIO YA0CTOBEPEHUS
JIEKapCTBEHHOTO Tperapara Jub0 YIoJIHOMOYEHHBIM UMHU IOPUANYECKUM JIUIIOM, 8 TAKKE
beneparTbHBIM OpPTraHOM UCIIOJIHUTEILHON BJIACTH B COOTBETCTBHH C TPEOOBAHUSIMU CTAThH 64
Hacrosuero PeaepanbHOro 3aKoHa,



3) yBeZOMIISIET B 3JIEKTPOHHOM (hopMe Mt MUCbMEHHOM (popmMe 3asBUTENS U SKCIIEPTHOE
YUpEXJIEHUE O IPUHITOM PEUICHUH JTUOO0 B Cilydae MPUHITHS pelIeHns 00 0TKa3e B IPOBEACHUH
AKCIEPTU3BI YKa3bIBAET IPUUYHUHBI TAKOTO OTKA3a.

6. B ciyuae BbIsSIBICHUS HEIOCTOBEPHOCTH U (MJIM) HEAOCTATOYHOCTH MHPOPMAIIIH,
coJepKalieiics B IpeJCTaBICHHBIX 3asBUTENIEM JOKYMEHTAX, YIIOJIHOMOYEHHBIN (eepabHbIN
OpraH HUCIIOJIHUTEIBHOMN BJIACTU HAMPAaBISET 3asSBUTENIO 3alIPOC 00 YTOUHEHUU YKa3aHHOU
uHpOopMaLuu. 3anpoc yroJIHOMOYEHHOTO (e1epaaIbHOr0 OpraHa UCIOJHUTEIBHOM BIAaCTH
MOJKET OBbITh MepeaH YIIOJTHOMOYEHHOMY MPEICTABUTEINIO 3asBUTEISI IMYHO MO PACIUCKY,
HaIpaBJIeH 10 TOYTE 3aKa3HBIM MMCHMOM HIIU TEPEaH B AIEKTPOHHOU (opMe 110
TEJIEKOMMYHUKAIIMOHHBIM KaHAJIaM CBsI3U. B ciydae HarpaBieHuUs 3anpoca yIoJIHOMOYEHHOTO
¢denepanbHOro OpraHa UCHOJHUTEIBHOM BIACTH IO TIOYTE 3aKa3HBIM IMMCHMOM OH CUHUTAETCS
MIOJIyYEHHBIM 110 UCTEYEHUH IIECTH JTHEW C AaThl HAIIPABJIEHUS 3aKa3HOIO MHChMa.

7. 3asBUTENH 0053aH MPEICTABUTH OTBET HA 3aIIPOC YIOIHOMOYEHHOTO (hesiepaibHOro oprana
WCIIOJTHUTENIbHOM BJIACTH B CPOK, HE MPEBBILIAIOIINI IEBIHOCTa pabo4MX AHEH CO THS €ro
nosydeHusi. Cpok, yKa3aHHBINA B YACTH 5 HACTOSAIIEH CTaThU, TPUOCTAHABIUBACTCS CO JHS
HAIpPaBIIEHUS 3asBUTEIIIO 3alIPOCa YIIOJIHOMOUYEHHOTO (peiepaabHOro OpraHa UCIIOTHUTEIbHON
BJIACTH J10 JHSA MOJYYEHUS UM COOTBETCTBYIOIIETO OTBETA U HE YUYUTHIBAETCA IMPU UCUUCICHUU
CpOKa MOJATBEPKAECHUS TOCYAApPCTBEHHOM PEruCcTpallvy JIEKAPCTBEHHOTO Mperapara.

8. OcHOBaHMEM AJIs OTKa3a B IPOBEACHUM SKCIIEPTU3bl OTHOLICHMSI 0KMIaEMOM OJIB3BI K
BO3MO>KHOMY PUCKY IPUMEHEHMSI JIEKAPCTBEHHOIO IIperapaTa sBJIIeTCsl IPEICTaBICHNE
JIOKYMEHTOB, COJIepKalllUX pe3yIbTaThl MOHUTOPUHTA 3()(PEeKTUBHOCTU 1 6E30M1aCHOCTH
JIEKapCTBEHHOI'0 IIpernapara, 1 (Uju) B OTHOLIEHUH OMOJIOTMYECKUX JIEKAPCTBEHHBIX IIPENapaToB
PE3yJIbTaTOB OCYILECTBICHHUS MEPOIIPUATHI B COOTBETCTBUH C IUIAHOM YIIPABJIEHUS PUCKAMU,
YTBEPKACHHBIM YIIOJIHOMOUYEHHBIM (he/iepaIbHbIM OpPraHOM HMCIIOJHUTEIBHOM BIACTU IIPU
OCYILIECTBJIEHUH I'OCYAapCTBEHHOMN perucTpaiuy JIEKapCTBEHHOIO IIpenapaTa, B HEOJIHOM
o0Beme, OTCYTCTBUE MH(POPMAIUH, TOATBEPAKAatoNIeH (aKT yraaTsl TOCY1apCTBEHHON
MOLUIMHBI 32 MOATBEPKICHUE TOCYAaPCTBEHHOM perucTpaiuy JeKapcTBEHHOro Mpernapara, 1100
HEIPEACTABJICHUE 3asBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKA3aHHBINA B 4aCTH 6
HACTOSILEH CTaThH 3apoC YIOJTHOMOUYEHHOTO (eIepaIbHOro OpraHa HCIOJHUTEIbHOM BIIACTH,
a TaK)Ke OTCYTCTBUE B YKa3aHHBIX IOKYMEHTaX MHPOpMAIH, KOTOpas JOHKHA ObITh B HUX
OTpakKeHa.

9. DKcnepTH3a OTHOIIEHUS 0KUAEMOM MOJIB3bI K BO3MOKHOMY PUCKY TPUMEHEHUS
JIEKapCTBEHHOIO IIpernapara B LENIX MOATBEPKACHHS TOCYJ1apCTBEHHON pEerucTpanuu
JIEKapCTBEHHOI'O IIpernapara NpOBOAUTCS KOMUCCHEH SKCIIEPTOB IKCIIEPTHOTO YUPEXKICHUS B
CPOK, HE IPEBBILIAIOIINI COpOKa pabounx THEH.

10. B cmydae HEZOCTAaTOYHOCTH MPEACTABIEHHBIX SKCIEPTY MAaTEPUAJIOB JJIs Jaud 3aKJIIOUEHUS
IKCIEPT 00paIaeTcs K pykoOBOJUTEIIO SKCIIEPTHOTO YUPEKIACHUS O IPEJOCTaBIECHUN EMY
HEO0XO0/IMMBIX MaTepuanoB. PyKoBOIUTEIb SKCIIEPTHOTO YUPEkKIEHHUs oOpalaeTcs ¢
COOTBETCTBYIOILIMM 3alIPOCOM B YIIOJIHOMOUYEHHBIN (heiepaabHblii OpraH UCIIOJIHUTEIbHOM
BJIACTH, BBIIABILNN 3aJjaHUE HA IIPOBEICHUE DKCIIEPTU3BI OTHOLIECHUS OKUAAEMOU I1OJIB3bI K
BO3MOYKHOMY PUCKY ITIPUMEHEHHs JIEKAPCTBEHHOTO MperapaTa Ha OCHOBAHUH JIOKYMEHTA,
CoJIepKallero pe3yabTaTbl MOHUTOPUHTA 3(PPEKTUBHOCTH M O€30MaCHOCTH JIEKAPCTBEHHOTO



npenapata. B Teuenue natu pabounx JHEH co JHS MOCTYIICHUS 3a1poca PYKOBOIUTENS
SKCTIEPTHOTO YUPEKACHUS YKa3aHHBIN (DeepabHbIA OpTraH UCIIOTHUTEIBPHON BIIACTH
HAIPABIISET 3asBUTEIIO 3aMIPOC O MPEICTABICHHH HEOOXOIUMBIX MaTEPUAaIOB, KOTOPBIA MOXKET
OBITH IIEpeIaH YIOJTHOMOYEHHOMY MPEACTABUTEIIO 3aIBUTEIS JIMYHO MO/ PACIIUCKY, HAIIPaBJIeH
10 TIOYTE 3aKa3HBIM MUCHMOM WJIM TIepe/iaH B 3JICKTPOHHOH (popMe Mo TeIeKOMMYHHUKAIIMOHHBIM
KaHajaM cBsi3u. B ciiydae HampaBlieHuUs 3arpoca yIoJIHOMOUYEHHOTO (eiepalibHOTo OpraHa
HWCITIOJTHUTEILHOM BIACTH MO MOYTE 3aKa3HBIM ITMCHhbMOM OH CUMTACTCS IMMOJIYUCHHBIM I10
MCTEUYEHUU IIECTU JHEH C IaThl HANIPaBJICHUS 3aKa3HOTO MHUChMA.

11. 3asBuTENH 005M3aH MPEACTABUTH OTBET HA 3aPOC YIOTHOMOYEHHOTO (efepaibHOro OpraHa
HCIIOJTHUTEJIbHOM BJIACTU B CPOK, HE MPEBBIIAIONINI MIECTUACCATH PadOUnX IHEH CO AHS
MOJIyYEHHUs YKa3aHHOTO 3arpoca. Y OJTHOMOUYEHHBIH (eiepantbHblil OpraH UCTIOIHUTEIbHON
BJIACTH, BBIIABIINM 3aJjaHUE HA MPOBEJICHNUE IKCIIEPTU3bI OTHOLICHUS OXKUAAEMON MOJIb3bI K
BO3MO>KHOMY PUCKY IIPUMEHEHMSI JIEKAPCTBEHHOI'O IIperapaTa Ha OCHOBAaHUU JIOKYMEHTA,
COJIEpIKalIero pe3yibTaTbl MOHUTOPUHTA 3 (HEKTUBHOCTU M 0€30MaCHOCTH JIEKAPCTBEHHOTO
npernapara, B Te4eHHE IATH padoyux JHEH cO JHS MOCTYIUIEHUS OT 3asiBUTENIS OTBETA Ha 3aIlpoc
YIIOJTHOMOYEHHOTO (eiepaibHOr0 OpraHa UCMOJHUTEIBHOM BIACTH HAMPAaBJISET STOT OTBET B
IKCIEPTHOE YUpEeKIeHne. B ciryyae HenpeACTaBIeHHs [0 UCTCUSHUH IECTHAECATH pabounx
JTHEH 3asBUTEIEM OTBETA Ha yKa3aHHBIN 3apoc YIOJTHOMOYEHHBIN (eiepalibHbIi opran
HWCIIOTHUTEIbHON BJIaCTH, BI)IIIaBHII/Iﬁ 3a1aHUC HAa NPOBCACHUC SKCIICPTU3bI OTHOICHUA
0°KMJ1Ia€MOH IOJIb3bI K BO3MOXXHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOIO MperapaTa Ha
OCHOBAHHU JIOKYMEHTA, COJIEPKAIIETO PE3YIbTaThl MOHUTOPUHTA 3(PPEKTUBHOCTH U
0e30MacHOCTH JIEKapCTBEHHOI'O MIperapara, B TeUeHHe MATH padoyuX JHEH HallpaBiisieT B
AKCIIEPTHOE YUPEXKJACHNUE YBEIOMIIEHUE O HETIPEICTABICHUH 3asBUTEIEM OTBETA Ha 3aIIpocC
YKa3aHHOTO opraHa. Bpemsi co 1Hs HampaBiieHUs 3a1IpOCa SKCIIEPTHOTO YUPEKACHUS B
YIIOJTHOMOYCHHBIHN ()eiepalibHbIi OpraH UCTIOTHUTEILHOM BIACTH JI0 JTHS TIOTYYCHUS
SKCHEPTHBIM YUPEKICHUEM OTBETA HA 3alIPOC WM YBEIOMJICHUS O HEMPEICTABICHUN OTBETA Ha
3aIIpOC HC YUYUTBIBACTCS IIPU UCHUCIICHHUU CPOKa MMPOBCACHUSA SKCIICPTHU3bI OTHOLICHUSA
0°KMJ1Ia€MOH TOJIb3bI K BO3MOXXHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOIO Ipenapara Ha
OCHOBaHUU JOKYMEHTA, COJIEPKALIET0 pe3yIbTaTbl MOHUTOPUHTA 3P (HEKTUBHOCTU U
0€301aCHOCTH JIEKapCTBEHHOTO Ipernapara.

12. B cpok, HEe MPEBBIIAIONINN JEeCATH PaOOUYUX THEU CO JHS MOTy4eHHUS 3aKITI0UEHUS] KOMUCCUU
AKCIEPTOB 110 PE3YJIbTAaTaM dKCIIEPTU3BI OTHOLIECHHS 0KUAAEMOM ITOJIb3bI K BO3MOKHOMY PUCKY
MIPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara, COOTBETCTBYIONIUHN YIIOJTHOMOYEHHBIN (heiepabHbIN
OpraH UCIOJHUTEIbHON BJIACTH:

1) ocy1iecTBIsET OLIEHKY 2TOTO 3aKJIFOUEHUS TS ONIPE/ICTICHHS €T0 COOTBETCTBHUSA 3a/IaHUIO HA
MIPOBE/ICHUE YKa3aHHOM IKCIIEPTU3HI;

2) IpUHUMAET PELIECHUE O OATBEPKIECHUH I'OCYAAPCTBEHHOW PETUCTPALINN JIEKAPCTBEHHOTO
npernapara uin 00 0TKa3e B MOATBEPKAECHUN TOCYIapCTBEHHON pEerucTpalii JEKapCTBEHHOTO
npenapara;

3) BHOCHUT IIpU NPUHATHH PELIECHUS O MIOATBEPKAECHNUN TOCYJapCTBEHHON pEerucTpanun
JIEKapCTBEHHOTI'0 IIperapara CBEeJIeHUS B TOCYJapCTBEHHbIN pPeecTp JIeKapCTBEHHBIX CPEJICTB U



BbBIIACT 3asABHUTCIIIO 66CCp0‘IHO€ PErUCTPAalUOHHOC YAOCTOBCPCHUC JICKAPCTBCHHOTO ITpCIiapara.

13. OcHOBaHUEM [T OTKa3a B MOJITBEPIKIACHUHU IOCYIapCTBEHHON PErHCTpaluu
JICKapCTBEHHOTO TIperiapara siBIIsSIeTCS PEeIICHHE COOTBETCTBYIOMIETO YIIOJIHOMOYEHHOTO
(benepaabHOro OpraHa UCIOJHUTEIBHOMN BIACTH O TOM, YTO PHCK IPHYMHECHUS BPea 3I0pPOBbIO
YeJIOBEKa WIIM KUBOTHOTO BCIICJICTBUE MPHEMa JICKAPCTBEHHOTO Mpernapara MpeBhIIIaeT
3(PEKTUBHOCTD €T0 MPUMEHEHHS.

14. B nepuoa npoBeAeHUs IPOLEypbl OATBEPKIACHUS TOCYAAPCTBEHHOM PEruCcTpaliuu
JIEKapCTBEHHOTr' 0 Ipernapara ero odpaiienue B Poccuiickoit @enepanyiv He IPUOCTAaHABIMBACTCA.

15. Jlommyckaercst oOpaieHue JeKapCTBEHHBIX IIPEapaToB ISl MEIUIIMHCKOTO TPUMEHEHUS JI0
MCTEYEHUS CPOKa rOAHOCTH, TPOU3BE/ICHHBIX B TEUEHHE CTA BOCBMUJIECATH KAJICHIAPHBIX JTHEH
MOCJie 1aThl IPUHATHUS YIIOIHOMOYEHHBIM (heZiepaibHbIM OPraHOM UCTIOTHUTEILHOM BIACTH
pEIICHHS O MOATBEPKIACHUH FOCYIapCTBEHHON PETUCTPALINU, B COOTBETCTBHH ¢ HH(MOpMAITHEH,
coJieprKalieiicst B TIOKyMEHTaX PEeruCTPAIMOHHOTO I0ChE Ha JIEKApPCTBEHHBIH Mpenapar A0 AaThl
MPUHATHS TAKOTO PEIICHUSI.

(Cratbs B penakuuu, BBeAeHHOU B nericTBue ¢ 1 ssuBaps 2017 roga denepaabHbIM 3aKOHOM OT
22 nexabpst 2014 roga N 429-®3.

Cratbs 30. BHeceHne U3MeHEHUH B JOKYMEHTbI, COAepKALMecs B
PEerucTpalOHHOM J0Che HA 3aPerucTPUPOBAHHDII JIEKAPCTBEHHbIN Npenapar
JJIS1 MEAMIMHCKOI0 MPHUMEHEeHU S

1. B uensix BHECEHUSI U3BMEHEHUI B JOKYMEHTHI, COICPKAIINECS B PETUCTPALIMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IPENnapar s MEAUIMHCKOTO IPUMEHEHUS, epKATEIb
WJIY BIIAJIEJIEL] PETUCTPALIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO MIpenapara uin
YIOJIHOMOYEHHOE UM JPYTro€ IOPUINYECKOE JHUIO (Janee B HACTOALIEH CTAaThe - 3asIBUTEIb)
MIPEICTABIISIET B YIIOJTHOMOYEHHBIHN (hefiepalbHbIN OpraH UCTIOJHUTEIBLHOM BIACTH 3asBJICHUE O
BHECEHUH TaKUX U3MEHEHUH 1o (hopMe, yCTAaHOBICHHOHN YIOTHOMOYEHHBIM (eiepabHbIM
OPraHOM MCIOJIHUTEIBLHOM BIIACTH, U IPHIOKEHHBIE K HEMY U3MEHEHUS B YKa3aHHBIE
TIOKYMEHTBI, & TaKXKe JOKYMEHTHI, TOATBEPKAAI0IINE HEOOXOIUMOCTh BHECEHUS TAKUX
n3meHeHul. [Ipu HEOOXOTUMOCTH BHECEHUS U3MEHEHUN B TOKYMEHTHI PETUCTPAIIMOHHOTO TOChE
Ha 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat, TPEOYIOIINX TPOBEACHHS SKCIIEPTU3bI
KauecTBa JIEKAPCTBEHHBIX CPEJICTB U (MJIU) SKCIEPTU3BI OTHOIIECHUS 05KHUIa€MOM TIOJIb3BI K
BO3MOXHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOI' 0 IIpernapara Jyisi MEIULIMHCKOrO IPUMEHEHUS,
3asIBUTEIH JOTIOTHUTEIIBHO MIPEICTABIISIET B YITOJTHOMOYEHHBIHN (efiepanbHbIi OpraH
WCIIOJIHUTENIbHOM BJIACTU KOIIMIO JIMLIEH3UH HAa POU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB UIU
KOITHUIO 3aKJIFOYCHHS O COOTBETCTBUHU MTPOU3BOAUTENIS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
MPaBWJI HAJJICIKALIEH POU3BOICTBEHHOM ITPAKTUKH, BBIIAHHBIE YIIOJTHOMOYEHHBIM
beneparbHBIM OpPTraHOM UCIIOJIHUTENLHOMN BJIACTH, B CJIy4ae, €CIu MPOU3BOJICTBO
JIEKapCTBEHHOTO Tpernapara ocyuiectBisercs B Poccuiickoii @eneparuu, 1u60 KOMHIO
BBIJJAHHOM YITOJTHOMOYEHHBIM OPTaHOM CTPAHBI POU3BOIUTENS JTULIEH3UNA HA IPOU3BOJICTBO
JIEKapCTBEHHOI'0 IIPEMNapara 1 €€ MepeBoJi Ha pyCCKUU S3bIK, 3aBEPEHHBIE B YCTAaHOBJIEHHOM
MOPSJKE, U KOMUIO 3aKIOYEHHS] O COOTBETCTBUM ITPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEJICTB



TpeOOBaHUSM MPABUI HA/IJICKAIICH MPOU3BOJICTBEHHON MPAKTUKH, BEIIAHHOTO
YIOJIHOMOYEHHBIM (peiepaabHbIM OPTaHOM HUCTIOTHUTEIHHOU BJIACTH, B CIy4ae, €ClI
MIPOU3BOJICTBO JIEKAPCTBEHHOTO MperapaTa OCYIIECTBIsETCs 3a npeaenamu Poccuiickoi
®Oenepannn. [IpuHaTHE pElICHUST 0 BHECEHUU U3MEHEHHH MM 00 OTKa3¢e B UX BHECEHUU
OCYIIECTBIISIETCS B CITy4ae HEOOXOJMMOCTH MPOBEICHUS SKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHBIX
CpeACTB | (WUJIM) SKCIIEPTU3bI OTHOIICHUS 0’KHIAEMOM TOJIb3bI K BO3MOKHOMY PHCKY
MIPUMEHEHHUS JIEKAPCTBEHHOIO MperapaTa i MEIUIUHCKOTO IPUMEHEHUS B CPOK, HE
MIPEBBINIAOIINKN IEBIHOCTA paOOUYNX JHEH, a B OCTAIBHBIX CIydasX B CPOK, HE MPEBBIIIAFOITII
TPUALIATH pabOUYUX THEH CO THS MPUHSTHS YIOJTHOMOYCHHBIM (eIepaIbHBIM OPTaHOM
HMCIOJIHUTEILHON BIACTH 3asIBJICHHUSA O BHECEHUH TaKUX H3MEHEHHIA.

(Hactp B penakuuu, BBeieHHOM B feiicTBue ¢ 1 ssuBaps 2017 roga denepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roga N 429-D3 (¢ u3meHeHussMH, BHeCeHHbIME DeniepanbHbIM 3aKOHOM OT 13
utojst 2015 roga N 241-D3).

2. DKcrnepTu3a JIEKapCTBEHHBIX CPEJICTB B YaCTH IKCIEPTU3bI KAUECTBA JIEKAPCTBEHHOTO
cpencTBa u (Wiu) KCIEPTU3bI OTHOIICHUS 03KUIa€MOH TOJIb3bI K BO3MOKHOMY PUCKY
MIPUMEHEHHUS JIEKAPCTBEHHOIO MpernaparTa s MEIUIUHCKOr0 IPUMEHEHUS IIPOBOJUTCS B CIy4ae
BHECECHHS U3MEHEHHM B JIOKYMEHTBI, COJEPKAIMECS B PETUCTPALIMIOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar, B OTHOLIECHUU:

1) cBeaeHmit, yka3aHHBIX B MHCTPYKLUU 110 MEAULIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara:

a) JICKapCTBCHHAA Q)opMa C YKa3aHUCM HaMMEHOBAHMHU M KOJIMYECTBEHHOT'O COCTaBa
HeﬁCTBYIOIHHX BC€IICCTB 1 KAYECCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIbHBIX BECIICCTB (HpI/I
H606XO,I[I/IMOCTI/I KOJINMYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIbHBIX BeIJ_[CCTB);

0) papmakonnHamMuka U (papMaKOKHHETHKA (32 UCKITIOYEHUEM (hapMaKOKHHETUKH
TOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTENbHBIX JIEKAPCTBEHHBIX MPENapaToB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;

I') IPOTUBOINIOKA3aHUs JJIsl IPUMEHEHUS;

1) MEPBI MTPEIOCTOPOKHOCTH NP IPUMEHEHHH;

C) YKa3aHu€ BO3MOKHOCTHU U 0COOEHHOCTEH NMPUMCHCHUA JICKAPCTBCHHOTO IIpCIiapaTta JJIsd
MCIUIUHCKOI'0 MPpUMCHCHUA 6epeMeHHBIMI/I KCHIMMHAaMH, )XCHINWMHAMU B IICPUOJ I'PYyAHOTO
BCKapMJIMBaHHuA, JCTbMHU, B3pOCIILIMH, UMCIOIUMHU XPOHUYICCKHUC 3a6OHCBaHI/IH;

) peKHUM JO3UPOBaHUs, CIIOCOOBI BBEICHUS U TPUMEHEHHUS, IPU HEOOXOTUMOCTH BpEMsI
[IpyueMa JISKapCTBEHHOT O IIpenapara, IpoI0JKATEIbHOCTD JICUEHUs, B TOM YHCIIE Y IeTel 10 U



IIOCJIC OJHOIo roaa,

3) BO3MOXKHBIE TOOOYHBIE ICHCTBHS U HEXKEJIATEIIbHBIC PEAKIIUU MIPH TPUMEHEHHH
JIEKapCTBEHHOTO Mpernapara;

I/I) CHUMIITOMEI IEPEAO03UPOBKH, MCPHI 110 OKa3aHWIO ITOMOIIH IIPpH IIEPEIO03UPOBKE;

K) B3aUMOJICHCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU ITpernapaTamMu U (M) MUILEBBIMU
MIPOJIYKTaMU;

1) opmbl BBIITyCKa JIEKapCTBEHHOTO Mpernapara;

M) yKa3aHue (IIp1 He0OX0IMMOCTH) OCOOCHHOCTEN IEHCTBUS JIEKApCTBEHHOTO Ipenapara npu
HEPBOM IIPHEME WU TIPU €r0 OTMEHE;

H) CBEICHUS O BO3MOXKHOM BJIMSIHUM JICKAPCTBEHHOI'O Mpenapara i MeIULMHCKOT O
IIPUMEHEHHUS Ha CIIOCOOHOCTh YIPABIIATh TPAHCIOPTHBIMU CPEICTBAMU, MEXaHU3MAMU;

0) CPOK FOJTHOCTH M yKa3aHHUE Ha 3alpeT MPUMEHEHHS JIEKapCTBEHHOTO MperapaTa 1o HCTeUYeHUN
CPOKa F'OJTHOCTH;

1) YCJIOBUS XpaHEHUS;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO Mpernaparta Jjisi MeJUIIMHCKOTO IIPUMEHEHUS;

3) HU3MCHCHUA MCCTa ITPOU3BOACTBA JICKAPCTBECHHOT'O ITpeliapaTa 11 MCAUITUHCKOT'O
MMPUMCHCHU A,

4) W3MEHEHMS OKa3aTellell KauecTBa JICKApCTBCHHOTO IMperiapaTta AJId MCIUIUHCKOI'O
MNPUMCHCHUA U (I/IJ'II/I) MCTOAOB KOHTPOJIA KauCeCTBA JICKAPCTBCHHOT'O IIpCIiapaTa AJisd
MCIUIUHCKOI'O IPUMCHCHUS ;

5) HU3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO IIpCIiapaTa AJIsk MCAUITUHCKOI'O MTPUMCHCHUS

6) CBC,Z[CHPIIZ 0 HCOGXOI{I/IMOCTI/I BHECEHMS MHBIX M3MECHEHUH B HHCTPYKIUIO IT0O MCAUITUHCKOMY
MMPUMCHCHUIO JICKAPCTBECHHOT'O ITPEIiapara, a TaKKE B UHBIC TOKYMCHTEI, COJACPIKAIINUEC B



PErUCTPALIMOHHOM J0ChE Ha 3apEerUCTPUPOBAHHBIN JIEKapCTBEHHBIN npenapar. [Ipu stom
pelleHre 0 MPOBEICHUH SKCIIEPTU3HI KAaUeCTBa JIEKAPCTBEHHBIX CPEJICTB U (MJIH) SKCIIEPTHU3BI
OTHOILICHHUS 0KUAAEMOM MOJIb3bl K BO3MOKHOMY PUCKY ITPUMEHEHHUS JIEKAPCTBEHHOTO MperapaTa
JUISL MEAUIIUHCKOTO IPUMEHEHHUS IPUHUMAETCS. B COOTBETCTBUH C YTBEPKICHHOU
YIIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOTHUTEILHOU BIACTH KiIacCUpUKAIUEH
WU3MEHEHUH, BHOCUMBIX B JOKYMEHTBI, COACPKALIUECS B PETUCTPALIUOHHOM JI0ChE Ha
3apEeruCcTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar.

(HacTp B penakiinuu, BBeiIeHHOH B feiicTBre ¢ 1 staBaps 2016 rona denepaibHBIM 3aKOHOM OT 22
neka0pst 2014 rona N 429-03.

3. C 3asBJICHHEM O BHECEHUH U3MEHEHU B JOKYMEHTBI, COAECPKALIUECS B PETUCTPALOHHOM
JI0ChE€ Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar sl MEIULIMHCKOTO IPUMEHEHNUS,
Hapsay ¢ JOKyMEHTaMH, YKa3aHHBIMU B 4acTH | HACTOAIIEH CTaThH, 3asIBUTENb PEICTABISAET
KOIIMU JIOKYMEHTOB, IIOATBEPKIAIOIINX YIIJIATy TOCY1apCTBEHHOMN MOLUIMHBI 32 BHECEHHE B
JIOKYMEHTBI, COAECPKALIUECS B PETUCTPALIMOHHOM JI0ChE Ha 3apEruCTPUPOBAHHBIN
JIEKapCTBEHHBIN Npenapar i MEAUIIMHCKOr0 IPUMEHEHMSI, U3MEHEHUH, TPEOYIOLINX
MIPOBEICHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B YACTU SKCIEPTU3BI KAUECTBA
JIEKapCTBEHHOI'O CPEJCTBA U (MJIM) SKCIIEPTU3bI OTHOIICHUS 05KUJAEMOM MOJIb3bl K BO3MOKHOMY
PUCKY IPUMEHEHUS JIEKAPCTBEHHOI'O IIpenapara s MEIUIUHCKOr0 MPUMEHEHMS,
rocy/1apCTBEHHOW MOIIJIMHBI 32 BHECEHUE B IOKYMEHTBHI, COIEPIKALLUECS B PETUCTPALMOHHOM
JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl MEJUIUHCKOTO PUMEHEHHS,
M3MEHEHUH, He TPeOYIOIMX IPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEICTBA, JINOO BIIpaBe
MPEJICTaBUTh MO0 COOCTBEHHOM MHUIIMATUBE YKa3aHHbIE JOKYMEHTHI. B ciiydae ux
HENpPEeCTaBICHNs YIIOJTHOMOYEHHBIN (eepaibHbIi OpraH UCIOIHUTEIbHON BJIACTH IIPOBEPSET
GbakT yrnaaTel TOCYIapCTBEHHBIX MOILINH 3aSBUTENIEM ITOCPEICTBOM UCIOIb30BAHUS
uHpopManuu 00 yriaTe rocyJapCTBEHHBIX MOIUIMH, coepskaieiics B ['ocymapcTBeHHOM
MH(OPMALIMOHHON CHCTEME O FOCYAAPCTBEHHBIX M MYHUIIMIIAIBHBIX TIaTeXaX, HA OCHOBAHUU
IIPEJICTaBICHHBIX 3asIBUTENIEM KOIUI TOKYMEHTOB, OATBEPKAAIOIIMX YIIIaTy TOCY1apCTBEHHON
MOIUINHBI.

(YacTp B penakiuu, BBeieHHOH B fieiicTBre ¢ 1 urons 2015 rona denepaibHBIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

4. B Teuenue necsATH pabouux JHEH co IHS MOCTYIUIEHUs YKa3aHHOTO B 4acTu | HacTosien
CTaThU 3asBJICHUS U HEOOXOAUMBIX JTOKYMEHTOB YITOJIHOMOYEHHBIN (eiepaabHblil opran
VICITOJTHUTENIBHON BIIACTH:

1) npoBOAUT ITPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJCHUM, COIEPIKALUXCS B
IIPEICTABIICHHBIX 3asBUTEIIEM MaTepuaniax;

2) MpUHUMAET PEIICHHE O TPOBEICHUH YKa3aHHBIX B 4aCTH 2 HACTOSIIEH CTaThu
COOTBETCTBYIOIIUX IKCIEPTU3 JIEKAPCTBEHHOTO CPEJICTBA MU 00 OTKa3e B UX MPOBEJICHUM;

3) yBeIOMIISI€T B DJIEKTPOHHOMN WJIM TUChMEHHOU (hopMe 3assBUTENS O IPUHITOM PELICHUH WU B
CiTy4yae IPHUHSTHUS PEIICHHs] 00 OTKa3€ B MPOBEJCHUN COOTBETCTBYIOIICH SKCIIEPTHU3HI C
YKa3aHUEM IIPUYMH TAKOTO OTKAa3a.

(ITyskT B penakiuu, BBeieHHOM B neiictBue ¢ 1 uromnst 2015 roma @enepaibHBIM 3aKOHOM OT 22



neka0pst 2014 rona N 429-03.

4 1. B ciyuyae BBISIBICHUS HEJOCTOBEPHOCTH CBEJICHUH, COACPKAIINXCS B IPEACTaBICHHBIX
3asIBUTENIEM MaTepraiax, yIoJIHOMOYCHHBIN (eepaTbHbI OPTaH UCIIOTHUTEILHOMN BIIACTH
HAIPAaBIIET 3asBUTENIO 3alPOC 00 YTOUHEHUHU yKa3aHHBIX CBeAeHUM. JlaHHbIIN 3a1IpOC MOXKET
OBITH MepeiaH YIIOTHOMOYEHHOMY MPEACTABUTEIIO 3asIBUTENIS IMYHO MO/ PACITUCKY, HAIIPABJICH
IO [OYTE 3aKa3HBIM [MMCHMOM UJIU MepeaH B AJIEKTPOHHOU (hopMe MO TeIeKOMMYHUKALIMOHHBIM
KaHaJlaM CBsi3U. B ciydae HanpaiieHUs JaHHOTO 3ampoca Mo MOYTe 3aKa3HbIM MTUCbMOM OH
CUMTAETCS MOJYyYEHHBIM M0 UCTEYSHHUH LIECTH JHEH ¢ JaThl HApaBICHHS 3aKa3HOIO MUChMa.
(YacTh 10omONHUTENbHO BKIIOYeHA DeepanbHbIM 3akoHOM 0T 25 Hos0ps 2013 roga N 317-D3)

4 2. 3asBuTeNb 00513aH NPECTABUTH OTBET HA 3alpOC YIOJIHOMOYEHHOTO (hefiepaibHOro opraHa
UCTIOJIHUTENILHOW BIACTH B CPOK, HE MPEBHIIAIONINNA JEBIHOCTa pabounX AHEH CO JHSA
MOJIy4eHUs JaHHOT o 3arpoca. Cpok, yKa3aHHBIN B 4acTH 4 HACTOSIIIEH CTAThH,
IIPUOCTAHABJIMBAETCS CO JIHS HAIPaBJIECHUS 3asSBUTEIIO 3aIIpOca YIOJIHOMOYEHHOIO
benepanbHOro OpraHa UCMOJIHUTENBHOMN BIACTH A0 JHS MMOJYYCHUS UM OTBETA Ha TaHHBIH
3arpoc U He YYUTHIBAETCS IIPU UCUUCIICHUH CPOKa MPUHATHUS PELIEHHS] O BHECEHUU U3MEHEHUN B
JIOKYMEHTBI, COACPKALIUECS B PETUCTPALMOHHOM J1I0ChE Ha 3apErUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar sk MEJULUHCKOTO IPUMEHEHHUS.

(YacTh 10MONMHUATENBHO BKIIOYeHa DenepanbHbIM 3akoHOM 0T 25 Hos0ps 2013 roga N 317-D3)

5. OcHoBaHMEM I OTKa3a B MIPOBEJCHUH YKa3aHHBIX B UACTH 2 HACTOSIICH CTaThU IKCIEPTHU3
SIBJISICTCSI TIPEJICTABIICHNE TOKYMEHTOB, MIEPEYMCICHHBIX B YacTsAX | U 3 HACTOsIIEH CTaThU, B
HEMOJHOM 00beMe, HeTpeICTaBlICHUE 3asBUTENIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIN
B yactu 4 | HacTosIIel CTaThH 3aIPOC YIOJIHOMOYCHHOTO (hefiepaibHOro opraHa
WCIIOJTHUTENIbHOM BJIACTH, a TAKXKE OTCYTCTBUE B MPEJICTABICHHBIX JTOKYMEHTAX TOCTATOYHBIX
CBEJICHUM, TTOATBEPKIAIOIMINX HEOOXOAMMOCTh BHECEHUSI U3BMEHEHUH, HJI OTCYTCTBHE
uH(pOopMaIH, TOATBEPKAAIONIEH (DaKT yIIaThl TOCYAaPCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH
3 HaCTOSIICH CTAaThH.

(HacTtpb B penakiuu, BBeIeHHOU B feiicTBue denepanbHbIM 3aK0HOM OT 25 HosiOpst 2013 roga N
317-®3; B pegakiuu, BBeACHHOH B jaelicTBre ¢ 1 utons 2015 roma @epepanbHbIM 3aKOHOM OT 22
nekadps 2014 roma N 429-03.

6. YKa3aHHbIE B YaCTH 2 HACTOALIEH CTaThU AKCIEPTU3BI IPOBOASTCS B MOPSIKE,
YCTaHOBJIEHHOM cTaTbel 23 HacTosuero denepalbHOTO 3aKOHa.

7. B cpok, He MpeBbIIAIMUN AecITH pabounx AHEH co JHS MOTyYeHHs 3aKII0YSHH KOMUCCUIN
AKCIEPTOB IO PE3yJIbTaTaM YKa3aHHBIX B YaCTH 2 HACTOSIIEN CTAThbU HKCIEPTU3,
YIIOJTHOMOYEHHBIN ()eiepalibHbIi OpraH UCTIOTHUTEIHLHOM BIACTH:

(A63ar B penakiuu, BBeieHHOU B feiicTBre ¢ 1 urons 2015 roma denepanbHBIM 3aKOHOM OT 22
nexabps 2014 roga N 429-D3.

1) npuHUMaeT penieHre 0 BHECEHUH U3MEHEHUN B JOKYMEHTBI, COJIEpIKalIiecs B
PETUCTPALlMOHHOM J0ChE Ha 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar 1Jis
MEAMIIMHCKOTO IPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUH TaKUX N3MEHEHU;



2) BHOCUT B I'OCYJJaPCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPEJCTB Ha OCHOBAHUU PEIICHUS O
BHECEHMM U3MEHEHUN B IOKYMEHTBI, COAEPKAIINECA B PETUCTPALIMOHHOM JJOChE HA
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MPENapaT JIJ1s1 MEIUILIMHCKOTO TPUMEHEHUS,
HEO0OXOUMbIE U3MEHEHHUS U BO3BPAILIAET UX 3asBUTEIIIO;

3) BBIIAET 3asBUTENIO HOBOE PErMCTPALIMOHHOE YA0CTOBEPEHUE JIEKAPCTBEHHOIO IIpenapara B
cllyyae U3MEHEHUS CBEJICHUM, COJePIKALINXCS B HEM.

(ITynkT nomomuuTensHO BKIoUeH ¢ 1 urons 2015 roga @enepanbHbIM 3aKOHOM OT 22 Aexkalpst
2014 roga N 429-®3)

8. OcHOBaHUEM JIs1 OTKa3a BO BHECEHUU MU3MEHEHUH B JOKYMEHTBI, COAEpIKAIINECS B
PErUCTPALIMOHHOM JIOChE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat Jis
MEIUIIUHCKOTO IPUMEHEHUS, SIBIISICTCS 3aKJII0USHHUE YITOTHOMOUYEHHOTO (eiepaIbHOro opraHa
HCIIOJTHUTENILHOM BJIACTU O BO3MOXKHOCTH CHHKEHUS 0€3011aCHOCTH, KayecTBa, 3 (HEeKTUBHOCTU
JIEKapCTBEHHOI'O CPEJICTBA B C/ly4yae BHECEHUS TAKUX U3MEHEHUH.

9. NomyckaeTcst oOpalieHue JIEKapCTBEHHBIX MTPENapaToB ISl MEAUITUHCKOTO IPUMEHEHHUS 10
MCTEUCHUsI CPOKA TOJJHOCTH, IPOM3BEICHHBIX B TEUEHUE CTa BOCBbMHIECCATH JHEH 1MOcie AaThl
MPUHSITHS YTIOJTHOMOYCHHBIM (peiepaibHBIM OPraHOM HCIIOJTHUTEIBHON BIACTH PEIICHUS O
BHECEHUU U3MEHEHHI B TOKYMEHTBI, COJIEP KAIIMECs] B PETUCTPAIIMOHHOM JI0ChE, B
COOTBETCTBUM ¢ HH(OpMALIHEH, COepIKaIIeHcs B JOKYMEHTaX PETHCTPAIIMOHHOTO JIOChEe Ha
JIEKapCTBEHHBIN Mpernapar 0 JaTbl IPUHATHS TAKOTO PELICHHUS.

(YacTp B penakiuu, BBeieHHOMU B feiicTBue ¢ 1 urons 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

CraTtbs 31. BHeceHne U3MeHEHUH B JOKYMEHTbI, COAepKALMecs B
PEerucTpalMOHHOM J0Che HA 3aPerucTPUPOBAHHDII JIEKAPCTBEHHBbIN Npenapar
JJIS1 BETEPUHAPHOI0 IPUMEHEH U

1. B uenax BHeCEeHHs] I3BMEHEHHI B JOKYMEHTHI, COJIEpKAILIUECS B PETUCTPAIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpemnapar sl BETEPUHAPHOTO MPUMEHEHUS, IePKaTeIhb
WJIM BJaJeliel] PETUCTPALlMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO MperapaTa Ui
YIOJIHOMOYEHHOE UM JIPYTO€ IOPUINYECKOE JIUIO (JJajiee B HACTOAIIEH CTAaThe - 3asIBUTEIh)
MIPEJICTaBIISIET B YIIOJTHOMOYEHHBIHN (peiepalibHbIN OpraH UCTIOTHUTENLHOM BIACTH 3asBJICHHE O
BHECEHHMH TaKUX U3MEHEHUM 110 (hopMe, YCTAaHOBICHHOM YITOJHOMOYEHHBIM (peiepaibHbIM
OpraHOM MCHOJIHUTEIBHOMN BIACTH, U MPUJIOKEHHBIE K HEMY U3MEHEHHSI B YKa3aHHbIE
JIOKYMEHTBI, a TAK)KE JOKYMEHTHI, MOATBEPKIAIOIINE HEOOX0IMMOCTh BHECEHUSI TAKUX
n3MeHeHul. [IpuHsaTHe pereHnst 0 BHECEHUH TaKUX M3MEHEHUI uiin 00 0TKa3e B X BHECEHUU
OCYIIECTBIISIETCS B CPOK, HE MIPEBBIMIAIOIINN IEBIHOCTa pa00OUNX JHEH CO JHS IPUHSATHS
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCTIOTHUTEIBHOW BIACTH 3asIBIICHUS O BHECEHUH
TaKUX U3MEHEHUH.

(HacTtpb B penakiuu, BBeieHHOU B feiicTBue denepanbubiM 3ak0oHOM 0T 13 utons 2015 roga N
241-03.



2. B ciiyyae BHECEHUS U3MEHEHUN B JOKYMEHTBI, COACPIKAIIUECS B PETUCTPALIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpemapart AJisk BETEpUHAPHOTO IPUMEHEHUS, B
OTHOILIEHUU CBEJICHUM, yKa3aHHBIX B nmojamynkrax "e", "x", "k", "a", "u", "c", "x" nynkra 7
yacTtu 3 ctathu 17 HacTosero deaepaabHOTO 3aKOHA, U3MEHEHHS M (WJTU) JIOTIOJTHEHHS
MIPOU3BOJICTBEHHOM TUIOMIAIKHU JIEKAPCTBEHHOT'O CPEJICTBA, a TAKXKE B CIIy4ae U3MEHEHUS
MoKa3aTeJIe KauecTBa JICKapCTBEHHOTO Tperapara /sl BETEpUHAPHOTO IPUMEHEHUS U (UJTH)
METO/I0B KOHTPOJISI KaYeCTBa JICKAPCTBEHHOTO MIpenapara Jijisi BETEPUHAPHOTO MPUMEHEHHS
MIPOBOJIUTCS IKCIIEPTU3A JICKAPCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO MpUMEHeHus. B cirydae
HEO0OXOAMMOCTH BHECEHUSI MHBIX U3MEHEHUN B JOKYMEHTBI, COJIEPKAIIUECS B PETUCTPALTMOHHOM
JIOChE Ha 3apETUCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Jijisi BETEPUHAPHOTO MPUMECHEHHUS,
AKCIIEPTH3a JIEKAPCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO MPUMEHEHHUS HE POBOJAUTCSL.

(YacTp B penakiuu, BBeIeHHOH B feiicTBue ¢ 1 stuBaps 2015 rona denepaibHBIM 3aKOHOM OT 22
okTs10pst 2014 roma N 313-D3; B penakuuu, BBeIeHHOH B neiictBue ¢ 1 urons 2015 roga
®denepanbHBIM 3aK0OHOM OT 22 nekadps 2014 roma N 429-03.

3. C 3asiBeHHEM O BHECEHUU U3MEHEHUH B JIOKYMEHTBI, COAEPKAIINUECS B PETUCTPALLOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JIeKapCTBEHHBIN penapaTt sl BETEpPUHAPHOTO IPUMEHEHUS,
Hapsily ¢ JOKyMEHTaMH, YKa3aHHBIMU B 4acTU | HACTOSIILIEN CTaTbU, IPEACTABISIOTCS
JOKYMEHTBI, HOATBEP K IAIOIINE YIUIATy FOCy1apCTBEHHON MOIUIMHBI 32 BHECEHHE B JOKYMEHTHI,
coJieprKalliecsl B pEruCTPallMOHHOM JI0ChE Ha 3aperuCTPUPOBAHHBIN JIEKaPCTBEHHBIN Ipenapar
JUIs BETEpUHAPHOTO IPUMEHEHHUS, U3MEHEHUH, TPEOYIOLINX MPOBEIEHUS SKCIIEPTU3bI
JIEKApCTBEHHOTO CPEJICTBA JUISI BETEPUHAPHOTO MTPUMEHEHHS, WIIM H3MEHEHUH, He TPeOyIomuX
IIPOBE/ICHUS SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA JUIsl BETEPUHAPHOTO IPUMEHEHHSL.

(Hactp B penakuuu, BBeieHHOM B neiicTBue ¢ 1 ssHBaps 2015 roga denepanbHbIM 3aKOHOM OT 22
okTs10pst 2014 roma N 313-D3.

4. B cpok, HE MPEBHIIAIONTUHN AECATH pad0OUMX JHEH CO JHS MOCTYIJICHUS YKa3aHHOTO B 4acTH |
HACTOSAIIEH CTaThU 3asBJICHUSI U HEOOXOAUMBIX TOKYMEHTOB, YIOJTHOMOYEHHBIN (heepaabHbIi
OpraH UCIOJHUTEIbHON BJIACTH:

1) npoBOAUT POBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJCHUM, COIEPIKALIUXCS B
IIPEICTABIICHHBIX 3aBUTEIIEM JOKYMEHTAX;

2) npUHUMAET PELIECHUE O POBEACHUH SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPECTBA JIJIs
BETEpUHAPHOI'0 IPUMEHEHHUs WK 00 OTKa3e B €€ NPOBEICHNUH;

3) yBegomiIieT B MUCbMEHHOM (opMe 3asBUTEIIS O IPUHATOM PELICHUU WU B Cydae IPUHATHS
perieHns 00 0TKaze B MPOBEJICHUH SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA JIJIsl BETEPUHAPHOIO
IIPUMEHEHHUS C yKa3aHUEM IIPUYHMH TaKOr0 OTKa3a.

5. OcHOBaHMEM JJI OTKa3a B MPOBCACHUH SKCIICPTU3BI JICKAPCTBEHHOT'O CPEACTBA IJIA
BCTCPUHAPHOT'O TPUMCHCHUA ABJIACTCA NMMPCACTABICHUEC JOKYMCHTOB, YKA3aHHBIX B YaCTAX l1u3
HaCTOHIHCﬁ CTaTbu, B HCIIOJTHOM o0beMe U OTCYTCTBHC B ITPCACTABJICHHBIX JOKYMCHTAX
JOCTAaTOYHBIX CBC,[[GHI/Iﬁ, MOATBCPIKAAIOIINX HCO6XO,Z[I/IMOCTB BHECEHUS U3MCHECHUH.



6. DKcIepTU3a JEKAPCTBEHHOT'O CPEACTBA AJI1 BETEPUHAPHOTO IPUMEHEHUS B LIETISIX BHECEHUS
M3MEHEHUH B JOKYMEHTBI, COJIepKaIIUecs B PETUCTPALIMOHHOM JJOChE Ha 3apPETUCTPUPOBAHHBIN
JIEKApCTBEHHBIN MIpenapar Jijisi BETEpUHAPHOTO MPUMEHEHH S, OCYIIECTBIISIETCS B MOPSIJIKE,
YCTaHOBJIEHHOM cTaThel 24 HacTosiero denepaibHOTO 3aKOHA.

6 1. B cpok, He PEeBHINIAIINN TISATH padOYUX JTHEH CO THS MOJIYUYSHUS 3aKIIF0OUEHUST KOMUCCHH
SKCHEPTOB M0 pe3yJbTaTaM YKa3aHHOM B 4aCTH 2 HACTOSIIEH CTaTbU SKCIEPTU3BI,
YIIOJIHOMOYEHHBIN (heaepanbHbIi OpTraH UCIIOTHUTEIBHOMN BIIACTH:

1) npuHUMaeT pelieHre 0 BHECEHUH U3MEHEHUN B JOKYMEHTBI, COJEpIKalecs B
PETUCTPALIMOHHOM JJOChE Ha 3apErUCTPUPOBAHHbIN JIEKAPCTBEHHBIN ITpenapat Jis
BETEPUHAPHOTO MPUMEHEHHUSI, WK 00 OTKa3e BO BHECEHUH TaKUX U3MEHEHUII;

2) BHOCHT B IOCYJIapCTBEHHBIN PEeCTp JICKAPCTBEHHBIX CPEJCTB Ha OCHOBAHUH PEIICHUS O
BHECEHHH U3MEHEHUM B IOKYMEHTBI, COJEPKAIMECs B PETUCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpermapar AJik BETCPUHAPHOTO IPUMEHEHUS,
HEO0OXOIMMBIC U3MEHEHHUS U BO3BPAILIAET 3TU JOKYMEHTHI 3asIBUTEIIO.

(Hactp 6 _1 mononmuutensHo BKItOYeHA ¢ 22 HOAOps 2014 rona denepalibHbIM 3aKOHOM OT 22
okTs10pst 2014 rona N 313-D3)

7. OcHOBaHMEM Ul OTKa3a BO BHECCHUM U3MEHEHUH B JOKYMEHTBI, COJIEPKaIUECS B
PErUCTPALIMOHHOM JJOChE HA 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar s
BETEPUHAPHOIO IPUMEHEHHS, SIBJISAETCS 3aKII0UEHHE YITOJTHOMOUYEHHOI0 (e/IepaIbHOro OpraHa
UCTIOJTHUTENILHOW BIACTH O BO3MOYKHOCTH CHIDKEHHSI O€3011acHOCTH, Ka4ecTBa, 3((HhEeKTUBHOCTH
JIEKapCTBEHHOIO IIpernapara i BETEpUHAPHOr0 IIPUMEHEHUS B CIy4yae BHECCHUS U3MEHEHUM B
YKa3aHHBbIE TOKYMEHTHI.

8. lonmyckaetcs oOpallieHre JIeKapCTBEHHBIX MPENapaToB Ui BETEPHHAPHOTO MPUMEHEHUS 10
MCTEUYCHUS CPOKa TOAHOCTH, TPOU3BEICHHBIX B TEUEHNE CTA BOCBMUIECATH JTHEH TTOCIIE JaThl
MPUHSITUS YIIOJTHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM MCTIOTHUTEIBHOM BIACTH PEIICHUS O
BHECEHHH M3MEHEHUM B IOKYMEHTBI, COJIEPKAIMECs B PETUCTPALIMOHHOM JI0OChE Ha
JIEeKapCTBEHHBIN Mpemnapar, B COOTBETCTBUH ¢ WH(OpMaIlieH, cofepxKaiieics B JOKYMEHTaxX
PETUCTPAIIMOHHOTO TOChE Ha JIEKAPCTBEHHBIN Mpenapar 10 AaThl IPUHATHUS TAKOTO PEIICHUS.
(Hactpb B penakiuu, BBeieHHOU B neiicTBue ¢ 1 uronsg 2015 roga denepaibHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

Cratbs 32. OTMeHA roCy1apCTBEHHOM PerMCTPALMHU JEKAPCTBEHHOI 0
npemnapara

Pemrenne 06 oTMeHe rocy1apcTBEHHON perucTpalny JIEKapcTBEHHOTO Mpernapara 1
UCKJIFOUEHHH JIEKapCTBEHHOTO NpeTapara U3 roCyAapCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX
CPEJICTB IPUHUMAETCS YIIOJIHOMOUYEHHBIM (he/iepaaIbHBIM OpraHOM HMCIOJHUTENBHOM BIIacTH B



ciryyae:

1) npencTaBieHNs COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (e/iepalibHbIM OPraHOM
UCTIOJTHUTENIHOW BJIACTH 3aKIIOUEHHS O PUCKE UIIH 00 yrpo3e 370pOBBIO, )KU3HU YEIOBEKA HITU
YKUBOTHOT'O ITPU MIPUMEHEHUH JIEKapCTBEHHOTO Mpenapara, MpeBhIamuX ero 3Q(GpeKTUBHOCTD,
10 pe3yNbTaTaM OCYIIECTBISIEMOTO UM MOHUTOPHHTA 0€30MMaCHOCTH JIEKaPCTBEHHOTO
npernapara;

2) nojauu Jiep>KaTesieM WM BIaAeNIbIIeM PEruCTPALIMOHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO
npenapara Wid yrmoJHOMOYEHHBIM UM JAPYTHM OPUINYESCKUM JIMIIOM 3asBJICHUS 00 OTMEHE
roCyJapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO Mperapara;

(ITynkT B penakiuu, BBeieHHOH B neiictBue ¢ 1 urons 2015 roga @enepaibHBIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

3) HEeMOATBEPKICHUS TOCYJAPCTBEHHOMN PETUCTpaIliy JICKaPCTBEHHOTO IIpenapara mno
UCTEUCHUU CPOKa ACHCTBHSI PETHCTPALIMIOHHOTO YAOCTOBEPEHUS, BBIJAHHOTO Ha MSATh JIET;

4) HenpecTaBICHUS 3asBUTENIEM HH(POPMAIIMU, KOTOPasi MOXKET IOBJIeYb 3a COO0
HEOOXOMMOCTh BHECCHUS] U3MEHEHUH B JOKYMEHTBI, CO/ICPIKAIIHECS] B PETUCTPALIUOHHOM JIOChE
Ha 3apEeTUCTPUPOBAHHbIN JIEKAPCTBEHHBIN IIpenapaT, B TEUEHUE TPUALATH pabouuXx JHEH co AHS
HACTYIUICHHS 3TUX NU3MCHEHUIA;

5) ocylecTBIEHUS TOCYJaPCTBEHHON pEruCTpaIiy JISKAPCTBEHHOTO IpernapaTa Mo TOProBbIM
HaMEHOBAaHHMEM 3apPETUCTPUPOBAHHOTO PaHEE MO 3TUM TOPTOBBIM HAUMEHOBAaHHUEM
JIEKapCTBEHHOTO Mpernapara, OTIMYAI0IIEr0Csl KaueCTBEHHBIM COCTaBOM JICHCTBYIOIINX BEIIECTB;
(ITynkt B penakuuu, BBeeHHOM B Aeiictue ¢ 1 utonsa 2015 roga denepaabHbIM 3aKOHOM OT 22
nekadpst 2014 roma N 429-03.

6) ocyIIeCTBIEHUS TOCYJapCTBEHHOM perucTpaiuy 3asBUTEIEM OJTHOTO U TOTO K€
JIKapCTBEHHOTO Tperapara MmoJi pa3IMuyHbIMA TOPTOBBIMU HAMMEHOBAHUSIMU;

7) BbIHECEHUS CYZIOM PEIICHUSI O HAPYILIEHUH MPaB MpaBooOIiagaTensi 00bEeKTOB
MHTEIJIEKTYyaTbHOM COOCTBEHHOCTH MPH OOpaIlleHUH JIEKaPCTBEHHBIX CPEJICTB;

8) oTcyTCTBUS JIEKApCTBEHHOTO TpernapaTa B oOparieHuu B Poccuiickoii denepanni B TeUCHHUE
Tpex u 0oJee JeT;

(ITynxT nomonuuTenbHO BKIoUeH ¢ 1 urons 2015 roga @enepanbHbIM 3aKOHOM OT 22 nexadpst
2014 roma N 429-03)

9) HEBBITIOJIHEHUS IEPKATEIEM WIIN BIIAJENbIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Mpernapara JIn00 YIOJIHOMOYEHHBIM HMH IPYTUM FOPUINYECKUM JIUIIOM
MEPOMPHUITHIA 10 00eCTIeYeHUI0 OE30MACHOCTH JIEKAPCTBEHHBIX MTPEMapaToOB, YCTAHOBIEHHBIX
YIOJIHOMOYEHHBIM (peieparbHbIM OPTaHOM UCTIOTHUTEIHHOM BJIACTH B COOTBETCTBUU C YaCTSIMU



3 u 4 cratbu 64 HacTosimero OeaepanbHOTO 3aKOHA, B paMKaX OCYIECTBIICHUS
dbapmakoHaa30pa;

(ITynkT nononuutensbHo BKiItoveH ¢ 1 utonst 2015 roga denepanbHbiM 3aK0HOM OT 22 J1ekadps
2014 roma N 429-03)

10) oTka3a aeprkaTesis WM BIIaJIENIblia PETUCTPALMOHHOIO YIOCTOBEPEHM S JIEKAPCTBEHHOIO
npernapara Ju00 yIoJIHOMOYEHHOTO MU JPYTOTo IOPUAUYECKOTO JIMIA OT BHECCHHS] M3MEHEHHM
B MHCTPYKLUIO TI0 IPUMEHEHHUIO JIEKAPCTBEHHOTO Mperapara, KacaloMXCsl HOBBIX
MOJTBEPK/ICHHBIX JIAHHBIX O TOM, YTO PUCK MPUYHMHEHUS Bpea 310POBbIO UEIOBEKA WU
YKUBOTHOTO BCJIEJICTBHE IIpHEMa JICKApCTBEHHOTO Mpenapara npeBbimaeT 3pHEeKTUBHOCTh €T0
MPUMEHEHHUS.

(ITyakt nonmosHUTENbHO BKIIOUYeH ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 22 fAeKadps
2014 roma N 429-03)

Cratbs 33. 'ocynapcTBeHHBII peecTp J1eKapCTBEHHBIX CPeICTB

1. l'ocynapcTBeHHBIH peecTp JIEKApCTBEHHBIX CPEJCTB COAEPKUT MEPEUEHD JIEKaPCTBEHHBIX
IpenapaToB, NPOIIEAIINX TOCYAAPCTBEHHYIO PETUCTPALUIO, IepeYeHb (hapMalleBTHUECKUX
cyOCTaHINi, BXOJSIIMX B COCTAB JIEKAPCTBEHHBIX MPETIAPATOB, U CISAYIONIYIO HH(OPMAIHIO:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPENIAPaTOB:

a) HaMMEHOBaHHe JIEKaPCTBEHHOIO MpernapaTa (MexayHapoAHOE HeTIaTeHTOBaHHOE, HIIN
CPYIIUPOBOYHOE, WIIM XUMUYECKOE U TOPTOBOE€ HAUMEHOBAHUS );

(ITogmyHkT B penakiuu, BBeleHHOM B faeiicTBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT
22 nexabpst 2014 roga N 429-@3.

0) nekapcTBeHHas (opMa ¢ yKazaHUEM JO3MPOBKH JICKAPCTBEHHOI'O Mpernapara u ero
KOJIMUECTBA B MOTPEOUTENHCKON YIIaKOBKE;

B) HAMEHOBAHUE JIep>KaTess WK BJIaIebla pErUCTPAlMOHHOTO Y0CTOBEPEHUS
JIEKapCTBEHHOI'O IIPETNapara;

(ITognmyHkT B penakuuu, BBeeHHOU B aeiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT
22 nexabps 2014 roga N 429-D3.

F) HAaMMCHOBAHUC U aApE€C MPOU3BOJUTEIIA JICKAPCTBEHHOT'O ITPEIiapara,

1) papmakoTepaneBTHYECKas TPyYIINa, KO JEKapCTBEHHOTO Iperapara 1o aHaToOMoO-
TepaneBTUYECKO-XUMUYIECKON KllacCu(UKAIUU, PeKOMEHI0BaHHON BeceMupHoit oprannzanueit
3IpaBOOXPAHEHNS,

(ITogmyskT B penakmuu, BBeieHHOM B neiictBue ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT



22 nexabps 2014 roga N 429-D3.

e) IMOKa3aHUs U IIPOTHUBOIIOKa3aHUs K IPUMCHCHUIO JICKaAPCTBCHHOI'O IIpC€Iiapara,

) MOOOYHBIE ICUCTBUS JICKAPCTBEHHOTO Tpernapara;

3) CPOK TO/IHOCTH JICKAPCTBEHHOTO Ipenapara;

1) YCIIOBUS XpaHEHUSs JIEKApCTBEHHOTO Mpenapara;

K) YCJIOBHS OTITyCKA JIEKAPCTBEHHOTO MIPENapaTa;

1) HOMep (hapMaKONEeHHOM CTaTbU WK B CIIy4ae €€ OTCYTCTBUS HOMEP HOPMAaTUBHOM
JOKYMEHTAIUH JTUO0 HOPMATUBHOTO IOKYMEHTA,

M) JaTa rOCyJapCTBEHHON PETUCTpaIliy JICKAPCTBEHHOTO IIpernapara u ero perucTpaliuoOHHbII
HOMep, J1aTa 3aMEeHbl PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara Ha
OeccpoYHOE PEruCTPAIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mperapara, Aara nojaqu
3asBJICHUS O MOATBEPKJACHUU TOCYJaPCTBEHHON perucTpaluu JIEKapCTBEHHOTO Mpenapara, 1ata
OTMEHBI TOCYJJAPCTBEHHOM PETUCTpaIiH JICKAPCTBEHHOTO IIpernapara;

(ITogmynkT B penakiuu, BBeeHHOM B aeiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT
22 nexabpst 2014 roga N 429-®3.

H) KQUeCTBEHHBIN COCTaB M KOJUYECTBEHHBIN COCTaB JIEHCTBYIOIINX BEIIECTB U KaYeCTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO Mperapara;

(ITogmyskT nomonHUTeNHHO BKItOUeH ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabpst 2014 romga N 429-D3)

0) uHpopmarnus 000 BceX pa3pelIeHHbIX BUIaX BTOPUUHOM (TOTPEOUTENBCKOI) YIIaKOBKU;
(ITogmynkT nomonHuTeabHO BKItoueH ¢ 1 uronst 2015 rona denepaibHBIM 3aKOHOM OT 22
nexabpst 2014 romga N 429-D3)

) JlaTa IPUHATHS PelICHUs O BO3MOKHOCTH pacCMaTPUBATh JIEKAPCTBEHHBIN Mpenapat Mnpu
roCcy/1apCTBEHHOW PETUCTPALlMK B KaYECTBE OPPaHHOIO JEKapCTBEHHOTO Mpenapara;
(IToamyHKT HOMOMHUTENBHO BKIIOUEH ¢ 1 utonst 2015 roxga denepanabHbIM 3aKOHOM OT 22
nexabpst 2014 romga N 429-D3)

P) HAIMYHWE JICKaPCTBEHHOTO TIpernapara B MepeyHe )KM3HEHHO HEOOXOIMMBIX M BaXKHEHTIIHX
JIEKapCTBEHHBIX IPEIAPATOB;
(IToxmyskT MomoaHUTENRHO BKIIOUeH ¢ 1 uronst 2015 roga depepanbHbIM 3aKOHOM OT 22



nexa0pst 2014 roga N 429-D3)

C) HAJIMYKE B JIEKAPCTBEHHOM IIpenapaTe HApKOTHYECKHUX CPEACTB, IICUXOTPOITHBIX BEIIECTB U
UX IPEKYpCOPOB, MOMIEKAIMX KOHTpor0 B Poccuiickoit Penepannu, B COOTBETCTBUH €
3aKoHOJaTenbCTBOM Poccuiickoi denepannu, MeXIyHApOIHBIMU JIoroBopamMu Poccuiickoii
®enepanuu, B ToM uucie EquHoll KoHBEHIUEN 0 HapKOTH4YecKuX cpejactBax 1961 rona n
KonBenmuen o ncuxorponubix BemectBax 1971 roaa;

(ITogmyHkT nononHUTENbHO BKItOUEH ¢ 1 utonst 2015 rona ®@enepalibHBIM 3aKOHOM OT 22
nexabps 2014 romga N 429-D3)

T) “H(GOPMAIIHSI O TOM, SBJSIETCS JIM JaHHBIN JIEKAPCTBEHHBIN NpenapaT pedepeHTHBIM
JIEKapCTBEHHBIM IIPENapaToM;

(ITogmyHkT nononHUTENbHO BKItOUEH ¢ 1 utonst 2015 rona ®denepajibHBIM 3aKOHOM OT 22
nexabps 2014 romga N 429-D3)

y) CBEJIeHUS O To/1aye 3asBJICHUS O BHECCHUH U3MEHEHU B JOKYMEHTBI, COJIepKalliecs B
PErUCTPAIIMOHHOM JIOChE Ha JIEKAPCTBEHHBIN MTpenapar;

(ITogmynkT nononHuTeabHO BKItoueH ¢ 1 uronst 2015 rona d@enepaibHbIM 3aKOHOM OT 22
nexadpst 2014 romga N 429-D3)

&) cBeneHust 0 B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHOTO Mpemnapara;
(ITonmynkT nomoaHUTEIHHO BKIIOUEH ¢ 1 uronst 2015 roga depepanbHbIM 3aKOHOM OT 22
nexabps 2014 romga N 429-D3)

X) CPOK BBECHHUSI JIEKAPCTBEHHOI'O IIperapara B rpaKIaHCKuil 000poT;
(ITonmyHKT HOnOMHUTENBHO BKIIOUEH ¢ 1 nronst 2015 roga denepaibHbIM 3aKOHOM OT 22
nexabpst 2014 romga N 429-D3)

2) B OTHOLIEHUHU (papMalleBTUUECKUX CYyOCTaHIIMIMA:

a) HauMeHOBaHue papMaleBTUYECKON CyOCTaHIINK (MEXIyHAPOAHOE HETIATeHTOBAaHHOE, MIIN
TPYIIIUPOBOYHOE, WIIH XUMUUYECKOE U TOPTOBOE€ HAUMEHOBAHUS );

(ITogmyHkT B penakuuu, BBeeHHOM B feiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT
22 nexabps 2014 roga N 429-D3.

0) HauMEeHOBaHME U aIpec MPOU3BOAUTENS (apMalleBTUUECKON cyOCcTaHIIUY;

B) CPOK TOAHOCTH (hapMalleBTUYECKO CyOCTaHINY;

T') YCJIOBUS XpaHEeHUs apMalleBTUYECKOM CyOCTaHIIUY;



1) HoMep (papMaKomeitHOM CTaThU WM B CIIydae €€ OTCYTCTBUSI HOMEP HOPMATUBHOM
JOKYMEHTAIUH JTM100 HOPMAaTUBHOTO IOKYMEHTA;

€) Hannaue (hapMareBTHUECKON CYOCTaHIIMY B MIEPEUHE HAPKOTUIECKUX CPEJICTB,
MICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOJISKAITUX KOHTPOIIO B Poccuiickoii
®denepannn, B COOTBETCTBUHU € 3aKOHOAATENLCTBOM Pocculickon Penepannu,
MEXIYHapOAHBIMU JoroBopaMu Poccuiickoit denepanuu, B ToM yncie EquHoi KOHBEHIMER 0
HapKoTu4eckux cpencrax 1961 roga u Konenuuei o ncuxoTpomnHbsix Bemecrsax 1971 roxaa.

(ITonmyHKT MomoaHUTEIRHO BKItOUeH ¢ 1 urosst 2015 roga depepaabHbIM 3aKOHOM OT 22
nexabpst 2014 roga N 429-D3)

2. ®apmarieBTUYECKasi CyOCTaHIIM, IPOU3BEACHHAS JI Peallu3allii, MOKET ObITh BKIIIOUYEHA B
rOCyJapCTBEHHBIN peecTp JeKapCTBEHHBIX CPEJCTB HA OCHOBAHUY 3asBJICHUS pa3paboTYrKa UITH
IIPOU3BOIUTENIS JIEKAPCTBEHHOT'O CPEACTBA JTUOO YIIOIHOMOUYEHHOTO MU IOPUAMYECKOTO JINIA
IIPH YCIIOBUU TPOBEACHHS B OTHOIICHUH TaKOH (hapMaleBTUYECKON CyOCTaHIIUU IKCIIEPTU3BI
KauecTBa (papMaleBTUYECKOM CyOCTaHIIMH B MOPSIKE, YCTAHOBJICHHOM CTaTheil 34 HacTOsIIero
®denepalibHOTO 3aKOHA. B oTHOIIEHNN (hapMalleBTHUECKUX CYOCTaHIINM, TIPOU3BEICHHBIX JIJIS
peanu3anuu, B TOCyJapCTBEHHOM PEeCTpe JEKApCTBEHHBIX CPE/ICTB COACPIKUTCS CIEIYIOIIast
uHpOpMaLHs:

1) HanmeHoOBaHUe papManeBTUIECKOI cyOCcTaHIINN (MEXIyHAPOIHOE HETTATeHTOBAHHOE, WIIH
IPYNIMPOBOYHOE, MJIM XUMHUECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HAaUMEHOBAHME U aJIPEC MPOU3BOAUTEIA (PapMalIeBTUUECKON CyOCTaHIINY;

3) cpok rogHOCTH (hapMalleBTUUECKOM CyOCTaHINu;

4) ycnoBusi XpaHeHus1 papMalieBTUYECKON CyOCTaHINH;

5) HOMep papMaKkoIeHHON cTaThH JIMOO B CIIy4ae €€ OTCYTCTBHSI HOMEP HOPMAaTUBHOM
JOKYMEHTAIIUHN UM HOPMATUBHOT'O JOKYMEHTA;

6) Hasnumne GpapMaleBTUYECKON CyOCTaHIIMH B IEPEUYHE HAPKOTUYECKUX CPENICTB,
IICUXOTPOIHBIX BEILECTB U X MIPEKYPCOPOB, MOAJIEKAIUX KOHTPOIIO B Poccuiickoi
®denepannn, B COOTBETCTBUH € 3aKOHOAATENBCTBOM Poccuiickoi Penepannu,
MEXIYHAPOAHBIMU JToroBopamu Poccuiickoit @enepannu, B TOM yucie EMMHON KOHBEHIMEHN O
HapKoTu4ecKkux cpenctax 1961 roga u KonBenuuei o ncuxotponHsix BemecrBax 1971 roaa;

7) nata BKIItOUeHHUS (apMalleBTUYECKON cyOCTaHIIMU B TOCYIapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPE/CTB, AaTa BHECEHUS U3MEHEHHH B JOKYMEHTHI (hapMalieBTHIECKOi
cyOcTaHIMM, JaTa UCKIIIOYEHUS (papMalleBTUYECKOM cyOCTaHIIMU U3 rOCYIapCTBEHHOTO peecTpa
JIEKapPCTBEHHBIX CPEJICTB.

(Hacts 2 B penakuuu, BBeZeHHOU B aeiicTBue ¢ 1 utonsg 2015 roga depepanbHbIM 3aKOHOM OT 22



neka0pst 2014 rona N 429-03.

3. [lopsaok BeAeHUs TOCYIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB JJI MEIULIMHCKOTO
MIPUMEHEHUS U OPSIOK BEAEHHUS TOCYJAPCTBEHHOTO PEECTPA JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO IPUMEHEHHUS] YTBEPKIAKOTCA COOTBETCTBYIOIIUM YIIOJITHOMOUYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

Cratbs 34. BkiloueHue B rocyJ1apCcTBeHHbIH peecTp JIeKAPCTBEHHBIX CPEJCTB U
HCKJ/II0YEHHUE U3 TOCYIapPCTBEHHOI0 peecTpa JIeKapCTBEHHbIX CPeCTB
papmaneBTHYECKOH CyOCTAHIIUN, POU3BEICHHO /Il peau3annu

(HammenoBanue B pegakiuu, BBeJIeHHOU B fericTBre ¢ 1 uroms 2015 romga denepaibHbIM
3akoHOM 0T 22 niexabdps 2014 roga N 429-@3.

1. lns BritoueHus hapMaleBTUYECKOM cyOCcTaHIIMuY, MPOU3BECHHON AJIs peaan3aluu, B
roCyapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB, MPOBOAUTCS IKCIIEPTU3A €€ KauecTBa.
(YacTp B penakiuu, BBeieHHOU B feficTBre ¢ 1 urois 2015 roga denepaibHbIM 3aKOHOM OT 22
nekadpst 2014 roma N 429-03.

2. DKcrnepTr3a KauecTBa yKa3aHHOU B yacTu | HacTosIIel cTaTh (papMalieBTUYECKOM
CyOCTaHITNH, COCTABICHNE KOMUCCHEH KCIIEPTOB 3aKIIOYECHUH 110 pe3ybTaTaM 3TOH
9KCIIEPTHU3bI U UX HAIPABJICHUE B YIIOJIHOMOYEHHBIN (peiepanbHblil OpraH HCIIOTHUTEILHON
BJIACTU OCYULIECTBIIAIOTCS B CPOK, HE MIPEBBILIAIOIINM IECTUIECATH pabouux JTHEHN co AHS
MOJTyYEHUS IKCIIEPTHBIM YUPEKJACHUEM COOTBETCTBYIOIIETO 33aJaHUs YIIOJTHOMOUYEHHOTO
(denepanbHOro opraHa UCHOJHUTEIBHOMN BIACTU U CIEAYIOUINX JOKYMEHTOB!

1) KOITUA JIMOCH3UHW Ha IMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB WJIM KOIIHA 3aKJIIFOUYCHUS O
COOTBETCTBUH MPOU3BOAUTEIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM MTPABUII HAJUIEKALIEH
MIPOU3BOJICTBEHHON IPAKTUKY, BbIJAaHHBIE YITOJIHOMOUYEHHBIM (DeIepaaIbHbIM OpraHOM
UCIIOJIHUTENILHOM BIIACTH, B CIIy4ae, €CIIM IIPOU3BOICTBO JIEKAPCTBEHHOIO IIperapara
ocymectisiercs B Poceniickon ®@enepanny;

2) KonHUs BbIJJAaHHON YIOJIHOMOYEHHBIM OPIaHOM CTPaHbl TPOU3BOAUTENS JIMIICH3UH HA
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEJICTBA U €€ NIEPEBO/] HA PYCCKUM A3BIK, 3aBEPEHHBIC B
YCTaHOBJIEHHOM IOPSJKE, U KOMHS 3aKIFOUYEHUS O COOTBETCTBUU ITPOU3BOJUTENS
JIEKapCTBEHHBIX CPEICTB TPEOOBAHUAM MPABUI HAJJIEKAIEH TPOU3BOICTBEHHOM MTPaKTUKH,
BBIJJAHHOT'O YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM UCIOJHUTENbHOM BIAcTH, B CIyYae, eCiu
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEJICTBA OCYILIECTBIIAETCS 3a penenamu Poccuiickon
denepaunu;

3) JOKYMEHT, COZIEp KAl CIeAYIONINEe CBEICHUSI O (DapMaIleBTHUECKOM CyOCTaHITUU:

a) HauMeHoBaHue (hapMalleBTHUECKOM CYOCTaHIINH, €€ CTPYKTYpa, 001Ie CBONCTBA;



0) HaMMEHOBAaHUE U AJPEC MPOU3BOIUTEINS;

B) TEXHOJIOTHSI IPOU3BOJICTBA C OMMMCAHUEM CTaIMI TIPOU3BOJICTBA K METOJIOB KOHTPOJIS HA BCEX
CTaJUsIX MPOU3BOJICTBA;

T) onucaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

,I[) OIMMCAHUEC KOHTPOJIA KPUTHICCKUX CTa,I[I/Iﬁ Imponecca Nporus3BoACTBa U HpOMe)I(YTO‘lHOﬁ
IPOJLYKLIH;

€) TOKYMEHTAJIbHOE TTOITBEPIKICHUE (BATHIAIIK) POIECCOB U (MJIN) UX OIICHKA;

’K) CBOMCTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTEePUCTUKA MPUMECEH;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIUIO U €€ 000CHOBAHME;

K) aHAIUTHICCKUE METOUKH, HCITOJIb3yEeMbIC TP OCYIIECTBICHUHA KOHTPOJISI Ka4eCTBa
dbapmalieBTUYECKOM cyOCcTaHIINN;

J) JOKYMEHTAJIbHOE MOJITBEPXKACHUE (BaIUJallMsl) aHATUTUYECKUX METOJIUK, UCIIOJIb3YeMbIX MIPU
OCYIIECTBJIEHUU KOHTPOJISI KauecTBa (papMalieBTUYEeCKON CyOCTaHIUY;

M) pe3yJbTaThl aHau3a cepuil papmaneBTHUECKO cyOCTaHIINN;

H) MepeueHb CTaHAAPTHBIX 00Pa310B UM BELLECTB, UCIIOIb3yEMbIX IIPH OCYIECTBICHUN
KOHTpOJIA Ka4eCTBa,

O) OINMMCAHUC XAPAKTCPUCTHUK U CBONCTB YIIaKOBOYHBIX MATCPUAJIOB U YKYIIOPOYHBIX CPCACTB;

1) JaHHBIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;

P) CPOK TOJTHOCTH.

(HacTp B penakiuu, BBeIeHHOH B fieiicTBre ¢ 1 stHBaps 2016 rona denepaibHBIM 3aKOHOM OT 22
nekabpst 2014 roga N 429-D3 (¢ u3meHeHusMu, BHeCeHHbIME DeiepanbHbIM 3aKOHOM OT 13
utonst 2015 roma N 241-D3).



3. I npoBeeHMs SKCIEPTU3bI KAaUeCTBAa yKa3aHHOM B 4acTu | HacToALIEl cTaTbu
(apManieBTUYECKON CyOCTaHIMH 3assBUTENb IPECTABISET B YIIOJHOMOUEHHBIN (eiepaabHbIi
OpraH UCIIOJIHUTEIIbHOM BJIACTH:

1) 3asBrIeHUE O BKJIFOUEHUH B TOCYJAPCTBEHHBIIN peecTp JIEKapCTBEHHBIX CPECTB JaHHOMN
(dhapManeBTUYECKON CyOCTaHIINY;

2) KoM TOKYMEHTA, TTOATBEPKIAIOIIET0 YIUIaTy rOCYIapCTBEHHOM MOIIJIMHBI 32 BKIIOUCHHUE B
rOCY/IapCTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEACTB (hapMalleBTUICCKON CyOCTaHIINH,
MIPOM3BEICHHOM JJIs pean3alyu, JM00 10 COOCTBEHHON MHUITMATHBE YKa3aHHBIN TOKYMEHT. B
CIIy4ae ero HEeNpeICTABICHUS 3asIBUTEIIEM YIIOJIHOMOUCHHBIN (heepalibHbIN Opran
WCITOJTHUTEIIBHON BJIACTH IIPOBEpsET (DAKT yIIaThl TOCYIapCTBEHHOMN MOILINHBI 3asBUTEIIEM C
UCIIOJIb30BaHNEM MH(POPMAIH 00 YIUIaTe ToCy1apCTBEHHON MONUTHHEI, COIepIKaIeics B
['ocynapcTBeHHOM MH(POPMAIIMOHHON CUCTEME O TOCYJAPCTBEHHBIX U MYHHUIIUTIATBHBIX
raTeXxax, Ha OCHOBAHHUH MPECTABICHHOM 3asBUTENIEM KOIHH JIOKYMEHTA, TTOATBEPKIAIOIIETO
yILIaTy FOCYAapCTBEHHON MOILIHHBL;

(ITynkT B penakiuu, BBeleHHOM B neiictBue ¢ 1 uronst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

3) IOKYMEHTBI, yKa3aHHbIC B YaCTU 2 HACTOSIIEH CTaThH;
(ITynkT B penakiuu, BBeJleHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

4) 3asBieHUE O BblAaue pa3pelieHus Ha BBo3 B Poccuiickyro denepanvio KOHKPETHOM MapTHH
HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPECTBA, IPEAHA3HAYEHHOT'0 IS IPOBEACHHUS
YKa3aHHOM 3KCIIEPTU3BI.

(ITynkT nomonHuTenbHO BKIoUeH ¢ 1 urons 2015 roga @enepanbHbIM 3aKOHOM OT 22 aexalpst
2014 roma N 429-03)

4. B Teuenue necatu pabouMx AHEH co THS NPUHATHS 3asBJICHUS O BKIIOYEHNU YKa3aHHOW B
yacTu | HacTosIen cTaThu (papMalleBTUYECKON CyOCTaHIIMU B TOCYJapCTBEHHBIN peecTp
JIEKaPCTBEHHBIX CPEJICTB U JOKYMEHTOB, IEPEUNCIICHHBIX B 4acTH 1 ¥ IyHKTE 2 yacTu 3
HACTOSAIIEH cTaThb, YIIOJIHOMOYEHHBIN (hefiepaibHblil OpraH NCIOJHUTEIBHOM BIIaCTH:

(A63ar1 B penakuuu, BBeJieHHOH B jieiictBue ¢ 1 urons 2015 roga depepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

1) IpOBOUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH JIAHHBIX, COACPIKAIIUXCS B TIPEICTABICHHBIX
3asBUTENIEM JOKYMEHTaXx;

(ITyskT B penakiuu, BBeJIeHHOH B feiicTBue DenepanbHbIM 3aKOHOM OT 25 HOs10pst 2013 roga N
317-D3.

2) mpyUHMMAET PELIECHUE O HAMpPaBICHUH B 3KCIIEPTHOE YUPEKICHHUE 3a/1aHNs Ha IPOBEICHHE
HKCHEPTH3bI KAUECTBA YKa3aHHOM B yacTu 1 HacTosel ctaTbu (papmManeBTHUECKOH cyOCTaHIuu
WM 00 0TKa3e B TAKOM HalpaBJIeHUH;



3) yBeIOMIISIET B DJICKTPOHHOW WJIM MUCEMEHHOU (hopMe 3asiBUTENISI O MPUHSATOM PEIICHUH WU B
ClIydae OTKa3a ¢ yKa3aHHEM IPUYHMH TaKoro OTKa3a.

(ITynkT B penakiuu, BBeieHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

4 1. B cinyuae BbISIBIEHUS HEJOCTOBEPHOCTH CBEJICHUMN, COAEPKAIIMUXCS B IIPECTABIEHHBIX
3asBUTENIEM MaTepualiax, yIoJHOMOYEHHbIN (eiepabHbIi OPraH UCIOJHUTEIBHOM BIaCTH
HAIPaBJIET 3asBUTENIO 3alIpOC 00 YTOUHEHUHU yKa3aHHBIX CBEACHUN. J[aHHBII 3a1IpOC MOXKET
OBITH TIEpeIaH YIOJTHOMOYEHHOMY MPEACTABUTENIO 3asBUTEIS JINYHO MOJT PACIIMCKY, HApaBIeH
10 TIOYTE 3aKa3HBIM MHCHMOM WJIM TIepe/iaH B 3JICKTPOHHOH (popMe Mo TeIeKOMMYHHUKAIIMOHHBIM
KaHajaM cBsi3u. B ciiydae HampaBiieHUs! JAHHOTO 3apoca Mo MoYTe 3aKa3HbIM TUCHbMOM OH
CUMTAETCS MOJYyYEHHBIM 10 UCTEUEHUH LIECTU JHEW C AAThl HAIIPABJIECHUSI 3aKa3HOTO [TMChMA.
(YacTh 10MONMHUATENIBLHO BKIIOYeHa DeepanbHbIM 3aK0HOM 0T 25 Hos0ps 2013 roga N 317-D3)

4 2. 3asBUTeNb 00513aH NPEJCTABUTH OTBET HA 3aIPOC YIIOJTHOMOYECHHOTO (eAepaTbHOTO OpraHa
UCIIOJTHUTENIbHOM BJIACTH B CPOK, HE MPEBBIIIAIONINI 1eBIHOCTa paboUHX JHEH O THS
MOJIy4eHUs1 JaHHOTO 3arpoca. Cpok, yKa3aHHBIN B 4acTH 4 HACTOSIIECH CTaThH,
MPUOCTAHABIMBAETCS CO THS HANpPaBIECHUS 3asSBUTEINIO 3aIIPpOca YIOIHOMOYEHHOTO
(benepaibHOTO OpraHa UCIOTHUTEIBHON BJIACTHU JI0 JTHS MOJYYSHUSI UM OTBETA Ha TaHHBIN
3aMpoc U HE YYUTHIBACTCS MPU UCUUCIICHUH CPOKA SKCIIEPTU3HI KauecTBa (hapMalleBTHUECKOM
CyOCTaHITNH, HEUCIIOJIB3YEMOM MTPH MPOU3BOJICTBE JICKAPCTBEHHBIX MPEIIApaToB.

(YacTh 10MONMHUATENBHO BKIIOYeHa DenepanbHbIM 3akoHOM 0T 25 Hos0ps 2013 roga N 317-D3)

5. OcHoBaHMEM Ui OTKa3a B HAIIPABIIEHUHU B AKCIEPTHOE YUPEKACHUE 3aJaHUs Ha POBE/ICHUE
OKCIIEPTHU3BI KAYECTBA YKA3aHHOW B YacTh | HacTosel crarbu (papManeBTHIeCKON CyOCTaHIIHH
ABIISIETCS. HEMPECTAaBIIEHNE JOKYMEHTOB, YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThH, OTCYTCTBUE
uH(pOpMAIIH, TIOATBEPIKAAFOIICH (DaKT YIUIAThI TOCYIaPCTBEHHON MOILINHBI 32 BKIIFOUCHUE
dbapmalieBTUYECKOM cyOCTaHIIUU, POU3BEICHHON ISl peaTn3allii, B TOCYIapCTBEHHBIN peecTp
JIEKaPCTBEHHBIX CPEJICTB, HETIPEACTABICHHUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETA Ha
YKa3aHHBIN B yacTH 4 1 HACTOSAIIEH cTaThU 3alpoC YIIOJTHOMOUYEHHOTO (eiepallbHOTO OpraHa
WCIIOJTHUTEIIbHON BJIACTH WJIH MPEJCTaBICHUE JOKYMEHTOB, HE COJICPKAIINX UCUEPIBIBAIOIIETO
nepeyHs HEOOXOUMBIX CBEICHUM.

(HacTp B penakiuu, BBeieHHOM B feicTBue ¢ 1 urons 2015 rona @enepaibHBIM 3aKOHOM OT 22
nexabpst 2014 roma N 429-D3.

6. B Teyenne naTHaALATH paboOUMX JHEN CO JHS MOTYYEHUS PeIIeHUs YIIOJTHOMOYEHHOTO
(benepaabHOro opraHa UCHOJHUTEIBHOM BIACTH O HANPaBJIEHUH B SKCIIEPTHOE YUpPEXKICHHUE
3aJ]aHUs Ha TPOBEJEHUE SKCIIEPTU3bI KAYECTBA YKAa3aHHOM B YaCTH | HACTOSIIEN CTaTbH
(bapMmarieBTHYECKON CYOCTaHIIMH 3asiBUTENb MTPECTABISAET B SKCIEPTHOE YUPEXKJICHHE IS
MIPOBEJCHUS TaHHOM KCIEePTU3bl 00pa3iibl papMaleBTUYECKONW CyOCTaHIIMHU B KOJIMYECTBE,
HE00XO0IMMOM JJIsl BOCIIPOU3BEACHUS METOI0B KOHTPOJIS KayecTBa. DKCIEPTHOE YUPEKICHHUE
P TIOJTYYEHUH 00Pa3IOB YKa3aHHOW B yacTH | HacTosmel cTaTbi (papMareBTHIECKOM
CyOCTaHIIUH BBIIAET 3asIBUTEIIO JTOKYMEHT, OATBEPK A0 MOTydeHHe 3TUX 00pasIioB, U B
CPOK, HE MPEBBIIAIONINN TPeX paboUYuX THEH, YBEAOMIISAET B dJICKTPOHHOM UITM TUCEMEHHON
¢dopme 00 3TOM YHOITHOMOUYECHHBIH (peiepanbHbli OpraH UCTIOIIHUTENFHON BIACTH. DTHU CPOKHU HE
BKJIFOYAKOTCS B CPOK ITPOBEICHMS TAHHOW SKCIIEPTHU3BI.

(Yactp B penakuuu, BBeileHHOH B neiictBue ¢ 1 uroins 2015 roga deaepanbHbIM 3aKOHOM OT 22



nexabps 2014 roma N 429-03.

7. JIOKYMEHTBI, IOCTYNHBILINE B DKCIIEPTHOE YUPEKACHUE IJI IPOBEICHUS KCIIEPTU3bI
Ka4yecTBa YKa3aHHOM B 4acTu | HacTosmeil ctaThy (hapManeBTHUECKO CyOCTaHIINM, MOAIeKAT
BO3BPATY B YIIOJIHOMOYEHHBIN (heiepabHbli OpraH HCIOIHUTENBHOM BIACTH OJJHOBPEMEHHO C
3aKJIIOUEHUAMM I10 PE3YJIbTATaM IIPOBEIECHHOMN YKCIIEPTU3HI.

8. B cpok, He MpeBbIAIOIU MATH pabovHX JHEU CO THS MOTyYeHUS 3aKII0YCHHS] KOMUCCUU
AKCIIEPTOB MO pe3ysIbTaTaM IKCIEPTU3bI KAUeCTBA YKa3aHHOM B 4acTH | HacTOsIIEH cTaThbu
dapmalieBTUYECKOM cyOCTaHLIUMU, YITOJIHOMOYEHHBIN (hefiepanbHbIid OpraH UCIOITHUTEIBHON
BJIACTHU:

1) OCYHICCTBJIACT OLICHKY TAKOT'O 3aKJIFOUYCHUS JJIA OMPCACIICHUA €TO COOTBCTCTBUA 3aJaHUIO HA
IMPOBCACHUC HaHHOﬁ OKCIICPTHU3BI,

2) npMHUMAET PELICHUE O BKIIOYEHUH YKa3aHHOM B 4acTu | HacTosel cTaTbu
(bapMmarieBTHYECKON CYOCTAHIIMM B TOCYJApPCTBEHHBIN PeecTp JIEKapCTBEHHBIX CPEACTB WIIN
petieHue o0 0TKa3e B TAKOM BKIIFOUCHHH;

3) BHOCUT TIpH MPUHATHH PEILICHUS O BKIIOUEHUU YKa3aHHOM B yacTH 1 HacTosIIel craTbu
(dapmaneBTUUECKON CyOCTaHIIUN B TOCYAAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB
MpelyCMOTPEHHYIO TyHKTOM 2 yacTu 1 cratbu 33 HacTosmiero denepaabHOro 3aKkoHa
WH(OPMAIIHIO U YBEIOMIIIET 00 3TOM B JICKTPOHHOW WJIM MMUCEMEHHOU (popMe 3asiBUTEIIS.
(ITynkr B penakuuu, BBeaeHHOM B Aeiictue ¢ 1 utons 2015 roga denepaabHbIM 3aKOHOM OT 22
nekadpst 2014 roma N 429-03.

9. OcHoBaHMEM I OTKa3a BO BKJIIOYEHHH YKA3aHHOM B yacTu | HacTosIel cTaTbu
dbapmalieBTUYECKOM CyOCTaHIIUY B TOCYIaPCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPE/ICTB SIBISETCS
pelieHne COOTBETCTBYIONIETO YITOTHOMOYEHHOTO (he/IepaIbHOrO0 OpTraHa UCTIOTHUTETHHOU
BJIACTH O TOM, YTO KauecTBO (papMarieBTUYECKOW CyOCTaHIIMHN HE TTOATBEPKIECHO MOTYIeHHBIMH
JIaHHBIMH.

(Uactp nomonHUTEIHHO BKIIIOUeHa ¢ 22 Hos0psa 2014 roga denepanbHbIM 3aKOHOM OT 22
okT1s10pst 2014 rona N 313-D3)

10. He nomyckaeTcsi BKIOUEHUE B TOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJCTB OJTHOM
(dapmaleBTUUECKO cyOCTaHLIMU, TPOU3BEACHHON AJIs Peau3allii U BBIITYCKaeMOW OJTHUM U
TEM K€ MPOU3BOMUTENIEM, B BHJIE IBYX U 00Jiee peecTPOBBIX 3aHCEH.

(Hactp nononuuTeabHO BKItoueHa ¢ 1 uronst 2015 rona ®enepaibHbIM 3aKOHOM OT 22 nekadps
2014 roga N 429-D3)

11. BHecenne u3aMeHeHUH B IOKyMEHTHI Ha (DapMaleBTHUECKYIO CYyOCTaHIINIO, TPOU3BEACHHYIO
JUISL pealii3alii U BKIIFOYEHHYIO B TOCYAapCTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEJICTB,
OCYILIECTBIISIETCS B OPSIAKE, yCTaHOBIEHHOM cTaThsiMu 30 u 31 Hacrosiero denepaibHOTO
3aKOHa, ¢ YIUIaTOW IrOCYAapCTBEHHOM MOIUIMHBL, IPEAYCMOTPEHHON 3aKOHOATEIbCTBOM



Poccuiickoit @enepanuu o Hajorax u coopax.
(HacTp nonomxHuUTENbHO BKiItOYeHa ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22 nekadps
2014 roga N 429-D3)

12. lonmyckaercst oOpaieHue GpapmManeBTUHYeCKUX CyOCTaHIUM, TPOU3BEICHHBIX IS
peanu3anny, B TEUEHNUE CTa BOCbMUAECATH JHEHN 10 U NOCIIE IPUHATUS YIIOJTHOMOUYEHHBIM
(benepaabHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH PELICHUS O BHECEHUM U3MEHEHUN B
JOKYMEHTHI Ha (papMalleBTUYECKYIO CyOCTaHIUIO, TPOU3BEICHHYIO JUIS PeaTH3alliy U
BKJIIOYEHHYIO B TOCYJapCTBEHHBII peecTp JeKapCTBEHHbIX CPE/CTB.

(Hactp nononHuTenbHO BKItoueHa ¢ 1 uronst 2015 rona ®enepajibHbIM 3aKOHOM OT 22 1eKkadps
2014 roma N 429-03)

13. Pemienne 00 UCKITIOYEHUH U3 TOCYIaPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPECTB
(dapMareBTUYECKON CyOCTaHIIMH, IPOU3BEIEHHOMN /1JIs peau3aliy, IPUHUMAETCS
YIIOJIHOMOYEHHBIM (heiepaibHBIM OPTaHOM HCTIOTHUTEIIBHOM BJIACTH B ClIydae:

1) npeacraBieHns COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (e/iepalibHbIM OPraHOM
UCIIOJIHUTEJILHOW BJIACTH 3aKJIIOUEHHSI O PUCKE UM 00 yrpo3€ KU3HU HIIU 3/10pPOBbIO YEIOBEKa
7100 )KMBOTHOTO NP MCIIOJIb30BAaHUM JIEKAPCTBEHHOI'O CPEJICTBA;

2) nmonayu pazpaboTYMKOM JIEKAPCTBEHHOTO CPECTBA HIIM TPOU3BOJUTENEM JIEKAPCTBEHHOTO
CpeCcTBa JIN0O YIIOTHOMOYCHHBIM HMH JIPYTHM FOPUIUICCKIM JTUIIOM 3asiBICHUS 00
UCKITIOYEHHUH U3 TOCYAAPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEICTB (hapMalleBTHUECKOM
CyOCTaHITNH, TPOU3BEICHHON JIJIS pean3aIlii;

3) orcytcTBHs PapMareBTUYECKOM CyOCTaHITNH, MPOU3BEACHHON ISl pealn3aluu, B 00paleHnu
B Poccuiickoii @enepanuu B TeUeHHE TpeX U Oosee JeT.

(HacTp nomoaHUTENbHO BKIoYeHa ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22 ekadps
2014 roma N 429-03)

Cratba 35. [loBTOPHOE NpeCTABICHNE JEKAPCTBEHHOI 0 MIpenapara, He
NPOLIEAIEro roCy1apCTBEHHOM PEeruCcTPALMHU JIEKAPCTBEHHBIX MPenapaTroB, HA
roCyIapCTBEHHYI0 PEruCTPALMIO JIEKAPCTBEHHbIX MPENapaToB

(Ytpatuna cuny ¢ 1 urons 2015 roga - @enepanbubiii 3akoH oT 22 aexadps 2014 roga N 429-
3.

Cratbs 36. O0xasioBanue peuieHusi 00 0TKa3e B Bbliaue pa3pelieHus Ha
NpoBeJAeHNe KIMHUYECKOI0 HCCIIeI0BaHUA JIEKAPCTBEHHOI0 Npenapara,
peuieHusi 00 0TKa3e B rOCyJapCTBEHHOM PeruCTPALMHU JIEKAPCTBEHHOI 0
npenapara, 3aKJI04eHrs] KOMHCCHHU IKCIIEPTOB IKCIEPTHOIO YUPEKACHUS TN
3aKJII0YEHHs COBeTAa 10 ITHKe



Pemennie cOOTBETCTBYIOMIETO YIOJTHOMOYEHHOTO (eiepaibHOr0 OpraHa UCIOJIHUTEIbHON
BJIacTH 00 OTKa3€ B BbIJIaue pa3pelieHus Ha MPOBEICHUE KIMHUYECKOT0 UCCIEIOBaHUS
JIEKapCTBEHHOI'0 Iperapara, peleHnue ykazaHHoro (eaepaabHOro opraHa UCIOTHUTEIbHON
BJIacTH 00 OTKa3€ B TOCYAAPCTBEHHOW PErUCTpallMU JIEKAPCTBEHHOIO Mpenapara, 3aKiIoueHue
KOMUCCHH 3KCIIEPTOB 3KCIIEPTHOTO YUPEKICHUS WIIH 3aKIIOUEHUE COBETA MO ITUKE MOKET ObITh
00’kaJI0BaHO B MOPsJIKE, YCTAHOBJICHHOM 3aKoHoAaTeNbcTBOM Poccuiickoit denepanumn.
3axiroueHue 3KcnepTa, opopMIIEHHOE 110 UTOraM SKCIIEPTHU3BI B LENSIX ONpeaAeIeHUs
B3aMMO3aMEHSIEMOCTH 3aperUCTPUPOBAHHOTO JIEKAPCTBEHHOTO MIpermapaTa, MOXKeT ObITh
00>aJI0BaHO JIep>KaTesIeM WM BJIaJIENIbLIEM PETUCTPALIMOHHOTO YIOCTOBEPEHHU S JIEKAPCTBEHHOTO
npenapara B KOMUCCHIO SKCIIEPTOB IKCIIEPTHOTO YUPEKACHUS. 3aAKITIOUCHUE KOMUCCUU
9KCIIEPTOB IKCIIEPTHOTO YUPEKICHHsI, 0(OPMIICHHOE IO UTOTaM IepecMoTpa 00KaTOBAaHHOTO
3aKJIIOUYEHHUS IKCIEPTa, MOXKET ObITh OCIIOPEHO JIEPKATENIeM MU BiIaIeblieM
PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara JIM00 yIOoJIHOMOYEHHBIM UMU
JIMLIOM B IIOPsZIKE, YCTAaHOBJIECHHOM 3aKoHoAaTesbeTBOM Pocceniickoit denepanun. [Ipu
00>KaJI0BaHUU PEUICHHS YIIOJTHOMOYEHHOTO (hefiepaibHOro opraHa UCIOJIHUTEIbHON BIACTH,
3aKJTIOYEHHUS IKCTIEPTa WM KOMUCCUHU IKCIIEPTOB IKCIIEPTHOTO YUPEIKICHUS, 3aKITI0OUEHUS
COBETA 110 ATUKE JIepHKATENb WX BIIaJeNel] PErUCTPALIMOHHOIO YA0CTOBEPEHUS JIEKAPCTBEHHOIO
nperapara Ju00 yIoJIHOMOUYESHHOE UMU JIMIIO BIIPABE MPEICTABUTE PE3YyIbTaThl IKCIIEPTU3HI
JIEKapCTBEHHOIO Npernapara, IpOTOKOJIbI OJYYEHHbIX aKKPEIUTOBAHHBIMU UCIIBITATEIbHBIMU
naboparopusMu (LIEHTPaMu) pe3ybTaTOB UCCIEAOBAHUN, UCTIBITAHUI.

(Cratbs B penakuuu, BBeAeHHOM B neiictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

Crartbs 37. Unpopmanus, CBA3aHHAS ¢ OCYLIECTBJICHHEM IOCYy1apCTBEHHOM
PerucTpanum JeKapcTBEeHHbIX NpenapaTos, MH(oOpMaLus 0
3aperucTPMpPOBAHHBIX JIEKAPCTBEHHBIX MPENaparax U JeKapCcTBeHHbIX
npenaparax, HCKJIKYEHHbIX U3 FOCYIaPCTBEHHOI'0 peecTpa JIeKApCTBEHHbIX
CpeAcCTB

1. CooTBeTCTBYIONINI YIOJHOMOYEHHBIN (efiepanbHbIil OPraH UCIIOJHUTENBLHOM BIACTH
pa3Meriaer Ha cBoeM opUIMANIbHOM caifte B ceTu "MHTepHeT" nuHdopmaiuio, CBsI3aHHYIO C
OCYIIECTBIIEHUEM TOCYaPCTBEHHOMN PEeTUCTpaIlH JICKAPCTBEHHBIX MTPENapaToB, B TOM YHCIIC
MIPOBEJICHUEM SKCIIEPTU3bI IEKAPCTBEHHBIX CPEACTB (BKIIIOUAs pe3yJIbTaThl €€ MPOBEICHNU),
WH(OpPMAIIHIO 0 3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpPEMapaTax u JIEKapCTBEHHBIX
npenaparax, UCKJIFOUEHHBIX U3 TOCYAapCTBEHHOTO PEecTpa JIEKapCTBEHHBIX CPE/ICTB, HE MO3/IHEE
4yeM Yepe3 MATh pabodyux JHEH CO THS MOTYyYEHHUsI COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH 3asBJICHUS O TOCYJApCTBEHHOM pEerucTpaluu
JIEKapCTBEHHOTO Tperapara.

(Hactp B penakiuu, BBeieHHOH B neiicTBue ¢ 1 uronsg 2015 roga d@enepalbHbIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

2. CpoKu ¥ MOPSIIOK pa3MeIleHtsl yKa3aHHOU B yacTH | HacTosIIel craTbu nHGOpMaIuu
YCTaHABIWBAIOTCS YIIOJTHOMOYEHHBIM (eiepaIbHBIM OpPTaHOM HCTIOJIHUTEILHON BIACTH.
Wudopmarnius, ykazaHHas B 4acTu | HACTOSIIEH CTaTbU, SBISETCS OTKPBITON M 0OIIEAOCTYITHON
Y MPEIOCTABIISIETCS 3aMHTEPECOBAHHBIM JIMI]AM B COOTBETCTBHH C 3aKOHOAATEIHCTBOM
Poccuiickoit denepanuu.

(HacTp B pemakiuu, BBeieHHOU B fieiicTBre ¢ 1 urons 2015 ronga denepanbHBIM 3aKOHOM OT 22



neka0pst 2014 rona N 429-03.

I'naBa 7. KiimHU4YecKHe UCCIE0BAHUA JIEKAPCTBEHHbIX
NpenapaToB AJIs1 MeUIIMHCKOT0 IPUMEHEeHHUSs, J10roBOp 00
UX NPOBEICHUH, MPABA NALMEHTOB, YYACTBYIOIIUX B ITHX
nuccaenoBanusx (cratbu 38 - 44)

Cratbs 38. KiiuHn4yeckue nccjieI0OBAaHUA JIEKAPCTBEHHBIX MPenapaToB sl
MeIUIMHCKOT0 PUMeHEeHH s

1. Knnuanueckue ncciae1oBaHus JIGKApCTBEHHBIX MPEnapaToB A MEAUIIMHCKOTO IPUMEHEHHUS, B
TOM YHCJIe MEXIYHAPOIHbIE MHOTOLIEHTPOBBIE, MHOTOIICHTPOBBIE, TOCTPETUCTPAIIMOHHBIE,
MPOBOASATCS B OAHON WIJIM HECKOJIBKUX MEIUIIMHCKIX OpTraHU3aIUsIX B COOTBETCTBUU C
MpaBUJIaMU HaJUIeKaIeH KIIMHUYECKON MTPaKTUKH, YTBEPKJICHHBIMHA YITOJITHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEIBHOM BIACTH, COOTBETCTBEHHO B CIEIYIOIIMX HESIX:
(AG3arr B penakmuu, BBeieHHOU B neficTBue ¢ 1 mross 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

1) ycranoByieHre 0€30MacCHOCTH JIEKaPCTBEHHBIX MPENapaToB AJisl 3I0POBBIX JOOPOBOJIBIIEB U
(uM) IepEeHOCUMOCTH UX 370POBBIMU J100POBOJIBIIAMH, 32 HCKITIOUEHUEM TaKUX UCCIeI0BaHUN
JIEKapCTBEHHBIX IMPENAPATOB, MPOU3BEICHHBIX 3a npeaesiamu Poccuiickoit @enepannu;

2) no6op ONTUMANIBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpenapara U Kypca JISUeHUs! IS
NAIMEHTOB C OMPEeIEHHBIM 3a00JIeBaHHEM, ONITUMAIIBHBIX JI03 U CXEM BaKIIMHAIIUH
MMMYHOOHOJIOTHYECKUMHU JIEKAPCTBEHHBIMHU IIPENapaTaMy 3/10pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBieHHE 0€30MaCHOCTH JIEKapCTBEHHOIO IpenapaTa 1 ero 3¢ (heKTUBHOCTH JUIs
MAIMEHTOB C ONpeeIeHHBIM 3a00JIeBaHUEM, TPOPHIIAKTUYECKOM 3D PeKTUBHOCTH
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB s 3/10pOBBIX JOOPOBOJIBIIEB;

4) n3y4yeHue BO3MOKHOCTHU paclIMpPEHUs IOKa3aHUM 17151 MEIULMHCKOTO IPUMEHEHUs U
BBISIBJICHHSI paHee HEU3BECTHBIX MOOOYHBIX JAEHCTBHUM 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIPENapaToB.

2. B otHOMICHNH BOCITPOMU3BCACHHBIX JICKAPCTBCHHLIX MPEIapaToB I MEAUITMHCKOT'O
MMPUMCHCHUSA TPOBOAATCA UCCIICAOBAHUA OMODPKBUBAJICHTHOCTHU U (I/IHI/I) TepaHeBTHqCCKOﬁ
SKBUBAJICHTHOCTH B IMOPAAKE, YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM CbellepaJ'IBHI)IM opraHomM
HCIIOJIHUTENLHON BIACTH.



3. Opranu3zanuo MpoBeIeHUs KIMHUUECKHUX HCCIIEA0BaHNM JIEKapCTBEHHOTO Npenapara s
MEIULMHCKOrO IPUMEHEHHS BIIPABE OCYLIECTBIIATD:

1) pa3paboTuuk J€KapCTBEHHOT'O Iperapara Wik yIoJHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTeIbHBIC OPraHU3aIlMU BBICIIETO 00pa30BaHUs, OPraHU3aIuH JOTIOTHUTEIIBHOTO
po(hecCHOHATLHOTO 00pa30BaHUS;

(ITynkT B penakiuu, BBeieHHOH B AeiicTBue ¢ 1 centsops 2013 roga denepanbHbIM 3aKOHOM OT
2 nroist 2013 rojpa N 185-D3.

3) Hay4YHO-UCCIIEI0BATENHbCKUE OPraHU3alIUHU.

4. Knunuyeckue ucciae0BaHms JICKapCTBEHHOT O IIpenapara Juisi MEIULIMHCKOTO TPUMEHEHUS
MIPOBOJIATCS. HA OCHOBAHUU pa3pelieHus Ha MPOBEICHNE KIMHUYECKOTO UCCIICIOBAHUS
JIEKapCTBEHHOT'O IIperapara, BbIIaHHOTO YIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM
UCTIOJTHUTENILHOW BJIACTH. Y IOJTHOMOYESHHBIH (hefiepaibHbIi OpraH UCTIONHUTEILHON BIACTH
BEJIET PEECTP BbIAAHHBIX PA3pEIICHHI Ha MPOBEACHUE KIIMHUYECKUX UCCIIEI0BAHUM
JIEKapCTBEHHOTO MperapaTa, COAEpKaIlui yKa3aHue Ha UX LEJb WM 1IeJId, B YCTAaHOBJICHHOM
3TUM OPraHoM HOpPSIJIKE.

(YacTp B penakiuu, BBeieHHOHU B feiicTBue ¢ 1 urons 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabpst 2014 roga N 429-D3; B penakiuu, BBeICHHOH B JielicTBUe DenepalbHbIM 3aKOHOM OT
13 urons 2015 roga N 241-D3.

5. Yacts yrpatuna cuny ¢ 1 uronsa 2015 roga - @eaepanbublii 3akoH oT 22 aexadps 2014 roga N
429-03. .

6. K opranuszanuu npoBeieHNs KIMHUYECKUX UCCIIEIOBAaHUM JIEKapCTBEHHOI' O IIperapara Jyis
MEIUIUHCKOTO IPUMEHEHHUs pa3paboTUNKOM JIEKapCTBEHHOTO Mpernapara MOr'yT IPUBIIEKATHCS
IOpUAMYECKHE JIMIIA JTF000N OpraHu3allMOHHO-TIPaBOBOM (POPMBI MPU YCIOBUH 00ECTIEUEHUS
COOTBETCTBUS 3TUX UCCIIEOBAaHUN TpeOOBaHUAM HacTosero denepanbHOro 3aKOHa.

7. Knmandeckne HCCICA0BAHM JICKAPCTBCHHBIX IMMPEIIApaTOB AJId MCAUITUHCKOIO IPUMCHCHUSA
IIPOBOASTCS B MEAULIMHCKUX OPraHU3alUsAX, aKKPEIUTOBAHHBIX YIIOJTHOMOYEHHBIM
q)eﬂepaJ'II)HBIM OopraHom HUCIIOJTHUTETBHOH BIACTH B MOopsAAKE, YCTAHOBJICHHOM HpaBI/ITeJ'IBCTBOM
Poccutickon denepanuu.

8. IlepeyeHb METUIIMHCKUX OpraHu3aluii, UMEIOIINX IIPaBO MPOBOJUTH KIMHUYECKHE
MCCJIEIOBaHMS JIEKAPCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO TPUMEHEHNUS, U PEECTp
BBIIaHHBIX pa3pelleHUI Ha IPOBEACHUE KIMHUYECKUX UCCIIEI0BAaHUH JIEKAPCTBEHHBIX
MpenapaToB ONyOIMKOBBIBAIOTCS U PA3MEILAIOTCS YIIOJTHOMOYEHHBIM (e/iepalbHbIM OPraHOM
UCTIOJIHUTENILHOW BJIACTH B YCTAHOBJIEHHOM MM IMOPSAKE HAa CBOEM O(UIIMATEHOM CaiiTe B CETH
"NHTepHer".



Crarba 39. PemieHue 0 npoBeeHUN KJINHUYECKOTO MCCJIET0BAHMS
JIEKAPCTBEHHOTI0 Mpenapara JJasi MeIUIMHCKOT0 NPUMEeHEeHUs

1. Knuandeckoe HCCICA0BAHUE JICKAPCTBEHHOI'O ITpCriapara JJIid MCAUIUHCKOT'O ITPUMCHCHU A
MMPOBOAUTCS HAa OCHOBAHUHU PA3pCUHICHUA HA IPOBCACHUC KIIMHUYICCKOTO UCCIICAOBAHUSA
JICKApCTBCHHOT'O IIpfIriapaTra, BEIIAHHOI'O YIIOJITHOMOYCHHBIM (bel[epa.]'H)HI)IM OpraHomM
HCIIOJIHUTEILHOMN BIACTH 110 pe3yibTaTaM 3KCIICPTU3bI JOKYMCHTOB, HGO6XOI[I/IMBIX JJIsA
IMMOJIYYCHHS paspCUICHUA Ha ITPOBEACHNUEC KIIMHUYCCKOI'O UCCICA0BAHUS JICKAPCTBEHHOI'O
Impemnapara u ITHYECKOM OKCIICPTHU3LI.

2. JIns mostydeHust pa3pellieHus Ha MPOBEACHUE KIMHUYECKOTO UCCIIEI0BAHUS JICKAPCTBEHHOTO
npenapara Jjisi MeAUILMHCKOrO IPUMEHEHHUS 3asBUTEIIb MIPEACTABISAET B YIIOJTHOMOYEHHBIN
dbenepabHBIA OpraH UCMOJIHUTEIBHON BIACTH:

1) 3asBJICHUC O BbIJA4YC Pa3pCIICHUA HAa ITPOBCACHUC KIIMHUYCCKOTI'O NCCIICIOBAHUA
JICKApPCTBCHHOTO IIpriapara JJis1 MCAUITUHCKOI'O IPUMCHCHUS ;

2) KOMHH JIOKYMEHTOB, TTOJATBEPKIAIOIINX YIIJIATy TOCYJapCTBEHHOMN MOILJIUHBI 32 IIPOBEICHNE
ATUYECKON IKCIEPTU3BI, IKCIIEPTU3HI IOKYMEHTOB Ha JIEKAPCTBEHHBIN MIpenapar Jist MOJTy4eHUs
paspelieHus Ha MPOBEACHUE KIMHUYECKOTO UCCIIeI0BaHUS JIEKAPCTBEHHOTO MperapaTa JJis
MEAMIIMHCKOTO MIPUMEHEHHUS, 32 BbIIauy pa3pelleHus Ha MPOBeACHNE KITMHNYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO TIpenapara Jyisi MEAUIIMHCKOTO IPUMEHEHHS, 3a MPOBECHUE
9KCIIEPTHU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN Mpenapar AJis MOTydeHUs pa3pelieHus Ha
MIPOBEICHUE MEXKTYHAPOIHOTO MHOTOIIEHTPOBOTO KIMHUYECKOTO UCCIICIOBAHUS
JIEKAPCTBEHHOIO Mpernapara J1jis MEIUIUHCKOr0 MPUMEHEHMs], 32 BblJauy pa3pelieHus Ha
MIPOBEICHUE MEXKTYHAPOIHOTO MHOTOIIEHTPOBOTO KIMHUYECKOTO UCCIICIOBAHUS
JIEKapCTBEHHOIO Mpenapara s MEIUIUHCKOr0 MPUMEHEHHM S, 32 TPOBEICHUE STUUECKON
AKCTIEPTHU3BI, IKCIIEPTU3HI JOKYMEHTOB Ha JIEKAPCTBEHHBIN Mpenapar Jjisl MOJTydeHUs
pa3penieHus: Ha MPOBEICHHE MOCTPETUCTPALUOHHOTO KIIMHUYECKOTO NCCIEA0BaHUS
JIEKapCTBEHHOTO Mpernaparta Jjisi MeIUIIMHCKOTO MPUMEHEHHS, 32 BbIIauy pa3pelieHus Ha
MIPOBECHHUE MOCTPETUCTPALUOHHOTO KIIMHUYECKOTO NCCIIE0BAHMS JIEKAPCTBEHHOTO IIpenapara
JUTSL MEAUITUHCKOTO PUMEHEHU S, WU TI0 COOCTBEHHON MHUIIMATUBE YKa3aHHBIC TOKYMEHTHI. B
ClIy4ae HempeICTaBICHUsI 3asIBUTENIEM yKa3aHHBIX JOKYMEHTOB YIIOJHOMOYEHHBIN (eiepaibHbIi
OpraH UCMOJHUTEIILHON BJIACTH MPOBEpseT (DAKT YIJIaThl TOCYIaPCTBEHHON MOILIAHEI C
UCIONIb30BaHNEM MH(POpMAIH 00 yIuiaTe ToCy1apCTBEHHON MOILINHBI, COAepIKaIIencs B
[NocynapcTBeHHOM MH(POPMAIIMOHHON CUCTEME O TOCYJAPCTBEHHBIX U MYHUIIUTIATBHBIX
IJIaTexax, Ha OCHOBAaHUM MPECTABIECHHBIX 3asBUTEIIEM KOMUNA TOKYMEHTOB;

3) IMPOTOKOJ KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBECHHOT'O IIperiapara 111 MCIUITHUHCKOI'O
MMPUMCHCHUA,

4) OpoIIopy UCCIIeIOBATEIIS;



5) nHGOPMAIIMOHHBIH JTMCTOK MAlUEHTA;

6) CBCIACHHUA 00 ombITe pa6OTI)I PICCJ'ICI[OB&TCJ'ICIZ 110 COOTBCTCTBYIOIIUM CIICHHUAJIBHOCTAM U UX
OIIBITC pa6OTBI 10 NPOBCACHUIO KIIMHUYCCKUX I/ICCJIeI[OBaHI/If/'I;

7) cBeieHMsI O MEMIIMHCKUX OPraHU3aLUsAX, B KOTOPBIX MPEANoiaraeTcs IpoBeeHUE
KJIIMHUYECKOI0 UCCIIEI0OBaHMs JIEKAPCTBEHHOTO IIperapaTa JUisl MEIULMHCKOTO IPUMEHEHUS
(1MoJIHOE M COKpAlLlEeHHOE HAUMEHOBaHMsI, OpraHU3al[MOHHO-IpaBoOBast (popma, MeCcTo
HAXOXKJICHUS U MECTO OCYILECTBIICHUS IEATEIBLHOCTH, TenedoH, Teraedakc, aapec JEeKTPOHHON
HOYTHI KQKJI0W MEIUIIMHCKON OpraHu3alyn);

8) CBCACHUA O IMpeAnojaracMaIixX CpoKax MpOBCACHUA KIMHUYCCKOTO UCCICIOBAHUSA
JICKApPCTBCHHOTO IIpriapaTta s MCAUITUHCKOI'O IPUMCHCHU S ;

9) KonuIo AOroBOpa 00s13aTEILHOTO CTPAXOBaHKs, 3aKIIFOYEHHOTO B COOTBETCTBUU C TUIIOBBIMHU
MpaBWJIaMU 00s3aTEITLHOTO CTPAXOBAHUS, C YKA3aHUEM IPEICIbHON YHCICHHOCTH MAIlHCHTOB,

YYaCTBYIOIIMX B KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO Ipernapara Uit MeJUIIMHCKOTO
IPUMCHCHUS;

10) undopmariuio o coctaBe JEKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO IPUMEHEHHS,

11) noxyMeHT, cOCTaBIEHHBIN IPOU3BOIUTENIEM JICKAPCTBEHHOI'O Mpenapara i MeIUIMHCKOI O
IIPUMEHEHHUS U COJEPIKaIMM [T0Ka3aTeIu (XapaKTepUCTUKH), @ TAKXKE CBEJICHUS O
JIEKapCTBEHHOM IIpenapare s MEJULUHCKOrO IIPUMEHEHM S, IPOU3BEICHHOM UL IIPOBEICHUS
KJINHUYECKUX UCCIIEIOBAaHUM;

12) xomuio TUIEH3UU Ha MMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB B CIydae, €CIIU MPOU3BOACTBO
JIEKapCTBEHHOI0 IIpenapara ocyuiecTtisiercs B Poccuiickoit deneparuu, uim KOIMHIO
3aKJTFOUYEHUS O COOTBETCTBUU MPOU3BOUTENS JIEKAPCTBEHHOTO Mpemnapara TpeOOBaHUSIM MPaBUIT
Haj:[nemameﬁ HpOI/I3BOJICTB€HHOI\/'I IMMPAKTUKH, BBIAAHHOTI'O KOMIICTCHTHBIM YITIOJTHOMOYCHHBIM
OPraHoM CTPaHbI IPOU3BOAUTENS JIEKAPCTBEHHOIO IIpenapara.

3. B cpok, He npeBbIaomuil IITH padoynX JHEH co THS NPUHATHS YKAa3aHHOTO B IIYHKTE |
YacTH 2 HACTOALIECH CTaTbU 3asBJICHUS U HEOOXOUMBIX JJOKYMEHTOB, YIIOJIHOMOYEHHBIN
dbeneparbHBINA OpraH UCMIOJIHUTEILHON BIACTH:

1) mnpoBOAUT MPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEJCHUM, COIEpPIKALUXCS B
IIPE/ICTABJICHHBIX 3asBUTEIIEM JOKYMEHTAX;

2) NIpUHUMAET PELIeHUE O MPOBEACHUH SKCIIEPTU3bI JOKYMEHTOB JIJIsl TIOJTYUYEHUS pa3perieHus
Ha IIPOBEJICHUE KIMHUYECKOI0 CCIIEI0BAHNUs JIEKAPCTBEHHOIO NIpernapara s MEJULIUHCKOTO



MNPUMCHCHUA U 3THUYECKOM OKCIICPTU3BI NI 00 oTKa3e B MPOBCACHUH YKAa3aHHBIX OKCIICPTHU3;

3) yBeloMJISIE€T B 3JIEKTPOHHOHN opMe WK Ha OyMakHOM HOCHUTEJIE 3asiBUTENS O IPUHATOM
penieHnu 0o B ciiydae NPUHITHUS PELICHUs 00 OTKa3e TaKXKe ¢ YKa3aHUEM MPUYKH TaKOro
0TKa3a;

4) MOAroTaBIIMBACT U HAMPABIIAET B SKCIIEPTHOE YUPEKACHUE U COBET M0 ITUKE 3a/IaHUE HA
MIPOBEJICHIE COOTBETCTBYIOIINX IKCIIEPTH3.

4. B ciyuae BBISIBIICHUS HEMOJHOTHI U (MJIM) HEOCTOBEPHOCTH MH(OPMALIMHU, COAEpKaIIelcs B
NPE/CTAaBICHHBIX 3asSBUTENIEM JOKYMEHTAX, YIIOJIHOMOUYEHHBIN (eiepabHbIi Oprad
MCIIOJTHUTENIbHOM BJIACTH HANPABJISIET 3asIBUTEIIIO 3aPOC 00 YTOUYHEHUH YKa3aHHOMN
uHpopmanuu. JlaHHbIA 3a1TpOC MOXKET OBITH MEpEaH YIOJIHOMOUYEHHOMY MPEICTABUTEIIO
3asiBUTEJIS JIMYHO T0J1 PACIIUCKY, HAPABJICH 10 NIOYTE 3aKa3HBIM MHUCbMOM WJIU TIEPE/IaH B
AIIEKTPOHHOH (OpME MO TEIIEKOMMYHHKAIIMOHHBIM KaHajlaM CBsI3U. B ciryyae HanpaBieHus
JTAHHOTO 3aMpoca 10 MOYTe 3aKa3HbIM MMCbMOM OH CUMUTAETCS MOJIYYEHHBIM 110 UCTEYEHUHN
LIECTU JHEH ¢ JaThl HaNpaBJIeHMsI 3aKa3HOI0 MUChbMa. 3asiBUTENb 00s13aH NPEACTaBUTh OTBET Ha
3arpoc YIOJTHOMOUYEHHOTO (eIepaIbHOr0 OpraHa UCIOIHUTENBHOM BIaCTH B CPOK, HE
IIPEBBILIAIOIINN JEBIHOCTA padoUnX JAHEN co JHS ero nonydeHus. Cpok, yka3aHHbIM B yacTu 3
HACTOSIIEH CTaThU, IPUOCTAHABIMBAETCS CO JHS HAIIPABJICHUS 3asIBUTEIIIO 3aIIpOCca
YIIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa UCIIOJIHUTEILHON BIACTH 0 JHS MOTYyYCHUS UM
COOTBETCTBYIOIIETO OTBETA U HE YUUTHIBACTCS IPU UCUUCIICHUU CPOKA MPUHATHS
YIIOJIHOMOYEHHBIM (he/IepabHbIM OPTaHOM HCTIOIHUTENILHOW BIACTH PEIICHUS O MIPOBEICHUH
SKCHEPTU3BI TJOKYMEHTOB JJIs [IOTYUYEHUs pa3pelieHusl Ha IPOBEICHUE KIMHUYECKOrO
MCCIIEI0BAHMS JIEKAPCTBEHHOT'O IIpenapara Juisi MEAUIIMHCKOIO IPUMEHEHHS.

5. OcHOBaHMEM Ul OTKa3a B IPOBEJEHUH SKCIIEPTU3BI JOKYMEHTOB IJIs ITOJIy4YEHUs
pa3peleHus Ha MPOBEACHUE KIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIperapara Jis
MEAMIMHCKOTO IPUMEHEHUS U ITUUECKOM 3KCIIEPTU3HI SBIISIETCA MTPENCTABICHUE JOKYMEHTOB,
IPElyCMOTPEHHBIX YacThlO 2 HACTOSAIIEH CTaThbU, B HEMOJIHOM 00bEME, HETIPEICTaBICHHE
3asiBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETA HAa YKAa3aHHBIN B 4acTU 4 HACTOSILEH CTaTbU 3aIIPOC
YIOJIHOMOYEHHOTO (eiepabHOI0 OpraHa NCIOJHUTENBHOM BIACTH JIMOO OTCYTCTBUE B
IPEJCTAaBICHHBIX JOKYMEHTaX UCUEPIIBIBAIOIIETO NepeyHsl He0OX0MMOI HH(OpMAIK WITH
uH(pOopMaLn, KOTOpast JoJKHA ObITh OTpa)ke€Ha B HUX, a TAKXKe€ OTCYTCTBHE MH(OpManuu,
HNOJTBEp K AIOIIeH (PaKT yIUIaThl TOCYAapCTBEHHOM MOIUIMHBI 32 TPOBEAECHUE 3THUYECKOM
DKCIIEPTU3BL, IKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN MTpenapar s MOJy4eHUs
paspeleHus Ha IPOBEICHNE KIMHUYECKOT 0 UCCIIE0BAHNS JIEKAPCTBEHHOT O IIpenapara Jyis
MEJUILINHCKOr0 MPUMEHEHMS, 3a BbIIAYy pa3pelIeHHs] Ha IPOBEIEHUE KIIMHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapaTa JUisi MEIULUHCKOTO IIPUMEHEHUS, 3a IPOBEICHUE
AKCIEPTU3bI JOKYMEHTOB Ha JICKAPCTBEHHBIN Ipernapar s OJIyYeHHUs pa3pelieHns Ha
[IPOBEAICHUE MEKIYHAPOJHOTO MHOTOLIEHTPOBOI'0 KIIMHUYECKOTO UCCIIEIOBAHNS
JIEKapCTBEHHOI'O IIpernapara sl MEJUINHCKOrO IPUMEHEHMs], 3a BbI1ady pa3pelIeHns Ha
[IPOBEACHUE MEKIYHAPOJHOTO MHOTOLIEHTPOBOI'0 KIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOIO Ipernapara il MEJUIUHCKOr0 IPUMEHEHMS, 33 IPOBEICHUE dTUUECKON
AKCIEPTU3BL, IKCIIEPTU3HI TOKYMEHTOB Ha JIEKAPCTBEHHBIN ITpenapaT s MOIyYeHHs
paspenieHus: Ha IPOBEICHHE MMOCTPETUCTPALMOHHOTO KIIMHUYECKOTO NCCIIE0BAHMS
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJULIMHCKOTO IPUMEHEHM S, 3a Bbljauy pa3pelieHus Ha
IIPOBEICHNE MOCTPETUCTPALMOHHOTO KIIMHUYECKOTI0 HCCIIEA0BaHUs JIEKAPCTBEHHOTO ITpenapara



AJId MCOAUIUHCKOT'O IMTPUMCHCHMU .

6. IlpoBeneHre FKCIEPTH3bl JOKYMEHTOB [UIs IOJYUEHUs Pa3pelleHus Ha IPOBEICHUE
KJIIMHUYECKOI0 UCCIIEIOBaHMS JIEKAPCTBEHHOTO IIperapaTa sl MEIULIMHCKOTO IPUMEHEHUS U
THUYECKON IKCIEPTHU3bI, COCTABICHHE KOMHCCUEH SKCIIEPTOB U COBETOM IO ITHKE 3aKJIFOUEHUH O
BO3MO>KHOCTH MJIM HEBO3MOYKHOCTHU IIPOBEJEHUS TAKOI'O KIIMHUYECKOTO UCCIIEIOBaHUS U
HalpaBJIEHUE 3TUX 3aKJIIOYEHUH B YIIOJHOMOYEHHBIN (hefiepaibHblii OpraH UCIOJHUTEIbHON
BJIACTH OCYLIECTBIISIOTCS B CPOK, HE MPEBHIAONINHA TPUAATH pab0UYHX THEH O JTHS
HOJIy4YEeHHUs SKCIIEPTHBIM YUPEKICHHUEM 3a/1aHUS YIIOJTHOMOUYEHHOT'O (pe/iepaibHOro oprasa
UCTIOJIHUTENIHOW BIACTH C IPUIIOKEHHUEM JIOKYyMEHTOB, YKa3aHHBIX B MyHKTax 3, 4, 10 u 11
YaCTH 2 HACTOALIEH CTaTbU, M COBETOM I10 3THKE 3a/laHUs YIIOJTHOMOYEHHOTO (peiepanbHOro
OpraHa MCIIOJHUTEIHHOM BIIACTH C MPUIIOKEHUEM JJOKYMEHTOB, YKa3aHHBIX B ITyHKTax 3-6, 8 u 9
4acTU 2 HACTOSIILEN CTaThbH.

7. B cpok, He MPEBHIMIAIINN TATH pa00YUX JHEH CO JTHS MOTyUSHUS 3aKIIFOUCHUH, YKa3aHHBIX
B YacTu 6 HACTOSIIIEH CTaThH, YIIOJTHOMOYEHHBIHN (eiepalbHbIi OpraH UCIOTHUTEILHOM BIACTH:

1) OCYHICCTBJIACT OLICHKY INOCTYITUBIINUX 3aKJIFOYCHUMN JJIA OIIPCACIICHHUA X COOTBCTCTBUA
3aIaHUAM Ha IMMPOBCACHUEC COOTBCTCTBYIOIIUX DKCIICPTHU3;

2) IMPUHHUMACT PCIICHUC O BbIAA4YC pa3spClICHUA Ha IIPOBCACHNUC KIIMHUYCCKOI'O UCCIICI0OBAHNA
JICKApPCTBCHHOTO Ipfriapara AJid MCAUITUHCKOI'0 MIPUMEHCHUSA U 00 oTKa3e B BbIJJa4cC
YKa3aHHOT'O Pa3pCIICHU,

3) BBIIAET pa3pelieHue Ha IPOBEACHUE KIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO
npenapara Jyisi MeAMLIMHCKOTO IPUMEHEHMS WM PelIeHne 00 0TKa3e B BbIAaYe YKa3aHHOTO
paspelieHus ¢ yKkazaHHueM NPUYHUH 0TKa3a.

8. OcHOBaHUEM /JIs 0TKa3a B BblJIa4y€ pa3pellieHusl Ha MPOBEACHNE KIIMHUYECKOTIO UCCIIEJOBAHMUS
JIEKapCTBEHHOI0 IIpernapara Jyisi MEIULIMHCKOTrO IPUMEHEHUS ABJISETCA HAIMYKUE 3aKIT0UYCHUS
KOMMCCHH 3KCIIEPTOB WY 3aKJIFOYEHUS COBETA MO 3TUKE O HEBO3MOKHOCTH MPOBEACHUS
KIIMHUYECKOT'0 UCCIIEN0BAHUS JIEKAPCTBEHHOIO Ipernapara it MEAULUMHCKOTO IIPUMEHEHHUS 110
pe3yJibTaTaM MPOBEICHHBIX SKCIIEPTU3, PETYCMOTPEHHBIX YACThIO 6 HACTOSIIIEN CTATHHU.

9. Pemienne 006 oTka3e B MPOBEJCHUH SKCIIEPTU3bI JOKYMEHTOB JIJIsl TIOTYYEHUS pa3pelieHus Ha
MPOBEJICHUE KIIMHUYECKOTO HUCCIIEI0BAaHU JIEKAPCTBEHHOTO Mpenapara s MEIUIIMHCKOTO
MIPUMEHEHUS U 3THYECKON IKCIIEPTU3BI U B BbIAAU€ pa3pelIeHUs] Ha IPOBEACHUE KIMHUYECKOTO
MCCJIEIOBAHMS JICKAPCTBEHHOTO TIpemnapara Jisi MEAUIIHHCKOTO MPUMEHEHUSI MOXKET OBITh
00>KaJI0BaHO B MOPSIJIKE, YCTAHOBICHHOM 3aKOHOIaTeNbcTBOM Poccuiickoit denepaum.
(Crates B penakumu, BBeAicHHOU B neiicTBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga N 429-D3.



Cratbs 39 1. DTuyeckas IkcnepTusa

1. OTnueckas OKCIICPTH3a IIPOBOAUTCA COBETOM I10 3THKE, CO3JaHHBIM B IIOPAAKE,
YCTAaHOBJICHHOM YIIOJIHOMOYCHHBIM (bellepaJIBHbIM OpraHomMm HCIIOJIHUTCILHOMN BJIaCTH, B LCIIAX
BbIJJa4H 3aKJIIIOUYCHUSA 00 3THYEeCKOH 00OCHOBAHHOCTH BO3MOYKHOCTH IMPOBEACHU A KIIMHUYCCKOI'O
HCCIICAOBAaHUS JICKAPCTBCHHOI'O ITpCriapaTta Ay MECIUIUHCKOT'O ITPUMCHCHU.

2. DKcrepTaMy COBETA MO ATHKE MOTYT OBITh MPEICTABUTENN MEIUIIMHCKUX OPTaHU3aAIHH,
HaY4YHBIX OpTraHU3alnii, 00pa30BaTEIFHBIX OPTaHU3ALNI BBICIIET0 00pa30BaHMs, a TAKKE
NPEJCTaBUTENN OOIIECTBEHHBIX OPTaHU3AIHA, PETUTHO3HBIX OPraHU3aIMHA U CPEJICTB MaCCOBOU
uH(opMmanuu. J[aHHbIE SKCIEPTHI HE JODKHBI HAXOIUTHCS B KAKOH-THOO 3aBUCHMOCTH OT
Pa3pabOTUYMKOB JIEKAPCTBEHHBIX MPETAPaTOB U JPYTUX JIHII, 3aNHTEPECOBAHHBIX B PE3YJIbTaTax
THYECKOH IKCTIEPTU3BL.

3. Omutara yciayr 3KCIEpTOB COBETA 10 ATUKE OCYIIECTBIISETCS HA OCHOBAHUH JI0TOBOPA,
3aKJIFOUEHHOTO MEXKY YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH,
KOTOPBIM CO3/IaH COBET MO 3TUKE, U SKCIIEPTOM COBETA MO ITUKE, 32 CUET OIOIKETHBIX
ACCUTHOBAHUH, MPEAYCMOTPEHHBIX YIOJTHOMOYEHHOMY (pe/iepallbHOMY OpraHy UCIOTHUTEIBHOM
BJIACTH, KOTOPBIM CO3/IaH COBET I10 ITHKE, B PeiepaibHOM OFOJKETE Ha COOTBETCTBYIOIIUHN TO
Ha o0ecreueHue ero JIesTeNbHOCTH, B pa3Mepax, ycraHoBieHHbIX [IpaButenscTBoM Poccuiickoit
®denepauuu.

4. DKcHepThl COBETA 10 ATUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOATEIILCTBOM
Poccuiickoit denepaiumu.

5. CocraB coBeTa 110 3THKE, MTOJIOKEHHE 00 ITOM COBETE, MOPSIOK €r0 ACITEITbHOCTH,
TpeOOBaHUs K KBATM(PUKALUKU U ONBITY pabOTHI 110 SKCIEPTHOH OIIEHKe HAayYHbIX, METUIIUTHCKUX
Y 3TUYECKUX ACTIEKTOB KIMHUYECKHUX MCCIIEJIOBAHUN JIEKaPCTBEHHBIX MIPENapaToB JIs
MEAMIMHCKOTO TPUMEHEHHUS, IPEIBSABISAEMBIE K DKCIIEPTAM COBETA IO ITUKE, OPSATOK
OpraHM3ally U MIPOBEJICHUS ITUUECKOM SKCIIEPTU3bI, (POpMa 3aKIIOUEHHUS COBETA MO ITUKE
YCTaHaBJIMBAIOTCS YIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpraHOM UCIIOIHUTENbHOM BiacTu. Yucio
npeJcTaBuTeNIed MEAUIIMHCKUX OpraHU3aliil He MOKET IPEBBIIAThH [TOJIOBUHY OT OOILEro yucia
DKCIIEPTOB COBETA IO ITUKE.

6. Uudopmariust 0 coctaBe COBETa 1O ATUKE, IJIaHAX €r0 pabOThl U TEKYIICH NeSITeIbHOCTH
pa3Meriiaercs Ha O(pUIIMAaTBFHOM CaliTe YIOTHOMOYEHHOTO (heJiepaibHOro opraHa
MCIIOJTHUTENIbHOH Bi1acTu B ceTd "MIHTepHET" B yCTaHOBIEHHOM UM MOPSIJIKE.

(Crates monomHUTEIHHO BKIIOUeHa ¢ 1 uronst 2015 roga deaepanbHBIM 3aKOHOM OT 22 AeKa0ops
2014 roma N 429-03)

Cratbs 40. IIpoBeeHue KIMHUYECKOT0 UCCICA0BAHMS JIEKAPCTBEHHOI 0
npenapara aJis MeIMIMHCKOI 0 PUMEHEeHU s



1. PykoBoauTenb MEAUIIMHCKON OpraHU3aliK, KOTOpasi IPOBOJUT KIMHUYECKOE UCCIIEIOBAHNE
JIEKapCTBEHHOT0 TIpenapara Jyisi MEIUIIMHCKOrO MPUMEHEHUS, Ha3HAYaeT UCCIIEI0BATEIS,
OTBETCTBEHHOTO 3a IIPOBEACHHIE TAKOTO UCCIICOBAHUS U UMEIOIIETO JISYCOHYIO CIIeIIMATbHOCTD,
COOTBETCTBYIOLLYIO MPOBOJIMMOMY KIMHUYECKOMY MCCIIEAO0BAHUIO JIEKAPCTBEHHOIO Mpenapara,
CO CTakeM pabOoThI MO MPOrpaMMaM KIIMHUYECKUX UCCIICIOBAaHUH JIEKAPCTBEHHBIX MPENapaToB
HE MEHEE YEM TPH T'0Jla U MO €ro MPEAJIOKESHHUIO Ha3HAYaeT COMCCIIEIOBATENICH U3 ynciia Bpauen
9TOW MEIULIMHCKON OpraHU3aLuH.

(YacTp B pemakiuu, BBeieHHOH B feiictBue ¢ 1 uromns 2015 rona @enepanbHBIM 3aKOHOM OT 22
neka0pst 2014 rona N 429-03.

2. I/ICCJ'IGI[OBaTeJ'IB OCYIICCTBIIACT BI)I60p MManMEHTOB, KOTOPLIC 110 MEAUIMHCKUM ITOKa3aHUsAM
MOT'YT OBITH IMMPUBJICYCHLBI K YYaCTUIO B KIIMHUYCCKOM UCCIICAOBAHUU JICKAPCTBCHHOTI'O ITpCIiapaTa
AJI1 MEAUIUHCKOI'O ITPUMCHCHU.

3. HccnenoBaTellb M COMCCIIEAOBATCIIHN JOIKHBI OBITH 03HAKOMIJICHBI C pe3yibTaTaM
JAOKIIMHHUYCCKOI'O UCCIICA0BAaHUA JICKAPCTBCHHOI'O CPpCACTBA, COACPIKAILIUMUCS B 6p0mfope
HCCIICOO0BATCIIA, IPOCKTOM IIPOTOKOJIA KIMHUYCCKOTO UCCICAOBAHUSA JICKAPCTBCHHOTI'O ITpCIiapaTa
A MCAUOUHCKOI'O ITPUMCHCHU S, pa3pa6OTaHHHM p33pa60T‘lI/IKOM JICKAPCTBCHHOT'O IIpCIiapaTa
HJIM UHBIM IOPpUANYCCKUM JIMIIOM, IIPUBJICKACMBIM K OpraHu3aliuy IMpOBCACHHA KIIMHUYCCKOI'O
HCCJIICAOBAHUS JICKAPCTBCHHOI'O ITpCIiaparta Ajisi MCAUIUHCKOTI'O IIPUMCHCHUA, U APYTUMU
MaTcepraiaMy TaKOTo UCCICIOBAHUS.

3 1. PykoBoauTesb MEJUIIMHCKON OpraHu3aluy B CPOK, HE MPEBBIIIAIONINI TpeX pabouux AHEH
CO JIHs Hayasa MpoBeACHUs KIMHUYECKOI0 UCCIeI0BAHNUS JIEKAPCTBEHHOTO IIpernapara Juist
MEIUIIUHCKOTO IPUMEHEHHUS, COO0IIaeT 00 TOM B YIOJTHOMOYCHHBIH (peepanbHblil opran
UCIIOJIHUTEJIbHOW BJIACTH, BBIIABLIMH pa3pelleHue Ha IPOBeIeHNE TaKOro UCCIIe0BaHUs, 110
YCTaHOBIICHHOHN MM (hopMe (4acTh TOTOIHUTENBHO BKItoYeHa ¢ 1 staBapst 2011 roga
denepanbHbIM 3aKk0HOM 0T 29 HOs0ps 2010 roga N 313-D3).

4. Opranu3aiyu, OCyIIeCTBISAIONINE OPTaHU3ALIMIO IPOBEIECHNS KIMHUYECKOTO UCCIIEIOBaHUS
JIeKapCTBEHHOTO Npernapara Al MEJUIIMHCKOTO IPUMEHEHHs U yKa3aHHbIEe B 4YacTu 3 cTaThu 38
Hacrosiiero deepaabHOTO 3aKOHA, B ClIydae HEOOXO0IMMOCTH BHECEHHSI N3MEHEHUI B
MPOTOKOJI KIIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpernapara Jiisi MeAULIUHCKOTO
MPUMEHEHHUs COO0IIa0T 00 TOM B YIIOJTHOMOYEHHBIHN (eepalibHbIil OpraH UCIOIHUTEIbHON
BJIACTH, BBIIABLINH pa3pelieHne Ha IPOBEeIeHUE TaKOT0 UCCIIE0BAaHUS, 10 YCTAHOBIEHHON UM
dbopme (gacTh gonoiaHeHa ¢ 26 okTs0ps 2010 roga denepanbHbiM 3akoHOM OT 11 oxTsa6pst 2010
roga N 271-®3.

4_1 . <DopMa COO6H.[CHI/I$I 0 BHECEHMHU M3MEHEHHUH B MMPOTOKOJI KIITMHUYCCKOT'O UCCIICAOBAHUA
JICKApPCTBCHHOTO IMperiaparta 111 MCAUTTHUHCKOI0 IPUMEHCHUS JOJDKHA COACPIKATH CICAYIONUE
CBCACHUA!

1) HaumeHOBaHUe, NACHTU(OUKAIIMOHHBIM HOMEpP U J1aTa MPOTOKOJa KIMHUYECKOTO
UCCJIEI0BAHMS;



2) naTa BHECEHUSI U3MEHEHUN B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0BaHUS;

3) HaAaMMCHOBAHUC U MECTO HAXOXJACHUS 3asIBUTCIIA,

4) HaMMEHOBaHKE OpraHU3alluH, PUBJICUCHHON Pa3pabOTINKOM JICKApCTBEHHOTO TIperapara K
OpraHHU3aIH MPOBEICHUS KIIMHUYECKOTO UCCIIe0BaHUs (IIPH HAJTUYUHN);

5) HaMMCHOBaHUA U MECTAa HAXOXKXJICHUA MCIUTTUHCKUX OpFaHHSaHHﬁ, B KOTOPLIX ITPOBOANUTCS
KIMHHUYCCKOC NCCIICA0OBAHUC,

6) nata BbIIaYM Pa3pelIeHus Ha IPOBEACHIE KIMHUYECKOTO HCCIICOBAHUS 1 HOMEP 3TOTO
paspenieHus;

7) U3MEHEHUs, BHOCMBbIE B IPOTOKOJI KIIMHUYECKOT'O UCCIIEI0OBAHUS.
(Hactp 4 1 nononHuTenbHO BKItOYeHA ¢ 26 okTs10ps 2010 roga denepanbHbIM 3aKOHOM OT 11
okTs10pst 2010 roma N 271-D3)

5. B cpok, He mpeBbIaomui TpuaaTi pabouynx AHEH co JHS MOMyYeHHUs YKa3aHHOTO B YaCTH
4 HacrosIel cTaTbl COOOLIEHMS], YIIOJTHOMOYEHHBIHN (eepabHbIi OpraH UCIIOJIHUTEIbHON
BJIACTH PACCMATPUBAET 3TO COOOIICHHE B YCTAHOBICHHOM UM MOPSAKE U IPUHUMAET PeIlieHue O
BHECEHHH M3MEHEHUM B MPOTOKOJI KIMHUYECKOTO UCCIIEOBaHUs JIEKaPCTBEHHOTO MperapaTa
JUTSL MEAMITUHCKOT'O MPUMEHEHHUS WM 00 0TKa3e BO BHECEHUH TaKUX U3MeHeHUH. [Ipu
PaccCMOTPEHHUH COOOIICHHS 0 HEOOXOAMMOCTH BHECCHUS N3MEHEHHI B TIPOTOKOJI KJIMHHYECKOTO
HCCIIEIOBAHMS JIEKAPCTBEHHOIO IIpenapara Jyisi MEJUIIMHCKOTO MPUMEHEHHUS B LIEJISIX OLICHKU
000CHOBAHHOCTH TIpeIJIaraéMbIX U3MEHEHHUI U OIIPE/ICNICHUsI CTETICHH pUCKa JIJIsl TAllMEeHTOB,
MPUHUMAIOIINX Y9acTHE B KITMHUYECKHUX MCCIEOBAHUSX, YIOTHOMOYEHHBIM (efepatbHbIM
OpraHOM MCIOJIHUTEIHHOM BJIACTH MOTYT MPHUBIIEKATHCS IKCIIEPTHI COBETA IO ITHKE.

(Hactpb B penakiuu, BBeieHHOI B neiicTBue ¢ 1 uronst 2015 rona denepaibHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

6. Knnnandeckoe ucciea0BaHne JIEKapCTBEHHOTO Mpenapara A MEAUIIMHCKOTO TPUMEHEHHUS
MOJKET OBbITh MPUOCTAHOBJIEHO WJIM IPEKPALLIEHO, €CIIN B IIPOLIECCE €r0 MPOBEIEHUS OOHapYKEeHa
OMAaCHOCTb JUJIS JKU3HHU, 310POBbs NALUEHTOB. B ciyyae BOSHUKHOBEHHUS OITACHOCTH JJIs KU3HH,
3/10pOBBS ITALIMEHTA, YYAaCTBYIOIIErO B KJIMHUYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOIO Ipernapara
JUIS. METUIIUHCKOT'O IPUMEHEHU S, UCCIIeI0BAaTENN 00513aHbl NPOMH(DOPMUPOBATH 00 ITOM
PYKOBOAMTEIS MEIUIIMHCKON OpraHU3allid U OPraHU3aluio, OJIYYHBIIYIO pa3peleHue
YIOJIHOMOYEHHOT0 (heZiepaibHOTO OpraHa UCIIOJIHUTEIbHON BIACTH HAa OPraHU3aIHIo
IIPOBEICHUS KIMHUYECKOTO UCCIIE0BAHMS JIEKAPCTBEHHOT O IIpenapara. Pemenue o
IIPUOCTAHOBIIEHUH KIIMHUYECKOT'O UCCIIE0BaHUs JIEKapCTBEHHOIO IIpernapara s
MEAMIMHCKOTO MPUMEHEHUS IPUHUMAIOT PYKOBOJIUTENb MEAUIIMHCKON OpraHu3aluy 1 (Hin)
OpraHu3alys, MoJyYHBILAs pa3pelieHre YIOJIHOMOYEHHOTO (eepabHOro OpraHa
VCITOJIHUTENIBHON BJIACTH HA OPTaHU3ALNIO0 IPOBEICHNS KIMHUYECKOTO UCCIIEIOBAHNUS
JIEKapCTBEHHOIO IIpernapara Jjis MEJULUHCKOrO IPUMEHEHMS, PELIEHUE O IIPEKPALEHUN TaKOrO
MCCJIEIOBaHMSI IPUHUMAET YIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCIOJIHUTEILHON BIACTH Ha
OCHOBAHMHU COOOIIECHHUS B MUCbMEHHON (OpME PYKOBOJIUTENS MEAUIIMHCKOW OpraHn3aliuy UiH



OpraHu3aIysl, MOJyYHBILAs pa3pelieHHe YIIOJIHOMOYEHHOTo (heepalbHOTO OpraHa
UCITIOTHUTENIbHON BJIACTH HAa OPTaHU3aLMIO IPOBEICHUS KIMHUYECKOTO UCCIIEI0BAHUS
JIEKapCTBEHHOTI'0 Ipernapara i MEJUIIMHCKOrO IPUMEHEHMS.

7. B cpok, He NPEeBBIIAIONMIUI ATH pab04UX THEH CO JHS 3aBEepILEHUs, IPUOCTAHOBIICHUS WU
IIPEKpAIICHUS KIIMHUYECKOIO UCCIIEA0BAHM JICKAPCTBEHHOT O IIpenapara Juisi MEAUIIMHCKOIO
IPUMEHEHHUs, COOOIIeHNE 00 ITOM HAIPABIIAETCS OpraHU3aLUAMY, YKa3aHHBIMU B 4acTH 3
crarbu 38 HacTosmero PenepaibHOTO 3aKOHA, B YIOJTHOMOUYCHHBIH (peiepanbHblil opran
UCIIOJIHUTENILHON BJIACTH 110 YCTAaHOBJIEHHOU UM (hopme.

8. ®opma cooOIIeHHS O 3aBEPIICHUH, IPUOCTAHOBICHUH WJIH MTPEKPAICHUU KIMHHYECKOTO
UCCJIEIOBaHMSI JIEKAPCTBEHHOIO MIpernapaTa Jiisl MeIUIIUHCKOTO IPUMEHEHUS J0JKHA
COJIEpIKaTh:

1) nuadopmanro 0 MEIUIIMHCKOM OPraHU3aIluy WIM MEIUIIMHCKUX OpTaHU3aIMIX,
MIPOBOJIMBIIHUX JAHHOE UCCJICIOBAHHUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNUS,

3) nanHbIe uccaenoBaTes (pamMunms, UM, OTYECTBO, MECTO PabOThI, 3aHUMaeMas I0JDKHOCTb,
CIENUATBHOCTh, CTAX PabOTHI MO MporpaMMaM KIIMHUYECKUX UCCIEAOBaHUHN JIEKAPCTBEHHBIX
MIpenaparoB, MePeYCHb KIMHUICCKUX UCCIICIOBAHUM JIEKAPCTBEHHBIX IIPEMapaToB, B KOTOPHIX OH
MpUHUMAJ y4acTue (MIepUOIbl YIaCTHsI) B KAUECTBE UCCIICIOBATENS MM COUCCIIEIOBATEIS )
(myHKT gomnonHeH ¢ 26 oktaops 2010 rona @enepanbubiv 3akoHoM OT 11 okTsa6pst 2010 roma N
271-D3;

4) pe3yabpTaT JAHHOTO MCCIIEIOBAaHUS (3aBEpIlICeHHUE, TPUOCTAHOBIICHUE UITU TIPEKpAIlCHHE
JTAHHOTO MCCIIEIOBaHUS C YKa3aHUEM UX MPUYMH U BIHMSHHS Ha OIIEHKY €TI0 pe3ybTaToB,
OOIIYIO OIIEHKY PHCKA U OXKHIAEMOH TTOJIb3BI OT IPUMEHEHUS HCCIIETyeMOT0 JIEKapCTBEHHOTO
mpemnapara, a TaKke MpearnogaraeMble JalbHENIe qeHCTBU).

8 1. [Ipu BeIsiBNIEHUHU (heepaibHBIM OPTaHOM UCITOJIHUTEIIBHON BIIACTH, OCYIIIECTBIISIFOIITUM
(GYHKLMU 0 KOHTPOJIIO U HaJ30py B cdepe 3ApaBOOXpaHeHHUs], HAPYIICHUH MpaBul
HaJUIeKallel KIMHUYECKON ITPAKTUKH TIPH NMPOBEACHUYN KIMHUYECKOTO NCCIIET0BAHMS
JIEKapCTBEHHOTO Mperapara, BIUAIOUIMX Ha MOJHOTY U (MJIH) T0CTOBEPHOCTh IaHHOTO
KIIMHUYECKOI0 UCCIIEIOBaHMsI, YKa3aHHBIN (peepalibHbIil OpraH UCIOIHUTEIbHON BIACTH
IIPUOCTAHABIIMBAET IIPOBEICHNUE JAaHHOTO KIIMHUYECKOTIO UCCIIEA0BAHMS U BEBIHOCHUT
MEIUIINHCKOW OpPraHu3aluy, B KOTOPOX IPOBOJNUTCS JAHHOE KIMHUYECKOE HCCIIEIOBAHNUE,
npenucanue 00 ycTpaHeHHH BBISIBIEHHBIX HapymeHui. [Ipu HeycTpaHeHHH MeTMITMHCKON
OpraHu3alyei BbISIBJICHHBIX HAPYIIEHNN B YCTAHOBJICHHBIN B IMPEAIIMCAHNN CPOK YKa3aHHBIN
(benepanbHBIN OpraH UCIOIHUTEIBHOM BIACTH IPUHUMAET PELIeHHE O PEeKpaleHHH
IIPOBEICHUS KJIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOTO IIpenapara u HalpasJIsieT B
(denepanbHBIN OpraH UCIOIHUTENBHOM BIACTH, OCYIIECTBISIOMNN (PYHKIUH 110 BBIPAOOTKE U
pean3aluy rocy1apcTBEHHON MOJUTUKU M HOPMAaTUBHO-IIPABOBOMY PETYJIMPOBAHUIO B cepe
3IpaBOOXPAHEHHUs], 3aKIIIOUYEHUE O BBISBICHUU IIPU NIPOBEACHUU JAHHOTO KIMHUYECKOTO



MCCJIEI0BAHMS HApYIICHUM TpaBul HaIJIeXKalled KIMHUYECKOW MPAaKTUKU JJISI IPUHATHS
penieHust 00 OTMEHE pa3pelIeHHs] Ha OPTaHU3aIMI0 MPOBEACHUS JAHHOTO KIIMHUYECKOTO
MCCJIEI0BAHMS C IaThl IPUHSTHUS PEIICHUS O TPUOCTAHOBICHUHU MTPOBEACHUS KIIMHUYECKOTO
MCCJICI0BAHMS JICKAPCTBEHHOTO TIperapara.

(Hactp nononHuTenbHO BKitoueHa ¢ 1 uronst 2015 rona ®enepaibHbIM 3aKOHOM OT 22 1eKadps
2014 rona N 429-@3; B pengakiiuu, BBeAeHHOH B JieiicTBUe DenepaibHbIM 3aKOHOM OT 13 uros
2015 roma N 241-D3.

9. YrionmHOMOYEeHHBIH (peiepaabHbIi OPraH UCIIOJHUTEIHFHOM BJIACTH ONMyOJIUKOBBIBACT U
pasMelaer Ha CBoeM OQUIHAILHOM caiiTe B ceTH "MHTepHeT" cooOIIeHne 0 3aBepIIeHHH,
MPUOCTAHOBIICHUU WJIM MPEKPaAIeHUH KIIMHUYECKOTO UCCIIeI0OBaHMS JIEKApCTBEHHOTO Mpernapara
JUTS. METUITUHCKOTO IPUMEHEHUS B CPOK, HE MPEBBIIIAIONINH MATH pabounx THEH CO JHS ero
MOJIyYEHUSs], B YCTAHOBJIEHHOM UM MOPSJIKE.

10. YriomHOMOYEHHBIH (heqiepaabHbIid OpraH HCIIOJHUTEIBHON BIACTH OCYIIECTBIISICT BEICHUE
peecTpa uccieaoBaTeNnei, MPOBOASIIMX UM HPOBOAUBLINX KIMHUYECKUE UCCIIET0BAHMS
JIEKAPCTBEHHBIX MPEMapaToB JJII MEIUIIMHCKOTO IPUMEHEHHS, B COOTBETCTBHUH C
YTBEPKACHHBIMU UM MPABUIAMH U Pa3MeIIaeT ero Ha CBoeM o(pUIIMaTbHOM CalTe B CETU
"HaTepHeT" B YCTAaHOBICHHOM UM TOPSIKE. Y Ka3aHHBIM PEeCTp COACPIKUT HHPOPMAITHIO,
MPEAYCMOTPEHHYIO TYHKTOM 3 4acTH 8 HACTOSIIEH CTaThU.

11. Otuet o pe3ynbpTaTax KIMHUYECKOTO UCCIIEIOBAHMS IEKAPCTBEHHOTO MIpenapara Jyist
MEIUIIMHCKOTO MPUMEHEHHS COCTABIIICTCS] OPTaHU3alMel, YKa3aHHOU B 4acTh 3 cTaThu 38
Hacrosmiero denepaabHOTO 3aKOHA, HA OCHOBAHUH 3aKII0OUYEHUN METUITMHCKUX OpraHu3aIui,
MIPOBOIMBIIIHAX 3TO MCCIIEIOBAHUE, H MTPEICTABIISACTCS B YIIOJTHOMOYCHHBIN (peIepaIbHbIN OpraH
WCITOJTHUTEIIbHON BJIACTH, BBIIABIIMMA pa3pelieHrue Ha IPOBEICHUE dTOTO UCCIICIOBAHMUS, B CPOK,
HE TPEBHIIAIONINN TPEX MECSIIECB CO JIHS €r0 3aBEePIICHHUS, TPHOCTAHOBIICHUS WUITH
MPEKpaIIeHHs, B OPSIIKE, YCTAHOBICHHOM YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OpPraHOM
HUCITIOJTHUTEILHON BIIACTH.

12. Hapyuienue npaBui HajIexKalle KIIMHUYECKOW MPaKkTUKY, Ghanbcu(UKaIUs pe3yIbTaToB
KJIIMHUYECKOT'0 MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara Jijisi MEAUIIMHCKOTO TPUMEHEHUS
BJIEKYT 3a COOOI OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOIaTENbCTBOM Poccuiickoit
denepanuu.

(Hactp B penakiuu, BBeieHHOM B neiicTBue ¢ 1 uronsg 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

13. Tlpu npoBeeHNH KIMHUYECKOTO UCCIIeI0BaHus JIEKapCTBEHHOTO Mpernapara Jjis
MEIUIIUHCKOTO IPUMEHEHHUs JOMYCKaeTcs 3a00p y MallMeHTOB OMOJIOTHYECKUX MAaTepUaAIOB
(0Opa3ibl OMOTOrHUECKUX KUIKOCTEH, TKaHEeH, CEKPETOB U MPOIYKTOB KU3HEAEATEIIbHOCTH
4eJI0BeKa, PU3UOJIOTHUECKUX U MAaTOJIOTUYECKUX BbIJIEIEHUH, Ma3KOB, COCKOOOB, CMBIBOB,
MUKpPOOPTraHU3MOB, OMOIICUITHBIN MaTepuai) 1uid ux usydenus B Poccuiickoit denepannu u
(unm) 3a mpeaenamu Poccuiickoit denepanuu.

(HacTs B pemakiuu, BBeieHHOH B feiicTBue ¢ 1 mrons 2015 rona @enepanbHBIM 3aKOHOM OT 22
nexabps 2014 roga N 429-@3.



14. Tlopsanox BBo3a B Poccuiickyro @enepanuto u BeIBO3a 3a npeaeinsl Poccuiickoit denepanun
OMOJIOrNYECKUX MAaTEPUAIOB, MTOJIyYEHHBIX ITPHU MPOBEIECHUH KIMHUYECKOTO UCCIIE0BaHMS
JIEKapCTBEHHOI'0 IIpernapara Juis MEJUIMHCKOT0 IPUMEHEHM ], YCTAHABIMBAETCS
IIpaBuTenscTBOM Poccuiickoit denepanuu.

(Hactp B penakuuu, BBeileHHOU B neiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

Cratbs 41. loroBop 0 npoBeeHUN KIUHUYECKOT0 UCCJIeI0BAHNS
JIEKAPCTBEHHOI0 Mpenapara JJsi MeIMIMHCKOTr0 NPUMeHeHUs!

1. KnuHngeckoe uccineoBaHue JIeKapcTBEHHOIO IpenapaTa Ui MEeAUIUHCKOr0 IPUMEHEHUS
IIPOBOAMTCS B COOTBETCTBUU C IOTOBOPOM O IIPOBEJAEHUM KIMHUYECKOTO UCCIIEI0BAHUS
JIEKapCTBEHHOT0 Npernapara A MEAULMHCKOIO IPUMEHEHUS, 3aKJIF0YaeMbIM MEXY
OpraHM3alMeil, Moy4nBIIEH pa3pelieHre YIIOJTHOMOYEHHOT 0 (eiepaibHOro opraHa
UCIIOJIHUTEJILHOW BJIACTH HAa OPTaHU3AIMIO POBEJCHUS TAKOTO UCCIEI0BaHMS, U MEULIMHCKOM
OpraHu3alueil, OCyeCTBIAIOMIEH IPOBEICHUE TAKOI'O UCCIIEJOBAHMSL.

2. I[OFOBOp O IMPOBCACHUHU KIIMHHUYCCKOI'O UCCIICAOBAHMA JICKAPCTBCHHOI'O IIpCIiapaTa JIJIsd
MCIUIHUHCKOI'0 MPpUMCHCHUSA JOJIKCH COACPKATD!:

1) YCJIOBUA U CPOKH TPOBCACHUA JAHHOTO UCCICJOBAHUS

2) OIIpCACIICHUC 0611_[6171 CTOUMOCTHU MPOrpaMmMbl JaHHOI'O UCCIICAOBaHHUA C YKA3daHUCM CYMMBI,
HpGI[Ha?;Ha'-IaIOHICI\/’ICfI JJI BBITIJIIAT UCCJIEA0BATCIIAM, COUCCIICAOBATCIIAM,

3) OIIpCACIICHUC (1)0pr1 MMpEACTaBJIICHUA PC3YJIbTATOB JAHHOTO UCCIICIOBAHUS B

YIIOJTHOMOYEHHBIHN (eiepalibHbIil OpraH UCIOIHUTEIbHONW BIIACTH.

Crartbs 42. DuHaHcoBoe o0ecneYyeHue KJIMHUIECKOro HCCAeJ0BAHUSA
JIEKaPCTBEHHOTI0 Mpenapara A1 MeIUIMHCKOT0 NPUMEHEHUA

®duHaHCcOBOE 00eCIICUCHNE KITMHUYECKOTO HCCIICAO0BaHUA JICKAPCTBCHHOI'O IIpCIiapaTa Ijisd
MCIUIIUHCKOI'0 MPUMEHCHUA OCYHICCTBIACTCA 3a CUCT:

1) cpencTB denepanibHOTO OOIKETA;

2) CpcACTB OpPaHI/I3aI_[I/II71, MOJIYYHUBHIUX Pa3pCIICHUC Ha OPraHU3alui0 ITPOBCACHUA JaHHOT'O
HCCIICO0BAaHUs, B COOTBCTCTBHUU C YCIOBHUAMU JOTOBOpa O €TI0 IMPOBEACHHHU,



3) MHBIX HE 3alpeIIECHHbIX 3aKOHOAaTeNbcTBOM Poccuiickoit denepalinu ICTOYHUKOB.

Crartbs 43. [IpaBa manueHToOB, Y4aCTBYHOIIHUX B KIMHUYECKOM HCCIEA0OBAHUU
JIEKAPCTBEHHOI'0 Mpenapara JJsi MeIMIMHCKOIr0 NPUMeHEeHUs!

1. Yuactne NManUEHTOB B KIMHUYCCKOM HCCICIO0OBAaHHNHU JICKAPCTBCHHOI'O IIperiapaTa AJjisd
MCIUIIUHCKOI'0 MPUMCHCHUA SABJIACTCA I[O6pOBOJIBHBIM.

2. [MarueHT WM ero 3aKOHHBIN MPECTABUTEINb JOKEH ObITh MHPOPMUPOBAH B TUCHMEHHON
dbopwme:

1) 0 JICKapCTBCHHOM IIpe€rapare Ajsd MEAULUHCKOTO MPUMCHCHHUA U CYIIIHOCTH KIIMHUYCCKOI'O
HCCIICAOBAHUS 3TOI'0 JICKAPCTBCHHOI'O ITpCIIapara,

2) 0 6e3011aCHOCTH JIEKapCTBEHHOTO Npernapara Al MEJUILIMHCKOIO IPUMEHEHUs, €ro
oku1aeMoi 3PPEKTUBHOCTH U CTETICHH PHCKA IS TAIIUEHTA;

3) 00 YCIOBUAX YUACTUA TAIUCHTA B KIIMHUYCCKOM HCCIICAOBAHUH JICKAPCTBEHHOI'O IIpCIapara
AJI1 MCAUIUHCKOTI'O ITPUMCHCHUA

4) O IICJIK Wik OeJX U NPpOAOJDKUTCIIbBHOCTH KIIMHUYCCKOI'O UCCIICA0OBAHUS JICKAPCTBCHHOI'O
npemnapara JJjis1 MCIUIUHCKOI'O IPUMCHCHHU A,

5) o necTBUAX MalMEeHTa B C1y4yae HENPeABUICHHBIX A3(P(EKTOB BIUSIHUS JEKaPCTBEHHOTIO
npenapara Juisi MEAULUHCKOrO IPUMEHEHHS Ha COCTOSTHUE €0 310POBbS;

6) 00 yCIIOBHSIX 0053aTEILHOTO CTPAaXOBAHMS KU3HU, 3/I0POBbsI MAIMEHTA;

7) O rapaHTHUAX KOH(I)I/I,ZLCHI_II/IB.JILHOCTI/I y4acCTus MaluceHTa B KIIMHUYECKOM HCCIICAOBAHNN
JICKAPCTBCHHOTO Ipriaparta JJIsd MCAUTTHUHCKOI'O IIPUMCHCHUS.

3. Jlo6poBoJIbHOE coTjlacue MalkeHTa Ha y4acTue B KIMHUYECKOM HCCIe0BaHNN
JIEKapCTBEHHOIO Mpernapara s MEIUIUHCKOr0 MPUMEHEHHS TIOATBEPKIAAETCS €r0 MOANHUCHIO
WJTU TIOJIMTKCHIO €T0 3aKOHHOTO MPEJICTABUTENST Ha MH(OOPMAITMOHHOM JIMCTKE MAIMECHTA.

4, HaI_II/ICHT WM €70 3aKOHHBIN NpEACTABUTCIIb UMCCT IIPABO OTKA34aThCA OT Y4aCTHUA B
KIIMHUYCCKOM HUCCIICAOBAHUU JICKAPCTBECHHOTO IpIriapara IAJisi MCAUIIUHCKOI'O MPUMEHCHUS Ha
000 cTauu IMpPOBCACHUSA TaKOTO UCCICIOBAHUS.



5. [IpoBeaeHNEe KIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOTO Mpernapara AJisi MEIUIIMHCKOTO
IIPUMEHEHHUS C YYaCTUEM B KQUECTBE MALMEHTOB JETEH TOMYCKAaETCs TOJIBKO C COIIACHS B
NUCbMEHHOW (hOpMe UX POJUTENICH, YyCHIHOBUTENCH. J[eTH MOTyT paccMaTpuBaThCs B KaUeCTBE
MOTEHILIMATIbHBIX MALIMEHTOB TAKOT'O UCCIIEIOBAHMS, TOJIBKO €CJIH €ro MPOBeJeHIE HEOOX0AUMO
JUTSL YKPETUICHUS 3I0POBBS AeTel Win MpoGunakTHku HHGEKIIMOHHBIX 3a00JICBaHHUH B IETCKOM
BO3pacte J100 eciu 1eJIbI0 TAKOT'O UCCIIEIOBAHMUS SBJIAETCS MOMyYEHUE TaHHBIX O HauIydIen
JIO3UPOBKE JIEKAPCTBEHHOI'0 IIpenapara Juis JIeueHus aerei. B aTux ciyyasax takomy
MCCJIE0OBAHUIO JOJKHO MPEIIECTBOBATh KIIMHUYECKOE UCCIIEI0BAHNE JIEKAPCTBEHHOTO
rpernapara Jijisi MEIUIMHCKOTO IPUMEHEHUS Ha COBEPILIEHHOJIETHUX TPAXKIaHAX, 3a
HCKIIFOUEHHEM CIIy4aeB, €CJIM UCCIEAYEMbIN JIEKapCTBEHHBIN Ipenapar Juisi MEIULIMHCKOT O
MPUMEHEHUS PEIHA3HAYEH UCKIIFOUUTENBHO JJISI HCIIOJIb30BAHUS HECOBEPLIEHHOJIETHUMH
rpakJaHaMU.

(YacTp B penakiuu, BBeIeHHOMU B feiicTBue ¢ 22 HOs0pst 2014 roga DenepanbHbBIM 3aKOHOM OT
22 okts6ps 2014 roga N 313-D3.

6. 3anpen1aeTcs1 IMPOBCACHUC KIIMHUYCCKOI'0 UCCIICAOBAHM JICKAPCTBCHHOI'O IIpcriapara Ajid
MCIAUTUHCKOI'O MPUMCEHCHUSA C YIACTUCM B KAYCCTBC MMAlITUCHTOB:

1) nereli-cupoT U eTeil, ocTaBIIUXCs 0€3 MONeUYeHUs POIUTENEH;

2) JKEHIIUH B TIEpHO]I OEPEMEHHOCTH, KEHIIUH B IEPUO]] TPYIHOT'O BCKaPMIIMBAHUSA, 32
UCKJTIOYCHHEM CIIy4aeB, €CIIU MPOBOIUTCS KIMHHYECKOE HCCIIEI0BAHUE JIEKAPCTBEHHOTO
npenapara, npeaHa3HauYeHHOTO /ISl YKa3aHHBIX JKEHIIUH, P YCIIOBUH HEOOXOIMMOCTH
nosyuyeHus: ”HGOPMaIUU TOJIBKO BO BPEMsI MPOBEACHUS COOTBETCTBYIOIINX KIMHHUECKUX
MCCJICIOBAHUM U MPUHSTUS BCEX HEOOXOIUMBIX MEp M0 UCKIIOYEHUIO PUCKA HAHECEHUSI Bpeia
JKEHIIMHE B IEpUOJ OEPEMEHHOCTH, KEHIIUHE B IEPUO TPYAHOTO BCKAPMIIMBAHHUS, IJIOY WU
pebeHky;

3) BOGHHOCITY’KaIlIUX, 32 UCKIIOUEHUEM CITy4aeB MPOBEIECHUS KIMHUYECKOTO UCCIIEI0BAHUS
JIEKapCTBEHHOTI'0 Ipernapara, ClelalbHO pa3paboTaHHOIO /Uil IPUMEHEHHUS B YCIOBUSX
BOCHHBIX JIEHCTBU, UYpe3BbIYAMHBIX CUTYyallUH, TPO(PUIAKTUKY U JIeUeHUs 3a001eBaHUH U
MOpaXEeHUH, OJyYEHHBIX B Pe3y/IbTaTe BO3JCHCTBUS HEOIArONpUATHBIX XUMUYECKHUX,
OMOJIOTHYECKHX, pauallMOHHbIX (hakTopoB. KinHUYeckoe rcciae10BaHue TaKoro
JIEKapCTBEHHOI'0 IIperapara MOXKeT IPOBOAUTHCS C yYAaCTHEM B KaueCTBE MAI[UEHTOB
BOCHHOCIYXAIIUX, 32 HCKIIFOUYEHHEM BOEHHOCTYKAIIUX, IPOXOSAIIMX BOCHHYIO CIyXO0y 110
IPU3BIBY, C COOJIIOIEHNEM TPEOOBaHUH, YCTAaHOBIEHHBIX HacTosAIMM DeepaibHbIM 3aKOHOM B
OTHOLIEHHUHU I'PaXIaHCKHX JINLL;

4) COTPYAHUKOB ITPABOOXPAHUTCIILHBIX OPTraHOB;

5) nur, OTOBIBAIOIIMX HaKa3aHUE B MECTaX JIMIIEHUS CBOOOIBI, a TAKXKE JIUII, HAXOASIIUXCS MO/
CTpa)kel B CIIEICTBEHHBIX U30JIATOPAX.

7. HOHYCKaeTCﬂ IPOBCACHUC KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOTI'O IIpeIiapara JJid
MCIUTTUHCKOI'0 MPUMCHCHU S, IPECAHA3HAYCHHOT'O JJI JICUCHUA TICUXUYCCKUX 33.60HeBaHPII>'I, C



y‘IaCTI/IeM B KAYCCTBC IMAIIUCHTOB JIUI] C IICUXUYCCKNUMHAU 3a60.H€BaHI/I$IMI/I, HpI/IBHaHHLIX
HEJIEECIIOCOOHBIMH B TIOPSJIKE, YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepanun.
Knunnueckoe ncciaegoBaHue JIEKapCTBEHHOTO Mperapara B 3TOM cllydae MPOBOAUTCS MpU
HaJMYHMH COTJIACHS B TMCbMEHHOU (DOpME 3aKOHHBIX MPEICTABUTENCH YKAa3aHHBIX JIMII.

Cratbs 44. O0s13aTe/IbHOE CTPAXOBAHME KU3HHU, 3[I0POBbS MAIHEHTA,
YUYaACTBYHOIIEr0 B KIMHUYECKOM MCCIeJ0OBAHUM JIeKAPCTBEHHOI0 NMpenapara 1Jis
MeIUIHHCKOT0 PUMeHEeHH s

1. Opranu3zanus, Noay4YuBIIas pa3pelieHrne Ha OPraHu3aluio MPOBEACHUS KIMHUYECKOTO
MCCJICIOBAHMSI JIEKAPCTBEHHOTO TIperapaTa iyl MeIUIIMHCKOTO IPUMEHEHUs, 00s13aHa B
KauyeCcTBE CTPaxoBaTellsl CTPaxoBaTh PUCK MPUUMHEHUS Bpeia )KU3HH, 3/I0POBbIO MMAlMEHTa B
pe3ynibTaTe MPOBEICHUS KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOIO Mpernapara s
MEAMIIMHCKOTO MIPUMEHEHHUS 32 CBOM CUET MyTEM 3aKIJII0UEHUS 10r0BOpa 00s3aTeIbHOTO
CTpaxoBaHMSI.

2. O0beKTOM 0053aTENLHOTO CTPAXOBaHUs SABJSETCS] UMYIIECTBEHHBIN HHTEpEC MAallUEHTa,
CBSI3aHHBIN C MPUYMHEHNUEM BpE/ia €ro KH3HH WU 3I0POBBIO B pE3yiIbTaTe MPOBEICHHUS
KJIMHUYECKOTO MCCIIeIOBAaHUS JICKAPCTBEHHOTO Mperapara JUisi MEAUIIMHCKOTO TPUMEHEHHS.

3. CTanOBLIM CJIydaceM I10 JO0TroBOpYy 0053aTeNLHOr0 CTpaxOBaHUs ABJIACTCA CMCPTh ITAIMCHTA
HJIN YXYAUICHUEC €T0 3J0POBbi, B TOM YUCJIC BJICKYIICC 3a coboit YCTAaHOBJICHUC WHBAJIMAHOCTH,
I[IpHU HAJINYUH HpH‘IHHHO-CJ’IGI{CTBCHHOﬁ CBA3U MCXKY HACTYIIJIICHUEM 3TOT'O COOBITHS U
Y4aCTHUEM MAllMCHTAa B KIIMHUYCCKOM HCCIICAOBAHNU JICKAPCTBCHHOI'O IIpcriapaTta.

4, Tpe6OBaHI/I$I 0 BOBMCHICHUH BpCa, IPUIUHCHHOI'O JKU3HU UJIK 3JOPOBLIO ITAlIUCHTA,
NPEABABIAIOTCA B TCUCHHUEC CPOKOB HCKOBOM AaBHOCTH, YCTAHOBJICHHBIX I'PAKAaAHCKUM
3aKOHOJAaTCIILCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIJIATHI IO JOTOBOPY 00s13aTEILHOTO CTpaxXoOBaHUA COCTABJISACT:

1) B ciydae cMepTH ManueHTa JBa MIJIJIMOHA pyOJiel Ha KaX/10T0 MallleHTa, y4acTBOBABILIETO B
KJIIMHAYECKOM HCCIIE0BAaHUU JIEKAPCTBEHHOTI'O IIpenapara;

2) npu yXyALIEHUH 37J0POBbs MAllUEHTA!

a) MOBJIEKIIEM 3a COO0M YCTaHOBJIEHWE UHBAIMIHOCTHU | rpynmbl, OIMH MUJTMOH MATHCOT THICSY
pyOJieil Ha KaXJ10ro MaIleHTa, ydacTBOBABIIETO B KIMHUYECKOM UCCIIEI0BAaHUH
JIEKapCTBEHHOI'O IIpernapara;



0) moBJeKIIeM 3a co00l ycTaHOBIIEHUE HHBATUIHOCTH Il rpymnmbl, ouH MUIUTMOH pyOiei Ha
KQ)KIO0r0 MalMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIICIOBAaHUU JIEKAPCTBEHHOTO
pernapara;

B) TIOBJICKIIIEM 33 COOON ycTaHOBJICHHE HHBATUAHOCTHU III rpymiibl, mATHCOT THICSAY pyOJiel Ha
Ka)XJIOTO MAIMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEA0OBAHUH JIEKAPCTBEHHOTO
npernapara;

T') HE TIOBJICKIIIEM 3a COOO0M YCTaHOBIICHUS HHBAIUTHOCTH, HE 0OJIee YeM TPHCTa ThICSY pyOmeit
Ha KaXJI0TO MAIlMeHTa, y4aCTBOBABIIIETO B KIIMHUYECKOM HCCIIEA0OBAHUH JICKAPCTBEHHOTO
npenapara, UCXo/isi U3 HOpPMaTUBOB, OTPAKAIOIINX XapPAKTEP U CTETICHb MOBPEXKACHUS 3/10POBbS,
a Taxke (DaKTUYECKH MTOHECEHHBIX MAllMEHTOM PAacXO00B, BHI3BAHHBIX ITOBPEKICHUEM 3]J0POBbSI,
Ha MEIUIMHCKYIO TTIOMOIIIb, TPUOOPETEHUE JICKAPCTBEHHBIX MPEIapaToB.

(ITonmyHKT B penakuuu, BBeAeHHOU B nerictBre ¢ 1 utonsa 2015 roga denepanbHbIM 3aKOHOM OT
22 nexabpst 2014 roga N 429-@3.

6. Yactp yrparmia cuny ¢ 1 utons 2015 roga - @enepanbubiii 3aKoH oT 22 nexadpst 2014 rona N
429-@3. .

7. Cpok noroBopa 00s3aTeIbHOTO CTPaxXOBaHUs HE MOXKET OBITH MEHEE, YEM CPOK MTPOBEACHUS
KIIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOTO MIpernapara.

8. YcioBus 10oroBopa 00s3aTeILHOTO CTPAXOBAHUS, B TOM YHCJIC CTPAXOBBIC TAPHPBI IO
00s3aTeNbHOMY CTPaXOBaHUIO, IIEPeUeHb HEOOXOANUMBIX TOKYMEHTOB JJIsl OCYIIECTBICHUS
CTPaxoBOM BHITUIATHI, TOPSAIOK YCTAHOBJICHHS CTPAaxOBaTEIeM UHINBUTYAIBHOTO
UACHTU(DUKAIIMOHHOTO KOJ1a AIlMeHTa, TOPSAI0K HH(DOPMHUPOBAHHS CTpaXxoBaTeIeM
CTPaxoBIIMKa O MIPUBJICYCHHBIX K KIMHUYECKOMY HCCIICIOBAHUIO JICKAPCTBEHHOTO IIpemnapara
JUTISL MEAUIIUHCKOTO PUMEHEHHUS MMAlIMeHTaX, TOPAIOK YIUIAThl CTPAXOBOM IPEMUH, TOPSAIOK
peanu3anuu onpeaesieHHbIX HacToAmnM DeiepaibHbIM 3aKOHOM U IPYTUMU (eepaibHbIMU
3aKOHAMH TIPaB M 00513aHHOCTEN CTOPOH MO JOTOBOPY 003aTENLHOTO CTPAXOBaHUs, a TAKKE
HOPMATHBBI, OTPAKAIOIINE XapaKTep U CTENEHb MOBPEKICHUS 3JI0POBBS, YCTAHABIMBAIOTCS
TUTIOBBIMU TIPABUIIAMHU 0053aTETFHOTO CTPaXOBAHUSI.

(YacTp B penakiuu, BBeieHHOM B feicTBue ¢ 1 urons 2015 rona @enepaibHBIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

9.B cJIydac IMpUIUMHCHUA Bpeaa KU3HU MMAlIUCHTA, YH4aCTBOBABHICT'O B KIIMHUYCCKOM
HCCIICOOBAaHUHU JICKAPCTBCHHOI'O IIpf€riapara, BI)IFO)IOHpI/IO6p€TaT€JI$IMI/I 1o 10roBopy
00513aTEILHOTO CTpaxOBaHUM ABJIAKOTCA I'paKAaHC, UMCIOIIUC ITPAaBO HAa BO3MCILCHUE BpCIa B
cJIydyac CMEPTHU KOpMUJIbIIA B COOTBETCTBHUHU C I'PpaAXAaAHCKUM 3aKOHOAATCIBCTBOM, ITPHU
OTCYTCTBUH TAKUX T'pa’XJaH - pOAUTCIIU, CYHIPYT, JC€TU YMCPIICTO MAllUCHTA, YI1aCTBOBABIICTO B
KIIMHUYCCKOM HUCCIICAOBAHNUH JICKAPCTBECHHOI'O IIpLIiapaTa, B CIy4ac CMEPTH MallUCHTA,
Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCICAOBAHUHU JICKAPCTBCHHOI'O MpCI1apara U HEC UMCBUICTO
CaMOCTOATCIIBHOI'O J0X0/Ja, - TpaXXKJAaHE, HAa MXKIMBCHHUU KOTOPBIX OH HAXOJUJICA, B OTHOIICHHUN
BO3MCIICHUA PaCcXoa0B Ha HOFpCGGHI/Ie ManucHTa, y4aCTBOBABLICTO B KIIMHUYCCKOM
HCCIICOOBAHUHU JICKAPCTBCHHOI'O IIp€Iiapara, - JIMIO, IOHCCIICC TaKUEC paCXOdbI.



10. CtpaxoBas BbIIUIaTa B CUET BO3MEILECHUS Bpela, TPUUMHEHHOTO KU3HU MaIlUEHTa,
YYacTBOBABIIETO B KIIMHMYECKOM HCCIICIOBAHNUHU JICKAPCTBEHHOTO TIpenapara, pacipeaesseTcs
MEX]Iy BBITOJIOTPUOOPETATENIMU POTOPIIMOHATHFHO UX KOJTUYECTBY B PABHBIX JOJISX.

11. ITpu HacTyIJIEHUN CTPAXOBOIO CIy4yas MalUEHT, yYaCTBOBABIINI B KIIMHUYECKOM
WCCJICIOBAHHUH JIEKAPCTBCHHOTO TIPeTapara, BEITOI0IPHOOPETATENh BIPABE MPEIbIBUTH
HEINOCPEJICTBEHHO CTPaXOBUIMKY TpeOOBaHUE O BO3ZMEUICHUH MPUYUHEHHOTr0 Bpeaa. CTpaxoBas
BBITIJIATa OCYIIECTBIISIETCS CTPAXOBUIMKOM B TE€UEHUE TPUALIATU JTHEH CO JIHA MPEACTaBICHUS
HEOOXOUMBIX JTOKYMEHTOB. [lalienT, yuacTBOBaBIIMIA B KIMHUYECKOM HCCIIEIOBAaHUH
JICKapCTBEHHOTO TIperiapara, WK BRITOAONPHOOPETATENb 00s13aH COOOITUTH CTPAXOBIIHUKY IS
OCYIIECTBIICHUS] CTPAXOBOM BBIILJIATHl MHAUBUIYAIbHbIN HASHTU(PUKAMOHHBIN KO/ TAI[UEHTA,
YCTaHOBJICHHBIN CTPaXOBaTEIEeM B COOTBETCTBUHU C THIIOBBIMHU MPaBUIAMH 00SI3aTEIILHOTO
CTpPaxOBaHMS.

12. JTo moyHOTO OmpeAeseHus pa3Mepa MoIekKAIIero BOSMEIICHUIO Bpeia CTPAXOBIIHUK 110
3asIBJICHUIO MAI[MECHTA, YYaCTBOBABIIECTO B KIIMHUYECKOM HCCIICIOBAHUH JIGKAPCTBEHHOTO
nperapara, Wid 3asBJICHUIO BBITOJJONPHUOOPETATENS BIIPABE OCYIICCTBUTH YacTh CTPAXOBOM
BBIIJIATHI, COOTBETCTBYIOIIYIO (PAKTHUYECKH ONPEACICHHON YaCTh NPUIMHEHHOTO Bpe/a.

13. CTanOBaﬂ BbIIIJIaTa B COOTBCTCTBHUU C JOTI'OBOPOM 00513aTeNBLHOr0 CTpaxoBaHUA
OCYHICCTBIACTCA HE3AaBUCUMO OT BBITLIAT, IPUYUTAOIINXCA IO APYTUM BHUAaM CTPAXOBaHUA.

14. He nomyckaeTcs yyacTHe NallMeHTa B MPOBEACHUN KIIMHUYECKOTO UCCIICIOBAHUS
JIEKapCTBEHHOTO Mpernapara npu OTCYTCTBUH JIOTOBOpa 0053aTEIbHOTO CTPAaXOBAHUSL.

15. KoHTposIb 32 NCIIOJTHEHWEM OpraHU3aluel, IOIYYUBILIEH pa3pelIeHIe Ha OpraHU3aL1io
IPOBEJCHUS KIMHUYECKOr0 MCCIIe0BaHus JIEKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO
NPUMEHEHHs, YCTAaHOBJIEHHON HAacTOsIIEeH cTaThbel 0053aHHOCTH 110 00s13aT€IbHOMY
CTPaxOBaHMIO JKU3HU, 3I0POBBS MAIMEHTa, yJaCTBYIONIETO (Y4acTBOBABILEr0) B KIMHUYECKOM
UCCIIEIOBAaHUHM JIEKAPCTBEHHOTO Mperapara, OCYIIEeCTBISIETCS YIOJTHOMOUYSHHBIM (peepanbHbIM
OpraHOM HCIOJHUTENBbHOM BJIACTH, BHIAABIINM pa3pellieHUue Ha TPOBEICHUE KIMHUUECKUX
MCCIJIEOBAHNM JIEKAPCTBEHHBIX MTPENAPATOB ISl MEIULIMHCKOTO IIPUMEHEHHUS.

(Cratbs B pegakuuu, BBeieHHOH B efictBue ¢ 1 ssHBaps 2011 roga denepalibHbIM 3aKOHOM OT
29 Hos6ps1 2010 roma N 313-D3.

I'naBa 8. [Ipou3BoACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX
cpeactB (ctatbm 45 - 46)

Cratbs 45. I[Ipou3BoACTBO JIeKAPCTBEHHBIX CPEICTB

1. ITpou3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB JIOJIKHO COOTBETCTBOBATH TPEOOBAaHUSAM MPABUI
HaJJIexaliel Ipou3BOJCTBEHHON IPAKTHKH, YTBEPKICHHBIM YITOJIHOMOUYEHHBIM (e/iepalibHbIM
OpraHOM MCHOJHUTENBbHON BiIacTu. OcoOOEHHOCTH Mepexoia MPOU3BOICTBA OTAEIbHBIX



JICKaPCTBEHHBIX CPEJICTB K UX MPOU3BOJCTBY B COOTBETCTBHH C TPEOOBAHHSIMH MTPABUIT
HaJIJIexKauen Nporu3BOACTBEHHON MPaKTUKK ycTaHaBiuBaroTcsa [IpaButensctBom Poccuiickoi
Oenepannn. Briiaya 3akiI04eHUI O COOTBETCTBUU IPOU3BOAUTEIS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM TTPaBUJI HAJICKAIICH MPOU3BOICTBEHHON MTPAKTUKHU OCYIIIECTBIISAETCS 110
pe3ynbTaTaM MHCIEKTUPOBAHUS MMPOU3BOIUTENCH JIEKAPCTBEHHBIX CPEICTB B MOPSJIKE,
yctanoBiieHHOM [IpaButensctBoM Poccuiickoit @eaepanuu. Pazmep miatel 3a Belaavy
3aKJIFOUYEHHUS O COOTBETCTBUH MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM MPABUII
HaJiJIeXKalen Mpor3BOACTBEHHOM MPaKkTUKU ycTaHaBiuBaercs [IpaBurensctBoMm Poccuiickoit
Oepnepannu. [Topsaaok opraau3anyy U NPOBEACHUSA HHCIIEKTUPOBAHMS IIPOU3BOIUTEICH
JIEKapCTBEHHBIX CPEJICTB Ha COOTBETCTBHE TPEOOBAHMAM IIPABUI HAIJICKAIIICH
IIPOU3BOJCTBEHHOM NPAKTUKU ycTaHaBiauBaercs [IpasurensctBoM Poccniickoit denepanuu.
(HacTp B pemakiuu, BBeIeHHOHU B feiicTBre ¢ 25 utoHs 2012 rona denepaibHBIM 3aKOHOM OT 25
utons 2012 roga N 93-D3; B pegakiuu, BBEACHHOH B nelicTBue ¢ 22 HOos0ps 2014 roga
®denepanbHbIM 3aKOHOM OT 22 okTsA0ps 2014 rona N 313-D3; B penakiuu, BBEACHHON B
neiictBue ¢ 1 utons 2015 roga @enepanbHbM 3akoHOM 0T 22 nekadps 2014 rona N 429-D3.

2. [IpousBocTBO NeKapcTBEHHBIX cpeAcTB B Poccuiickoit denepanuu ocymiecTBaseTcs
MIPOU3BOUTEISIMU JICKAPCTBEHHBIX CPEICTB, UMEIOITUMU JIUIICH3UIO Ha TIPOU3BOJICTBO
JIEKapCTBEHHBIX CpecTB. [loATBEpIKIeHNE COOTBETCTBUS JTUIICH3MATA ITPABUIIaM HaJyIeKaIeh
MPOU3BOJICTBEHHOMN MPAKTUKU OCYIIECTBIIACTCS B PAMKaX JIMIICH3MOHHOTO KOHTPOJIS B
COOTBETCTBUHU C 3aKOHOJaTeNnbCTBOM Poccuiickoit denepanuu ¢ yaeToM 0cOOEHHOCTENH,
YKa3aHHBIX B 4acTH | HACTOsIIEH CTaThH.

(YacTp B pemakiuu, BBeIeHHOH B fieiicTBrE ¢ 22 HOs0pst 2014 roga DeaepanbHBIM 3aKOHOM OT
22 oktsa0ps 2014 rona N 313-D3; B penakuuu, BBeACHHOM B AeiicTBue ¢ | utomnst 2015 roxa
®denepanbHBIM 3aK0HOM OT 22 fekadps 2014 roma N 429-D3.

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPENICTB OCYIIECTBISIETCS C COOTIOIEHUEM TPeOOBaHUI
MIPOMBINIJICHHOTO PETJIAMEHTa, KOTOPBIN YTBEP:KIAETCSI pYKOBOIUTEIEM TPOU3BOIUTEINS
JIEKaPCTBEHHBIX CPEJICTB U BKIIIOYAET B CeOsI MepeUeHb UCTIOIB3YEMBIX (hapMalleBTUUECKUX
CyOCTaHIIMIl U BCTIOMOTATENbHBIX BEIIECTB ¢ YKa3aHUEM KOJIMUYECTBA KaXI0TO U3 HUX, JaHHbBIE
00 ucnop3yeMoM 000pyOBAHNUHU, OTIMCAHNE TEXHOJIOTUYECKOTO MPOIIecca U METOA0B KOHTPOJIS
Ha BCEX 3Tanax MpOU3BOJICTBA JEKAPCTBEHHBIX CPEICTB.

4. ITpu npou3BOJICTBE JIEKAPCTBEHHBIX CPEACTB UCIOIb3YIOTCS (papMalleBTUYECKHE CyOCTaHIUH,
BKJIFOUEHHBIE B TOCY/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB, 32 UCKIIOUEHUEM
(bapMaleBTUYECKHX CYOCTaHIMH, TIPOU3BOIUMBIX I IPOBEAECHUS KIMHUYECKUX UCCIIEI0BAaHUHI
u a1 skcnopta. K npoueccy npousBosacTsa (hapmMaleBTHUECKON CyOCTaHIIMM OTHOCSATCS JII0ObIe
CTaJInY TEXHOJIOTMYECKOTO MPOLECCA, TO3BOJIAIOIINE MOIYUYUTh TOTOBBIN MPOAYKT,
COOTBETCTBYIOIUN TpeOOBaHUIM (papMaKoNeiHON CTaTbH, B TOM YuCie (pepMeHTalus,
DKCTPAKIMS, OYMCTKA, BBIIEIECHUE, IEPEKPUCTAIUIN3ALINS, BEICYIIMBAHUE, N3MEIbYCHHUE.

(HacTp B pemakiuu, BBeieHHOH B feiicTBue ¢ 1 mrons 2015 rona @enepanbHBIM 3aKOHOM OT 22
nexabps 2014 roga N 429-D3.

4 1. IlepedeHs JIeKapCTBEHHBIX IPENAPATOB JUIsI MEAUIIMHCKOTO IPUMEHEHHUS], B OTHOILIEHUH
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBAaHUS K 00BEMY Taphl, YIIAKOBKE U KOMILJIEKTHOCTH, TIepeueHb
JIEKAPCTBEHHBIX MPENAPATOB JJI1 BETEPUHAPHOTO IPUMEHEHUS, B OTHOILIEHUN KOTOPBIX
yCTaHaBJIMBAIOTCS TpeOOBaHUS K 00BEMY Taphl, a TaKKe TPeOOBaHUS K 00bEMY Taphbl, YITaKOBKE
Y KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MPENapaToB JJIsl MEIULIMHCKOIO IPUMEHEHUs!, TpeOOBaHUS K



00BeMY Tapbl JICKAPCTBEHHBIX MIPETApaToOB IS BETEPHUHAPHOTO MPUMEHEHHSI OMIPEIEISIFOTCS
COOTBETCTBYIOIIMMH YITOJTHOMOUYEHHBIMU (he/IepaIbHBIMUA OpTaHaMH UCTIOTHUTEIHPHOM BJIACTH B
nopsiike, ycraHosiueHHoM IIpaBurensctBom Poccuiickoit @enepannn.

(HacTp ponoaHuTENbHO BKiIoYeHa ¢ 1 utonsa 2015 roga denepanbHbIM 3aKOHOM OT 22 nekadps
2014 rona N 429-®03; B penakiuu, BBeJIcHHOH B feiicTBue ¢ 15 nexadps 2015 roxa
®denepanbHbIM 3aK0HOM OT 14 nexadps 2015 roma N 374-D3.

4 2. OpraHuzaiyu, OCyIIeCTBISIONINE TIPOU3BOCTBO (hapMaIleBTHUECKON CYOCTaHIIMN CITUPTa
STUIJIOBOTO (3TaHOJIa) JIsl MPOU3BOICTBA CIUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IIPENapaToB,
00s13aHbl OCYILECTBIATh YUET U AEKIAPUPOBAHUE B OPSAJKE, YCTAHOBIEHHOM CcTaThiMu § 1 14
®denepanbHOro 3aKoHa ot 22 Hos0psa 1995 roma N 171-@3 "O rocyaapcTBeHHOM
pEryJIMpOBaHUH MTPOU3BOJICTBA M 00OPOTA ATHIIOBOTO CIIUPTA, AJIKOTOJILHOUN U
CIUPTOCOAEpKaAIIeH MPOIYKIIMU U 00 OrpaHUYEHUU OTPEOICHUS (PACTIUTHSI) AIKOTOJIBHOM
IpoayKIMu'".

(HacTp nonoaHuTeNnbHO BKItOYeHa ¢ 1 ssHBaps 2017 roga denepaibHbIM 3aKOHOM OT 3 HUIOJIS
2016 roma N 261-D3)

5. 3anpermaercst MPOU3BOICTBO:

1) JICKAPCTBCHHLIX CPCACTB, HC BKIIFOYCHHBIX B FOCYI[apCTBCHHBII‘/JI peeCTp JICKAPCTBCHHBIX
CpCACTB, 3a UCKIIIOYCHUEM JICKAPCTBCHHBIX CPCACTB, IIPOU3BOJUMBIX IJIsA IPOBCACHUS
KIIMHHUYCCKHUX I/ICCJ'IG,Z[OBaHI/Iﬁ " UIA 9KCIIOpTa,

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;

3) JICKApCTBCHHBIX CPCACTB oe3 JIMIICH3UU Ha ITPOU3BOACTBO JICKAPCTBCHHLIX CPCACTB,

4) JICKAPCTBCHHBIX CPEACTB C HAPYHICHUCM IIPABUII OPraHU3alluU IIPOU3BOACTBA U KOHTPOJIA
KaueCTBa JICKAPCTBCHHBIX CPEACTB.

6. [Tpu BBOJIE TIEKAPCTBEHHBIX CPEACTB B IPAKIAHCKUN 000OPOT YIIOJTHOMOYEHHOE JTUIIO
MIPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIET MMOTBEPKIACHUE COOTBETCTBUS
JIEKapPCTBEHHBIX CPE/ICTB TPEOOBAHUAM, YCTAHOBICHHBIM IIPHU WX TOCYAAPCTBEHHOMN
pETUCTpaIiH, U TAPAHTUPYET, UYTO JICKAPCTBEHHBIE CPECTBA MTPOU3BEICHBI B COOTBETCTBHUH C
TpeOOBaHUSMU MPABUIT HAa/IJIEKAIEH MPOU3BOICTBEHHOMN MPAKTUKH.

(HacTp B penakiuu, BBeieHHOM B feiicTBue ¢ 1 urons 2015 rona @enepaibHBIM 3aKOHOM OT 22
nexadbps 2014 roma N 429-03.

7. YIOITHOMOUYEHHBIM JIUIIOM MPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB SABISETCS €ro paboTHHUK,
aTTECTOBAHHBIN B YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (he/iepaabHbIM OPraHOM HMCIOJHUTEIBHON
BJIACTH MOPSJIKE U UMEIOIINNA CTaXX pabOThl HE MEHee YeM ISTh JIeT B 00J1aCTH MPOU3BOCTBA U
(unM) KOHTPOJIS Ka4ecTBAa JIEKaPCTBEHHBIX CPEJICTB, BhICIIEE 00pa30BaHNE COOTBETCTBEHHO IO
OJTHOW M3 CrielMaIbHOCTEH U (MJIM) OTHOMY U3 HalpaBJIeHUN MOJATOTOBKU: OUOJIOTHS,
OMOTEXHOJIOI |, BETepUHApHS, KIMHUYECKas MEAUIINHA, pallalliOHHAs, XUMUYECKasi U



Omosnoruveckas 3amura, papmanus, GyHIaMeHTaAIbHAS MEAUIIMHA, XHMHYECKask TEXHOJIOTHS,
XHMUS.

(YacTp B penakiuu, BBeJIeHHOMU B feiicTBue ¢ 22 HOsi0pst 2014 roga DenepanbHbBIM 3aKOHOM OT
22 okts6ps 2014 roga N 313-D3.

8. Ilpon3BoauTENH JIEKAPCTBEHHBIX CPEACTB MOT'YT OCYILECTBIIATH POJAXKY JEKAPCTBEHHBIX
CPEICTB WIX NIEPEIaBaTh UX B YCTAHOBJIEHHOM 3aKOHOaTeNnbcTBOM Poccuniickont Penepanyu
HOpsIIKE:

1) IpyruM mpoM3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB IS TPOU3BOJICTBA JICKAPCTBEHHBIX
CPEJCTB;

2) opraHu3anysaM ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AIlITCUYHBIM OpraHu3aluiaM, BETCPUHAPHBIM AlITCUHBIM OpPraHUu3alusaM, MHAUBUAYaJIbHbIM
npeanpruHuMaTeIsAM, MMCIOIUM JIMICH3WIO HA q)apMaIleBTI/ILIGCKyIO JACATCIIbHOCTD UJIN
JIMICH3UI0 Ha MCOAUIUHCKYIO JCATCIbHOCTD;

4) HAyYHO-UCCIIEIOBATEIHLCKUM OPTaHU3AIUAM JIJIs1 HAyYHO-MCCIIeI0BATEIbCKOM PaObOTHI;

5) MCIUIMHCKUM OpraHu3alviM U BETCPUHAPHBIM OPraHU3alusaM;

6) OopraHu3alusaM, OCYIICCTBIIAOIIUM PA3BEACHNUEC, BbIpAIIUBAHNE U COACPKAHNC JKUBOTHBIX.

CraTbs 46. MapkupoBKa J1eKAPCTBEHHBIX CPEACTB

1. HeKapCTBCHHI)IG nmpenaparkl, 3a HCKIIIOYCHHUEM JICKAPCTBCHHBIX ITPEIapaToB, U3TOTOBJICHHBIX
AIlITCYHBIMU OpraHU3alUAMU, BETCPUHAPHBIMU AlITCYHBIMU OpTraHU3alWsIMU, NHINBUAYAaJIbHBIMU
npeaAnpruHUMaTCIAMU, UMCIOIIIMMHU JIUICH3WIO HAa q)apMaIIGBTI/ILIeCKYIO JACATCIIbHOCTD, JOJIXKHBI
MoCTymnarhb B 06pameHI/Ie, CCJIN:

1) Ha UX MEepPBUYHOMN YIaKOBKE (32 UCKIIOUEHHEM MEPBUYHON YIAKOBKH JIEKAPCTBEHHBIX
pPacTUTEIBHBIX MPENapaToB) XOPOIIO YNTAEMBIM HIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHBI
HAauMEHOBAHME JIEKaPCTBEHHOTO Mpernapara (M IyHapoIHOE HENTaTEHTOBAHHOE, UITN
TPYNIUPOBOYHOE, UM XUMUYECKOE, HJIM TOPrOBOe HaUMEHOBAaHKE), HOMEP CepuH, J1aTa
BBINTyCKa (111 UMMYHOOHOJIOTMYECKHX JIEKAPCTBEHHBIX MPENapaToB), CPOK T'OJHOCTH,
JIO3UPOBKA UM KOHILIEHTpPAalUs, 00beM, aKTUBHOCTh B €IMHULIAX JIEHCTBUS WA KOJIMYECTBO J103;
(ITynkT B penakiuu, BBeJIeHHOH B feiicTBue ¢ 26 okta6ps 2010 rona denepaibHbIM 3aKOHOM OT
11 oxtsa6ps 2010 roma N 271-D3; B penakiuu, BBeIcHHOHN B feiicTBue ¢ 1 uromns 2015 rona
®enepalbHBIM 3aKOHOM OT 22 nekadbps 2014 roma N 429-03.



2) Ha UX BTOPUYHOU (TIOTPEOUTENBCKOI) YITAKOBKE XOPOIIIO YATAEMBIM IMIPU(TOM Ha PyCCKOM
A3bIKE YKa3aHbl HAMMEHOBAHUE JIEKAPCTBEHHOTO Mpenapara (MeKIyHapoIHOe
HEMaTeHTOBAHHOE, WJIU TPYIIIUPOBOYHOE, HJIM XUMUYECKOE U TOPIrOBOE HAUMEHOBAHMS),
HAaUMEHOBAaHUE MTPOU3BOUTES JIEKAPCTBEHHOTO Mpenapara, HOMEp CepHH, JaTa BbITycKa (11
UMMYHOOHMOJIOTHYECKHX JICKAPCTBEHHBIX MIPEIapaToB), HOMEP PETUCTPAIMOHHOTO
YIIOCTOBEPEHUSI, CPOK TOJAHOCTH, CIIOCOO MPUMEHEHHS, TO3UPOBKA UM KOHILIEHTpAIHs, 00beM,
AKTUBHOCTH B CIMHUIAX JCHCTBUS IMOO KOJIMYECTBO /103 B YIIAKOBKE, JICKaPCTBEHHAs (hopma,
YCIIOBUS OTITYCKA, YCIOBUS XpaHEHUs, IPeaylpeaUTeIbHbIe HAAUCH.

(ITyskT B pemakiiuy, BBeJIeHHOH B feiictBue ¢ 26 oktaops 2010 rona denepaibHbIM 3aKOHOM OT
11 oxtsa6ps 2010 roma N 271-D3; B penakiuu, BBeIcHHOH B aeiictBue ¢ 1 urons 2015 rona
®enepabHBIM 3aKOHOM OT 22 nekadbpst 2014 roma N 429-03.

2. ®dapManeBTHUECKUE CYOCTaHIIUU JOJDKHBI IIOCTYNaTh B 0OpaIeHue, €ClIM Ha UX IEPBUIHOM
YITAKOBKE XOPOIIO YUTAEMBIM MIPUPTOM Ha PYCCKOM SI3bIKE YKa3aHbl HANMCHOBAHUE
(dapmareBTHUeCKON CyOCTaHIIMH (MEXIyHAPOHOE HEMAaTCHTOBAaHHOE, WU TPYIITUPOBOYHOE,
WJIM XUMHYECKOE U TOPTOBOE HAMMEHOBAHUs), HAMMEHOBAHUE TTPOU3BOIUTEIIS
dbapmalieBTUUECKOM cyOCTaHIINK, HOMEP CEpUU U J]aTa U3TOTOBIICHUS, KOIMYECTBO B YIIAKOBKE U
€IMHUIIBI U3MEPEHUS KOJMYECTBA, CPOK TOJIHOCTH U YCIIOBUS XPAHCHHUSI.

(YacTp B penakiuu, BBeieHHOU B fieiicTBre ¢ 1 uroms 2015 romga denepaibHBIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

3. .HeKapCTBeHHBIe CpeacTBa B KA4Y€CTBE CbHIBOPOTOK JOJI?KHBI ITIOCTYIIATh B 06pameHHe C
YKa3aHHuEM JXKUBOTHOI'O, U3 KPOBH, I1JIa3Mbl KPOBH, OPraHOB U TKaHEH KOTOPOIro OHHU IIOJIYUCHBI.

4. Ha BropuuHyto (HOTPEOUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOJIYYCHHBIX U3
KPOBH, IJIa3Mbl KPOBU, OPraHOB U TKaHEW 4eloBeKa, 10JDKHA HAHOCUThCS HaJlUCh: "AHTUTENA K
B1Y-1, BUY-2, k Bupycy renatuta C 1 IOBEpXHOCTHBIN aHTUTEH BUpYyca renarura B
OTCYTCTBYIOT".

5. Ha nepBrYHYIO yaKOBKY M BTOPHUHYIO (MIOTPEOUTENBCKYIO) YITaKOBKY
panuodapmManeBTHUECKUX JIEKAPCTBEHHBIX CPEJCTB JJOKEH HAHOCUTHCS 3HAK paiiallMOHHON
OIaCHOCTH.

6. Ha BropuuHyto (HOTpeOUTENbCKYI0) YIIAKOBKY FOMEONAaTHUYECKUX JIEKApCTBEHHBIX
IIpenapaToB JOJKHA HAHOCUTbCS Haanuch: "['oMeonarnyeckuit”.

7. Ha BTOpHUHYIO (IOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTEIbHBIX MTPEMapaToB
JI0JIKHA HAHOCUTBCS Haanuch: "[Ipoaykius npouia paaualluOHHbIA KOHTPOJIb' .

8. Ha mepBuYHYIO yIakoBKY (€ClIH sl 3TOTO CYIIECTBYET TEXHUYECKAst BO3SMOXKHOCTD) U
BTOPUYHYIO (MOTPEOUTETHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX MIPENapaToB, MpeJHa3HAYCHHBIX IS
KJIMHUYECKUX HUCCIICAOBAHMUMN, O KHA HAHOCUTHCS HAAMKUCK: " {719 KITMHUYECKUX
HCCICO0BaHUN".

(HacTp B penakiuu, BBeieHHOHU B feiicTBre ¢ 1 mrons 2015 rona denepanbHBIM 3aKOHOM OT 22



neka0pst 2014 rona N 429-03.

9. YnakoBKa JI€KapCTBEHHBIX CPEJCTB, IPEJHA3HAYEHHBIX NCKIIOYUTEIBHO VIl KCIIOPTa,
MapKHUPYETCsl B COOTBETCTBUU C TPEOOBAHUSMH CTPAHBI-UMIIOPTEPA.

10. Ha TpancriopTHyIO Tapy, KOTOpas He MpeHa3HavYeHa It TOTpeOuTeNeii 1 B KOTOPYIO
MOMEIIEHO JICKAPCTBEHHOE CPEACTBO, JOJKHA HAHOCUTHCS WH(GOPMAIIUsI O HANMEHOBAHHH,
CEepUH JICKaPCTBEHHOTO CPEJICTBA, JIATE BBIMYCKA, KOJMYECTBE BTOPUYHBIX (TOTPEOUTEIIHCKUX )
YIIaKOBOK JIEKAPCTBEHHOT'O CPEACTBA, POU3BOUTENE JIEKAPCTBEHHOTO CPEJICTBA C yKa3aHHEM
HAaMMEHOBAHUS U MECTOHAXOXKICHHSI TPOU3BOIUTEIS JIGKAPCTBEHHOTO CPECTBA (aIpec, B TOM
YuClie CTpaHa U (WJIKM) MECTO MPOU3BO/ICTBA JIEKAPCTBEHHOT'O CPEJICTBA), @ TAKKE O CPOKE
TOJTHOCTH JICKQPCTBEHHOTO CPEIICTBA U 00 YCIOBUSIX €ro XpaHEHUS U NEPEBO3KU, HEOOXOIMMBIC
HNpeaynpeauTeIbHbIEC HAAMUCH U MAHUITYJIITOPHBIE 3HAKH.

11. Ha mepBU4YHYIO YIaKOBKY ¥ BTOPUYHYIO (TOTPEOUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX
CPEZACTB Il BETEPUHAPHOI'O IPUMEHEHHUS JOJKHA HAHOCUTBCS HAANUCh: "l BeTepMHApHOT O
npuUMeHeHus".

12. Ha BTOpHYHY!O (IOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO IIperapaTa HaHOCUTCS
LITPUXOBOH KOJ.

I'naBa 9. BBo3 JiekapcTBEHHbIX cpeaAcTB B Poccuiickyro
degepanuio U BbIBO3 JIEKAPCTBEHHBIX CPEICTB U3
Poccuiickoun Denepauuu

(HanmeHoBaHue riaBbl B pelakiiy, BBeIeHHOU B feiicTBue ¢ 7 stuBapsa 2012 rona
®denepanbHBIM 3aK0HOM OT 6 nekadps 2011 roga N 409-D3.

Cratbs 47. [lopsiiok BB03a JieKapCcTBEHHBIX cpeacTB B Poccuiickyo ®denepanuio
U BBIB032 JIEKapPCTBEHHBIX cpeaAcTB 3 Poccuiickoin Pegepanun

(HammenoBanue B peakiiuu, BBeIeHHOU B fieiicTBue ¢ 7 stHBapst 2012 rona denepanbHbIM
3aK0HOM OT 6 nekadps 2011 roga N 409-D3.

1. BB03 nexapcTBeHHBIX cpeACcTB B Poccniickyro denepannio OCyIeCTBISIETCS B TOPSIIIKE,
ycranosiieHHOM [IpaBurensctBoM Poccuniickoit denepanuu, B COOTBETCTBUU C TAMOKEHHBIM
3aKOHOAATEILCTBOM TamokeHHOTro coro3a B pamkax EBpA3DC (nanee - TamoxeHHBIN COI03) U
(unm) 3aKoHOATENHLCTBOM Poccuiickoit denepanivy 0 TaMOKEHHOM JIeIe.

(Hactp B penakuuu, BBeleHHOM B feiicTBue ¢ 7 stHBapsa 2012 roga denepanbHbIM 3aKOHOM OT 6
nexabps 2011 roga N 409-D3.

2. Bo3umsble B Poccuiickyio @enepanuio JeKapCTBEHHbIE CPEICTBA JOKHBI ObITh BKIIOYEHBI B
rOCY/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB.



(HacTp B penakuuu, BBeieHHOM B feiictBue ¢ 7 stHuBaps 2012 rona denepalibHbIM 3aKOHOM OT 6
nekabpst 2011 roma N 409-D3.

3. Homyckaetcs BBo3 B Pocculickyro ®enepanyto KOHKPETHON MApTUH 3aPETUCTPUPOBAHHBIX U
(MM) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEAHAa3HAYECHHBIX /7S IPOBEACHUS
KJIIMHUYECKUX MCCIIEJOBAaHUM JIEKaPCTBEHHBIX IIPENApaTOB, IPOBEIECHUS IKCIEPTU3BI
JIEKaPCTBEHHBIX CPENCTB Ul OCYLIECTBIICHUS TOCYIaPCTBEHHON PErUCTPALlUU JIEKAPCTBEHHBIX
[IPENapaToB WM JUIs OKAa3aHUs MEIULIMHCKOM IOMOIIM 110 KU3HEHHBIM [TOKa3aHUsAM
KOHKPETHOI'O ITAallUCHTAa HA OCHOBAHUU Pa3pELICHHUS, BBIIAHHOTO YITOJIHOMOUYEHHBIM
(denepaabHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH I10 3asiBIICHUSM JIHII, YKa3aHHBIX B CTaThe 48
Hactosamero denepanpHoro 3akoHa. PaccMoTpeHue Takoro 3asBICHUs U IPUHATHE PEILEHUS O
BbIJIay€ pa3pelleHNs Ha BBO3 KOHKPETHON apTUU 3apErUCTPUPOBAHHBIX U (WIIN)
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB, IPEIHA3HAYCHHBIX U1l IPOBEICHUS
KJIIMHUYECKUX UCCIIEJOBAaHUN JIEKaPCTBEHHBIX IIPENAPATOB, IPOBEACHUS IKCIIEPTU3I
JIEKapPCTBEHHBIX CPENCTB Ul OCYLIECTBIICHUS TOCYIapCTBEHHON PErUCTPALlUU JIEKAPCTBEHHBIX
[IPENnapaToB WM JUIs OKa3aHUs MEIULMHCKON OMOIIHU MO YKU3HEHHBIM [T0Ka3aHUAM
KOHKPETHOI'0 NanueHTa 1100 00 0TKa3e B BblJJau€ YKa3aHHOT'O pa3peLlieHns IPOU3BOISATCS B
CPOK, HE MPEBbIIAONUHN NATH padounx AHel. [1nara 3a BbIauy yKka3aHHOTO pa3pelieHus He
B3MMAacTCA.

(Hactpb B penakuuu, BBeJileHHOM B feiicTBue ¢ 7 stHBapsa 2012 roga denepanbHbIM 3aKOHOM OT 6
nekabps 2011 roma N 409-D3.

4. B Poccuiickyto ®enepaliiio MOKHO BBO3UTb JIEKAPCTBEHHBIE CPEACTBA, KAUECTBO KOTOPHIX
HOJTBEPKIEHO CEPTUPHUKATOM POU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, YAOCTOBEPSIOIIUM
COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB TPeOOBaHUAM (papMaKONeHHbIX cTaTell Inbo
B CJlyyae UX OTCYTCTBUS HOPMATHBHOM JJOKYMEHTAIMH WM HOPMATUBHOT'O JJOKYMEHTA.

(Hactp B penakuuu, BBeJileHHOM B feiicTBue ¢ 7 stuBaps 2012 roga denepanbHbIM 3aKOHOM OT 6
nekabps 2011 roma N 409-D3.

5. 3ampentaercs BBo3 B Poccuiickyto denepanuio GpanbcupuunpoBaHHBIX JEKapCTBEHHBIX
CPEJICTB, HETOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTPa(aKTHBIX JIEKapCTBEHHBIX
CPEJICTB.

(Hactp B penakuuu, BBeileHHOU B feiicTBue ¢ 7 stuBaps 2012 roga denepanbHbIM 3aKOHOM OT 6
nekabps 2011 roma N 409-D3.

6. @anbcuduIMpPOBaHHBIE JIEKAPCTBEHHBIE CPEICTBA, HEAOOPOKAYECTBEHHBIE JIEKAPCTBEHHBIC
Cpe/CTBa MOJIEXKAT UIBATUIO U MOCIENYIOLEMY YHUUTOXEHHUIO WU BbIBO3Y U3 Poccuiickoi
®denepannn, KOHTpa(aKTHBIEC JIEKAPCTBEHHBIE CPEICTBA - UIBATHIO U MOCIEAYIOMEMY
YHHUTOXKEHHUI0. Y HUUTOXKEHHE WK BbIBO3 U3 Poccuiickoii @enepanuu GpanbcuuimpoBaHHbBIX
JIEKapCTBEHHBIX CPEJICTB, HEJJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPa(aKTHBIX
JIEKAPCTBEHHBIX CPEJICTB OCYILECTBIISECTCA 3a CUET JUIA, OCYIIECTBUBILIErO UX BBO3. [lopsaok
YHUYTOXXEHUS U3BATHIX (HaTbCU(PUITUIPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB,
HEI0OPOKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPENICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB
ycranaBinuBaercs [IpasurensctBom Poccniickoit denepanun.

(Hactp B penakiuu, BBeIeHHOU B feiicTBue ¢ 7 stHBaps 2012 roga denepaibHBIM 3aKOHOM OT 6
nekadpst 2011 roma N 409-D3.



7. JIuna, ocymectisomniie BBo3 B Poccuiickyio @eneparuio GpanbCupupoBaHHbIX
JIEKapCTBEHHBIX CPEJICTB, HEJJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPa(haKTHBIX
JIEKAPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C TAMOXEHHBIM
3aKOHOJIaTeILCTBOM TaMOXKEHHOTO COr03a U (M) 3aKOHOIATEhCTBOM Poccuiickoit denepanun
0 TaMOXKCHHOM JICIIC.

(HacTp B pemakiuu, BBeIeHHOH B feiicTBue ¢ 7 stHBaps 2012 rona denepaibHBIM 3aKOHOM OT 6
nekadpst 2011 roga N 409-03.

8. BbIBO3 n1ekapcTBEHHBIX cpencTB U3 Poccuiickoit denepanun ocymecTBisercs 0e3
MIPUMEHEHHUS OTPAHUYEHUMN, YCTAHOBJICEHHBIX TAMOXXEHHBIM 3aKOHOJATEIHCTBOM TaMOKEHHOTO
coro3a u (Uim) 3aKoHoAarenbcTBoM Poccuiickoit denepaiuu o rocy1apcTBEHHOM
PEryJIupOBaHUM BHEITHETOPTOBOM JIEATEILHOCTH.

(HacTp B pemakiuu, BBeIeHHOH B fielicTBre ¢ 7 stHBaps 2012 rona denepaibHBIM 3aKOHOM OT 6
nekabpst 2011 roga N 409-®3; B penakiuu, BBeIeHHOHU B JieiicTBUe DeepaibHbIM 3aKOHOM OT
25 Hos6ps 2013 roma N 317-D3; B penakuuu, BBeJcHHOH B AeiicTBue ¢ 1 urosst 2015 rona
®enepasibHbIM 3aKOHOM OT 22 nekadpst 2014 rona N 429-03.

Cratba 48. IOpuanyeckue Juua, KOTOPbIM pa3pelieH BBO3 JeKAPCTBEHHbIX
cpeacts B Poccuiickyro @enepaunio

(HanmeHoBaHue B pefaxiuu, BBeACHHOH B elicTBue ¢ 7 stHBapst 2012 rona ®@enepaibHbIM
3aK0HOM OT 6 nekadps 2011 roga N 409-D3.

JlexapcTBeHHsle cpencTBa B Poccuiickyro denepauio MOryT BBO3UTH:
(AG3an B penakiuu, BBeIeHHOM B feiicTBue ¢ 7 stuBaps 2012 roga denepanbHbIM 3aKOHOM OT 6
nekadpst 2011 roma N 409-D3.

1) npon3BOUTENN JIEKAPCTBEHHBIX CPEICTB JJIs 1ieJiell COOCTBEHHOIO MTPOU3BOJICTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) nHOCTpaHHbIE Pa3padOTUMKHU JIEKAPCTBEHHBIX CPEJCTB U NHOCTPAHHBIE TPOU3BOIUTENN
JIeKapCTBEHHBIX CPEACTB WK APYrHe IOPUINYECKHE JIUIA 110 TOPYYEHHIO pa3padoTyrka
JIEKApCTBEHHOI'O CPEACTBA JAJIs IPOBEACHUS KIIMHUYECKUX UCCIIEA0BaHUH JIEKAPCTBEHHOTO
Ipenapara, OCyLEeCTBICHHs T'OCY1apCTBEHHON PEruCTpaluu JIEKapCTBEHHOT O IIpenapara,
BKJIIOUEHUS (hapMalleBTUYECKON CyOCTaHIIMU B TOCYIaPCTBEHHBIN PEECTp JEKapCTBEHHbIX
CPENCTB, KOHTPOJIS KaYECTBA JIEKAPCTBEHHBIX CPEACTB IIPU HAIMYUU Pa3PEILECHUS
YIIOJTHOMOYEHHOTO (eiepalbHOr0 OpraHa UCIIOJIHUTENBHOM BJIACTH HA BBO3 KOHKPETHOMN MapTUU
JIEKapCTBEHHBIX CPEJICTB;

3) opraHu3aIy ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4HO-HCCIIeI0BAaTENbCKIE OpraHu3alii, 00pa30BaTeIbHble OPraHU3aIMH BBICIIETO
o0pa3oBaHUs, MPOU3BOIUTENH JIEKAPCTBEHHBIX CPEJICTB /Ui pa3paboTKH, UCCIeT0BaHUH,



KOHTPOJIs1 0€30MacHOCTH, KauecTBa, 3(pPEeKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB MPU HATMUUHU
paspelieHns: yIoJHOMOUYEHHOT 0 (eiepaabHOro OpraHa UCIOJIHUTEIbHOM BIaCTH;

(ITynkT B penakiuu, BBeJJeHHOH B neiictBue ¢ 1 ceHTs10pst 2013 rona @enepanabHBIM 3aKOHOM OT
2 nrona 2013 ropa N 185-@3.

5) MEIMLIMHCKHUE OpraHU3aliy, UHbIE YKAa3aHHbIE B IIYHKTax 1-4 HacTosILEel cTaTbu
OpraHu3aluy I OKa3aHUsI MEAULIMHCKOW IOMOILY 110 KU3HEHHBIM IT0Ka3aHUSIM KOHKPETHOTO
NalMeHTa MPH HATWYUH Pa3pelieHus] YIOTHOMOYEHHOTO (peiepaibHOTO OpraHa
UCIIOJIHUTENIbHOW BJIACTH HAa BBO3 KOHKPETHOH NMapTHUH JIEKAPCTBEHHOTO IpenapaTa, BbIJaHHOTO
B YCTaHOBJICHHOM MOpPsAKE B (hopMe 3JEKTPOHHOTO JOKYMEHTA, IOANUCAHHOTO YCHIICHHON
KBAJTU(PHULUPOBAHHON 3JIEKTPOHHOH MOAIUCHIO.

(ITynkT B penakiuu, BBeJIeHHOM B neiictBue DenepanbHbiM 3akoHOM OT 12 mapTa 2014 roga N
33-D3.

Cratbs 49. [lokyMeHTbI, IpeJcTaB/IsAeMble B TAMOKEeHHbIEe Opranbl Poccuiickoi
denepanuu NpM BBO3e JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro ®@enepanuro

(HammenoBanue B peakiuu, BBeJIeHHOU B JielicTBre ¢ 7 stHBaps 2012 roma denepanbHbIM
3aKoHOM OT 6 nexabps 2011 roga N 409-D3.

1. ITpu BBO3€e NekapcTBEHHBIX cpeAcTB B Poccuiickyro denepaiinio B TaMOKEHHbIE OpPraHbl
Poccuiickoit @enepanuu HapsAay ¢ JOKYMEHTAMHU, IIPEICTABICHUE KOTOPBIX IPEyCMOTPEHO
TaMOKEHHBIM 3aKOHOJATEILCTBOM TaMOKEHHOTO CO03a U (MJIH) 3aKOHOAATEIbCTBOM
Poccuiickoii @enepanuu 0 TAMOKEHHOM J€JI€, IPEACTABIIAIOTCS CIEAYIOLINE JOKYMEHTHI:
(A0G3ar B penakuuu, BBeIeHHOH B neiictBue ¢ 7 staBaps 2012 roga denepaibHbIM 3aKOHOM OT 6
nekadps 2011 roma N 409-D3.

1) cepTudukat mporM3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA, YJOCTOBEPSIOIINNA COOTBETCTBHUE
BBO3HMMOTO JIEKAPCTBEHHOT'O CpeCTBA TpeOOBaHUAM (apMaKoINelHOM cTaThu IM0O B ciydae ee
OTCYTCTBUSI HOPMAaTUBHOM JIOKyMEHTALIUU HJIM HOPMAaTHUBHOI'O IOKYMEHTA;

2) paspelnieHue yrnoIHOMOUYEHHOTO (helepaibHOTrO OpraHa UCTIOTHUTEIHLHON BIACTH HAa BBO3
KOHKPETHOW MapTHH JICKAPCTBEHHOTO CPEJICTBA B CIyYasiX, yCTAHOBJICHHBIX YacThiO 3 cTaThu 47
Hacrosmero dexaeparbHOTO 3aKOHA.

2. JIOKyMEHTBI, yKa3aHHbIE B ITyHKTaxX | ¥ 2 yacTu 1 HacToOALIEHN cTaTbu, IPEACTABIISAIOTCS B
TaMoOKeHHbIe opraHbl Poccuiickoit @eneparul npu NpUOBITHHN JIEKAPCTBEHHBIX CPEJICTB B
Poccuiickyro denepanuro.

(Hactpb B penakuuu, BBeleHHOU B feiicTBue ¢ 7 stuBaps 2012 roga denepanbHbIM 3aKOHOM OT 6
nexabps 2011 roga N 409-D3.



Cratbs 50. BBo3 JiekapcTBeHHBIX npenapatoB B Poccuiickyro @enepaunio s
JIMYHOI'0 HCIO0JIb30BAHMS U HHBIX HEKOMMEPUYECKHUX LeJieil, a TaKKe I
HCI0JIb30BAHHMS HA TEPPUTOPUM MEKITYHAPOAHOI0O MEIMIIMHCKOI0 KJIacTepa

(HammenoBanue B peakiuu, BBeJIeHHOU B fielicTBre ¢ 7 stHBaps 2012 romga denepanbHbIM
3akoHOM 0T 6 nexabpst 2011 rona N 409-D3; B penakuum, BBeJIeHHOH B neiictBue ¢ 30 uroHs
2015 roma denepanbHbiM 3aKk0HOM OT 29 utonsa 2015 roga N 160-D3.

1. JlekapcTBEeHHBIE TTpenapaThl MOTYT OBITh BBe3eHHI B Poccuiickyro deneparuto 6e3 yuera
TpebOBaHM, MPEyCMOTPEHHBIX YacTsMu 1-4 cratbu 47, cratbsimu 48 u 49 HacTOSIIETO
@DenepalibHOTO 3aKOHA, €CITU OHU MIPETHA3HAYCHBI IS

(A03ar B penakuuu, BBeleHHOH B neiictBue ¢ 7 staBaps 2012 roga @enepanbHbIM 3aKOHOM OT 6
nekabpst 2011 roma N 409-D3.

1) muyHOTO MCTIONB30BaHUs (PU3NIECKUMU JIMIIAaMU, TPUOBIBIINME B Poccuiickyro Denepanuio.
ITpu 3ToM BBO3 B Poccuiickyto denepaiuio JIEKapCTBEHHBIX MPEMApaATOB, COIECPHKALIUX
CHJIBHOJICHCTBYIOIINE U (MJIN) SIIOBUTHIE BEIIECTBA, BKIIIOUCHHbBIE COOTBETCTBEHHO B CIIMCOK
CUJIbHOJICUCTBYIOIIMX BEIIECTB JUIS LEJIeW YTOJOBHOTO 3aKOHOAATENbCTBA Poccuiickon
®denepaliy U B CIIUCOK SIIOBUTHIX BEIIECTB VIS LIEJIEH YTOJIOBHOTO 3aKOHOIATENbCTBA
Poccuiickoit @enepanuu, yreepxacHubie [IpaButensctBom Poccuiickon denepanuu,
OCYILECTBIISICTCS IPU HAIMYMH JJOKYMEHTOB (3aBEPEHHBIX KOMUM TOKYMEHTOB MJIM 3aBEPEHHBIX
BBIMKMCOK U3 HUX), MOATBEPKIAIOUINX Ha3HaUCHHE (PU3NUECKOMY JIUIY YKA3aHHBIX
JIeKapCTBEHHBIX IIPENapaToB (3a UCKIIOYEHHUEM JIEKaPCTBEHHBIX MIPENapaToB,
3aperucTpupoBaHHbIX B Poccuiickoit @enepanuu u ormyckaeMblx B Poccuiickoit @eneparuu 0e3
pelenTa Ha JiekapcTBeHHbIN npenapat). [loarBepkaarommuye 10KyMeHThI (UX 3aBepeHHbIE KOITUU
WM 3aBEPEHHBIE BBHIIUCKU U3 HUX) JOJDKHBI COAEPKAaTh CBEICHUSI O HAMMEHOBaHUM U
KOJIMYECTBE HA3HAYEHHOT0 JIEKAPCTBEHHOTO ITpenapaTa. B ciydae, eciiu noaTBEpKAaroIIue
JIOKYMEHTHI (MX 3aBEPEHHbIE KOIUU WJIM 3aBEPEHHBIE BBIIIMCKU U3 HUX) COCTaBJIEHbI Ha
WHOCTPaHHOM $I3bIKE, K HUM IPUJIAraeTCcsi HOTapUAJIbHO 3aBEPEHHBII NIEPEBOJL HA PYCCKUH S3BIK;
(ITynkt B penakuuu, BBeeHHOU B neiictBue ¢ 13 utons 2016 roga denepanbHbIM 3aKOHOM OT 2
nroHg 2016 roma N 163-P3.

2) UCTIOIB30BAHMS PAOOTHUKAMHU TUTIIIOMATHYECKOTO KOPITYCa UM MPEICTABUTEIISIMU
MEKIYHApOAHBIX OpraHu3alui, akKpeIuToBaHHbIX B Poccuiickoit denepanuu;

3) neyeHus MaccaKMpoOB U YJICHOB SKUIAXKEH TPAaHCIOPTHBIX CPEACTB, MOE3AHBIX OpHUraj u
BOJIUTENEH TPAHCIIOPTHBIX CPEACTB, NpUOBIBIINX B Poccuiickyro deaepanmio;

(ITynkt B penakuuu, BBeeHHOU B AeiicTBue ¢ 7 suBaps 2012 roga denepanbHbIM 3aKOHOM OT 6
nekabps 2011 roma N 409-D3.

4) nedeHus: y4aCTHUKOB MEK/YHAPOIHBIX KYJIBTYPHBIX, CHOPTUBHBIX MEPONPUATUH U
Y4aCTHUKOB MEXTYHAPOIHBIX IKCIEAHUIIMIA;

5) NeueHus] KOHKPETHBIX KUBOTHBIX B 300M1apKax, a TAKXKE )KUBOTHBIX, BBO3UMBIX B Poccuiickyro
®denepaluio s y4acTHs B CIIOPTUBHBIX U 3PEIHMIIHBIX MEPOIPUATHSX;
(ITynkT B penakuuu, BBeIeHHOI B feiicTBue ¢ 7 ssHBapst 2012 roga ®enepaibHbIM 3aKOHOM OT 6



nekadpst 2011 roga N 409-03.

6) UCTOJIB30BaHUS HA TEPPUTOPUHU MEKTYHAPOTHOTO METUIIMHCKOTO KiIacTepa.
(ITynkT nononauTtensHo BitodeH ¢ 30 utons 2015 roga denepanbHbIM 3aKOHOM OT 29 UIOHS
2015 roma N 160-D3)

2. B ciyvasix, npeyCMOTPEHHBIX YacThi0 | HACTOSIIEN CTaThU, JOMYCKAeTCsl BBO3 B
Poccuiickyro @enepanuio JIeKapCTBEHHBIX MpenapaToB, HE 3apETUCTPUPOBAHHBIX B Poccuiickoi
®denepauuu.

(HacTp B pemakiuu, BBeIeHHOH B fielicTBre ¢ 7 ssuBaps 2012 rona denepaibHBIM 3aKOHOM OT 6
nekadpst 2011 roga N 409-03.

3. JlekapcTBEHHbIE ITpeNapathl, MpeIHa3HAYCHHbIE JJIsi TYMaHUTAPHOU MOMOIIH (COACHCTBUS)
WUJTH TTIOMOIIM TPY YPE3BBIYANHBIX CUTYaLUAX, BBO3ATCS B Poccuiickyto @enepaliuio B mopsike,
yctanoBieHHoM IIpaButensctBom Poccuiickoit deneparuu. 3anpemniaercs BBo3 B Poccuiickyto
Oenepalliio He3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENapaToB, MPeIHA3HAYCHHBIX IS
TyMaHUTapHOU MOMOIIHU (CONEUCTBUS) HIIA MTOMOIIHU MPU YPE3BBIYANHBIX CUTYAIUMIX.

(YacTp B pemakiuu, BBeIeHHOH B feiicTBre ¢ 7 ssuBaps 2012 rona denepalibHBIM 3aKOHOM OT 6
nekadpst 2011 roga N 409-03.

Crarba 51. CorpyaauyecTBo (eiepajibHOI0 OPraHa UCMOJHUTEILHOM BJIACTH,
YIIOJTHOMOYEHHOT0 B 00JIaCTH TAMOKEHHOI0 J1eJIa, U APYTrUX YIOJIHOMOYEHHBIX
(erepanbHBIX OPraHOB UCIHOJTHUTEILHON BJIACTH

1. YonmHomModeHHBIE Q)CﬂepaHI)HI)IG OpraHbl HUCIIOTHUTEIBHOM BIACTH NpeaoCTaBJIAIOT B
pacriopsbkeHue ¢eiepaabHOro OpraHa UCIOJHUTENbHOM BIACTH, YIOJTHOMOYEHHOTO B 00JacTH
TaMOKEHHOT0 JieJla, TOCYAapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB, a TaKkKe UH(pOopMalHio
0 BBIJIAHHBIX Pa3pELICHUAX HAa BBO3 KOHKPETHOW ITAPTUHU JIEKAPCTBEHHBIX CPEACTB B CIyYasx,
YCTaHOBJIEHHBIX 4acThlO 3 cTaTtbu 47 HacTosAmero deaepabHOrO 3aKOHA.

2. ®enepasbHBIN OpTraH UCIIOJHUTENBHOM BIIACTH, YIIOJTHOMOYEHHBIN B 00JIaCTH TAMOXEHHOTO
nena, ”HGOpMUPYET yKa3zaHHbIE B 4acTu | HacTOsIIIEH CTaTby YIOJTHOMOYEHHBIE (eiepalibHbIe
OpraHbl HCIOJHUTEIBHON BIACTH O BBO3€ JIEKAPCTBEHHBIX CPeACTB B Poccuiickyto denepanuio u
BBIBO3€ JIEKAPCTBEHHBIX cpeAcTB U3 Poccuiickoit denepanuu mo Gpopme u B mopsiake, KOTOpbIe
ycraHoBieHsl [IpaBurensctBoM Poccniickoit denepanun.

(Yactb B penakiuu, BBeleHHOM B feiicTBue ¢ 7 ssaBaps 2012 roga denepanbHbIM 3aKOHOM OT 6
nekadpst 2011 roma N 409-D3.



I'naa 10. ®apmaneBTuveckas AesTeJIbHOCTD (cTaThbu 52 -
58)

Cratbs 52. OcymecTBiienne apManeBTHYECKOI eI TeIbHOCTH

1. ®apmanieBTHUECKAS ACATEIBHOCTD OCYILIECTBIISICTCS] OPraHU3ALUAMHU ONTOBOM TOPrOBIH
JIEKapCTBEHHBIMU CPEACTBAMH, alITEYHBIMU OpPraHU3alUIMU, BETEPUHAPHBIMU allTeUHBIMU
OpraHu3aIUsAMH, UHINBUAYATIEHBIMU TPEANPUHUMATENSIMHI, UMEIOIIUMU JIMIIEH3UIO Ha
(bapMaleBTUYECKYIO I€ATEIbHOCTh, MEAUIIMHCKUMU OPraHU3alUsIMU, UMEIOIIUMU JUIICH3UI0 Ha
(bapMareBTUYECKYIO AeITEIBHOCTD, U UX 000COOIIEHHBIMU MOAPA3ACICHUAMH (aMOYIaTOPUSIMH,
denpamepckumMu U GeabAIepCKO-aKyIepCKUMU MTyHKTaMH, IEHTpaMu (OTIEICHUAMHU) 001ei
BpaueOHOI (CeMelHO) MPaKTHKH ), PACTIOJIO0KEHHBIMU B CEJIbCKUX HACEJICHHBIX ITyHKTAaX, B
KOTOPBIX OTCYTCTBYIOT alTe€UHbIe OpraHU3allii, U BETEPUHAPHBIMU OPraHU3aIUSIMHU,
UMEIOIIMMH JTUICH3HIO Ha (PapMaleBTUYECKYIO 1EATEIbHOCTb.

(HacTp B pemakiiuu, BBeIeHHOHU B fielicTBue DenepanbHbiM 3aK0HOM OT 25 HOs10pst 2013 roma N
317-3.

2. ®u3UYECKHUe JIUIAa MOTYT OCYIIECTBIATh (hapMalleBTHUECKYIO AeSITeIbHOCTD MIPH HATMYUU
BBICIIETO WJIA CPEAHETO (hapMaleBTHUECKOro 00pa3oBaHus U cepTU(UKATa CIICIIHAIIICTA,
BBICILIETO WJIM CPEIHET0 BETEPUHAPHOTO 00pa30BaHus U cepTU(dUKaTa CIEIUAINCTA, a TAKKE
BBICIIETO WJIM CPEIHEr0 MEIUIIMHCKOTO 00pa3oBaHusl, cepTudUKaTa CreluainucTa u
JOTIOTHUTEILHOTO MPO(ecCHOHATLHOTO 00pa30BaHUS B YACTH POSHUYHOM TOPTOBIU
JIEKapCTBEHHBIMU TpenapaTamMu Mpu YCIOBHH UX PabOThl B 000COOJIECHHBIX MOAPA3ACTICHUIX
MEIUIIMHCKUX OpraHu3aliii, yKa3aHHbIX B 4acTH | HacTosiiel craThi (4acTh B PEIAKIIHH,
BBeIeHHOM B niericTBHe ¢ 29 uronst 2010 rona @eaepanbubiM 3akoHoM oT 27 utodist 2010 roga N
192-03.

Cratbs 53. [Ipoaaxka, nepeaaya JieKapcTBEHHbBIX CPe/ICTB OPraHU3alMIMU
ONTOBOI TOProBJIM JIEKAPCTBEHHBIMH CPEACTBAMH

Opranuzanyy onToBOM TOPrOBIIN JIEKAPCTBEHHBIMU CPEACTBAMU MOTYT OCYILECTBIISITh IPOJIAXKY
JIEKAPCTBEHHBIX CPEJICTB UJIM NIEPEIaBaTh UX B YCTAHOBIEHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu nopsiake:

1) apyrum opranusanusiM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) IPOU3BOIUTEIISM JICKAPCTBEHHBIX CPEICTB IS IeJIeH TPOU3BO/ICTBA JICKAPCTBEHHBIX
CPE/ICTB;

3) AIITCYHBIM OPraHu3alvsaM U BETCPUHAPHBIM AlITCYHBIM OPraHU3alUsIM,



4) Hay4YHO-HUCCIIEIOBATEIBCKIUM OPTraHU3alUsIM I HAyYHO-HCCIIE0BATENbCKOM PabOThI;

5) MHAMBUIYATILHBIM MPEATNPUHUMATEINSAM, UMEIOIIUM JUICH3UIO Ha (papMalleBTUYECKYIO
JIEATEIbHOCTh WIH JIUIEH3UIO HA MEAUIIUHCKYIO JIeATeIbHOCTh;

6) MCIUIUHCKUM OpraHu3alusiM, BETCPUHAPHBIM OpraHu3alusaM,

7) opraHu3anusaM, OCYIICCTBIIAIOIIUM PAa3BEACHNUEC, BbIpalllUBaHUEC U COACPKAHNEC JKUBOTHBIX.

Cratba 54. [IpaBuiia onToBOI TOProBJIH JIEKAPCTBEHHBIMH CPeICTBAMH

OrntoBast TOProBJIst JICKAPCTBEHHBIMU CPEJICTBAMH OCYIIECTBIISIETCS] TPOU3BOAUTEIISIMHU
JIEKapCTBEHHBIX CPEJICTB M OpraHU3alMsIMU ONITOBOM TOPTOBJIU JIEKAPCTBEHHBIMH CPEACTBAMH 1O
IpaBUJIaM Ha/Jiexaleil 1MCTpUObIOTOPCKON MPaKTUKHU U MPaBUjIaM HaJyIexkKalleld IpakTUKU
XpaHEHUs U NIEPEBO3KH JIEKAPCTBEHHBIX IIPENAapaToB, YTBEPKAECHHBIM COOTBETCTBYIOIIUMHU
YIIOJTHOMOYCHHBIMH ()eIepaIbHBIMI OpraHaMU UCTIOJTHUTEILHOM BIIACTH.

(Cratbs B penakuuu, BBeAeHHOM B neiictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

Cratb 55. Ilopsai0K pO3HNYHOI TOPTOBJIM JIEKAPCTBEHHBIMHU NpenapaTaMu

1. Po3Hu4Hast TOpro,iis J€KapCTBEHHBIMH MpenaparaMu B KOJIMYECTBAX, HEOOXOUMBIX JIJIs
BBITIOJTHEHUS! BpauyeOHBIX ((enbaIepckux) Ha3HAueHUH WM Ha3HAYSHUH CIISIUAINCTOB B
00JacTu BeTepUHAPUH, OCYILIECTBIISIETCS allTEeYHBIMU OPTaHU3alMSIMU, BETEpPUHAPHBIMU
anTeYHbIMH OpPraHU3alUsIMU, HHAWBUIYaTbHBIMU MPEANPUHIMATENSIMHU, UMEIOIIUMU JTUIIEH3UIO
Ha (papMaleBTUYECKYIO 1€ATEIbHOCTh, MEAULIMHCKUMU OPTaHU3aLUsIMHI, UMEIOLIUMU JINLIEH3HIO
Ha (papMaleBTUUECKYIO 1eATENIbHOCTh, U UX 000COOJIEHHBIMU MOJIPA3/1E€ICHUIMU
(amOynaTopusiMu, QesbIIIEPCKUMHU U (ebAIIEPCKO-aKyIIEPCKUMU TyHKTaMU, HEHTPaMu
(oTmeneHussMu) o01IeH BpaueOHON (CEeMEHOI ) MPaKTUKU), pACTIONOKEHHBIMU B CEbCKUX
HACEJIEHHBIX MyHKTAaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OPTaHU3alMH, U BETEpUHAPHBIMU
OpTraHU3aIUsIMHI, UMEIOIIMMU JIMIIEH3HIO Ha (papMaIleBTHUECKYIO AesITeNbHOCTh. Pasperiena
PO3HUYHAs TOPTOBJIS TOJIBKO JIEKAPCTBEHHBIMU TperiapaTaMu, 3aperucTpUpOBaHHBIMU B
Poccwuiickoit deaepaiiuu UM U3rOTOBICHHBIMH alITE€YHBIMU OPTaHU3AIMSIME, BETEPHHAPHBIMH
anTeYHBIMH OPTAHU3AIMSAMH, WHIMBUIYATHbHBIMH MPEITPUHAMATEIIMA, UMEIOIIUMH JTUTICH3UIO
Ha (apMaleBTUYECKYIO IeATEeIbHOCTh. POSHIUHAS TOPTOBIIS JIEKAPCTBEHHBIMU MIperapaTaMu
OCYILIECTBIISIETCS 10 MPABUIIAM HAJIEXKAIEH allTeYHON IPAKTUKH, YTBEPKICHHBIM
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHUTEIBHOM BIACTH.

(Hactpb B penakiuu, BBeJleHHOU B feiicTBue denepanbHbiM 3aKk0HOM 0T 25 Hos10pst 2013 rona N
317-@3; B penakuuu, BBeZeHHOM B aeiicTBue ¢ 1 urons 2015 roga denepanbHBIM 3aKOHOM OT 22



neka0pst 2014 rona N 429-03.

2. Bunpl anTeyHbIX OpraHu3alyii U npaBuia OTIYyCKa JEeKapCTBEHHBIX MIPEnapaToB s
MEAMIIMHCKOTO MTPUMEHECHHUS allTEYHBIMU OPTaHU3alUsIMU, UHIUBH Y aTbHBIMH
IpeIpUHUMATEIIMU, UMEIOIIMMU JIMLICH3HIO Ha (hapMalleBTHUECKYIO JeSITEIbHOCTD, a TAKKE
MpaBHJIa OTITYCKA JICKAPCTBEHHBIX MPENapaToB Jis MEAUIIMHCKOTO TPUMEHEHUS MEIUITTHCKUMU
OpraHu3aUsIMH, UMEIOIMMU JIMLIEH3UIO Ha (DapMalleBTHUECKYIO AeSITeNbHOCTD, U UX
000CO0JICHHBIMH TTOIPA3/ICIICHUSIMH (aMOYIaTOPHSIMHU, (ENbIIEPCKUMU U (PebAIIepcKo-
aKyIIEPCKUMHU ITyHKTaMH, IEHTpaMu (OTAeJIeHUAMH) 001Iel BpauyeOHOM (CeMEHOMN ) PAKTUKH ),
PacIoI0KEHHBIMU B CEIbCKUX HACEJIICHHBIX MTyHKTAX, B KOTOPBIX OTCYTCTBYIOT aliTeYHbIC
OpraHHu3aIiH, YTBEPKAAIOTCS YIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM UCIIOTHUTENbHOM
BJIACTH.

(YacTp B pemakiuu, BBeieHHOU B felicTBue denepanbHbiM 3aKk0HOM OT 25 HOs10ps 2013 roma N
317-D03.

3. IlpaBuiia OTIyCKa HAPKOTHUYECKUX CPEACTB U IICUXOTPOIHBIX BEIIECTB, 3apErUCTPUPOBAHHBIX
B KaUECTBE JIEKAPCTBEHHBIX MPENAPATOB, JIEKAPCTBEHHBIX MPENApaToOB, COACPKAILINUX
HapKOTHUYECKUE CPEJICTBA U IICUXOTPOIHBIC BELIECTBA, YTBEPHKAAIOTCS YIOJTHOMOUEHHBIM
denepaabHBIM OpPraHOM HCIIOJIHUTEIFHON BIIACTH IO COTIIACOBAHMUIO € (eiepaTbHBIM OPraHOM
UCTIOJIHUTEJIbHOW BJIaCTH, YIIOJHOMOYEHHBIM B chepe BHYTPEHHUX eIl

(Hactpb B penakuuu, BBeileHHOM B feiicTBue ¢ 4 urong 2016 roga denepanbHbIM 3aKOHOM OT 3
nroiist 2016 roga N 305-D3.

4. JlexapCTBEHHBIE PENapaThl 1JIs BETEPUHAPHOIO IPUMEHEHHUS TOAJIEXKAT OTIIYCKY
BETEPUHAPHBIMU ANITEYHBIMU OPraHU3ALMAMY, BETEPUHAPHBIMUA OPraHU3alUsAMU,
WH/IMBUYaJIbHBIMU TPEANPUHUMATENISIMHU, UMEIOIIUMU JIMLEH3UIO Ha (apMalleBTUYECKYIO
JIeATeNbHOCTh. [IpaBuiia oTIycKa JJIeKapCTBEHHBIX IIPENapaToB I BETEPUHAPHOTO IPUMEHEHUS
YTBEP)KJAIOTCSI YIIOJIHOMOYEHHBIM (heZiepalibHbIM OPraHOM MCIIOJIHUTENIBHON BIAaCTH.

5. IlepeueHp MEIULMHCKUX OPTaHU3ALNN, UMEIOIIMX JIMLIEH3UIO Ha (papMaIieBTHUECKYIO
JeSITebHOCTh, U UX 000CO0JIEHHBIX MOIpa3/ieieHnit (aMOyIaTopHid, (ebaIepcKux 1
(denpamepcKo-akyIepcKux MyHKTOB, IICHTPOB (0TIeTeHui) o01ieii BpaueOHOM (CeMeiHOi)
IPAaKTHUKH), PACTIOJIOKEHHBIX B CEJIbCKUX HACENIEHHBIX MYHKTAX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble OpraHu3alliy, a TAaK)Ke MepedeHb JIEKAPCTBEHHBIX MPENapaToB (3a UCKIIIOUEHUEM
HapKOTUYECKUX JIEKAPCTBEHHBIX MTPENAPATOB U ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB),
IpoJia’ka KOTOPBIX MOKET OCYLIECTBIATHCS YKa3aHHBIMU OPTaHU3alMSIMU U UX 000COOJIEHHBIMU
NOJpa3/IeIEHUSIMH, YCTaHABIMBAIOTCS OpraHaMU MCIIOJIHUTEIbHOMN BIACTH CyObEKTOB
Poccuiickoit @enepanuu.

(HacTtpb B penakiiuu, BBeIeHHOU B eiicTBue denepanbHbIM 3aK0HOM 0T 25 HosiOpst 2013 roga N
317-®3.

6. ATITeuHbIe OPTaHU3alMN, HHIUBUTyAJIbHBIC TTPEANPUHUMATEINN, UMEIOIINE JTUIIEH3UIO Ha
(dapMaleBTUYECKYIO IeITeIbHOCTD, 00s13aHbI 00ECTIeUnBaTh YTBEPKACHHBIN [IpaBuTENbCTBOM
Poccutiickoit ®enepamnuu 1 GOpMUPYEMBIA B YCTAHOBJICHHOM MM TIOPSIKE MUHUMATBHBIN
ACCOPTUMEHT JICKaPCTBEHHBIX MPENapaToB, HEOOXOIUMBIX JJIsl OKa3aHUsI MEIUIIMHCKON
TTOMOIIIH.

(HacTtpb B penakiuu, BBeleHHOU B feiicTBue DenepanbHbiM 3aKk0HOM 0T 25 HostOps 2013 roga N



317-03.

7. AniTeuHble OpraHU3allii, HHIUBUIyaJIbHBIC TTPEANPUHUMATEIN, UMEIOIINE JTUIIEH3UIO Ha
(dapManeBTUYECKYIO JICATeILHOCTD, HAPSAIY C JICKQPCTBEHHBIMH MPENapaTaMi HMEIOT MPaBO
npuoOpeTaTh U IPOJaBaTh MEIUITMHCKUE U3IEHS, 1e3UH(DUIIMPYIOITUE CPEIICTBA, TPEAMETHI U
Cpe/ICTBa JIMYHOM TUTUEHBI, TOCYAY AJI MEIUIIMHCKUX IIeJIel, TPEAMETHI U CPEJICTBA,
npeHa3HauYeHHBIC U1 yX0/a 3a OOJbHBIMHU, HOBOPOXK/ICHHBIMHU U ACTHMH, HE IOCTUTTIIUMHU
BO3pacTa TpeX JIET, OYKOBYIO ONTUKY U CPEJICTBA YXO/Ia 32 HeW, MUHEPaAIbHBIE BOJIbI, IPOAYKTHI
J1Ie4eOHOr0, IETCKOr0 U TUETUYECKOr0 ITUTAaHKs, OMOJIOTMYECKU aKTUBHBIE TO0OAaBKH,
nap@roMepHBIE H KOCMETUYECKHE CPEICTBA, MEIUIIMHCKUE H CAHUTAPHO-TIPOCBETUTEIIHHBIC
nevyaTHbIC U3AaHMS, PeIHa3HAYCHHBIC IS MPONaraH/ibl 3J0pOBOr0 00pa3a KU3HHU.

(Hactp B penakuuu, BBeieHHOM B feiictBue ¢ 29 urons 2010 roga denepanbHbIM 3aKOHOM OT 27
ntonst 2010 roma N 192-®3; B penakuuu, BBeAeHHOH B fericTBUe DenepanbHbIM 3aKOHOM OT 25
HOs10ps 2013 roma N 317-@3.

8. JlesiTenbHOCTD anTeuHbIX opranuzanuil Boopyxennsix Cui Poccuiickoit @enepanuu, 1pyrux
BOWCK, BOMHCKHX ()OPMHUPOBAHUI1 M OPTaHOB, B KOTOPBIX 3aKOHOJATEIbCTBOM Poccuiickoii
®Denepalyy PeayCMOTPEHO MPOXOKIACHIE BOSHHON CITY»)OblI 1K (hefepaabHo
rOCYJaPCTBEHHOM CIIyKObI, CBS3aHHOU C MPABOOXPAHUTEIHHOM €SI TEIHOCTHIO,
perniamMmeHTupyercst HacTosmuM denepanbHbIM 3aKOHOM U YTBEPKIACHHBIMHU
COOTBETCTBYIOIIMMH (eepaIbHBIMUA OPTaHaMU UCTIOTHUTEIHHOM BJIACTH MOJIOKEHUSMH.
KonTposnb 3a cobmo/ieHneM ykazaHHbIMU allTeUHBIMH OpPraHU3alUsIMU MOJ0KEHUN HACTOSIIETO
®denepanbHOro 3aKOHA OCYIIECTBIISETCS COOTBETCTBYIOIIMMU (eiepaIbHBIMUA OpraHaMu
HCITOJIHUTENLHOHN BIACTH.

(Hactb B penakiuu, BBeileHHOM B JeiicTBue ¢ 1 stHBapsa 2016 roga denepaibHbIM 3aKOHOM OT 13
nrong 2015 romga N 262-D3.

Cratbs 56. U3rotoBiieHHe M OTIYCK JIEKAPCTBEHHBIX MPeNapaToB

1. M3roTtoBieHue JEKapCTBEHHBIX MIPENAPAaTOB allTEYHBIMU OPTaHU3ALMSIMH, BETEPUHAPHBIMU
aNTEeYHbIMM OPTaHU3ALUSIMH, HHIMBUIYAIbHBIMH IIPEAIPUHUMATEISIMU, UMEIOLUMH JTULEH3HIO
Ha (papMaleBTUUECKYIO 1eATEIbHOCTh, OCYIIECTBIISIETCS IO PEeLenTaM Ha JeKapCTBEHHbIE
npernaparsl, 10 TpPeOOBaHUSIM METUIIMHCKUX OpraHu3aluii, BETEpUHAPHBIX OpraHu3aluil B
COOTBETCTBUU C IPABWIAMH U3TOTOBIIEHUS U OTIIYCKa JIEKAPCTBEHHBIX IIPENApaToB,
YTBEPKACHHBIMU YIIOJIHOMOUYEHHBIM (heiepaibHbIM OPraHOM UCIOJHUTEIBHON BIACTH.

2. Ilpu U3roTOBIIEHNH JIEKAPCTBEHHBIX MPENApPATOB allTEUHBIMU OpraHU3alusIMH,
BETEPUHAPHBIMU ANITEYHBIMU OPTaHU3ALMAMU, UHANBUIYAJIbHBIMU IPEANPUHUMATEISIMH,
UMEIOIMMHU JTUIEH3HIO Ha (papMaleBTUYECKYIO AEATeIbHOCTb, HCIIOJIB3YIOTCS
dapmalieBTHYECKHE CYOCTaHIIMH, BKIIFOUEHHBIE COOTBETCTBEHHO B FOCY/IapCTBEHHBIN peecTp
JIEKaPCTBEHHBIX CPEJCTB ISl MEAUIIUHCKOIO IPUMEHEHU U I'OCYJapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOIO IPUMEHEHHSI B YCTaHOBIEHHOM nopsijike. He
JIOITyCKAEeTCs U3rOTOBJICHUE AIITEYHBIMU OPraHU3aLUsIMU, BETEPUHAPHBIMU allT€YHBIMU
OpraHu3alusaMU, UHANBUIYAJIbHBIMU IPEANPUHUMATESIMH, UMEIOIIMMHU JINLIEH3UIO HA
(apMaleBTUYECKYIO AEATEIbHOCTb, JIEKAPCTBEHHBIX MPENapaToB, 3apErUCTPUPOBAHHBIX B



Poccuiickoit @enepanuu.

3. MapKI/IpOBKa JICKApCTBCHHLIX IIPE€IIapaToB, U3IrOTOBJICHHLIX alITCUHBIMHA OpraHU3allusaMU,
BCTCPUHAPHBIMU AlITCYHBIMU OpraHU3alluAMU, UHIANBUAYAJIbHBIMU IIPCANIPUHUMATCIISIMU,
UMCIOIIIMMHU JIMIICH3UIO Ha q)apMaHeBTI/I‘ICCKYIO JCATCIIBHOCTD, U O(l)OpMJ'IeHI/Ie TaKuX
nmpemnapaTroB AOJIKHBI COOTBCTCTBOBATH IIpaBUJIaM, YKa3aHHBIM B 4aCTU 1 HaCTOHmeﬁ CTaThbu.

4. AnTeuHble OpraHu3alyy, BETEPUHAPHbIE aAlITEUHble OPraHU3alK, UHANBUAYaJIbHbIE
NpeINpUHIMATENN, IMEIOIHE JTMIEH3UI0 Ha (DapMaleBTHUECKYIO AeSTeIbHOCTh, HECYT
OTBETCTBEHHOCTb 332 HECOOJIIOICHNE IIPABUII U3TOTOBJICHUS U OTIIYCKA JIEKAPCTBEHHBIX

IIPENapaToB B COOTBETCTBUHU € 3aKOHOAATeNbCTBOM Poccuiickoit denepanuu.

Cratbs 57. 3anpemenne npoaaxxku pajibcnGpuuupoOBaAHHBIX JEKAPCTBEHHBIX
CPeACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX
JIEKAPCTBEHHBIX CPeICTB

[Tponaxa haasCUPUITUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB, HETOOPOKAYECTBEHHBIX
JIEKapPCTBEHHBIX CPENICTB, KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPE/ICTB 3alpeIaeTcs.

CraTbs 58. XpaHeHue J1eKapCTBEHHBIX CPEACTB

1. XpaHeHue 1eKapCTBEHHBIX CPEJICTB OCYILECTBISAETCS MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
CPEICTB, OPraHNU3aLMUAMH ONTOBOM TOPTOBJIM JEKAPCTBEHHBIMU CPEACTBAMH, AITEYHBIMU
OpraHMu3alUsIMH, BETEPUHAPHBIMH alITEYHBIMU OPTaHU3ALMSIMU, HHIUBUAYAIbHBIMU
NpeANpUHUMATENSIMU, UMEIOIIMMH JIMLEH3UI0 Ha (hapMaleBTHUECKYIO JeSITeIbHOCTD WU
JUIEH3UI0 HA METULIUHCKYIO AESITeIbHOCTh, MEAUIIMHCKUMH OpraHN3alusIMU, BETEpUHAPHBIMU
OpraHu3alUsIMHU U MHBIMH OPTaHU3aLUSAMU, OCYILECTBIISIOUIMMH 00pallieHHe JIEKapCTBEHHBIX
cpeacTB. XpaHEHUE JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO IPUMEHEHUS OpraHU3alusIMU
Y MHMBUYAJIbHBIMU [TPEANIPUHUMATEISIMU B CIIy4asiX, €CJIM OHU UCIIOIb3YHOTCS
UCKJIIOYMTENLHO NPH pa3Be/IeHNH, BBIPAIIMBAHUN, COJIEP’KaHUU U JICUEHUH KUBOTHBIX, MOKET
OCYILECTBIIATHCS 0€3 MOTYUYEHUs JIMLIEH3UN Ha (apMalleBTUYECKYIO AESITEIbHOCTb.

(HacTtp B penakiuu, BBeJleHHOU B feiicTBue ¢ 22 Hos10ps 2014 rona denepaibHbIM 3aKOHOM OT
22 okts6ps 2014 roga N 313-D3.

2. IlpaBuiia XpaHeHUs JIEKAPCTBEHHBIX CPEJCTB YTBEPIKIAIOTCS COOTBETCTBYIOIINM
YIOJTHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM HCIIOTHUTEIbHOU BIIACTH.

3. XpaHeHre HApPKOTUYECKUX JIEKAPCTBEHHBIX CPE/ICTB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX
CpencTB, paauodapMareBTUIECKUX JEKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS B COOTBETCTBHH C
3akoHoaresbecTBOM Pocceniickoit denepanuu.



Crartbs 58 1. IIpeAMeTHO-KOJIMYECTBEHHbIN Y4eT JIeKAPCTBEHHBIX CPEIACTB AJIA
MeIMIUHCKOI0 PUMEHEeHUS

1. Ilepeuensb JeKapCTBEHHBIX CPEACTB I MEAULMHCKOIO IPUMEHEHUS, ITOJIeKAIINX
IPEIMETHO-KOJIMYECTBEHHOMY YUETY, YTBEPKIAETCs YIOJTHOMOYEHHBIM (heJiepaibHbIM OPTaHOM
VICIIOJIHUTEIIBHOM BJIACTH.

2. ITopsi1oK BKIIFOUEHUS JIEKAPCTBEHHBIX CPEACTB I MEIUIIUHCKOIO IIPUMEHEHUS B [IEPEUCHb
JIEKaPCTBEHHBIX CPEJCTB I MEAUIIMHCKOTO IPUMEHEHHUS], OIIEKALUX [TPEIMETHO-
KOJINYECTBEHHOMY YUeTY, YCTaHABIMBAETCS YIIOJHOMOUYEHHBIM (elieparibHbIM OpraHoM
UCTIOJTHUTENIHOW BJIACTH 110 COTIIACOBAHMIO C (heIepaIbHBIM OPraHOM HCIIOJIHUTEFHON BIIACTH,
YIOJIHOMOYEHHBIM B cpepe BHYTPEHHHX €.

(Hactp B penakuuu, BBeileHHOM B feiicTBue ¢ 4 urong 2016 roga denepanbHbIM 3aKOHOM OT 3
nroiist 2016 roga N 305-D3.

3. [IpeaMeTHO-KOJIMYECTBEHHBIN yUeT JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOTO IPUMEHEHUS
BEyT IPOU3BOUTEIHN JIEKAPCTBEHHBIX CPEJCTB, OPraHU3alUK ONITOBOM TOPTOBIIU
JIEKAapCTBEHHBIMU CPEACTBAMH, AalITEYHBIC OpTraHU3aIuU, HHAUBUAYaIbHbIC MPEITPUHUMATEH,
UMEIOIIUE JTUIEH3UI0 Ha (apMalleBTUYECKYIO A€ATeIbHOCTD WIH JTUICH3UIO HA MEIULIUHCKYIO
JeATEeIbHOCTh, 1 MEIUIIMHCKUE OpTraHU3aIlH, OCYIIECTBIISIONINE OOpaIlIeHHE JIEKAPCTBEHHBIX
CPEICTB AJIsl MEAUIIMHCKOTO TPUMEHEHHUS, TyTEM PETUCTPALIUU JIIOOBIX CBA3aHHBIX C UX
oOpareHueM onepaluii, Mpu KOTOPHIX U3MEHAETCS UX KOJIUYECTBO U (UJIM) COCTOSIHUE, B
CHEIMAalIbHBIX KypHAaJlaX ydeTa orepaliyii, CBsI3aHHBIX C 0OpaIleHHeM JEeKapCTBEHHBIX CPEJICTB
JUTSL MEAUITUHCKOTO IPUMEHEHUS (Jajiee - CrieluaIbHbIC JKyPHAJIbI).

4. [1paBuiia perucTpaluu onepauii, CBsI3aHHbIX C 00pallleHNEeM JIEKapCTBEHHBIX CPEJICTB AJIs
MEULMHCKOrO IPUMEHEHYS, BKIIIOUEHHBIX B [IEPEYEHB JICKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOr0 MPUMEHEHMS, MOUIEKAINX IIPEIMETHO-KOJINYECTBEHHOMY YYETY, B
CIIELMAJIbHBIX KypHAaJlaX U IPaBUIa BEICHU U XPaHEHUS CIIELUAIIbHBIX )KYPHAJIOB
YTBEPKAAIOTCS YIOJTHOMOYEHHBIM (heiepaibHbIM OpraHOM UCIIOJHUTENBHOM BIIaCTH.

5. KoHTpo:b 3a coOuII0/IeHHEeM IPaBUIJI PETUCTPALMK OTlepalinii, CBA3aHHBIX C 0OpaleHHeM
JIEKAPCTBEHHBIX CPEJICTB JUIsl MEAUIIMHCKOIO IPUMEHEHNS, BKIIFOYEHHBIX B IIEPEUYCHb
JIEKapCTBEHHBIX CPEICTB Ul MEAULMHCKOIO IPUMEHEHNs, MTOUIEKALIUX IPEIMETHO-
KOJIMYECTBEHHOMY YYETY, B CIIEIMAJIbHBIX JKypHajax, a TaKkKe 3a COOII0JCHUEM MTPaBuUIl
BE/ICHUS M XpaHEHHs CIIEIMAIbHBIX KYPHAIOB BO3JIaraeTcsi Ha yIOJIHOMOYEHHbIE (eiepaabHble
OpraHbl UCTIOJHUTEIBHOM BIACTH U OpraHbl UCIIOJHUTENBHOM BlIacTH cyobekToB Poccuiickoit
®denepanyy, OCYIIECTBIAONINE JIMIIEH3UPOBAHUE IIPOU3BOACTBA JICKAPCTBEHHBIX CPENICTB,
(bapmaleBTUYECKON IeATEIbHOCTH U METUIIMHCKON EATEIbHOCTH, U OCYILIECTBIISIETCS B paMKax
JIMLEH3UOHHOI'O KOHTPOJIA.

(Cratesa monosHUTENRHO BKITIOUeHA ¢ 25 utons 2013 roga deaepanbHBIM 3aKOHOM OT 25
nexabps 2012 romga N 262-D3)



I'naBa 11. YHH4YTOXKEHME JIEKAPCTBEHHBIX CPEACTB (CTATHU
59 - 59)

Cratbs 59. OcHOBaHMSA ¥ NOPSIA0K YHHUYTOKEHHUS JIEKAPCTBEHHBIX CPEICTB

1. HenoOpokadecTBEHHBIE JIEKAaPCTBEHHBIE CPENICTBA, (hambcuumpoBaHHbIE JEKApCTBEHHbIE
CpeZCTBa IOJUIEKAT UIBATHIO U3 OOPALLCHUS U YHUUTOKEHHIO B ITOPSAAKE, YCTAHOBJICHHOM
[TpaButenscTtBOM Poccuiickoit denepannn. OCHOBaHUEM AJI1 YHUUTOKEHUS JIEKAPCTBEHHBIX
CPEICTB SIBJISIETCS PELICHUE BIIa/IEIbla JIEKAPCTBEHHBIX CPEACTB, PEIIEHUE COOTBETCTBYIOLIETO
YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCTIOJIHUTEFHON BIACTH WM PELICHHUE CYAa.
(YacTp B penakiuu, BBeieHHOU B feiictBue ¢ 1 uromns 2015 rona @enepanbHbIM 3aKOHOM OT 22
nekadpst 2014 rona N 429-03.

2. KontpadaxkTHbie 1eKapCTBEHHBIE CPEACTBA TOIJIEKAT U3BATHIO U3 OOpaIeHus U
YHHUYTOKCHUIO 110 pelIeHHIO cyaa. [Topsaaok yHHITOXKEHUS KOHTPadaKTHBIX JICKapCTBEHHBIX
cpenctB ycranasiupaercs [IpaButensctBom Poccuiickoit @enepanunu.

(YacTp B penakiuu, BBeieHHOHU B feiicTBue ¢ 1 urons 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekabps 2014 roma N 429-03.

3. Pacxo/ipl, CBsI3aHHbBIE C YHUUTO)XKEHUEM KOHTpaaKTHBIX JEKApPCTBEHHBIX CPE/ICTB,
HEeT0OpPOKAaYeCTBEHHBIX JICKAPCTBEHHBIX CPEICTB, (aIbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, BO3MELIAIOTCA UX BIIAICIIBLIEM.

4. Bragenen J1eKapCTBEHHBIX CPEJICTB AOKEH IPEICTaBUTh B YIIOJHOMOYEHHBIN (pefepanbHbIi
OpraH MCIOJIHUTEILHON BIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIECHHOM MOPSIJIKE €ro
KOIIUIO, IOATBEPKAAIOIINE (PAKT YHUUTOKEHHUS JIEKAPCTBEHHBIX CPEJICTB.

5. CooTBeTCTBYIONIUI YIOTHOMOYEHHBIN (hefiepalibHbIA OpraH UCIIOJHUTEIbHOM BIIACTH,
NPUHSBIIMN pelieHue 00 YHUUTOKEHUH JIEKaPCTBEHHBIX CPE/ICTB, OCYIIECTBISET KOHTPOJIb 32
UX YHUUYTOKCHHUEM.

6. YHUUTOXXEHHE JIEKAPCTBEHHBIX CPEJICTB MPOU3BOJUTCS OpraHU3aUsAMU, UMEIOIUMHU
COOTBETCTBYIONIYIO JIMIICH3HUIO, HA CIIEIMAILHO 000PY0BAaHHBIX IJIOMIAIKAX, TOJIUTOHAX U B
CHEIHaIbHO 000PYIOBAaHHBIX MOMEIICHUSX C COOII0IEHNEM TpeOOBaHH B 00JIACTH OXPaHBI
OKpY>KaIoIlel Cpelibl B COOTBETCTBHUH C 3aKOHOAATENbCTBOM Poccuiickoit deneparum.

7. HapkoTHyecKue JEKapCTBEHHbBIE CPEACTBA, IICUXOTPOITHBIE JIEKAPCTBEHHBIE CPEJICTBA,
paauodapMareBTHIECKHE JEKapCTBEHHBIE CPEJICTBA YHUUTOXKAIOTCS B COOTBETCTBUU C
3akoHoaresnbcTBOM Poccuniickoit denepanuu.



I'naBa 12. I'ocynapcTBeHHOE peryjiMpoBaHue LeH Ha
JIEKAPCTBEHHbIE NPenaparsl AJd MeAUIUHCKOT0
npuMeHenusi (cratou 60 - 63)

Cratbs 60. I'ocyrapcTBeHHOE peryJiJMpoBaHue LEH HA JIeKAPCTBEeHHbIE
npenaparbl 1Jisi MeAUIUHCKOr0 NIPUMEHEeHH

FOCY,Z[apCTBeHHOG PEryjJInpoBaHUC LECH Ha JICKAPCTBCHHBIC ITIp€HIapaThl A1 MEAUIMHCKOI'O
MPUMCHCHUA OCYHICCTBIIACTCA MMOCPCACTBOM:

1) yrBepxxknenust [IpaButenbctBom Poccuiickoit deneparuy nepevHs ;kM3HEHHO HEOOXOIUMBIX
U BOKHEUIITUX JIEKAPCTBEHHBIX MTPETApaTOB, KOTOPBIA CHOPMHUPOBAH B YCTAHOBICHHOM UM
MOPSAIKE HA OCHOBE KOMILIEKCHOM OILEHKHU JIEKapCTBEHHBIX MPENapaToB, BKIIIOUYAs aHAIIN3
CBEJICHUI O CPAaBHUTEIHHON KIMHUYECKOH 3((EKTUBHOCTH U OE30MTaCHOCTH JIEKAPCTBEHHOTO
CPEICTBA, OLIEHKY SKOHOMHYECKHX MOCIEACTBUI MPUMEHEHUS JICKaPCTBEHHOTO CPEICTBA U
M3y4EeHUE JAOMOTHUTEIBHBIX TOCIEICTBUN MPUMEHEHHUS JIEKAPCTBEHHOT'O CPEJICTRA;

(ITynkr B penakuuu, BBeaeHHOM B Aeiictue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

2) yTBEpKICHHS METOJIMKU YCTAaHOBJICHUS TPOU3BOIUTEISIMU JICKAPCTBEHHBIX MPENapaToB
MpellebHBIX OTIYCKHBIX LIEH Ha JIEKApCTBEHHBIE MperapaThl, BKIIOYEHHBIE B IEPEUYCHb
YKU3HEHHO HEOOXOUMBIX U BOXKHEUIIIMX JICKAPCTBEHHBIX MIPENApaToB, a TAK)KE BHEIPEHUS
MEXaHU3MOB ()OPMHUPOBAHUS CHUCTEMBI pe(PepEHTHBIX IICH;

(ITynkT B penakiuu, BBeJleHHOM B neiicTtBue ¢ 1 uromns 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

3) rocyaapCTBEHHOM PErUCTpaIli YCTAHOBJICHHBIX MTPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX
IIPEIapaToB NPeIeIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IIPENAPaThl, BKIKOYEHHbIC B
MepeveHb JKU3HEHHO HEOOXOIMMBIX M BaYKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB;

4) BeieHUs TOCYJapCTBEHHOI'O PEECTpPa MPeIeIbHbIX OTIYCKHBIX IIEH TPOU3BOIUTENEH Ha
JIeKapCTBEHHbIE MTPenapaThl, BKIOYEHHBIE B IEpeUeHb )KU3HEHHO HEOOXOUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IPEMAPaTOB;

5) yTBepXK/1€HUS METOJIMKN YCTAaHOBJIEHUSI OpraHaMH HCHOJHUTENBHOM BIIaCTH CYOBEKTOB
Poccuiickoit denepanuu npeaesbHbIX pa3MepOB ONTOBBIX HAJA0aBOK U IMPEAEIbHBIX Pa3MEPOB
PO3HUYHBIX Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM LIEHaM, YCTAaHOBJIEHHBIM MTPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX MPENAPATOB, Ha JICKAPCTBEHHBIE MTPENapaThl, BKIOYEHHBIE B IEPEYEHb
XKU3HEHHO HEOOXOIMMBIX M BaKHEHMIIINX JIEKAPCTBEHHBIX MPENaparoB;

6) yCTaHOBJIEHUS MIPENIEIbHBIX Pa3MEPOB ONTOBBIX HAJJ0ABOK U MpeEIbHBIX pa3MEPOB
PO3HUYHBIX Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM LI€HaM, yCTAHOBJIEHHBIM MTPOU3BOAUTENISIMU
JIEKApCTBEHHBIX IPENAPaTOB, Ha JICKAPCTBEHHBIE MTPENapaThl, BKIFOUCHHBIE B IEPEUCHb



XKU3HEHHO HEOOXOIMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB;

7) yTBep:KIeHUs OPsAIKa BbIIa4K MPEANUCAHUN OpraHaM UCIOJIHUTEIBHOMN BIACTU CyOHEKTOB
Poccuiickoit @eaepanuu 0 TpUBEICHUN B COOTBETCTBUE C 3aKOHOIATEILCTBOM Poccuiickoit
®Denepany perieHuid 00 yCTaHOBJICHUHU MTPeIeIbHBIX pa3MEPOB ONTOBBIX HA0ABOK U
IpeJeNbHBIX Pa3MEPOB POSHUYHBIX HA10aBOK K (PAKTUYECKHM OTITYCKHBIM IIEHAM,
YCTaHOBJICHHBIM ITPOU3BOUTEISIMU JIEKAPCTBEHHBIX MIPENapaToOB, HA JIEKAPCTBEHHbIE
npernapaThl, BKIIOUYEHHBIE B IEPEYCHD KU3HEHHO HEOOXOJMMbIX M BAKHEHIITNX JIGKAPCTBEHHBIX
IIpenaparoB, €CJIM OHM IPUHATHI C HAPYLIEHUEM 3aKOHOAaTenbCTBa Poccuiickonn @enepannu, B
nopsiike, ycraHosiaeHHoM IIpaBurensctBom Poccuiickoit @enepanny;

8) HampaBJIEHUs YIIOJIHOMOYEHHBIM (eiepaIbHbIM OPTraHOM UCIIOJHUTEIBHON BIACTH OpraHam
UCIIOJIHUTENIbHOM Bi1acTu cyObekToB Poccuiickoil deaepanuu npeanucaHuii o NIpUBEICHUH B
COOTBETCTBUE C 3aKOHOAATeNbCTBOM Poccuiickoit denepannuy NpUHATHIX ¢ HAPYILIEHUEM
3aKoHojarenbcTBa Poccuiickoit @enepanyu pemeHnii 00 yCTaHOBIIEHUHU MIPEJIEIbHBIX pa3MEPOB
OITOBBIX HA10aBOK U MPEAEIbHBIX Pa3MEPOB POSHUYHBIX Ha/10aBOK K LIEHAM Ha JIEKapCTBEHHbIE
[penaparsl, BKIOYEHHbIE B IEPEYEHb )KU3HEHHO HEOOXOIMMBbIX U BaXKHEMIINX JIEKAPCTBEHHBIX
IIPEnapaTos;

9) ocymecTBiaeHUs (eaepabHOrO TOCYJapCTBEHHOTO Ha/i30pa B cdepe odpalieHus
JIEKAPCTBEHHBIX CPEJICTB U PETMOHAIBLHOTO TOCYIAPCTBEHHOTO KOHTPOJIS 32 IPUMEHEHUEM TIEH
Ha JIEKAPCTBEHHBIE MIPEnapaThl COOTBETCTBEHHO YIIOJTHOMOYEHHBIMH (pe/iepaabHBIMU OpraHaMH
UCTIOJTHUTENIFHOW BIACTH M OpraHaMH MCIIOIHUTEIBHOM BIIACTH CyObeKTOB Poccuiickoit
®denepanny COrNIACHO UX KOMIIETEHIIMU B MOPSIIKE, yCTaHOBIEHHOM [IpaBuTenscTBOM
Poccuiickoit @enepanuu;

(ITynkt B penakuuu, BBeJeHHOM B Aeiictue ¢ 25 utons 2012 roga denepanbHbIM 3aKOHOM OT 25
nronsg 2012 roga N 93-P3.

10) mpuMeHeHHs TpeTyCMOTPEHHBIX 3aKOHOAaTenbcTBOM Poccuiickoit dexnepannu mep
OTBETCTBEHHOCTH 3a HapyLIEHHE MOpsi/iKa IeHO00pa30BaHMsI Ha KU3HEHHO HEOOX0IMMBbIE U
Ba)XKHEHIINE JIEKapCTBEHHBIE TpenapaThl.

Cratb 61. 'ocynapcTBeHHasi perucTpanusi yCTAHABJINBaeMbIX
MPOM3BOANTEISIMHU JIEKAPCTBEHHBIX NPENapaToB NMpeAe/JbHbIX OTIYCKHBIX EeH
HAa JIEKAPCTBEHHbIE NPenapaThl, BKIYEHHbIE B IIePeYeHb KU3HEHHO
HEO0XOAMMBIX M BaKHEHIIHUX JICKAPCTBEHHBIX MPENapaTos

(HammenoBanue B pepakiiuu, BBeieHHOU B fericTBre ¢ 1 uromns 2015 rona denepanbHbIM
3akoHOM OT 8 mapta 2015 roga N 34-®3.

1. YcranaBnnBaemble MPOU3BOIUTEISIMH JIEKAPCTBEHHBIX MPENApaTOB NPEIEIbHBIE OTITYCKHbBIE
IICHBI Ha JIEKAPCTBEHHBIE NIPENapaThl, BKIIOUEHHBIE B IEPEUCHb KU3HEHHO HEOOXOAUMBIX
BAKHEUIINX JICKAPCTBEHHBIX IIPENApATOB, MOAJIEKAT TOCYTAPCTBEHHONW PETUCTPALMH B MOPSAIKE,
ycranosiieHHOM IIpaBurenscrBom Poccniickon denepanumn.



(HacTp B penakuuu, BBeieHHOU B feiicTBue ¢ 1 utons 2015 rona denepaibHbIM 3aKOHOM OT 8
Mapta 2015 roga N 34-®3.

2. Ha ocHOoBaHuM noJaHHOTO A0 | OKTAOPS KakJI0ro rojia 3asBlICHUS IPOU3BOAUTENS
JICKapCTBEHHBIX MPENapaTOB, BKIIFOUEHHBIX B TIEPEUCHD )KU3HEHHO HEOOXOMMBIX M BaKHEHIIINX
JIEKapCTBEHHBIX MPENapaToB, 3aperucTPUPOBAaHHAs Mpe/iesibHAas OTITYCKHAs [IeHa Ha
JICKapCTBEHHBIN Mpenapar MOKET ObITh IePEPETUCTPUPOBAHA OJIUH Pa3 B KAJICHIAPHOM TOAY B
nopsiake, ycranoieHHoM [IpaButensctBoM Poccutickoit denepanuu.

(HacTp B penakiuu, BBeieHHOU B JieiicTBre ¢ 1 utons 2015 rona denepaibHbIM 3aKOHOM OT 8
Mapta 2015 romga N 34-®3.

2 1.Yactp 2_1 nonomHHUTENbHO BKIIOUEHA ¢ 26 okTsa0ps 2010 roga dexepanbHbIM 3aKOHOM OT
11 oxtsa6ps 2010 roma N 271-D3, yrparuna cuiy ¢ 1 urons 2015 romga denepabHBIM 3aKOHOM
ot 8 mapta 2015 roga N 34-03. .

2 2. YacTp AOMOJHUTENBHO BKIIOUEHA ¢ 26 okTs10pst 2010 roga denepanbHbiM 3aKOHOM OT 11
okTsi0ps 2010 roga N 271-®3, yrparuna cuny ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 8
mapta 2015 roma N 34-@3. .

3. Pacuer npenenbHbIX OTIYCKHBIX 1I€H, YKa3aHHBIX B 4acTAX | U 2 HACTOALLEH CTAaThbU, IPU UX
rOCYIapCTBEHHOW PErUCTPALlUK WIIH MEPEPETUCTPALIMU OCYIIECTBIISIETCA B COOTBETCTBUU C
MEeTOAMKOM, yTBepxkaeHHoU [IpaButenscTBoM Poccuiickoit denepanuu U yuuThIBAIOLLIEH, B
YaCTHOCTH:

1) coGmroaenue 6ananca HTHTEPECOB MOTPeOUTENEH JIeKapCTBEHHBIX NPENapaToB, BKIOYECHHBIX B
NepeyYeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, U
IIPOU3BOUTEIIEH JIEKAPCTBEHHBIX IIPENAapaToB, BKIIOUEHHBIX B [IEPEYECHD KU3HEHHO
HEOOXOIUMBIX M BaKHEHIIINX JIEKApCTBEHHBIX MPENapaToB;

2) (hakTHUECKYIO OTIIYCKHYIO 1IEHY Ha JIeKapCcTBeHHbIE Mpemnaparsl B Poccuiickoit denepanuu,
LIEHY BBO3a JIEKaPCTBEHHBIX NpenapaToB B Pocculickyto Penepaniuio, a TakKe LIEHbI Ha
aHAJIOTMYHBIE JIEKapCTBEHHBIE NpenapaThl, Haxo sammuecs B oOpaiienuu B Poccuiickoit
denepauny;

3) 3aTpaThl NPOU3BOAUTENS JIEKAPCTBEHHOIO MIpenapaTa Ha IPOU3BOJCTBO U PEATU3ALIUIO
JIEKapCTBEHHOIO Mpernapara;

4) 1leHy Ha JIeKapCTBEHHbIN IpenapaT HHOCTPAHHOTO MPOU3BOJICTBA, €r0 LIEHY B CTPAHE
MIPOU3BOUTEINS M B CTPaHaX, B KOTOPBIX Mpenapar 3aperucTpupoBaH U (Uin) B KOTOPHIE
MOCTAaBJISIETCSA NHOCTPAHHBIM IIPOU3BOIUTEIIEM.

(HacTp B pemakiuu, BBeieHHOU B feiicTBre ¢ 1 uroms 2015 rona denepaibHBIM 3aKOHOM OT 8
Mmapta 2015 rona N 34-03.



4. He nomyckaroTcst peanu3alys U OTIIYCK JIEKAPCTBEHHBIX MPENapaToB, BKIIIOUEHHBIX B
MepPEYCHb JKU3HEHHO HEOOXOIMMBIX M BaYKHEHIIIMX JIEKAPCTBEHHBIX MPENapaToB, HA KOTOPHIC
MIPOU3BOUTEISIMU JIEKAPCTBEHHBIX MIPENapaToOB HE 3apPETUCTPUPOBAHA MPECIIbHAS OTITYCKHAS
1IeHa, pean3aIys U OTITYCK MPOU3BOIUTEIAMH JICKAPCTBEHHBIX MPENapaToB MO IIEHAM,
MIPEBBIIIAIOIINM 3aPETUCTPUPOBAHHBIC MPEEIbHBIE OTIYCKHBIE IIEHBI HA JIEKAPCTBEHHbIE
npenaparesl.

(Hactp nononHuTenbHO BKItoueHa ¢ 1 uronst 2015 rona @enepajibHbIM 3aKOHOM OT § MapTa
2015 rona N 34-d3; B penakiuu, BBeJIeHHOM B aeiicTBue ¢ 15 utonst 2016 roga @enepaibHbIM
3aKkoHOM OT 3 mrojig 2016 roga N 350-D3.

5. OcobeHHOCTH roCcy1apCTBEHHOTO PETYIIMPOBAHUS MPEAETbHBIX OTITYCKHBIX IIEH Ha
JIEKapCTBEHHBIE NIPEMapaThl, BKIIOYCHHBIC B IEPEUCHb KU3HEHHO HEOOXOIUMBIX M BaYKHEHIIINX
JIEKapCTBEHHBIX IPENapaToB, B 3aBUCUMOCTH OT IKOHOMHYECKHX U (WJIN) COIMATIBHBIX
KpHUTepueB (I3MEHEHHE YCIIOBHH, MTOPS/IKA M CTOMMOCTH IPOU3BO/ICTBA JIEKAPCTBEHHBIX
IpenapaToB, UCIOIb30BaHUE HOBBIX (HOPM, METOJIOB U CIIOCOOOB IOCYJaPCTBEHHOTO
pEryInpoBaHus IIEH Ha JICKAPCTBEHHBIC ITPENapaThl, B TOM YHCJIEe Ha OCHOBE MEXaHNU3Ma
pedepeHTHOTO IeH000pa30BaHNUsI, H3MEHEHUH MOPSAIKA OKa3aHUsI MEIUIIMHCKOMN ITOMOIIH, U
MHbIC U3MEHEHHs) ycTaHaBiuBaroTcs [IpaBurensctBoM Poccuiickoit deneparyn.

(Hactp nononHUTENBHO BKIItOUeHa ¢ 16 Mapta 2015 rona ®enepajibHbIM 3aKOHOM OT 8 MapTa
2015 roma N 34-®3)

Cratbs 62. 'ocynapcTBeHHBII peecTp NpeAeJbHbIX OTIIYCKHBIX IeH
NpOU3BOANTEJIel HA JIeKAPCTBEHHbIE NPeNnapaThl, BKJIAIOYEHHbIE B llepevyeHb
’KM3HEHHO He00XOAUMBbIX M BasKHEHIINX JeKAPCTBEHHbIX NIPeNapaToB

1. 3apeructpupoBaHHbIE IIpe/IEIbHbIE OTITYCKHBIE LIEHBI HA JIEKApPCTBEHHBIE MTpenapaThl,
BKJIIOYEHHBIE B IIepeUeHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JICKApCTBEHHBIX IPENapaTos,
MO/JIEXKAT BKIIFOYEHHIO B TOCYAAPCTBEHHBIN PEECTP MPEAEIbHBIX OTIIYCKHBIX LIEH
IIPOU3BOAUTENIEH HA JIEKAPCTBEHHBIE IIPETIAPAThI, BKJIIIOUEHHBIE B IIEPCUYECHb JKU3HEHHO
HEOOXOUMBIX M BaKHEHIIMX JIEKApCTBEHHBIX IPErapaTos.

2. 'ocynapCTBEHHBIN peecTp MPEAEIbHBIX OTIYCKHBIX 1IEH IPOU3BOANTENEH Ha JIEKAPCTBEHHBIE
Ipenaparsl, BKIOYEHHbIE B IEPEYEeHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIIINX JIEKaPCTBEHHBIX
IpenapaToB, COAEPKUT B cebe cieyIoNlyto HH(OpMAIIHIO:

1) HanMeHOBaHHE JIep KaTeIs WK BIIAJENbIa PETUCTPAIIMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOI'0 IIpenaparTa, HAMMEHOBAHUE TTPOU3BOIUTEIIS JIEKAPCTBEHHOTO MIPEIapara, MeCTO
HaXO0XJIEHUS MPOU3BOJCTBEHHBIX IUIONIAJ0K, YYACTBYIOIIHMX B IIPOLIECCE TPOU3BOICTBA
JIEKapCTBEHHOI0 IIpernapara, ¢ yKazaHhueM CTaJuu IpoLecca NpOu3BOICTBA;

(ITyskT B penakiuu, BBeieHHOM B neiicTtBue ¢ 1 uronst 2015 roma @enepaibHBIM 3aKOHOM OT 22
nexabps 2014 roga N 429-D3.

2) HauMEHOBaHUE JIEKApPCTBEHHOTO Mpemnapara (MeXIyHapoIHOEe HeTTaTEeHTOBAHHOE, UITN
TPYIIIUPOBOYHOE, WIIH XUMUUYECKOE U TOPTOBOE€ HANMEHOBAHHUS );
(ITynkr B penakuuu, BBeaeHHOM B AeiicTue ¢ 1 utons 2015 roga denepaabHbIM 3aKOHOM OT 22



neka0pst 2014 rona N 429-03.

3) HOMEp PerucTPaIOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Mpernapara;

4) nexapcTBeHHas (popma ¢ yKazaHUEM JIO3UPOBKH JICKAPCTBEHHOTO Mpernapara u ero
KOJIMYECTBA BO BTOPUYHOM (MMOTPEOUTENILCKO) YITaKOBKE, a TAK)KE KOMIUJICKTHOCTb;

(ITynkT B penakiuu, BBeJieHHOM B aeiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.

5) 3apeructpupoBaHHasl IpeieNibHAs OTIYCKHAs 1IeHa B PYOJIsX;

6) 1ara ¥ HOMep MPHUKa3a YIOTHOMOYCHHOTO (eepaTbHOrO OpraHa UCIOJHUTEIHHON BIACTH O
rOCy/IapCTBEHHOW PETUCTPALIUH, TIEPEPETUCTPALIUU TIPEIEIbHON OTITYCKHOM LIEHBI Ha
JIEKapCTBEHHBIN MIpenapar, BKIIOYECHHBIN B MEPEYEHb KU3ZHEHHO HEOOXOAMMBIX U BaXKHEHIITNX
JIEKapCTBEHHBIX MPEIapaToB;

(ITynkT B penakiuu, BBeleHHOM B neiictBue ¢ 1 uronst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

7) IITPUXOBOI KO/, HAHECEHHBI HAa BTOPUYHYIO (TOTPEOUTETHCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO
npernapara;

(ITynkt nonosiHuTenbHO BKItoUYeH ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

8) KoJ1 IeKapCTBEHHOIO IperapaTa o aHaTOMO-TEPaleBTHUECKO-XMMHUYECKON KIacCU(BUKAIIH,
PEKOMEH1I0BaHHOM BceMupHON opranu3anueit 34paBoOXpaHeHMS.

(ITynakt gomonuuTenbHO BKItoUYeH ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM OT 22 fexadps
2014 roma N 429-03)

3. 'ocynpapcTBeHHast peructpanus NpeAesbHbIX OTITYCKHBIX IIEH Ha JIEKApCTBEHHBIE ITpenaparsl,
BKJIFOYCHHBIC B MIEPCUCHDb JKU3HCHHO H€06XOI[I/IMI>IX U1 BaXXHEHUIIINX JICKApCTBCHHBIX NIPCIIapaToB,
BEJICHNE rOCYJapCTBEHHOTO peecTpa MpeIebHbIX OTIYCKHBIX LIE€H MPOU3BOIUTENEH Ha
JICKApPCTBCHHLIC IPCHiapaThl, BKIIIOYCHHBIC B ICPCYCHD )KU3HCHHO HGO6XOILI/IMI>IX ¥ BaXXHEHUIIINX
JIEKAPCTBEHHBIX MPEMApaToOB, OCYIIECTBIISIIOTCA B MOPSAAKE, yCTaHOBIEHHOM [IpaBuTenscTBOM
Poccuiickoit @enepanuu.

Crartbs 63. YcTaHOB/IEHHE OPraHAMM UCHOJHUTEILHON BJIACTH Cy0bEeKTOB
Poccuiickoit @enepaunu npeaejbHbIX pa3MepoB ONTOBBLIX HAA0ABOK U
npeebHbIX Pa3MepoOB POZHUYHBIX HAI0ABOK K (PAKTHYECKHM OTIIYCKHBIM
eHaM, YCTAHOBJIECHHBIM MPOU3BOIUTE/ISIMH JIEKAPCTBEHHbBIX MPENAapaToB, HA
JIEKAPCTBEHHbIE MpenapaTsl AJs1 MEAUIMHCKOr0 NPUMEHEeHHs



1. Oprasbl HCIOJTHUTENBHOM BiacTu cyobekToB Poccuiickoit denepaliiy ycTaHaBINBAIOT
npeenbHbIe pa3Mephbl ONTOBBIX HaJ0ABOK U MpeieibHbIE pPa3Mepbl PO3HUYHBIX HaJ0aBOK K
(haKTUYECKUM OTITYCKHBIM I[€HAM, YCTAHOBICHHBIM TPOU3BOIUTEIISIMHU JICKAPCTBEHHBIX
[pernapaToB, Ha JIEKAPCTBEHHbBIE MIPENapaThl, BKJIOYCHHbIE B IIEPEYCHb KU3HEHHO HEOOXOAMMBIX
Y BOKHEUIIUX JIGKAPCTBEHHBIX IIPENapaToB, B COOTBETCTBUU C YTBEPKIACHHOU B MOPSJIKE,
yctanoBiieHHOM [IpaButenscTBoM Poccuiickoit @eaepaiiuu, METOIUKON YCTaHOBICHUS
OpraHaMHM HCIIOJIHUTENBHOM BiacTu cyobekToB Poccuiickoit denepanny npeaenbHbIX pa3MepoB
ONTOBBIX HA10aBOK U MPECIbHBIX Pa3MEPOB POSHUUHBIX Ha10aBOK K (DAKTUYECKUM OTITYCKHBIM
LIEHaM, YCTaHOBJIEHHBIM IIPOM3BOJUTEINSMU JIEKAPCTBEHHBIX IPENIapaToB, Ha JIEKAPCTBEHHbIE
Ipernaparsl, BKIIOYCHHbIE B IIEPEYeHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHMIITNX JIEKaPCTBEHHBIX
npemnapatoB. [IpoeKThI penieHnii OpraHoB HCIIOJIHUTEIBHOMN BIacTH CyOBheKTOB Poccuiickoit
Oenepanuy 00 yCTaHOBICHUH U (WIJIM) U3MEHEHUU MPEeNIbHBIX Pa3MEPOB ONTOBBIX HA0aBOK U
MpeIeTbHBIX PA3MEPOB PO3HUYHBIX HAA0ABOK K (PAKTHYECKUM OTITYCKHBIM IICHAM,
YCTaHOBJICHHBIM ITPOU3BOUTEISIMU JIEKAPCTBEHHBIX IPENAapaToOB, Ha JICKAPCTBEHHBIE
npernaparsl, BKIIOYCHHBIE B TIEPEUCHD KU3HEHHO HEOOXOIMMBIX U BAKHEHUIITUX JICKAPCTBEHHBIX
[IpernapaToB, MOJJIEKAT COIIACOBAHUIO C (heiepaIbHBIM OPTaHOM HCIIOTHUTEIHLHON BIACTH,
YIIOJIHOMOYEHHBIM OCYILIECTBIISATH IIPABOBOE PETYIMPOBAHKE B chepe TOCYAapCTBEHHOTO
perynupoBaHus 1ieH (TapudoB) Ha TOBaphI (YCIyru), B MOPSIIKE, YCTAHOBICHHOM
IIpaBurenscTBOM Pocculickon @enepanuu.

(HacTp B pemakiuu, BBeIeHHOH B JelicTBue DenepanbHbiM 3akoHOM OT 13 mrosst 2015 roga N
241-03.

2. Opranuzanuy ONTOBOM TOProBIM U (WJIK) alTeYHbIE OPTaHU3AIH, UHIUBUAYAIbHbBIE
MPEIITPUHUMATEITH, UMEIOIIUE JINIIEH3UIO Ha (hapMaIleBTHYECKYIO ICITeIbHOCTb, OCYIIECTBIISIOT
peann3ainio JIeKapCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B IEPEUEHb )KU3HEHHO HEOOXOINUMBIX U
BAKHENIIUX JIEKAPCTBEHHBIX MPEeNapaToB, MO [IEHAM, YPOBEHb KOTOPBIX HE MIPEBBIIIAET CYMMY
(bakTUYECKOM OTMYCKHOM IIEHbI, YCTAHOBICHHOW MPOU3BOIUTENIEM JIEKAPCTBEHHBIX IIPENapaToB
Y HE IIPEBBIIIAOIIEH 3apETUCTPUPOBAHHON MTPEACIIBHON OTIIYCKHOM LIEHBI, U pa3Mep ONTOBON
Haa0aBKH U (WIK) pa3Mep POZHUYHON HaA0aBKH, HE IPEBBIIIAIOIINE COOTBETCTBEHHO pa3mMepa
MpeaeIbHON OMTOBOM HaI0aBKH U (UJTK) pa3Mepa MpeeabHON pO3HUYHON Ha10aBKH,
YCTaHOBJIEHHBIX B cyOBbekTe Poccuiickoii deneparum.

3. Opransl HCNIOJHUTENIBHOM Bi1acTu cyobekToB Poccuiickoit denepannu pa3memaroT B CETH
"MuTepHeT" Ui onyOIMKOBBIBAIOT HHPOPMAIUIO O 3apETUCTPUPOBAHHON MPEeAeTHHOM
OTIIyCKHOM IIEHE Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIFOUCHHBIE B IIEPEUYECHb )KU3HEHHO
HEOOXOIUMBIX M BaKHEHIIMX JIEKApCTBEHHBIX IPENapaToB, 00 YCTaHOBIEHHBIX B CyOBEKTE
Poccuiickoii @eneparuu pazMepe npeaenbHON oNTOBOM Ha0aBKU U (MIIK) pa3zMepe MpeaenbHOMI
PO3HUYHOM Ha/10aBKU K YCTAaHOBJICHHBIM IIPOU3BOAUTENSAMU JIEKAPCTBEHHBIX IIPENapaToB
(bakTUYECKUM OTITYCKHBIM I[€HaM Ha JIEKapCTBEHHBIE MPEnapaThl, BKIIOUYEHHBIEC B IepeUeHb
YKU3HEHHO HEOOXO/IMMBIX U BaXKHEHMIINX JIEKaPCTBEHHBIX MIPENapaToB, U 00 yKa3aHHOU B yacTu 2
HacTosAIIel cTatbu cymme. MHbopMalius, mpeaycMOTpeHHas: HACTOAMIEH YacThlo, T0JDKHA
pa3MelaTbes TAKXKE B allTEYHBIX OPraHU3ALMIX B TOCTYITHOM JUISI CBEACHUS BCEX
3aMHTEPECOBAHHBIX JHUI (hopMe 1 OOHOBIISATHCS 110 MEpE €€ ONMyOIMKOBAHMS.

4. IIpunsaTele ¢ HapylmeHneM 3aKkoHoaarenbeTBa Poccniickoit denepanuu pemeHns: OpraHos
UCTIOJIHUTENIbHON BiacTH cyObekTa Poccuiickoit @enepannu 00 yCTaHOBIEHUH MTPEASIBHBIX
pa3MepoB ONTOBBIX HAZ0ABOK U MPEEIbHBIX Pa3MEPOB POSHUUHBIX Ha10aBOK K
3apETrUCTPUPOBAHHBIM IIPEACIIBHBIM OTIIYCKHBIM LIEHAM Ha JIEKapCTBEHHBIE IIpEaparsl,
BKJIIOUEHHBIE B MIEPEUEHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaTos,



MOJIJIE)KAT OTMEHE B Cy/IeOHOM TOPSIIKE.

I'naa 13. MonuTopuHr 3¢pGeKTUBHOCTH U 0€30IACHOCTH
JIEKAPCTBEHHBIX NMPENapaToB, HAXOAAIIUXCH B 00palllcHUN B
Poccuiickoii @enepamun (ctatbu 64 - 66)

(HanmeHoBanue B pefakiuu, BBeZeHHOH B AelicTBue ¢ 1 utons 2015 rona @enepanbHbIM
3aK0HOM OT 22 nexadpst 2014 roma N 429-D3.

Crartbs 64. @apmakoHaa3op

1. JlekapcTBEeHHBIC TTpenapaThl, HaXosAIMecs B oOpamieHun B Poccuiickoit deneparnmm,
MOJIICKAaT MOHUTOPUHTY d((HEKTHBHOCTH M 0E€30IIACHOCTH B IEJISAX BBISIBJICHUS BO3MOYKHBIX
HETraTUBHBIX MOCIEICTBUIM UX MPUMEHEHUS, UHIUBUyaIbHOW HEMEPEHOCUMOCTH,
MPEAYNPEXKACHUS MEAUIIMHCKUX PAOOTHUKOB, BETEPUHAPHBIX CIICIUATMCTOB, MAIIUEHTOB WIN
BJIQ/ICTIBIIEB )KMBOTHBIX M MX 3alIUTHI OT IPUMEHEHUS TaKUX JIEKaPCTBEHHBIX MIPENapaToB.

2. @apMaKoHaA30p OCYHIECTBISIETCSI COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (heaeparbHbIM
OpPraHOM HCIOJHUTEJIbHON BJIACTH B YCTAaHOBJIEHHOM MM IMOPSAKE MyTEM aHaJIU3a
IPEOCTABIIIEMON CyObEKTaMU 00paIleHus JIEKapCTBEHHBIX CPECTB WH(POPMALIUU O TOOOYHBIX
NeHCTBUSAX, HEXKENATEJIbHBIX PEAKLUAX, CEPhE3HBIX HEXeNaTeIbHbIX PEAKIIUsX,
HETPE/IBUICHHBIX HEXKENATEIBHBIX PEaKIUIX PU MPUMEHEHUH JICKapCTBEHHBIX MIPENapaToB, 00
WH/IMBUIYaIbHOW HEMEPEHOCUMOCTH, OTCYTCTBHH 3()()EKTUBHOCTH JICKAPCTBEHHBIX IIPENapaToB,
a Takke 00 MHBIX (aKTax U 00CTOATENBCTBAX, MPEACTABISIIOIIUX YTPO3Y KU3HU UIIH 3/10POBBIO
YenoBeKa 100 KUBOTHOTO MPHU MPUMEHEHHH JIEKAPCTBEHHBIX MPETapaToB U BHISIBICHHBIX HA
BCEX ATarax oOpalleHus JeKapCTBeHHbIX NpenapaToB B Poccuiickoit denepanuu u 1pyrux
rocyaapcTBax.

3. CyObexThl 0OpalleHus JIEKapCTBEHHBIX CPEJICTB B MOPAAKE, YCTAHOBICHHOM
YIOJIHOMOYEHHBIM (e/iepaIbHbIM OPTaHOM MCIIOTHUTEIbHON BIIACTH, 00s3aHbI COOOIIATh B
YIIOJIHOMOYEHHBIN (heiepalibHbI OpraH UCIOJHUTEIBHOMN BIACTH O MOOOYHBIX IEHCTBHUSAX,
HE)KeJaTeJIbHbIX PEaKIUsIX, CEPbE3HBIX HEKENATEIbHBIX PEAKIIMSIX, HETIPEABUIEHHBIX
HE)KEJIaTeNIbHBIX PeaKLUIX IPU IPUMEHEHNH JIEKaPCTBEHHBIX MTPENapaToB, 00 MHANBUAYATbHON
HENEePEeHOCUMOCTH, OTCYTCTBUU 3 (HEKTUBHOCTH JIEKAPCTBEHHBIX IPENApaToB, a TAKKE 00 MHBIX
(akTax 1 006CTOATENbCTBAX, IPEACTABISAIOIINX YTPO3Y KU3HU WITU 3/10pPOBBIO UeJIOBEKa JINO0
YKUBOTHOT'O IIPU MIPUMEHEHUH JIEKApPCTBEHHBIX MIPENapaToB U BBISIBICHHBIX HA BCEX ATarnax
oOpaleHus JIeKapCTBEHHBIX MpenapaTtoB B Poccuiickoit denepanyu u Ipyrux rocyiapcrpax.

4. JlepKaTesd WU BIAAEINIbIbI PETUCTPAMOHHBIX YIOCTOBEPEHMI JIEKAPCTBEHHBIX IIPENApaTOB,
IOPUAMYECKHE JIMIIA, HA UMsI KOTOPBIX BBIAAHBI Pa3pEIICHNs HAa IPOBEACHUE KIMHUYECKUX
uccienoanuii B Poccuiickoit ®denepanuu, 1160 yIIOIHOMOUYEHHBIE UMU IPYTUE IOPUINYECKUE
JMIa B paMKax obecrieueHust 0€30MacHOCTH JIEKapCTBEHHBIX IPENapaToB B MOPSIKE,
YCTaHOBJIEHHOM COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (pesiepalibHbIM OPraHOM
UCTIOJIHUTENIHON BIAaCTH, 00s13aHbI OCYIIECTBIATH IPUEM, YUeT, 00paboTKy, aHAINU3 U XpaHEHUE
MOCTYMAIOIIMX B UX aJpec OT CyOBEKTOB 0OpaleHHs IEKAPCTBEHHBIX CPEACTB U OPraHOB
roCyJapCTBEHHOM BJIACTH COOOLIEHUH O MOOOYHBIX JEHCTBUSAX, HEXKENATENbHBIX PEeaKIUsIX,



CEPbE3HBIX HEXKETATEIBHBIX M HETIPEIBUICHHBIX HEXKENATeIbHBIX PEAKIHSIX PU IPUMEHEHUN
JIEKapCTBEHHBIX MPENapaToB, 00 0COOEHHOCTAX UX B3aUMOACHCTBUS C APYTUMU
JICKapCTBCHHBIMU TpenapaTaMu, HHIUBHUIyaTbHOW HEIIEPEHOCUMOCTH, a TaKKe 00 MHBIX (paKTax
U 00CTOATEIHCTBAX, IPEACTABIISIIOIINX YIPO3Y KU3HH WU 30POBbIO UeIOBeKa MO0 )KUBOTHOTO
WJIU BJIMSIIOIIMX HAa U3MEHEHUE OTHOIICHUS OKUIAEMOM MOJIb3bl K BO3SMOKHOMY PUCKY
MPUMEHEHHUS JIEKaPCTBEHHBIX MTPErnapaToB.

5. Ilpu BeIsSiBICHUY HHDOPMAIIMK O CEPHE3HBIX HEXKETATeIbHBIX PEAKINAX U HETPEIBUICHHBIX
HEXeNaTeJbHBIX PEeaKIUIX MPU MPUMEHEHNUHU JIEKAPCTBEHHBIX MPEIapaToB, 00 0COOCHHOCTIX UX
B3aUMOJICUCTBUS C APYTUMHU JIEKAPCTBEHHBIMHU MperapaTaMu, UHIUBUYTbHON
HEMEePEHOCUMOCTH, a TaK)Ke 00 MHBIX (haKTax U 00CTOSATEIBCTBAX, BIUAIONINX HA H3MEHECHUE
OTHOLLICHHUS 0KUAAEMOMU MOJIb3bl K BO3MOKHOMY PUCKY MPUMEHEHHUS JIEKAPCTBEHHBIX
MpenapaToB, JEP>KaTeIN I BIIaJICTbIIbI PETUCTPAIIMOHHBIX YIOCTOBEPEHUM JIEKAPCTBEHHBIX
MpenaparoB, IOPUINYECKUE JTUIA, HA UMSI KOTOPBIX BBIAHBI pa3pelICHUs] HAa TPOBEICHHE
KIIMHUYECKHUX nccaeaoBanuii B Poccuiickoit deaepanun, 1100 yIIOJTHOMOYCHHBIC UMH JIPYTHE
IOpUINYECKUE JTUIA 00S3aHbI PUHATH MEPhI, HAMPABJICHHBIE HA YCTPAaHEHNE HETraTUBHBIX
MOCIIEACTBHI MPUMEHEHHSI TAKHX JICKAPCTBEHHBIX MPENapaToB, NPeaynpekIeHUe MPUIHHEHUS
Bpeia )KU3HU WM 3JJ0POBBIO YEJIOBEKA JTUOO KUBOTHOTO, 3aIIUTY UX OT MPUMEHEHHS TAaKUX
JIEKapCTBEHHBIX MPEMapaToB, Ha JIOMOJIHUTEIbHBINA cOOp JaHHBIX 00 (D PEKTUBHOCTH U
0€30MacHOCTH TaKUX JICKAPCTBEHHBIX MPENapaToB.

6. 3a HECOOOIIEHHE WIIH COKPBITHE HH(OPMAIHH, TIPEAYCMOTPEHHON YacThIO 3 HACTOSIIEH
CTaThU, JIepKaTeIN UM BIaJeNblibl PETUCTPALIMOHHBIX YJOCTOBEPEHH JIeKapCTBEHHBIX
npemnaparos, OPUIUICCKHUE JIMa, HAa UM KOTOPLIX BbIAAHBI PAa3pPCIICHHA HAa IIPOBCACHUC
KJIMHUYECKHX HccaenoBaHuil B Poccuiickoit denepanuu, 1nb0 ynoJIHOMOUYEHHbBIE MU IpYTHe
IOPUIUYCCKHUC JIMA, 4 TAKKEC JOJDKHOCTHBIC JiMllda, KOTOPBIM 3Ta I/IH(l)OpMaIII/Iﬂ CcTajia U3BCCTHaA
0 POAY UX MPO(PECCUOHANBHOMN AeSTEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C
3aKoHoAarenbCcTBOM Pocculickoit denepanuu.

7. I1pu mosiy4eHH# YIOJTHOMOYEHHBIM (peiepaabHbIM OPTraHOM UCTIOJHUTEIHHOUM BJIACTH B
paMKax OCYIIECTBICHUS UM (hapMaKOHAI30pa JOKA3aTENbCTB O HECOOTBETCTBUU
JIEKapCTBEHHOTO MpernapaTa YCTaHOBJIEHHBIM TPeOOBaHUAM WX TP MOJYYeHUH UHPOPMAILIUU O
HECOOTBETCTBUH JIAHHBIX 00 2P PEKTUBHOCTH U 0 OE€30MACHOCTH JIEKAPCTBEHHOTO MperapaTa
JIAHHBIM O JIEKAPCTBEHHOM IIpenapare, CoAepKaluuMcs B MHCTPYKIIUU 110 €r0 TPUMEHEHHUTO (B
TOM YHCJIE BBISIBJICHHBIX B X0JI€ OCYIIECTBIECHUS (hapMaKOHA30pa KOHTPOIbHO-HAA30PHBIMH
OpraHaMy WHOCTPAHHBIX TOCYIapCTB), YIIOJTHOMOUYEHHBIN (eepabHbIi OpraH UCTIOJIHUTEITbHON
BJIACTH B YCTAHOBJICHHOM UM MOPSAKE paCCMaTPUBAET BOMPOC O MPUOCTAHOBJICHUH PUMEHEHHS
TaKOr'o JIEKapCTBEHHOTO Mpernapara.

(Cratps B pefaxiuu, BBeIeHHOH B netictBue ¢ 1 utonst 2015 rona @enepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma N 429-03.

Cratbs 65. IIprocTaHoB/IeHHe NTPUMEHEHHS JIEKAPCTBEHHOI0 Mpenapara

1. Ilpu nonydeHun uHOpMaIMK O HEXKETATEIbHBIX PEAKIUAX IPH IPUMEHEHUN

JIEKapCTBEHHOI'0 Iperapara, He YKa3aHHbIX B HHCTPYKIMH 110 MPUMEHEHUIO JIEKapCTBEHHOTO
npernapara, Cepbe3HbIX HEeXKeJIaTeNbHBIX PEakIsIX, 00 0COOEHHOCTSAX €ro B3auMOJICHCTBUS C
JIpYTMMH JIEKapCTBEHHBIMH MpenapaTtaMu, KOTOpbIE MOTYT IIPEJCTABISITh YTPO3y KUZHU UITU



3/I0POBBIO UEJIOBEKA JTMOO0 )KUBOTHOTO, @ TAKXKE O HECOOTBETCTBUHU JAHHBIX 00 3((HEKTUBHOCTH U
0 0€30TIaCHOCTH JIEKapCTBEHHOTO Tperapara JaHHBIM O JICKApCTBEHHOM IIpernapaTe,
COJIepKALIMIMCS B MHCTPYKIIMU TI0 €r0 MPUMEHEHHIO, B TOM YHCIIE OT YIOJTHOMOYEHHBIX OPraHOB
MHOCTPAaHHBIX TOCY/IapCTB, 0OMEH KOTOPOW OCYIIECTBIIICTCS B COOTBETCTBHHU C COTJIAIICHUSAMH
MEX/y YIOJHOMOYEHHBIM (peiepaIbHbBIM OPraHOM HCTIOJIHUTEIbHON BIACTH U
YIIOJTHOMOYEHHBIMH OpraHaMU HHOCTPAaHHBIX TOCYIAPCTB, YIIOTHOMOYEHHBIH (heaepatbHbIi
OpraH MCIIOJIHUTEFHON BIACTH PacCMaTPUBAET BOIIPOC O BO3MOKHOCTH MPUOCTAHOBIICHHS
oOpalleHHs TaKoro JIEKapCTBEHHOTO IIpenapara B MOpsAKe, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

2. IIpu HeUcnoIHEHNHU WM HEHAIJIC)KAIEM HCTIOHEHUHU JiepKaTeNIMU WIH BIaJeblaMu
PErUCTPALIMOHHBIX YAOCTOBEPEHUHN JIEKaPCTBEHHBIX MPENapaToB, IOPUIANUECCKUMU JIMIIAMH, HA
UMs1 KOTOPBIX BBIJAaHbI pa3pelleHus Ha MpoBeieHne KIMHUYECKUX HccieaoBanuil B Poccuiickoit
®deneparyv, UM YIOJTHOMOYCHHBIMU UMH JIPYTHMH FOPUIUICCKIMHE JTUIIAMH 00S3aHHOCTEH,
YCTaHOBJICHHBIX YacTsMU 3 U 4 ctatbu 64 HacTosero deepalbHOTO 3aKOHA, IMOO B CIIydasx
MIPEJICTABICHHUS] COOTBETCTBYIOIIMM YIIOJTHOMOYCHHBIM ()eIepaIbHBIM OPTaHOM
WCIIOJTHUTENIbHOM BJIACTH 3aKIIOYCHHS O HEIOCTOBEPHOCTHU PE3yIbTaTOB KIMHUYECKOTO
MCCJICIOBAHMS JICKAPCTBEHHOTO TIpernapara Jyisi MEAUIIMHCKOTO IPUMEHEHHSI, KOTOPOE OCHOBAHO
Ha pe3yibTaTax MPOBEPKH MEIUIIMHCKON OpraHu3aluu, MPOBOAUBIIEH YKa3aHHOE KIIMHUYECKOe
MCCJICIOBAHNE C HAPYIICHUEM MPABIII HAJJISKAIIed KIMHUYECKOU MPAKTUKH, U TIPUBEIIO K
MOJIyYEHUIO HEJOCTOBEPHBIX PE3yIbTATOB, MO0 B CIy4yae HEBBITOIHEHUS TPEITUCAHUS,
BBIJJAHHOTO YITOJTHOMOYEHHBIM (e/IepaIbHbIM OPraHOM MCIIOJHUTEIBLHOM BIACTH 110 UTOTaM
OCYIIIECTBIICHUS] BELIOOPOYHOTO KOHTPOJISI KaueCTBa JIEKAPCTBEHHOTO Mpemnapara,
YIIOJTHOMOYCHHBIHN (peiepalIbHbIN OpraH UCTIOTHUTEIHLHON BIACTH B YCTAHOBJICHHOM UM TIOPSIKE
paccMaTpUBaeT BOIPOC O MPUOCTAHOBICHUH MTPUMEHEHHUS TaKOTO JIEKAPCTBEHHOTO Mpernapara.
(Cratbs B penakuuu, BBeAieHHOU B neiictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

Cratbs 66. Undopmanus o pedyjbTarax papmakoHnaazopa

(HammenoBanue B peakiuu, BBeieHHOM B nierictBre ¢ 1 utomns 2015 roga denepanbHbiM
3aK0HOM OT 22 nexadps 2014 roma N 429-D3.

YronHOMOUYEHHBIN (eepaabHbIil OpraH UCTIOTHUTEIHHOM BJIACTH, OCYIIECTBIISIOMINMA
(bapmakoHa 30p, HaxoaAUXcs B oOpamieHnu B Poccuiickoit depepannu, no pezyabraraMm
dbapmakoHa30pa pa3MeniaeT Ha cBoeM oduiraibHOM caiite B cetu "MuTepHer" undopmaruio o
IIPUHSTHIX PEIIEHUSAX O BHECEHUHM U3MEHEHMS B MHCTPYKLIMIO 110 IPUMEHEHUIO JIEKapCTBEHHOTO
npernapara, 0 IpUOCTaHOBJIIEHUH TPUMEHEHHUS JIEKapCTBEHHOTO Mpemnapara, 00 U3bATHH U3
oOpalleHts JIEKapCTBEHHOTO Mperapara Uik O BO30OHOBICHUU IPUMEHEHUS JICKapCTBEHHOTO
npernapara.

(Cratps B pefakuuu, BBeieHHOHU B eiictre ¢ 1 urons 2015 roga degepaibHbIM 3aKOHOM OT 22
nekabpst 2014 roma N 429-03.



I'naBa 14. Uudopmanuus o JeKapCTBEHHbIX Npenaparax
(ctaTbu 67 - 67)

Cratbs 67. Undopmanus o JieKapCTBEHHBIX Npenaparax

1. Uudopmarus o IeKapCTBEHHBIX Mperaparax, OTIyCKaeMBbIX 110 PELeNTy Ha JIEKapCTBEHHBIN
npenapar, 10/bKHa COJePIKaThCs TONBKO B CHENUATN3NPOBAHHBIX U3/IaHUSIX, IPEAHA3HAUYCHHBIX
JUIS METMITUHCKHX, (papMalleBTUYECKUX, BETEpUHAPHBIX paOOTHUKOB. MHpopMarus o
JIEKapCTBEHHBIX IperapaTax Ui CIeHaIiNCTOB B 00JacTH 0OpaleHus ICKapCTBEHHBIX CPE/ICTB
MOYKET COJIEPKAThCA B MOHOTpa(UsX, CIPABOYHUKAX, HAYYHBIX CTAThAX, B JOKJIAaX Ha
KOHTpeccax, KOH(EpeHIUAX, CHMIIO3NyMaxX, HaAyYHbBIX COBETAX, a TAK)KE B MHCTPYKLHUSIX TI0
PUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB.

2. Undopmanus o TekapcTBEHHBIX Mpenaparax, OTIyCKaeMbIX 0e3 pelernTa Ha JeKapCTBEeHHbIN
Ipenapar, MO>KET COJIEPKaThCsl B MyOIMKaAUAX U O0BSABICHUIX CPEJICTB MAaCCOBOM
uH(pOpMaIIK, CIIENUATU3UPOBAHHBIX U OOIINUX MEYaTHBIX U3JaHUIX, HHCTPYKIUIX 110
IIPUMEHEHHUIO JIEKAPCTBEHHBIX MTPENapaToOB, NHBIX U3JaHUAX CYyOBEKTOB OOpALCHUS
JIEKAPCTBEHHBIX CPEJICTB. PekiamMHble MaTepuabl O JIEKAPCTBEHHOM MpenapaTe, OTIyCKaeMOM
0e3 pelienTa Ha JEKapCTBEHHbIN Mpenapar, J0JKHBl COOTBETCTBOBATh MHCTPYKIIMU 110
MIPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara.

3. JlomyckaeTtcs UCIOIb30BaHUE JHOObIX MaTepHAIbHBIX HOCUTEIEH, TO3BOJISIONINX XPAHUTD,
nepeaaBaTh M UCIOIb30BaTh MHPOPMALIUIO O JIEKAPCTBEHHBIX MpenapaTax 0e3 ee HCKaKCHHUS.

I'naBa 14 1. OrpanuyeHnus, HajlaraeMbl¢ HA OPraHU3AIMH,
OCYIIEeCTBJAKIINE AeATeJIbHOCTD 10 00PAILEHUIO
JIEeKapCTBEHHBIX cpeacTB (cTtaThu 67 1 -67_2)

(I'maBa DOMONMHUTEIBHO BKITIOUeHa DeepabHbIM 3aKOHOM OT 25 Hos10pst 2013 roga N 317-D3)

Cratbs 67_1. OrpannyeHus, HajlaraeMble MPHU OCYIIECTBJIEHUH A€ATEJILHOCTH B
cepe oOpameHust JIeKapCTBEHHBIX CPEJICTB

1. Opranu3zanuu, 3aHUMAIOIIKECs Pa3padOTKOM, MPOU3BOJICTBOM U (WJIH) peasinu3aluen
JIEKapCTBEHHBIX MPENapaToB JJIsl MEIUIIMHCKOTO MPUMEHEHUS, OpraHnu3alliy, 001a1al01ue
IIpaBaMH Ha UCIIOJIb30BaHNE TOPTOBOTO HAMMEHOBAHUS JICKAPCTBEHHOTO Mperapara Jijis
MEAUIIMHCKOTO IPUMEHEHHUSI, OPTaHU3AI[MH ONTOBON TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMH,
AIITCYHBIC OpraHnu3alvn (I/IX npeaCTaBUTECIIN, NHBIC (I)I/ISI/I‘ICCKI/IG U OPpUINYCCKUC JIMIA,
OCYIIECTBIISIOIIUE CBOIO JIEATEIHHOCTh OT UMEHH dTUX OpraHU3aliii) B OTHOLICHUH
METUIIMHCKUX PAOOTHUKOB M PYKOBOJUTEICH MEIUIIMHCKAX OpTraHU3allUid HE BIIPABE:

1) BpY4YaTh IMOJapKH, BbIIUIAYNBATL ACHCKHBIC CPECACTBA (33. HNCKIIIOYCHHUEM BO3Hana)K,Z[CHI/Iﬁ 1o
A0roeopam mnpu npoBEACHUU KIIMHUYCCKUX I/ICCHGJIOBaHI/Iﬁ JICKAPCTBCHHLBIX MPECIIapaToB AJIA



MCIUITUHCKOI'O MPpUMCHCHUA, BOSH&Fp&)K[[GHHﬁ, CBA3aHHLIX C OCYHICCTBJICHUCM MCIUITMHCKUM
PaOOTHUKOM MEeIarornueckor 1 (WJIM) Hay9HOU JeATEIHLHOCTH), B TOM YHCIIC OTUIAYNBaTh
Ppa3BJICUYCHUSA, OTABIX, IPOC3/ K MECTY OTAbIXa, a TAKKC IIPUBJICKATb K Y4aCTHUIO B
pa3BIIEKATEIBHBIX MEPOIIPHUSITHUSAX, TPOBOIUMBIX 33 CUET CBOUX CPE/ICTB;

2) 3aKJI0YaTh COIVIALIEHUS O HA3HAYEHUH MJIM PEKOMEHIallu NallueHTaM JIEKapCTBEHHBIX
IpenapaToB Ui MEIUIUHCKOIO IPUMEHEHNU (3a UCKIIFOYEHUEM JOTOBOPOB O IPOBEIECHUU
KJIIMHUYECKUX MCCIIEJOBAHUN JIEKAPCTBEHHBIX IIPENAPATOB ISl MEJULIMHCKOTO IPUMEHEHUS);

3) MpeaoCTaBIATH O6paSI_ILI JICKAPCTBCHHLBIX IIPpE€IIapaToB I MCAUIHHCKOI'O IIPUMCHCHUS B
HOCJIAX BPpYUCHUSA MalUCHTaAM (33, HCKIIIOYCHHUEM CJIYy4acB, CBA3aHHLBIX C MIPOBCACHUCM
KIMHHUYECKUX HCCHeﬂOBaHHﬁ JICKApCTBECHHBIX MPECIapaToB A1 MEAUIMHCKOI'O HpI/IMeHeHI/IH);

4) mpenoCTaBIATh HEJOCTOBEPHYIO U (MJIM) HEMOJIHYIO HHPOPMAIUIO O JIEKaPCTBEHHBIX
npenaparax st MeIUIIMHCKOTO TPUMEHEHUS;

5) Hoc€IaTb UX B pa6oqee BpCM: Ha pa6oqnx MCCTax, 3a UCKIIIOYCHHUEM CJIYYACB, CBA3AHHBIX C
MMPOBCACHNUEM KIIMHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ JICKAPCTBCHHBIX IMPCTIapaToB 11 MCAUITUHCKOI'O
MMPUMCHCHUSA, C YHACTUEM B ITIOPAJAKE, YCTAHOBJIICHHOM PYKOBOAUTCIIEM MGHHHHHCKOﬁ
opraHusaluu, B CO6paHI/I$IX MCIHUIIMHCKHUX pa6OTHI/IKOB N MHBIX MCPOIIPHUATUAX, HAITPABJIICHHBIX
Ha IMOBBINICHUEC UX HpO(I)GCCI/IOHaJ'ILHOl"O YPOBHS UJIK HAa IPEAOCTABJICHUC HH(bOpMaHHH,
CBSI3aHHOM C OCYIICCTBJIICHUEM MOHUTOPUHI'A 0e3omacHOCTH JICKApPCTBCHHBIX IIPCIIAPATOB,

6) o0y 1aTh K BBIMHMCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHUS
Ha OJIaHKax, coJlepKaIuX HHPOPMALIUIO PEKIIAMHOTO XapaKTepa, a TAKKe Ha PeleNTyPHBIX
OyaHKaXx, Ha KOTOPBIX 3apaHee HaleyaTaHO HaMMEHOBAaHME JIEKAPCTBEHHOTO Ipernapara Jjs
MEAMIIMHCKOTO IPUMEHEHHUS.

2. Opranu3zanuu, ykasaHHbIe B a03a1ie IepBOM YacTH | HACTOSIIEH CTaThbH, U UX MPEACTABUTEIN
B OTHOIICHUHU (hapMarieBTHUECKUX paOOTHUKOB U PYKOBOJUTENEH allTeYHBIX OpraHu3aluii He
BIIPaBE:

1) BPpYy4YaTh IIOJAapKH, BbIIUIAYNBATH ACHCKHBIC CPEACTBA, B TOM HYUCIIC OIJIAYUBATDH PA3BJICYCHUA,
OTABIX, IPOEC3/] K MECTY OTAbIXA, N IIPUBJICKATH K YUACTHUIO B PA3BJICKATCIIbHBIX MCPOIIPUATHAX,
MMPOBOAUMEBIX 3a CHCT CBOUX CPCACTB;

2) mpeAoCTaBIATh 00pa3Ibl IEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHUS JUIs
BpPYUYEHHSI HACEIICHHIO;

3) 3aKJIII0YaTh COTJIAICHUS O MPCAJIOKCHUN HACCIICHUIO ONIPCACICHHBIX JICKAPCTBCHHBIX
npenaparoB AJi1 MCAUIUHCKOTO ITPUMCEHCHU A,



4) nmpeoCTaBIIATh HEJOCTOBEPHYIO U (MJIM) HETIOJIHYIO HH(POPMALIUIO O JIEKapCTBEHHBIX
npenaparax A1 MEIULMHCKOTO IPUMEHEHHs, B TOM YHCJIE UMEIOIUX OJNHAKOBOE
MEX1yHapOJAHOE HEMATEHTOBAHHOE HAUMEHOBAHUE.

Crartbs 67_2. TpeOGoBaHus K OPraHU3anui U NPOBEACHUI0 HAYYHbIX
MepOoNpHATHIA, HHBIX MEPONIPUATHI, HATIPABJIEHHBIX HA NOBbILICHUE
npogecCHOHAIBHOIO YPOBHSI MeIMIMHCKUX PA0OTHUKOB MJIH HA
npeaocTaBjieHue HHpopMaluu, CBI3aAHHOM ¢ OCylIeCTBJIEHHEM MOHUTOPUHIA
0e30I1aCHOCTH JIeK

1. [Ipu npoBeneHNHN HAYYHBIX MEPONPUSITHIA, NHBIX MEPONIPUATUHM, HAIIPABJIICHHBIX HA
MOBBIIIIEHUE MTPO(HECCHOHATFHOTO YPOBHS MEIUIIMHCKIX PAOOTHUKOB WIIM Ha MPEI0CTaBICHUE
CBSI3aHHOM C OCYIIECTBICHHEM MOHUTOPHUHTA 0€30MaCHOCTH JICKAPCTBEHHBIX MIPEMapaToB
UH(POPMALINHU, OPTaHU3YEMbIX OpTaHU3aUSIME, YKa3aHHBIMH B a03a1ie IepBoM JacTu | cratbu
67 1 nacrosiero denepaabHOro 3aKOHA, UX MPEACTABUTEISAMH U (WIH) (UHAHCHPYEMBIX 32
CYET CPEJICTB ATUX OPraHU3alMI U UX MPEACTaBUTENEH, 3allpeIlaeTcsl IPEnITCTBOBATh YUaCTUIO
B YKa3aHHBIX MEPONPHUITHUIX UHBIX OPraHU3aLUNA, KOTOPbIE IPOU3BOASAT W PEATU3YIOT
JIEKapCTBEHHBIE MpenapaThl Il MEIULIUHCKOTO IPUMEHEHUS CO CXOXKUM MEXaHU3MOM
dbapMaKoIOrH4ecKoro JeHCTBUS, TMOO CO3/AaBaTh TUCKPUMHUHAIIMOHHBIEC YCIOBHS AJISl OJJTHUX
YYaCTHUKOB 10 CPAaBHEHUIO C IPYTUMH YYaCTHUKAMU, & UMEHHO:

1) npeocTaBIATh Pa3IMYHOE KOJIMYECTBO BPEMEHU JJISl BBICTYIUIEHUN YYACTHUKOB, pPa3INyuHbIE
0 pa3Mepy 3aHUMAEeMOM IJIOIIA U MecTa JUli AEMOHCTpaLUi 00pa3LioB JIEKapCTBEHHbBIX
IPEnapaToB Jyisi MEJULIMHCKOTO IPUMEHEHHS WJIM PEKJIAMHBIX MaTEpUaOB O JIEKAPCTBEHHBIX
npenaparax il MEAULMHCKOrO IPUMEHEHNS Ha DKCIIO3ULMAX, CTEHIAX, 3a HCKIIOUEHUEM
CIIy4aeB, €CJIM TaKHE€ YCIIOBUS 3aKPEIUICHBI B COMVIALICHUSIX ATUX OpraHU3alMi, ux
npejcTaBuTeNell 0 GUHAHCUPOBAHUM YKAa3aHHBIX MEPOIIPUATUH 1 00YCIIOBIIEHBI PA3TUYHBIMU
3aTpaTaMM Y4aCTHUKOB Ha UX OpraHU3alHIo;

2) ycTaHaBIUBATh pa3Mep B3HOCA JJIsl YHaCTHUKOB MEPONPUATHI, yKa3aHHBIX B a03alie IepBOM
HACTOSIIEN YacTH, IPEBBIIAOIINN CYMMY 3aTpaT Ha OPraHU3alHI0 YKa3aHHBIX MEPONPUATHI U
BeAyIIUH K HEOOOCHOBAaHHOMY OTPaHUYEHHUIO YHCIA UX YYACTHUKOB.

2. Opranuzanuu, ykazaHHble B ab3a1ie nepBom dactu 1 ctateu 67 1 Hacrosimero @enepaibHOTO
3aKOHa, UX MPEJICTaBUTEIIN, OCYILECTBISIONINE OpraHu3alnio U (Win) GUHAHCHUPOBaHHE
MEpPOMPUITHIA, YKa3aHHBIX B YacTu | HacTosIIel cTaTbu, 00s3aHBl 00ECTIEYUBATh JOCTYII K
uH(popMaIuu o 1are, MECTe U BPEMEHU ITPOBEICHUS YKa3aHHBIX MEPONPUATHH, MJIaHAX,
nporpammax NpoBEJICHUs YKa3aHHBIX MEPONPUITHI U TeMaX, IUTAaHUPYEMBIX JIJISl PACCMOTPEHUS,
COCTaBe UX YYaCTHUKOB ITyTEM pa3MeEIIeHUsI COOTBETCTBYIOIIEH MH(GOPMAITIU HA CBOMX
ouIMATBHBIX caiiTax B ceTr "MHTepHET" HE MO3/IHEe ABYX MECSIIEB /10 Hayaia MPOBEICHUS
YKa3aHHBIX MEPONPUSTHH.

3. adopmarus o npoBeIeHUH MEPONPUSATHIA, YKa3aHHBIX B YaCTH | HACTOsIIEH CTaThH, B CPOK,
YCTaHOBJIEHHBIN YaCThIO 2 HACTOSIIEH CTaThH, TOJIKHA ObITh HallpaBiieHa B (eiepaibHblil OpraH
UCTIOJIHUTENILHOW BJIACTH, OCYIIECTBIISIONINHI (DYHKIIUH 10 KOHTPOIIIO M HAA30py B cepe



3/IpaBOOXPAHEHUS, IJIsl TIOCIIEIYIOIIETO pa3MelIeHHs ee Ha O(pUIIMaTbHOM CaliTe 3TOTO OpraHa B
cetu "UHtepuert".

I'naBa 15. OTBETCTBEHHOCTH 32 HAPYILICHUE
3akoHoaaTebCcTBa Poccuiickoin Deaepauuu npu
o0palIeHNH JIEKAPCTBEHHBIX CPEJCTB U BO3MeEIIeHHue Bpeaa,
NPUYUHEHHOI'0 310POBHIO I'PAKIAH BCJIEACTBHE
NpUMeHeHHs JIeKapCTBEHHBIX MpenapaToB (cTaTbu 68 - 69)

Cratbs 68. OTBeTCTBEHHOCTb 32 HAPYLIEHHE 3aKOHOAATeIbCcTBA Poccuiickou
denepauuu Npu 00palIeHNH JEKAPCTBEHHBIX CPeICTB

1. Hapymenue 3akononarensctBa Poccuiickoit denepanuu nmpu oOpaiieHnn JeKapCTBEHHBIX
CPEIICTB BJICUET 32 COOOM OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOIATENHLCTBOM Poccuiickoii
®enepanuu.

(YacTp B penakiuu, BBeieHHOMU B feiicTBue ¢ 1 urons 2015 roga denepaibHbIM 3aKOHOM OT 22
nexabps 2014 roma N 429-03.

2. 3a HenpecTaBiieHUe HH(GOPMALMK U (WIK) JaHHBIX, IPEAYCMOTPEHHBIX HACTOSAIIUM
®denepalibHbIM 3aKOHOM, CyOBEKThI 00pallleHUs IEKAPCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBHHM C 3aKOHOAaTeNbcTBOM Poccuiickoil denepaunu.

(Hactp nononHuTenbHO BKitoueHa ¢ 1 uronst 2015 rona denepaibHbIM 3aKOHOM OT 22 1eKadps
2014 roma N 429-03)

CraTbs 69. Bo3Menlenne Bpea, NPUYNHEHHOT0 310POBbI0 IPAKIAH BCJIEICTBHE
NPUMEHEeHHs JIEKAPCTBEHHbIX MpPenapaTroB

1. [TpousBoaUTEND JEKAPCTBEHHOTO Mpernapara 00s3aH BO3MECTUTh BPEJI, TPUUNHEHHBIN
3/10pOBBIO TPAXKIaH BCIEACTBHE IPUMEHEHMSI JIEKAPCTBEHHOT'O IIperapara, eclid JJoOKa3aHo, 4To:

1) nexapcTBEHHBIN MpenapaT MPUMEHSIICA N0 Ha3HAUYE€HUIO B COOTBETCTBUU C MHCTPYKIMEH MO
IIPUMEHEHHIO JIEKAPCTBEHHOTO MperapaTa U IPUYNHON Bpeaa sIBUJICS BBOJ B TPAXAAHCKUN
000poT HeTOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO Mpernapara;

2) BpCa 3J0POBbIO ITPUYINHCH BCIICACTBUC HCI[OCTOBepHOfI I/IH(I)OpMaI_II/II/I, COI[Cp)K&IJ.ICfICH B
HHCTPYKIUHU 11O TPUMCHCHHIO JICKAPCTBCHHOI'O IIp€Iiapara, I/ISJIaHHOfI IMPOU3BOAUTCIIEM
JICKApCTBCHHOTO IIpCIiapara.



2. B cnyuae, ecnu Bpes] 3A0POBBIO TPaKaH MPUYMHEH BCIIEACTBHE TPUMECHCHHUS
JIEKapCTBEHHOI'0 IIperapara, IpUILEANIEero B HErOAHOCTh B Pe3y/IbTaTe HapyIICHUS TPaBUII
XPaHEHUsI JICKAPCTBEHHBIX CPEJICTB, MPABUJ ONITOBOM TOPTOBIIH JIEKAPCTBEHHBIMU TIpeTiapaTamH,
MIPaBHJI OTITYCKA JIEKAPCTBEHHBIX MIPENapaToB, IPABUI U3TOTOBJICHUS U OTITYCKA JIEKAPCTBEHHBIX
IpernapaToB, BO3MEIICHHUE BpeIa OCYIIECTBISICTCS COOTBETCTBEHHO OpraHU3aIlieil ONTOBOM
TOPTOBIIU JIEKAPCTBEHHBIMH CPEICTBAMU, alITEYHOUN OpraHu3aluei, UHIUBUIYyalIbHbIM
peIIpUHIMATEIEM, UMEIOIUMU JINIIEH3UIO Ha (DapMalleBTHUECKYIO ACSITEIbHOCTD UITH
JUIEH3UIO HA MEIULIUHCKYIO AESITeIbHOCTh, MEAUIIMHCKON OpraHu3aliei, UMEIoel TUIEH3UI0
Ha (papMalLeBTUUECKYIO IEATENLHOCTH (€€ 000CcOo0IeHHBIM Nopa3iesieHueM (aMOynaTopuei,
dbenpamepckuM 1 GenbAIepcKo-aKyepCKuM MyHKTaMH, IIEHTPOM (OTACIICHHEM ) 00IIIei
BpadeOHOI (CEMEHOM ) MPAKTHUKH), PACTIOIOKEHHBIM B CEJTLbCKOM HACEJICHHOM MyHKTE, B
KOTOPOM OTCYTCTBYET alTe4Has OpraHu3aIus), JTOMYyCTUBIIUMHU MTPOJAXyY HIIK OTIIYCK TaKOTO
JICKapCTBEHHOTO TIperapara.

(HacTp B pemakiuu, BBeIeHHOHU B nericTBre denepanbHbIM 3aKOHOM OT 25 HOs10pst 2013 roma N
317-D03.

3. Bo3Merienue Bpeaa, MPUUMHEHHOTO 3JI0POBBIO TPAXKIAH BCIEACTBHE IPUMEHEHHS
JIEKapCTBEHHBIX MIPENapaToOB UM COBEPIICHUS TPOTUBONPABHBIX JEHCTBUI CyObEeKTaMu
oOpallieHus JTeKapCTBEHHBIX CPEJICTB, OCYILIECTBIISETCS B COOTBETCTBHH C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu.

I'maBa 16. 3akaounTesibHbIE MOJI0KeHUs1 (ctaTtbu 70 - 71)

Cratbs 70. O npu3HAHUN YTPATUBIIMMH CHIY OTAEJbHBIX 3aKOHOAATEJIbHbBIX
aKTOB (1M0J107KeHNH 3aKOHOAaTeJIbHbIX aKTOB) Poccuiickoit denepauuu

[Tpu3HaTh yTpaTUBIIUMU CUITY:

1) ®enepanbhblii 3akoH o1 22 utoHs 1998 roga N 86-®3 "O nekapcTBeHHBIX cpeacTBax”
(Cobpanue 3axonogarenscTBa Poccuiickoit ®enepanun, 1998, N 26, ¢1.3006);

2) ®epepanbubiii 3ak0H 0oT 2 ssHBaps 2000 romga N 5-D3 "O BHeCeHHH U3MEHEHHS U TOIMOIHEHUI
B ®enepanbubiii 3ak0H "O jexapcTBeHHBIX cpencTBax” (CoOpaHue 3aKOHOATEHCTBA
Poccuiickoii ®eneparuu, 2000, N 2, c1.126);

3) crarwio 40 denepansHoro 3akoHa oT 10 saBapst 2003 roga N 15-d3 "O BHeceHUH U3MEHEHUI
Y JIONIOJIHEHUI B HEKOTOPBIE 3aKOHOAATENbHBIE aKkThl Poccuiickoin denepanuu B CBA3U C
npunstTueM PenepanpHoro 3akoHa "O JIMIEH3UPOBAHUU OTJEIbHBIX BUJIOB JE€ATEIIBHOCTH"
(Cobpannue 3axkononarenscTBa Poccuiickoit @enepanuu, 2003, N 2, c1.167);

4) crateio 31 denepansuoro 3akoHa oT 30 urons 2003 roga N 86-D3 "O BHeceHHH W3MEHCHH
U JIOTIOJIHEHUH B HEKOTOPbIE 3aKOHOAaTenbHble akThl Poccuiickoit denepanuu, NpUu3HaHUU
YTPaTUBIIMMU CUJTY OTJICJIbHBIX 3aKOHOJATEIbHBIX akTOB Poccuiickoi denepanuu,



IIPEIOCTABICHUN OTACIIBHBIX TAPAaHTUN COTPYAHUKAM OPraHOB BHYTPEHHUX JI€]1, OPIaHOB I10
KOHTPOJTIO 32 000POTOM HAPKOTHYCCKUX CPEJICTB U IICHXOTPOITHBIX BEIISCTB M YIPa3IHICMbIX
(I)eﬂepaanblx OpFaHOB HaHOFOBOﬁ IIOJIMIIUHU B CBSA3U C OCYU.[CCTBJIGHI/ICM Mep 110
COBEPIIICHCTBOBAHUIO rocyaapcTBeHHOro ynpasieHus" (CoOpaHue 3aKOHOIAaTEIbCTBA
Poccuiickoit denepanuu, 2003, N 27, c¢1.2700);

5) crateio 101 denepanbroro 3akona ot 22 aBrycta 2004 roga N 122-®3 "O BHeceHHH
U3MEHEHUH B 3aKOHOaTeNnbHble akThl Poccuiickoit denepanuyu U NpU3HAHUU yTPATUBIINMHU
CUJIy HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Poccuiickoin denepanyiu B CBA3M C IPUHATHEM
denepanbpabIX 3aKk0HOB "O BHECEHUU U3MEHECHUH U TonofHeHu B DeaepanbHbiid 3akoH "O0
OOLINX MPUHIIMIIAX OPTaHU3ALNU 3aKOHOIATENbHBIX (IIPEICTAaBUTENIbHBIX) U UCTIOIHUTEIbHBIX
OpraHOB TOCYAapCTBEHHOM Bi1acTu cyobekToB Poccuiickoit @eaepannn" u "OO0 o0mux
MIPUHITMIIAX OPTaHU3allud MECTHOTO caMoympaBiieHus B Poccuiickoit @enepanuun” (Codpanue
3akoHoaarenbeTBa Poccuiickoit @enepanuu, 2004, N 35, ¢1.3607);

6) crathio 28 denepanpHOro 3akona ot 18 mexadbps 2006 roga N 231-03 "O BBefeHUU B
neiictBue yactu 4etBeptoil ['paxkmanckoro koaekca Poccuiickoit @enepanun” (Cobpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2006, N 52, ¢1.5497).

Crarba 71. Beryuienue B cuily HacTosiiero ®@enepajbHOr0 3aK0Ha

1. Hactosauuit ®enepanbHblii 3aKoH BeTynaeT B cuity ¢ 1 centsops 2010 roaa.

2. JlexapCcTBEHHBIE CPEICTBA, 3APETUCTPUPOBAHHBIE 110 JHS BCTYIUIEHUS B CUITY HACTOSIILIETO
®denepanbHOro 3aK0HA, MOJIEKAT BKIOYEHHUIO B TOCYIaPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX
CPEJICTB C BHECEHMEM YKa3aHHBIX B yacTH 1 crarbu 33 HacTosuero denepanbHOro 3akoHa
CBe/IeHUI 00 ITHX JIEKAPCTBEHHBIX CPEJICTBAX 0€3 MPOX0XKIEHHUSI BHOBb IPOLIEAYPHI
roCy/1apCTBEHHOW PETUCTPALIUH JIEKAPCTBEHHBIX MPENapaToB.

3. l'ocynapcTBeHHas perucTpaius JeKapCTBEHHBIX MPenapaToB, 32 UCKIIOYCHHEM
JICKapPCTBEHHBIX MPETapaToOB ISl MEIUIIMHCKOTO TIPUMEHEHUS, MPEACTABIICHHBIX HA YKA3aHHYIO
PETUCTPALIMIO JI0 THS BCTYIJICHUS B CHITy HacTosiero denepaibHOT0 3aKOHA, OCYIIECTBISETCS
B COOTBETCTBUU C HacTOSIIUM DeepaibHbIM 3aKOHOM Ha OCHOBAaHUH JIOKYMEHTOB M JIAHHBIX,
MPEJICTAaBICHHBIX 10 THS BCTYIUICHUS B CUITy HacTosmero denepanpHoro 3akoHa (4acThb
norosiHeHa ¢ 26 okta0ps 2010 rona denepanbubiM 3aKk0HOM OT 11 okTsa0pst 2010 roma N 271-
®3.

3 1. TocynapcTBeHHas perucTpaius JIeKapCTBEHHBIX MPENapaToB Jisi MEAUIITHCKOTO
MIPUMEHEHUS, TIPEACTABICHHBIX HA TOCYIaPCTBEHHYIO PETUCTPAIIHIO 0 JHS BCTYIUICHHS B CHITY
Hacrosiiero denepanbHOTO 3aKOHA, U TOCYAApPCTBEHHAsI PETUCTPallUs JIEKAPCTBEHHBIX
MpenapaToB Il MEAUITUHCKOTO MPUMEHEHHUSI, IPEACTABICHHBIX Ha IKCIIEPTU3Y JICKAPCTBEHHBIX
CPEJCTB J10 AHs BCTYIUICHUS B CHIly HacTosiero denepanbHOro 3akoHa B LIEAX UX
MOCIEAYIOLIEH rocyJapCTBEHHOM perucTpalym, OCyIeCTBISIOTCS HA OCHOBAaHUH IOKYMEHTOB U
JIAHHBIX, IPEACTABICHHBIX J0 JTHS BCTYIUICHUS B CUJIy HacTosiuiero deaepanbHOro 3aKoHa, a



TaKJKe 3as1BJICHUS O TOCYIapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOIO Ipenapara,
MPEJICTABICHHOIO IPOU3BOAUTENEM JIEKAPCTBEHHBIX MPENapaToB WIK YIIOTHOMOYEHHBIM UM
JIMIIOM B COOTBETCTBUU C HACTOSIIUM DesiepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
benepanbHBI OpraH UCIIOJIHUTEIbHON BiacTu 10 1 maprta 2011 roma, 6e3 TpeboBaHUs yIIaThI
roCyJapCTBEHHOM MOLIMHBIL, IPEAYCMOTPEHHOU 3aKkoHOAaTenbcTBOM Poccuniickoit denepanuu o
Hajorax u coopax (4acTh JIOMOJHUTEIBLHO BKIIFOUYEeHA ¢ 26 okTs10ps 2010 roga denepaabHbIM
3akoHOM OT 11 okTsa0ps 2010 roga N 271-D3; B pegakiuu, BBEACHHON B AeHCTBHE ¢ 3 AeKkaOps
2010 roma ®enepanbabiM 3aKk0HOM OT 29 HOs0ps 2010 roma N 313-D3, pacnpocTpaHseTcs Ha
paBOOTHOLIEHHUs, Bo3HUKIIHE ¢ | centadps 2010 rona.

3 2. [loaTBeprkieHuE TOCYJapCTBEHHON perucTpaniy JeKapCTBEHHBIX MPEnapaToB s
MEAMIMHCKOTO IPUMEHEHHUS, IPEJICTABICHHBIX Ul TOATBEPKIEHUS TOCY1apCTBEHHOMN
pEerucTpaluu 10 JHS BCTYIUICHUS B Ty HacTosero denepanbHOro 3aKkoHa, v MOATBEPKICHUE
roCy/1apCTBEHHOW PETUCTPALIUHU JIEKAPCTBEHHBIX MIPENApaTOB ISl MEAULIMHCKOTO IPUMEHEHUS,
MPEJICTABICHHBIX Ha AKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB /10 JAHS BCTYIUICHUS B CUILY
HacTosero denepanbHOro 3aKkoHa B LIEJAX MMOCIEAYIONIEr0 NOTBEPKIAECHUS UX
roCy/1apCTBEHHOW PETUCTPALIMU, OCYIIECTBIISIOTCS HA OCHOBAaHUH JJOKYMEHTOB U JaHHBIX,
IPEJICTaBICHHBIX 10 JHS BCTYIUIEHUS B CUiIy HacToslero denepanbHOro 3akoHa, a TaKkxe
3asBIJICHUS O MOATBEPKACHUU TOCYJaPCTBEHHON perucTpaluy JIeKapcTBEHHOTO Mpernapara,
IIPEJICTAaBICHHOIO IPOM3BOAUTEIIEM JIEKAPCTBEHHBIX MPENapaToB WIK YIIOJTHOMOYEHHBIM UM
JIUIIOM B COOTBETCTBUU C HAacTOSIIIUM DeiepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIH
¢denepanbHBII Oprad UCIOTHUTENBHOH BiacTu A0 1 mapta 2011 roxa, 6e3 TpeGoBaHuUS YIUIaThI
roCcyIapCTBEHHOU MONUIMHBI, MPEAYCMOTPEHHOM 3aKkoHOoAaTebcTBOM Poccuiickoit deneparuu o
Hajiorax u coopax (4acTb JOMOJIHUTEIBHO BKItOUeHa ¢ 26 okTa0ps 2010 rona denepaibHbIM
3aK0HOM OT 11 okTsa6ps 2010 roma N 271-D3; B penakiuu, BBEJICHHOHN B AcHCTBUE ¢ 3 neka0Ops
2010 roga denepanbHbiM 3ak0HOM OT 29 HOA0ps 2010 rona N 313-@3, pacnipoctpaHsieTcs Ha
MIPaBOOTHOIIEHUS, BO3HUKIIHE ¢ 1 ceHTsa0ps 2010 rona.

3 3. IIpunsTue peuieHus 0 BHECEHUU U3MEHEHUN B IOKYMEHTBHI, Co/iepKallrecs B
PETUCTPALIMOHHOM JJOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapatr JUis
MEAMIIMHCKOTO IPUMEHEHHUS 1 IPECTABICHHBIE JI0 THS BCTYIJICHUS B CUJTy HAaCTOSIILIETO
®denepallbHOTO 3aKOHA, M IPUHATHE PELICHUS O BHECEHUU U3MEHEHUH B JIOKYMEHTHI,
coJIeprKalliecsl B perucTPallMOHHOM JI0Che Ha 3aperuCcTPUPOBAHHBIN JI€KapCTBEHHBIN Mpenapar
JUISL MEOULIUHCKOTO IIPUMEHEHMS U IIPE/ICTABICHHBIE HA DKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JI0
JTHSI BCTYIUIEHUS B CUJTy HacTosiiero denepaibHOro 3aKOHa, OCYIIECTBISIOTCS HA OCHOBaHUU
JIOKYMEHTOB U JIaHHBIX, IPECTABIECHHBIX /10 JHS BCTYIUICHUS B CHIIY HACTOSIIIETO
®denepallbHOTO 3aKOHA, a TAK)KE 3asBJICHUS O BHECEHUU U3MEHEHUH B IOKYMEHTHI,
coJieprKalliecsl B perucTpallMOHHOM JI0Che Ha 3aperuCTPUPOBAaHHBIN JI€KapCTBEHHBIN Mpenapar
JUISL MEJUIIUHCKOTO IIPUMEHEHMS], TPEACTABIEHHOIO TPOU3BOIUTENIEM JIEKAPCTBEHHBIX
IIPENapaToB WM YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU C HacTOSIIUM DenepanbHbIM
3aKOHOM B YITOJTHOMOUYEHHBIH (esiepaiabHbIil OpraH HCHOJIHUTENbHOM BiIacTu 10 1 mapta 2011
roja, 0e3 TpeOoBaHUS YIIJIaThl TOCYJapPCTBEHHOM MOUUIMHBIL, TPETyCMOTPEHHON
3aKoHoJ1aTenbCTBOM Poccuiickoit deneparuu o Hanorax u coopax (4acTh TOMOIHUTEIHEHO
BKJItoueHa ¢ 26 okTa6ps 2010 rona denepanbubiM 3akoHOM OT 11 okTsa6ps 2010 roga N 271-
@3; B penakiuu, BBeieHHOU B feiicTBue ¢ 3 nekadps 2010 roga @enepaibHBIM 3aKOHOM OT 29
HOs10pst 2010 roma N 313-D3, pacnpocTpansieTcss Ha TPABOOTHOIICHHS, BO3HUKIINE C |
cents6ps 2010 roxa.



3 4. Beiaua pa3pelieHuii Ha MpoBeeHNEe KIMHUYECKUX UCCIEA0BAHU JIEKapCTBEHHBIX
MIpenapaToB Uil MEAUIIMHCKOIO MPUMEHEHHUSI 110 3asIBICHUSAM, IOJJaHHBIM JI0 THSI BCTYIUICHUS B
cuity Hacrosiero deepaabHOro 3aKOHA, a TAKXKE 110 3asBJICHUSIM, [TOJaHHBIM 10CJIE AHS
BCTYIUIEHUS B CHIJIy Hactosuero deaepasbHOro 3aKk0Ha Ha OCHOBAHHMM 3KCIIEPTHU3, IPOBEICHHBIX
J10 THSL BCTYIUIEHMSI B CUITy HacTosiiero denepajbHOro 3aK0Ha, OCYILECTBIISIETCS B
COOTBETCTBUU C HacTOSIIIUM DerepaibHbIM 3aKOHOM Ha OCHOBAHHUU JIOKYMEHTOB U JAHHBIX,
MPEICTABJICHHBIX WM MOTYYEHHBIX JIO IHS BCTYIUIEHUS B CUITy HacTosiero denepaibHOro
3aKOHa, a TaK)Ke€ Ha OCHOBaHUH KOIUHU MPEIBAPUTEIHLHOTO IOTOBOpa 0053aTeILHOTO
CTPaxOBaHMUS )KU3HU, 3/IOPOBbS MAIIMEHTOB, YYACTBYIOIIMX B KIMHUYECKOM HCCIIEIOBAHUU
JIEKApCTBEHHOIO Ipernapara Jjis MEJUIUHCKOr0 IPUMEHEHUS], WJIA KOITUU JJOTOBOPa
00s13aTeILHOTO CTPAXOBAHUS KU3HH, 3J0POBbS MAIMEHTOB, YYaCTBYIOIIUX B KIIMHUYECKOM
MCCJIEIOBAaHUH JIEKAPCTBEHHOT'O IIperapara Jyisi MeJUIIMHCKOTO PUMEHEHHS, THOO
IIPEJICTaBICHHON KOMH JOTOBOpa 0053aTeNbHOI0 CTPaXOBaHMSI, 3aKIIOUEHHOI0 B COOTBETCTBUU
C TUIOBBIMH MPaBUJIAMH 00s13aTEIBHOTO CTPAXOBaHUs, C YKa3aHUEM Ipe/IeJIbHON YHCIEHHOCTH
MAalMEeHTOB, YYACTBYIOIIHUX B KIMHUYECKOM MCCIICIOBAHUH JICKAPCTBEHHOTO IIpenapara Jyist
MEAMIIMHCKOTO IPUMEHEHHUs, 6e3 TpeOOBaHUs YIIaThl FOCYAaPCTBEHHON MOIIINHBI,
IPeIyCMOTPEHHOM 3aKOHOaTeIbcTBOM Poccuiickoit dexepannu o Hanorax u coopax (4actb
JIOTIOJTHUTEILHO BKJItoUeHa ¢ 26 okTa0ps 2010 roma denepanbabiM 3aKk0HOM OT 11 okTsi6ps 2010
roga N 271-®3; B penakuuu, BBeJieHHOHU B AelictBue ¢ 3 aexadps 2010 roga denepanbHbiM
3ak0HOM OT 29 Hos10pst 2010 roga N 313-D3, pacnipocTpaHseTcss Ha IPABOOTHOIICHHUS,
Bo3HHKIIHE C 1 cenTsaops 2010 rona.

3 5. 3apeructpupoBaHHbIE€ B MTHOCTPAHHOM BaJIFOTE J0 JIHS BCTYIUUICHUS B CUITy HACTOSILETO
®denepanbHOTrO 3aKOHA MPEIeIbHbIE OTITYCKHBIE IIEHBI HHOCTPAHHBIX ITPOU3BOIUTENICH HA
JIEKapCTBEHHBIE MPENapaThl, BKIIOUYEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIINX
JIEKApCTBEHHBIX MPEMapaToB, MOAJEKAT MepecyeTy B pyosu 1o kypcy LlenrpansHoro 6anka
Poccuiickoii ®denepannu Ha 1ary, ycraHoBieHHYo [IpaButensctBoM Poccuiickoit @enepaunu,
0e3 MpeACTaBICHUS 3asgBJICHHS O MIEPECUETE IEHBI C BHECEHWEM COOTBETCTBYIOLIUX U3MEHEHHUM B
rOCYJapCTBEHHBIN peecTp MpeeIbHbIX OTIYCKHBIX LIEH TPOU3BOAUTENEH HA IEKAPCTBEHHbBIE
npenaparsl, BKIIOUCHHBIE B TIEPEUCHD JKU3HEHHO HEOOXOIMMBIX M BOXKHEHUIIINX JIEKAPCTBEHHBIX
npenapaToB (4acTh JOMOJHUTEIBHO BKIItoUeHa ¢ 26 okTs0psa 2010 roga denepanbHbIM 3aKOHOM
ot 11 okts6ps 2010 rona N 271-D3).

3_6. 3apeructpupoBaHHbIE 10 JHS BCTYIUIEHUS B CHily HacTosiero denepanbHOro 3aKkoHa
npeieNIbHbIE OTITYCKHBIC 1IEHBI POCCUUCKUX MPOU3BOIUTENEH Ha JIEKapCTBEHHBIE MpernapaThl,
BKJIFOYEHHBIE B MIEPEUEHB KU3ZHEHHO HEOOXOAMMBIX U BOKHEHIITNX JIEKAPCTBEHHBIX IIPETapaToB,
nojsexar unaekcanuu ¢ 1 Hosops 2010 roga ucxois U3 MPOTHOZUPYEMOTO YPOBHS HHQIISIIHIH,
yctaHoBieHHoro ®enepanbubiM 3akoHOM OT 2 aekadpst 2009 roga N 308-D3 "O denepanbHOM
oromkere Ha 2010 rox u Ha mmanoBbIi nepuo 2011 u 2012 rogos" Ha 2011 rox (yacTh
JIOTIOTHUTEIBHO BKIItOUeHa ¢ 26 okTa0pst 2010 rona ®enepanbHbiM 3akoHOM OT 11 okTs16ps 2010
roga N 271-D3).

3 7. Ilocne 1 mapta 2011 roga He 1oNMyCKarOTCsS MPOU3BOJICTBO U BBO3 B Poccuiickytro
Denepaluio JIEKapcTBEHHBIX MPENapaToB B YIIAKOBKaX C MAPKUPOBKOM, KOTOpasi Oblila HAaHEeCeHa
JI0 THSl BCTYIUIEHHSI B CUITy HacTosero ®@enepaibHoro 3akona. [1o ucrteuenun ykazaHHOTO
CpOKa JJaHHBIE JIEKAPCTBEHHBIE ITPEMapaThl MOT'YT OTIYCKAThCS, PEaTM30BbIBATHCS,
nepesaBaThCs M MPUMEHSATHCS 10 UCTEUEHUSI X CPOKA FOTHOCTH.

(HacTp 1OMONMHUTENBHO BKIIOYeHa ¢ 26 okTs0pst 2010 roga denepanbHbIM 3aK0HOM OT 11
okTs0psa 2010 roga N 271-®3; B penakuuu, BBeaeHHOU B feiictue ¢ 1 suBaps 2011 roga



®enepanbHbIM 3ak0HOM 0T 29 HOs0ps 2010 roga N 313-D3; B pegakuuu, BBEIEHHON B
nericteue ¢ 7 ssaBaps 2012 roga denepanpHbiM 3akoHOM 0T 6 gexadpst 2011 roga N 409-D3.

4. Co nus BeTyrieHus B cuity HacTosiero denepansuoro 3akona u no 30 anpens 2011 roga
BKITIOYHMTEIBHO JIOMYCKAETCS TIPOBEICHUE IKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB IKCIIEPTAMU
SKCICPTHOI'O YUPCIKACHUA N0 ITPOXOKACHUA UMU ATTCCTALIUN B MMOPAAKE, YCTAHOBJICHHOM
YIIOJIHOMOYEHHBIM (he/IepalTbHbIM OPTaHOM HCIIOJIHUTEIBHOM BIIACTH.

5. Co nHs BeryIuieHus B cruty Hacrosiiero @eaepanpHoro 3akona u no 31 gexadps 2013 roxa
BKJIFOUUTEJIBHO OCYILECTBIISETCS NIEPEXO K IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBUHU C IIPaBUJIAMU OpraHU3alluy IPOU3BOICTBA U KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX
CPEICTB, YKa3aHHBIMU B yacTu | crateu 45 Hacrosmero @enepanbHOro 3aK0Ha, B IIOJHOM
o0peme. Cpoku nepexo/ia IpOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB K UX MPOU3BOJICTBY B
COOTBETCTBUM C KOHKPETHBIMU TPEOOBAHUAMU JIaHHBIX [TPABUJI, BKJIOYAsi CPOKU aTTECTALlUU
YIIOJTHOMOYEHHBIX JIULI, YKA3aHHBIX B yacTax 6 u 7 crathu 45 Hacrosiero deaepanbHOro
3aKOHa, ycraHaBnuBaroTcs IIpasurenscrBoM Poccuiickoit denepanuu.

6. JIuiien3uu Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, BblAaHHbIE 10 1 sHBaps 2014 roaa,
neiictByrot nociie 1 suBaps 2014 roga 10 UCTeYEHUs CPOKA UX AEHCTBUSI IPU YCIOBUU
COOTBETCTBUS JIMIEH3HATa IpaBUJIaM OpraHu3aluy IPOU3BOJICTBA U KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPEJICTB, YKa3aHHBIM B yacTh 1 cratbu 45 Hactosuiero denepaabHOro 3aKoHa.

7. ®opMHUpOBaHUE TOCYIAPCTBEHHOTO 33JaHHSI HAa TIPOBECHHE SKCIIEPTU3bI IEKAPCTBEHHBIX
CpencTB deaepaTbHOMY rOCYAapCTBEHHOMY OFODKETHOMY YUPEIKICHHIO 110 TIPOBEACHHIO
AKCTIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB U (PHAHCOBOE 00ECIICUCHHE BBITTOTHEHUS ATOTO 3aaHus
OCYILIECTBIISIIOTCA B MOPAJIKE, ycTaHOBIEHHOM DeniepaibHbIM 3aKOHOM OT 12 siHBaps 1996 roaa
N 7-®3 "O HeKoMMepYeCKuX opraHu3anusax"” (4acTh JOMOJHUTENBHO BKIIOUEHA ¢ 3 eKa0ps
2010 rona denepanbHbIM 3aK0HOM 0T 29 HOs10pst 2010 roma N 313-D3).

IIpe3unent
Poccuiickoii denepanuun
J.Mensenes

Mocksa, Kpemib
12 anpens 2010 rona
N 61-d3



