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12 anpensa 2010 roga N 61-®3

POCCUICKAA GEAEPALMA
OEAEPA/IbHbIA 3AKOH

Ob OBPALLIEEHUN NEKAPCTBEHHbIX CPELICTB

MpuHaT
"ocypapcTtBeHHoun [lymon
24 mapTta 2010 roga

OpobpeH
Cosetom Pegepaumu
31 mapTta 2010 roga

Fnasa 1. OBLWHME NONOKEHUA
Cratba 1. Mpeamert perynmpoBaHuma HacToswero depepanbHOro 3akoHa

1. HacToawmn denepanbHbll 3aKOH perynupyet OTHOLLEHWS, BO3HMKalOLWMe B CBA3WN C obpalleHnem -
pa3paboTkon, AOKIMHWYECKMMW  UCCReOOoBaHMAMM,  KIIMHUYECKUMW  WCCNEeAOBaHUsSMM,  9KCMepTU3ONn,
rocyfapCTBEeHHOW perucrtpauven, co CcTaHgapTM3auMen u C  KOHTPONeM KayecTBa, MPOM3BOACTBOM,
N3roTOBMEHNEM, XpaHeHWeM, nepeBOo3KoW, BBO3OM B Poccunckyto degepaunio, BbiIBO30OM M3 Poccuickon
depepaumu, peknamon, OTNYCKOM, peanusaunen, nepegavyen, NpUMeHEHNEM, YHUHTOXEHNEM NEKAPCTBEHHbIX
CPeAcTB.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

2. Hactoswmn ®efeparnbHbil 3aKOH yCTaHaBNMBAET MPUOPUTET FOCYAAPCTBEHHOIO PEryrmpoBaHus
©Ge3onacHoCTH, kadecTBa U 3pHEKTUBHOCTM NIEKAPCTBEHHbLIX CPEACTB NpU UX obpaLLeHun.
(B peq. ®enepanbHoro 3akoHa ot 25.06.2012 N 93-03)

CraTtba 2. Cdepa npumeHeHuUA HacToAwero depepanbHOro 3aKoHa

Hactoswun ®denepanbHbll 3aKOH MPUMEHSETCA K OTHOLUEHUSAM, BO3HMKaOWMM Mpu obpalleHum
NeKapCTBEHHbIX cpeacTs Ha TeppuTtopun Poccuinckon ®epepauiun.

CraTbAa 3. 3aKOHOAATENbCTBO 06 06paLLEeHUN NeKAPCTBEHHDbIX CPEeACTB

1. 3akoHogaTenbCcTBO 06 O06paLLeHUn NekapCTBEHHbIX CPEACTB COCTOUT U3 HacToswero degepanbHOro
3akoHa, Apyrux deaepanbHbiX 3aKOHOB U MHbIX HOPMAaTUBHbIX NPaBoOBbIX akToB Poccuiickon ®epepaunn.

1.1. 3akoHopgaTtenbcTBO 00 ObpalleHNM NeKapCTBEHHbIX CPEACTB B OTHOLUIEHWUM HOPUOANYECKUX MWL U
VHOMBUAYarbHLIX NpeanpuHUMaTenen, OCYLLECTBAIOLWMX OEATENbHOCTb Ha TEPPUTOPUN MEXAYHAPOAHOro
MeLULIMHCKOro Knactepa, NPMMEHSIETCA C y4eTOM 0COBEHHOCTEN, ycTaHoBMNEeHHbIX PeaepanbHbiM 3akoHoM "O
MeXAYHapOOHOM MEIMUMHCKOM KIacTepe W BHECEHUW U3MEHEHW B OTAENbHble 3aKOHOAATENbHbIE aKTbl
Poccuiickon depepaumn”.

(yactb 1.1 BBegeHa PepepanbHbiM 3akoHOM oT 29.06.2015 N 160-93)

2. [einctere HacTtosiero defepanbHOro 3akoHa pacnpocTpaHAeTcs Ha obpalleHue HapKOTUYECKMX
NeKapCTBEHHbIX CPEACTB U NCUXOTPOMHBIX NeKapCTBEHHbIX CPEACTB C Y4ETOM 0COBEHHOCTEN, YCTaHOBNEHHbIX
3akoHoZaTenbcTBoM Poccuiickoit Pefepaumm o HApKOTUYECKMX CpeacTBax, NCUXOTPOMNHbIX BELLeCcTBax U 06 nx
npekypcopax.

3. [HewnctBne Hactoswero @egepanbHOro  3akOHa  pacnpocTpaHsieTca Ha  obpaleHue
pagunocdapmaLeBTUYECKMX  NEKApPCTBEHHbIX CPeACTB  C  y4eTOM  OCODEHHOCTEW,  YCTaHOBIIEHHbIX
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3akoHogaTenscTBOM Poccuiickoi ®efepauun B obnacTtv obecnedyeHus paamaLmnoHHoin 6e3onacHocTu.

4. Ecnu mexagyHapogHeim gorosopom Poccuiickon ®efepaumm ycTaHOBNEHb! MHbIE NpaBuna, Yem Te,
KOTOpble MpefycMOTpeHbl HacToswmm degepanbHbIM 3aKOHOM, MPUMEHSIOTCA NpaBuna MeXayHapoLoHOro
gorosopa.

5. B Poccuinckon ®efepaunmn B COOTBETCTBMM C MEXAYHApPOAHbIMKM goroBopammn Poccuickon degepaumm
M (Mn) Ha OCHOBE MpMHUMNA B3aMMHOCTU MPU3HAKOTCA pe3ynbTaTbl KIMHUYECKMX WCCREeAOBaHWUM
NeKapCTBEHHLIX MpenapaTtoB ANsi MeAUUMHCKOro NPUMEHEHWsl, NPOBEAEHHbLIX 3a npegenamMmum Tepputopumn
Poccunckon ®egepaumn.

CraTtba 4. OCHOBHblE NOHATUA, UCNOJIb3yeMble B HacToAwemM degepanbHOM 3aKOHe

Ona uenen Hactoswero eaepansHOro 3akOHa UCNOSb3YOTCA CreayoLMEe OCHOBHbIE NOHATUS:

1) NleKapCTBeHHbIE CpeacTBa - BellecTtBa Uin mnx KOMOUHaLuW, BCTynawwe B KOHTAKT C opraHn3mMom
yenoBeka WM XWMBOTHOIO, nNpOHUKaKwLWKMe B OpraHbl, TKaHM OpraHUW3Ma 4ernoBeka Wunn >XHUBOTHOIO,
npuMeHdaemble AaOnA I'IpO(*)I/IﬂaKTI/IKVI, ANarHoCTuKn (38 WCKITIOYEHNEM BELLECTB WM MX KOMOWHauuh, He
KOHTaKTUpyrowmx c¢ opraHm3amMom 4eyioBeka unm )KVIBOTHOFO), neveHusi 3aboneBaHus, pea6l/IJ'II/ITaLI,VII/I, ana
COXpaHeHud, npenorBpalleHna Uinn npepbiBaHnA 66peMeHHOCTVI N NnoJty4eHHble N3 KpoBU, MNMi1ia3Mbl KPOBU, U3
OpraHos, TKaHen opraHmnama 4enoseka WU XXMBOTHOIO, paCTeHMVI, MUHEpParnoB MeTogdaMm CUHTE3a U C
NnpUMEHEHNEeM 6uonormdecknx TexHomnormn. K JNIeKapCTBeHHbIM CpeacTtBaM OTHOCATCA cbapmaueBTqueCKMe
Cy6CTaHLLI/II/I M NnekapCTBeHHbIe npenapaTbl;

2) dapmaueBTMYeECKas CyOCTaHUWS - NeKkapCTBEHHOE CpeacTBO B BUAE OOHOTMO WM HECKOSbKMX
obnagatoLwmx ¢apmMakonorMieckon akTUBHOCTbIO AEeNCTBYHOLIMX BELLECTB BHE 3aBMCMMOCTM OT MpUpoabl
NPOUCXOXOEHUS, KOTOpOEe MNpefHa3Ha4YeHo Ans NPOM3BOACTBA, U3rOTOBMEHMS NIEKAPCTBEHHLIX NPenapaToB U
onpegenseT nx aPEeKTUBHOCTb;

(n. 2 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) BcnomoraTenbHble BeELLeCTBa - BELLECTBA HEOPraHMYeckoro UM OpraHMYecKoro MpOMCXOXOEHUS,
ucnonb3yemble B npoLecce NPOW3BOACTBA, M3rOTOBMEHMUS NEeKapCTBEHHbIX npenapatoB ANs MNpuaaHus UM
HeobXxoaMMbIX PUINKO-XMMNYECKUX CBONCTB;

4) nekapcTBeHHble NpenapaTbl - IeKapCTBEHHbIE CPEACTBA B BUAE NTEKAPCTBEHHBLIX (POPM, NPUMEHSIEMbIE
ONns NpodoMNakTUKK, AMarHOCTUKK, NeYeHns 3abonesanHns, peabunutauum, 4ns CoOXpaHeHus, NpeaoTepaLleHus
Unu npepbiBaHns 6epemMeHHOCTY;

5) NeKapcTBeHHasaA cbopma - COCTOAHME JNIeKapCTBEHHOIO npenapara, cCooTBeTCTByLlEee cnocobam ero
BBEeAEHUA N NPUMEHEHUNA U obecneunBatoLlee JOCTUXKEHNE HEOBX0ANMOro nevyebHoro Sd)(beKTa;

5.1) posmpoBka - cogepXaHue OOHOr0 WM HECKONbKUX AENCTBYIOWUX BELECTB B KONMYECTBEHHOM
BbIPaXXEHUN Ha eAnHULY 003bl, UNN egnHuLy obbema, UM eAMHNLY Macchbl B COOTBETCTBUM C NIEKapCTBEHHOM
hopmon nMBo Ans HEKOTOPbIX BUAOB NeKapCTBEHHbIX POpPM KONMYECTBO BbICBO6OXAAaeMOro U3 ekapCTBEHHOM
dopMbl AENCTBYIOLLIErO BELLECTBA 3a eQMHULY BPEMEHMU;

(n. 5.1 BBegeH degepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

6) nepeyeHb >XM3HEHHO HEOOXOOUMBIX W BaXHEWMLUUX §EeKapCTBEHHbIX MpPenapaToB - EXerogHo
yTBepxaaembln [MpaButensctsoM Poccuiickon ®defepauumn nepeveHb NeKapCcTBEHHbIX MNpenapaToB Ans
MEOULMHCKOTO MPUMEHEHUS, obecneynBaloMX NPUOPUTETHbIE MOTPEBHOCTU 34pPaBOOXPAHEHUS B LENAX
NpodmNakTMkn 1 redeHns 3aboneBaHuin, B TOM 4ucrie npeobnagawwmx B CTPYKType 3aboneBaemMocTn B
Poccuiickon ®epepauuu;

6.1) opdaHHble NeKapCTBEHHblE MpenapaTtbl - JeKapCTBEHHbIE MpenapaTtbl, MpefHasHavYeHHble
NCKIIOYNUTENBHO ANS OMArHOCTUKM U NAaTOrEHETUYECKOro NiedeHus (NeYeHnsi, HanpaBeHHOro Ha MexaHn3Mm
pa3BuTus 3aboneBaHus) peakux (opdaHHbix) 3abonesaHnn;

(n. 6.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6.2) Guonornyeckmne nekapcTBEHHbIE NpenaparTbl - IEKAPCTBEHHbIE NpenapaThl, AeNCTBYOLLEE BELLECTBO
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KOTOPbIX NMPOM3BEAEHO UMK BbiAENEHO U3 BMONOrMYEeCcKOro NCTOYHMKA U AN ONpeaerneHnsi CBOMCTB M KadecTBa
KOTOpbIX Heobxoauma KOMOMHauMs OGuonornyecknx n U3NKo-xMMmyecknx metogoB. K Guonormdeckum
nekapcTBEHHbIM NpenapaTam OTHOCATCS UMMYHOBMONornyeckue nekapcTBeHHbIE Npenaparbl, NEKapCTBEHHbIE
npenapaTbl, NOMYy4YEHHbIE U3 KPOBU, NIia3Mbl KPOBM YENOBEKA U XXMBOTHbIX (3@ UCKMIOYEHNEM LIEMbHOW KPOBMU),
BroTexHoNorM4Yeckme nekapcTBEHHbIE Npenaparbl, reHoTepaneBTUYECKNE NeKapCTBEHHbIE NpenaparTbl;

(n. 6.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7) IMMYHOOVMOOrnyeckme nekapCcTBeHHbIE NpenapaThl - IeKapCTBEHHbIE Npenaparbl, NpegHa3HavYeHHbIe
ans GopMUPOBaHMS aKTUBHOMO UMM MAcCMBHOMO UMMYHUTETA MO0 OWArHOCTUKM Hannuus MMMYHUTETa Unn
ONarHoCTMKNU  cneumduyeckoro  NpUMobOPETEHHOro0  U3MEHEHWsT  MMMYHOSOTMYEcKOro  oTBeTa  Ha
anneprusupytowme Bewecrtsa. K ummyHobrnonormyeckum nekapcTBEHHbIM NpenapaTaM OTHOCATCS BaKLMHBI,
AHATOKCWHbI, TOKCUHbI, CbIBOPOTKWA, UIMMYHOTIOBYNUHBI U annepreHsbl;

(n. 7 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) OMOTEXHONMOrMYEeCcKNe NEeKapCTBEHHbIE NpenapaTtbl - flekapCTBEHHble MnpenapaThl, MPOU3BOACTBO
KOTOPbIX OCYLLECTBIISAETCH C UCMONb30BaHNEM OMOTEXHONOIMYECKMNX NpoLEeccoB 1 MeToaos (B ToM yncrne JHK-
PEKOMBUHAHTHOW TEXHOMOMUN, TEXHOMNOMMN KOHTPONMPYEMOW 3KCNPECCUN reHOB, KOOUPYIOLLMX BUOonornyecku
aKkTMBHble Benkn B NpokapmoTax 1 aykapmoTax, BKIoYas U3MEHEHHbIE KNEeTKN MNEKONUTAKLWLMX), TMOpMAOMHOro
MeToAa U MeToa MOHOKMOHAanNbHbIX aHTUTEN;

(n. 7.1 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKME  NEKapCTBEHHble  npenapatbl -  JleKapCTBEHHble  npenapaTsbl,
hapmaueBTM4eckas cybCcTaHUMs KOTOPbIX ABNSETCA PEKOMOUHAHTHOW HYKMEMHOBOW KMCNOTON UMK BKMoYaeT
B cebs1 peKOMBVMHaHTHYI0 HYKNENHOBYIO KMCMOTY, MO3BOMSIOLLYIO OCYLLECTBASATL perynMpoBaHue, penapawumio,
3ameHy, gobaBneHve unu yganeHme reHeTu4eckon nocneaoBaTenbHOCTH;

(n. 7.2 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapkoTM4ecKMe nekapCTBEHHble CPEACTBa - NEeKapCTBEHHble NpenapaTtbl U apmMaueBTu4eckue
cybcTaHuuKn, cogepXalume HapkoTUYeckue CpefcTBa W BKIOYEHHble B [lepeyeHb HapKOTUYECKUX CPEACTB,
MCUXOTPOMHbLIX BELLECTB M WX MPEKYPCOPOB, noanexawmx koHTponio B Poccuinickon deagepaumu, B
COOTBETCTBUM C 3aKkoHodaTenbcTBoM Poccuiickon ®egepaunn, mexayHapoaHbiMu aorosopamu Poccuiickon
denepaumm, B ToM ymcne EQnHon KOHBEHLMEN O HAapKOTUYeCKUX cpeacrtBax 1961 roaa;

9) NCUXOTPOMHbIE IEKApCTBEHHbIE CPEeACcTBa - NeKapCTBEHHbIe Mnpenapartbl M dapmaueBTUYeckue
cybcTaHuun, cogepallime NCUXOTPOMHbIE BELLECTBA M BKMOYEHHbIE B [NepeyeHb HapKOTMYECKUX CpenacTs,
NMCUXOTPOMHbLIX BELLECTB U WX MPEKYypCOpOB, NoAnexawimx KoHTponto B Poccuiickon Pepepauun, B
COOTBETCTBMU C 3aKkoHogaTenbCcTBOM Poccuickon depepaumun, MexagyHapodHbiMn gorosopammn Poccunckon
degepaumm, B ToM ymcne KoHBeHUMeN 0 NCMXOTPOMHbIX BellecTBax 1971 roaa;

10) paguodapmaueBTUYECKME TEeKapCTBEHHble CpeacTBa - fekapCTBeHHble CpeacTBa, KoTopble
cogepxat B roToBOW AnNs WCMNONb30BaHUS (opMe OAuH PaaMOHYKNUA WM HECKONbKO PaAVMOHYKNUAOB
(pagmoakTUBHbLIX U30TOMOB);

10.1) opurMHanbHbIN NEeKapCTBEHHbIN Npenapart - NeKkapCTBEHHbIV npenapaTt C HOBbIM OENCTBYIOLLNM
BELLECTBOM, KOTOPbIV NepBbIM 3apernctpmpoBaH B Poccuiickon degepaumm nnv B MHOCTPaHHbIX rocydapcTBax
Ha OCHOBaHWM pe3ynbTaToOB AOKMMHUYECKUX WCCNEeAOBaHUA NEKapCTBEHHbIX CPEACTB U KIMHUYECKNX
nccrnegoBaHUM  NEKapCTBEHHbIX  MpenapaToB, NOATBEPXAAlWMUX €ero  KayecTtBo, 3PPEKTUBHOCTb U
6e30nacHoCTb;

(n. 10.1 BBegeH ®enepanbHbiM 3aKoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHbIN NeKkapCTBEHHbIN Npenapar - NekapCTBEHHbIN npenapar, KOTOPbIN MCNOoNb3yeTcs Anis
OLEHKN OWO3KBUBANEHTHOCTU WU TepaneBTUYECKON 3KBUBANEHTHOCTU, KadecTBa, 3(PEPEKTUBHOCTU W
©e30nMacHOCTN BOCMPOU3BEAEHHOIO JIEKAPCTBEHHOrO Mpenapata unuM OGuoaHanoroBoro (6MonogobHOro)
nekapcTBeHHOro npenapata (bwoaHanora). B kavectBe pedepeHTHOro nekapCTBEHHOro npenaparta Ang
MEOULMHCKOTO MPUMEHEHMS UCMOMb3yeTCqd OpUIMHamnbHbI  NeKapCTBEHHbIM npenapat nubo, ecnu
OpUIMHanbHbIN NEKAPCTBEHHbIV NpenapaTt He 3aperMcTpMpoBaH UM He HaxoauTcs B o6opoTe B Poccuickon
denepaummn n He HaxoguUTCs B 0O60OPOTE B MHOCTPAHHLIX rOCyAapCTBax, BOCNPOW3BEAEHHbIN JIEKapCTBEHHbIN
npenapaT unu GuoaHanorosbin (6ronogobHLIN) NekapcTBEHHbIM NpenapaT (OvoaHanor), KoTopbIA NepPBbIM
3aperMcTpupoBaH M3 Yncna Haxogsawmxcs B obopote B Poccuiickon ®enepaummn, G1MO3KBUMBANEHTHOCTD WK
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TepaneBTMYeCKas 3KBUBAIIEHTHOCTb, KayecTBO, 3PdEeKTUBHOCTL U 6e30NacHOCTb KOTOPOro OLEHMBANMCh Mo
OTHOLUEHMIO K OpUIrMHanbHOMY JIEKApCTBEHHOMY MpenapaTty, a Takke KayecTBo, 3(EeKTUBHOCTb W
6es3onacHOCTb KOTOPOro MOATBEPXKOAKTCH pesynbTatamu apmakoHagsopa W NPOBEpPOK COOTBETCTBUS
NeKapCTBEHHbIX CPeACTB, HaxXOOSALWMXCA B rpaxaaHCKoM o00opoTe, YCTaHOBMNEHHbIM TpeboBaHMAM K uX
kayectBy. B kauyecTBe pedepeHTHOro nekapCcTBEHHOro npenapata And BeTepMHapHOro MNpUMEHEHUS
NCNONb3yeTCA feKapCTBEHHbIN npenapaTt And BeTepMHapHOro MPUMEHEHUs, 3aperncTpUpoBaHHbIA B
Poccuiickon depepaumm Ha OCHOBaHMM pe3ynbTaToB AOKIIMHUYECKMX UCCIeLOBaHNA NekapCTBEHHbIX CPeaCTB
N KNNHMYECKUX NCCNeaoBaHNI NekapCTBEHHbIX NpenapaToB, NOATBEPXKAALLINX ero KayecTBo, 3PPEKTUBHOCTb
n 6e30MacHOCTb;
(n. 11 B pea. PeapepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) BOCNpOM3BEAEHHBLIN NEKApPCTBEHHbIN MpenapaTt - fekapCcTBEHHbIM npenapaTt Ans MeauuMHCKOro
NPUMEHEHNS, KOTOPbIN UMEET 3KBUBANEHTHbIN pedepeHTHOMY fNekapCTBEHHOMY npenapaTty KayeCTBEHHbIN
COCTaB M KONMMYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB B 3KBUMBANEHTHOW NekapcTBeHHOW chopme, nubo
neKapCTBEHHbIV NpenapaT Ans BEeTEPUHAPHOTO NPUMEHEHMS, KOTOPbIN UMEET TaKme Xe, YTO U pedepeHTHbIN
NeKapCTBEHHBIN NpenapaT, Ka4eCTBEHHbIA COCTaB M KONIMYECTBEHHbIV COCTaB AENCTBYIOLLNX BELLLECTB B TaKOW
Xe nekapcTBeHHou dopme, OUOIKBMBANEHTHOCTb WMM  TepaneBTUYecKas SKBMBAINEHTHOCTb KOTOPbIX
COOTBETCTBYIOLEMY pedepeHTHOMY fekapCTBEHHOMY mnpenapaTy noaTBepXaeHa COOTBETCTBYHOLWMMM
nccrnegoBaHusaMY;

(n. 12 B pea. ®PenepanbHoro 3akoHa oT 27.12.2019 N 475-93)

12.1) TepaneBTuYecKkas SKBMBANEHTHOCTb FEKApCTBEHHbLIX MpenapaToB - AOCTWKEHWE KIMHUYECKU
COMOCTaBUMbIX TepaneBTnyeckoro addekta u nokasatenen 3dpdekTMBHOCTM u  Be3onacHocTM npu
NPMMEHEHWN NeKapCTBEHHbIX NpenapaToB AMs MeAULMHCKOro NPUMEHEHNS, UMEIOLLMX OAHO MEXAyHapoaHoe
HenaTeHToBaHHOE (MM XMMUYeCKoe, UMK rPynnMpPoOBOYHOE) HAMMEHOBaHUE, B 3KBMBANEHTHbIX 4O3MPOBKax no
OQHUM U TEM XEe NOKa3aHMAM K NPUMEHEHMIO U NPpY OAMHAKOBOM criocobe BBeAEeHUS y OAHON 1 TON e rpynnbl
OOnnbHbIX;

(n. 12.1 B pea. ®egepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12.2) ©voaHanoroBbI (OMONOAOGHLIN) NEeKapCTBEHHbIM npenapat (buoaHanor) - OMoNornyeckun
NeKapCcTBEHHbIN MpenapaTt, CXOXWMM Mo napaMeTpam KadecTBa, 3addekTUBHOCTM M BesonacHoCcTn C
pedepeHTHbIM B1ONOrMYecknM nekapcTBEHHbIM NpenapaToM B TaKOW e fekapcTBeHHOW hopme 1 UMetoLwnii
NOEHTUYHbIV cnocob BBeAEHWS;

(n. 12.2 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

12.3) B3anmo3aMeHsieMbli NeKapCTBEHHbIM npenapaT - flekapcTBEHHbIM npenapat ¢ JoKa3aHHOW
TepaneBTMYECKOW  OKBMBAINEHTHOCTbO UMM OUOSKBMBANEHTHOCTbIO B OTHOWEHUUM  peddepeHTHOro
NeKkapCTBEHHOro Npenaparta, UMELLUIA 3KBMBANEHTHbIE EMY Ka4ECTBEHHbIN COCTaB U KONMYECTBEHHbIN COCTaB
OeNCTBYIOLLMX BELLECTB, COCTAB BCMOMOraTeNbHbIX BELLECTB, NeKapCTBEHHYO hOopMy 1 cnocob BBEAEHUS;

(n. 12.3 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

12.4) B1MO3KBMBaANEHTHOCTb NeKapCTBEHHbIX MpenapaTtoB - AOCTWKEHWEe COMOCTaBMMbIX NokasaTenen
CKOpPOCTM BCacbiBaHUSA, CTENeHW MOCTYMMeHUs K MeCTy OEeWCTBMA U CKOPOCTW BblBEAEHWS OOHOro Mnu
Heckonbkux obnagarowmux apMakonormyeckon akTUBHOCTbIO AENCTBYIOLWMUX BeLecTB Mpu MNpUMEHEHUM
NeKapCTBEHHbIX MpenapaTtoB AN MEAVMUUHCKOro MNPUMMEHEHWS, UMEKLWMUX OAHO  MexXAyHapoAHoe
HenaTeHTOBaHHOE (MIN XMMWUYECKOE, UMK FPYNNMPOBOYHOE) HAMMEHOBAHME, B 3KBUBAIEHTHbIX A03UPOBKaXxX M
npu oguHakoBom crnocobe BBEAEHNS;

(n. 12.4 BBegeH PenepanbHbiM 3akOHOM OT 27.12.2019 N 475-03)

13) NekapCTBeHHOE pacCTUTesibHOE Cbipbe - CBEXuWe Wunn BbICyLUEeHHble pacTeHud nmbo unx 4acTy,
ncnonb3dyemble aOnd  Npou3BOACTBA JeKapCTBEHHbIX CpenctB oOpraHu3aumamm - npounssogutTendamum
NNIeKapCTBEHHbIX CpeacTtB WM U3roToBJIEHUA JIEKAapPCTBEHHbLIX MpenapaTtoB anTte4dyHbiIMW OpraHun3aunamMmm,
BETEPUHaApPHbIMKA anTe4YHbIMU OpraHunsaunamu, wuHOMBMAyanbHbIMKM npeanpuHuMartendamu, uMmernwmnmn
JIMUEeH3n0 Ha d)apmau,eBTquCKyro DeATENbHOCTb,;

14) nekapCTBEHHbIN pacTUTEmNbHbIA NpenapaTt - JeKapCTBEHHbIN npenapart, Npou3BedeHHbIn unm
N3roTOBIEHHbIV U3 OAHOIO BUAa NeKapCTBEHHOro PacTUTENbHOIO Chipbs UMM HECKOMBbKUX BUOOB TaKoro Chipbs
N peanunsyembli B pacacoBaHHOM BMAE BO BTOPMYHOW (NOTPEOUTENBLCKON) yNakoBKe;
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15) romeonaTu4eckuMin neKapCTBEHHbIN Npenapart - NeKapCTBEHHbIA npenapaT, Npou3BeAEeHHbIN Unm
N3roTOBMEHHbIN 13 hapMaLeBTUYECKON cybcTaHuMM unu dapmaueBTUYECKMX CyOCTaHLUUn B COOTBETCTBUUN C
TpeboBaHusaMM 00LUX hapMaKOMenHbIX cTaTe’d K romeonaTtuyeckMM NekapCTBEHHbIM npenapartaMm unm B
COOTBETCTBUM C TpeboBaHNAMU hapmakonen CTpaHbl NPON3BOAMTENS TAKOro NeKkapCTBEHHOro npenapaTa;

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

16) mexgyHapogHoe HenaTeHTOBaHHOE HauMMEHOBaHWE JeKapCTBEHHOrO CpeacTBa - HaMMeHoBaHWe
OEeNncTBytoLLIEro BewecTBa papmMaueBTUYECKON cybcTaHuuKM, pekomeHgoBaHHoe BcemupHon opraHusaumen
3[paBOOXPaHEHNS;

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17) ToproBoe HaMMeHOBaHWEe NeKapCTBEHHOro CpeAcTBa - HAaMMeEHOBaHME NEKapCTBEHHOINO CPeacTBa,
NpuUCBOEHHOE ero paspaboTyMKkoM, AepxaTerneM wnuM BnagenbueM pPerncTpalmMoHHOro YOOCTOBEPEHUS
nekapcTBEHHOro npenapara;

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

17.1) rpynnupoBOYHOE HAaUMEHOBaHWE NEKApPCTBEHHOrO Npenaparta - HauMeHOBaHWE NeKapCTBEHHOrO
npenapaTta, He MWMEWLLEro MeXayHapoaHOro HenaTeHTOBAHHOMO HaWMEHOBaHMSA, WNU  KoMOuHauum
neKapCTBEHHbIX NPenapaToB, UCMONb3yeMOe B LiIeNsiX 06 beaAMHEHUS UX B rPYMNY Noa eauHbiM HauMeHOBaHNEM
ncxoas U3 0ANHaAKOBOro COCTaBa AeNCTBYIOLNX BELLECTB;

(n. 17.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

18) obwas dapmakonenHass cTaTbs - OOKYMEHT, YTBEPXOEHHbIA YMNONHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMONHUTENBHOMN BNACTW 1 CoAepXaLlni nepeyeHb nokasaTenemn kayectsa u (UnNn) MeTogoB KOHTPOIA
KayeCTBa KOHKPETHOM JieKapCTBEHHOW (POPMbl, NEKapCTBEHHOTO pPacTUTENbHOro Cbipbs, ONUCAHWSA
Buronornyecknx, BUOXMMNYECKUX, MUKPOBMOMOTMYECKNX, (DUINKO-XUMNYECKNX, (PUINYECKUX, XUMUYECKUX U
ApyrMx MeTOdOB aHanusa IekapCTBEHHOro cpefcTtBa, a Tawke TpeboBaHWs K MCMOMb3yeMbiM B LEnsdx
npoBedeHust 4aHHOro aHanusa peakTneam, TUTPOBaHHBLIM PacTBOpaM, MHAWKaTopam;

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

19) cdapmakonenHas cTtaTbs - JOKYMEHT, YTBEPXOEHHbIN YNOMHOMOYEHHbIM dedeparnbHbIM OpraHom
NCMNOMHUTENBHOW BNacTM M coAepXXallMin nepeyeHb nokasaTernen kadecTBa M METOAOB KOHTPOSS KavecTBa
neKapCcTBEHHOro CpeAcTBa;

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

19.1) ctaHgapTHble 0bOpasubl - BellecTBa, NOCPEACTBOM CPaBHEHWS C KOTOPbIMW OCYLLECTBMAAETCHA
KOHTPOMb KayecTBa nccneayembix NIeKapCTBEHHbIX CPEACTB C MOMOLLbI0 (PU3MUKO-XMMUYECKMX U BUONOrMYECKnX
MEeTOOOB B LEensX MOATBEpXOEHUs COOTBETCTBUS JIEKAPCTBEHHLIX CPeAcTB TpeboBaHWSM HOPMaTUBHOM
OOKYMEHTaLMK, YCTAHOBIEHHbIM MNPW  OCYLLECTBIIEHWM TOCYOAPCTBEHHOW perncrpauum, W KoTopble
NPUMEHSIOTCS  ANs  KanubpoBKM CTaHOApTHbIX 00OpasuoB MNpouM3BOOUTENS NEKapCTBEHHbIX CpPeacTs,
ncnonb3yembliX ANst KOHTPOMsi KAYeCTBa U MHbIX Lienen npy obpalleHnm nekapcTBeHHbIX CPEACTB;

(n. 19.1 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

19.2) cbapmakonerHbIl CTaHOapTHeIM obpasel - CcTaHgapTHbI obpasel, nNpPOW3BEAEHHbI B
COOTBETCTBUM C DapMaKonenHom cTaTben;
(n. 19.2 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

20) HOpMaTuMBHaA OOKYMEeHTaunA - JOKYMEHT, co,qepx(au.l,wh nepeyvyeHb onpenendemMblX No pesdyrbTaTam
COOTBETCTBYHOLLNX 3KCNepTus nokasatenen KadecTBa NleKapCTBeHHOro cpeacrtea Aandad mMeauumHCKOro
NPpUMEHEeHUA, METOA0B KOHTPOJIA ero kKa4yecrtsa u1 yCTaHOBﬂeHHbIVI €ro npon3BognTenemMm;,

21) HOPMAaTUBHbIN OOKYMEHT - OOKYMEHT, COAepXallun nepeyeHb ornpedensieMbix MO pesynbTaram
COOTBETCTBYHOLUMX IKCMEPTU3 MokasaTenen kadectsa M (UNM) METOAOB KOHTPONSA KayecTBa fekapCTBEHHON
hopMbl, OnNncaHms BMONOrNYecKNX, BUOXMMUYECKNX, MUKPOBNONOrMYECKNX, OU3NKO-XUMUYECKNX, (DU3NYECKUX,
XUMUYECKUX W OPYruxX MeETOAOB aHanui3a neKapCTBEHHbIX CPeAcTB ANs BeTepuHapHOro npuMeHeHus,
TpeboBaHMs K MCNOMNb3yeMbIM B LiEMNsIX MPOBEAEHUS AaHHOTO aHanu3a peakTMBam, TUTPOBaHHbIM pacTBOpam,
MHOWKaTopaMm M YCTaHOBIIEHHbIV €ro NpoussoauTenem;

21.1) OB TEXHUYECKUI OOKYMEHT - KOMMIEKT JOKYMEHTOB Y MaTepuarnoB, COCTOSILLMIA U3 HECKOSIbKMX
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pasgenoB - [OOKYMEHTauun aAMWHUCTPATMBHOIO  XapakTtepa, XUMMWYECKOW, apmaueBTUYECKOW WU
Ouonormyeckon [OKYMeHTauuu, (apMaKkosiorMyeckon, TOKCUKOSIOMMYECKON [AOKYMEHTauuu, KITMHUYECKON
OOKYMeHTaumm n npeactaBnsiemMbli OOHOBPEMEHHO C  3asdABMEeHMEM O rOCyAapCTBEHHOW perucrpaumm
nekapcTBEHHOro npenapara gns MeguuUHCKOro npuMeHeHus B oopmare, yCTaHOBNEHHOM YNONTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMNOJTHUTENBHOW BNacTy;

(n. 21.1 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

22) Ka4yeCTBO JIeKapCTBEHHOrO CpPeAcTBa - COOTBETCTBME JEKAPCTBEHHOTO cpeAcTBa TpebGoBaHUsIM
(hapmakoneiiHoli ctatbl NGO B criydyae ee OTCYTCTBUS HOPMAaTUBHOW OOKYMEHTaUUW WM HOPMaTWMBHOIO
[OKYMEHTa;

23) 6e30nacHOCTb NekapCTBEHHOIO CPeACTBa - XapaKTepuCTHKa NeKapCTBEHHOrO CpeacTBa, OCHOBaHHas
Ha CcpaBHUTENbHOM aHanunse ero 3MEKTUBHOCTU U pUCKa NPUYNHEHNS Bpeaa 340PO0BbIO;

24) Sd)q)eKTI/IBHOCTb JNIEKapCTBEHHOIoO npenaparta - XxapakTepucTtuka cterneHun noyioXXnTesibHOro BIriAHNA
NleKapCTBEHHOro npenaparta Ha Te4deHue, nNpoaoJKUTENIbHOCTb 3aboneBaHus unu ero npenoTepalleHue,
pea6mn|/|Tau,|/no, Ha COoXpaHeHune, npegorepalleHne Unn npepbiBaHne 6epeMeHHOCTVI;

25) cepua NekapCTBEHHOro CpedcTBa - KOMWYECTBO NEeKapCTBEHHOro CpeacTsa, npousBedeHHoe B
pe3yrbTaTe O4HOro TEXHOMOrMYECKOro LiMKa ero Npov3BoanTeNeM;

26) permctpaunoHHoe yaoCTOBEPEHUE NEKAaPCTBEHHOrO NpenapaTa - 4OKYMEHT, NoATBepXXaatoLwmnn akt
rocy4apCTBEHHOW perMctpaumm nekapcTBEHHOrO Npenapara;

26.1) pepxatenb wnu Bnagenel perMcTpauMoHHOro YAOCTOBEPEHUS NEKapCTBEHHOro npenapara -
pa3paboTynK NekapcTBEHHOro cpeacTBa, NpoU3BOAUTENb NEeKapCTBEHHbIX CPeACTB UMM MHOE opuUanyeckoe
n1uo, obnagatolee NpasoM BriageHnsi permcTpaLmoHHbIM YA0CTOBEPEHUEM, KOTOPbIE HECYT OTBETCTBEHHOCTb
3a KayecTBO, 3PPEKTUBHOCTL M GE30NaCHOCTL NIEKAPCTBEHHOIO npenapaTa;

(n. 26.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

27) peructpaumoHHbI HOMeEp - KogoBoe 0b6o3HavYeHue, NPUCBOEHHOE fNeKkapCTBEHHOMY npenapary npu
€ro rocygapCcTBEHHOW perncrpauum;

28) obpalleHne NekapCcTBEHHbIX CPeAcTB - pa3paboTka, JOKITMHUYECKUE MUCCMEAOBaHMWS, KIMMHUYECKNE
nccnenoBaHus, 9dKCnepTusa, roCy4apCTBEHHas peructpauus, cTaHgapTus3auusa U KOHTPOSb KadecTBa,
Npou3BOACTBO, M3rOTOBMNEHME, XpaHEHNE, NepeBo3ka, BBO3 B Poccuiickyio Pefepaumio, BeiBO3 U3 Poccuiickon
depnepaumu, peknama, oTnyck, peanusauus, nepegada, NPUMeEHEHNE, YHUHTOXEHME NEKApCTBEHHbIX CPEACTB;

(B peq. ®epepansHoro 3akoHa ot 06.12.2011 N 409-03)

29) cybbekTbl 0bpalleHust nekapCTBEHHbIX CPEACTB - hmandyeckne nuua, B TOM YMcne HanBuayanbHble
npegnpvHUMaTenu, 1 lpuanyYeckme nuua, ocyLLecTBNsaLLne AeaTernbHOCTb Npy o0bpaLleHn nekapcTBEHHbIX
cpencTs;

30) paspaboTyMk NekapcTBEHHOro cpeficTBa - opraHusauus, obnagatolias npaBamu Ha pesynbTaTbl
OOKIMMHUYECKNX UCCeaoBaHUM IeKapCTBEHHOIO CPeacTBa, KIMHUYMECKUX WCCNedoBaHUi IeKapCTBEHHOro
npenapaTa v (Mnn) Ha TEXHOSOIMI0 MPON3BOACTBA NIEKaPCTBEHHOIO CPeACTBa;

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

31) Npon3BOACTBO J1IeKapCTBEHHbIX CpeacTB - AeATEeNIbHOCTb NO NPOU3BOACTBY JIeKapCTBEHHbIX CpeCTB
opraHusaumamum - npon3soanTenaMm nekapCTBeHHbIX CpeacTB Ha OOHOM CTagumn, HECKOSTbKMX UITN BCEX CTaamnNaX
TEeXHOJI0rm4eckoro npouecca, a Takke no XxpaHeHuo n peanndaumm npomseeeHHbIX NIeKapCTBEHHbIX CPeaCTB;

31.1) npou3BOACTBEHHAsI Nnowagka - TepputopuanbHO 060COBMEHHbIV KOMMMEKC MNPOU3BOAUTENS
NeKapCTBEHHbIX CPeACTB, NpeaHa3HAYeHHbI 4118 BbIMOMHEHMS BCEro NpoLecca NPoOn3BOACTBA NIEKAPCTBEHHbIX
CPeACTB MUKW ero onpeaeneHHon cTaanu;

(n. 31.1 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

32) npousBoAMTENb [leKapCTBEHHbIX CPEACTB - OpraHusaumsi, OCYLIEeCTBNAwLWan npousBoACTBO
nekapcTBEHHbIX CPeCTB B COOTBETCTBMU C TpeboBaHMsAMM HacTosiero ®eaepansHOro 3akoHa;
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33) dapmaueBTMyeckas OeATenbHOCTb - OeATENbHOCTb, BKMNovawwasa B cebsi onToBYH TOProBrito
NeKapCTBEHHbIMW CpPeacTBaMu, UX XpaHeHue, MepeBo3Ky U (UMW) PO3HWYHYIO TOProOBKO JIEKapCTBEHHBIMU
npenapatamu, B TOM 4uCrie AUCTaAHUMOHHBLIM CNOCOBOM, MX OTMYCK, XpaHeHue, NepeBO3KYy, U3roTOBIEeHue
nekapcTBEHHbIX NpenapaTos;

(B pen. ®enepansHoro 3akoHa ot 03.04.2020 N 105-03)

34) opraHmnsauud OonToBOM TOProBJ11 NNeKapCTBEHHbIMW CpeacTBaMn - opraHm3aund, ocywecTeidaowan
ONTOBYIO TOProBJikO JIEKAPCTBEHHBbIMU CpeacTBaMu, X XpaHeEHNE, NepeBO3Ky B COOTBETCTBUN C Tpe6OBaHVIFIMVI
HacTtoduiero <Dep,epaanoro 3aKOHa;

35) anTteyHasa opraHmsauuns - opraHmM3aums, CTPYKTYpHOe nogpasaeneHne MeauumMHCKOW opraHusauum,
OCYLLECTBMAIOWME PO3HUYHYIO TOPrOBIIO JIEKapCTBEHHbIMW NpenapartaMmu, B TOM 4uCre AMCTaHUMOHHbLIM
cnocobom, xpaHeHue, NepeBo3Ky, U3rOTOBIIEHWE U OTMYCK NEeKapCTBEHHbIX NpenapaToB Ans MeaWLMHCKOro
NPUMEHEeHWs B COOTBETCTBMU C TpeboBaHuAMM HacToswero PeaepanbHOro 3aKoHa;

(B pea. PegepanbHbix 3akoHOB oT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyvHasi opraHm3auus - opraHmsaumsi, CTPYKTYpHOe noapasfeneHne BeTepuHapHom
opraHu3aummM, OCYLLIECTBRSOLUME PO3HUYHYIO TOPrOBIO NEKAPCTBEHHbIMW MpenapaTtamMu, B TOM 4ucrne
ONCTaHLUMOHHBIM  CMOCcOOOM, XpaHeHue, W3roTOBMEHME W OTNYCK JleKapCTBEHHbIX MNpenapaTtoB Ans
BETEPUHAPHOIO NPUMEHEHMS B COOTBETCTBUM C TpebGoBaHUsAMU HacTosero ®enepanbHOro 3akoHa;

(B pea. PepepanbHoro 3akoHa oT 03.04.2020 N 105-93)

37) danbcudpmumposaHHoe nekapcTBeHHOe CpeacTBO - NeKapCTBEHHOE CpeacTBO, CONpoBoOXAaemoe
NOXHOW MHpOpMaLMe 0 ero coctaBse 1 (Mnu) NPon3BoAnNTENeE;

38) HegobpokayecTBEHHOE fleKapCTBEHHOE CPeACTBO - JIekapCTBEHHOE CPeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHWAM (hapMakonenHol cTaTbM NGO B cryyae ee OTCyTCTBUS TpebGoBaHMSIM  HOPMaTUBHOW
AOKYMEHTaL MW UM HOpMaTUBHOIO JOKYMEHTa;

39) KoHTpadakTHoe fekapCcTBEHHOE CPeACTBO - NEKapCTBEHHOE CPEACTBO, HaxoAsLeecs B o6opoTte ¢
HapyLIEHUEeM rpaXKaaHCKOro 3aKoHOAaTeNbCTBa;

40) gOKNMMHUYEeCKOoe UCCreaoBaHNe NekapCTBEHHOMO CPpeacTBa - buonornyeckme, MMKpobMonornyeckme,
UMMYHOMOrMYeckne, TOKCUKOMornyeckne, dapmakonormdeckne, usandeckme, Xumudeckne u  apyrue
nccneaoBaHus NekapCTBEHHOIO CPeACTBa MYyTEM NPUMEHEHUST HAaY4YHbIX METOAOB OLIEHOK B LENsX NonyvyeHus
JokasaTtenbcTB 6e30nacHoCTy, KadecTBa 1 3PEKTUBHOCTU NEKAPCTBEHHOIO CPEACTBa;

41) kNUHMYecKoe MccrefoBaHUe NeKapCTBEHHOMO npenapara - U3y4yeHue OUarHoCTUYECKMX, nevebHbIX,
npocunakTU4ecknx, papMakonormyecknx CBOMCTB NeKapCTBEHHOrO NpenapaTta B NpoLecce ero NPUMEHEHUS Y
YernoBeka, )KMBOTHOTO, B TOM YMCI1e NPOLLECCOB BCAChIBaHWS, pacnpeaeneHunst, USMEHEHNS U BbIBEAEHUS, NyTEM
NPUMEHEHMS HaYy4YHbIX METOJOB OLEHOK B LIENsX MOnydeHWs OokasaTenbcTB 6esonacHOCT, kavecTBa U
9p(heKTUBHOCTM NEKAPCTBEHHOIO MpenapaTa, AaHHbIX O HeXenaTerbHbIX peakuusix opraHuama 4ernoBeka,
KMBOTHOIO Ha MpUMEHEHME NEeKapCTBEHHOro npenapata M o6 addpekte ero B3aMmMoAencTBUS C ApPYrUMu
neKkapcTBEHHbIMM NpenapaTamu 1 (UNn) NULLEBLIMK NPOAYKTaMU, KOPMaMU;

42) MHOroueHTpoBOE KIMMHUYECKOE uccnenoBaHne JeKkapCTBEHHOro npenaparta ana MeguumHCKOro
NPpUMEHEHNA - KIMHUYEeCKoe uccrnegoBaHne neKapCTBEeHHOro npenaparta gna mMeamMunHCKOro npuMeHeHud,
nposoagunmoe pa3p860TLII/IKOM NekapCTBEeHHOro npenapara B ABYX U bonee MeaMUMHCKMX opraHm3auuax no
€ANHOMY NPOTOKOIY KIMMHUYECKOro nccrieqoBaHuna nekapCTtBeHHOro npenapara,

43) MexayHapogHoe MHOrOLEHTPOBOE KIMHMYECKOe McCrnedoBaHWe NekapCTBEeHHOro npenaparta Ans
MEOULIMHCKOrO MPUMEHEHUs - KIMHWYECKOe UCCrenoBaHne NeKkapcTBEHHOro npenapara Ans MeauLMHCKOro
NPUMEHEHWs!, NPOBOAMMOE Pa3paboTYMKOM NeKapCTBEHHOro rnpenaparta B pasnuyHbIX CTpaHax fno eauHomy
MPOTOKOSY KMMHUYECKOro UCCle0BaHUSA NekapCTBEHHOro npenapara;

44) nocTperncTpaunoHHoe KnnHn4yeckoe nccrnegoBaHmne nekapcreseHHoro npenapara gna MmeanunHCKoro
NpUMEHEeHNA - KIMHU4YEeCKoe uccrnenoBaHue NekapCTBEHHOro npenapata gnda MeamunHCKOro npumMmeHeHus,
npoBoanmMmoe npounssoanTeriemM JfiekapCTBeHHOro npenaparta, rpa)K,D,aHCKMﬁ 060pOT KOTOPOro ocyulecrtBndaeTca
nocne rocyp,apCTBeHHoﬁ pernctpaunmn, B Uenax AOOMOoJIHUTEeJ1bHOro c6opa OaHHbIX 0 ero 6esonacHocTu wu

125424, Mocksa, yn.Bacunua MNeTywkosa, 4. 8, opuc 207, ten.: 8 495 510 00 64


consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED1773BB64D0518B508B22FC84538FF358A540260C5BB2FD0BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36CDC793AB24B0518B508B22FC84538FF358A540260C4BB28DDBC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED1773BB64D0518B508B22FC84538FF358A540260C5BB2FD1BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED1773BB64D0518B508B22FC84538FF358A540260C5BB2FD2BC4195AB2FEF9F600CE42E2CF79D18q7l1P

O\
N\ )4
Kapzo Cepm

SQD(*)GKTVIBHOCTVI, pacwmnpeHus nokasaHum K NPUMEHEHUIO OAaHHOIo JeKapCTBEHHOro npenapara, a TakKXxe
BblABJ1IEHNA HEXeNnaTellbHbIX peaKu,vu7| nawuMeHTOB Ha ero AencTeue;

45) wuccnepoBaHne OWMOSKBMBANEHTHOCTM JIEKAPCTBEHHOrO Mpenapata - BWA  KIWMHUYECKOTO
nccrnenoBaHUsl fiekapCTBEHHOrO npenapaTa, MpPoOBEeAEeHUE KOTOPOro OCYLIECTBRSIETCS ANA onpepeneHus
CKOPOCTM BCaCbIBaHWUs U BbIBEAEHMWS OOHOMO UM HECKOMNbKUX 00nagatoLmx hapMakoriormyeckom akTMBHOCTbIO
OEVCTBYIOLLMX BELLECTB, KONMMYECTBA JIEKAPCTBEHHOrO npenapara, 4OCTUraloLWero CUCTEMHOMO KPOBOTOKA, U
pesynbTaTbl KOTOPOrO MO3BONSAKT CcAenatb BbIBO4 O OMOSKBMBANEHTHOCTW  BOCMPOU3BEAEHHOMO
neKapCcTBEHHOro NpenapaTta B onpeaesieHHbIX NekapcTBEHHOM (hopMe 1 JO03UMPOBKE, COOTBETCTBYHOLLMX hopMe
N [O3UPOBKE pedepeHTHOro NIEkapCTBEHHOTO Npenapara;

(n. 45 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

46) nccnegoBaHue TepaneBTUYECKOW 9KBMBANEHTHOCTM NeKapCTBEHHbIX NpenapaToB - BUA KITMHUYECKOro
nccrnegoBaHUs NekapcTBEHHbIX MpenapaToB, NPOBEAEHUE KOTOPOro OCYLLECTBMASETCS AN BbisiBNEHUS
OAMHAKOBbIX CBONCTB fNeKkapCTBEHHbIX NpenapaToB onpeaeneHHon nekapcTBeHHON hopMbl, a Takke Hanuyuns
OAMHAKOBbIX MokKa3aTenen 6e3onacHOCTU M 3A(PPEKTUBHOCTM MEKAPCTBEHHbLIX NpenapaToB, OAMHAaKOBbIX
KNMHU4YecKknx adheKkToB Npun X NPUMEHEHUN;

47) NMPOTOKOJ1 KIMMHNYECKOro wuccrnegoBaHua JekapCcTtBeHHOro npenaparta - AOOKYMEHT, B KOTOPOM
onpenendarnTca uenu, (bOprI opraHunsauunm mn MetTogosiorma nposegeHna KIMHUYECKOro wmccriegoBaHuA,
cTatucTtn4yeckme metoabl O6p860TKM pe3ynbTatoB TaKoOro wuccrnegosaHunAa W Mepbl No obecneyeHnto
©Ge3onacHocTH (*)I/I3VI'~leCKVIX md, y4acTByrLWKX B KIMMTMHNYECKOM UCCeaoBaHU NekapCTBEeHHOro npenaparta,

48) Gpolitopa uccnegoBaTtens - CBOAHOE W3MOXEHWE pe3yrnbTaToB [OKIMHUYECKOro UccneoBaHus
NleKkapCTBeHHOro cpencrtea M KIMHUYECKOro mnccrieqoBaHna nekapCTtBeHHOro npenaparta gna meguuuHcKoro
NPUMEHEHNA;

49) nHMOPMaLMOHHBIN NUCTOK MauMeHTa - OOKYMEHT, B KOTOPOM cofepaTcs B LOCTYynHon dopme
cBefeHusl, KacalLimecss MpoOBOAMMOrO KIMHWYECKOro WCCredoBaHUSA JekapCTBEHHOro npenapaTta, M B
NMCbMEHHON dopMe [J0OpOBOMbHOE corfiacue nauvMeHTa Ha yyacTue B KIMHWYECKOM MCCreAoBaHum
NeKapCcTBEHHOTO npenapata Mnocfie O3HAKOMIIEHWsT C OCODEHHOCTAMU  KIMHUYECKOro UccrefoBaHus,
UMEILLUMUN 3HAYEHNE ANs Bblpa)KeHUs Takoro cornacus;

50) noboyHoe OencTBME - peakuusa opraHM3Ma, BO3HUKLLAS B CBA3U C MPUMEHEHUEM JIEKapCTBEHHOIO
npenapaTa B [o03ax, PpEKOMeHAYEeMbIX B UHCTPYKLUUWM NO ero NpMMeHeHWIo, AN npounakTuki, AnarHocTukm,
neyeHuns 3aboneBannsa unu anga peabunurauuu;

50.1) HexxenaTenbHasi peakuus - HenpeaHamepeHHas HebnaronpusTHas peakuus opraHuama, Kotopast
MOXeET ObITb CBSI3aHa C MPMMEHEHUEM NlekapCTBEHHOMO NpenaparTa;
(n. 50.1 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

51) cepbe3Hasd HexenaTenbHas peakuust - HexenaTenbHasd peakuusi OpraHv3ma, CBfA3aHHas C
nNpMMEHeHeM NeKapCTBEHHOro npenaparta, npuBeAwasi K CMepTW, BPOXAEHHbIM aHOManusaM Unu nopokam
pa3suTMa Nnbo npeacTaBnsowas cobon yrposy xu3Hu, Tpebyowas rocnutanu3auvdm unu npueegwas K
CTOWMKOW yTpaTe TPYAOCNOCOBHOCTM U (MNN) MHBANUOHOCTY;

52) HenpeaBnaeHHas HexxenaTtenbHas peakums - HexxenartenbHas peakums opraHusma, KotTopasi cBsizaHa
C NpUMMEeHeHWeM FeKapCTBEHHOro npenapaTta B [03aX, PEeKOMeHAyeMblX B MPOTOKOMNE €ero KIMHWYeCcKoro
nccnegosaHws, Opoluope uccnegoBaTensi, WM C NPUMEHEHVWeM NekapCTBEHHOro npenapata B [03ax,
pekoMeHAyeMbIX B UHCTPYKLUM NO ero NpMMeHeHuto Ans npomnakTnku, AMarHocTuky, neveHus 3abonesaHus
UNM MeauUMHCKOW peabunuraumn naumeHTa, U CYLWHOCTb, TSKECTb MIM MUCXOA KOTOPOW He COOTBETCTBYET
nHdOpMaLMn O NekapCTBEHHOM fnpenapare, CoAepXallencs B NPOTOKOME ero KMMHUYECKOro NCCrneaoBaHus,
GpoLutope nccnegoBaTtens unu B MHCTPYKLMM NO MPUMEHEHUIO NEKapCTBEHHOrO Npenapara;

(n. 52 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

52.1) chapmakoHag3op - BuO AOEATENBHOCTU MO MOHUTOPWHIY 3ddEKTUBHOCTM U BHe3onacHocTm
NeKapCTBEHHbIX MpenapaToB, HanpaBfeHHbIN Ha BbisIBIIEHWE, OLEHKY W NPefoTBpalleHne HexXenaTernbHbIX
NnocrneacTBUM NPUMEHEHUS NEKAPCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)
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52.2) nnaH ynpaBneHuWs puckamu - nogpobHoe onucaHuve MeponpuaTUn no  dapmMakoHaasopy,
HanpaBIieHHbIX Ha BbISIBIIEHNE, OLEHKY W MpefoTBpalleHne WM MUHUMU3AUUI0 PUCKOB, CBSA3@HHbIX C
nekapcTBEHHbIMW NpenapatamMu, BKNI4Yas oLeHKY 3EKTUBHOCTU AaHHbIX MEPONPUATUI;

(n. 52.2 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

53) peuenT Ha neKkapCTBEHHbI npenapar - MeOULMHCKUIA [OOKYMEHT YCTaHOBMEHHOW (OOpMbl,
cofepXaluin HasHadeHue nekapCTBEHHOro npenapata And MeAUUUHCKOrO MNPUMEHEHUs, BblOAHHbIN
MeaULMHCKUM pabOTHUKOM B LiensiX OTNycKa NeKkapCTBEHHOMO Npenaparta Ui ero U3roToBreHns 1 OTrnycka Ha
OyMaXKHOM HOCUTENE UMK C cornacusi NauMeHTa Unmn ero 3aKOHHOro npeacTaBuTens B OOpMe 3MeKTPOHHOro
OOKYMEHTa, MOAMMCAHHOIO C MCMONb30BAHUEM YCUITEHHOW KBanMdUUMPOBaAHHOW 3MEKTPOHHOW MNOANUCK
MeguumMHCKkoro  paboTHuKa, §nMbGO JOKYMEHT YCTaAHOBMEHHOW OpMbl, COAEPXallMA  HasHayeHue
NeKapCcTBEHHOrO MpenapaTta Ans BETEPUHApHOro MPUMEHEHUS, Bbl4aHHbIA cneuuanucTom B obnactu
BETEpMHapWM B LIENSX OTMyCKa NekapCTBEHHOro npenapaTa Uiv ero M3roToBrneHns U oTrnycka Ha BymakHOM
HocuTene;

(B pea. PegepanbHbix 3akoHoB oT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-93)

54) TpeboBaHne MeaNLMHCKON OpraHn3aumm, BETEPUHAPHOW OpraHmn3aummn - JOKYMEHT YCTaHOBMNEHHOW
opMbl, KOTOPLIA BbINMCAH MEAULMHCKUM pabGoTHUKOM WKW crneuuanuctoMm B o6nactu BeTepuHapuu,
UMEKLWUMN Ha 3TO NpaBo, U COAEPXUT B MNUCbMEHHOW (OpMe YyKasaHWe anTeyHOW opraHuMsauun unu
BETEepMHaPHOI anTe4yHOoW opraHu3aLmm o6 OTNycke NeKapCTBEHHOroO Npenapara Mnu O ero U3roToBNeHMU u 06
oTnycke ans obecnevyeHus neyebHoOro npouecca B MeAULMHCKON opraHusauumn, BeTEpUHapHO opraHu3aunm;

(B pea. PepepanbHoro 3akoHa oT 02.08.2019 N 297-93)

55) komnnekcHasa oueHKa NnekapcTBEHHOrO npenapara - oueHKa 3aperncTpMpoBaHHOIO NeKapCTBEHHOMO
npenapaTta, Bkno4vawwas B ceba aHanns nHdopmaumm O CpaBHUTENbHOW KIMHUYECKON 3(MEKTUBHOCTU U
Be3onacHOCTV NeKkapCTBEHHOroO npenapaTta, OLEeHKY 9KOHOMUYECKMNX MOCNEeACTBUMA €ro NPpUMEHeHWs, N3y4eHme
OOMONHUTENbHBLIX MOCNEACTBUA NPUMEHEHUS NeKapCTBEHHOro npenapaTta B Uensx NPUHATUS peLlleHuin O
BO3MOXHOCTW BKITIOYEHWUSI NIEKapCTBEHHOro npenapaTta B NepeyeHb XU3HEHHO HeOOXOOUMbBIX U BaXKHEWLINX
NneKapCTBEHHbIX MpenapaToB, HOPMaTMBHbIE MPaBOBble aKTbl U WHble AOKYMEHTbI, onpeaensiowme nopsagok
oKa3aHus MeaMLMHCKOWN NOMOLLM, UMM UCKITIOYEHNS ero U3 yKa3aHHbIX NepeyHsl, akToB U JOKYMEHTOB;

(n. 55 BBegeH ®eneparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

56) cuctema MOHWUTOPWHIa ABWXEHUS NeKapCTBEHHbIX MpenapaToB AN MeAMUMHCKOro MpUMEHEeHUs -
depepanbHad rocygapcTtBeHHass WHQOpPMaUUOHHAA CUCTEMa MOHUTOPWMHIa [OBWKEHUS NeKapCTBEHHbIX
npenapaToB Ans MEOWUMHCKOrO MpUMMEHEeHUs OT MpoM3BOAMTENs [0 KOHEe4YHoro notpebutens c
MCMONb30BaHWEM B OTHOLUEHUW NEKapCTBEHHbIX NpenapatoB ANd MeAWMUMHCKOrO NPUMEHEHUs CpPeacTB
naeHTudmKaummn.

(n. 56 BBegeH PeaepanbHbIM 3akoHOM OT 28.12.2017 N 425-$3)

nasa 2. MOJIHOMOYUA GELEPA/IbHBIX OPTAHOB UCNO/THUTE/IBHOMN
B/IACTU, OPTAHOB UCMOIHUTENIbHOM BNACTU CYEbEKTOB POCCUIACKOW
SEAEPALUN NPU OBPALLLEEHNU NEKAPCTBEHHbIX CPEACTB

Cratba 5. MonHomouua depepanbHbIX OPraHOB WCMOJHUTENIbHOW BAAcTU Npu  obpalieHun
NleKapCcTBEHHbIX cpeacTs

K nonHomoumsiM defeparnbHbIX OpraHoB WCMOMHUTENLHOW BNacTu Mpu oBpaLleHUn NeKapCTBEeHHbIX
CPeAcTB OTHOCHATCS:

1) npoBefeHne B Poccuiickon ®epepauny eguHoN rocygapcTBEHHOM NONUTUKM B obnactu obecneveHust
rniekapcTBEHHbIMY Npenapatamu rpaxaaH B Poccuiickon ®epepauuu;
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

2) ytBepxgeHve obwmx chapmakonenHblx ctaten, dhapMakonenHblx cTaTen, usgaHue rocyaapCTBEHHON
dapmakonewn, cosgaHne n BeaeHne peectpa dapmakonenHbix CTaHAapTHbIX 06pas3LoB;
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocywecTBneHne rocygapCTBEHHOrO KOHTpons (Hags3opa) B cdepe oOpalleHUs nekapCTBEHHbIX
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CpeacTs;
(B peq. PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3MpoBaHMe NPOU3BOACTBA NEKAPCTBEHHbIX CPeacTB M (hapmaueBTUYECKOW OeATEeNnbHOCTU B
COOTBETCTBUN C 3aKkoHoAaTenbcTBOM Poccuiickon ®epgepaunu;

5) opraHusauusi 9KCMnepTM3bl JEKapCTBEHHbIX CPeACTB, STUMYECKOW 3KCMepTU3bl BO3MOXHOCTM
NPOBEAEHUS KIMMHUYECKOrO WCCNeAoBaHUsl feKkapCTBEHHOrO npenapaTta Ans MeAMUUHCKOro MpUMEHEHNS,
3KCNepTM3bl JOKYMEHTOB, NPEACTaBMNEHHbIX AN onpeaeneHms BO3MOXHOCTM paccMaTpuBaTh fleKapCTBEHHbIN
npenapaT Ans MeaUUMHCKOro MPUMMEHEHUs1 NPW TroCydapCTBEHHOW peructpaummM B KadecTBe opdpaHHOro
NeKapCcTBEHHOro npenapara;

(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5.1) opraHusaums npoBeaeHNst KOMMIIEKCHOW OLIEHKM NeKapCTBEHHOrO mnpenapaTta B LensiX NpUHATUS
peLleHMn O BO3MOXHOCTU BKITIOYEHMS1 NIEKAPCTBEHHOro rpenapaTa B nepeveHb XXM3HEHHO HeobXxoauMbIX U
Ba)KHEMLLNX NEeKapCTBEHHLIX NpenapaToB, HOPMaTUBHbIE NPABOBbIE aKTbl M MHbIE JOKYMEHTbI, Onpegensiowme
nopsiAoK OKasaHust MeaULMHCKON MOMOLLIM UITN UCKMOYEHUS! M0 N3 YKa3aHHbIX NePeYHsi, aKTOB U JOKYMEHTOB;

(n. 5.1 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

6) Bblgava paspelleHui Ha npoBedeHMEe KIMHUYECKUX WCCNeaoBaHWM NEKapCTBEHHbIX MpenapaTos,
BeJeHWe peecTpa BblAaHHbIX paspelleHu’i Ha MpoBedeHUe KIMHUYECKMX MWCCredoBaHUA feKkapCTBEHHbIX
npenapaTos;

7) rocydapcTBeHHasi permcTpauusi rekapcTBeHHbIX NpenapaToB, BeeHWe rocyqapCTBEHHOIO peecTpa
neKkapCcTBEHHbIX CPeacCTB;

8) opraHm3aums n (unun) NnpoBedeHne MHCNEKTUPOBaHNSA CyObeKToB obpalleHns nekapCTBEHHbIX
CpeAcTB Ha COOTBETCTBME NpaBunaM Haanexawien nabopaTopHOM NpakTUKKU, NpaBunamM Hagnexaiiemn
KIMMHWYECKOW NPaKTUKKX, NpaBmnnamM Haanexallen NpakTUKN XpaHeHUs: U NepeBO3KM NEKapCTBEHHbIX
npenapaTos, NpaBuaM Hagnexaien AMCTPpMObIOTOPCKON NPaKTUKW, NpaBunam Hagnexallen anTeqyHon
NpaKTUKY;

(n. 8 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

8.1) opraHmsauusa u (UnNu) NPoOBEAEHUE MWHCMEKTUPOBAHMS CyObLEKTOB o0bOpalleHusi nekapCTBEHHbIX
CPEeACTB Ha cooTBeTCTBME TpeboBaHMAM npaBuil Haanexailien nNPOU3BOACTBEHHOW NpPakTUKW, Bblgada
3aKN0YEHNIA O COOTBETCTBMM MPOM3BOANTENS JNIEeKAPCTBEHHbIX CPpeAcTB TpeboBaHMAM NpaBuIl Haanexatlemn
NPOV3BOACTBEHHOW MPaKTUKMK;

(n. 8.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8.2) ycraHoBneHWe nopsgka BedeHWs W BedeHue TroCydapCTBEHHOrO peecTpa  3akfioyeHund o
COOTBETCTBMU  NPOU3BOAUTENSA  JIEKapCTBEHHbIX  CpeacTB  TpeboBaHWsM  npaBun  Hagnexaiwen
NPOU3BOACTBEHHOW NPAaKTUKK;

(n. 8.2 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

9) rocygapcTBEHHasi perMctpaunsi NpegerbHbIX OTMYCKHbIX LIEH NMPOU3BOAMTENEN Ha flekapCTBEHHbIE
npenapaTbl, BKITIOYEHHbIE B NEPEYEeHb XN3HEHHO HEOOXOAMMBIX 1 BaXKHEMLUMNX NIeKapCTBEHHbIX NpenapaTtoes, 1
BELleHNe roCcygapCTBEHHOINO peecTpa npefernibHbIX OTMYCKHbIX LieH Mpou3BOAUTENEN Ha JEKAapCTBEHHbIE
npenapaTbl, BKIIIOYEHHbIE B NEpeYeHb KN3HEHHO HEOOXOOUMbIX M BaXKHEMLLUX NEeKapCTBEHHbIX NPenapaTos;

(B peq. ®enepansHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHuMe MNPOEKTOB pPELUEHWA OPraHoB WCMONHUTENbHOW Briactu cybbekToB Poccuickom
depepaummn 06 yctaHOBREHUN U (MNN) UBMEHEHUW NpedeNbHbIX Pa3MepoB OMTOBbLIX HA40aBOK U NpeaeribHbIX
pasMepoB PO3HWYHbIX HagbaBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPON3BOANTENSMU
NeKkapCTBEHHbIX MpenapaToB, Ha JleKapCTBEHHble Mpenapatbl, BKAOYEHHbIE B MNEpeYeHb KMU3HEHHO
HeOoBOXOAMMbIX 1 BaXXHEWLLMX NeKapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH depepanbHbiM 3akoHoM OT 13.07.2015 N 241-93)

10) Bblga4va, ycTaHOBIEHWE NOPsAAKa Bbl4a4yM pas3peLleHnst Ha BBO3 KOHKPETHOM NapTUKM NeKapCTBEHHOMO
cpeacrtea B Poccuiickyto deanepaumio;
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(n. 10 B pea. PeapepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) BblAaya, ycTaHOBMNEHWe nopsiaka Bbldayn U POpMbl AOKYMEHTa, KOTOPbI MOATBEMKAAET, YTO
Npon3BOACTBO NEKapCTBEHHOro npenapara Ang MeguuuHCKOro npuMeHeHUs ocyLLecTBNEHO B COOTBETCTBUN C
TpeboBaHUs MY NpaBun Hagnexallen NpousBOACTBEHHOW MPAKTUMKM MMM YTO NEKapCTBEHHbIW npenapaTt ans
BETEPUHAPHOro NpUMeHeHns gonyLieH k obpalyeHuto B Poccuiickon ®enepauium, 1 nognexuT npeacraBneHunto
no TpeboBaHM0 YNONMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYH BBO3UTCS NEKapCTBEHHbIN nNpenapar;

(n. 10.1 BBegeH dPenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93; B peg. enepanbHoOro 3akoHa oT
02.08.2019 N 297-d3)

10.2) Bblgaya, ycTaHoBREHMe nopsaka Belaayuun n popmMbl JOKYMEHTa, COAepaLlero CBeAeHMs 0 CTaausax
TEXHOMOrM4YecKoro npolecca Mpou3BOACTBA NEKAPCTBEHHOrO0 CpeAacTBa Ans MEeOMLMHCKOrO NpUMEHeHus,
OCYLLLECTBMSIEMbIX HA TeppuTopun EBpasninckoro 3KOHOMMUYECKOrO CO33;

(n. 10.2 BBegeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3, B pe. enepansHOro 3akoHa ot
13.07.2015 N 241-$3)

11) co3gaHne coBeTOB MO BOMNpocam, CBA3aHHbIM C 0bpalleHneM nekapCTBEHHbIX CPEACTB;
12) atTectaums n ceptTudmkaLmsa cneunanucTos;
13) ytpatun cuny ¢ 1 ceHTabpsa 2013 roga. - PegepanbHbiv 3akoH ot 02.07.2013 N 185-93;

14) ocywecTtBneHne hapmakoHaa3opa;
(n. 14 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

15) yyactue B MexayHapoaHOM COTPYAHUYECTBE;

16) nonyyeHme Mo 3anpocaMm YMOSIHOMOYEHHOro hedepansHOro opraHa WCMOMHWUTENBHOW BRactu oT
opraHoB MCMONHUTENbHON BrnacTu cybbekTtoB Poccuiickon defepauun, a Takke oT cybbekToB obpalieHus
neKapCTBEHHbIX CPEACTB AN MeOWLMHCKOrO MpUMEHEHUS WHGOopMauMM MO BOMpPOCaMm YCTAHOBMEHWUS ©
NPUMEHEHMS LieH Ha NekapCTBEHHbIe npenapaTbl U HaabaBoOK K HUM;

17) npymeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLeHue 3akoHogaTenscTea Poccunckon degepaunu;

18) yTBepxaeHve npaBun Hagnexawen nabopaTopHON NpakTUKU, NPaBui Haanexallen KIMHUYECKON
NpPaKkTUKWN, NpaBui Hagnexalwen Npon3BOACTBEHHON MPaKTUKX, NPaBuUIl Hagnexallen nNpakTUkn XpaHeHus u
NepeBO3KM JleKapCTBEHHbIX MpenapaToB, MNpaBuIl Haanexawlen ANCTPUOLIOTOPCKON MpakTUKK, MNpaBuI
Hagnexallem anTe4yHoW MpakTUKWM, NpaBuN Hagnexalwen npakTukM dgapmMakoHaasopa JeKapCTBEHHbIX
npenapaToB ANs MEAULMHCKOrO NPUMEHEHNS;

(n. 18 BBegeH PepnepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19) yctaHoBneHWe nopsifka oOpMMPOBaHMS PEMMCTPALMOHHOIO A0ChE HA JIEKAPCTBEHHBIN NpenapaTt 1
TpeboBaHuii K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH ®eneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

20) yTBEpXOEHME MpaBuUSl pauvoHanbHOro BblIGOpa HaMMEHOBaHWI NEKapCTBEHHbIX NpenapaToB AN
MEeOULMHCKOTO NPUMEHEHUS;
(n. 20 BBegeH PeneparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

21) yTBEpKAEHNE NEePEeYHsT HAMMEHOBAHUN NEKapCTBEHHBIX hOPM;
(n. 21 BBegeH depepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-$3)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3akoH 0T 27.12.2019 N 475-03;
23) yTBepxaeHue TpeboBaHMIA K WMHCTPYKUMW MO MEAULMHCKOMY MPUMEHEHUIO JEKapCTBEHHbIX
npenapaToB 1 K MHCTPYKLMN NO BETEPUHAPHOMY MPUMEHEHUIO NIEKAPCTBEHHLIX NPEnapaTos.;

(n. 23 BBegeH ®eneparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

24) nNpUHATUE pELUEHUI, SIBMSIIOLIUXCS OCHOBAHUMSMW [Afsl BKMHOYEHWUS OOMEHHbIX MMEH W (Mnu)
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Kapzo Cepm

yKasartenemn CtpaHul, cCantos B UHGOPMALIMOHHO-TENTEKOMMYHUKALUMOHHON ceTh "IHTepHeT", a Takke CeTeBbIX
agpecoB B eAuHY0 aBTOMaTM3UPOBaHHYK MH(OPMaUUOHHYO cucTemy "EAMHBIA peecTp OOMEHHbIX UMEH,
yKkasaTenem cCTpaHul, canToB B WHAOPMALUOHHO-TENEKOMMYHMKAUMOHHOW ceTun "VIHTepHeT" u ceTeBbiX
afpecoB, MO3BONMSAOWNX WMAEHTUDULMPOBATL CalTbl B UH(OPMALMOHHO-TENEKOMMYHUKALMOHHOW CeTu
"UHTepHeT", cogepxalume nHdopmaLmio, pacnpoctpaHeHne kotopon B Poccuiickon deaeparmm 3anpeLueHo”,
B OTHOLEHMU WHopmauun, coaepxallen npeanoxeHne O pPO3HUYHOW TOProBre neKkapCTBEHHbIMU
npenapatamu, B TOM 4uUCrie OUCTAHLMOHHBIM CNOCOBOM, pPO3HMYHAsi TOProBMs KOTOPbIMW OrpaHUyeHa wunm
3anpelleHa B COOTBETCTBUM C HacToAwmMm PepepanbHbiM 3aKOHOM, U (Unun) uHpopMaumm, cogepxallen
npeanoXeHne O PO3HUYHOW TOProBfe IeKapCTBEHHbIMM MpenapatamMn, B TOM 4uCle OUCTaHLMOHHbLIM
cnocobom, nuuamn, He UMELLUMN NIMLEH3NN 1N pa3peLleHns Ha OCYLLECTBIIEHNE TakoW OeSATENbHOCTH, eCIn
nonyyYyeHve NUULEH3UN 1 paspeLleHns NpegycCMOTPEHO 3akoHOAaTenbCTBOM 06 obpalleHun nekapCTBEHHbIX
cpencrTs;
(n. 24 B pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgava paspelleHnn Ha BBOA B rpaKOaHCKMM o6OpOT MMMYHOBMOMOrMYECKUX feKkapCTBEHHbIX
npenapaTos.
(n. 25 BBegeH PepepanbHbIM 3akoHOM OT 28.11.2018 N 449-$3)

Cratba 5.1. Mepeaaya ocylecTBIeHUA NONHOMOYUIA pefepanbHbIX OPraHOB UCNOIHUTENbHOM BNacTU
npu ob6palleHnn NeKapcTBEHHbIX CPeACTB OopraHam MUCMNONHUTENbHOW BnacTu cybbekToB Poccuiickoi
depepauunm

(sBegeHa ®epepanbHbiM 3akoHoM oT 13.07.2015 N 233-$3)

MonHoMouusa hepepanbHbIX OpraHoB WCMNOMHUTENbHOW BMAAcTM nNpu OOpalleHnn neKapCTBEHHbIX
CpPeAcTB, NpeayCcMOTPEeHHble HacTosAwmM PegepanbHbiM 3aKOHOM, MOTYT NepeaaBaTbCst ANs OCYLLECTBNEHUS
opraHam McnonHuTenbHoW BrnacTn cybbektoB Poccuiickon depepaummn noctaHoBneHusmu lNpaButenscrea
Poccuiickonn ®egepaumm B nopsgke, yctaHoBrneHHoM deaeparnbHbiM 3akoHOM OT 6 okTsiopsa 1999 roga N 184-
®3 "O6 0bLMx NpMHUMNAax opraHM3auny 3akoHodaTenbHbIX (MpeacTaBUTErNbHbIX) U UCMONTHUTENBHBLIX OPraHoB
rocygapcTtBeHHoW BnacTu cyobektoB Poccuiickon ®enepauun”.

Cratba 6. MosHOMOUYMA OpPraHOB MCMONIHUTENbHOM BNAacTU cy6beKTa Poccuiickoii degepauun npu
06palueHnn NeKapCcTBEHHbIX CPeACTB

K nonHomounam opraHoB McnonHUTensHoM Bnactu cybbekta Poccuickon degepauum npu obpaiieHnm
NeKapCTBEHHbIX CPEACTB OTHOCATCH:

1) paspaboTka M peanu3auusi peroHanbHbIX NporpaMM obecrieyeHusl HaceneHust NekapcTBEHHbIMU
npenapartamu;

2) ycTaHoBneHue npegenbHbIX Pa3MepoB OMNTOBbIX HaAO0aBOK U NpedernbHbIX Pa3MepoB PO3HUYHBLIX
Han6aBoK K QAKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSMU  JIEKAPCTBEHHbIX
npenapaToB, Ha NEKapCTBEHHbIE NpenapaTthbl, BKIOUYEHHbIE B NEPeYEHb XU3HEHHO HEOBXOAMMBIX Y BXKHENLLNX
neKapCTBEHHbIX NpenapaTos;

3) ocywlecTBneHVe pernoHanbHOro rocyqapCTBEHHOrO KOHTPOMS 3a MpPUMEHEHVWeM LeH Ha
neKkapcTBEHHble Npenaparbl, BKINOYEHHbIE B epeyeHb XU3HEHHO HEOOXOANMbIX 1 BaXKHENLLNX NeKapCTBEHHbIX
npenapaToB, OpraH1M3aLnsM1 ONTOBOW TOProBnuv fieKapCTBEHHbIMU CPEACTBaMU, anTeYHbIMW OpraH1M3auusmMm,
nHAMBMAYanbHbIMX NpeanpuHUMaTensMy, MMeLWUMM NUMUEH3NI0 Ha dapMauleBTUYECKYl0 AeATerNbHOCTb,
MEAMLUMHCKUMY  OpraHusaumsamMn, MMeLWUMn NULEeH3NI0 Ha (apMaueBTUYeCKylo AeATenbHOCTb, WU KX
060cobrneHHbIMM  nogpasgeneHnammn (ambynatopuamu, denbawepckumn 1 enbalepcKo-akyLepcKkumm
NyHKTaMu, LeHTpamu (OTAenNeHnsiMm) obLert BpavyebHo (CEMENHOW) NPAKTUKK), PACNONOXEHHbIMU B CENbCKUX
HacemneHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHnsaumnu;

(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-93, o1 27.12.2019 N 475-93)

4) npuHATHE pelueHus o6 ncnonb3oBaHWM Ha TeppuTopun cybbekTa Poccuiickon depepaumm Hapsay ¢
peuentaMM Ha JeKapCTBEHHble npenapaTbl, OMOPMIEHHbBIMM Ha OymMaxXHOM HocuTene, peLenToB Ha
neKapcTBEHHble NpenapaTbl, ChOPMUPOBaHHbLIX B (POPME 3MEKTPOHHbIX AOKYMEHTOB.
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(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 29.07.2017 N 242-93)
Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKOMEA
Cratba 7. Pa3paboTka u usgaHue rocyaapcrseHHoi papmakoneun, pasmelleHme AaHHbIX O HEN

1. Toa rocypnapcTBeHHOM dapmakoneen mnoHUMMaeTca CBoA OOWux dapmakonenHelx craten wu
dapMakonenHbix CTaTen.

2. PaspaboTtka ob6wux ¢apmakonenHblx cTaTen u dapMakonenHbIX cTaTed, B TOM u4ucne
hapmakonenHblx ctaTen Ha dapMakonenHble cTaHaapTHble 06pas3upl, U BKIOYEHVE UX B FOCYA4apPCTBEHHYIO
chapmakonel OCYLIECTBNATCA B MOPSAKe, YCTAHOBIIEHHOM YMOJSIHOMOYEHHbIM begepanbHbiM OpraHoM
NCMNONMHUTENbHOW BNacTy.

(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PaspaboTka chapMakonenHomn ctatb Ha pedepeHTHbI NeKapCTBEHHLIN Npenapar 1 BKIIKOYEHNE ee B
rocydapCTBEHHYHO apmakoner B TeYEeHWe Cpoka [AeWCTBMA  3aluMTbl  UCKIIOYUTENbLHOrO  Mpasa,
YOOCTOBEPEHHOIO NaTeHTOM Ha pedepeHTHbI NeKapCTBEHHBIN NpenapaT, OCYLEeCTBAITCSA C COornacusi ero
pa3paboTuyunka.

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

4. TocypapcTBeHHas dapmakones M3gaeTcsd  YNONHOMOYEHHbIM  dhedepanbHbiM - OpraHoMm
NCMONHWUTENbHON BNacTu 3a cyeT cpeacTs deaepanbHOro 6rogxxeTa v NOANEXUT NepensgaHnsaM He pexe Yem
OAVWH pa3 B NATb NeT, B Nepnoa Mexay KOTOPbIMU M34alTCa NPUIOXEHMS K rocy4apCTBEHHON dhapmakonee,
cogepxawme obwme dapmakonenHole ctatbM U (MnNn) bapmakonerHble cTaTbW, YTBEPXKOEHHblE nocne
N3aaHus Unu nepensgaHns rocyaapcTBeHHON hapmakonem.

5. YnonHomoueHHbli deaeparnbHblii  OpraH  MUCMNOSMHUTENBHOW BRacTu  pasmMewaeT faHHble O
rocygapcTBEHHOW (hapmakonee M NMpuUioXeHUsX K HEM Ha CBOEM oduumansHOM cante B ceTu "UHTepHeT" B
YCTaHOBMNEHHOM MM MOPSAKE.

Mnaea 4. FOCYAAPCTBEHHbIA KOHTPO/1b MPU OGPALLEHUU
NNEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMueH3MpOBaHME MNPOU3BOACTBA NIEKAPCTBEHHbIX CPeAcTB M ¢dapmaleBTUYecKou
DeATeNbHOCTU

1. JlnueH3anpoBaHMe NPouM3BOACTBa NEKAPCTBEHHbIX CPeAcTB U (hapmaueBTUYEeCKOW AeATENbHOCTM
OCYLLECTBMNAETCH B COOTBETCTBUM C 3aKoHOAaTensCcTBOM Poccuiickon degepaunn.

2. ObszaTenbHbIM ycnosmem npenocrasiieHNd NnMUueH3nn Ha npoun3BoACTBO JIEKAapCTBEHHbIX CPeacTB
ABNAETCA NpUoXeHne K 3adaBlIEHUIO COUCKaTeNnA NUUEeH3NN nepeyHa NeKapCTBEHHbIX (bOpM n (VIJ'II/I) BMOoB
d)apMaLl,eBTVl‘-leCKVIX Cy6CTaHLI,l/Il7I, KOTOpble Npon3BoanTESb JIEKAPCTBEHHbIX CpeacTB HaMepeH Npon3BoanTb.

3. B cnyyae Heo6XxoaAMMOCTU paclUMpeHusi MPOU3BOACTBA IEKAPCTBEHHBLIX CPeACTB 3a CYET HOBbIX
NEeKapCTBEHHbIX hopM 1 BUAOB hapMaLeBTUYECKMX CYOCTaHLUMIA NPOU3BOAUTENb JNEKAPCTBEHHbIX CPEACTB
OOImKeH NepeodOopMUTb FNIMLEH3UIO HA NPOU3BOACTBO NEKAapPCTBEHHbIX CPEACTB.

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

Cratbna 9. locypaapcTBeHHbIN KOHTPOb (Hag3op) B chepe 0bpaleHnn neKapcTBeHHbIX CpeacTs
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

1. F'ocynapcTBEHHbIV KOHTPOMb (Haa3op) B cepe oOpalleHUss NeKapCTBEHHbIX CPEACTB BKOYaeT B
cebs:

1) FNWUEH3NOHHBLIN KOHTPONb B cdepe MNpPOM3BOACTBA JleKapCTBEHHbIX CcpeactB M B cdepe
hapmaLeBTUYECKON AeATENbHOCTY;
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2) tbepepanbHbIv rOCyaapCTBEHHBLIN Haa30p B cdhepe obpallieHns NnekapCTBEHHbIX CPeacTB;

3) BbIGOPOUHbIN KOHTPOSb KaYeCTBa NEKapCTBEHHbLIX CPEACTB.
(n. 3 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. JIMUEH3NOHHBbIA KOHTPONb B cdepe NpoOM3BOACTBA JIEKApCTBEHHbIX CpeactB U B cdepe
hapmMaLeBTUYECKON  OeATENIbHOCTM  OCYLLECTBMSIETCS  YNOSIHOMOYEHHbIMW  dpedeparnbHbiM  OpraHoMm
NCNOSNTHUTENBHOW BAcTX M OpraHaMu UCNOSHUTENbHON BNacTn cybbekToB Poccuiickon dPepepaumm cornacHo
MX KOMNEeTeHUMM B nopsigke, ycTaHoBneHHoM PenepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-03 "O
3alWmuTe MpaB  OPUAMYECKMX §UL W UHOUBMAYAnbHbIX MNpeanpuHUMaTenen npu  OCYLEeCTBEHUN
rocyaapCTBEHHOro KOHTpons (Haasopa) U MyHUUMMNanbHOro KOHTpornsa", ¢ y4eToM 0COBEHHOCTEN OpraHM3aumnm
U NpoBeOeHus NPOBEPOK, YCTaHOBMNEHHbIX depepanbHbiM 3akoHOM OT 4 masa 2011 roga N 99-03 "O
NNUEH3NPOBaHUM OTAENbHbLIX BUOOB AeATENbHOCTH".

3. ®depepanbHbIl  rocyoapcTBEHHbLIA Haa3op B cdepe obpalleHus NeKkapCTBEHHbIX CPeacTB
OCYLLECTBMSIETCS YNONMHOMOYEHHbIMU dhefeparbHbIMU OpraHaMm UCMONHUTENBHOW BNacTu (O4anee - opradbl
rocy4apCTBEHHOIO Haj3opa) COrnacHo WX KOMMETEHUMM B MOpsigke, YCTaHOBMNEHHOM [1paBUTENbCTBOM
Poccuinckon ®egepaumn.

4. depepanbHbIN rOCYAapCTBEHHbBIN HAA30p B cdhepe obpalleHns nekapCTBEHHbIX CPEACTB BKIHOYaeT B
cebs:

1) opraHusauuo M nposedeHVWe MNpoBepoK cobniogeHns cybbekTamy obpalleHWss neKapCTBEHHbIX
CpeacTB YCTaHOBMNEHHbIX HacTosawmMm PefepanbHbiM 3aKOHOM M MPUHATBIMU B COOTBETCTBUM C HUM WHBIMU
HOpMaTUBHbIMW NpaBoBbIMU akTamu Poccuiickon ®egepaummn TpeboBaHMin K OKNMHUYECKUM MCCNEea0BaHMAM
NeKapCTBEHHbIX CPEACTB, KNMHUYECKUM UCCIeN0BaHUAM NekapCTBEHHbIX NpenapaToB, XpaHEeHUIo, NepeBo3ke,
BBo3y B Poccuickyto ®degepauunto, OTNyCcKy, peanusauuv NeKapCTBEHHbIX CPeACTB, MNPUMEHEHMIO
NeKapCTBEHHbIX MpPenapaToB, YHWYTOXEHWUIO NeKapCTBEHHbIX CPeACTB, YCTAHOBIEHMIO NPOM3BOAUTENSMM
NeKapCTBEHHbIX MNpenapaTtoB LEH Ha feKapCcTBeHHble npenapatbl, BKMIOYEHHble B MNepeyveHb KU3HEHHO
HeobX0AMMbIX 1 BaXKHEWLLUMX NIeKapCTBEHHbIX MpenapaToBs, a Takke CobnioaeHNs YNONMHOMOYEHHbIMIY OpraHamum
ncnonHuTenbHoM BnacTun cybbektoB Poccuiickon Pefepaunm MeTOAMKM yCTaHOBNEHUst NpeAenbHbIX pa3MepoB
ONTOBbIX HaabaBOK M MpederbHbIX PasMepoB PO3HMYHbIX HaAbaBOK K (haKTUYECKUM OTMYCKHbIM LieHaM,
YCTaHOBMEHHbIM  MPOM3BOAUTENSIMU  NEKAapCTBEHHbIX MpenapaTtoB, Ha NeKapCTBeHHble npenapatbl,
BKIIOYEHHbIE B MepevYeHb XM3HEHHO HeobXOoOUMbIX WM BaXKHEMLIMX NeKapCTBEHHbIX MpenapaToB (ganee -
obsasaTtenbHble TpeboBaHus);

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2) opraHunsauunto n npoBegeHne npoBeEPOK COOTBETCTBUA J1IE€KAPCTBEHHbLIX CpPeAcTB, HaxXoOALUXCA B
rpaxxgaHckom 060p0Te, YCTaHOBJIEHHbIM Tpe6OBaHVIF|M K X Ka4eCTBY;,

2.1) npoBefeHVe KOHTPOSMbHbIX 3aKYNoK B LEensX NpoBepku cobniogeHuns cybbektamu obpalleHus
NeKapCTBEHHbIX CPEACTB, OCYLUECTBISIOWMMN PO3HUYHYHO TOProBMKO JleKapCTBEHHbIMW Mnpenapatamu Ans
MeOULMHCKOrO NPUMEHEHUS, NPaBuIl OTNYCKa NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NMPUMEHEHUS 1
(vnn) 3anpeta npogaxu PanbCUPUUMPOBAHHBIX NEKapCTBEHHbIX CPEeACTB, HeAoBpOKayYeCTBEHHbIX
NeKapCTBEHHbIX CPEACTB U KOHTpadakTHbIX NeKapCTBEHHbIX CPEACTB;

(n. 2.1 BBegeH degepanbHbIM 3aKoHOM OT 27.12.2018 N 511-93)

2.2) npoBefeHNe KOHTPOIbHBLIX 3aKYrMoK B LeNsiXx NpoBepku cobniogeHusi cybbektamu obpalleHus
NEeKapCTBEHHbIX CPEACTB, OCYLUECTBNSIOWMUMU PO3HUYHYHO TOPrOBMKO NEKapCTBEHHbIMWU Mpenapatamu Ans
BETEPMHAPHOrO MPUMEHEHWS!, NPaBWN Haanexallen anTevyHoW MNPakTUKU NEeKapCTBEHHbIX NpenapaToB Ans
BETEPMHAPHOrO MpUMEHeHUs 1 (Mnun) 3anpeta nNpojaxu HanbCUULMPOBaHHLIX NEKAPCTBEHHBLIX CPeACTB,
Heno6pOoKa4YeCTBEHHbIX NEKAPCTBEHHBLIX CPEACTB U KOHTPaaKTHLIX NEKaPCTBEHHBLIX CPEACTB;

(n. 2.2 BBegeH depepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

3) opraHusauuio 1 nposefeHue apmakoHaa3opa;
4) npyMmeHeHue B nopsiake, YCTaHOBMNEHHOM 3akoHoaaTensCcTBoM Poccuitickon depepauumu, mep no

npecevyeHunto BblABJI1EHHbIX HapyLLIeHVIVI 0bsi3aTeNbHbIX Tpe6OBaHI/Il7] n (I/IJ'II/I) YCTpaHEeHUK nocneacTeum Takux
HapyLLIeHVIIZ, B TOM 4uCIie NPUHATUE peLUEHNA O HaXoXXAEeHUN NeKapCTBEHHbIX CpeacTB B 06paLLl,eHl/|l4, Bblgavy
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Kapzo Cepm

npeanucaHnii 06 yCcTpaHeHUM BbISBIIEHHbIX HapyleHWh obs3aTenbHblX TpeboBaHWMA W NPUBMEYEHNE K
OTBETCTBEHHOCTM 1L, COBEPLUMBLLMX TaKue HapyLLUEeHMsI.
(vacTb 4 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. ®depepanbHbIl  rocygapCTBEHHLIM Haa3op B cdepe obpalleHusi JfekapCTBEHHbIX CPeacTB
OCYLLLECTBMSIETCS B Nopsiike, yctaHoBneHHoM PeneparnbHbiM 3akoHOM OT 26 aekabpa 2008 roga N 294-03 "O
3aluTe npaB  OPUAMYMECKMX MWL W UHOUBMAYanNbHbIX MNpeanpuHMMartene’ npu  OCyLWeCTBNEHUU
rocydapCTBEHHOrO KOHTponsa (Hag3opa) M MyHMUMNANbHOMO KOHTpons", C y4eToM OCOGEeHHOCTeRn,
YCTaHOBIEHHbIX HacTosILen cTaTbel. [NpeaBapuTtenbHoOe CcorflacoBaHME C OpraHamu MpPOKypaTypbl CPOKOB
NnpoBefeHUs BHEMMAHOBOW MpPOBEPKM CYObEeKTOB obpalleHusi JekapCTBEHHbIX CPEeACTB, a Takke
npeaBapuTenbHOE YBEOOMIEHME OPUONYECKUX UL, WHAMBMAYaANbHbIX MNpeanpuHMMaTenen o Hadane
npoBeaeHns 3ToN NpoBepkn He TpebyeTcsi. OpraHbl NPOKypaTypbl U3BELLAKTCS O NPOBEAEHUN BHEMNNAHOBOM
npoBepkn cybbekToB ObpalleHnsa nekapCTBEHHbIX CPEeACTB MOCPEACTBOM HampaBfieHUs COOTBETCTBYIOLLMX
OOKYMEHTOB B TeyeHue Tpex paboumx OHenW C MOMEHTa OKOHYaHWs NPOBeAEeHWSsI YKa3aHHOW BHEMnnaHoBOM
NpOBEPKMN.

(4acTb 5 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. [OmKHOCTHble JnMua opraHa [roCygapCTBEHHOro Hags3opa B Mopsigke, YCTAHOBIIEHHOM
3akoHogaTenbcTBOM Poccuinckon egepaunn, UMeOT NpaBo:

1) monyyaTb Ha OCHOBaHUW MOTMBMPOBAHHbLIX MUCbMEHHbIX 3arnpocoB OT CYyOBLEKTOB obpallueHust
NeKkapcTBEHHbIX CPEACTB, OpraHOB WUCMOMHWUTENbHOW BnacTu cybbekToB Poccuiickon denepauum 1 opraHoB
MECTHOr0 camoynpaBfieHUst JOKYMEHTbI M MHOpMaLMIo MO Bonpocam 06palleHnsi NekapCTBEHHbIX CPEACTB;

2) 6ecnpensTCTBEHHO MO NPeAbABIEHUN CIy)XeOHOro YAOCTOBEPEHMS U KOMWK Npukasa (pacrnopsikeHns)
opraHa rocyaapCTBEHHOro Haasopa O HasHayeHWM MPOBEPKU MocellaTb WUCMoNb3yeMble HpUandecKumm
nuuamu, UHAMBMAYansbHLIMU NPeanpUHUMaTENsaMU, ABNSIOWMMUCA cybbekTamy oBpalleHns NekapcTBEHHbIX
CPeACTB, NPV OCYLLECTBIIEHNM CBOEIN AeATENbHOCTU TEPPUTOPUM, 30aHUS, MOMELLEHUSI 1 COOPYXKEHUS B LIENAX
NpoBeAEHUsI MEPONPUSATUIA MO KOHTPOJIO;

3) npoBoauTb OTOOP 0OpasUoB NEKApCTBEHHbLIX CPEACTB, NpefHasHa4YeHHbIX Ans peanu3aumm u
peanusyemblx cybbektamy obpalleHus NekapCTBEHHbLIX CPeacTB, AN NMPOBEPKM MX KayecTBa, NpoBeAeHUs
nUccrnenoBaHU, UCMbITaHWA B COOTBETCTBUM C  MpaBuiaMuM oTOopa 06pasuoB, YCTaHOBMEHHbLIMU
YNONTHOMOYEHHbIM hefepanbHbIM OpraHoM UCMONHUTENbHON BNacTy;

3.1) NpoBOANTbL KOHTPOJIbHbIE 3AKYMKM FIEKapCTBEHHbIX MpenapaToB Anst MEOULMHCKOTO NMPUMEHEHUS B
Luensix MpoBepku cobnopeHuss cybbektamm oOpalleHnst JeKapCTBEHHbIX CPEACTB, OCYLLECTBIIAIOWMMM
PO3HUYHYIO TOProOBMO NEKAPCTBEHHbIMWU MpenapartaMmyi Ans MeOULMHCKOTO MPUMEHEHUs, NpaBuil OTMycka
NeKapCTBEHHbIX  MNpenapaTtoB  ANs  MEeAWUMHCKOrO  MpUMEeHeHus U1 (unu)  3anpeTta  NpoAaxu
hanbCUPUUNPOBAHHBLIX NEKAPCTBEHHbIX CPeACTB, HeAoOpOKauyeCTBEHHbIX J1eKApCTBEHHbIX CpeacTB MU
KOHTpadaKTHbIX JleKapCTBEHHbIX CPEACTB;

(n. 3.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2018 N 511-93)

3.2) NpoBOAMTbL KOHTPOIbHbBIE 3aKYMNKW NIEKAPCTBEHHbIX NpPenapaToB Ansi BETEPUHAPHOro NPpMMEHEHUS B
uenax npoBepku cobntogeHnss cybbektamym obpalleHusi nekapCTBEHHbIX CPeAcTB, OCYLLECTBASOLWMMMU
PO3HMYHYHO TOProBIIt0 NIEKAPCTBEHHBbIMU NpenapatamMm 4118 BETEPMHAPHOIO NPUMEHEHWS], MPaBuUI Hagexallen
anTeyYHOWN NPaKTMKKN NeKapCTBEHHbIX NMpenapaToB AN BETEPMHAPHOIO NPUMEHEHUS 1 (UnK) 3anpeTa Npoaaxu
hanbCUPUUNPOBAHHbLIX NEKAapCTBEHHbIX CPeACTB, HeAobpOoKauyeCTBEHHbIX J1eKapCTBEHHbIX CpeacTB MU
KOHTpadaKTHbIX NleKapCTBEHHbIX CPEeACTB;

(n. 3.2 BBegeH PenepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

4) BblgaBaTb CybbekTam obpalleHus NekapCcTBEHHbIX CPeACTB NpeanncaHmns 0 NpekpaLleHum HapyLeHni
obsa3aTenbHbIX TpeboBaHM 1 06 yCTpaHEeHUN BbISBNEHHbIX HapyLLIeHUn 06a3aTenbHbIX TpeboBaHuii;

5) HanpaBnATb B YNONMHOMOYEHHbIE OpraHbl MaTepuanbl, CBA3aHHble C HapylleHusiMu obszaTenbHbIX
TpeboBaHWi, ANs peLUeHns BOMPOCOB O BO30YXXAEHUW YroNoBHbIX Aen No Npu3Hakam NpecTynneHui.

7. Bbl60p0'~IHbIIZ KOHTPOJIb Ka4deCTBa JeKapCTBEHHbIX CpeacCTB OCyWecTBAeTCA YNOJIHOMOYEHHbIM
cbe,u,epaanblM opraHom NCNONHUTENbHOWN BNacTu B YCTAHOBJIEHHOM UM NopdAaKe N BKIO4YaeT B cebs:
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Kapzo Cepm

1) obpaboTtky cBegeHun, B obA3aTenbHOM NoOpsAke NpedocTaBnsemMblX cybbektamu obpalieHus
NeKapCTBEHHbIX CPeACTB, O CepusaX, NapTUAX NeKapCTBEHHbIX CPeaCcTB, MOCTYNaKLWuX B rpaxaaHcknii ob6opoT
B Poccunckon degepaumum;

2) oT60p 06pa3sLOB fiekapCTBEHHbIX CPeACTB Yy CYObEeKTOB 0OpaLleHUs NieKapCTBEHHbIX CPeACTB B Liessx
NpoBeAeHUst UCMbITaHWI Ha UX COOTBETCTBME TPeBGoBaHMAM HOPMAaTMBHON AOKYMEHTALUN UMM HOPMATUBHbIX
[IOKYMEHTOB;

3) NpuHATME NOo pe3ynbTaTaM NPOBeAEHHbIX UCMbITaHWUI PELLEHUS O JalibHeWeM rpaxaaHckom obopoTe
COOTBETCTBYIOLLErO NIEKAPCTBEHHOIO CPEACTBA;

4) NpyHATUE YNONHOMOYEHHbIM (hbeaeparnbHbIM OpraHOM UCMOMHUTENbBHOW BriacTy peLleHus o nepesoje
NeKapCTBEHHOr0 CpeAcTBa Ha MOCEPUNHBIA BbIOOPOYHbIA KOHTPOMb KavyecTBa NeKapCTBEHHbIX CPEACTB B
cny4yae MOBTOPHOrO BbISIBIIEHUS HECOOTBETCTBMS KayecTBa IEeKapCTBEHHOro cpeactBa YCTAHOBMEHHbIM
TpeboBaHuaM n (Npu Heob6xoaMMOCTN) O NpoBepke cybbekTa obpalleHns nekapcTBEHHbIX cpeacTs. Pacxoapl,
CBSI3aHHblE C NpPOBEAEHMEM MNOCEPUNHOrO BbIOOPOYHOrO KOHTPOMS KavecTBa J1eKApCTBEHHbIX CPeacTs,
onnayvBalTCA MNpPoOU3BOOUTENEM FEKApCTBEHHOIO cpeAacTBa nubo gepxatenem wnu  BriagenbLeM
pervcTpaumMoHHOro yaoCTOBEPEHMS NIEKAPCTBEHHOIO NpenapaTa.

(4acTb 7 BBeaeHa ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Fnasa 5. PASPABOTKA, AOK/TMHUYECKUE UCCNEQAOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXKE KTUHUYECKUE NCCNIEAOBAHUA
NEKAPCTBEHHbIX NPEMAPATOB ANA BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTka neKapcTBEHHbIX CPeacTB

1. PaspaboTka nekapCTBEHHbIX CPEACTB BKMOYAET B cebs MOMCK HOBbIX (DapMaKomNormyeckn akTUBHbIX
BELLECTB, NocnegyLee n3yvyeHme nx NekapCTBEHHbIX CBOWCTB, AOKIIMHUYECKME UCCeaoBaHus, pa3paboTky
TEXHONOrMM npomu3soacTea apmaueBTUYECKNX CybCcTaHumMn, pa3paboTKky COCTaBOB M TEXHOSMOrui
NPOU3BOACTBA NEKAaPCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTKn NEKapCTBEHHbIX CPEACTB OCYLLECTBNAETCH 3a CYET:

1) cpencTB chenepanbHOro GIOoKETa;

2) cpepncTB pa3paboTyMKOB NIEeKapCTBEHHbLIX CPEACTB;

3) cpencTB Mpou3BOAUTENEN NEKAPCTBEHHBLIX CPEACTB MPU BbIMOSTHEHMM Hay4YHO-UCCINEAOBATENbCKNX
paboT no AoroBopy mexay paspaboTyMKOM JeKapCTBEHHbIX CPeACTB U MPOU3BOAUTENEM fEeKapCTBEHHbIX
cpencrTs;

4) NHbIX He 3anpeLUeHHbIX 3akoHogaTenbcTBOM Poccunckon Pegepaumm NCTOYHMKOB.

3. MpaBa pa3paboTymka NekapCTBEHHOro CPeACcTBa OXPaHAKTCA rPaXXOaHCKUM 3aKOHOOATENbCTBOM.

Cratba 11. JoKknnHnuyeckoe wuccnenoBaHMe JIeKapCTBEHHOro cpeactBa ANA  MeAULIMHCKOro
npyuMmeHeHua

1. [oknuHu4deckoe wuccnegoBaHue NleKapCcTBeHHOro cpencrtesa And MeaguuuHCKOro npuMeHeHuA
nposoguUTCA nytemMm NnpuMeHeHUnA Hay4HbliX MEeTO40B OLEHOK B LeNAX NoJlyd4eHnd OoKa3aTelibCTB ©e3onacHocTH,
Ka4vyecTtBa n Sd)(*)eKTMBHOCTI/I JleKapCTBEHHOro cpeacrea.

2. [oknuHuyeckoe WuccnefoBaHWE NeKapCTBEHHOrO CpeacTBa Anst MeOUUMHCKOTO NpUMEHEHUst
NMPOBOAMTCA B COOTBETCTBUM C MNpaBunamy Hagnexawen nabopaTtopHOW MpPaKkTUKW, YTBEPKAEHHbIMU
YNOJTHOMOYEHHbIM q)e.qepaanblM OopraHom WCMNOMHUTENBHON BNacTu.

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

3. Ons opraHmn3aunm n nposegeHna OOKITMHUYECKOro unccneagoBaHuA nekapCTBeHHOro cpeactBa ans
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Kapzo Cepm

MEOMLMHCKOrO MNPUMEHEHUss pa3pabOoTyYMKM  NEKAPCTBEHHbIX CPEACTB  MOryT MpuUBIeKaTb Hay4Ho-
nccnegoBaTenbCckne opraHmMsaumu, obpasoBaTenbHble OpraHmsauMyM BbiCLIEro obOpa3oBaHus, MMetowue
HeobxoouMy0 MaTepuanbHO-TEXHUYECKYIO a3y 1 KBanuULMPOBaHHbLIX CNEeLnanncToB B COOTBETCTBYHOLLEN
obnacTtu nccnegoBaHus.

(B peq. ®enepansHoro 3akoHa ot 02.07.2013 N 185-03)

4. [oknuHudeckoe wuccrnegoBaHne JleKapCTBEeHHOro cpeancrtesa And MeOUUMHCKOro rnpuMeHeHuA
npoBOAUTCA MO YyTBEpPXAEHHOMY p63pa60T‘-IVIKOM JIeKapCTBEHHOro cpeactBa njiaHy C BegeHMeM rnpoTokKoJia
9TOro mnccnenoBaHnda n cocrtaslieHMeM OoT4yeTa, B KOTOPOM COAepKaTCA pe3yrnbTaTbl 3TOIO0 MUCCregoBaHUA n
3aKiir4yeHne O BO3MOXHOCTWU npoBedeHNA KITMHUYECKOro uccriegoBaHua JeKapCTBEHHOIO npenaparta Aand
MeONLNHCKOIro NnpuuMeHeHu.

5. MNpoBeaeHne NpoBepok cobniogeHns npaBun Hagnexallen nabopaTopHOM NPaKTUKM 1 MPaBOBbIX HOPM
NCMNOMb30BaHWS XXMBOTHLIX NPW MPOBEAEHUN OOKMMHUYECKUX WUCCNEeAoBaHWUN NeKapCTBEHHbIX CPeAcTB Ans
MEeOMULMHCKOTO NPUMEHEHNS OCYLLECTBMNSAETCH YMONHOMOYEHHbIM heaepanbHbiM OpraHoOM MCMOMHUTENBHON
BNacTu.

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

6. Pe3yﬂbTaTbI AOOKITMHNYECKOro uccnegoBaHna JnekapcTtBeHHOro cpeacrtBa and mMeaununHCKoro
NPUMEHEHUA MOTYT ObITb npencraBneHbl B yI'IOJ'IHOMO‘-IGHHbIVI cbep,epaanblPl opraH NCMNONHNTENbHON BNacTu B
yCTaHOBJ1IEHHOM NnopAake B Lendax rocyp,apCTBeHHoM perncrTpaunm nekapCTtBeHHOro npenapara.

CraTtbAa 12. lokAMHUYECKoe uccnepoBaHue NeKapCTBEeHHOro cpeacresa U KIMHU4YeCKoe uccnepgosaHune
NIEKapPCTBEHHOro npenaparta ANA BeTepUHapHOro npumeHeHuA

1. [JoknuHuyeckoe wuccnefoBaHWe IneKkapCTBEHHOrO CpeacTBa AN BETEPUHAPHOTO MPUMEHEHMS
NpoBOANTCS NYTEM MPUMEHEHMNS HAYYHbIX METOZOB OLIEHOK B LIeNsiX NONy4eHns aokasatenscts 6e3onacHocTu,
kayecTBa U 3PEKTUBHOCTU NIEKAPCTBEHHOIO CPeacTBa, B TOM YMCIe OnpeaeneHns Cpoka ero BbiBeAeHus u3s
opraHu3Ma XMBOTHOIO, B Lensix obecneyeHns 6e3onacHOCTU NPOAYKLMUM XXUBOTHOTO NPOUCXOXAEHUS nocne
NpYMEHEHWs1 COOTBETCTBYHIOLLENO NeKapCTBEHHOrO nNpenapaTa.

2. [oknuHuuyeckoe uWccrieqoBaHWE NEKapCTBEHHOTO CpeacTBa U KIMHMYECKoe —uMcclefoBaHue
NEeKapcTBEHHOrO Mpenapata Ans BETEPWHAPHOrO MNPUMEHEHUs, UccrnefoBaHUe OUO3KBUBANEHTHOCTU
yKa3aHHOTO NeKkapCTBEHHOro mnpenapata MnpoBOAATCA B COOTBETCTBUM C MpaBuiiamu, YTBEPXKAEHHbIMM
YNONHOMOYEHHbIM (hefeparnbHbIM OpraHOM UCMONHUTESNbHON BNacTy.

3. [oknuHuyeckoe uWccnefoBaHWe J1EKAapCTBEHHOrO CpeacTBa WM KNMHUYECKoe uccrnefoBaHue
neKkapCcTBEHHOro npenapara 415 BETepUHAPHOro NpMMEHEHWs NPOBOASATCS N0 YTBEPXKAEHHOMY pa3paboTymkom
NeKkapcTBEHHOIO CPeACTBa NNaHy ¢ BeleHWEM NPOTOKONOB 3TMX UCCNEAOBaHWI U COCTaBMNEHMEM OTHETOB, B
KOTOPbIX coaepXaTcsi pe3yrnbTaTbl 3TUX UCCINIeA0BaHUNA.

4. Ins opraHusauunm M NpoBefeHWUs OOKMMHUYECKOro MCCredoBaHusi NekapCTBEHHOro cpeacTsa W
KMMHUYECKOrO UCCreaoBaHWs NeKapCTBEHHOro npenapata Ans BETEPUHAPHOro NpUMMEHeHWs paspaboTymk
NeKapCTBEHHOTO cpeAcTBa MOXEeT NpuBIeKkaTb OpraHuMsauun, umetowme HeobXoauMMyto maTepuarnbHo-
TeXHU4Yeckyto 6a3sy 1 KBannduLMpoBaHHbIX CreLManncToB B COOTBETCTBYOLWEN 06acTi nccriegoBaHus.

5. KnuHnyeckne wuccnegoBaHusi NeKapCTBEHHbIX nMpenapatoB And BeTepuHapHOro npuMeHeHua
NpoBOAATCA B BETEPUHAPHBLIX OpraHn3aundax U B opraHnsaynax, ocyecTerndarWmnX pasesegeHne, BblpalluBaHne
N cogepxaHne XnBOTHbIX, B LieNnAX:

1) yCTaHOBMNEHNSI NEPEHOCUMOCTU NIEKapCTBEHHbIX NPEenapaToB 300POBbIMU XXUBOTHbIMMY;

2) nogbopa onTMMarnbHbIX OO3MPOBOK FEKapCTBEHHbIX NPEernapaTtoB U Kypca NeyvyeHUs Ha KOHKPETHOW
rpynne XXMBOTHbIX C onpeaeneHHbIM 3aboneBaHneM;

3) yCTaHOBJ1IEHUA 6Ge3onacHoCcT 1 3d)(beKTI/IBHOCTVI JIeKapCTBEHHOrIo npenaparta, npegHasHa4eHHOoro anA
ne4yeHuna onpepenieHHbIX 3aboneBaHnn XXNBOTHbIX, UMK Sq)(beKTI/IBHOCTI/I NeKapCTBeHHOro npenaparta and
I'IpO(bI/IJ'IaKTI/IKVI 3aboneBaHui 300pPOBbIX XXNBOTHbIX;
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Kapzo Cepm

4) wn3yyeHMs BO3MOXHOCTEM pacClIMPEHUs1 MOoKa3aHWh K MPUMEHEHUI0 3apermcTpupoBaHHOMO
NleKapCTBEHHOrO npenapaTa U BbiSIBNEHNS] paHee HEN3BECTHbIX NOBOYHbIX 4ENCTBUNA.

6. KnuHuuyeckoe wuccnenoBaHWe rekapCTBEHHOro npenapata Ans BeTepUHapHOro MPUMEHEHUS
OCYLLIECTBNAETCA 3a CYET CpeAcTB pa3paboTynka nekapcTBEHHOro CpeacTBa.

7. OT4eThbl O pe3ynbTatax OOKITMHNYECKOro nccrnengoBaHnAa JiekapCTtBeHHOro cpeactsa U KIMHNYECKOro
nccnenoBaHua NekapCTBeHHOro npenaparta and BeTepuHapHoOro npuMmeHeHmna coCctaBliAOTCA pa3p860THVIKOM
JNIeKapCTBEHHOro cpeactea C y4yeTom 3aKn4veHnmn OpI'aHl/I3aLI,VIl7I, NnpuHMMaBLWWKNX y4acTune B OopraHunsauumm un
npoBegeHnn aTnx nccnegoBaHun.,

8. KOHTpOJ’Ib 3a nposegeHnemM AOKIMNHNYECKNX nccnegoBaHui JNIEKapCTBEHHbIX CpeacTB U KINNMHNYECKNX
nccnegoBaHmm NeKapCTBEHHbIX nNpenapatoB AnAd BeTepmHapHoro NnpuMeHeHunsa ocyulecTBndaeTcAa
YNOJNTHOMOY€EHHbIM q)e,qepaanblm opraHom NCMONHUTENbHON BNAcTu.

Fnasa 6. OCYLLECTBIEHUE FOCYOAPCTBEHHOW PETUCTPALIUMA
NEKAPCTBEHHbIX NMPEMNAPATOB

CratbAa 13. FlocypapcTBeHHan perncrpaymua IeKapcTBeHHbIX NpenapaTtos
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccuinckon ®egepauunmn gonyckaroTcs Npon3BoacTBO, M3roTOBMEHME, XpaHEHWe, NepeBoO3Ka, BBO3 B
Poccunckyto degepaunio, BbiBO3 U3 Poccuinickon degepauumn, peknama, OTnycK, peanusauusi, nepepadya,
NPUMEHEHNE, YHUUTOXEHMNE NEKApPCTBEHHbLIX NpenapaTtoB, €CIiM OHU 3aperMcTpyMpoBaHbl COOTBETCTBYOLLMM
YMOSIHOMOYEHHbIM hbeaeparnbHbIM OPraHOM UCMONHUTENBHON BNAcTW.

(4actb 1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. l'ocypapcTBEHHOW perncTpaummn nognexar:

1) Bce NnekapCTBeHHble NpenapaTtbl, BrepBble noanexawine BBogy B obOpalleHne B Poccuiickoin
depepauuuy;

2) nekapcTBeHHble npenapaTbl, 3aperncTpuMpoBaHHble paHee, HO Mpou3BedeHHble B APYrux
NekapcTBeHHbIX (hopMax B COOTBETCTBUM C MNepeyHeM HaMMEeHOBaHWI NEeKapCTBEHHbIX (OPM, B HOBOIA
[03VPOBKE NpU J0Ka3aTeNbCTBE ee KIIMHUYECKON 3HaYMMOCTU 1 3DPEKTUBHOCTHU;

3) HOBble KOMBUMHALMM 3apPEerMCTPMPOBaHHbBIX PaHee NekapCTBEHHbIX NpenapaTos.

3. NocynapcTBeHHasi pervcTpaumsi NekapCTBEHHbIX MPenapaToB OCYLECTBMSETCS MO pe3ynbratam
9KCMEePTU3bl NEKAPCTBEHHbIX CPEACTB, a rocyAapCTBeHHas perncrtpaums opdaHHbIX JEeKapCTBEHHbIX
npenapaToB OCYLLECTBSAETCSA N0 pe3ynbTaTtaMm 3KCNepTU3bl JOKYMEHTOB, NPeACTaBNEHHbIX ANs onpeaeneHms
BO3MOXHOCTU paccMaTpuBaTb JIEKapCTBEHHbIN npenapaT Ans  MEAWMUMHCKOrO  NPUMEHEHUst  Mpu
OCYLLECTBMNEHUN TOCYAApCTBEHHOW perucTpauum B KadyectBe opdhaHHOro nekapcTBEHHOro nmpenapara, U no
pe3ynbTaTtam 3KCNepTU3bl NEKAPCTBEHHbLIX CPECTB.

4. TocymapcTBeHHas perucTpauus fekapcTBEHHOro npenapaTta OCYLWEeCTBISeTCS COOTBETCTBYOLUM
YNOSNIHOMOYEHHbIM  hefepanbHbIM OpraHoM WCMOMHUTENbHOM BRacTM B CPOK, He MpeBbllalwuin cTa
wecTuaecatT pabounx OHern co [OHSA MPUHATMS COOTBETCTBYIOLEro 3asBrfieHWs O roCyAapCTBEHHOM
perucTpaumMmn ekapcTBeHHOro npenapaTta. B ykasaHHbIA CpPOK BKMHOYaeTcs Bpemsi, Heobxogumoe Ans
MOBTOPHOIO NPOBEAEHNS KCNEPTU3bI JIeKapCTBEHHOrO CPeacTBa B COOTBETCTBUM CO cTaTbel 25 HacToALero
depnepanbHoro 3akoHa. Cpok rocyiapCTBEHHOM perMcTpaLmm fiekapcTBeHHOro npenaparta UCYMCnaeTcs co AHS
NPUHATUA  COOTBETCTBYIOLMM  YNONMHOMOYEHHbIM  dbefepanbHbIM  OpraHOM  UCMONHUTENbHOW  BRacTu
COOTBETCTBYIOLLErO 3asBNIEHNS O FOCYAapCTBEHHOW perncTpaLnm nekapcTBEHHOro npenapata ¢ NpuroXxeHnem
HeobXxoANMbIX OKYMEHTOB MO AeHb Bbldayu perucTpaLMoHHOro yaoCTOBEepeHNs NIekapCTBEHHOrO npenapara.
Bpewms, Heobxoaumoe Ans HanpaeneHns YNoHOMOYeHHbIM doeaeparnbHbiM OpraHoM UCTMONHUTENBHON BNacTu
3anpoca O npeacTaBneHMn HeobXoOaMMbIX MaTepuanoB W NpeacTaBlieHUs 3asiBUTENeM OTBeTa Ha OaHHbIi
3anpoc B COOTBETCTBUM cO cTaTbsMu 16, 19 1 23 HacTosiwero ®eaepanbHOro 3akoHa, He y4uTbiBaeTcs Mnpu
MCYMCIEHUN CPOKa rOCYAapCTBEHHOW perucTpauum nekapcTBeHHoro npenapara.
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5. locynapcTBeHHOW perucTpaumm He nognexar:

1) nekapcTBeHHble MpenapaTtbl, W3rOTOBMIEHHbIE anTeYHbIMW OpraHu3auusiMM, BeTepUHAPHbLIMU
anTeYHbIMX OpraHu3auusMy, WHAMBUOYanNbHbIMU MpeanpUHUMATENSMKU, KOTOpble WMEKT JULEH3UI0 Ha
hapMaLeBTMYECKYID [OEesATeNbHOCTb, MO peuentaM Ha fekapCTBeHHble npenapatbl U TpeboBaHWsM
MEeOULMHCKUX OpraHn3aumnin, BeTEpMHAPHbIX OpraHu3auuii;

2) nekapcTBeHHble Mpenapatbl, NpUMoGpeTeHHble (U3NYECKMMU NUUuaMK 3a npeaenammn Poccuiickoin
depepaumu 1 npegHasHavYeHHble AN IMYHOTO UCNONb30BaHUS;

3) nekapcTBeHHble npenapartbl, BBO3UMbIE B Poccunckyio denepaumio Ans okasaHUs MeaULUHCKOM
NOMOLLM MO >KWU3HEHHbIM MOKa3aHUSIM KOHKPETHOro naumeHTa Ha OCHOBaHWW paspeLLeHusi, BblOaHHOro
YMOMHOMOYEHHbIM heaepanbHbIM OpraHOM UCMONHUTENBHON BNACTW;

4) JleKapCTBEHHbIE CpeacTBa, BBO3MMbIE B POCCI/IVICKle d)ep,epau,mo Ha OCHOBaHMW BblgaHHOIO
YNOJIHOMOY€HHbIM cbep,epaanuM opraHom NCMNOMHUTENBHOWN BacTu paspeweHna n npeagHadHavyeHHble Ons
npoeegeHna KrnmHU4ecknx nccrnegoBaHui JIeKapCTBEHHbIX MpenapaTtoB U (VIJ'WI) npoBegeHnAa 3KCNepTu3bl
JIeKapCTBEHHbLIX CpeacTB Alld OCyLleCcTBI1eHUA rocyp,apCTBeHHon perncTtpaunm nekapCrBeHHbIX NpenapaTtoBs;

5) hapmaueBTU4eckme cybcTaHuuu;

6) pagvodapMaleBTMYECKME FeKapCTBEHHble MpenapaTthbl, M3roTOBMEHHbIE HEMNOCPEACTBEHHO B
MEeOULMHCKUX OpraHu3auusx B Mopsiake, YCTaHOBMEHHOM  YMOMHOMOYEHHbIM dedeparnbHbiM - OpraHoM
NCMNONMHUTENBbHOW BNacTu;

7) NnekapcTBEHHbIE NpenapaTbl, NPOM3BOAMMbIE AN 3KCnopTa.
6. He ponyckaeTtcs rocygapcTBeHHas perncTpaums:

1) NnekapCTBEHHbIX NpenapaToB, OTNMYALWUXCSA APYr OT ApYyra Ka4eCTBEHHbIM COCTaBOM AEWCTBYIOLLNX
BeLLeCTB, N0, OAMHAKOBbLIM TOProBbIM HAMMEHOBaHNEM;

2) OpHOro nEeKapCTBEHHOro npenaparta, MpeacTaBNeHHOro Ha roCy4apCTBEHHYO perncTpauuio B
OTHOLLEHMMN OHOTO U TOTO XXe Aep)XaTens unu Bnagenbla perncTpaunoHHoro yaocToBEPEHWS NEKapCTBEHHOMO
npenapaTa B BUAE ABYX 1 Ooree nekapCTBEHHbIX NPenapaToB NoA pasnmMyHbIMU TOProBbIMM HAUMEHOBAHMAMM.

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy (B 9nekTpoHHoW dopme unm Ha OymaxHOM HocuTene) cybbekta obpalleHus
NEeKapCTBEHHbIX CPeACTB COOTBETCTBYHOLLMM YMNOMHOMOYEHHbIM dheaepanbHbiM OpPraHoOM MCMOSTHUTENbHOM
BNAacTU, OCYLLECTBNSAIOLLMM rOCY4apCTBEHHYIO PErNCTPaLMIO NEKapCTBEHHbIX NpenapaToB, B YCTAHOBNEHHOM
UM MopsigKe OCYLLECTBMSAETCA HAay4yHOE KOHCYNMbTUPOBAHME MO BOMPOCaM, CBA3aHHbIM C MPOBEAEHUEM
OOKIMMHUYECKNX UCCINeaoBaHUNA, KIMHUYECKUX WCCNefoBaHUA JEeKapCTBEHHbIX NpenapaToB, 3JKCNepTusbl
KayecTBa NeKapCTBEHHbIX CPeacTB, ahPekTMBHOCTM M 6€30MaCHOCTH, C OCYLLECTBIIEHNEM FOCYLapCTBEHHOWN
peructpaumMmM IneKapCcTBEHHbIX npenapatoB. KOHCyNbTMpOBaHME OCYLLECTBNSAETCA C  MPUBMEYEHMEM
denepanbHbIX roCy4apCTBEHHbIX OHOIKETHBIX YYPEXAEHUN, NOABEOOMCTBEHHbBIX OAHHOMY deaepanbHOMy
OopraHy WCMONHUTENbHOM BMAcTM M He y4acTBYKOLMX B OpraHu3auum MpoBefeHWst 3KCNepTu3bl kavecTBa
NeKapCTBEHHbIX CPeACTB B LiENsiX OCYLIECTBIEHMS MX FOCYAapCTBEHHOW peructpaumMmM B COOTBETCTBMM CO
ctatbent 16 HacTosero ®efepanbHOro 3akoHa, B Buae OTBeTa B MUCbMEHHOM hopMe YNOSTHOMOYEHHOro
degepanbHOro opraHa WCMNONMHUTENBHOW BRacTM Ha 3anpoc. Pasvep B3MMaemow C 3asiBUTENs nnathl
onpegensieTca B COOTBETCTBUM C 3akoHogatenbctBoM Poccunckon ®epepauumn 06 opraHusaumm
NpeaoCcTaBfeHns rocyaapCTBEHHbIX M MyHUUMNanbHbiX ycnyr. VIHbopMaums 06 ocyliecTBneHnn HayvyHOro
KOHCYNbTUPOBaHUSA, B TOM 4uCne cTaTbu, 0030pbl, CrpaBOYHble MaTepuanbl U MHas WHdopmauus ob
OCYLLIECTBMEHMM HAYYHOTO KOHCYNbTMPOBAHWS, pa3MeliaeTcss Ha oduuManbHOM CanTe YNONTHOMOYEHHOro
degepanbHOro opraHa WCNONMHUTENBHOM BnactTm B cetn "VIHTepHeT" ¢ CcobGnogeHuem OorpaHudeHuin,
YCTAHOBMEHHbIX 3aKOHOOATENbCTBOM O MEPCOHAarbHbIX AAHHbIX, KOMMEPYECKOA M (Mnv) rocygapCTBEHHOM
TaliHe.

8. locypapcTBeHHasi perucTpauusi fekapCTBEHHbIX MpenapaToB, KOTOpble MpeaHasHaveHbl Ans
NMPUMEHEHMSI B YCNOBUSIX BOEHHbIX AENCTBUIA, Ype3BblHalHbIX CUTyaLUi, NPeaynpexaeHust YpesBblyaiHblX
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cuUTyauun, npodunakTukm wn nedyeHuss 3aboneBaHWiA, NPEACTaBAALWMUX OMNACHOCTb AN  OKPYXKalLMX,

3aboneBaHni U MOPaXEHWUW, MOMYYEHHbIX B pe3ynbTaTe BO3AENCTBMS HEOMaronpuATHbIX XUMUYECKMX,

Buronormyeckmx, pagnaumoHHbIX akTopoB, 1 KOTOpble pa3paboTaHbl B TOM YKChe No 3agaHuto peaepanbHbIX

OpraHoB MCMOMHUTENbHOW BRacTW, YMNOMHOMOYEHHbIX B 06nactu 0BOpoHbl CTpaHbl M 6He3onacHoOCTU

rocygapcTtBa, OCyLLeCTBrsieTCs B nopsiake, yctaHoBneHHoM [paButensctBom Poccuiickon deanepavmm.
(vacTb 8 B peq. PepepanbHoro 3akoHa ot 01.04.2020 N 98-d3)

Cratba 14. MpuHUMNbI 3KCNEpPTU3bl IEKAPCTBEHHbIX CPEeACTB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCﬂepTM3a JNIeKapCTBEHHbIX CpeaCTB OCHOBbIBAETCA Ha NpuUHUMNax 3akoOHHOCTH, cobntogeHus npas un
cBobop 4enoBeka U rpaxgaHuHa, npas Opunandyeckoro numua, He3aBUCMMOCTU 3KChnepTa, 00BHEKTMBHOCTH,
BCECTOPOHHOCTUN U MOJIHOTbI nccrnegoBaHun, npoBOANMBIX C UCNOJIb30OBAaHMEM COBpPEMEHHDbIX OOCTVXKEHUN
HaykKm ©n TEXHUKN, OTBETCTBEHHOCTU q)e/:l,epaanoro rocyaapCTtBeHHOro GoKETHOro yypexaeHna no
npoeegeHnto 3KCNnepTu3bl NNeKapCTBEHHbLIX CPeACTB 1 SKCNEepPTOB 3a npoBeneHne N Ka4eCTBO 3KCNEepPTU3bl.

2. SKcnemesa NeKapCTBEHHbIX NMpenapaTtoB And MeguumMHCKOro npuMeHeHnd BKIO4aeT B cebs:

1) JKCNepTndy AOOKYMEHTOB, npeacTtaBJyieHHbIX AOnd onpeaeneHna BO3MOXHOCTU paccMaTtTpuBaTb
J'IeKapCTBeHHbIIZ npenapatr anda MeauMunHCKOro npuMeHeHunda npun ocyLiecTBleHnn FOCYﬂapCTBeHHOVI
perncrtpauun B Ka4ectee Op(baHHOI'O JIeKapCTBEHHOIO npenaparta;

2) aKcnepTU3y npensioKeHHbIX METOLAOB KOHTPOMs KauyecTBa MeKapCTBEHHOro cpeacTBa M kayecTBa
npeacTaBneHHbIX 06pasLoB NIekapCTBEHHOMO CPEACTBA C UCTONb30BaHNEM 3TUX METOAOB (Aanee - 9kcnepTmaa
KayecTBa JlekapCTBEHHOro CpeacTsa);

3) 3KCnepTUsy OTHOLUEHWUSI OXMOAEeMOW MoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHMUs! 1eKapCTBEHHOro
npenapara;

4) 3KCNepTM3y perncTtpaumMoHHOrO [A0Cbe Ha JeKapCTBEHHLIN Mpenapat B LUenax onpeaeneHus
B3aMMO3aMeHSIEMOCTM JIEKAaPCTBEHHbIX NpenapaToB A1 MeAULMHCKOro NPUMEHEHMS.
(n. 4 BBegeH PefeparnbHbiM 3akoHOM OT 27.12.2019 N 475-93)

3. OkcnepTusa neKkapCTBEHHbIX NpenapaToB Afs BETEPUHAPHOIO MNPUMEHEHWs BKIoYaeT B cebs
3KCMEePTU3Y KaYeCcTBa NeKapCTBEHHOIO CPeACcTBa U 3KCNEPTU3Y OTHOLLEHUSI OXXMOAEMOW NOMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS NeKapCTBEHHOrO npenapara.

Cratba 15. deaepanbHoe rocyaapcTseHHoe 60AXKeTHoe yuperkaeHue no npoBeaeHUto SKCnepTusbl
NeKapCcTBEHHbIX cpeacTs

OKkcnepTusa NnekapCTBEHHbIX CPeACTB NpoBoAUTCS eaeparbHbiM roCyAapCTBEHHBIM GHOIKETHLIM
yyYpexaeHMeM COOTBETCTBYIOLLEro YMNOSIHOMOYEHHOro eaeparnbHOro opraHa WCMOMHUTENBHOW BRacTy,
co3aaHHbIM A5 obecneveHunst UCNOSHEHMs! MONTHOMOYMIA 3TOro dheepanbHOro opraHa no Bblgaye paspeLleHuin
Ha MNpoBedeHWE KNMHUYECKUX WCCNEefoBaHUi NeKapCTBEHHbIX NpenapaTtoB M (Mnu) Mo rocynapcTBeHHOw
perncTpaLmm fekapcTBEHHbIX MpenapaToB (aanee - 3KCNepTHoe yyYpexaeHue).

Cratbsa 16. OpraHusaumsa npoBegeHUA 3KCNepTU3bl IeKApPCTBEHHbIX CPeaCcTB
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. DKcnepTu3a NekapcTBEHHbIX CPeACTB MPOBOAUTCSH KOMUCCUEN SKCMEPTOB SKCMEPTHOIO YUYpEXaeHus,
HasHa4YeHHON ero pyKoBOAMUTESNeM, Ha OCHOBaHWW 3afaHusi Ha MNPOBEAEHWE IKCMEepTU3bl feKapCTBEHHOrO
cpeacTBa, BblAaHHOMO YNOMHOMOYEHHbIM dbefdeparibHbIM OpraHOM WCMONHUTENBHOM Bnactu. PykoBoauTenb
3KCMEPTHOrO yypexaeHus obecrnevnmBaeT Haanexalee NpoBeAeHNe SKCMepTM3bl NEKAPCTBEHHbLIX CPEACTB B
COOTBETCTBUW C 3afaHMEM, BblAaHHbIM YNOIHOMOYEHHbIM dbeepanbHbIM OpraHOM UCMONHUTENBHONM BNacTy,
N opraHu3yeT MOArOTOBKY CBOAHOIO 3aKSOYMEHUs 3TOW komuccun. B cocTaB STOM KOMMUCCMM MO PELUEHUIO
PYKOBOAUTENS SKCMEPTHOrO YUPEXAEHNS MOryT ObITb BKIMHOYEHbI B KAYECTBE IKCMEPTOB Nuua, He paboTtatoLme
B J@HHOM 3KCNEPTHOM YUYPEXAEHMUN, ECININ UX CrieLnanbHble 3HaHWS He06X0aAMMbI NSt TPOBEAEHNS SKCNEPTU3bI
N Takne aKCnepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUYPEXOEHUMN.
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2. JkcnepToMm Mo NPOBEAEHUIO IKCNEPTM3bI NIEKAPCTBEHHbIX CPEACTB ABMNAETCA aTTECTOBAHHbI PabOTHUK
3KCMEPTHOIO YYPEXAEHUS, KOTOPbIA MMEET BbICLUEE MeaUUUHCKoe, dhapmaueBTUYeckoe, Guorormdeckoe,
BETEPUHAPHOE UNn xmmudeckoe obpasoBaHMe U NPOBOAUT IKCMEPTU3Y MNEKapPCTBEHHbIX CPEeACTB B Mopsake
NCMNOMHEHNs CBOMX AOMKHOCTHbIX 0653aHHOCTEN (danee - akcnepr).

3. I'IpV| npoBeaeHnn 3KCnepTu3bl JNIeKapCTBEHHbIX CPEACTB 3KCNEPT HE MOXET HaxoOanUTbCA B Kakomn-nmobo
3aBMCMMOCTU OT Nnnua, Ha3Ha4vMBLLEero 3Ty 3KCnepTusy, paspa60TLwn<a NekapCTBeHHOro cpeacTesa uUnm apyrux
3anHTEepeCcOoBaHHbIX B pe3ylibTatax 3KCnepTuabl J11l.

4. MNpn npoBeaeHUM 3KCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB He AonyckaeTca uctpeboBaTth y 3adaBMTENS
nMbo MHbIX NUL mMaTepuansl, Heobxoaumble AMs NpoBedeHWs 3KcnepTu3bl. B cryyae HegocTtaTouyHOCTM
npeacTaBrneHHbIX 3KCNepTy MaTepuarnoB A58 Aayn 3aKMYeHUs 3KCnepT CTaBMT BONPOC O NPeACcTaBneHnm emy
HeobXxoAMMbIX MaTepuarnoB nepen PyKoBOOUTENEM 3KCMEPTHOrO YYPEXAeHWs, KOoTopbld obpallaeTca C
COOTBETCTBYIOLLMM 3aMpOCOM B YNOSTHOMOYEHHbIN dheaepanbHbIi OpraH UCNONHUTENBHOW BRacTy, BbiAABLUUNA
3agaHve Ha npoBefdeHMe SKCNepTu3bl feKkapCTBEHHOro cpeAcTBa. YKasaHwHb  (befepanbHbid  OpraH
WCNONMHUTENBHON BMNacTM B TeyeHwe nATM paboumx OHEeW CO OHA MNOCTYMNEeHMst 3anpoca pyKOBOAMTENS
9KCMEPTHOTO YYPEXAEHUS HanpasnseT 3asBUTENI0 3anpoc O NpeacTaBneHuM Heobxooumbix MaTepuaros.
HaHHbI 3anpoc MoXeT ObITb NepefaH yNnosIHOMOYEHHOMY NPEACTaBUTENIO 3asBUTENS MNIMYHO NO4 PacrUCKy,
HanpaB.reH Mo NoyTe 3aka3HbIM NMUCbMOM WIM NepefaH B 3NEKTPOHHON hopMe MO TENEKOMMYHUKaALMOHHbLIM
KaHanam cBaA3uW. B criyyae HanpaBneHusi OaHHOroO 3anpoca Mo MoyTe 3aka3HbiM MMCbMOM OH CHMTaEeTCA
MoOny4YeHHbIM MO UCTEYEHWM LLECTM OHEN C AaTbl HAaNpaBeHMs 3aKas3Horo NUcbMa.

(4acTb 4 B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3aasutene obsa3aH NpeacTaBuMTb OTBET Ha 3anpoC YMOMHOMOYEHHOro dedeparnbHOro opraHa
WCNOSNHUTENBHON BNACTU B CPOK, HE MpeBbILIAOLWMIA AeBAHOCTa pabouux AHEW CO OHS ero nosyyeHus.
YNONHOMOY€EHHbIN (beaepanbHbid OpraH WCMONMHUTENbHOM BRacTW, BbiAABLUMW 3adaHue Ha MpoBeAeHune
3KCNepTM3bl NIEKAPCTBEHHOrO CpeacTsa, B TeveHne natn paboumx gHen Co AHA NOCTYNnfeHus OT 3asBuTens
OTBETa Ha AaHHbIV 3anpoc HanpasnsieT Takon OTBET B 3KCNepTHOe ydpexaeHve. B cnyvyae HenpeacTaBneHns
Nno uCTeYeHUM JeBAHOCTA paboumx [AHEN 3asiBUTENeM OTBeTa Ha [aHHbIN 3anpoc  YNOMHOMOYEHHBbIN
denepanbHbIi  OpraH  MCNOMHUTENBHOW BNacTy, BbiAABWMIA 33afaHWE Ha MpPOBEAEHUE 3IKCNepTusbl
NEeKapCTBEHHOTO CPEeACTBa, B TeYeHUe MATM pabounx [OHEW HanpaBnsieT B 3KCMEPTHOE YdpexaeHue
yBeOJOMIJIEHME O HENpeacTaBlieHUMM 3asiBUTENEM OTBeTa Ha 3anpoc ykasaHHOro opraHa. Bpems co gHs
HanpaBeHusi 3anpoca 3KCMEPTHOTO y4peEXAEHUS B YNONMHOMOYEHHbIN doeeparnbHbIi OpraH UCMOSNTHUTENbHON
BNactM [0 [AHA MONyyYeHMs IKCMEepTHbIM y4ypexgeHuem OoTBeTa Ha 3anpoc unu  yBeooMIIeHWs O
HenpeacTaBneHnM OTBEeTa Ha 3anpoc He Y4YMTbIBAeTCs NPU MCYUCIIEHWMM CpOKa MNpoBedeHMs 9KCNnepTu3bl
neKapCTBEHHOro CpeacTBa.

(yactb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. Ecnn B cocTaBe pPerncrpauuoHHOro [OCbe Ha NEKapCTBEHHbLIN npenapat ansg MeguumMHCKOro
NPUMEHEHU coaepXnTca npeaycMmoTpeHHasa ctatbein 18, yacTteio 1.1 ctatbm 30 n cTtaTbent 34 HacTosLLEero
denepanbHOro 3akoHa KONusi peLleHns YNorHOMOYEHHOro doejeparnbHOro opraHa UCMOMHUTENBHOW BNacTu o
NPOBEAEHUN WHCMEKTMPOBAHUSI NPOU3BOAMTENSA JEKApPCTBEHHbLIX CPeAcTB, 3KCMepTy [0 0odopMIleHUs
pe3ynbTaToB 3KCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa NPedoCTaBNAETCA B MOPAAKE U Ha YCMNOBUSIX, KOTOpble
npenycMoTpeHbl YacTamMn 4 1 4.3 HacTOsLLEN CTaTbW, KOMUSI 3aKIHOYEHUs O COOTBETCTBMM MPOU3BOAUTENS
NeKkapcTBEHHbIX cpeacts TpeboBaHUAM npaBui Hagfnexallen MNpoM3BOACTBEHHOM MNPaKTWMKKW, BblAAaHHOIO
YNOSTHOMOYEHHbIM beepanbHbIM OpraHOM UCMOMNHUTENBHOW BracTu.

(yacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.3. 3aaBuTenb 06s13aH NpeACcTaBUTb B YNONHOMOYEHHbIN ddefeparbHbI OpraH UCMOSTHUTENBHON BNacTu
KOMWUIO 3aKIMOYEHUss O COOTBETCTBMM MNPOU3BOAUTENS JEKAPCTBEHHbIX CpeacTB TpeboBaHMSAM MpaBur
Haanexallen NpoM3BOLACTBEHHOW NPAKTUKMA B CPOK, HE MPEBLILAILLNIA CTa BOCbMUAECSATU paboumx gHEN CO
OHS nonyyeHus 3anpoca O ee npefocTaBneHun. YNONHOMOYEHHbIN efepanbHbli opraH UCMOMHUTENbHOWM
BMNacTu, BblAABLUMI 3afaHNe Ha NPOBeAEHME 3KCMEPTU3bI NTIEKAPCTBEHHOTO CPEACTBA, B TeYeHWe NATH pabounx
OHen co OHA NOCTYNNeHNs OT 3asBUTENS KOMUW 3aKIoYeHUst O COOTBETCTBUM NMPOU3BOAUTENS NEKapCTBEHHbIX
CpeAcTB TpeboBaHMSAM NpaBui Hagnexalle NpovM3BOACTBEHHOM MPaKTUKK, HanpaBrfsieT ee B 3KCrNepTHoe
yupexzaeHue. B cnyyae HenpeacTaBneHus 3agBUTENEM B YKa3aHHbIN CPOK KOMUKN 3aKMHOYEHNS O COOTBETCTBUM
NpoV3BOOUTENS NEKapCTBEHHbLIX CPeACTB TpeboBaHWsIM NpaBui Hagexallen Npon3BOLCTBEHHOW NPaKTUKK
YNOSIHOMOYEHHbIN befeparbHbli OpraH MCMNOMIHUTENbHOM BRacTW, BblAaBLUMW 3ajaHWe Ha npoBefeHue
3KCMEepPTM3bl NTEKAPCTBEHHOIO CPEACTBA, B TEYEHUE NATU paboymx QHEN HanpaBnsieT B 3KCNEPTHOE yupexaeHme
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/ON

N\ )4

Kapzo Cepm

yBeOOMISIEHNE O HENPeACTaBeHMM 3asiBUTENEM KOMUU 3aKIYeHUs O COOTBETCTBMM MPOU3BOAUTENS
neKapCTBEHHbIX CPpeAcTB TpeboBaHMAM MpaBun Haanexallen Npou3BOACTBEHHOW NpakTuku. Bpemsa co OHS
HanpaBrieHnsa 3anpoca 3KCMEPTHOro yyYpexaeHnss B YNOTHOMOYEHHbIN doeaeparnbHbiid OpraH MCNOMHUTENbHOW
BMacTu 40 OHSA NOSyYeHUs SKCMEPTHLIM yYpexaeHWeM KOMMK 3akiioYeHUst O COOTBETCTBUM MPOU3BOAUTENS
NeKapCTBEHHbIX CPeACTB TpeboBaHWSIM NpaBun Hagnexallen Nnpon3BoACTBEHHON NPaKTUKN UM YBEAOMIEHUS
0O ee HenpeacTaBneHUM He YYUTbIBAETCHA NMPU UCYUCIIEHUM CpOKa NPOBEAEHUSI AKCNEPTU3bl NEKAaPCTBEHHOrO
cpeacTea.
(4acTb 4.3 BBeaeHa depeparnbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. OkcnepT npu NpoBeAEHUN NOPYYEHHOW eMy PYKOBOOUTENEM 3KCMEPTHOIO YYPEXOAEHUst SKCnepTuabl
neKkapCcTBEHHOro cpeacTBa 0bs3aH:

1) npoBecTn NnonHoe nccrnefoBaHne NpeacTaBeHHbIX eMy 0OBEKTOB, MaTepmanos, 4aTb 0OOCHOBaHHOE
N OOBEKTMBHOE 3aKMOYEHME MO NMOCTaBMEHHbIM Nepea HUM BOMPOCaM UMM MOTMBUPOBAHHOE 3akroyeHue o
HEBO3MOXHOCTU MPOBEAEHMS MM 3KCMEPTU3bl NEKapCTBEHHOrO CPeacTBa, €CNU NOCTaBMEHHbIE BOMPOCHI
BbIXOASAT 3a NpeAensl cneyunanbHblX 3HaHWI aKkenepTa, 06bEeKTbI MCCNnegoBaHWA U MaTepuarsl HENPUroAHbI NN
HeJOCTaTO4Hbl AN NPOBEAEHUS] UCCNEOBaHMIA U Jaun 3aKNioYeHMs NMb0o COBPEMEHHbIV YPOBEHb Pa3BUTUSA
HayKn He NO3BONIAET OTBETUTb HA NOCTaBMIEHHbIE BOMPOCH!;

2) He pasrnawaTb CBefeHWsi, KOTOpble CTanu eMy M3BECTHbl B CBS3W C NPOBEAEHMEM SKCnepTu3bl
NeKkapcTBEHHOrO CPeACcTBa, a TakKe CBEEHWs!, COCTaBISOWMNE roCyAapCTBEHHYI0, KOMMEPYECKYIO UMK UHYIO
OXpPaHAEMYH0 3aKOHOM TaliHy;

3) obecneuntb COXpaHHOCTb NPeACTaBMNEHHbIX OOBEKTOB NCCIEAOBAHUA N MaTepuarnos.
6. DkcnepT He Bnpage:

1) npoBOAUTb 3KCNEepTu3dy JIneKapCTBeHHOro cpeactesa no o6pau.|,eHmo HenocpeacTtBeHHO K HeMy
OpI'aHl/I3aU,I/IIZ mnnn dmamqecmx nni;

2) camocTosiTenbHO cobupaTh MaTepuans! AnS NPOBEAEHUS KCNEPTU3bl NEKapCTBEHHONO CPEACTBa;
3) NnpoBOAUTL 3KCMEPTU3Y NEKAPCTBEHHOrO CPEeACTBA B KA4ECTBE HErOCYAapCTBEHHOIO 3KcnepTa.

7.B cny4ae HeobxoanMmMocTu 9KCMNepT Bhnpase XopaTtancTBoBaTb nepen pykosoguteriemM 3KCNepTHOro
ydypexaeHma o npuBiie4eHnn K nposejeHN0 3KCNnepTu3bl IEKApCTBEHHOIO cpeacTea APYrnx 3KCnepToB.

8. Kaxablh 3KcnepT, BXOASLWMA B COCTaB KOMUCCUM 3KCMEPTOB, KOTOPOM MOPYYEHO NpoBeneHue
3KCNepTU3bl NeKapCcTBEHHOIo CpeacTBa, HE3aBNCUMO Y CaAMOCTOSATENBHO NPOBOAUT UCCEe0BaHNA, OLleHUBaeT
pesynbTaTtbl, MOMYYEHHblE UM NUYHO W APYrMMW 3KcnepTamu, U (opmynupyeT BbIBOAbl OTHOCUTENBHO
NocTaBrieHHbIX BOMPOCOB B Npefesiax CBoUX cneunanbHbIX 3HaHUN.

9. Pe3yanaTb| 9KCNepTnU3bl JNekKapCcTBeHHOrNo cpeacrtea OCPOPMJ'IFIPOTCFI 3aKNnr4YeHnemMm KomMumccumn
9KCMNepTOB. B 3akntoyeHnn kommccum 3KCNepTOB YKa3blBAKTCA NepeyeHb nccnegoBaHui, obbem npoBeaeHHbIX
KaXXObIM 3KCNepToM ncenenosaHum, YCTaHOBJIEHHbIE KaXOblM U3 HUX (baKTbI N caoenaHHble B pesylnbTtaTte
nccnenoBaHui BbIBOAbI. SKCI'IepT, MHEHMEe KOTOpPOro He cosnagaeT C peweHnemMm KOMMCCnn 3KCnepToB, BrnpaBse
Bblpa3nTb CBOE MHEHNE B NUCbMEHHOM cbopme, KOTOpoe I'IpMOGLLI,aeTCFI K 3aKIM4YeHN0 KOMNCCUKN SKCMEPTOB.

10. 3KCnepThl, BXOAALIME B COCTAB KOMUCCU, NMPeaynpexaalnTcs 06 OTBETCTBEHHOCTM B COOTBETCTBUM
C 3aKkoHoJaTenbLcTBOM Poccuiickon ®emepauun 3a gady 3akmioveHusi, codepxallero HeoboCHOBaHHbIE U
hanbcMuLMpoBaHHbIe BbIBOAbI, O YEM OHU AT NOAMACKY.

11. Onpep,eneHme YPOBHA ﬂpO(beCCVIOHaﬂbHOVI NnoAroToBKM 3KCMEpToB M aTrtectauna uUx Ha npaBo
npoeegeHnAa 3KCNepTu3bl JeKapCTBEHHbIX CpencTB OCYyLWeCTBAKTCA C-)KCI'IepTHO-KBaJ'IVI(bVIKaLI,MOHHbIMI/I
KOMUCCHUAMKU B nNopsAgke, yCTaHOBIIEHHOM COOTBETCTBYHLMM YNOJTHOMOYEHHbIM cbe,u,epaanblM opraHom
NCMOSTHNTENBbHON BNacTu. ypOBeHb ﬂpO(beCCMOHaﬂbHOVI NOArOTOBKM 3KCNEPTOB NOANEXUT nepecMoTpy
YKa3aHHbIMU KOMUCCUAMU HE pexe YeM OOUH pa3 B NATb JeT.

12. MNpaBuna NpoBeAeHNs 3KCNEPTU3bI NEKAPCTBEHHbIX CPEACTB M OCOBEHHOCTM 3KCNEPTU3bl OTAENBHBbIX
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/ON

N\ )4

Kapzo Cepm

BMOOB JI€KapCTBEHHbIX MpenapaToB (pedepeHTHbIX JIEKAapCTBEHHbIX MpenapaTtoB, BOCMPOU3BEAEHHbIX
NeKapCTBEHHbIX NMpenapaTtoB, BMONOrMYyecknx NekapcTBEHHbIX NMpenapaToB, ObruoaHanoroBbix (61onogobHbIX)
nekapcTBEHHbIX nNpenapaToB (brnoaHanoros), romeonaTNYeCKMX NeKapCTBEHHbIX NpenapaTos, NeKapCTBEHHbIX
pacTUTenbHbIX MpenapaTtoB, KOMOMHAUUM nekapCTBEHHbIX MpenapaTtoB), (POpMbl 3aKMOYEHUA KOMUCCUU
3KCNepTOB YCTaHaBMMBAKTCA COOTBETCTBYOLLUM YNOSTHOMOYEHHbIM heaepanbHbIM OPraHOM UCTOMNHUTENBHOW
BNacTu.

(4actb 12 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 17. Nopaya U paccmoTpeHue 3asaB/IeHUA O rOCyAapCTBEHHOWM perucTpauum NeKapcTBeHHOro
npenapara A/A BeTepUHAPHOro NnpMMeHeHusA
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. NS rocyaapCTBEHHOW perncTpaumn fekapcTBeHHOro npenapara Afs BeTepUHapHOro nMpuMeHeHus
pa3paboTynK TaKoro NekapCTBEHHOro npenapara Unm ynosiHOMOYeHHOe 1M ApYyroe puanyeckoe nuuo (ganee
B HaCTOSLLEN cTaTbe - 3asBMTENb) NpeacTaBnseT B YNOMHOMOYEHHbIN deaepanbHbii OpraH UCMONTHUTENBHON
BMacTu, OCYLLECTBIAOWMIN roCygapCTBEHHYIO PErMCTpaLmMIo NNeKapCTBEHHbIX NpenapaToB ANnd BETepMHApPHOro
NPUMEHEHWS, B 3NIEKTPOHHON hOopMeE MMM Ha BYMaXkHOM HOoCcUTEerne 3asiBrieHne O rocy4apCTBEHHOWN pernctpaunm
NeKapCTBEHHOro npenapaTa Ans BETEepMHapHOro nNpUMEHEHWs, a Takke B Mopsgke, YCTaHOBIEHHOM
COOTBETCTBYHOLUMM YNONHOMOYEHHbIM dheaeparnbHbiM OPraHoOM MWCMOSNHUTENbHON BRacTu, B 3NEKTPOHHON
dopme mnu Ha BymakHOM HocuTene HeobxoAMMble AOKYMEHTbI, M3 KOTOPbIX (DOPMUPYETCS permMcTpaunoHHoe
[OCbe Ha feKkapCTBEHHbIN NpenapaTt Ans BeTEPUHaAPHOTO NPUMEHEHNS.

2. B 3asBneHMn O rocynapCTBEHHOW perncTpauum NeKkapCcTBEHHOrO npenapata Afis BETepUHapHOro
NMPUMEHEHMS YKa3bIBaOTCS:

1) HaMMeHOBaHWe 1 agpec 3asBUTeNs, pa3paboTynka u NPON3BOAMTENS NEKAapPCTBEHHOIO Npenapara Ans
BETEPUHAPHOIO NPYMEHEHUsI N aapec MecTa OCYLLECTBIEHNS NPOU3BOACTBA NEKapCTBEHHOrO nNpenapara ans
BETEPUHAPHOIO MPUMEHEHUs (B Cny4yae Hanuuus HECKOMNbKMX YYacCTHMKOB rpoLecca npov3BOACTBA
HeobX0AMMO ykasaTb KaXaoro U3 Hux);

2) HanMeHOoBaHWME JIEKapCTBEHHOIO npenaparta And BeTepuHapHOro npuMeHeHus (Mem,quapop,Hoe
HenaTeHToOBaHHOE, UK rpynnMpoBOYHOE, UMM XUMNUYECKOe N TOproeoe HaVIMeHOBaHI/IFI);

3) nepeyeHb ,EI,GI;ICTByI-OLIJ,I/IX M BcCnomMoratesibHbIX BeLlecTB, BXOAALKMX B COCTaB JlieKapCTBEHHOro
npenaparta ana setepuHapHOro NnpuMeHeHus, C ykasaHneM Konm4vecTBa Kaxxgoro n3 HUX;

4) NekapcTBeHHasn cbopma, O03npoBKa, cnocobbl BBeOeHUs W NPUMEHEHNA, CpPOK TrOAHOCTU
NleKapCTBEHHOro npenaparta Anla seTepuHapHOro npuMeHeHus;

5) dpapmakoTepaneBTuyeckas rpynna;

6) He06X0AMMOCTb NPUMEHEHUST YCKOPEHHOW NpoLieaypbl 3KCNepTU3bl NeKapCTBEHHbIX CPEACTB B Lensix
rocyqapCTBEHHOW perncTpauum nekapcTBEHHOro npenapara;

7) KONUM JOKYMEHTOB, NOATBEPKAAIOLLMX YNnaTy rocyaapCTBEHHON NOLMUHbI:

a) 3a npoBedeHMEe 3KCMepTU3bl KayecTBa NeKapCTBEHHOro CpeacTBa W 3KCMepTu3bl OTHOLLEHUS
oXuaaemon Momnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs1 NekapCcTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHWs NP1 ero rocyaapcTBEHHON perncTpaumnm;

6) 3a BblAayy perncTpaUmMoHHOro YA0CTOBEPEHUS NeKapcTBEHHOro npenapara;

8) Hanuume cornacus, NPeAyCMOTPEHHOMO YacTbio 7 HACTOSALLEN CTaTby, ECMNM C MOMEHTa perncTpaLmnm

pedepeHTHOro NekapcTBEHHOro NpenapaTa Ans BeTEPUHAPHOTO NPUMEHEHWS MPOLLIIO MEHEE YEM LLUECTb feT.
(8 pea. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

3. PernctpauMoHHoe [ocbe B LENsX 3KCNepTU3bl NekapCTBEHHOrO npenapaTta Afs BeTepuHapHOro
NpUMeHeHWs1 (OPMUPYETCS U3 CReayLUMX JOKYMEHTOB:
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/ON

N\ )4

Kapzo Cepm

1) Konus NUUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB, BblAAHHOW MNPOM3BOAMTENIO
perncTpupyemMoro nekapcTBEHHOro mnpenapata Ans BeTEpPMHapHOro MPUMEHEHWS, ONS  POCCUMIACKUX
npovssoguTenen;

(n. 1 B pea. ®epepaneHoro 3akoHa ot 04.06.2018 N 140-93)

2) KOnMWUst NWLEH3UM Ha MPOU3BOACTBO JEKAPCTBEHHbLIX CPEeACTB, BblAAHHOW MPOM3BOAUTENIO
dapmaLeBTUYECKON CybGCTaHLUUK, BXOASLLENA B COCTaB PErMCTPUMPYEMOrO JEKAPCTBEHHOrO mpenaparta ans
BETEPMHAPHOIO NPUMEHEHUS, ANsi POCCUNCKMX NPOU3BOAUTENEN;

(n. 2 B pea. ®epepaneHoro 3akoHa ot 04.06.2018 N 140-93)

2.1) Konusa OOKYMEHTa, BblAaHHOrO YNOMHOMOYEHHbIM OpraHoOM CTpaHbl NMPOM3BOAMTENS ANS KaXAoW
NMPOU3BOACTBEHHOW MIOLWAAKN  PErMcTpupyeMoro JieKkapCTBEHHOrO Mpenapata Ans  BeTepuHapHoro
NPMMEHEHWS 1 NOATBEPXKAAIOLLEro COOTBETCTBUE NPOM3BOAMTENS NIEKapCTBEHHOrO npenapaTa TpeboBaHuaM
npaBun Hagnexailen npou3BOACTBEHHOW MPAKTUKM, U €ro nepeBod Ha PYCCKUA $3blK, 3aBEpPEHHble B
YCTaHOBMEHHOM MOpsSAKe, a TakKe KOMWs 3akfioYeHWst O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX
cpencTB TpeboBaHUAM NpaBun Hagnexalwlen npov3BOACTBEHHOW MPAKTUKMK, BblAAHHOMO YMOMHOMOYEHHbLIM
denepanbHbIM - OpraHOM — UCMOMHUTENBHOW  BRactu  ANs  KaXdoW  MPOU3BOACTBEHHOW  MIOLLAOKM
pPeErncTpupyemMoro nekapcTBEHHOro npenapara gfis BETePUHAPHOIro MpUMEHEHUs, nMbo Konus peLleHust o
NpoOBEOEHUN WHCMEKTMPOBAHUSA MNPOU3BOAMTENSA NEKAPCTBEHHbIX CPeacTB, MPUHATOrO  YMOMHOMOYEHHbIM
benepanbHbiM  OPraHOM  UCMOSNHUTENBHOW  BRacTM AN KaXaoW  MPOM3BOACTBEHHOW  MNOLaAKu
pPErncTpupyemMoro nekapCTBEHHOro npenaparta Ansg BETEPUMHAPHOro NpMMEHEHMs. YKasaHHble [OOKYMEHTbI
NpeAcTaBnsTCs B Cryvyae, ecnu npovM3BoACTBO NIEKAapCTBEHHOrO NpenapaTta OCyLEecTBNAeTCA 3a npegenamum
Poccuiickon depepauuu;

(n. 2.1 BBegeH depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

2.2) «konua  OOKYMEHTa, BblAAHHOrO  YMNOMHOMOYEHHbIM  OpraHoOM CTpaHbl  NPOM3BOAMTENS
dapmaueBTUYeCKON cybCTaHUMM M MOATBEPXKAAKOLLEro COOTBETCTBUME MPOM3BOAUTENS (hapmaLeBTUYECKon
cybGcTaHuuM, BXOAsWen B COCTaB PermcTpupyemMoro feKkapCTBEHHOro npenaparta A1 BeTepuHapHOro
npMMeHeHusl, TpeboBaHNSAM MpaBun Hagnexaiwien npou3BoaCTBEHHOW NPAKTUKM, U ero NepeBod Ha PYCCKUN
A3blK, 3aBEPEHHbIE B yCTAHOBINEHHOM NOpsiAKe, B Cryvae, ecrnv nponsBoacTBo hapMaLeBTUYeckon cybctaHumm
ocyllecTBnsieTcs 3a npegenamu Poccuiickon Pepepaumu;

(n. 2.2 BBegeH dPepepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

3) NPOEKT HOPMAaTUBHOIO OOKYMEHTa Ha ﬂeKapCTBeHHbIVI npenapart gna BeTtepunHapHoro npuMmeHeHu4;

4) [OOKyMeHT, codepxalmi cnefywowy wuHdopmaumio o dapmaueBTU4eckon cyobcTaHuMmM wnu
dapmaLeBTUYECKMX CyOCTaHUMAX, BXOASLIMX B COCTaB NEKapCTBEHHOro npenapaTta Afs BeTepuHapHOro
NPUMEHEHUS:

a) HavMMeHoBaHWe papmMaueBTUYECKOW CyOCTaHUMM, ee CTpykTypa, obwme cBoncTtBa (Mpu
rocygapCTBEeHHON perncrpauum MMMYHOBMONOrMYeCcKMX NeKapCTBEHHbIX MpenapaToB Afs BeTEpUHapHOro
NPMMEHEeHVs1 NPeACTaBnsAlTCA CBEAEeHWs O LTaMMe, BKMOYasd €ero HavMeHoBaHue, WHdopmauuo o
NPOVCXOXAEHMN, ero CBOWCTBAX, XapaKTepUCTUKaxX U MecTe OeNOHMPOBaHUS);

(B peq. ®enepansHoro 3akoHa ot 02.08.2019 N 297-03)

0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;

B) TexXHosorma npomnseoacTea c onncaHnem cTagumn npoun3eoacTBa U METOA40B KOHTPOJ1A Ha BCeX CTaauAxX
Nnpon3BOACTBa,

r) wHdopmauuss o npuMmecsax (He nNpeacTaBnsieTcss MpU  FOCY4ApPCTBEHHOW — perncrpaumm
NMMYHOBMONOrMYECKNX NEKAPCTBEHHLIX NPenapaToB Ansi BETEPUHAPHOIO NPUMEHEHMS);
(B peq. ®enepansHoro 3akoHa ot 02.08.2019 N 297-03)

4) crneundpmkauma Ha apmMaueBTUYECKYD cybcTaHumioo (He npencTaBnsieTcs Mpu rocygapCTBEHHOWM
perncTpaumm MMMyHOBUONOrMYEeCKUX NeKapCTBEHHBLIX NpenapaToB A BETEPUHAPHOIO NPUMEHEHNS);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

e) onncaHne MeTogukK KOHTPOJ1A Ka4yeCTBa;
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X) pesynbTaTtbl aHanusa cepu dapmaleBTU4eckon cybcTaHumn (He nNpeacTaBnsiTca npu
rocy4apCTBEHHON perncrpauum MMMYHOOMOMNOrMYEeCcKUX feKkapCTBEHHbIX MpenapaTtoB Afsi BETepMHAapHOro
NpUMEHeHNs);

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

3) nepeyvyeHb CTaHOapPTHbIX 06p83U,OB nnm BewecTB, UCMOJIb3yeMbIX MpPU OCYLLEeCTBIEHUN KOHTPOA
Ka4yecCTBa,

1) onMcaHne xapakTepPUCTUK N CBOWCTB YNaKOBOYHbIX MaTepuaroB 1 yKyNOPOYHbIX CPEeACTB;

K) [OaHHble O cTabunbHOCTM (He NpPeacTaBnslTCS NpPU  rOCy4apCTBEHHOW  perucrpauumu
NMMYHOBMONOrMYECKNX NEKAPCTBEHHbIX NpenapaToB NS BETEPMHAPHOIO NPUMEHEHNS);

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

1) CPOK roAHOCTM, YCIOBUS XPaHEHUS;

5) oTyeT 0 pesynbTaTax AOKIIMHUYECKOrO UCCNEAOBaHMS NIEKAPCTBEHHOIO CPeACTBa ANnsl BETEPUHAPHOTo
NMPUMEHEHMWS!, BKITIOYalOWMIA ONUCaHWe MeTOAOB oOmnpedeneHnst OCTaTOYHbIX KOJNIMYECTB [EeWCTBYHOLLEro
BeLlecTBa (OEWCTBYIOLLMX BELLeCTB), AOCTUralowero (4OCTUraloLmx) CUCTEMHOTO KpOBOTOKA, B MPOAYKUMK
XXMBOTHOMO MPOUCXOXAEHWS MOCIe NPUMEHEHNST TAKOro NIEKapCTBEHHOTO CPEACTBA, a TakkKe JOKYMEHTanbHoe
noaTeBepxaeHune (Banmgauns) ykasaHHbIX METOAOB;

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) OTYHET O pelynbTaTax KIMHNYECKOro nccrieaoBaHna nekapCcTtBeHHOro npenapara anda setTepmHapHoro
NPUMEHEHNA Y KaXXO0ro snaa XXMBOTHbIX, YKa3aHHbIX B MUHCTPYKUUK MO BETEPUHAPHOMY NMPUMEHEHUIO;

7) NPOEKT MHCTPYKUMWU MO BETEPUHAPHOMY MPYMEHEHMWI0 JIeKapCTBEHHOrO MNpenapaTa, coaepkallen
crieaylolme cBeeHus:

a) HavMMeHOBaHWE IeKapCTBEHHOro npenapaTta Ans BETEPUHAPHOro MpUMEHEeHMs (MexayHapogHoe
HenaTeHTOBaHHOE, UMK rPYMNMPOBOYHOE, UMM XUMUYECKOE U TOPrOBOE HAaUMEHOBaHWS);

6) NeKkapcTBeHHasn cbopma C yKasaHunem HaMMEHOBaHUN U KOSNIMYECTBEHHOro cocTaBa D,el‘/‘ICTByPOLLI,VIX
BeLleCcTB N Ka4eCTBEHHOro coctaBa BCromMoraTesibHbIX BEeLeCTB,

B) onmncaHue BHeLHero snuaga rnekapcrtBeHHOro npenaparta Aand BeTepuHapHOro npuMeHeHus;

r) dhapmakoTepaneBTMyeckas rpynna nekapCTBEHHOro npenapara Ans BeTepMHaPHOro MPUMEHEHUS UMK
yKkasaHue "romeonaTu4eckuin fiekapcTBeHHbIN npenapaT”;

[) dhapmakognHaMuka M hapMakoKMHETUKa (3a MCKMoYeHneM (HapMakoKMHETUKM FOMEeOoNaTUYEeCcKmX
neKapcTBEHHbIX  MpernapaTtoB W pacTUTENbHbIX  JIEKAPCTBEHHbLIX  MNpenapaTtoB) wWnuM  onucaHue
MMMYHOBMONOrMYeCKNX CBONCTB NEKAPCTBEHHOTO Npenapara;

€) nokasaHus aAns NpUMeHeHs;

) NPOTUBOMNOKa3aHUs A1 NPUMEHEHUS;

3) Mepbl NPEAOCTOPOXKHOCTM MPU NMPUMEHEHWMK;

I/I) YKa3aHne BO3MOXXHOCTU U ocobeHHocTeln NnpUMEeHeHna y 6epemeHHb|x XUBOTHbIX, Y XXMBOTHbIX B
nepmnoa nakrtauuun, y noToMCcTteBa XUBOTHbIX;

K) pexum [03upoBaHus, crnocob BBeOEHUS W MPUMEHEHMS, NpU HeobXoOAMMOCTU BpeMsi npuema
nekapcTBEHHOro npenapaTta Ansi BETePMHapHOro NPUMEHEHMS!, MPOAOIIKUTENBHOCTL NEYEHNS;

n) BO3MOXHble NOOOYHbIE AENCTBUS, HEeXernaTenbHble peakuuu Npyv MPUMEHEHUWN NEKAPCTBEHHOMO
npenapara Ans BeTEPUHAPHOTO NPUMEHEHNS;
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M) CUMNTOMbI NEPEeA03MPOBKM, MEPBI MO OKa3aHW0 NOMOLLM NpY Nepefo3uPOBKE;
H) B3anmMoLencTBune ¢ ApyruMmu nekapcTBeHHbLIMM npenaparamm n (Unu) KopMamu;
0) hopMbl BbIMyCKa NeKkapCTBEHHOMO Npenapara 4515 BEeTEPMHAPHOro NMPUMEHEHUS;

n) ykasaHue (Npu HeoGXoauMocTn) OcoBGeHHOCTEW [EeUCTBUS NeKkapCTBEHHOro npenapata Aans
BETEPMHaAPHOro NPYMEHEHUS MPU NEPBOM NMPVEME WU NMPY Er0 OTMEHE;

p) onucaHwe (NpuM HeobxoouMOCTM) AEWCTBMM cneumanucta B obnactum BeTepuHapuu, BragenbLa
XXMBOTHOIO NPW NPONycKe npMemMa O4HOWN UM HECKONbKUX J03 NeKapCTBEHHOro npenapaTta Ans BeTepMHapHoOro
NpUMeHeHs;

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

C) CPOK rogHOCTN M yKa3aHne Ha 3anpeTt nNpuMeHeHnA NekapCTBeHHOro npenapara aona BeTepunHapHoOro
NPpUMEHEHNA NoO NCTEeYEeHNN CPOKa roaHOCTU;

T) YCNOBUS XpaHEHWS;

y) yKa3aHue Ha He0OXOAMMOCTb XpaHEHUS NEKAPCTBEHHOTO NpenapaTa Ansi BETePUHapHOro NPMMEHEHNS
B MecTax, HeJOCTYMNHbIX ANs AeTen;

&) ykasaHue (Npu HEeoBGXOAMMOCTW) cheuunanbHbiX Mep NPedoCTOPOXHOCTU TMPU  YHUYTOXEHWUM
Hencnosib3oBaHHbIX JIeKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXHOIO0 MCNOJSIb30OBaHMA NpoAYKUMN XXMBOTHOIMO MPOUCXOXOEHUA nNocle BBeOeHUA
XMBOTHOMY NNEKApPCTBEHHOro npenaparta agnda sBetTepnHapHOro npuMeHeHud,;

L) yCnoBus OTMycka;

4) HAMMEHOBaHUA 1 apeca NPOU3BOACTBEHHBIX NMOLLAA0K NPON3BOAWUTENS NEKapCTBEHHOIO Npenapara
ANs BETEPUHAPHOTO NPUMEHEHNS;

LIJ) HanMmeHoBaHWMe, agpec opraHmn3auuu, yI'IOJ'IHOMO‘-IGHHOVI aepxartenem unnM BlapgenbuemM
perncTpaunoHHOro yaqoctoBepeHud NiekapCTBeHHOro npenapara Ha NnpuHATne I'IpeTeH3VII7| oT FIOTp66l/ITeJ'Iﬂ;

8) MpoeKkTbl MakeTOB MEPBUYHOM YMAKOBKM M BTOPUYHOW YMAKOBKU NEKAPCTBEHHOro npenaparta ans
BETEPUHAPHOIO NPUMEHEHNS;

9) cnenytoLmne CBeAEHUs O NeKapCTBEHHOM Npenapare AN BETEPUHAPHOro NpUMeHEHUS:
a) onucaHue 1 cocTas fiekapCTBEHHOrO Npenapara AN BETEPUHaPHOTO NPUMEHEHNS;
©) onncaHne apmavreBTnYeckon paspaboTku;

B) onucaHue npoLecca NpPou3BOACTBA U €ro KOHTPONA, NOAMMCaHHOE B MOpsake, YCTAHOBMEHHOM B
COOTBETCTBMMU C YacTbio 1 HACTOSALLEN CTaTbY;
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHme KOHTPOMNs KPUTUYECKUX CTaaui NPOM3BOACTBA U MPOMEXYTOYHOW NPOAYKLUN, NOANUCAHHOE
B NopsifKke, yCTaHOBNEHHOM B COOTBETCTBUU C YacTbio 1 HACTOsILLEN CTaTby;
(B peq. ®PenepansHoro 3akoHa ot 02.08.2019 N 297-03)

A) HaumeHoBaHMA W appeca paspaboTuuka, Jdepxatens unu Bnagenbua pPerucTpaLmuoHHOro
YAOCTOBEPEHUS NTeKapCTBEHHOTO Npenapara, NPOM3BOACTBEHHbIX MMOLWaA0K NPOM3BOAMTENS NTEKaPCTBEHHOMO
npenapata QAN BETEPUHApPHOr0 MPMMEHEHWS C YyKasaHMeM CTaguMi  TEXHONOIMMYecKoro npouecca,
OCYLLECTBMAEMbIX Ha MNPOM3BOACTBEHHbIX MNMoOWagKkax NPOVM3BOAMTENS JEKapCTBEHHOro npenapata Angd
BETEPVHAPHOIO MPUMEHEHUS;

(B pea. PegepanbHbix 3akoHoB oT 13.07.2015 N 241-93, ot 02.08.2019 N 297-®3)
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€) hapmaueBTU4ECKas COBMECTUMOCTb;

X) MUKpoBUuonornyeckme xapakTepucTuku;

3) MaTepuanbHbIi 6anaHc 4ns Npou3BoACTBa CEPUN FOTOBOMO MPOAYKTa;

1) onMcaHne xapakTePUCTUK N CBOWCTB YNMAKOBOYHbIX MaTepMarnoB U yKYNMOPOYHbIX CPEACTB;
K) JOKyMeHTarnbHoOe NoATBepXAeHne (Banugauus) npoueccoB U (Mnu) Ux oLeHKa;

n) TpeboBaHWs K KayecTBYy BCNomoraterbHbIX BellecTB (cepTudukar, cneumdukauna Ha
BCMoMoraTtenbHble BellecTBa U ux 060CHOBaHUE);

M) aHanmnTn4yeckmne MEeTOAUKMN, ncnosrnb3dyemble npn  OCyLUeCTBIIEHNN KOHTpONA Ka4decTtBa
BCnomoraTtesibHbIX BELECTB;

H) [OOKyMeHTanbHOoe noATBepXaeHue (Banuaauust) aHanuMTUYecKUMX MeTOAMK, WUCMOoNb3yembiX Mpu
OCYLLECTBMEHMUUN KOHTPOMS KayecTBa BCMOMOraTerbHbIX BELLECTB;

0) WHgopMauuss o6 MCNoNb30BaHUM BCMOMOraTeNlbHbIX BELLECTB YErIOBEYECKOTO U XMBOTHOTO
NMPOUCXOXKAEHUS;

n) ytpatun cuny. - ®egepaneHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHUA K Ka4ecTBY NeKapCTBEHHOrO npenapara Ans BeTepMHapHOro npuMmeHeHus (ceptudmkar,
cneunduKaLmsa Ha NieKapCTBEHHbIN NpenapaT u nx 060CHOBaHMeE);

C) aHanUTU4ecKMe MeToaMKNU, UCNOMb3yeMbIE NPU OCYLLECTBMNEHUM KOHTPONS KayecTBa NEKapCTBEHHOIO
npenapara Ans BeTEPUHapHOro NPUMEHEHNS;

T) OOKyMeHTarlbHOe noaTBepXaeHne (BaJ'IVIJJ,aLI,VIFl) adHaNUTU4YeCKnx MeToduK, WUCNoJib3yeMbiX npu
OCYyLUEeCTBJIEHUN KOHTPOJ1A Ka4eCTBa JIeKapCTBEHHOrO npenapara anda BeTepnHapHOro npuMeHeHn4;

y) OOKYMEHT, NMOATBEPXKAAMOLWMIA KayeCcTBO NEKAPCTBEHHOIO npenaparta Tpex MPOMbILUNEHHbIX Cepui
(npoTokon aHanu3a unu cepTudukaT aHanusa), ogHa cepusi KOTOPOro AOMKHa coBnagaTthb ¢ cepuelt obpasua
neKkapcTBEHHOro npenapaTta, NoAaHHOro Ha PerncTpaLmio;

&) XxapakTepucTuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX O6pa3LJ,OB, NCMNoJib3yeMblX TMNpU OCYLEeCTBIIEHNN KOHTPOJIA Ka4ecTBa
NeKapCTBEHHOrIO npenaparta gnAa BeTepnHapHoOro npuMeHeHun4;

L) AaHHble 0 cTabUnbHOCTY NEKAPCTBEHHOIO NpenapaTta Ans BETePUHAPHOro NPUMEHEHUS;

10) konusa OOKyMeEHTa, coaeprKallero MHOoOpMaLuo 0 HanmumMm unu o6 oTCyTCTBUM (hakToB perncTpauumn
NeKapCTBEHHOro npenapara Ans BeTepnHapHoro NnpuMeHeHus 3a npegenamn Poccuiickon ®epepauuu;

11) cornacue B nUCbMeHHOW dopmMme, NpeagyCMOTPEHHOe YacTbio 7 HacTosdllen cTaTbW, B cryyae
perncrTpaumm BoCcnpon3BeaeHHOro nekapCTBEHHOro npenapara;
(B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-03)

12) konust JOKYMEHTA Ha PYCCKOM $13blKe, 3aBEPEHHOIO B YCTaHOBIEHHOM MOpPsiAKe U NOATBEPXKAAIOLLErO
NpaBOMOYHOCTb 3asIBNIEHNS O FOCYAAPCTBEHHON PErncTpaLumnm nekapcTBEHHOro nNpenapara A/1si BETepuHapHoro
NpMMEeHeHNs (4OBEPEHHOCTD);

13) cBegeHUst 0 rocydapCTBEHHON PerncTpaunm reHHo-UHXEeHEepPHO-MOAUMULMPOBAHHBLIX OPraHN3moB,
npegHasHavYeHHbIX AN1s BbiMycka B OKPYKatoLLyto cpeay (Mpy rocyaapCTBEHHOW pervcTpaummn NekapCTBeHHbIX
npenapatoB [Ansl  BeTEPWHApPHOTO MPUMEHEHWsl, MOSIyYEHHbIX C MPUMEHEHWEM TEHHO-UHXXEHEepPHO-
MOANMULMPOBAHHbLIX OPraHU3MOB UMM COoAepKaLLMX Takne OpraHnambl).
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(n. 13 BBegeH PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

4. Tlpu npoBedeHMU YCKOPEHHOW npoLeaypbl 3KCMepTM3bl JleKapCTBEHHOro npenapata  And
BETEPUHAPHOrO NPUMEHEHNS B LENsax ero rocyfapCTBEHHOW perucrpauumn BMecTo oTyeTa paspaboTuvka o
pesynbTatax OOKNMHUYECKOro UccrneaoBaHUs NekapCTBEHHOro CpeacTBa ANA BETEPUHAPHOro MpUMMeEHEeHUs
MOXeT ObITb npeacTtaBneH 0630p HayyHbIX paboT O pesynbTatax AOKIMHUYECKOro WccneaoBaHus
pecbepeHTHOro nekapCTBEHHOro npenapara Ang BeTepMHapHOro NpUMeHeHNsi, a BMECTO OTYeTa O pesynbTaTtax
KMMHUYECKOrO WCCnefoBaHWsl NIEKapCTBEHHOro npenapata ANnd BETEpPMHApHOro MPUMMEHEHUS OT4eT O
pesynbTaTtax McCnegoBaHWN OGUO3KBUBANEHTHOCTU BOCMNPOM3BEAEHHOrO JIEKApCTBEHHOrO npenaparta Ans
BETEPVHAPHOIO MPUMEHEHMS.

(vacTb 4 B peg. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. Ha akcnepTunsy pasnuuHbiX nekapcTBeHHbIX OPM OAHOrO M TOrO XXe NeKkapCTBEHHOro npenapaTta ans
BETEPUHAPHOIro NPUMEHEHUS 3asiBUTENb NpeacTaBnsieT oTAeNbHbIE 3aABMNEHNS U PErMCTPALMOHHbBIE AOCHE Ha
Kakayro nekapcTBeHHyto chopmy. Mpn ycrnosumn ogHOBPEMEHHOW NOAauYM Ha IKCNEepPTU3y OLHON NEeKapCTBEHHOM
hOpMbI C pas3nnYHbIMU AO3MPOBKOMW, KOHLEHTpaunen, o6bemMom 3asaBuUTENb NPeACTaBnseT O4HO 3asiBNEHne 1
perncTpaumoHHoe A0CbEe C NPUMOXEHMEM MaKeTOB NMEPBUYHON YNAKOBKM U BTOPUYHOW ynakoBkuM. Ha makeTax
NepBUYHON YNaKoOBKU M BTOPWYHOW YNAKOBKU YKa3biBAlOTCS BCE MPOU3BOAUMBIE OO3MPOBKU, KOHLIEHTpaLMK,
06BbEMBI U KONMYECTBO 403 B YNAKOBKE NIEKApCTBEHHOIO Npenapara 419 BETEPUHAPHOTO NPUMEHEHMUS.

(B pea. PepepanbHoro 3akoHa oT 02.08.2019 N 297-93)

6. 3aaBuTenb BnpaBe nNpeacTaBUTb MO COOCTBEHHOW MWHUUMATMBE BMECTE C 3asiBIEHMEM O
rocy4apCTBEHHOW peructpaumy nekapCTBEHHOrO npenapata Ansi BETEPUHAPHOrO NMPUMEHEHUS AOKYMEHTHI,
NnoATBepKAaloLLMe ynnaTy rocyfapCTBEHHOW NMOLUIMHbBI U yKa3aHHbIe B MyHKTE 7 YacTu 2 HacTosLwen ctatbu. B
crnyyae WX HenpeacTaBliEHVMs1 COOTBETCTBYHOLUMIA YNONTHOMOYEHHbIV ddefepanbHbli OpraH UCMOMHUTENBHOWN
BMacTu npoBepsieT dakT ynnaTtbl 3asiBUTENEM roCyAapCTBEHHOW MOLUMMHbI NOCPEACTBOM UCMOMb30BaHMSA
nHpopmaumm 06 ynnaTe rocyaapCTBEHHOW MOLUMMHbI, cogepallencs B ocygapcTBEHHOM MHAOPMaLMOHHOWN
CUCTEME O TOCYLAapCTBEHHbIX U MYHULMMAMNbHbLIX NraTeXax, Ha OCHOBaHMU NPEACTaBlIEHHbIX 3asBUTENEM
KOMWI OKYMEHTOB, MOATBEPXKAAOLLNX YNNaTy rocyaapCTBEHHOMN NOLUMMHbI.

7. He ponyckaeTcs Ucnosnb3oBaHe B KOMMEPYECKNX LieNnsix MHpopmMauum o pesynbTaTtax JOKITMHUYECKNX
NCCNeaoBaHUN IEKapCTBEHHbIX CPEACTB U KIMMHUYECKUX WCCIEeLOBaHWA NEKapCTBEHHbIX npenapaToB s
BETEPVMHAPHOIO  MPUMEHEHWs, NpPEeACTaBMNEeHHOW 3asiBUTeNneM AOns  roCydapCTBEHHOW  perncrpauuun
neKapCcTBEHHbIX NpenapaToB, 6e3 ero cornacusa B TeYeHWe LWECTU NET C AaTbl FOCYAapCTBEHHOW perncTpaumm
pedepeHTHOro fiekapcTBEHHOro npenaparta B Poccuinickon denepauuu.

8. [Oepxatenb wnu Bragenewl perucTpauMoHHOro YAOCTOBEpPEHUS IeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOrO NPUMEHEeHUsa MpeacTasnaeT B YNONMHOMOYEHHbIV defeparnbHblidi opraH WCMNONMHUTENbHON
BNacTn OT4yeT Mo pesynbrtataMm papmakoHaas3opa OAMH pas B LIECTb MecsueB B TedeHue OBYX feT nocre
rocyfapCTBEHHOW perucTpauumn rnekapcTBeHHoOro npenapata B Poccuiickon ®enepaunm, 3aTem eXerogHo B
TeyeHve nocrneayLnx Tpex neT 1 B AanbHenwem oanH pas B Tpu roga.

(vacTb 8 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-$3)

Cratba 18. Mopaya M paccmoTpeHue 3asBNEeHUA O FOCYAapPCTBEHHOW perucTpauum NeKapcTBeHHOro
npenapara A8 MeAULMHCKOro NpuMeHeHusn
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocyoapCTBEHHOW perncrpaumm nekapcTBeHHOro npenaparta Ang MeguuMHCKOro NpUMeHEeHUs
lopMamndeckoe nuuo, AeNCcTByoLee B COGCTBEHHBIX UHTEPECAX UMW YNONTHOMOYEHHOE NpeacTaBnaTh MHTEPECHI
OpYyroro 1opuan4eckoro nvua n 3aaensiollee nekapCTBEHHbIN NpenapaT Ha rocyAapCTBEHHYIO perncrpauuio
(banee B HacTosien cTaTtbe - 3asaBUTENb), MPEACTaBMsieT B YMNONMHOMOYEHHbIM dheaepanbHbIi OpraH
UCMOMHNTENBHON BRACTU, OCYLLECTBNAKOLWMNINA FOCYAapCTBEHHYIO perncTpaumio fekapCTBEHHbIX npenapaTos
ONs MEOUUMHCKOrO MNPUMEHEHWsI, B SNIEKTPOHHOM dopmMe M Ha OyMaXHOM HoOcuTene 3asiBNeHne o
rocygapCTBEHHOM perncrpaumm nekapcTBEHHOro npenaparta ansg MeguuMHCKOro MpUMEHEHUs, a Takke B
nopsgke, YCTaHOBMAEHHOM YMNOSIHOMOYEHHbIM dedeparnbHbiM - OpraHOM  UCMOMHUTENbHOW  BRacTn, B
3MNEKTPOHHOW opMe M Ha OyMaXHOM HocuTene HeobOXoAoumble OOKYMEHTbI, M3 KOTOpbIX ¢hopmupyeTcs
perncTpaumoHHoe JOCbe Ha NnekapcTBeHHbIM npenapat Ans MeAULMHCKOro NpUMeEHEHUS.

(vactb 1 B peq. ®PenepansHoro 3akoHa oT 22.12.2014 N 429-03)
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2. B 3asBneHMn o rocyaapCTBEHHOW perucTpauvu NekapcTBEHHOro npenaparta Ans MeauuMHCKOro
NPUMEHEHMS YKa3bIBAOTCS:

1) HaumeHoBaHWe, agpec 3asBUTENS 1 NPOM3BOAMTENS NEKApCTBEHHOMO nNpenapaTa Ans MeaULUHCKOro
npuMeHeHus, cBeaeHns 06 Mx permctpauuu B KadyeCcTBe Hanoronnartenbliuka B CTpaHe peructpauuun (ang
POCCUINCKNX IOPUANYECKUX MNULL - UOEHTUUKALMOHHBIN HOMep Hanoronnatenswuka (MHH), ons nHocTpaHHbIX
IOPUONYECKMX MWL, - CTpaHa perucrpauuun, HaMMeHOBaHWe pPerncTpupylollero opraHa, perMcTpaurOHHbIN
HOMep, Kof Hanoronfartenbliuka B CTpaHe perncrpaumm (MHKoprnopauuu) WM ero aHanor) u agpec MecTa
OCYLLIECTBIIEHMST MPOU3BOACTBA NEKAPCTBEHHOro npernapaTta (B CryYyae Hanuyuus HECKOSbKMX Y4aCTHMKOB
npoLecca ero Npon3BoACTBa HEOOXOAMMO yKasaTb KaKOoro y4yacTHMKa B COOTBETCTBUM C OCYLLECTBNSEMOW
CTaaveln Npon3BOACTBA);

(n. 1 B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HaumeHoOBaHWe IeKapCTBEHHOro npenaparta Ans MeauMUMHCKOro NpUMEHEeHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW FPYNNMPOBOYHOE, UMM XUMUYECKOE U TOProBOE HaUMEHOBaHWS);

3) nepeyeHb ,El,eI7ICTBleLLI,VIX N BCNomMoratesibHblX BeLlleCTB, BXOAALIMX B COCTaB J1I€KapCTBEHHOIo
npenapara gna MmeamunHCKoro npMMeHeHuna, ¢ ykadaHmem Korim4yecrtBa KaXXgoro n3 Hux;

4) nekapcTBeHHas dopma, [03MpoBKa, CMOCOObI BBEAEHUS W MPUMEHEHUS, CPOK T[OAHOCTU
neKkapcTBEHHOro npenapaTa Ans MeAMLUMHCKOro NPUMeEHeHUs;

5) dapmakoTepaneBTMyecKasl rpynna, KO4 aHaTOMO-TepaneBTMYECKO-XMMUYECKON Kraccudumkauunm,
pekomeHaoBaHHON BcemunpHOM opraHusauuen 3gpaBoOOXpaHeHUs, 3asBrisgeMble noka3aHus Ans NpYMeEHeHus
neKapCTBEHHOro npenapara Ans MeguUMHCKOrO NPUMEHEHNS;

6) OTCyTCTBME HeobxoaumocTun npenoctaBlieHna oT4eTa O pe3yribTaTtax KIMHNYEeCKOoro nccregoBaHuA,
nccnegoBaHust OMO3KBMBANEHTHOCTU NeKapCTBEHHOIo npenaparta, pa3peweHHoro and MeguumHCKOro
NPpUMEHEeHUA B Poccunckon d>ep,epau,mm bonee gBaguaTu nert, C YKa3aHnemM HOpMaTUuBHbIX NPaBOBbIX aKTOB,
noareepXxaarwmx OaHHbIN CPOK NPpUMEHEHUA;

7) HeobxooMMOCTb 0hopMIIeHMs pa3peLleHns Ha BBO3 B Poccuiickyto defepauunio KOHKPETHON napTum
3apEermcTpUpoOBaHHbIX U (MNM) HE3apPEermcTPUPOBAHHbIX JIEKAPCTBEHHbIX CPEACTB, NpeAHas3HadeHHbIX Ans
NpoBeAeHUs 3KCNepPTU3bl NeKapCTBEHHbIX CPeACTB B Lensx rocyaapcTBEHHOM perncrpauumu;

8) HeobxoaMMOoCTb nposefeHnAa 3KCNnepTu3bl LOOKYMEHTOB, MNpeacTtaBlieHHbIX O51A4 onpeneneHnsa
BO3MOXHOCTK paccMaTpuBaTb J'IeKapCTBeHHbIIZ npenapat ana MeaumunHCKoro npuMmeHeHuna npu
ocyuiecTBrieHnn FocyﬂapCTBeHHOVI perncrtpauunm B Ka4ecrtee Op(baHHOFO JIeKapCTBEHHOIO npenapara,

9) Heo6X0AMMOCTb NPUMEHEHUST YCKOPEHHOW NpoLieaypbl 3KCNepTU3bl NeKapCTBEHHbIX CPEACTB B Lensix
rocy4apCTBEHHOW perncTpauum nekapcTBEHHOro nNpenapara;

10) KONUK JOKYMEHTOB, MOATBEPXKAAIOLLMX YNNaTy rocyAapCTBEHHOW MOLUMUHbI:

a) 3a npoBedeHne 3KCNnepTusbl OOKYMEHTOB, MnpencrtaBlieHHbIX O5d onpenerieHna BO3MOXXHOCTU
paccMmaTpunBaTb ﬂeKapCTBeHHbIVI npenapar Aand MeauuUMHCKOro rnpuMeHeHua npu  ocyllecTBlieHUn
I'OCY,EI,apCTBeHHOIZ pernctpaunmn B Ka4ecrtee Op(*)aHHOFO JNIeKapCTBEHHOIO Nnpenapara,

0) 3a npoBegeHMe IKCMepTMU3bl KayecTBa JIEKAPCTBEHHOIO CPeACcTBa W SKCMEepPTU3bl OTHOLLEHUS
OXngaeMmon nosfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapaTa, paspelleHHoro Ansg
MeOMLUMHCKOro npuMmeHeHuss B Poccunckon ®depepauum 6Gonee pasaguatv neT, NpU  OCYLECTBEHUM
rocygapcTBEHHOW perncTpawmm nekapCTBEHHOro npenapara;

B) 3a npoBegeHne I3KCNepTu3bl KadecTBa JI€KAapCTBEHHOro cpenactBa WM 3KCNepTU3bl OTHOLLEHUA
oXngaemonm nonb3bl K BO3MOXHOMY PUCKY MNPpUMEHEHUA JeKapCTBEHHOro npenaparta gnda MeauuuHCKOro
NPpUMEHEeHUA Npun ero rocyp,apCTBeHHoﬁ perncrtpaunu;

F) 3a npoBeaeHne JKCnepTusbl KadvecTBa JIeKapCTBEHHONo cpeacrtBa WM 3KCNepTu3bl OTHOLLEHUA
oXngaemon nonb3bl K BO3MOXHOMY PUCKY MNpUMEHeHNA JeKapCTBEeHHOro npenaparta gna mMeauuuHCKOro
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NPpUMEHEHUA, B OTHOLUEHUNM KOTOpPOro nposeaeHbl MexayHapogHbleé MHOIOUEHTPOBbIE KITMHU4YEeCKne
nccneanoBaHud, 4actb M3 KOTOpPbIX MNpoBedeHa B Poccuiickon (De,El,epaLl,VIVI, npn ocyuwecTBlieHUN
FOCy,D,apCTBeHHOIZ perncTtpaunmn nekapCTtBeHHOro npenapara,

11) HamuumMe cornacusi npouM3BOAWUTENS NEKapCTBEHHOro npenapara, MNpPOu3BOACTBO KOTOPOroO
ocyulecTBnsieTcs 3a npegenamu Poccuiickon denepaumm, Ha npoBedeHne MHCNEKTUPOBAHWS NPOU3BOANTENS
Ha cooTBeTCTBUE TpeboBaHUAM NpaBun Hagnexallemn npon3BoaCTBEHHOWN NPaKTUKMY;

12) Hanuume cornacusi, NPegyCMOTPEHHOrO YacTblo 18 HacTosLLEeN cTaTbu;

13) ykasaHve Bmaa nekapCTBEHHOro npenapaTa, NpeAcTaBNeHHOro Ha peructpaumio (pedepeHTHbIN
neKkapcTBEHHbIV npenapaT, BOCNPOU3BEAEHHbIN NEKapCTBEHHbIN npenapat, 6Monornyecknin nekapCTBEHHbIN
npenapaTt, ©uoaHanoroBbli (6MONOOOGHBIN) NeKapCTBEHHbIV npenapaT (6uoaHanor), romeonaTuyecKkui
NneKkapcTBEHHbIV Npenapat, NekapCTBEHHbIN pacTUTENbHbIN Npenapar).

(4acTb 2 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. PeructpaumMoHHoe [ocbe Ha nNeKapCTBeHHbI npenapat Aans MeauLUHCKOro MNpPUMEHEHUs
npepocTaensieTcs B opme obLEero TEXHNYECKOro JOKyMeHTa.
(yacTb 3 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-903)

4. Pa3gen AOKyMEHTauMM agMMHUCTPATMBHONO XapakTepa BKIoyaeT B cebs:

1) 3asBneHWe O rocygapCTBEHHON perucTpauum nekapCTBEHHOro npenaparta Ans MeauLMHCKOro
NPUMEHEHWS B 3NEKTPOHHOW (hopMe 1 Ha BymMakHOM HocuTene;

2) KON AOKYMEHTAa Ha PYCCKOM A3blKe, 3aBepPEeHHOro B yCtaHOBJ1IEHHOM NopAAKe U noarBepXxaakLuiero
NnpaBOMOYHOCTb 3adBUTENA NoAdaBaTb 3adABlieHME O rOCYﬂapCTBeHHOVI pernctpauun nekapCcTtBeHHOro
npenapara gna meanunHCKoro npmMeHeHunaA (,EI,OBepeHHOCTb);

3) KOMKWIO NULLEH3UN HA NPOU3BOACTBO NEKAPCTBEHHbBIX CPEACTB UK KOMUIO 3aKIMHOYEHUSI O COOTBETCTBUM
npon3BoaUTENS NeKapCTBEHHbIX cpeacTB TpeboBaHMAM NpaBun Hagnexalen Npou3BoACTBEHHOW NPaKTUKMK,
BblOAHHbIX  YMONTHOMOYEHHbIM  d)eeparnbHbiM  OpraHOM  WCMOMHUTENbHOW BRAactTu B OTHOLUEHUU
NPOU3BOACTBEHHOW MIOWAAKN PEMMCTPUPYEMOrO NIEKapCTBEHHOTO NpenapaTta, B cryyae, ecnu npoM3BOACTBO
nekapCcTBEHHOro npenaparta ocyuwecTtenseTca B Poccurickon ®enepaunu;

(B peq. ®epepansHoro 3akoHa ot 04.06.2018 N 140-3)

4) KONWI0 BblAaHHOWM YMONHOMOYEHHbLIM OpPraHOM CTpaHbl NMPOU3BOAMTENS NULIEH3MN Ha NPOU3BOACTBO
rniekapCTBEHHOrO Npenapara v ee NepeBo Ha PYCCKUI S3biK, 3aBEPEHHbIE B YCTAHOBNEHHOM MOPSiAKe, a Takke
KOMMIO 3aKMOYEHUss O COOTBETCTBUM MNPOM3BOAUTENS JIEKAPCTBEHHbIX CPeACTB TpeboBaHUSIM npaBun
Hagnexallen npoM3BOACTBEHHOW MpPaKTUKX, BbIJAHHOMO YMOMHOMOYEHHbIM edeparnbHbIM - OpraHom
WUCMONHUTENbHOMW BNacTu B OTHOLLUEHUU I'IpOI/I3BO,EI,CTBeHHOl7I nnowanakn perncTtpupyemoro rnekapcrtBeHHOro
npenapaTa, WM KOMUIO peLLeHUs YMONHOMOYEHHOro eaepansHOro opraHa WCMOMHUTENbHOW BracTn o
npoeegeHnn UHCNEKTUpoBaHUA Mnpoun3BoauTena JneKkapCTBeHHbIX CpencTB, B Cliydae, ecnn npou3BoacTBO
rniekapCTBEHHOrO npenapara ocyLlecTBnsieTcs 3a npegenamu Poccuiickon ®epepauuu;

(B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-03)

5) NPoeKT MHCTPYKUMU MO MeAMLMHCKOMY MPUMEHEHUIO NEeKapCTBEHHOro npenaparta, coaepallen
creaylolimne cBeaeHus:

a) HaMMeHoBaHMe neKapCTBEHHOro npenapata (MexayHapogHoe  HenaTeHTOBaHHOoe, UK
rPYNNMPOBOYHOE, UMK XUMUYECKOE 1 TOPrOoBOE HauMeHOBaHWs);

6) NeKapcTBeHHasaA cbopma C yKasaHunem HaMMEHOBaHUN U KONMYECTBEHHOrO cCocCTaBa D,eﬁCTByiOLLI,VIX
BelleCTB MU KayeCTBEHHOro CoCTaBa BClMNOMOraTesibHbIX BeLlecTB (I'Ipl/l HeobX0QMMOCTU KONNYECTBEHHOIO
COCTaBa BCrnomMoraTtesibHbIX BeLLI,eCTB);

B) onucaHme BHeLWHero Bnaa nekapcTtBeHHOro npenaparta and meguumHCKOro npuMeHeHus;
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r) uU3nKo-xMMmmyeckne cBoMcTBa (Ana pagnodapmareBTUHECKUX NeKapCTBEHHbIX NpenapaToB);

4) dapmakoTepaneBTMYecKkas rpynna, Ko nekapCTBeHHOro npenapara aAng MeguumMHCKOro npuMeHeHus
Nno aHaToOMO-TepaneBTU4ECKO-XMMUYECKON Knaccudukauum, pekomeHaoBaHHON BcemwupHon opraHusauuven
34paBOOXPaHEHNs], UK YKa3aHWe "roMmeonaTM4eCcKnin nekapCTBEHHbIV Npenapar”;

e) cdapmakogMHamuka U hapmakoKMHeTMKa (3a UCKMoYeHneM (hapMakoKMHETUKM roMeonaTUyeckmx
NeKapCTBEHHbIX NMPenapaToB Y pacTUTENbHbIX JIEKAPCTBEHHbIX NPENapaToB);

) NokasaHusa Ansi NPUMEHEHUS;

3) NpOTUBOMNOKA3aHUst Ans NPUMEHEHUS;

1) Mepbl NPEAOCTOPOXXHOCTU NPU NPUMEHEHUN;

K) ykasaHne BO3MOXXHOCTU U OCOBEHHOCTEN NPUMEHEHUS NEKAPCTBEHHOIO Npenapara Ans MeaULUHCKOro
NpUMeHeHNs1 GepeEMEHHBIMU KEHLLUMHAMM, >KEHLUMHAMW B MNEpWoA TPYyAHOrO BCKapMMBaHUS, AeTbMMU,
B3POCbIMU, UMEOLLMMUN XPOHUYECKNE 3aboneBaHms;

n) pexum [O03MPOBaHWsl, CMocobbl BBEOEHUS M MPUMEHEHUS, MPU HEOOGXOAMMOCTU Bpemsi npuema
riekapCTBEHHOro npenapata Ansi MeAULUHCKOTO NMPUMEHEHMUs!, MPOAOIIKUTENBHOCTE NEYEHUs, B TOM Yucne Y

JeTen 0o 1 nocne ogHoro roaa;

M) BO3MOXHbl€ HeXenaTtelibHble peakunn npu npuMeHeHun JneKapCTBeHHOro npenaparta Aand
MeaNLNMHCKOIo NpUMeHeHn4;

H) CMMNTOMbI Nepeo3NPOBKUN, MePbI MO OKa3aHWo NOMOLLM NpU Nepego3npoBKeE;
0) B3aMMOAENCTBME C OPYTUMW NeKapCTBEHHbIMU NpenapaTamu 1 (Mn1) NULEBbIMU NPOAYKTaMu;
n) hopMbl BbINyCKa NiekapCTBEHHOIo Npenapara;

p) ykasaHue (nNpu HeoBGXoAMMOCTW) OcoBGeHHOCTel [elCTBUS JeKapCTBEHHOro npenapata ans
MeANLIMHCKOro NPUMEHEHUS MpY NepBOM NpUeMe Ui Npu ero oTMeHe;

C) onucaHue (Mpu HeobxooumocTw) OencTBui Bpaya (denbawepa) u (Mnu) naumeHTa npy npornycke
npvema OgHON UMW HECKOMbKMX A03 fIeKapCTBEHHOro npenapara 4 MeauuUMHCKOro NpUMeHEHNs;

T) BO3MOXHO€ BIIMAHMWE NeKapCTBEHHOro npenaparta anda MeguumuHCKOro npMMeHeHuna Ha CcnocobHoCTb
ynpaendaTb TPAHCNOPTHLIMU CpeacTBaMU, MexXaHn3Mamu,

y) CPOK rogHOCTU N yKadaHue Ha 3anpet NnpuMeHeHua rnekapCTBeHHOro npenaparta anda MeguuuHCKoro
NpUMEHEeHNA No NCTeYEeHNN CPOKa roaHOCTU;

&) ycrnoBus xpaHeHus;

X) YKa3aHue Ha HeobxoaMMoCTb XpaHeHnA rnekapCTBeHHOro npenaparta ana MmeanumnHCKoro npuMmeHeHuna
B MecCTaX, HedOCTYMNHbIX A4 neten;

Ll,) YKasaHune (ﬂpl/l HGO6XO£IMMOCTI/I) cneynanbHbIX Mep npegoCTOPOXHOCTU MPpU  YHUUTOXEHUU
HEeWNCNoJib30BaHHbIX JIEKAPCTBEHHbIX nNpenapaTtoB AnAa MmeanumnHCKOro npuMeHeHua,

4) yCrioBus OTMYCKa;

) HaMMeHOBaHWA W agpeca MPOU3BOACTBEHHbLIX MIIOWAA0K MPOU3BOAUTENS  NEKapCTBEHHOro
npenapara;

LLI,) HanmeHoBaHue, agpec opraHnsauunu, ynOJ'IHOMO‘-IGHHOVI aepxartenem unn - Bnagenbuem
perncTpaunoHHOro ygqoctoBepeHumna nekapCcTtBeHHOro npenapara ana MmeanumHCKOro npuMeHeHmna Ha npuHaTme

125424, Mocksa, yn.Bacunua MNeTywkosa, 4. 8, opuc 207, ten.: 8 495 510 00 64

Kapzo Cepm

31



[ON
\ &

NpeTeH3ni oT NoTpeduTens;

6) WHCTPYKUMIO MO MEeOULMHCKOMY MNPUMEHEHUID UMW KPaTKyld XapakKTEePUCTUKY JleKapCTBEHHOro
npenapaTta, yTBEPXXAEHHbIE B CTPaHEe NPON3BOAUTENS;

7) NpoeKkTbl MaKeToB MEPBWYHOM YMaKOBKM M BTOPUYHOM YMaKOBKM NEKAPCTBEHHOro npenapaTta ans
MEAMNLMHCKOro NPYMEHEHUS;

8) NpoeKkT HopMaTMBHOW JOKYMEHTaLUN UM HOPMATMBHOIO JOKYMEHTa Ha NekapCTBEHHbIN Npenapat aAng
MEeOMULMHCKOrO NpUMeHEHNs1 MBo ykasaHne COOTBETCTBYHOLLEN dapMaKoNenHon CTaTby;

9) OOKYMeHT, codepxalmin uHdopmauuio O Hanuuum wunu 0B oTCcyTCTBUM (DaKTOB perucrpaumm
NneKkapcTBEHHOro npenapaTa ansg MeanunuHCKoOro NpMMeHeHnsa 3a npegenammn Poccuiickon ®enepaunm;

10) KOnNWUM JOKYMEHTOB, 3aBePEHHbIX B YCTaHOBIEHHOM MOPsSiAKe U NoaTBepKaatoWmnx dakT perucrTpaumm
NeKapCTBEHHOro npenapaTa B WHOCTPaHHbIX rocygapcTBax B KayecTBe OpdhaHHOro JekapCTBEHHOro
npenapara;

11) nnaH ynpaeneHus puckamu Ans Guonormyecknx nekapCTBeHHbIX MpenapaTtoB Ans MeguuMHCKOro
NPUMEHEHWS;

12) [OOKyMEeHT O cucTeMe «papMakoHag3opa [gepxaTenss Wnu Bragenblua pPerucTpalyMoHHOro
YOOCTOBEPEHWs NeKapCTBEHHOTO npenapara;

13) DOKYMEHT, noATBepXAatloLWunin Ka4ecTBO fIeKapCTBEHHOMO npenaparta Tpex MPOMBbILLIIEHHbIX CEpUi
(npoTokon aHanu3a unu ceptudmkaTt aHanusa), ogHa cepusi KOTOporo AoMKHa coBnagaTb € cepuen obpasua
NneKkapcTBEHHOro npenapaTta Ang MeauUMHCKOro MpUMEHEHUs, npeacTaBfeHHOro Ha rocygapCTBEHHYHO
perncrpaumio.

(4acTb 4 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-903)

5. Pasgen xumuyeckon, dapmaueBTUHecKkon M BGUONOrmyeckon AOKyMeHTauuu BKNOYaeT B cebs
OOKYMEHTbI, cogepxalime nHopmaumio 0 hapmaneBTUYECKON CyOCTaHUMKM 1 NeKapCTBEHHOM npenapaTe 4
MeLMLMHCKOro NPUMEHEHMS, NMpoLiecce ero Npon3BoACTBa U METOAAX KOHTPOSA KayecTBa, B TOM Yucne:

1) KON OOKYMEHTA, CoAepXaLLlero cneaylLlyo nHpopmaumo o0 dapMaLeBTUYECKON cyOcTaHumMn nnm
dhapmaLeBTMYECKUX CYOCTaHUMAX, BXOASALWMX B COCTaB JlekapCTBEHHOrO npenapaTa, 3a MWCKIHYeHUeM
nHdpopmaLmm o0 hapMaLeBTUYECKMX CYOCTaHLUMSAX, BKITFOYEHHBIX B FOCY4APCTBEHHBIN PEECTP NeKapCTBEHHbIX
CpeacTB B COOTBETCTBMU CO cTaTben 34 HacToswero degepanbHOro 3akoHa:

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 462-93)
a) HaumeHoBaHue hapmaueBTU4ecKkon cybcTaHLmK, ee CTPYKTypa, obLme CBOMCTBA;
0) HaumeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TeXHOos10rma npomn3esoacTea Cc onncaHmem cTagmmn npoun3BoAcTBa U MeTO0B KOHTPOJ1A Ha BCeX CTaamnax
npon3soAcTBa;,

r) onucaHue pas3paboTku npoLecca Npon3BoACTBRa;

[) OnMcaHne KOHTPOISA KPUTUYECKMX CTAQUN NPON3BOACTBA U MPOMEXYTOYHOM NPOAYKLMU;
€) JoKyMeHTanbHoe noaTeepxaeHue (Banvaaums) npoLeccos u (Unn) Nx OLEHKa;

) CBOMCTBA M CTPYKTypa OENCTBYIOLLMX BELLECTB;

3) xapakTepucTtuka npumMmecen;

1) cneumdukaums Ha papMaLeBTUYECKyIo CybCcTaHUMIo 1 ee 060CHOBaHME;
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K) aHanuTuyeckme METOOMKW, WUCMOMb3yeMble NPW  OCYLLECTBIIEHUWM  KOHTPONS  KayecTBa
hapmaLeBTUYECKON CyOCTaHLMK;

n) OoKymeHTanbHOE MOATBepXAeHue (Banuaauus) aHanuTUYeckux MeTOAMK, WUCNONb3yeMbiX npwu
OCYLLLECTBMNEHMM KOHTPOMS KavyecTBa hapmaLeBTMYECKOW CybCcTaHumu;

M) pe3yrnbTaTbl aHanun3a cepui hapmMaLleBTUYECKO CyOCTaHLMW;

H) nepe4vyeHb CTaHOApPTHbIX O6p33LLOB mnn BewecTB, UCNONb3yeMbIX NPU OCYLUECTBIIEHUMN KOHTPOIA
Ka4yecTBa,

0) OnNMcaHue XxapakTePUCTUK U CBOWCTB YNaKoOBOYHbIX MaTEPUANIOB N YKYNOPOYHbIX CPEACTB;

n) AaHHble 0 cTabunbHOCTM hapmaueBTUYeCcKon cybcTaHLuu;

p) CPOK rogHOCTY;

1.1) B oTHOWeEHUN hapmaueBTUYECKNX CyBCTaHUMN, BXOASLIMX B COCTaB NEKapCTBEHHOro npenapara u
BKITHOYEHHbIX B rOCY4AapPCTBEHHbIN PEECTp NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM CO cTaTben 34 HacTosALWwero
denepanbHOro 3aKoHa, - KOnNua AOKYMeHTa, coaepxallero cneayoLyto nHgpopmawmio:

a) HaMmeHoBaHWe hapmaLeBTU4eCKon cybcTaHUMK, ee CTPyKTypa, obLime CBOWCTBa;

6) HaMeHoBaHWe 1 agpec NPoM3BOANTENS;

B) pe3ynbTaTbl aHanu3a cepui bapmaueBTU4eckon cybctaHuum;

r) CPOK rogHOCTY;
(n. 1.1 BBegeH PepepanbHbIM 3aKoHOM OT 27.12.2019 N 462-93)

2) OOKYMEHT, cogepalluii criegylolumMe CBeAeHUsl O NekapcTBEHHOM rnpenapate Ans MeauuMHCKOro
NpUMeEHEeHUs:

a) onucaHme 1 coCTtaB JieKapCTBEHHOIO npenapata And MmeguunHCKOro npuMeHeHus;

0) onncaHve dapmaueBTnyeckon paspaboTkm (o6ocHoBaHME BbIOOpa cocTaBa, NEPBUYHON YNAKOBKA U
WHOro);

B) TEXHOJ0rn4a npon3soacTtea C onnMcaHmem cTagumn npon3soacTBa U METOO0B KOHTPOJ1A Ha BCEX CTaanAx
npon3BoACTBa,

r) onMcaHne KOHTPOIS KPUTUYECKMX CTAAUIM Mpouecca NPpou3BoACTBa U MPOMEXYTOYHOW NPOoAYKUMK;

0) HauMeHoBaHMEe M agpec MecTa OCYLLEeCTBMEeHMSs MPOM3BOACTBA NEKAPCTBEHHOrO npenapara Ans
MEeLMLMHCKOro NPUMEHEHNS (B Criyyae Hanuumsi HECKOMbKMX y4aCTHMKOB NpoLiecca Npon3BoACTBa HEOOX0ANMO
yKasaTb KaXgoro u3 Hux);

e) hapmaLieBTUYECKas COBMECTUMOCTb;

) MUKpoOBUONorMyeckne XxapakTepucTuku;

3) maTepuarnbHbIi 6anaHc 4ns NpoM3BOACTBa CEPUM FOTOBOTO MPOAYKTA;

1) ONucaHne XxapakTepUCTUK U CBONCTB YNMAKOBOYHbIX MaTepuarnoB U YKYNOPOYHbLIX CPEACTB;

K) AOKyMeHTarnbHoe NoATBepXaeHue (Banuaaums) NpoLeccoB NpousBoacTea v (M) UX OLEHKa;

J'I) Tpe6OBaHVIF| K Ka4decTtBy BChnoMoraTtesibHbIX BeLllecTB (CepTM(bI/IKaT, Cl'IeLI,VI(bI/IKaLI,VIﬂ Ha
BCrnomorartesibHble BeLlecTBa N X O6OCHOBaHI/Ie);
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M) aHannTun4eckne MeTOOUKHN, ncnonb3yemble npu ocywiecTBneHnn KOHTpONA KavyecTtBa
BCnomoraTtesibHbIX BELWEeCTB;

H) OOKYyMeHTalnlbHOe noaTeepXxXaeHune (Banmp,au,m) aHannTn4eCKnx MeToaukK, WUCNOJIb3yeMbIX Npu
OCYLLUECTBITIEHUN KOHTPONIA Ka4eCTBa BCnomMoraTesibHbIX BELEeCTB;

0) VIH(*)OpMaLI,I/IFI 00 uncnonb3oBaHMM BCMoOMOraTesNbHbIX BELIECTB YENIOBEYECKOrO W >KMBOTHOIO
NPOUCXOXAEHUA;

n) nHdpopmauusa 06 NCNonNb30BaHUM HOBbIX BCMOMOraTerbHbIX BELLECTB;

p) TpeboBaHMsA K Ka4eCTBY NeKapCTBEHHOro npenapaTa Ans MeguUUHCKOro NpuMeHeHnsa (cepTudumkar,
crneumdukaLms Ha NekapCTBEHHbIM Npenapart U ux 060CHOBaHwMe);

C) aHanmTnyeckne MeTognkn, NCnoJib3yemble Npu OCyLeCTBITIEHNN KOHTPOJ1A Ka4YecTBa JieKapCTBEHHOIO
npenaparta gna MmeanunHCKoro npuMeHeHua,;

T) [AOKYMEHTanbHOE MNOATBEpPXAEeHUe (Banuaauusl) aHanuMTU4Yeckux MeTOAMK, WUCMONb3yeMbiX Mnpu
OCYLLECTBMNEHUUN KOHTPONS Ka4yecTBa NekapCTBEHHOro npenapaTta A5l MeAULIMHCKOTO NPUMEHEHUS;

y) pesynbTaThl aHanM30B CEPU NEKAPCTBEHHOroO Npenapara Anst MeAULMHCKOro NPUMEHEHNS;
@) xapakTepucTmka npumecen;

X) nepeyeHb CTaHOAPTHbIX 06pa3u,03, NCcnoJyib3yemMbiX nNpu OCYLWECTBJIEHUN KOHTPOJIA KadecTBa
NeKapCTBEHHOro npenapara gnda MeanunHCKOoro npmMMeHeHua;

L) AaHHble O CTabMnbHOCTU NEeKapCTBEHHOro npenapaTa Ans MegUUMHCKOro NPUMEHEHUS.
(4acTb 5 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. Pasgen dapmakonornyeckomn, TOKCMKOMOrMYECKOW [OOKYMeHTauuu BKrovaeT B cebsi oTyeTbl O
pesynbTatax LOKITMHUYECKUX MCCNefoBaHUA NeKkapCTBEHHOro cpeacTea Ans MEAUMLMHCKOro NMPUMEHEHUs, B
TOM YmCne:

1) oTyeT 0 hapmakoAMHAMMYECKUX UCCNEOOBAHMSX;

2) oT4eT 0 hapMaKOKMHETUYECKMX UCCIEeAOoBaHMNSX;

3) OTYET O TOKCUKONMOTMYECKNX UCCNEAOBAHUSIX.
(4acTb 6 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KnuHU4eckon OOKYyMEeHTauun BKIo4YaeT B cebs oTyeTbl O pesynbTatax KIMHNYeCKnx
nccnegoBaHum JNIEKapCTBEHHOrIO npenaparta ana MmeanumnHCKoro npuMmeHeHn4, B TOM 4Ymcne:

1) otyetbl 06 wuccnegoBaHuAX OMOOOCTYMHOCTM UM OMO3KBUBANEHTHOCTU, MWCCIEeOBaHUSIX,
yCTaHaBMMBaLLNX KOPPENALMIO pe3yrbTaTos, NofyvYeHHbIX B YCNOBUAX in Vitro 1 in vivo;

2) oTyeTbl 0 PapMaKOKMHETUYECKMX UCCIeNOBaHUSX;
3) oTyeTbl 0 hapmMakoANHAMUYECKUX UCCIEeL0BaHUSX;
4) OTYETbI O KIMMHUYECKNX NccneaoBaHuAx 3deKTMBHOCTU N 6e30NacHOCTH;

5) oT4ET 0O MOCTPErMCTPALMOHHOM OMbITE MPUMEHEHMNS (MPY HANU4YMn).
(yacTb 7 BBegeHa ®epepanbHbiM 3akoOHOM OT 22.12.2014 N 429-$3)

8. TpeboBaHus kK 06beMy UHbopMaLMK, NPedoCTaBNsSEMON B COCTABe PermcTpauuoHHOro Aocbe, Ans
OTAesNbHbIX BWOOB JEKAPCTBEHHbIX MpenapaTtoB [And MeOWUMHCKOTO MNPUMEHEHUSI yCcTaHaBIMBaloTCS
YNONMHOMOYEHHbIM heaeparnbHbIM OpraHoM UCMONHUTENBHOW BRACTHU.
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(vacTb 8 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9. B OTHOWeEHMM NeKapCTBEHHbIX MpenapaTtoB, pa3peLUeHHbIX Ans MeAMLMHCKOro NpUMEHeHus B
Poccuiickon ®epepauun 6onee peaguatyM net M B OTHOLWEHMUM KOTOPbIX HEBO3MOXHO MpOBeaeHune
nccnegoBaHUM Mx GUOSKBMBANEHTHOCTU (3@ MUCKNOYEHMEM OMONOrMYeckMx NeKapCTBEHHbIX NpenapaTtos),
JonyckaeTcsa BKMNOYEHME B COCTaB pasgena dapmakorornyeckom, TOKCMKONMOTMMYECKON [OKyMeHTauum wu
pasgena KNMHWYECKOW [OKyMEeHTauuum BMECTOo oOT4veTa paspaboTtuMka O pesynbTatax COBCTBEHHbIX
OOKIMMHUYECKNX MCCNEeaoBaHWUI NEKapCTBEHHbLIX CPeACTB U KIMHUYECKUX WCCHEeAOBaHUA NeKapCTBEHHbIX
npenapaToB Ansi MeAWUMHCKOro npuMeHeHust ob3opa HayyHbiXx paboT o pesynbratax AOKIMHUYECKUX
nccneaoBaHU NeKkapCTBEHHbLIX CPEACTB U KITMHUYECKUX UCCIeA0BaHUN OAaHHbLIX NIEKAPCTBEHHbIX NpenapaTos,
B TOM 4mCrie BKIHOYAs ONbIT UX MOCTPErMCTPALUNOHHOIO NPUMEHEHUS.

(vacTb 9 BBegeHa PepnepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PegepanbHOro 3akoHa oT
27.12.2019 N 475-03)

10. MMpu rocyOoapCTBEHHOW perucTpauuy BOCMPOM3BEOEHHbIX JIeKapCTBEHHbIX MNpenapaTtoB Ans
MEAMLMHCKOrO MPUMEHEHUST  [OOMycKaeTCcsl BKIOYEHME B COCTaB pasgena  (apMakosorMyeckon,
TOKCMKOIOrMYECKOW OOKYMEHTauuM U pasgena KnMHUYECKo AOKYMEHTaLuumn BMECTO OT4YeTa paspaboTyvka o
pesyrbTaTtax COGCTBEHHbIX AOKITMHUYECKUX UCCIEA0BaHWUIA NEKAPCTBEHHBIX cpeacTB 063opa HayyHbIX paboT o
pesynbTaTtax AOKMMHUYECKUX UCCredoBaHWin pedepeHTHOro fekapCcTBEHHOro npenaparta v npeacTaBneHue
BMECTO KIMHUYECKMX WCCIedoBaHWW B MOMHOM OObeme, YCTaHOBMEHHOM pasfderioM  KIMHWUYEeCKoi
JOKYMeHTauuM, oT4eTa O pesynbTatax WUccriefoBaHuii  GUO3KBMBANEHTHOCTM  BOCNPOWU3BEOEHHOIO
NekapcTBEHHOro npenaparta ans MeauuMHCKOro npuMeHeHusl. He TpebyeTcs npeacraBneHue oTtyeta o
pesynbTaTtax WCcCneaoBaHWii GUOSKBMBANEHTHOCTM BOCMPOW3BEOEHHOIO JleKapCTBEHHOrO Mpenaparta Ans
MEOMULIMHCKOrO MPUMEHEHUS,, eCMN PErMcTPUPYIOTCA BOCNPOM3BEOEHHbIe NeKapCTBEHHbIe npenapartbl Ans
MEAULIMHCKOIO NPUMEHEHUS!, KOTOPbIE:

1) npepHasHayeHbl [Ans  NapeHTepanbHOro  (MOAKOXHOrO, BHYTPUMBILLEYHOrO, BHYTPUBEHHOTO,
BHYTPWUINasHOro, BHYTPWUMNOMOCTHOIO, BHYTPUCYCTABHOIO, BHYTPUKOPOHAPHOIO) BBEAEHWUSI WM MPeAcTaBnsitoT
coboli BoaHble pacTBOpSI;

2) npegcTasnsAlT cOboN pacTBOpLI AN NepopanbHOro NPUMEHEHUS;
3) npousBeaeHbl B hOpMe NOPOLLKOB MU NMOUNn3aToB Ans NpUroTOBEHUS] PaCTBOPOB;
4) ABnNat0TCA rasamu;

5) ABNAKTCA YWHbIMU WX TNa3HbIMU JIEKAPCTBEHHbIMKU NpenapaTtaMy, nponBeaeHHbIMU B (bopme
BOAHbIX PaCcTBOpPOB;

6) NpegHa3HayeHbl 4N MECTHOrO NPUMEHEHNS U NPUrOTOBNEHbI B hOpMe BOAHbIX PacTBOPOB;

7) npencTtaBnalOT cobon BoAHblE PAcTBOPblI AN UCMOMb30BaHWA B DOPME WHransumi ¢ MOMOLLbHO
Hebynan3epa unu B kKa4eCTBE HasarbHbIX CNpeeB, NPUMEHSEMbIX C MOMOLLbI CXOOHbIX YCTPONCTB.
(vactb 10 BBegeHa dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

11. Ona cny4aes, ykasaHHbIX B nNyHkTax 1 - 3, 5 - 7 yactn 10 HacTosiLen cTaTbi, BOCNPOU3BEAEHHbIN
rnekapCTBEHHbIN NpenapaTt Ansg MeauUMHCKOro NpMMEHEHUsT JOJPKEH codepXaTb Takue e BCroMoraTerbHble
BELLECTBA B TakMX e KONMYecTBax, Kak W pedepeHTHbI fekapcTBeHHbIM npenapart. Ecnu cocrtasbl
BCMoOMoOraTesibHbIX BELLECTB pasnuuyaloTcs, 3asiBUTeNb AOSHKEH MpeacTaBuUTb [oKasaTenbCTBa TOro, 4To
ncnonb3yemble B faHHbIX KOHLEHTPALMAX BCMOMOraTenbHble BELLECTBA He BNUAIOT Ha 6e3aonacHocTb 1 (Mnwm)
3pheKTUBHOCTb NEKAPCTBEHHOMO NpenapaTa Anst MEQULMHCKOro NpMMeHeHus. B cnyyae, ecnu 3asBuTens He
MOXET NpeacTaBUTb TakMe JoKasaTenbCcTBa U (MNM) HE UMeeT [OCTyna K COOTBETCTBYHOLUMM LAHHbIM, OH
OOJDKEH MPOBECTU COOTBETCTBYIOLLME WCCNEOOBaHUS AN OOoKasaTenbCTBa OTCYTCTBUS BIIMSIHUS pPa3HbIX
BCMOMOraTesbHbIX BELLECTB UMM BCMOMOraTesnbHbIX YCTPOMCTB Ha ©6e3onacHocTb M (Mnu) ahdeKkTMBHOCTb
NIeKapCTBEHHOro npenapara Ans MeAUUMHCKOro NpPUMEHEHUsT B NOPsiAKe, YCTaHOBIIEHHOM YMOJTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONTHUTENBHOM BacTu.

(vacTb 11 BBegeHa dPeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

12. Tpn rocygapCTBEHHOW peructpaummM KOMBuHaUMM paHee 3aperMcTpupoBaHHbIX JTEKapCTBEHHbIX
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Kapzo Cepm

npenapatoB AN MeOWUMHCKOrO  MNPUMEHEHUs  OOMyCKaeTcsi  BKMNIOYEHME B COCTaB  pasgena
(hapMaKosfIorm4eckom, TOKCUKOSOMMYECKON OOKYMEHTauun n pasgena KIMHUYECKOM OOKYMEHTauuu BMECTO
oTyeTa paspaboTumka 0 pesynbTaTax CODCTBEHHbIX AOKMMHUYECKUX UCCNEeOBaHMIN NeKapCTBEHHbIX CPeaCcTB
ob30pa Hay4yHbiX paboT O pesynbTaTax AOKMMHUYECKUX WCCNeaoBaHUN pedepeHTHbIX NeKapCTBEHHbIX
npenapaTtoB, BXOAALWMX B COCTaB KOMOMHAUUM MeKapCTBEHHbIX npenapaTtoB, U 06 OTCYTCTBMM WX
B3aMMOAEWNCTBUSA B OOQHOW NekapCTBEHHOW hopme.

(vacTb 12 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTuay pasnmnyHbix NekapcTBeHHbIX OPM OOHOMO M TOrO XKe NeKapCTBEHHOro npenapara ans
MEeLMLMHCKOro NpUMEHEHUS 3asBUTENb NPeACTaBnseT OTAESNbHbIe 3asiBEHMS N permcTpaunuoHHbIe 40Cbe Ha
Kakayro nekapcTBeHHYyto chopmy. Mpu ycrnoBnmn ogHOBPEMEHHOW MOAauN Ha 3KCNepPTU3y O4HON NEeKapCTBEHHOM
OpMbI C pasnNYHbIMU OO3MPOBKOM, KOHLEHTpaUnen, o6bemMom 3asaBUTENb NPeACTaBnseT O4HO 3asiBNEHNE U
perncTpaumoHHoe A0Cbe C NPUMoXEeHUEM MaKeTOB YNaKOBOK Ha KaXKAYI0 AO3MPOBKY, KaXAyl KOHLEHTpauuto,
Kaxkabli 00beM U Kaxkgoe KONMYecTBO J03 B YNaKOBKE.

(vactb 13 BBegeHa dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

14. Tpu rocynapCTBEHHON perncTpaumMnm opgaHHOro fekapCTBEHHOro npenapata 3asiBUTEerb
npeacrtaenseT UHGopmaLuuio, HeobxoaMmMyo Ans POPMUPOBaHUS pasfdena KIMHUYEeCKOW AOKYyMeHTauuu, B
o6bemMe, YyCTaHOBNEHHOM YMONIHOMOYEHHBIM dheaepanbHbIM OPraHOM UCTONMHUTENBHOW BriacTu.

(4acTb 14 BBegeHa dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

15. Mpu pernctpaumm BMONOrMYECKOro NEKapCTBEHHOIrO npenapaTta, MNOSy4eHHOro U3 KPOBM, Nnasmbl
KpOBUW 4eroBeka, B COCTaBe PErMCTPaLMOHHOIO [AOCbE Ha NEeKapCTBEHHbIA npenapaTt Ang MeOuLMHCKOro
NPUMEHEHWS A0MKHbI ObITb MPeACTaBMNeHbl AONOMHUTENBHO:

1) B pa3gene AOKyMeHTauuMmM agMMHUCTPATUBHONO XapakTepa OOKYMEHT, coaepXaluni uHdopmaumio o
cybbekTax obpalleHnsa JOHOPCKOM KPOBU M (UNK) ee KOMMOHEHTOB, O TOM, rae Gbina ocyllecTerneHa AoHaums
(kpoBU K (MrM) Mna3mbl KPOBM), a Takke [AaHHble 00 MHMEKUMOHHBIX 3aboneBaHusx, nepegarLmnxcs
napeHTepanbHbIM NyTem, MHdopMaLmnsa o cydbekTax obpalleHnsi LOHOPCKOW KPOBU U (MIK) ee KOMIMOHEHTOB, B
OTHOLLUEHMMN KOTOPbIX OCYLLECTBIAETCS KOHTPOIb JOHOPCKOWM KPOBM U (UNN) €€ KOMIMOHEHTOB;

2) B pa3gerne XMMmn4eckon, hapmaLeBTMYECKOM 1 BMONOrM4eckon AOKYMEHTaLMM:

a) KpuTepum M cnocobbl oTbOpa, TPaHCMOPTUPOBAHMA W XpPaHEeHWs AOHOPCKOM KPOBU M (unn) ee
KOMMOHEHTOB;

6) pesynbTaThl UCCIieAoBaHUIA 0TOGPaHHbBIX LOHOPCKOM KPOBU U (M) Na3Mbl KPOBY 1 NYTIOB Ha Hanuyue
BO3GyauTENen MHAEKUMIA, BKIoYas MHGOopMaLmio 06 CNoMb30BaHHbIX MeToaMKax UccriefoBaHuiA U B criyyae
uccrnedoBaHWsl MyNoB nnasMbl KPOBM pe3ynbTaTbl [JOKYMEHTaNbHOro noATBepXaeHus (Banupauum)
NCMOMb30BaHHbIX METOAMK;

B) TEXHMYECKME XapaKTEepUCTUKM YMakoBKM Ans oTbopa AOHOPCKOW KPOBM W (MnM) Mnasmbl KPOBMU,
BKNtOYas nHdopmMaLmio 06 NCNoNb30BaHHbIX pacTBOPaX aHTMKOArynsHToB.
(vactb 15 BBegeHa dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

16. KnuHuyeckme nccnefoBaHua nekapcTBEHHOro npenapara Ans MeauuMHCKOro NpUMMeHeHUs B Liensx
ero rocyfapcTBeHHOM peructpauum nposoadtrca B Poccuiickon defepauum B nopsigke, YCTaHOBMNEHHOM
ctatbsiMn 38 - 44 HacToswero deaepanbHoro 3akoHa. OTYET O NPOBEAEHHbIX UCCREeLOBaHNSX BKMOYaeTcs B
COCTaB pasferna KNMHUYEeCKON OOKyMEeHTauum perucTpaumMoHHOro OOCbe Ha fekapCTBEHHbIM npenapaT Ans
MeAMLIMHCKOro npuMeHeHus. [Ina nekapcTBeHHbIX NpenapaToB AN MegULMHCKOro NPUMEHEHUS, B OTHOLLEHUN
KOTOpbIX B pes3ynbTaTe 9KCnepTusbl [OOKYMEHTOB, MPEACTaBMEHHbIX [Ans onpeaeneHns BO3MOXHOCTU
paccMmatpuBaTb fEeKapCTBEHHbI npenapat Ang MeguUMHCKOrO MpUMEHEeHUs B KadecTBe opdaHHOro
nekapcTBEHHOro npenapaTa, Takas BO3MOXHOCTb Npu3HaHa 1 B OTHOLLEHNN KOTOPbIX NPOBEAEHbI KIUMHUYECKNE
nuccregoBaHus, BbIMONHEHHbIE 3a npegenamm Poccunckon ®depgepaumy B COOTBETCTBUM C MpaBuiaMu
Hagnexallen nabopaTopHOW MPaKkTUKU W MpaBunamMn Hagnexallen KIUHWYECKOW MpaKTuKW, AonyckaeTcs
BKIMIOYEHNEe B COCTaB pasfena KNMHUYECKOW OOKYMeHTauun BMECTO OTveTa O pesyrnbTatax KIMHUYECKUX
nuccrnegoBaHU NekapcTBEHHOro npenaparta ans MeguuMHCKOro npuMeHeHUs, npoBedeHHbIX B Poccuinckon
depepaumu, oTyeTa 0 pesynbTatax KMMHUYECKUX UccneaoBaHUN, BbINOMHEHHbIX 3a npegenamu Poccuiickon
degepaumm.
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Kapzo Cepm

(vacTb 16 BBegeHa dPeaeparnbHbiM 3akOHOM OT 22.12.2014 N 429-03)

17. 3agBuTenb BnpaBe MpeacTaBUTb MO COOCTBEHHOW MWHWUMATMBE BMECTE C 3asiBlIEHMEM O
rocy4apCTBEHHOW perncTpauuu rnekapcTBEHHOro npenapata gfis MeAWLMHCKOrO MpUMEHEHUS OOKYMEHTHI,
NoATBePXKAaKLMe ynnaTy rocy4apCTBEHHON NOLWMHBI U yKa3aHHble B NyHkTe 10 YacTu 2 HacTosiLwen cTaTbm.
B cnyyae ux HenpeacTaBneHns COOTBETCTBYIOLLMIA YMONTHOMOYEHHbIN dheaepanbHbI OpraH MCNOTHUTENBHON
BMacTu npoBepsieT akT ynnaTtbl rOCyAapCTBEHHOW MOLWIMMHBI 3adBUTENEM MOCPEACTBOM WCMOMb30BaHUS
nHcpopmaumm 06 ynnaTe rocyaapCTBEHHOWN MOLUMMHbI, coaepxallencsa B locyaapCTBeHHOW MHOPMaLIMOHHOM
CUCTEME O FOCYAapPCTBEHHbIX U MyHULMNAmbHbIX Mnatexax, Ha OCHOBaHWM MpeACTaBfEHHbIX 3asiBUTENEM
KOMuIM OKYMEHTOB, MOATBEPXKAALLNX YNNaTy rocyaapCTBEHHON NOLUMMWHbI.

(vacTb 17 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

18. He ponyckaeTcs wucnonb3oBaHWEe B KOMMEpYECKMX Lensx wuHdopmaumm o pesynbTatax
OOKITMHNYECKMX WCCNEAOBaHWN JeKapCTBEHHbIX CPEACTB WM KIUMHWYECKMX WCCNEeOOoBaHWA JeKapCTBEHHbIX
npenapaToB pAns MeOWUMHCKOrO MNPUMMEHEHWs, NpPeacTaBMNeHHOW 3asiBUTeneM [Ans rocyaapCTBEHHON
pervcTpaumm nekapcTBeHHOro npenapara, 6e3 ero cornacusi B TedeHme WeCTu fneT ¢ AaTbl rocyaapCTBEHHOM
peructpaummn pedepeHTHOro iekapcTBEHHOro npenaparta B Poccuiickon ®epepaunn.

(vactb 18 BBegeHa PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

19. HepxaTtenb unu BnageneL perncTpauMoHHOr0 YAOCTOBEPEHMS NeKapCTBEHHOro npenapata Ha
BMOTEXHONOTMYECKMN UNN OpdIaHHbIM MEeKapCTBEHHbINM npenapat 006s3aH nNpegocTaBnsaTb Ha BO3ME3OHON
ocHoBe obpa3subl pedepeHTHOro NeKkapCcTBEHHOro npenapaTta 3asBuTensM AN NPOBeOeHUS KITMHUYECKNX
nccnegosaHuii. CtonmocTb obpasua pedepeHTHOro NekapCTBEHHOro npenapara, BKIOYEHHOro B NepeveHb
XKM3HEHHO HeobXOoOMMbIX W  BaXHEWLWMWX fleKapCTBEHHbIX MpenapaToB, He [OMKHa MpeBblWwaTh
3aperncTpupoBaHHYO NPeaenbHYI0 OTMYCKHYIO LieHY Ha pedepeHTHbIV NekapCTBEHHbIN Npenapar unu LeHy Ha
neKapcTBEHHbIN NpenapaT B CTpaHe Npon3BoanTens.

(4actb 19 BBegeHa dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

20. 3asaBneHne o rocygapCTBEHHON perncrpauumn BoCnpon3BedeHHOro NekapcTBEHHOro npenapara ans
MeOMULMHCKOrO MPUMEHeHNs MoXeT BbiTb MOAAaHO B YNOMHOMOYEHHbIN dheaeparbHbI OpraH MCNONHUTENBHON
BMacTh, OCYLLEeCTBNSAILWNA rOCYAapCTBEHHYIO perncrpauuilo fnekapCTBEHHbIX MpenapaTtoB, MO UCTEeYeHUU
YyeTblpex NneT ¢ gaTbl FOCyAapCTBEHHOW perncTpaumm pedepeHTHOro fiekapcTBEHHOro npenapara B Poccuinckom
degepaumm.

(vacTb 20 BBegeHa dPeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

21. 3asiBneHne O rocygapcTBeHHON perncrtpauum GuoaHanoroBoro (6MonogobHOro) nekapcTBEHHOro
npenapata (bvoaHanora) moxeT ObiTb NMO4AHO B YMNOMHOMOYEHHbIN deaeparnbHbIi OpraH UCMONHUTENbHON
BMacTu, OCYLLECTBSIOLWMIN roCygapCTBEHHYIO PErMCTPaLMIo NIeKapCTBEHHbIX NpenapaTos, No NCTEYEHUN Tpex
net c paTbl rocygapCTBEHHOW peructpauun pedepeHTHOro rekapcTBeHHoro npenapata B Poccunckon
depepauymm.

(vactb 21 BBegeHa dPepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22. [epxatenb wnu Brageney perucTpauMoOHHOrO YAOCTOBEPEHWS feKapCTBEHHOro npenapara
npeacTaBnseT B YMNOMHOMOYEHHbIM defeparnbHbli OpraH MWCMOMHUTENbHOW BMacTW, OCYLULECTBAAOWNA
dyHKUMM MO KOHTPOMIO N HaA30py B cdhepe 30paBoOOXPaHEHNH, OTHYET MO pe3ynbTatam papMmakoHaasopa oauH
pa3 B LWeCTb MECSILEB B TeYEHME ABYX NeET nocne rocyaapCTBEHHOW perncTpaummn nekapcTBEHHOro npenapara
B Poccuiickon ®egepaumm, exerogHo B TedeHue Nocrneayowmx Tpex netT u B ganbHenwem oauH pa3 B NATb
ner.

(vacTb 22 BBegeHa PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

Cratba 19. MpuHATUE pelleHUA O Bblgauye 3KCNEPTHOMY yuYpeKAeHUIO 3afaHuA Ha npoBeAeHue
3KcnepTu3bl NEKAPCTBEHHOTO CpeacTBa
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHne pecatu pa6oqu OHen co OHs NPUHATUA 3adABIIEHUA O rocyp,apCTBeHHoﬁ perncrtpauunmn
JleKapCTBEHHOIo npenaparta COOTBeTCTBy}OLLI,I/IIZ ynOﬂHOMOLIeHHbIVI d)e,u,epaanblﬁ OopraH NCMNONHUTENBHON
BNnactu npoBOAUT NPOBEPKY MOJIHOTbI, AOCTOBEPHOCTU U NpaBUITIbHOCTU O(bOpMﬂeHl/Iﬂ npencrtaBneHHbIX
OOKYMEHTOB pPernctpaumoHHOro Oocbe Ha ﬂeKapCTBeHHbIVI npenapat M npMHuMMmaeT pelleHne O Bbloade
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3agaHnd Ha nposeneHne:

1) aKkcnepTusbl [OKYMEHTOB, NPeACTaBMEHHbIX Ans OonpedeneHusl BO3MOXHOCTM paccmaTpusaTb
NeKapCcTBEHHbIN npenapat ans  MeaUUMHCKOTO MNPUMEHEHUs Mpu  OCYLLECTBIEHMU FOCYAApPCTBEHHOM
perncTpaumm B kKayectse opaHHOro fiekapcTBEHHOro npenapara;

2) JKCMNepTn3bl JNIEKapCTBEHHOIO cpeacTtBa B YaCTh 3KCNepTu3bl Ka4ecTBa J1IeKapCTBEHHOIO cpeactBa U
9KCNEepTn3bl OTHOLLEHUA OXngaemon Nonb3bl K BO3MOXHOMY PUCKY NpUMEHEeHUA NeKapCTBEHHOro npenaparta
ana meamumnHCKOro npuMeHeHu4;

3) OKCMepTun3bl NEKAPCTBEHHOIO CpeacTtBa B YaCTh 3KCNepTu3bl Ka4ecTBa J1eKapCTBEHHOIO cpeactBa U
9QKCNEePTN3bl OTHOLLEHUA omwp,aemoﬁ Nosb3bl K BO3BMOXHOMY PUCKY NMPpUMEHEHNA NekapCTBEHHOro npenaparta
Ons MeauLMHCKOro NPMMEHEHUS B NOpsiaKe YCKOPEHHOW MpoLeaypbl 9KCNepTU3bl NeKapCTBEHHbIX CPEACTB B
COOTBETCTBUN CO cTaTben 26 HacTosiwero PeaepanbHOro 3akoHa;

4) QKCMNMepTn3bl NIEKapCTBEHHOIO CpeaCcTBa B OTHOLUEHUN JNTEKAPCTBEHHOIO npenapara And BeTepunHapHoOro
NPpUMEHEHUA.

2. YNonHOMOY€eHHbIN heaeparbHbI OpraH UCMONTHUTENBbHOM BracTu yBeOOMIIAET B ANIEKTPOHHON hopme
nnu Ha DyMa>kHOM HocKTene 3asBUTENS U IKCMEPTHOE y4pexaeHne o NPUHATOM peLleHun O Bblaaye 3agaHui
Ha npoBefeHVe 3KCnepTu3, NPegyCMOTPEHHbIX YacTbio 1 HacTodwen cTatbn, U B Criyd4ae HeobxoammocTu O
Bblgaye paspelueHus Ha BBo3 B Poccuickyo degepaunio KOHKPETHON NapTuK, Cepun 3apermcTpupoBaHHbIX 1
(M) HesaperMcTpupoBaHHbLIX MEKApCTBEHHbIX CPeacTB unu o6 oTkase B NpoBedeHuM NpegycMOTPEHHbIX
3KCNepTM3 C yKasaHMeM NPUYnH Takoro oTkasa.

3. B crnyyae BbisIBNieHUS1 OTCYTCTBUS WM HEAOCTOBEPHOCTU MWHGOpMauuM, coaepkalleics B
npeacTaBrieHHbIX 3asBUTENEeM [JOKYMEeHTaXx, YNoNHOMOYEHHbI dedepanbHblili opraH UCMOSTHUTENBHOM BNacTu
HanpaBnseT 3asBUTEN0 3anpoc 06 YTOYHEHWM 3TOW WHdopmauuu (ganee - 3anpoc YrNoNHOMOYEHHOro
dhenepanbHoro opraHa MWCMOMHUTENbBHOM BRacTu), KOTOPbIM MOXeT ObliTb nepedaH YNorHOMOYEHHOMY
NpeacTaBUTENIO 3asiBUTENS JIMYHO Mog pacrucKy, HarnpaemeH Mo noyte 3aka3HbIM MUCbMOM WNWU NepedaH B
3MEeKTPOHHOW hopMe MO TEeNeKoOMMYHMKaUMOHHLIM KaHamnaMm cBsisu. B crnyyae HanpaBneHus 3anpoca
YNOMHOMOYEHHOro defepanbHOro opraHa WCMOMHWUTENbHOM BracTM MO Mo4YTe 3akasHbiM MUCbMOM OH
cyMTaeTcs NoMy4YeHHbIM Mo UCTeYEeHUM LIEeCTU OHEe ¢ AaThl HanpaBneHns 3akasHoro nucsMa.

4. 3assutenb ob6s3aH npeacrtaBnTb OTBET Ha 3anpoc YNOJIHOMOYEHHOro cbep,epaanoro opraHa
NCMOSHNTENbHON BNacTu B CpPOK, He I'IpeBbILLIaPOLLI,VIﬁ OeBAHOCTa pa6oql/|x OHeNn co gHA ero nony4yeHua. CpOK,
yKa3aHHbIVI B Yactn 1 HacTosLen craTbMm, npuocTtaHaBJ/IMBaeTCA CO OHA HanpaBliEHUA 3aABUTENIO 3anpoca
YNOJIHOMOYE€HHOIro cbep,epaanoro opraHa NCMNONHNTENbHOW BNacTu 4o AHs nony4vyeHna MM cooTBeTCTBYyHOLLEro
oTBeTa.

5. OcHoBaHVeM st 0Tkasa B OpraHn3aLmm aKCnepTus, NPegyCcMoTPeHHbIX YacTbio 1 HACTOsILLEN CTaTbu,
ABNsieTca NpeacTaBneHne HeobXoauMbIX ANsi NPOBEAeHUs MPefyCMOTPEHHbLIX 3KCMepTU3 [OKYMEHTOB B
HenonHoM obbemMe WnNM HenpeacTaBreHne 3asiBUTENeM B YCTAHOBMNEHHbI CPOK OTBETa Ha 3anpoc
yNONTHOMOYEHHOro dhefeparnibHOro opraHa UCMONHUTENbHOM BNAcTy, a Takke NpeacTaBneHne 4OKYMEHTOB, He
copepXkalmx ncHeprnbiBatoLLEero nepeyHs HeobxoauMbIX CBEAEHWIA.

6. MNpn oTkase B opraHM3aLMM IKCNEPTU3bl, NPeLyCMOTPEHHOW NYyHKTOM 4 4yacTn 1 HacTosLen cTatby,
OOKYMEHTbI, BXOAsILue B COCTaB permcTpaLnuoHHOro 40Cbe Ha NekapcTBEHHbIN NpenapaTt ANng BeTepuHapHoro
NPUMEHEHMS, MOTYT ObITb BO3BPALLEHbI 3aSBMTESNIO HA OCHOBaHWMM €ro NMCbMEHHOTO 3anpoca, HanpaeneHHoro
B YNONMHOMOYEHHBbIV hefiepanbHbIi OpraH UCMONHUTENBHOW BracTu B TeYEHUe TpuauaTtn paboyumx gHel co OHS
MPUHATMSA  YNONMHOMOYEHHbIM befepanbHbIM OpraHoOM WUCMOMHUMTENBHOW BRacTu pelueHnss 06 oTkase B
opraHusaumy TakoM 3KCNepTU3bl. YMNOMHOMOYEHHbIN edepanbHbI  OpraH UCMOMHUTENbLHOW BracTu
BO3BpalLlaeT 3asBMTENK YKa3aHHble [OKYMEHTbl B TeYeHMe LecsTM paboumx OHEeW CO OHsl MOoNyyYyeHus
COOTBETCTBYIOLLIErO 3anpoca 3asiBUTens.

(4acTb 6 BBegeHa depepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

Cratba 20. DKcnepTM3a [OKYMEHTOB, MPEACTaB/AEHHbIX ANA OnpeAefNieHUs BO3MOXHOCTH
paccmaTpuBaTb NIEKAPCTBEHHbIM npenapat AAsA MEeAULMHCKOTO NPUMEHEHUA NpU  OCYLLECTB/IEHUM
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rocyAapcTBeHHOM perncTpaumm B Kayectse opdpaHHOro NeKapcTBeHHOro npenapara
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTusa OOKYMEHTOB, NpeaCTaBlieHHbIX AN onpeaeneHnss BO3MOXHOCTU paccMmatpuBaThb
NeKkapCcTBEHHbIN Mnpenapat Ans  MeAUUMHCKOrO MNPUMEHEHUSI NPU  OCYLLEeCTBMEHUM [OCyOapCTBEHHOM
permctpaumm B kadecTtBe oOpchaHHOro IeKapCTBEHHOro rnpenapaTa, COCTaBlIEHME KOMWCCUEN 3IKCMEPTOB
3aKMYeHNsT O BO3MOXHOCTM WM HEBO3MOXHOCTM paccmaTpuBaTb JIEKAPCTBEHHLIA Npenapat Aans
MELMLIMHCKOr0 MPUMEHEHMS MPU OCYLLECTBMNEHUM TFOCYAapCTBEHHOW perncrpaumm B KavyecTBe ophaHHOro
NIeKapCTBEHHOro npenapaTa 1 HanpaBfieHWe OAaHHOro 3aKoYeHUs B YNONTHOMOYEHHbIV doeaepanbHbl opraH
WCMNOSNTHUTENBHON BNACTU OCYLLECTBIISAIOTCA B CPOK, HE NpEBbIWAWMIA Tpuguatn paboumx OHeW co OHs
Nony4eHnst SKCMEPTHBIM ydYpeXaeHNeM 3adaHnst YNoSTHOMOYEHHOro doeaeparnbHOro opraHa UCNOSTHUTENbHOWM
BNacTU N B 3IIEKTPOHHOM OpPME MM Ha OYMaXKHbIX HOCUTENSAX HEOOXOAUMbBIX LOKYMEHTOB, YKa3aHHbIX B
nyHktax 1, 2, 5, 6, 10 yactn 4 n B 4yactu 7 ctatbn 18 HacToswero PegepanbHOro 3akoHa.

2. [lokymeHTbI, cogepalumecs B perncTpauuoHHOM 4OCke Ha NeKapCTBEHHbIV NpenapaT U NocTynueLine
Ha ByMaKHbIX HOCUTENAX B 3KCMEPTHOE yupexaeHne Ans OCyLEeCTBNEHUS UX IKCNepTusbl Ans onpegeneHus
BO3MOXHOCTM paccmaTpuBaTb NeKapCTBEHHbIM npenapaTt ANns MeOULMHCKOTO MPUMEHEHUS B KayecTBe
opdhaHHOro nekapcTBEHHOro npenapara, nogrnexar BO3BpaTy B YMNOMHOMOYEHHbIM beaeparnbHbin OpraH
NCMONHUTENbHON BNaCTW OQHOBPEMEHHO C 3aKIMIOYEHUSMM COOTBETCTBYIOLLMX KCNEPTUS3.

Cratba 21. PeweHne 0 BO3MOXKHOCTU pacCMaTPUBaTb JIEKAPCTBEHHbIU NpenapaT Npu ocyLw,ecTB/IEHUN
rocyAapcTBeHHOM perncrpaumm B Kauecrse oppaHHOro IEKAPCTBEHHOrO Npenapara
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cpok, He npeBbialoWwui NAT1 paboumx AHeNn Co AHA NONyYeHWs 3aKioYeHns, yKasaHHoro B Yactu 1
ctaten 20 Hactosiwero degepanbHOrO 3akoHa, YNOMHOMOYEHHbIW dhedepanbHbii opraH UCMONHUTENBHON
BMacTn OCYLLECTBMSIET OLEHKY MOMyYEHHOro 3akfioYeHns Ans onpeaeneHns ero CoOOTBETCTBUS 3adaHuio Ha
npoBedeHne COOTBETCTBYIOLLEN SKCNepTM3bl M yBEOOMMSEeT 3asBUTENs B OMEKTPOHHOW dopmMe unn Ha
OymaxHOM HocuTene O pesynbTatax MPOBEAEHHOM JKCNepTM3bl C MPUITOXKEHWEM KOMWM 3KCMEPTHOro
3aknoyeHns (C coxpaHeHMem KoHUAEHUMAanbHOCTU MHOPMaLnM O cOoCTaBe IKCMEPTHOM KOMWUCCUWM) U O
BO3MOXHOCTM WUNN  HEBO3MOXHOCTW paccMaTpmBaTb JleKapCTBEHHbIM npenapat and  MeauLMHCKOro
NPUMEHEHMS NPU OCYLLECTBNEHUN rOCYyAapCTBEHHOW permcTpauny B KadecTtBe ophaHHOro fekapcTBEHHOro
npenapara.

2. Ipw BbIHECEHUN KOMUCCUEN SKCMEPTOB 3aKIMOYEHNSA O BO3MOXHOCTM pacCcMaTpmBaTh NEKAapCTBEHHbIV
npenapaT gns MeauuMHCKOro NpUMeHeHUs Npu OCYLLECTBNEHUU rOCY0apCTBEHHOW perucTpaumu B KayecTse
OopchaHHOro NnekapcTBEHHOro npenapara YnorHOMOYEHHbIN defepanbHblid OpraH UCMOMHUTENBHOW BacTu B
CPOK, He NpeBbILIALLMIA NATU PaboUnX AHEN CO AHS NONYYEHUs] AAaHHOMO 3aKIMYEHWs, MPUHUMAET peLleHme o
Bbl4a4e 3afaHusa Ha NpoBedeHne aKCnepTu3bl KavyecTBa SIekapCTBEHHOrO CpeacTBa U 3KCNepTU3bl OTHOLLEHNUSA
OXMOAeMOW MofMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ang MeauuMHCKOro
NpUMeHeHNs B NOPsAKe YCKOPEHHOM npouenypbl 3KCNepTU3bl fIeKkapCTBEHHOrO cpeacTBa B COOTBETCTBMU CO
crtatben 26 HacTosiwero PegepanbHOro 3akoHa.

3. B cnyyae npvHATUSA pelleHuMs 0 HEBO3MOXHOCTM paccMaTtpuBaTh JIEKapCTBEHHbIM npenapaT Ans
MEOULMHCKOrO MPUMEHEHNS MPU FOCYAapCTBEHHOW perncrpauum B KavyecTBe OpP(aHHOro fekapCTBEHHOrO
npenapaTta YMNorHOMOYEHHbIA diedeparnbHbIi OpraH WCMNOMHMTENBHOW BracTu npekpawaeT npoueaypy
rocydapCTBEHHOW perncTpauum InekapCTBEHHOro npenapaTta. 3asiBuTenb BrpaBe obpatntbcsa B
PErNCTPUPYIOLLMIA OpraH C 3asiBIEHMEM O TOCYOAPCTBEHHOW perncTpauum ykasaHHOro JieKapCTBEHHOMO
npenapaTa B COOTBETCTBMM CO cTaTben 18 HacToswero PegepanbHOro 3akoHa.

CraTtba 22. YTpatuna cuny c 1 uiona 2015 roaa. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-03.

Ctatba 23. DKcnepTv3a KayecTBa /IeKapCTBEHHOrO CPeACTBA M SKCNEepTM3a OTHOLUEHUA OXUpaemou
NOoJib3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA JIEKAPCTBEHHOrO npenapara gisa MeAULMHCKOro NpumMmeHeHus
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCﬂepTM3a Ka4vyecCTBa J1EKapCTBEHHOIo cpeacTtBa U 3KCnepThn3a OTHOLUEeHUA oXngaemon nonb3bl K
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BO3MOXHOMY PUCKY NPUMEHEHWsT NIEKAapCTBEHHOIO npenapara And MeguumHCKOro NpMMEHeHWsl, CocTaBneHme
KOMMCCUAIMM 3KCMEPTOB 3aKIOYEHUA MO pesynbTaTaM NPOBEeAEHHbIX 3KCMEepTU3 U HanpaBlieHue 3dTux
3aKnOYEeHU B YNONMHOMOYEHHbIV beepanbHbIi OpraH UCMOMHUTENbHOW BNACTU OCYLLIECTBASAOTCA B CPOK, He
npeBbILLALWNA CTa AecaTy paboumnx AHer Co OHA NONyYeHNsT AKCNEPTHbIM yUpeXaeHMeM COOTBETCTBYHOLLENO
3afiaHus YNonHOMOYEHHOro heaepanbHOro opraHa UCNOMHUTENBHOM BNACTU U HEODXOAUMBIX JOKYMEHTOB B
3ANEKTPOHHON hopMe nnm Ha BymMadkHbIX HOCUTENSX.

2. B TeueHune geBsiHocTa AHEN CO AHS MOMYYEHUs1 pPeLleHust YNofIHOMOYEHHOro deaepanbHOro opraHa
WCMONMHUTENbHOW BRactTM O MpPOBEAEHUM IKCMEepTU3, MNpPeayCMOTPEHHbIX YacTbio 1 HacTosilel cTaTbMu,
3asBUTENb NPeACTaBNsAeT B 9KCNepTHOE yupexaeHue Ans npoBeaeHnNs SKCnepTu3bl KaYecTBa NekapCTBEHHOMO
cpeactBa oOpasubl NekapCTBEHHOrO MpenapaTta Ans MeOUUMHCKOrO MNPUMEHEHUS, MPOU3BEOEHHOIO B
COOTBETCTBMM C TPeBOBaHMAMM  OMbITHO-MPOMBILLNIEHHOrO U (MNK) NPOMBbILUNIEHHOIO  pernamMeHToB,
YTBEPXKAEHHbLIX PYKOBOAWUTENEM MPOU3BOAUTENS NEKApCTBEHHbLIX CPEACTB, a Takke B COOTBETCTBYHOLUUX
cnyyasix ob6pasubl hapmaueBTUYECKOW CyOCTaHUMK, TeCcT-luTaMMa MUKPOOPraHM3MOB, KyrbTypbl KIeTOK,
0o6pasubl BeLecTB, NPUMEHSIEMbIX OIS KOHTPONs KayecTBa NEKAapCTBEHHOro CPeAcTBa NyTeM CPaBHEHUS C
HAMW WCCNEedyeMOro nekapCTBEHHOIO CPeACTBa, B KONMMYecTBax, HeobxoAumbix Ansi BOCMpOU3BeaeHus
METOZOB KOHTPOSS Ka4YecTBa.

3. MNpuv nony4eHnn ob6pasLoB NekapCTBEHHOIO Npenapara u hapMaLeBTUYECKON CyOCcTaHLMm 3KcnepTHoe
yypexaeHue BbiAaeT 3asiBUTEN0 JOKYMEHT, NOATBEPKAAIOLLMIA NOMNyYeHNe yKa3aHHbIX 06pa3LoB, U B CPOK, He
npeBbILLaLWnA TpeX padbounx gHeW, yBeAOMMSET B ANIEKTPOHHON hopMe nim Ha GyMaykHOM HocuTene 06 aTom
YNOSIHOMOYEHHLIN doeaepanbHbli OpraH UCNOSTHUTENBHOM BacTu.

4. YxasaHHble B 4acTax 2 M 3 HaCTOsILEN cTaTbM CPOK ANA NpeAcTaBneHus 3asdsuTenem obpasuos
NeKkapCcTBEHHOro npenapata u QapmaueBTUYecKon CyobCcTaHuuMM U CPOK  YBEAOMIIEHUSA 3KCMEPTHbIM
yupexgeHmem o6 3TOM Ha DymaKHOM HocuTene ynosIHOMOYEHHOro dpeepansHOro opraHa MCMNONTHUTENbHOM
BNAcCTU He BKMIOYAKOTCS B CPOK MPOBEOEHUSA 3KCNEPTU3, NPESYCMOTPEHHbIX YacTbio 1 HAcTosILLEN CTaTbuy.

5. ,D,OKyMeHTbI, NOCTYyNnuBLLKNE B 3KCNEPTHOE y4pexaeHne ana nposegeHnd skCnepTns, npeayCMoTpeHHbIX
YyacTblo 1 HacTosALWEeN cTaTby, nognexaT BO3BpaTy B yl'IOJ'IHOMO‘-IeHHbIﬂ cbep,epaanblVl opraH NCMONHNTENBHOWN
BacTt 0OHOBPEMEHHO C 3aKIto4eHNUAMUN, NoJTyYeHHbIMU NO peldyribTaTaM COOTBETCTBYHOLLUX SKCNEePTUI.

CratbAa 24. JKCnepTM3a KauyecTBa JIEKAPCTBEHHOrO CPEeACTBA M 3KCMEPTU3A OTHOLUEHUA OXUAaemon
No/b3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenapara A5 BeTepUHapHOro npumeHeHus

1. JKkcnepTusa KayecTBa MekapCTBEHHOIO CpPeacTBa M 3KCNepTM3a OTHOLIEHMS OXMOAaeMou Momnb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWs1 NekapCTBEHHOro npenapara Ans BeTepUHapHOro NnpuMeHeHUs1, CoCTaBreHue
KOMUCCUAMMU SKCMEPTOB 3aKMYEHUA MO pesynbTataM yKasaHHbIX OSKCNepTu3 W HanpasfeHue Takux
3aKnioYeHnn B YNONMHOMOYEHHbIV befieparnbHbli OpraH UCMOMHUTENbHOW BNacTN OCYLLECTBIAIOTCA B CPOK, He
NpeBbIWAWMA cTa AecATM paboumx OHEeMW CO AHA MOSyYeHWst 3IKCMEePTHbIM YyyYpexaeHueMm 3agaHus
YNONTHOMOYEHHOro defeparnbHOro opraHa UCMONHUTENBLHON BNacTu € AOKYMEHTaMM, yKasaHHbIMW B 4acTu 3
ctaTbu 17 HacToswero ®enepanbHOro 3akoHa.

(B peq. ®PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 13.07.2015 N 241-93)

2. B TeyeHne Tpuguatn paboumx gHem co OHS NOSTyYeHWUsl pelleHust YNoNHOMOYEHHOro degeparnbHOro
OopraHa MUCMONHUTENbHOM BNACTU O NPOBEAEHUN YKa3aHHbIX B YacTu 1 HAcTosILLE CTaTbM SKCNEPTU3 3aaBUTESb
NPeACTaBrsieT B 3KCNEPTHOE yUpexaeHe AN NPOBEAEHMS 3KCNEPTM3bl KayeCTBa FIeKapCTBEHHOIO cpeacTea
0o0pasubl NleKapCTBEHHOro npenaparta ans BETEPUHAPHOro NPUMEHEHNS, NMPOn3BEAEHHOIO B COOTBETCTBUMN C
TpeboBaHUSIMN  TEXHOJTOTUYECKUX  PErNlaMEHTOB,  YTBEPXOEHHbIX  PYKOBOAUTENEM  MPOM3BOAUTENS
NeKapCTBEHHbIX CPEACTB, @ Takke B COOTBETCTBYHOLUUX Cry4asX TECT-LUTaMMbl MUKPOOPraHN3MOB, KyIbTypbl
KneTok, obpa3supbl hapMaueBTU4ECKon cydcTaHumm, obpasubl BELLECTB, MPUMEHSIEMbIE A1 KOHTPOISA KavyecTBa
NeKapCTBEHHOro CpeacTBa, B KONMMYECTBax, HeoOXoOUMbIX Ans BOCMPOM3BEAEHWUST METOAOB KOHTPOMs
kayecTBa.

(B peq. ®enepansHoro 3akoHa ot 02.08.2019 N 297-03)

3. MNpwu nonyyeHnn ob6pasLLIOB NEKAPCTBEHHOIO Npenaparta n dhapmaueBTUYECKON CybCTaHLMm 3KCnepTHOE
yupexgeHue BblAaeT 3asBUTENO AOKYMEHT, NOATBEPXKAAOLLMI NOSTydeHNe yka3aHHbIX 06pasLioB, U B CPOK, HE
npeBbIlLAWNA Tpex paboumx gHen, yBeAOMNsieT B MNUCbMEHHOM dopme 06 3TOM  YNOJSIHOMOYEHHbIN
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deaepanbHbIi opraH UCNOSHUTENBHOW BNacTMW.

4. Cpok ons npeacrasneHns 3assutenem obpasuoB fekapCTBEHHOro npenapaTa u hapmaueBTUYeckomn
cybCcTaHUUMM ©N CPOK yBEOOMMNEHWUS IKCMEPTHbIM ydypexaeHnem o6 9TOM B NUCbMEHHOW dopme
YMOMHOMOYEHHOro heaepansHOro opraHa UCMOMHUTENBHON BNACTU, YKa3aHHble B 4acTsax 2 U 3 HacTosALEeNn
CTaTbW, HE BKMNOYAKTCA B CPOK NPOBEAEHNS YKa3aHHbIX B YacTu 1 HACTOSALLEN CTaTbW 3KCNepTU3.

5. ,D,OKYMGHTI:I, NOCTynuBLUME B 3KCMEPTHOE y4dpexaeHune Ond nposeaeHuna yKasaHHbIX B 4acTu 1
HacTosILLEN CTaTbn QKCNepTn3, nognexart Bo3Bparty B yﬂOﬂHOMOHEHHbIVI cbep,epaanblﬁ opraH NCMNONHNTESNBbHON
B1acTt OQHOBPEMEHHO C 3aKIMi4YeHNAMUN No pe3yJibTaTaM YKa3aHHbIX 3KCNepPTUns.

CraTtbs 25. [oBTOpHOE NpoBeAeHUe sKCNepTU3bl 1IeKAPCTBEHHbIX CPeACTB
(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cny4yasx HegocTaToO4HOM OBOCHOBAHHOCTM UMM HEMOMHOTbI 3aKIMYEHUs KOMUCCUM SKCMEPTOB,
HanNU4Msa B HEM NPOTMBOPEUUBBIX AaHHbIX, panbCUUKaL M BeiIBOGOB 9KCNEPTU3bI JIEKAPCTBEHHOIO CPEACTRBA,
COKpPbITUSI OT YMOMHOMOYEHHOro dhefepanbHOro opraHa MCMNOMHUTENbHOW BracTM OCHOBaHMK Ans OTBoAaA
3KcnepTa BCMeACTBME €ro 3aMHTEePeCOBaHHOCTM B pe3ynbTaTaxX COOTBETCTBYIOLLEN IKCMepTUsbl, Hanuuusi
OaHHbIX O MPSAMOM NMOO KOCBEHHOM BMeELLATENbCTBE B MPOLECC COOTBETCTBYHOLIEN 3KCMEpTM3bl N, He
y4yacTBYHOLWMNX B €€ MNPOBedeHUW, HO OKas3aBLUMX BIMSIHWE Ha MNpPOLECC W pe3ynbTaTbl ee MpoBeAeHNs,
YMOSIHOMOYEHHbIM oefeparnbHbiM OpraHOM MCMONTHUTENbHOW BNAacTW Ha3Ha4vaeTcsl MOBTOpPHAas 3KcnepTtusa
NeKapCTBEHHOrO CpeAcTBa U (Mnn) aTMYeckas aKcnepTumaa.

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2. lNoBTOpHas aKcnepTu3a NeKapCTBEHHOrNO CPeAcTBa MPOBOAMTCA C Y4E€TOM pesynbTaToB paHee
NPOBEAEHHOW  3KCMEePTU3bl B  CPOK, YCTAHOBMEHHbLIN  YNOMHOMOYEHHbIM  ddedeparibHblM  OpraHom
NCMOMHUTENbHOW BMAcTM M He NpeBblWakrwmun Tpuguatm pabodmx gHeW CO OHS MOMyYEeHMs 3KCMEePTHbIM
yypexgeHnem 3agaHus Ha NpoBeAeHUe NOBTOPHOW 3KCNepTM3bl NeKapCTBEHHOMO CpeacTea.

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

3. ®uHaHcoBoe obecneveHve BbINOMHEHUS 3afaHUA Ha MpoBeAeHue MOBTOPHOW 3SKCMEepTU3sbl
NeKapCTBEHHOIO CPEeACTBA HE OCYLLECTBIIAETCS.
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

CTaTbAa 26. YCKOpeHHaA NpoueAypa 3KCNepTU3bl 1IeKapCTBEHHbIX CPeACTB

1. YckopeHHas npoueaypa akcnepTu3bl NEKapCTBEHHbIX CPEACTB B LieNsX rocy4apCTBEHHON peructpaunm
NeKapCTBEHHbIX MpenapaToB MPUMMEHSETCS B OTHOLUEHUMM OpdaHHbIX NEKapCTBEHHbIX NpenapaTtoB, NepBbiX
Tpex nNekapCTBEHHbIX npenapaToB, peructpupyembix B Poccuiickon depepaumm B KadecTse
BOCMPOU3BEAEHHbIX NEKapCTBEHHbIX MpenapaToB, O4epefHOCTb KOTOPbLIX OMNpeAenseTcs B COOTBETCTBUU C
HOMEpPOM U [aTON BXOASLUMX 3aABMNEHUA O roCcyfapCTBEHHOW perncrpauum rnekapcTBeHHbIX npenapaToB B
paMkax O[HOro MexXxayHapoOHOro HernaTeHTOBaHHOrO HauMMEeHOBaHMSA IeKapCTBEHHOro npenapata wnu
rpYynNMPOBOYHOrO  HaVMEHOBaHWSI  FIeKapCTBEHHOrO  npenaparta, W NeKapCTBEHHbIX  MpenapaTos,
npefHasHa4YeHHbIX UCKNIOYNTENBHO AN NPUMEHEHNUS HECOBEPLUEHHONETHUMM rpaxaaHamu.

(B peq. ®PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-93)

2. YcKkopeHHas npoueaypa aKcnepTu3abl fiekapCTBEHHbIX CPeACTB B LIENSX rOCYyAapCTBEHHOW pernctpaumm
neKapCTBEHHbIX NpenapaToB HE MPUMEHSIETCS B OTHOLLEHUN:

1) GuoaHanoroBbix (61ONOAOOHbLIX) NTEKapCTBEHHbIX NpenapaToB (0MoaHanoroB);

2) pedepeHTHbIX JNEKapCTBEHHbIX MpenapaTtoB (3a WCKMOYEHNEM OpdaHHbIX JIEKAaPCTBEHHbIX
npenapaTos);

3) BOoCNpon3BeaeHHbIX NeKapCTBEHHbIX NpenapaToB (3a UCKIIOYEHNEM MEPBbLIX TPEX PETNCTPUPYEMBIX B
Poccuiickon depepauum B KayecTBe BOCMNPOMU3BEAEHHBLIX NEKAPCTBEHHBLIX MpenapaTtoB W JEKAPCTBEHHbLIX
npenapaTos, NpeAHa3HaYeHHbIX UCKIMYUTENBHO ANsi MPUMEHEHUST HECOBEPLUEHHONETHUMU rpaXxaaHaMm);
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4) HOBbIX KOMOMHALWIN 3aperMcTpPMpPOBaHHbIX paHee NekapCTBEHHbIX NpenapaTos;

5) nekapcTBEHHbIX MpenapaToB, 3aperucTpypOBaHHbIX paHee, HO MPOU3BEAEHHbIX B OpPYrux
nekapcTBeHHbIX opMax B COOTBETCTBUM C NEpeYHEeM HAUMEHOBaHMN NeKapCTBEHHbIX )OPM M B HOBOM
O03MPOBKe.

(4acTb 2 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. YcKkopeHHas nmpouedypa 9KCNepTusbl EKapCTBEHHbIX CPEeACTB MPOBOAUTCA MO PELUEHUIO
COOTBETCTBYHOLLErO YMNOMIHOMOYEHHOTO diedeparnibHOro opraHa WCMNOMHUTENbHONW BRAcTM Ha OCHOBaHUM
3asBMeHNst 3asiBUTENS B CPOK, He MpEeBbILAOWMIA BOCbMUAECATM pabounx AHen. lNMpu 3TOM 3KcnepTusa
OOKYMEHTOB, COAEPXKALLMXCH B PEMMCTPaLMOHHOM A0ChE Ha flekapCTBEHHbIV Npenapart, MPOBOAMTCS B CPOK, He
npesblaoWwnn  gecatn paboumx AHEW, IKCNepTM3a KayecTBa JleKapCTBEHHOro cpeactsa WM aKcnepTmsa
OTHOLLIEHMS OXMAAEMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NEKapCTBEHHOro npenapara NpoBoaaTCs B
CPOK, HE MpPEBbLILIAOLLNNA LWEeCTUAECATN pabounx QHEN.

(4acTb 3 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oTHoweHun opdaHHbLIX NekapCTBEHHbIX MpenapaToB MoryT OblTb NpeacTaBneHbl pesynbTaTbl
OOKIMTUHNYECKUX WCCNEOOBAHUIA FeKapCTBEHHbIX CPEACTB W KIMHUYECKUX WCCNeAoBaHWuiA NeKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO MpPMMEHEHMs!, BbINOMHEHHbIX 3a npegenamu Poccuiickon depepauun B
COOTBETCTBMU C MpaBunaMu Hagnexatilen nabopaTopHoi NPaKTUKK U MpaBuiamMu Hagnexalen KnmHU4eckomn
NPaKTUKN.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. YckopeHHas npoueaypa 9KCMepTu3bl NeKapCTBEHHbIX CPeACcTB NpoBOAUTCA B Mopsigke,
yCTaHOBMNEHHOM cTaTbamn 17 - 20, 23 n 24 HacToswero degepansHOro 3akoHa, U He O3Ha4vaeT CHWXKeHUs
TpeboBaHui K 6e30nMacHOCTU, KavyecTBy N APPEKTUBHOCTU NleKapCTBEHHbIX NPenapaTos.

CratbAa 27. PelueHune 0 rocygapCTBEHHOM perucTpauum 1eKapcTBEHHOro npenapara

1. B cpoK, He NpeBbIWaLWNA ecaTn pabovmx QHEN CO AHS NONYYEHUS 3aKITFYEHNA KOMUCCHM 3KCNEPTOB
no pesynbTaTam 3KCMEepTMU3bl KayecTBa JIEKapCTBEHHOIO CPEACTBA M 3KCMEPTU3bl OTHOLLUEHUSA OXMOAEMON
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NEKAPCTBEHHOMO NpenapaTta, COOTBETCTBYOLLUIA YNOMHOMOYEHHbIN
deaepanbHbI opraH UCNOMHUTENBHOW BNACTK:

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

1) pa3mellaeT Ha cBoeM odumumanbHOM canTe B ceTu "NHTepHeT" COOTBETCTBYIOLLME 3aKMioyeHUs
KOMWUCCUM SKCNEPTOB U OCYLLECTBNAET UX OLEHKY AN onpefenieHns COOTBETCTBUS 3aJaHuio Ha NpoBeaeHune
3TUX KCNEPTUS3;

(n. 1 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NpUHMMaET peLleHne O rocyaapCTBEHHOW perucTpauum nekapcTBeHHoro npenapara unm o6 otkase B
rocyqapCTBEHHOMN perucTpauuny ekapcTBEHHOro npenapara;

3) BHOCUT MpU NPUHATUM PELLIEHNS O FOCYAapCTBEHHOW perncTpaLmm nekapcTBEeHHOro npenaparta AaHHble
O 3aperucTpMpoBaHHOM IleKapCTBEHHOM MpenapaTte, B TOM 4ucne o papmMaueBTU4eCcKkon cybcTaHumum,
BXOASLLEN B COCTaB JleKapCTBEHHOro npenaparta, B rOCy4apCTBEHHbIA PEeecTp JeKapCTBEHHbIX CPEACTB U
BblJaeT 3asiBUTENI0 pPErucTpauMoHHOE YOOCTOBEPEHME IIEKAPCTBEHHOrO npenapara, ¢opmMa KoToporo
YyTBEPXKAAETCA YMONHOMOYEHHbLIM beaepanbHbIM  OpPraHoM  WUCMOMHUTENBbHOW BMNacTW, COrfacoBaHHbIE
HOPMAaTUBHYIO [AOKYMEHTaLMI0, HOPMATUBHbLIA [OKYMEHT, WHCTPYKLMIO MO MNPUMEHEHUIO NEKapCTBEHHOIO
npenapaTta u MakeTbl NEPBUYHON YNAKOBKW U BTOPUYHOW (NOTPEOUTENbCKOM) YNaKoBKN C yKa3aHUMEM Ha HUX
HOMepa perncTpauuoHHOrO YOOCTOBEPEHMS JIEKapCTBEHHOrO Mpenapata WM Jatbl ero rocygapCTBEHHOM
pervcTpaumm unu B cny4vae nNpuHATUS pelleHnst ob oTkase B roCyAapCTBEHHOW perncTpaumm fiekapCTBEHHOIO
npenapaTa yBeLOMIISIET B NNCbMEHHON hopMe 3asiBuTtens o6 3TOM C ykaszaHMeM MpUYMH Takoro oTkasa. 3a
Bblgayy pPerucTpauuoHHOro yOOCTOBEPEHMSI JIEKApPCTBEHHOrO npenapata B3UMaeTCs rocyaapCTBEHHas
MoLuniMHa B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon Pegepaumm o Hanorax u cbopax.

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

2. OcHoBaHMeM pnsi OTkasa B I'OCY,EI,apCTBeHHOVI perncTpaunn nekapcTtBeHHOro npenapara Aana
MEONUNHCKOIo npMMeHeHuA ABNAeTCA 3akr4deHune CcOoOoTBeTCTByHWero ynosIHoMO4YeHHOro (bep,epaanoro
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opraHa WCMOMHWTENBHOW BriaCTM O TOM, YTO KayectBO U (Mnn) 3(PPEKTUBHOCTb PETNCTPMPYEMOTO
neKapCTBEHHOTO npenaparta Ans MegMUUHCKOro MPUMEHEHUs He NoATBEPXXAEHbI MONYYEHHBIMU AaHHBIMU UMK
YTO PUCK NPUYMHEHUSA Bpeda 300POBbIO YerioBeka BCMNeACTBME Npuema NekapCTBEHHOro npenapara ansg
MeAMLIMHCKOro NpUMeHeHNs npesbillaeT 3PEKTUBHOCTb €ro NPUMEHEHMS.

(vacTb 2 B peq. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3. [lloBTOpHOEe npeacTaBreHWe B COOTBETCTBYOLWMW  YNOMHOMOYEHHbLIN  bedeparnbHbli - OpraH
WCMONMHUTENbHOW BMAAacTU JleKapCTBEHHOIO npenapara, B OTHOWEHMU KOTOPOro MOfy4yeH OTka3 B
rocy4apCTBEHHOW perucTpauuM M KOTOpbIA BMOCNEACTBMU MOABEPICS M3MEHEHMI0 B 4YacTW ero CcocTaBa,
paccmaTpvMBaeTCs Kak npeAcTaBfieHWe HOBOIrO IeKapCTBEHHOrO MpenapaTa Ha ero rocy4apCTBEHHYHO
perucTpaumio He3aBNCUMO OT COXPaHEHUS! €ro NePBMYHONO HaUMEHOBaHKS.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Mpw npegocTaBneHnn 3asiBUTENEM B COCTaBe PErMCTPaLMOHHOMO 0Che Ha NlekapCTBEHHbIN NpenapaT
ONsi BETEepPUHapHOro NpMMEHEHMs KoMK peLLeHKs yNoNMHOMOYEHHOro dhefeparibHOro opraHa MCNONHUTENbHON
BMacTu O NPoOBeAEeHNN MHCNIEKTUPOBAHUS MPOU3BOANTENS NEKAPCTBEHHLIX CPeACTB CPOK NPUHATUSI peLleHns o
rocyqapCTBEHHOW  pernctpauum  NekapcTBEHHOro  npenapata Ansi  BETEPUHApHOro  NMPUMEHEHWs
npuMocTaHaBNMBAETCA CO OHS MONYyYEHUs 3aKNOYEeHWUN, yKasaHHbIX B 4acTu 1 HacToswen cTaTbW, OO0 OHS
MPUHATMS YNONMHOMOYEHHBIM beaepanbHbIM OpraHoM UCMOMHUTENbHOW BRAacTU pelleHnst o Bblaadye unm ob
OTKas3e B Bblaye 3aKi4YeHNsi 0 COOTBETCTBUMN NPOU3BOAUTENS NEKAPCTBEHHbLIX CPeACTB TpeboBaHUSM NpaBur
Haanexallen NPoVU3BOACTBEHHON NPaKTMKK, HO He Gornee Yem Ha CTO BOCEMbAECAT pabounx OHEN.

(4acTb 4 BBegeHa ®epepanbHbiM 3akoHoM oT 04.06.2018 N 140-$3)

5. OcHoBaHveM p[ns oOTkasa B rocygapCTBEHHOW peructpaumm JekapcTBEHHOro npenapaTta Ans
BETEPVMHAPHOIO  MNPUMEHEHUS  SABMSETCH  3aKMioYeHWe  YNONHOMOYEHHOro  dhedepanbHOro  opraHa
NCMOMHUTENbHOW BNAcTM O TOM, YTO KayecTBO U (Mnn) 3(PHEKTUBHOCTL PErMCTPUPYEMOro NeKapCTBEHHOMO
npenapaTta Onsd BETEPMHAPHOIO MPUMEHEHUS He MOATBEPXKAEHbl NOMYYEHHbIMW AaHHBbIMWM MW YTO PUCK
NMpUYMHEHNs Bpeda 340POBbI0  XKMBOTHOIO BCMEACTBME Mpuema NekapCcTBEHHOro npenapata  Ans
BETEPUMHAPHOIO MNPUMEHEHUs MpeBbllaeT SPPEKTUBHOCTL €ro NPUMEHEHUs, OTKa3 YrNOorHOMOYEHHOro
defepanbHOro opraHa MCMONHUTENbHOW BracTW B Bbldaye 3akoYeHUss O COOTBETCTBUM NPOU3BOAUTENS
neKapcTBEHHbIX CpeAcTB TpeboBaHWAM NpaBur Haanexalien npou3BOACTBEHHOW MPaKTUKU AN Kaxdom
NPOU3BOACTBEHHOW NMIIOLWAAKN  PErMCTPUPYEMOro IekapCTBEHHOro npenaparta Ans  BETepuvHapHOro
NPMMEHeHUsa B criyyae, ecriv NpousBOACTBO JleKapCTBEHHOro npenapaTta Ans BeTEPUHAPHOro NPUMEHEHUs!
ocywecTtBnseTcd 3a npegenamu Poccuiickon ®egepauun, unm oTCyTCTBUE TaKoro 3aKIoveHUs.

(vactb 5 BBegeHa PepepanbHbiM 3akoHoM OT 04.06.2018 N 140-$3)

CraTtba 27.1. B3anmo3sameHAeMOCTb IeKapCTBEHHbIX Npenaparos ANA MeAULUHCKOro NpuMmeHeHuUs
(B pea. PeneparnbHoro 3akoHa ot 27.12.2019 N 475-03)

1. Bs3aumo3sameHseMOCTb NeKapCTBEHHbIX NpenapaToB ANs MeAULMHCKOro NpUMEHEHUs onpeaensercs
YMOMHOMOYEHHbIM befepanbHbiM OPraHOM MCMOMHUTENBbHOW BIAcTU, OCYLLECTBISIOWNM rOCY4apCTBEHHYHO
perncTpaumio  nekapCTBEHHbIX MpenapaTtoB AN  MEeOMLUMHCKOTO MNPUMEHEHWs, B paMKax O[HOro
MEXAYHAPOAHOro HEMAaTEHTOBAHHOMO (UM XMMUYECKOrO, UMW rPynnMpoOBOYHOI0) HaMMEHOBAHWUSE HA OCHOBE
3aKMIOYEHNS KOMUCCUMM 3IKCMEPTOB IKCMEPTHOrO YUpPEXOAEHMS O B3aMMO3aMEHSIEMOCTU FEKapCTBEHHOro
npenapata ans MeAMLMHCKOro NPUMEHeEHUs1 MO0 O TOM, YTO NleKapCTBEHHbIV NpenapaTt ansg MeguuuHCKOro
NPUMEHeHMst He SBnsieTcs  B3aummo3aMeHsiemblM. [lopsigok  onpedeneHnss  B3aMMO3aMeEHSIeMOCTM
NekapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro npuMeHeHus n dopMa 3akodeHns KOMUCCUM 3KCNepPTOB
3KCMEPTHOTO YYPEXAEHUS O B3aMMO3aMEHSIEMOCTU J1EKApPCTBEHHbIX MpenapaTtoB Ans MegULMHCKOro
NpUMeHeHnst MO0 O TOM, YTO NEeKapCTBEHHbI npenapaTt Ans MeauLUHCKOro MPUMEHEHUSI He sBMsieTcs
B3aMMoO3aMeHsieMbIM, ycTaHasnusatoTcd [NpasutensctsomM Poccuickon degepaumu.

2. Komwuccusi 3KCMepToB SKCMEPTHOrO YYpeXAeHusl [aeT 3akfveHne O B3auMO3aMEHSEMOCTU
neKkapcTBEHHOro npenapara Anst MeaULMHCKOro NpUMeEHeHUst MMbo O TOM, YTO NekapCTBEHHbIN nNpenapar Ans
MEAMLMHCKOrO MPUMEHEHUS1 He ABMSETCS B3aVMO3aMEHsIEMbIM, Ha OCHOBAHWM CreayloLwmnx Kputepues
(xapakTepucTuk):

1) akBMBanNeHTHoOCTb (AN GuoaHanoroebix (6UoONog0OHLIX) NEKAapCTBEHHBIX NpenapaToB (bnoaHanoros)
- COMOCTaBMMOCTb) KaYeCTBEHHbIX U KONIMYECTBEHHbIX XapakTepucTuK hapmMauleBTUHeCKUX CybCTaHuui nnm
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COMOCTaBUMOCTb aHTUIEHHOro CocTaBa BaKUWH. Mcnonb3oBaHWe pasnuyHbiX conewr, 3upoB, KOMMMEKCOB,
N30MepOoB, KpucTannmyecknx hopM M ApyrMx NpPovM3BOAHbLIX OOHOrO U TOro Xe AEeNCTBYIOLLEro BelecTBa He
SABNAETCA NpendaTtcTBMEM ANdA onpeferneHusl B3aMMO3aMeHSeMOCTM NeKapCTBEHHbIX NpenapaTtos, ecnu npu
npoBefeHUn wnccnepoBaHus OUO3KBMBANEHTHOCTM FEKApCTBEHHOro Mpenapata WU UCCrneaoBaHud
TepaneBTMYECKOW 3KBUBANEHTHOCTU NEKapCTBEHHOrO Npenapara 4oKa3aHo OTCYTCTBUE KITMHUYECKM 3HAYUMbIX
pasnuumMn apmMakokMHETUKM KN (Unu) 3ddeKTMBHOCTM M 6e30macHOCTU MeKapCTBEHHOro npenaparta And
MeLMLMHCKOro NPUMEHEHMS;

2) 3KBMBANEHTHOCTb NEKapCTBEHHOM @opMmbl. 104 3KBMBANEHTHBIMW fEeKapCTBEHHbIMU dopMamm
MOHMMAITCA pasHble NekapCcTBeHHble opMbl, MMelLwmne OaMHakoBble crnocob BBedeHWs U crnocob
NpUMeHeHs, obnaparoLme COMOCTaBUMbIMU hapMaKOKMHETUYECKUMN  XapaKTepucTukamm "
dapmakonoruyeckum fdenctemem u obecneumsarolime Takke AOCTMKEHME HEeOOXOAMMOro KIMHWYECKOro
apcpekta. Pasnumuua nekapcTBeHHbiXx (OpPM He SABMASKOTCS NPEnSTCTBMEM Ons  onpegeneHust
B3aMMO3aMEHAEMOCTM  NeKapCTBEHHbIX  MpenapatoB, €Cnu  nNpu  NpoBedeHWM  nccnegoBaHus
BMO3KBUBANEHTHOCTU NEKAapCTBEHHOro npenapata WunvM MUccneaoBaHns TepaneBTUYECKOW IKBMBaNEHTHOCTM
neKapCTBEHHOro npenapaTa AoKa3aHO OTCYTCTBUE KITMHNYECKM 3HAYMMbIX Pa3nnyunin papMakoKMHETUKM U (1K)
a(bPEKTUBHOCTU 1 BE30MacHOCTU NeKapCTBEHHOMO Npenaparta Ans MeguUMHCKOrO NPUMEHEHNS;

3) 9KBMBANEHTHOCTb WM COMOCTABUMMOCTb COCTaBa BCMOMOraTeribHbiX BeLIeCTB JfleKapCTBEHHOro
npenapaTa Ans MeauuMHCKOro npumeHeHus. Pasnnyuns coctaBa BComMoraTenbHbIX BELWECTB NIEKapCTBEHHOrO
npenapata He SABMAAIOTCA MNPenaTCTBMEM [ANA  onpedeneHns B3anmMo3aMeHAEeMOCTW JIeKapCTBEHHbIX
npenapaToB, eCnn Mpu NpoBeAeHWM UccnegoBaHns OGMOIKBMBANEHTHOCTU NEKApPCTBEHHOro npenapata unwu
nccnegoBaHWs TepaneBTUYECKOM 3KBMBANMEHTHOCTM FleKapCTBEHHOro MpenapaTta [oKa3aHo OTCyTCTBMe
KMUHUYECKN 3HAYMMbIX Pa3nuynmn dapMakokUHETUKM 1 (nn) apdeKTMBHOCTU 1 6e30NacHOCTM NeKkapCTBEHHOMO
npenapata ANns MeAWUMHCKOro npuMeHeHus. [lpu  Hanmnuum  KIUHWYECKM  3HAQYUMbIX  Pasfnyuvn
hapMaKkokMHeTHKM u (Mnu) acbPeKTUBHOCTN U Be30NacHOCTU NeKapCTBEHHOro npenaparta aAns MeguumnHCKoro
NpMMEHeHNs B3aMMO3aMeHSeMOCTb ONPeaensaeTcs C yka3aHneM Ha UCKMoYeHne OTAernbHbIX Fpynn NauneHToB;

4) NMOEHTUYHOCTb cnocoba BBeaeHUs n cnocoba NPUMEHEHUA;

5) cooTBeTCTBME MPOM3BOAUTENA NEKapCTBEHHOro cpeactsa TpeboBaHWMsSM MNpaBwun Hagnexallein
NPOM3BOACTBEHHON MPaKTUKM.

3. OnpegeneHne B3aMMO3aMEHSIEMOCTUM BOCMNPOU3BEAEHHbIX JIEeKapCTBEHHbIX MpenapaToB AN
MEeOULUMHCKOTO NPUMEHEHUs, ykasaHHbix B 4Yactu 10 crtatem 18 HacToswero PegepanbHOro 3akoHa,
ocyuwecTtenseTcd 6e3 Heo6xo0AMMOCTU AoKa3aTenbCTBa NX BMO3KBMBANEHTHOCTN.

4. OcobeHHOCTM onpefeneHns B3aMMO3aMeHSEMOCTU BMONMOrMYecknx NeKapCTBEHHbLIX NpenapaTtos,
KOMOWHUPOBaHHbIX NEKAapCTBEHHbIX MPenapaToB (CoAepXalimx KOMOWHauMio AByX M Gonee OENCTBYHOLLMX
BELLECTB), NTEKAPCTBEHHbIX MpenapaTtoB ANA NapeHTepanbHOro NMTaHWs U HeLO3NPOBaAHHbLIX NEKAPCTBEHHbIX
npenapaToB ycTaHasnueatTcs NpaButensctBoM Poccunckon denepaumn.

5. Onpe/J,eneHVle B3anMo3aMeHAEeMOCTNU He OcCyllecTBndAeTCA B OTHOLWEeHUMn nekKapCTBEeHHbIX
pacTuTenbHbIX NpenapaTtoB, roMeonaTu4eCknx NeKkapCTBeHHbIX NpenapaToB.

6. (DOpMI/IpOBaHI/Ie nepeyHda B3alMO3aMeHAEMbIX J1IEKapCTBEHHbIX MpenapatoB AnAa MeaunuMnHCKOro
NPUMEHEHNA OCYLLECTBINAETCA 3KCNEepTHbIM Yy4ypexaeHnem nocpeancrtesom 06beguHeHnst JNeKapCTBEHHbIX
npenapatoB B OTAellbHble TIpynnbl, B Kaxgon u3 KOTOPbIX JieKapCTBEHHbIE TMpenapaTtbl ABIAKTCA
B3anMMO3aMeHAEeMbIMU.

7. B cnyyae BKMOYEHNS B MHCTPYKLUMIO NO MEAMLMUHCKOMY NMPUMEHEHWIO NTEKApPCTBEHHOIO Npenapara Ha
OCHOBaHUM pe3ynbTaToB COOTBETCTBYHLUMX UCCIEe0BaHMWIM NOKa3aHU Ansi NPUMEHEHNS, KOTOPbIE OTNNYaoTCS
OT noKasaHWh ANsi NPUMEHEHMSI APYIUX JEeKapCTBEHHbIX MpenapaToB W3 TPynnbl B3auMO3aMeEHSIEMbIX
neKapCTBEHHbIX MPenapaTos, B NepeyHe B3arMO3aMeHSAEMbIX JIEKAPCTBEHHbIX NPenapaToB AN MEANLUHCKOro
NpUMeHeHWs1 J0MKHa ObiTb YKasaHa COOTBETCTBYOLAas MHopMaLums.

8. lepeyeHb B3aMMO3aMeEHSIEMbIX EKAPCTBEHHbIX MpenapaToB Ans MeAUUMHCKOrO MNPUMEHEHNS
pasMeLlaeTcs YrorfIHOMOYEHHbIM defdepanbHbiM OpraHOM MWCMOMHUTENbHOW BNAacTW, OCYLLECTBISOWMUM
rocyapCTBEHHYIO PErMcTpaunio NeKapCTBEHHbIX MpenapaToB ANs MeAULMHCKOrO MPUMEHEHMSl, Ha CBOEM

125424, Mocksa, yn.Bacunua MNeTywkosa, 4. 8, opuc 207, ten.: 8 495 510 00 64

44


consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36CDC7F30B54E0518B508B22FC84538FF358A540260C5BB2FD4BC4195AB2FEF9F600CE42E2CF79D18q7l1P

/ON

N\ )4

Kapzo Cepm

ocmumansHom cante B cetun "UHTepHeT". VIHpopmMauns B nepeyHe B3anMO3aMeHSIeMbIX JieKapCTBEHHbIX
npenapaToB Ans MeOMUUHCKOrO NpuMeHeHus OoOHOBNsieTCA yKasaHHbIM  defeparnbHblM — OpraHoM
WCNONHUTENBHON BNacTU C Y4ETOM HOBbIX 3apErMCTpMpPOBaHHBIX NEKapCTBEHHbIX npenapaTtoB And
MELMLIMHCKOrO NPUMEHEHNA U BHECEHHbIX U3MEHEHUN B OOKYMEHTbl, COAEpXalUMecs B PeructpaumMoHHbIX
[0Cbe Ha 3aperncTpupoBaHHbIe NeKkapCTBEHHbIE NpenapaThl AN MeAULMHCKOro NPUMEHEHMS.

9. lNMopsiaok mcnonb3oBaHMsS WHGOpMauMM O B3aMMO3aMEHSIEMbIX JTEKApPCTBEHHbIX MNpenapaTtax Ans
MEOMLMHCKOrO TMNPUMEHEHUs W MNOpPsSiAOK [OayvvM  pasbsCHEHUA MO BOMpocaMm  B3aMMO3aMEHSIEMOCTHU
NIEKapCTBEHHbLIX MNpenapatoB AN MEOULUHCKOrO MpUMEHEeHWs ycTaHaBnwuBakTcs [1paBUTENbCTBOM
Poccuinckon ®egepaumn.

CraTtbA 28. PerucrpaymoHHoe ya0CcTOBEepEeHUE IEKapCTBEHHOrO nNpenapara

1. PerucTpauvoHHoe yaoCTOBEepEeHWE NeKapCTBEHHOMO Npenapara ¢ ykasaHneMm fekapcTBEeHHbIX (hopM 1
[03MPOBOK BblAaeTcs 6eccpoyHO, 3a WCKIHYEHMEM PErMcTPaulMOHHOIO YOOCTOBEPEHUS! JeKapCTBEHHOIo
npenapara, BblAaBaeMOro CO CPOKOM [OeiCTBMSI MATb feT, Ha BrepBble pernctpupyemblie B Poccuitckoii
denepaunu nekapcTBeHHble npenaparThbl.

2. o wucTevyeHun ykasaHHOrO B 4YacTu 1 HacTosillenh cTaTbM Cpoka BblgaeTcss GeccpoyHoe
perncTpaumMoHHOe yAOCTOBEpPEHWe feKkapCTBEHHOro mnpenapata npu  YCNoBuUW MNOATBEPXAEHWUS  €ro
rocygapCTBEHHON permctpaumm.

3. B cnyyae BHeceHus B cootBeTcTBMM co cTaTbamy 30 n 31 HacToswero ®depepanbHOro 3akoHa
N3MEeHeHW B cogepxalumnecs B perMcTpauoHHOM J0Cbe Ha 3aperncTpuMpoBaHHbIN fliekapCTBEHHbIV npenapart
OOKYMEHTbI, 3aTparmBaronx CBeAeHWsl, OTpaXeHHble B PerMcTpaLuoHHOM yAOCTOBEPEHUN feKapCTBEHHOMO
npenapaTta, YMNOMIHOMOYEHHbI dedepanbHbli  OpraH  MCMOMHUTENbHOW  BAacTM  BblgaeT  HoBOe
perncTpauMoHHOe YOOCTOBEpPEHVEe NIekapCTBEHHOrO npenapara, cogepallee BHECEHHbIE B HEMrO U3MEHEHUS.

(vactb 3 BBegeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

4. B cny4dae yTpaTbl UNun NOBPEXAEHUSA PEMMCTPALMOHHOIO YOOCTOBEPEHMWSA NTEKAPCTBEHHOIO Npenapara
Nno 3asBMEHUIO B MNUCbMEHHOW dopme AepxaTens WnvM Brajenbla perucTpaumMoHHOrO YAOCTOBEPEHUS
NeKapCTBEHHOro npenapara Uiy ynoHOMOYEHHON0 UMK APYroro puaMYeckoro nuua o Bbligade aybnukaTa
pervcTpaumMoHHOro yAOCTOBEPEHUS] FEeKapCTBEHHOrO npenapaTta YNoNHOMOYEHHbI defepanbHbIl opraH
NCMNOMHUTENBbHOW BMNAacTh B CPOK, HE MPEBbLILLAIOLWMA AeCATU paboynx OHEN CO OHSA NOCTYMNEHUS 3asiBNEHUS,
BblgaeT AybnukaT perMctpaunoHHOro yAOCTOBEPEHUsl fiekapCTBEHHOro npenaparta. 3a Bblgady gybnuvkarta
pervcTpaumMoHHOro yOoOCTOBEPEHMSA NEKAPCTBEHHOINO npenapaTta B3WMaeTcs rocyaapCTBEHHAs MownvHa B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccuickon degepaumm o Hanorax u cbopax.

(vacTb 4 BBegeHa dPepepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

CraTtbsa 29. MoaTBEpKAEHUE rOCYAaPCTBEHHOW perncTpaLmMm 1eKapcTBeHHOro npenapara
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

1. NoaTeBepxaeHue rocyfapCTBEHHON perucTpauny nekapcTBeHHOro npenapaTa OCYLLEeCTBNAETCA npu
Bblgaye 6eccpoYHOro perncTpauuoHHOro yaoCTOBEPEHUS NekapCTBEHHOro npenapara B cny4vae, ykasaHHOM B
YyacTtu 2 cTatby 28 HacTosiwero PefepanbHOro 3akoHa, B CPOK, HE NPEBbILAaoLWUI LecTuaecaTn pabodmx gHew
CO OHA NOoNnyyYeHWsi COOTBETCTBYIOLUM YNONHOMOYEHHbLIM befeparbHbIM OpraHoM UCMOMHUTENbHOW BNacTu
3aaBneHnss O MOATBEPXAEHUU rocydapCTBEHHOW  peructpauuu  fekapcTBeHHOro npenaparta. He
OCYLLLEeCTBNSAETCSH MOATBEPXAEeHNEe rocyAapCTBEHHON perncTpauumn B OTHOLLEHUN fleKapCTBEHHOro npenapara,
He HaxogmBlleroca B obpaileHun B Poccunckon denepaumm B TeyeHue Tpex M Oonee neT, a Takke B
OTHOLLEHMN FEeKapCTBEHHOro CPeacTBa, MNPOU3BEAEHHOrO C HapyleHvem TpeboBaHuWs, YCTaHOBNEHHOro
YyacTbto 3.7 cTatbn 71 HacTosLwero degepansHOro 3akoHa.

2. 3asBneHvMe O noATBEPXOEHMM TOCYOapCTBEHHOW permcTpauvm fekapCTBEHHOro npenapata Angd
MeANLUUHCKOro NMpUMEHEeHUs nNpeacTaBnsaeTcs B COOTBETCTBYHOLLMIA YNOSTHOMOYEHHbIM (hedepanbHbIi opraH
WCNONHUTENBHOW BMNAacTM He paHee 4YeM 3a CTO BOCEMbAECAT OHEeN [0 WCTEeYEeHUs Cpoka [encTsus
perncTpaumoHHOro yA0CTOBEPEHNSI NeKapCTBEHHOro npenapaTa 419 MeAULUMHCKOro NPUMEHEeHNS.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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2.1. 3agBneHne O MOATBEPXAEHMM FOCYOAPCTBEHHOW perucrTpaumvM nekapCTBEHHOro npenapaTta Aans
BETEPVHAPHOIO NMPYMEHEHNS NPEACTaBMSAETCA B COOTBETCTBYIOLMUIA YNOMHOMOYEHHbIN ddeaepanbHbIf opraH
WCNONHUTENBHON BNAcTUM HE paHee 4YeM 3a CTO BOCEMbAECAT OHEN [0 WCTEeYEeHUs Cpoka OencTBusd
perncTpaumoHHOro yAOCTOBEPEHUSA NEeKapCTBEHHOro npenapata Ans BETEepUMHaApHOro MNPUMEHEHUS U He
no3aHee OKOHYaHUA CpoKa ero AenCTBuS.

(vacTb 2.1 BBeaeHa depepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

3. lMNMopTBepxaeHWe rocynapCTBEHHOW perncrpauum NekapCTBEHHOro npenapaTta OCyLlecTBNsaeTcs no
pesynbTaTtam 9KCNepTU3bl OTHOLLEHMWS OXUOAEMOM MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWS NIeKapCTBEHHOIO
npenapata Ha OCHOBaHUW pe3yrnbTaTOB MOHUTOPMHra 3deKTMBHOCTM M Be30MacHOCTM NeKapCTBEHHOrO
npenapaTa, NPOBOAMMOrO AepXaTenem Unv BnagernsLemM permcTpaumoHHOro YaoCTOBEPEHWS NIEKAPCTBEHHOIO
npenapaTa Moo yNnosIHOMOYEHHBIM UMW HOPUOUYECKAM NNLIOM, a TaKKe COOTBETCTBYHOLLUMM YMONTHOMOYEHHbIM
hbenepanbHbIM OpraHoM UCMOMHUTENbHOW BNAcTU B COOTBETCTBMM C TpeboBaHMAMM cTaTbn 64 HacTosILLero
degeparnbHOro 3akoHa.

4. K 3aaBneHuo o noaTreepXXgeHun rocyp,apCTBeHHon pernctpaunn nekapcrtBeHHOro npenapara and
MeONUNHCKOIro nNnpuMeHeHuna npunararTca:

1) [OOKYMeHTbl, coAepxalwme pesynbTaTbl MOHUTOPMHra 3ddeKTUBHOCTM UK BesonacHocTu
nekapcTBEHHOro npenaparta Ans MeaMLMHCKOro NpUMEHEHUs, MPOBeAEHHOro AepXaTeneM unv Bnagesnbuem
PerncTpaumMoHHOro YOOCTOBEPEHUSI NEeKapCTBEHHOro npenaparta Ans MeauUMHCKOro npuMeHeHust nnéo
YNOMHOMOYEHHBIM MM OPUOMNYECKUM TMLOM, MO hopMe, YTBEPXKAEHHOW YMONHOMOYEHHbIM ddeaeparbHbIM
OpraHoM MCMOMHUTENbHON BNacTy;

2) KOMus NULLEH3MM Ha MPOM3BOACTBO NEKAPCTBEHHbBIX CPEACTB UMM KOMUS 3aKIMYEHNst O COOTBETCTBUM
Npon3BOOUTENS NEKAaPCTBEHHbIX CPeAcTB TpeboBaHMAM MpaBuN Hagnexalen Npou3BoACTBEHHOW NPaKTUKMK,
BbldaHHbIX  YMOSIHOMOYEHHbIM bedeparnibHbIM  OpraHOM  MCMOMHUTENbHOW  BfacTM B OTHOLLEHUM
NpOV3BOACTBEHHOM MMOLLAAKN NEeKapCTBEHHOIO Npenapara Ang MeguuMHCKOro NpUMeHeHUs, rocyaapcTBeHHas
perncTpaumsi KOToporo noATBEPXX4aeTcs B crnydae, ecnv npou3BOACTBO NEKApPCTBEHHOro npenaparta Aans
MeLMLMHCKOro NpuMeHeHns ocyllecternsieTca B Poccuickon ®egepauny;

3) Konnsi BbI4@HHOW YMOMHOMOYEHHbBIM OpPraHoM CTpaHbl MPOU3BOAUTENS NIMLEH3UN Ha NMPOU3BOACTBO
rNiekapCTBEHHOro npenaparta Ans MegULMHCKOro NPUMEHEHNSI U ee NePeBO, Ha PYCCKUIA A3bIK, 3aBEPEHHbIE B
YCTaAHOBMEHHOM MOpPsSAKe, @ TakKe KOMWUS 3aKMiYeHUs O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX
cpeactB TpeboBaHUAM MpaBun Hagnexailen Npoun3BOACTBEHHOW MPAKTMKKU, BbIAAHHOTO YNOSIHOMOYEHHbLIM
denepanbHbiM  OPraHOM  MUCMOMHUTENbHOW BRactM B OTHOLIEHMM NPOWU3BOLACTBEHHOW  MIOLLAAKM
NeKapCTBEHHOro npenapata Ans MeOULUMHCKOrO MpPUMMEHEHUS, rocyaapCTBEHHas perucrpauust KoToporo
NOATBEPKAAETCH, UMM KONUSA PELLEHMS YNONTHOMOYEHHOrO dedepanbHOro opraHa UCNOJIHUTENBHON BNacTu o
NPOBEAEHUN WHCMNEKTUPOBAHUSA MNPOM3BOAMTENST NEKAPCTBEHHbLIX CPEACTB B Crly4ae, ecniv Npou3BOACTBO
NeKapCcTBEHHOrO npenapara Ans MeAWLMHCKOro MpUMEHeEHUs ocyllecTBnseTca 3a npegenamu Poccuickom
degepaumm.

(vacTb 4 B peq. ®PepepansHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B OTHOWEHUN OMONOrMyecKknx nekapCTBEHHbIX MpenapaTtoB ANs MEAULMHCKOrO MpUMEHEHUs
3aaBuUTENb  AOMOSMHUTENbHO MNpPeACTaBnsieT pes3ynbTaTbl  MEpPonpuUAaTUN, NPEeaYCMOTPEHHbIX MMaHOM
yrpaBneHnsa puckamu, yTBEPXAEHHbIM YNOTHOMOYEHHbIM dhefeparnibHbiM OpraHOM UCMOJTHUTENBHOW BracTu
npyv OCYLLECTBNEHNN TOCYOAAPCTBEHHOM perucTpauumn IekapCTBEHHOro mnpenaparta ans MeguuMHCKOro
NPUMEHEHNS.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.2. K 3aaBrneH1io 0 NoagTBEPXKAEHUN rocyfapCTBEHHOW perncTpaummn nekapcTBeHHOro npenaparta gns
BETEPUHAPHOrO NPUMEHEHWs npunaralTcd [AOKYMEHTbl, coAepxaliue pesynbTaTbl MOHUTOPUHra
acphekTMBHOCTM 1 BGe3oNacHOCTN NekapCTBEHHOMo Npenapara Ans BeTepnHapHOro NpUMeHeHns1, NpoBoAMMOro
Jepxartenem unu BnagenbLeM perncTpaumMoHHOro YOOCTOBEPEHUS fekapCTBEHHOro npenapata Ans
BETEPUHAPHOIO NMPUMEHEHUST NIMBO YNONTHOMOYEHHBIM UM HOPUOUYECKMM NULIOM, MO opMe, YTBEPXKOEHHOM
YNOSIHOMOYEHHbIM beaeparibHbIM OPraHoM UCNOSTHUTENBHOM BAACTU, U OKYMEHTbI, YKa3aHHble B NyHKTax 1, 2
- 2.2, nognyHkrax "a", "6", "k", "n" nyHkta 4 yactu 3 ctatbu 17 HacTosilero degeparnbHOro 3akoHa. B oTHoLWeHUK
MMMYHOOMOMNOrMYeCcKknx NeKapCTBEHHbIX NpenapaTtoB AN BETEPUMHAPHOIO NPUMEHEHUs He MPeaCcTaBrsTCA
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cBefeHuns, ykasaHHble B noanyHkTe "K" nyHkta 4 yactu 3 crtaTtbu 17 HacToswero denepanbHOro 3akoHa. B
OTHOLLIEHMM NEKApPCTBEHHbIX MpenapaTtoB Afi BETEPUHAPHOIO MPUMEHEHUS!, MOMYYEHHbIX C MPUMEHEHMEM
reHHO-NHXEHEePHO-MOANMULNPOBAHHBLIX OPraHM3MOB UMM COAepXallMx Takue OpraHuM3mbl, AOMONTHUTENbHO
NpeacTaBnsaTCS CBeAEHUS, yKazaHHble B nyHkTe 13 yactu 3 ctaTbu 17 HacTosiwero PegepanbHOro 3akoHa.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHoM OT 04.06.2018 N 140-93; B pen. PenepansHOro 3akoHa
ot 02.08.2019 N 297-93)

4.3. C 3agBneHMeM O noaTBepXAEeHWM roCyoapCTBEHHOM perucTpauumn nekapCTBEHHOro npenaparta
3aaBuUTENb NpeacTaBnseT KOMuio AOKYMEHTa, MOATBepXOallero ynnaty rocyaapCTBEHHOW MOWMWMHBI 3a
noaTBEPXKAEHMNE FOCYOApCTBEHHOW perMcTpauumn nekapCcTBEHHOro npenapara, nubo MOXeT npeactaBuTb
YKa3aHHbIA OOKYMEHT no cobcTBeHHOM uHuMumMatMBe. B cnyyae HenpeactaBneHwWs yka3aHHOro OOKYMEHTa
YMOMHOMOYEHHbIV heaepanbHbIv OpraH UCNONHUTENBHON BRacTy NpoBepsaeT hakT ynnaTtbl rocyaapCTBEHHOMN
MOLLUSMHbI 3asiBUTENIEM MOCPEACTBOM MCMOMb30BaHMSA MHopMauun o6 ynnate rocyaapCTBEHHOW MOLUMMHDI,
copgepxawencsa B [ocygapcTBeHHOW WMHEAOPMALMOHHOM CUCTEME O FOCYOAPCTBEHHBLIX M MYHULMMNANbHbIX
nnartexax, Ha OCHOBaHWM NpPEACTABMIEHHON 3asiBUTENEM KOMUM OOKYMEHTa, NnoaTBepXdatowero ynnarty
rocyaapCTBEHHOW MOLUSNHBI.

(4acTb 4.3 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. B TeyeHue gecsatn pabounx gHEN CO OHS MPUHATMSA 3as8BreHNs O NOATBEPXAEHUW rocygapCTBEHHON
peructpaumMmM nekapCTBEHHOrO nMpenapata WM [OOKYMEHTOB, cogepXawux pesynbTaTtbl MOHUTOPUHIa
abdhekTMBHOCTN M Be3onacHOCTM NeKapCcTBEHHOro npenapara, NpoBOAMMOro AepxaTenem unv Bnagensuem
perncTpaumMoHHOro yaoCTOBEPEHNS NeKkapCTBEHHOro npenaparta fimbo ynonHOMOYEHHbIM UMW FOPUANYECKUM
nMLOM, YNONMHOMOYEHHbIN dheaepanbHbIi OpraH UCMONHUTENBHOW BriacTu:

1) npoBOAUT MNPOBEPKY MNOJIHOThbI cBedeHun, coaepxawmxca B npeacrtaBfieHHbIX  3adBUTENEM
OOKyMeHTax;

2) npuHMMaeT pelueHne O npoBefeHun unm ob oTKase B MPOBEAEHUN IKCMEPTU3bl OTHOLUEHUS
OXMOaeMoW Momnb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWS TEKapCTBEHHOro npenapata Ha OCHOBaHWMW
pe3ynbTaToB MOHUTOPMHIa 3ddEKTUBHOCTM M Ge30MacHOCTU NeKapCTBEHHOro npenapaTta, NpoBOAUMOro
aepxatenem wunu BragenbLeM perucTpaLyoHHOIO YyOOCTOBEPEHMS IeKapCTBEHHOro mnpenapata nmbo
YMOMHOMOYEHHBIM UMW HOPUOMYECKM NULIOM, a Takke defepanbHbiM OpraHOM MCMOMHUTENbHON BRactu B
COOTBETCTBMU C TpeboBaHUAMU cTaTbm 64 HacTosiwero defepanbHOro 3akoHa;

3) yBegoMnsieT B AMEKTPOHHON hOpMe NN MUCbMEHHON hOopMe 3asiBUTENS N SKCNIEPTHOE yupexaeHue
O MPUHATOM peLleHun NMbo B cnyvyae NPUHATUSA pelleHns o6 oTkase B NpOBeAEHWMU IKCMepTusbl ykasblBaeT
NPUYMHBI TAKoro oTkasa.

6. B cnyyae BbIiBNEHWs HEJOCTOBEPHOCTU M (MNN) HEJOCTaTOMHOCTU MHOopMaLuK, coaepxalleincs B
npeacTaBreHHbIX 3asBUTENEM JOKYMEHTaXx, YNONIHOMOYEHHbIN dheaepanbHbI OpraH UCMONHUTENBHON BracTu
HanpaBnseT 3asBuTEN 3anpoc 00 YTOYHEHWM YKa3aHHOW WHopMaumMn. 3anpoc YNOMHOMOYEHHOrO
denepanbHOro opraHa UCMONHUTENbHOW BNAcTX MOXET ObiTb NepefaH YyNnorHOMOYEHHOMY NPeACTaBUTENHO
3asBUTENSsI TMYHO NOA PACnUCKy, HaNpaBneH Mo NoYTe 3akasHbIM MMCbMOM MW NepeaH B 3NeKTPOHHOM hopme
Nno TEeneKkOMMYHUKaLUMOHHbIM KaHanam cBsi3n. B cnyyae HanpaBneHuss 3anpoca ynofIHOMOYEHHOro
chenepanbHOro opraHa UCMONHUTENBHOWM BNACTX NO NOYTE 3aKa3HbIM NMUCbMOM OH CHATAETCS MONYYEHHbIM MO
NCTEYEHNM LLECTN AHEN C AaTbl HAaNpaBneHUst 3aka3HOro NUCbMa.

7. 3agBuTenb 00s3aH MpefcTaBUTb OTBET HaA 3anpoc YMNONIHOMOYEHHOro defepanbHOro opraHa
WCNOSTHUTENBHON BRACTM B CPOK, HE MpeBbIIaoLWLmMi eBSHOCTaA paboumnx gHen co gHA ero nony4veHus. Cpok,
yKasaHHbIM B 4acTn 5 HacTosdLllen cTaTbu, NPUOCTaAHABNMBAETCA CO OHSA HanpasfieHus 3adBUTEnNto 3anpoca
YNOSIHOMOYEHHOro doeiepanbHOro opraHa UCNOSTHUTENBHOW BacTu A0 OHS NOSTyYeHUss UM COOTBETCTBYIOLLErO
oTBeTa W He YyuTbiBaeTCa Mpuv UCYMCIEHUM CpoOKa MNOATBEPXKAEHUS rOCYAapCTBEHHOW perucTpaumm
nekapCcTBEHHOro npenaparTa.

8. OcHoBaHVeM Ans OTKkasa B npoBeaeHnn akcnepTmn3bl OTHOLLEHUA OXngaemMomn nonb3abl K BO3MOXHOMY
PUCKY MNMpuUMeHeHNA IneKapCTBEHHOro npenaparta aABndeTCcA npencrtaBneHne [OOKYMEHTOB, coepiKalunx
pe3ynbTaTtbl MOHUTOPUHIA Sde)eKTVIBHOCTI/I 1 6esonacHoCTU JNIeKapCTBEHHOro npenaparta, n (Vlﬂl/l) B OTHOLLEHNN
ononorn4yeckmnx NNeKapCTBEHHbIX MnpenapaTtoB pe3yrnbTaToB OCYLUEeCTBIIEHUA MepOI'IpI/IFITI/IVI B COOTBETCTBUU C
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NNaHOM ynpaBreHWns puckamu, yTBEPKAEHHbIM YNOMHOMOYEHHbIM deaeparnibHbIM OPraHoM MCNOMHUTENbHOW
BMacTy npu OCYLUECTBMEHWMN rOCyAapCTBEHHOW pernctpaumm nekapCTBEHHOro npenapaTta, B HEMNOMHOM
obbeme, oTcyTcTBUE WHOpPMaLMK, noaTBepxaawwen ¢akr ynnatel rocyaapCTBEHHOW MOLWUMMHBI 33
NOATBEPKAEHNE TrOCYAapCTBEHHOW permcTpaumMmM nekapcTBEHHOro npenapaTa, nuMbo HenpeactaBneHue
3asgBMTENEeM B YCTAHOBIMEHHbIM CPOK OTBETa Ha yKa3aHHbIl B 4YacTu 6 HacToslen craTbu 3anpoc
YNONTHOMOYEHHOro beaepanbHOro opraHa WCMONMHUTENbHOM BNAacTW, a Takke OTCYTCTBUE B YKa3aHHbIX
OOKYMeHTax nHdopmMaumu, Kotopas AormkHa BbiTb B HUX OTpaXeHa.

9. OKkcnepTu3a OTHOLIEHUS OXMOAEMOW MOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS] NEKAPCTBEHHOIO
npenapara B Lefsax NoATBEepKAEHUS rocyaapCTBEHHON perncTpaumm iekapcTBEHHOTO Npenaparta NpoBoanTCS
KOMWCCUEN IKCNIEPTOB SKCMNEPTHOIO YYPEXKAEHMS B CPOK, HE MPEBLILLAOLLMIA COpoka paboymx OHEN.

10. B cnyyae HegocTaTouHOCTM NpeAcTaBNeHHbIX AKCNEPTY MaTepuanoB ANg Aadn 3aKodeHns akenepT
obpallaeTcs K pyKoBOAUTEMO SKCNEPTHOrO yupeXaeHus O npefocTaBneHun eMmy HeobxoamMMblx MaTepmuanos.
PykoBoanTenb aKkCnepTHOro yypexaeHus obpaljaeTcsa ¢ COOTBETCTBYHOLLMM 3anNpocoM B YNOSTHOMOYEHHbIN
benepanbHbIN OpraH UCMOMHUTENbHOW BNAcTW, BblAABLUMA 3aaHNE Ha NPOBEAEHME IKCNEPTU3bl OTHOLLEHMS
OXMAaeMom Nosnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NEKAapCTBEHHOIO NpenapaTa Ha OCHOBaHUM JOKYMEHTA,
coAepxallero pesynbTtatbl MOHUTOPUHra 3dEKTUBHOCTN M Ge30MacHOCTU NekapCTBEHHOro npenapaTa. B
TeyeHne nNsATM paboumx OHeW cO OHS MOCTYMNIIeHUs 3anpoca PYKOBOAWUTENS SKCMNEPTHOro yupexaeHus
yKasaHHbI beaepanbHbIi OpraH UCMOSNHUTENBHOW BNacTu HanpaensieT 3asiBUTENIO 3anpoc O npeacTaBfieHnn
HeobxoQuMMbIX MaTepuarnoB, KOTOPbIN MOXET ObiTb NepedaH YNosIHOMOYEHHOMY NPeACTaBUTENO 3asBUTENS
NINYHO NOpA PacnuCKy, HanpaBfieH Mo Mno4yte 3akasHbiM MUCbMOM WM NepefaH B 3MEeKTPOHHOM dopme Mo
TENeKOMMYHMKaLMOHHBIM KaHanam cBsi3u. B cnydyae HanpaBneHus 3anpoca ynonHOMOYeHHOro doegeparnbHoro
opraHa WCMOSMHUTENBHOM BAcTM MO MOYTe 3akasHbIM MUCbMOM OH CHMTAETCs MOMyYEHHbIM MO MCTEYEHUU
LIeCTW AHEN C AaThbl HaNpaBneHUs 3aka3Horo NMcbma.

11. 3asButenb 00si3aH NpeAcTaBMTb OTBET Ha 3anpoc YMNOSTHOMOYEHHOro deaepanbHOro opraHa
WCNOSMHUTENBHON BfacTM B CPOK, HE MPEBbILAKWUA WeCcTuaecaTm paboynx AHerW Co OHSA MonyveHus
yKa3aHHOro 3anpoca. YNOfHOMOYEHHbIN heaepanbHbIi OpraH UCNOSTHUTENBHOW BRacTu, BblAaBLUUI 3afaHue
Ha MpoOBEAEHWE 3IKCNEepTU3bl OTHOLUEHMS OXWMOAEMOW MOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
neKkapcTBEHHOro npenapata Ha OCHOBaHWM [OOKYMEHTa, cofepXallero pesynbTatbl MOHUTOPWUHra
acpbekTnBHOCTM U Be3onacHOCTM JeKapCTBEHHOrO Mpenaparta, B TeYeHwe NATU paboumx OHem co AHs
NOCTYNNeHns OT 3asdBUTENs OTBeTa Ha 3anpoc YNONHOMOYEHHOro dedepanbHOro opraHa UCMOMHUTENbHOW
BNacTU HanpaBnsdeT 3TOT OTBET B 3KCMEPTHOE yupexaeHue. B cnyyae HenpeactaBneHuWst No UCTEYEHUM
wectugecatn pabounx gHewn 3asiBUTENEeM OTBETa Ha yKasaHHbIA 3anpoc YMNOSIHOMOYEHHbIN heaepanbHbIn
OpraH UCMOSIHUTENBLHOW BNACTW, BblAABLUMIA 3a0aHUE HA MPOBEAEHME 3KCMEPTM3bl OTHOLUEHUSI OXUMOAEMOM
nonb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHWUs FEKApPCTBEHHOrO npenapata Ha OCHOBaHWW [OOKYMEHTa,
copepxawero pesynbTatbl MOHUTOPUHIa 3EKTUBHOCTM N Ge30MacHOCTN NeKapCTBEHHOro npenapara, B
TeyeHne NsaTM paboymx OHEen HanpaBnsieT B 3KCMEPTHOE yYpexAeHne yBeOOMIeHMe O HenpeacTaBfeHun
3asBUTENEeM OTBETa Ha 3anpoc yKasaHHOro opraHa. Bpemsa co gHA HanpaBneHus 3anpoca 3KCnepTHOro
yupexaeHus B YMNOMHOMOYEHHbIN dhefeparnbHblii OpraH WCMNOMHUTENbHOW BNacTu A0 OHA MNONyyYeHus
3KCMEPTHLIM yypexaeHnem oTBeTa Ha 3anpoc UNuv yBeAOMIIEHUSA O HenpeacTaBneHUnM oTBeTa Ha 3anpoc He
YUMTbIBAETCS MPU UCHUCTIEHUMN CPOKa NPOBEAEeHUSA SKCNEePTM3bl OTHOLLEHUS OXMUAAEMOW NOSb3bl K BO3MOXHOMY
pUCKY MPUMEHEHUA NeKapCTBEHHOro npenaparta Ha OCHOBaHWM [OKYMEHTa, cofepXallero pesynbTaThbl
MOHUTOpUHra 3¢ eKkTMBHOCTM U BEe30MNacHOCTM NIeKapCTBEHHOrO Npenapara.

12. B cpok, He MnpeBblarWmi gecatn paboumx OHEW CO OHSA MOSyYEeHUs] 3aKITYEHUS KOMUCCUU
3KCNEepTOB MO pe3ynbTaTtam 3KCNepTU3bl OTHOLLIEHNS OXUOAAEMOWN NOJSib3bl K BO3MOXHOMY PUCKY NPUMEHEHNS
neKkapCcTBEHHOro npenapaTa, COOTBETCTBYIOLIMN YNONMHOMOYEHHbIN dhefeparibHbli OpraH UCMOMHUTESNbHON
BnacTu:

1) OCYyLLEeCTBIIAET OUEHKY 3TOro 3aKnw4eHua Ona onpepgeneHna ero CoOoTBEeTCTBUA 3adaHUKD Ha
npoeegeHne yKa3aHHOI71 9KCNEPTU3bI;

2) NpUHUMaET peLleHne O NOATBEPKOEHUM rOCYAapCTBEHHON perncTpaumm ekapcTBEHHOMO npenapara
nnm 06 oTkase B NOATBEPXKAEHUN rOCYAapCTBEHHON perMcTpaumm nekapcTBEHHOro npenapaTa;

3) BHOCUT NMpn NPUHATUN peLLUEHNA O NoaTBEPXAEHUN I'OCY,EI,apCTBeHHOIZ perncTtpaunmn nekapcrtBeHHoro
npenapara ceeeHna B rocyﬂapCTBeHHbIVI peecTp NneKapCTBEHHbLIX CpPeaACTB U BblOaeT 3aABUTEIO 6eccpquoe
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perncrtpaumMoHHOe yaoCTtoBepeHne riekapCTBEHHOIO npenapara.

13. OcHoBaHveM Ans oTkasa B MOATBEPXAEHWW TFOCYLapCTBEHHOW perncrpaummM nekapcTBEHHOro
npenapata SBMASETCS 3aKkMiOYeHMe COOTBETCTBYHOLLEro  YNONIHOMOYEHHOro dyedepanbHOro  opraHa
NCNONHUTENBHON BNACTWN O TOM, YTO PUCK NPUYMHEHUS Bpeaa 340POBbI0 YeNoBeKa UM XXMBOTHOrO BCreACTBME
npuema nekapcTBEHHOro npenapara npeBbIlaeT 3PPEKTUBHOCTL €ro NPUMEHEHNS.

(B peq. ®PenepansHoro 3akoHa ot 04.06.2018 N 140-03)

14. B nepuog npoBeaeHuns npoueaypbl NoATBERPXKAEHWS FOCYAapCTBEHHOM perncTpaumm NekapcTBEHHOTO
npenaparta ero obpatleHue B Poccuiickoin Pegepaumm He NpMocTaHaBNNBAETCS.

15. [onyckaeTcs oOpalleHne meKkapCTBEHHbIX MpenapaTtoB [0 WUCTEYEeHUs Ccpoka TOAHOCTH,
Npon3BeAEeHHbIX B TEYEHNE CTa BOCBMUAECATU KaneHAapHbIX AHEN nocne Aatbl NPUHATAS YNONIHOMOYEHHbIM
denepanbHbIM - OpraHOM  UCMONHWUTENBbHOW BMAcTU  pelleHns O MOATBEPXAEHUM rocynapCTBEHHOM
permctpaumu, B COOTBETCTBMM C MHOPMaLMEN, CodepXallencs B AOKYMEHTax perncTpaumoHHOro 4ocbe Ha
neKapCcTBEHHbIN NpenapaT A0 AaTbl NPUHATUS TAKOro peLIEeHUs.

(B pea. PepepanbHoro 3akoHa oT 02.08.2019 N 297-93)

Cratba 30. BHeceHMe M3MEHEHMIi B AOKYMEHTbI, COAEprKalineca B PEerucTpaumoHHOM AOCbe Ha
3aperncTPUpPoBaHHbIA NeKapCTBEHHbIN Npenapar Aas MeAULMHCKOro NpMMeHeHus

1. B uensx BHeCeHUS W3MeHeHWW B AOKYMEHTbl, coaepXallMecss B PerucTpauMoHHOM [AOCbe Ha
3aperncTpupoBaHHbIV NTleKapCTBEHHbIN NpenapaT AN MeguuMHCKOro NpYMeHeHUs, aepxaTtens unu Brageney,
perncTpaumMoHHOro yAOCTOBEPEHUS FEeKapCTBEHHOro npenapara Wnu  YNoriHOMOYEHHOE WM Opyroe
lopuandeckoe nuuo (ganee B HacToswel cTatbe - 3asBuTeNb) npeacTaBnseT B YNONHOMOYEHHbIN
degepanbHbIi OpraH WUCMOMHMTENbHOW BRactTu 3asBfieHWe O BHECEHWU TaKMx W3MeHeHun no dopwme,
YCTaHOBMEHHOW YMONTHOMOYEHHbIM beaepanbHbIM OPraHoOM UCMONHUTENBHON BNAcTW, U NpunaraeMble K HeMy
N3MEHEeHNs B yka3aHHble JOKYMEHTbI, a Takke JOKYMEHTbI, NOATBEPKAAILME He06X0OAUMOCTb BHECEHMS TaKnX
N3MEHEHNN.

(B peq. ®PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-03, o1 04.06.2018 N 140-93)

1.1. MNMpn HeoOXOAMMOCTM BHECEHWUSI B OOKYMEHTbI, COAepXallMecss B PErMcTpaumMoOHHOM [OCbe Ha
3aperucTpuUpoBaHHbIN NeKapCTBEHHbLIN NpenapaT AN MegUUMHCKOro NPUMEHEHUS, NU3MEHEHUN, YKa3aHHbIX B
nyHkTe 3 4acTu 2 HacTodAWen cTaTbM U TPebylolmx MpoBeOeHUs 3KCMepPTU3bl KayecTBa fiekapCTBEHHbIX
CpeacTB, 3asBUTENb [JOMNOMHUTENbHO MpeAcTaBnsgeT B YNONHOMOYEHHbIN  defepanbHbld — opraH
NCMOMHNTENBHOW BNACTX KOMUIO NULEH3MM Ha NPOU3BOACTBO NIEKAPCTBEHHbLIX CPEACTB UMK KOMUIO 3aKNioYeHns
O COOTBETCTBUM MPOU3IBOAUTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHMsIM  MNpaBuil  Hagnexallemn
NpPOV3BOACTBEHHOM NPAKTUKN, BblAAHHBLIX YNOSTHOMOYEHHbLIM hefeparnbHbiM OpraHoOM UCMOSTHUTENBHOW BNacTu
B OTHOLUEHUN U3MEHEHHOW W (MNn) AOMOMHEHHON NPON3BOACTBEHHOW NNOLLAAKM NekapCTBEHHOro npenapara,
B Cnyyae, ecnu npor3BOACTBO NEKapCTBEHHOrO Npenapara ocyuecTensetcs B Poccuiickon egepauum, nubo
KON BblAAaHHOW  YMNOSIHOMOYEHHLIM OpraHoM CTpaHbl MNPou3BOAUTENS MULEH3UM Ha MpPou3BOACTBO
nekapCcTBEHHOro Npenaparta 1 ee NepeBof Ha PYCCKUN A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM NOpsiAKe, a Takke
KOMUIO 3aKMYEeHNss O COOTBETCTBUM MPOU3BOAUTENSI IEKAPCTBEHHbIX CPeacTB TpeboBaHWsiM npaBwun
Hagnexawien rnpovM3BOACTBEHHOW MPaKTUKX, BbIJAHHOrO YNOMHOMOYEHHbIM hbedeparibHbIM  OpraHoM
WCNOSNMHUTENBHON BacTW B OTHOLLUEHMM U3MEHEHHOW W (UNKn) OOMOMHEHHOM NMPOU3BOACTBEHHON MNIOLLAAKM
nekapcTBEHHOro npenapaTa, Unu KOnuto peLleHns yrnonHOMOYEeHHOro oefeparnbHOro opraHa UCNoNHUTENbHOWM
BNacTM O MpoBeJeHUN WHCNEKTUPOBaAHUA MpPOM3BOAUTENSA FEeKapCTBEHHbIX CPeacTB B crydvae, ecnu
Npon3BOACTBO NEKapCTBEHHOro npenapara ocyLlecTBnseTcs 3a npegenamu Poccuiickon ®epepaumu.

(vacTb 1.1 BBegeHa dPepepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

1.2. Mpy HeoBXOOMMOCTM BHECEHMSI B AOKYMEHTbI, coaepXalumecs B PerncTpauvoHHOM OOCbe Ha
3aperMcTpUpoBaHHbIi NEKapCTBEHHbIV Npenapat Ans MeaULUUHCKOTO NpUMeHeHUs!, USMEHEHWI, yKa3aHHbIX B
NyHKTe 4 4yacTu 2 HacTosiel cTaTbl M TPebGylLMX NPOBEAEHUS SKCNEepTM3bl KadecTBa eKapCTBEHHbIX
CpeacTe, 3asBUTENb [JOMOMHUTENbHO NpeAacTaBnseT B YNOMHOMOYEHHbI  dedeparnbHbii  opraH
NCMONHUTENbHOWN BNAacTU KOMWUIO NULIEH3NUU Ha NPOU3BOACTBO NEKapCTBEHHbIX CPEACTB UMM KOMUI0 3aKMoYeHNs
O COOTBETCTBMM MNPOM3BOAUTENA NEKAPCTBEHHbIX cpeacTs TpeboBaHWAM npasBunm  Hagnexaiien
MPOM3BOACTBEHHON NPaKTUKN, BblAAHHBLIX YNOMNHOMOYEHHbLIM ddefeparnbHbiM OpraHoM UCMONHUTENbHON BacTy
B OTHOLUEHUM NPOW3BOACTBEHHON MMOLAAKW MeKapCTBEHHOro npenaparta, B crnydyae, ecrnv npou3BOACTBO
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Kapzo Cepm

NekapCTBEHHOro npenapata ocyuiectenserca B Poccuiickon ®egepaumm, nubo KONU  BblAAaHHOM
YMOSTHOMOYEHHbBIM OpPraHOM CTpaHbl NPOM3BOAUTENS NMLIEH3UN HA NPOU3BOACTBO JIEKAPCTBEHHOIO Npenapara
N ee NepeBoq Ha PYCCKUMA 53blK, 3aBEepPEHHble B YCTAHOBMNEHHOM MOPSAAKE, a TaKkKe KOMUI0 3akNio4eHust O
COOTBETCTBMM  MPOU3BOAMTENSA  NEKApCTBEHHbIX  CPeacTB  TpeboBaHMsIM  NpaBuil  Hagnexaulen
NPOU3BOACTBEHHOW MPAKTUKW, BblAAHHOMO YNONTHOMOYEHHbLIM dheepanbHbIM OpraHoOM UCMIOSNTHUTENBHOW BRacTu
B OTHOLLUEHMM MPOM3BOACTBEHHONM MNNOWAAKA FNEKapCTBEHHOro Mpenapata, WM KOMUIO  peLleHust
YNONHOMOYEHHOIO beiepanbHOro opraHa WCMNOMHMTENbHOW BNactM O MPOBEeAeHWM WHCMEKTUPOBaHUS
Nnpov3BOaUTENS JeKapCTBEHHOIO CpPeACcTBa B Clyyae, ecniv MpPOu3BOACTBO JIEKAPCTBEHHOrO npenapaTta
ocyuwlecTBngaeTcs 3a npegenamm Poccuiickon ®egepauuu.
(4acTb 1.2 BBeaeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

1.3. MNpuHATHME peLleHnss 0 BHECEHUN N3MEHEHWI U 06 OTKa3e BO BHECEHUN U3MEHEHWI B JOKYMEHTbI,
cogepxawmecss B pPerucTtpaumMoHHOM [OOCbe€ Ha 3aperMCTpupoBaHHbIN NEKApPCTBEHHbIM npenapaTt ans
MEeLMLIMHCKOro NMPUMEHEHUS, B criydae HeobXxoaMMOCTM NPOBeOEeHUA IKCMEPTU3bl KavyecTBa NeKapCTBEHHbIX
CPpeacTB u (Mnn) 3KCNepTM3bl OTHOLLEHUS OXWOAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NeKkapCTBEHHOro npenapara Ansg MeOULUHCKOrO MPUMMEHEHUS OCYLLECTBISETCA B CPOK, HE MpeBbillatoLimi
AessHOCTa paboymx gHewn, a B oCTanbHbIX CyYasx B CPOK, HE NpeBbIwaoLWwni Tpuguati pabounx gHen co aHs
NPUHATUSA YNONTHOMOYEHHBLIM heaeparnbHbIM OPraHoOM MCMOMHUTENbHOW BNACTU 3aABMEHUS O BHECEHUN TaKUX
N3MEHEHUN.

(yactb 1.3 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

1.4. YnonHomouyeHHbIi defepanbHbIil OpraH WCMOMHUTENbHOW BNactu € y4eTOM pe3ynbTaToB
cdhapmakoHag30pa 1 MPOBEPOK COOTBETCTBUS NEKAPCTBEHHbLIX CPEACTB, HAXOAALLMNXCS B rpaxaaHckom obopoTe,
YCTaAHOBMEHHbIM TpeboBaHUAM K KX KadeCTBY B TeuyeHue fecatn paboymx OHEenW CO [HSA MNOCTynneHus
COOTBETCTBYIOLLEN MH(POPMaLMK pa3meLLaeT Ha cBoeM odmumaneHoM cante B cetn "MIHTepHeT" cBeaeHus o
HEO6XOOMMOCTM BHECEHMSI B MHCTPYKUMIO MO MEAULMHCKOMY MPUMEHEHUIO NeKkapCTBEHHOro npenapara
N3MEHEHNI B OTHOLLEHUN CBEAEHMI O NOKa3aHUAX AN MPUMEHEHNA U MPOTUBOMNOKA3aHUAX A5 MPUMEHEHMS
NeKkapCTBEHHOro npenapaTa, BbiBMEHHbIX NOBOYHbIX JENCTBUSIX, HEXENATENbHbIX peakunsax npyu npumMeHeHnm
NekapCTBEHHOro npenaparta 1M yBegoMnsaetr 06 3TOM B 9MEKTPOHHOW bopMe mnn nMcbMeHHon dopme (Ha
OymMakHOM HocuTene) gepxartens unu Bnagenbla PerycTpaumMoHHOrO YAOCTOBEPEHUSA JEKAPCTBEHHOIO
npenapaTa (MM yNnofTHOMOYEHHOE MM OPYroe HpUaMYeckoe NNLO), a Takke AepxaTenen unv BrnagernbLes
pervcTpaumMoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHbLIX MpenapaToB (MU YMOMHOMOYEHHbLIX UMW  OPYrux
IOPUAMYECKUX NULL), KOTOPbIE ABMAOTCS B3aMMO3aMeHSEMbIMMU.

(vacTb 1.4 BBegeHa depepanbHbiM 3akOHOM OT 27.12.2019 N 475-03)

1.5. lepxatens nnu BnageneL, permctpaumoHHOro yaoCcToBepEeHUs NekapCcTBEHHOIO Npenapara, a Takke
aepxartenun wnu BRnagenblbl PEerMcTpaunoHHbIX YOOCTOBEPEHMIN FNEKApCTBEHHbIX npenapaToB (unu
YMOMMHOMOYEHHbIE UMW Opyrue lpuandeckme nuua), KOTopble SIBMSTCA B3aMMO3aMeHseMbiMU, 00s3aHbl
npeacTaBuTb B YNOSIHOMOYEHHbIN dhefepanbHbld OopraH UCMOMHUTENbHON BNacTu 3asiBNEHUS O BHECEHUU
U3MEHEHUA B [OOKYMEHTbl, coAepxalwumecs B pPerucTpaumoHHbIX [OCbe Ha 3aperucTpupoBaHHble
nekapcTBeHHble npenapaTtbl Ans MeAUUMHCKOro MNPUMEHEHWs, B OTHOLUEHUW CBeOeHWN, YyKasaHHbIX B
WHCTPYKUUW NO MEOULIMHCKOMY MPUMEHEHUIO NTEKapCTBEHHbIX NPenapaToB, B TEYEHME COpoKa pabounx OHewW co
OHS  pasMelleHnss YNONMHOMOYEHHbIM bedepanbHbIM  OpraHOM WCMOMHUTENBHOW BRacTu UWHgopmaumm,
yka3aHHoW B YacTu 1.4 HacToswen ctatby. [laHHOe TpeboBaHMe HE pacnpOCTPaHAETCH Ha Clyvyan BHECEHWS B
WHCTPYKUMIO MO MeaULMHCKOMY NPUMEHEHWUI0 NeKkapCTBEHHOro npenapaTta U3MEHEHUN B OTHOLUEHUW HOBbIX
nokasaHun Ona NpUMEHEHUs feKapCTBEHHOro npenapaTta Ha OCHOBaHWW pPe3ynbTaToB COOTBETCTBYHOLLNX
ncecnegoBaHun.

(yactb 1.5 BBegeHa PepepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)

2. 3KCF|epTVI3a JNIeKapCTBEHHbIX CpeaACcTB B 4YAaCTU 3KCMEepPTU3bl KavyeCTBa JieKapCTBEHHOro cpeactea U
(I/lﬂl/l) 9KCNEePTNU3bl OTHOLUEHUA OXngaemowm nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHNA IneKapCcTtBeHHOro
npenapara gna MeauumHCKOro npuMeHeHua nposoguTCA B Cllydae BHeECeHUA N3MEHEHU B OOKYMEHTHhI,
coaepxawpmecd B permctpayMoHHOM gocbe Ha 38p€rMCTpMpOBaHHbIVI ﬂeKapCTBeHHbIVI npenapat, B OTHOLUEHUN:

1) cBEAEHUIA, YKa3aHHbIX B MHCTPYKLIMU MO MEAMLMHCKOMY NPUMEHEHMIO NIEKAPCTBEHHOIO Npenapara:
a) nekapcTBeHHasi chopma C yka3aHWEM HaMMEHOBAHWI U KONMUYECTBEHHOrO COCTaBa [ENCTBYHOLLMX

BeLleCTB MU KayeCTBEHHOro CoCTaBa BClMNoOMOraTesibHbliX BeLlecTB (I'Ipl/l HGOﬁXOJJ.I/IMOCTI/I KONMn4eCcTBeHHOIo
COCTaBa BCromMoraTtesibHbIX BeLIJ,eCTB);
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0) dapmakognHamuka n apmMakoKMHETUKa (3a mcknoveHnem apMakoKMHETUKN roMeonaTU4ecKmx
NeKapCTBEHHbIX MpenapaToB U pacTUTESbHbLIX TEKAPCTBEHHLIX NpenapaToB);

B) NokasaHusa Ans NpMMeHeHus;
r) NPOTUBOMNOKa3aHNsA Ans MPUMEHEHUS;
A) Mepbl NPeJOCTOPOXXHOCTU NMPU MPUMEHEHUN;

€) ykasaHue BO3MOXXHOCTW 1 0COBEHHOCTEN NPUMEHEHMS NTEKAPCTBEHHOMO NpenapaTa Ans MeauuMHCKOro
NpUMeEHeHNs1 GepeMeHHbIMU KEHLLUMHAMM, >XEHLWIMHAMW B Mepuop TPyAHOro BCKapMMBaHUS, AeTbMWU,
B3POCIbIMU, UMEILLIMMM XPOHUYECKME 3a00neBaHus;

)K) pexnm Oo3npoBaHuA, crnocobbl BBEAEHUST U NMPUMEHEHNA, npu HeobxoQMMoCTH BpemMAa npuema
NeKapCTBEHHOro npenapara, NnpoAoJKUTENIbHOCTb J1Ie4eHUA, B TOM HuUcne y JeTen 4o v nocre o04Horo roaa;

3) BO3MOXHble MoBOYHblE OENCTBUS U HexenaTternbHble peakuuy Mnpyu NPUMEHEHUW NeKapCTBEHHOro
npenapara;

1) CUMNTOMbI Nepeao3nPOBKM, MEPbI MO OKa3aHMI0 NOMOLLY NpY NePefo3NPOBKE;
K) B3auModenCTBIe C APYrMMI NekapCTBEHHBIMW Npenapatamu 1 (Unun) NULEBLIMU NPOAYKTaMU;
n) dhopMbI BbiNycka NekapCTBEHHOTO Npenapara;

M) ykasaHue (npu HeobxoammocTn) ocobeHHOCTEN AeNCTBUS NeKapCTBEHHOro npenapara npy nepsom
npueme Unv npu ero OTMeHe;

H) cBeeHNnda O BOSMOXHOM BINUAHUWN NeKapCTBEHHOro npenaparta anda MeauuuHCKOro npuMeHeHua Ha
CcnocoBHOCTb ynpaenaATb TPAHCMNOPTHbIMU CcpeacTBamMn, MexaHU3MamMu;

0) CPOK rogHOCTN U yKasaHune Ha 3anpeT NpuMeHeHna nekapCcTtBeHHOro npenapara no ncred4eHnn cpoka
rogHOCTH;

n) yCnoBWUsi XpaHeHUs;

p) YCrOBUSA OTNYCKa;

2) cocTaBa nekapcTBeHHOro npenapara Ans MeauUMHCKOro NpUMeHeHUs;

3) M3MeHeHns MecTa NPOU3BOACTBA SIeKapCTBEHHOro npenapaTta Ans MeAULMHCKOro NpYMeHeHUs;

4) nsmeHeHNs nokasaTenen kavyecTBa NEKApCTBEHHOrO npenapara Ans MeAULMHCKOrO NMPUMEHEHUS U
(Mnn) MeETOOOB KOHTPONS KayecTBa NekapCcTBEHHOIO Npenapata Ans MeguLMHCKOro NpUMEHEHHNS;

5) n3MeHeHMs1 cpoka ro4HOCTU flekapCTBEHHOMO NpenapaTta Anst MeguUMHCKOro NpUMeEHeHUs;

6) cBegeHMN O HeOOXOOAMMOCTM BHECEHUS MHbIX W3MEHEHU B WHCTPYKUMIO MO MeAMLMUHCKOMY
NPUMEHEHUIO NeKapCTBEHHOrO npenapara, a Takke B WHble JOKYMEHTLI, CoAepXalimecs B perncTpaumoHHOM
AoCbe Ha 3apernmcTpuMpoBaHHbIN fleKapcTBEHHbIM npenapart. MNpu 3ToM pelueHne O NPoBeAeHUU 3KCMepTU3bI
KayecTBa NekapCTBEHHbLIX CPEACTB U (MIN) IKCNEPTU3bl OTHOLLEHUS OXXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUs feKapCTBEHHOro npenapaTa Ans MeAULMHCKOro NPUMEHEHUs MPUHUMaeTcs B COOTBETCTBUM C
YTBEPXKAEHHOW YNONMHOMOYEHHbIM dhefeparbHblM  OpraHOM UCMONHUTENBHOM BRacTu  Knaccudukaumen
N3MEHEHW, BHOCUMbIX B AOKYMEHTbI, COAepXalluMecs B pPerncTpaumoHHOM OOCbe Ha 3aperncrpyupoBaHHbIN
neKkapcTBeHHbIV npenapar.

(yacTb 2 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. C 3as9BneHneM 0 BHECEHNM U3MEHEHMWI B AOKYMEHTbI, coAepXKalluecs B perncTpauMoHHOM OoCkbe Ha
3aperncTpUpPOBaHHbIV NeKapCTBEHHbIA NpenapaT AN MEeAUMUMUHCKOro NMPUMEHEHUSs, Hapsay C AOKYMeEHTaMmu,
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yKa3aHHbIMW B 4acTu 1 HacTosiLen cTaTby, 3asBUTENb NPEACTaBNAET KON JOKYMEHTOB, NOATBEPXKAAKLLUNX
ynnaTy rocy4apCTBEHHON MOLUMMHbBI 3@ BHECEHME B JOKYMEHTbI, COAepXKallnecs B permcTpaumMoHHOM JOChe Ha
3aperncTpupoBaHHbIA NEeKapCTBEHHbIN npenapaTt Ans MeOUUMHCKOrO NPUMEHEHUs, U3MeHeHUn, TpebyroLmx
NpoBeAEHUS SKCNepTU3bl NEKapCTBEHHbIX CPEACTB B HacTU 3KCNEPTU3bl Ka4ecTBa NeKapCTBEHHOIO CPeacTBa U
(Mnn) 9KcnepTU3bl OTHOLLEHWS OXWMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS IeKapCTBEHHOro
npenapata Ans MEOMLMHCKOrO NPUMEHEHWUsl, roCyAapCTBEHHOW MOLUMWHbI 33 BHECEHWE B [OOKYMEHTHI,
cofepXawmecsa B pPerucTpaumoHHOM [OCbe Ha 3aperMcTpupoBaHHLIA JeKapCTBEHHbIM MpenapaT Ans
MEeOULMHCKOTO NPUMEHEHWS, U3MEHEHWIA, He TPeOyILLNX NPOBEAEHUS SKCNEPTM3bl NTEKapCTBEHHOIO CpeacTBa,
nMbo BMpaBe MpeacTaBuTb MO COOCTBEHHOW MWHUUMATUBE YyKa3aHHble [OOKYMeHTbl. B cnydae ux
HenpeacTaBneHns YNoNHOMOYEHHbIN dhedeparbHbIi OpraH UCMONMHUTENBHOW BNacTu NpoBepseT akT ynnarhbl
rocy4apCTBEHHbIX MOWMMH  3asiBUTENleM MNOCPeACTBOM  WMCMOMb30BaHMA  MHgopMauum o6  ynnate
rocy4apCTBEHHbIX MOLWIMH, cogepxalencs B [ocydapCTBEHHOW  WMHAOPMALMOHHOW  CUCTEME O
rocy4apCTBEHHbIX M MyHMUMNAmNbHbIX MraTexax, Ha OCHOBaHMW MNpeACTaBfiEHHbIX 3asiBUTENEM KOMWM
OOKYMEHTOB, MOATBEMKAAIOLLMX YNnaTy rocy4apCTBEHHON MOLUMWHLI.
(4acTb 3 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. B TeyeHne gecAtn pabounx OHEN CO AHSA MOCTYMNSIEHUst yKa3aHHOro B 4YacTu 1 HacToslwewn cTaTbu
3asBMeHNs 1 HEOBXOAUMBIX JOKYMEHTOB YNOMHOMOYEHHbIN dpeaepanbHblvi OpraH UCMOMHUTENBHOW BNacTu:

1) npoBOAUT NPOBEPKY MNOJIHOTbI U OOCTOBEPHOCTU cBeaeHun, coaepXxawunxca B npencrtaBli€HHbIX
3adaBuUTeENIeM MaTepuanax;

2) NpMHMMaET pelleHMe O MPOBEAEeHUN yKas3aHHbIX B YacTW 2 HaCTOSLEN CTaTbW COOTBETCTBYHOLLMX
3KCMEepTM3 NeKapCTBEHHOMo cpeacTaa unu ob oTkase B MX NPOBESEHUN;

3) yBEAOMINSIET B 3NEKTPOHHOW UM NMCbMEHHON hopMe 3asaBUTENS O MPUHATOM PELLEHUN UNN B CriyYae
MPUHSATMS pelleHnss o6 oTkase B NPOBEAEHMM COOTBETCTBYIOLLEN SKCNEPTU3bl C yKasaHWEM NPUYUH TaKoro
oTKasa.

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

4.1. B cnyyae BbIsiIBNEHUA HEOOCTOBEPHOCTU CBEAEHUN, COAEPXKALLMXCS B MPEeACTaBEHHbIX 3asBUTENEM
mMaTtepuanax, YrnoNHOMOYEHHbIN deaepanbHbii OpraH WMCMNOMHUTENbHOW BAcTW HanpaBnsieT 3asBUTENIO
3anpoc 00 YTOYHEHUWN YKa3aHHbIX CBeAeHW. [JaHHbI 3anpoc MOXET OblTb nepedaH YrnorHOMOYEHHOMY
NpeacTaBUTENO 3asaBUTENSA NIMYHO MO, PACMMCKy, HanpaeneH no noyte 3akasHbiM NMUCbMOM MMM NepefaH B
3NEKTPOHHON hopMe MO TENEKOMMYHUKALMOHHBIM KaHanam cBsi3n. B cnyyae HanpaBneHus 4aHHOro 3anpoca
Mo MoyTe 3aKasHbIM MUCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHUM LLECTU OHEN C OaTbl HanpaBreHus
3aKa3Horo nucbma.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3aasutene ob6A3aH nNpeacTaBMTb OTBET Ha 3anpoC YMOMHOMOYEHHOro deaepanbHOro opraHa
NCMNOMHUTENBbHOW BRAacTu B CPOK, HE MPEeBbILLAKWNA AeBAHOCTA pabounx OHEW CO OHS MONydeHMs JaHHOro
3anpoca. Cpok, ykas3aHHbIi B 4acTu 4 HaCTOsILLEN CTaTbW, MPUMOCTAHaBNMBAETCHA CO AHSA HanpaereHus
3asABUTENIO 3anpoca yrnornHOMOYEeHHOro dhegepanbHOro opraHa UCNONHUTENBHON BNACTW 40 OHA NOMYYeHUs UM
OTBETa Ha [AaHHbIN 3anpoC W He Y4YMTbIBAETCS MPU UCYUCIIEHMU CPOKa MPUHATUSA peLleHUs O BHeCeHUU
M3MEHEeHWA B [OOKYMeHTbl, cogepXalwmecs B pPerucTpauMoHHOM [OCbe Ha 3apermcTpypoBaHHbIN
neKapCTBEHHbIV NpenapaTt Ans MegULUHCKOrO NPUMEHEHUS.

(yacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHveM ANs oTkasa B NPoBeAeHUM yKa3aHHbIX B 4acTu 2 HAaCTOSILLEN CTaTbW IKCNEPTU3 ABNSETCH
npeacTaBrneHne OOKYMEHTOB, MepeyncrneHHbiXx B vacTsax 1 M 3 HacTosiwewn crtaTbu, B HEMorHoM obbeme,
HenpeacTasneHve 3asBUTENEM B YCTaHOBIEHHBLIA CPOK OTBETA Ha yKasaHHbIN B YacTu 4.1 HacTosLWen cTaTbu
3anpoc YynonHoMoyeHHoro deaeparnbHOro opraHa MWCMONHWUTENbHOW BracTu, a Takke OTCYTCTBME B
NpeacTaBreHHbIX [OOKYMeHTax [OCTaTOYHbIX CBeAeHWN, noaTBepXAalowmnx HeobXoaAMMOCTb BHECEHUS
N3MEHeHU, UnNu oTcyTCcTBME MHdOpMaLMK, NoaTBepXaawLwen gakT ynnatbl rocyfapCTBEHHbIX MOLLSWH,
yKasaHHbIX B 4acTn 3 HacTosILEen cTaTbu.

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

6. YKa3aHHble B 4acTu 2 HacTOsLLEN CTaTby 9KCNEPTM3bI MPOBOAATCS B NOpAAKE, YCTAHOBNEHHOM CTaTbel
23 HacTosiwero defepansHOro 3akoHa.
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7. B cpok, He npeBbILLaoLLnin 4ecsaTn pabounx AHer Co AHA NonyYeHUs 3aKknioYeHNn KOMUCCUIA SKCNepTOB
no pesynbTaTaM yKa3aHHbIX B 4acTu 2 HacTOsILLEN CTaTbu IKCNEPTU3, YNONTHOMOYEHHbIN dbeaeparnbHbIi OpraH
WCNONHUTENBHON BNAcTU:

(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NpPYHUMaEeT pelleHne O BHECEHUWN M3MEHEHMWI B OOKYMEHTbI, COAepXallMecs B pernctpaumoHHOM
00Cbe Ha 3aperncTpMpoBaHHbIN NiekapCTBEHHbIV Npenapar 4515 MeAULMHCKOro NpuMeHeHus, nnm ob otkase BO
BHECEHUW TaKUX U3MEHEHWIA;

2) BHOCUT B rOCYOapCTBEHHbIN PEECTP NEeKapCTBEHHbIX CPEeACTB HAa OCHOBAHMU PELLUEHNs O BHECEHWM
M3MEHEHUA B [OKYMEHTbI, coAepXaluecs B pPerncTpauMoHHOM [JOCbe Ha 3aperncTpupoBaHHbIN
NeKapCTBEHHbIV MNpenapaT ANs MeAWMLMHCKOro MpUMEHEHUsl, HEOOXOAMMble U3MEHEHUs 1 BO3BpallaeT UX
3asBUTENIO;

3) BblaaeT 3asiBATENO HOBOE PErMCTpaLMOHHOE YAOCTOBEPEHNE NEKAPCTBEHHOMO Npenapara B criyyae
N3MEHEHNs1 CBEAEHUN, COOEPKALLMXCS B HEM.
(n. 3 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

8. OcHoBaHMeM ANns oTkasa BO BHECEHMN U3MEHEHWI B JOKYMEHTbI, COAepXKaLLMECS B PErMCTPaLMOHHOM
OOCbEe Ha 3aperMcTpuMpoBaHHbIN JIekapCTBEHHbIM Npenapat ans MeaWLMHCKOTO NPUMEHEHUs, sIBnsieTcs
3aKMOYeHME YNOMHOMOYEHHOTO deeparnibHOro opraHa UCMONHUTENbHOM BAaCTU O BO3MOXHOCTU CHMMKEHUS
Be3onacHoCTH, kayecTBa, APPEKTUBHOCTM NTEKAPCTBEHHOIO CPEACTBa B Cllydae BHECEHUS TaKMX U3MEHEHUN.

9. [lonyckaeTcs obpalleHne NekapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO MPUMEHEHUS 00 UCTEYEHNS
CpoKa ro4HOCTU, NPOM3BEAEeHHbIX B TEYEHNE CTa BOCBMUAECATI AHEN nocne Aathl NPUHSATASE YNIONTHOMOYEHHbIM
dhenepanbHbIM - OpraHoOM  MCMOMHUTENBHOM BRacTU peLUeHUss O BHECEHUW W3MEHEHUA B [OKYMEHTHI,
coaepXallmecs B permMcTpaLmoHHOM AOCbe, B COOTBETCTBUN C MHGOpMaLmMen, cogepXallencs B JOKyMeHTax
PErMcTpaLMOHHOro AOChE Ha NeKkapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUS TAKoro peLLeHus.

(4acTb 9 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 31. BHeceHMe U3MeHEeHUW B AOKYMEHTbI, CoAepXKaliMeca B pPerucTpauMoHHOM [0Cbe Ha
3aperucTprupoBaHHbIN IeKapCTBEHHDbIM Npenapar 414 BeTepUHApPHOro NpumMeHeHus

1. B uensix BHeCEHMA WU3MEHEHUMN B [OKYMEHTbI, CofepXaliMecs B PerucTpaumoHHOM [Jocbe Ha
3aperncTpupoBaHHbI NeKapCTBEHHLIN Npenapar Afs BETEPUHAPHOro NPpUMEHeHUs, AepXaTernb nnv Bnagened
perncTpaumMoHHOro YAOCTOBEPEHUS JIeKapCTBEHHOro npenapara WM YNoriHOMOYEHHOe UM Apyroe
lopyanMdeckoe nuuo (fanee B HaAcTosWeW cTatbe - 3asBUTENb) NpeacTaBnseT B YNONHOMOYEHHbIV
denepanbHbI OpraH MWCMOMHUTENbLHOW BNacTu 3asiBfeHWe O BHECEeHWW TakuX W3MEeHeHWn no dopme,
YCTaHOBMEHHOW YNONTHOMOYEHHbLIM ddefieparibHbIM OpraHoM UCMOMHUTENbHOW BNAacTW, U npunaraemMble K Hemy
N3MEHEeHNs B yka3aHHble JOKYMEHTbI, @ Takke JOKYMEHTbI, NOATBEPKAAILWME He06X0OAUMOCTb BHECEHMS TaKnX
nameHeHun. Npn HEOBXOAMMOCTU BHECEHUS U3MEHEHUIN B OOKYMEHThLI, coAepxalmecs B perncrpayuoHHOM
[OoCbe Ha 3apermcTpupoBaHHbIN NEeKapCTBEHHbIW npenapart Ans BeTepuHapHOro NpUMEHeHus, B Ccriydasx
M3MeHeHns u (Mnu) [OMOMHEHWs NPOM3BOACTBEHHOW NIOLWAAKM NEeKapCTBEHHOro cpeactBa, a Takke
M3MEHEeHNs nokasaTernen KayecTBa feKapCTBEHHOro npenapata AN BETEPUHAPHOro MNpUMEHeHUs u (1nu)
METO[I0B KOHTPOSA KayecTBa JeKapCTBEHHOro npenapaTta AN BETEpPUHapHOro MNPUMEHEHUs 3asiBUTErb
OOMONHUTENBHO NPEeAcTaBNsAeT B YNONMHOMOYEHHbIV dhefepanbHbil  OpraH  UCMOMHUTENBHOW  BracTu
cnepyowmne AOKYMEHTbI:

1) Konna nunueH3nnm Ha npon3BoaCTBO J1€EKapCTBEHHbIX CpeacTB, BblJaHHON npon3BoguUTENO
JIeKapCTBEHHOI O npenaparta and BeTepuHapHOro npuMeHeHuna, ana pOCCMI7ICKI/IX npomsaop,meneﬁ;

2) Komusi NUUEH3UNM Ha MPOU3BOACTBO NEKapCTBEHHbIX CPeacTB, BblAaHHOW MPOU3BOAUTEMIO
hapmaueBTMYECKON CYOCTaHUMM, BXOOSLEN B COCTaB JIEKAPCTBEHHOrO Mpenapata Ansg BeTEepUHApPHOro
NpUMeEHeHUs, ANs POCCUACKUX NPOU3BOANTENEN;

3) KOMUsi OOKYMEHTa, BblAaHHOrO YMNOMHOMOYEHHbIM OPraHoOM CTPaHbl MPOM3BOAUTENS ANA KaXaow
NPOM3BOACTBEHHON NIOWAAKM NeKapCTBEHHOro rpenapata AN BETEPUHAPHOr0  MpUMEHeHust ©
NOATBEpPXAaloLlero COOTBETCTBME MPOU3BOAUTENSA NEeKapCTBEHHOro npenapaTta TpeboBaHWAM MpaBuin
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Haanexallen Npon3BoACTBEHHOW MPaKTUKK, U ero NepeBos Ha PYCCKUI A3blK, 3aBePEHHbIE B YCTAHOBINIEHHOM
rnopsigke, a Takke Konus 3aknioYeHnsl 0 COOTBETCTBUM NPOU3BOANTENS NEKAPCTBEHHbIX cpeacTs TpeboBaHmsaM
npaBun Haanexallen nNpon3BoACTBEHHOW MPaKTUKW, BbIGAHHOTO YNMOSIHOMOYEHHbLIM (hefeparnbHbiM OpraHoM
WCNONHUTENBHON BRAacTU AN KaXKAoW NPOU3BOACTBEHHOW NIoLWaak/ fekapcTBEHHOro npenapaTta Ans
BETEPUHAPHOIO MNPUMEHEHUs!, NMOO KOMUS PEeLLUEHUs] O NPOBEAEHUM WHCNEKTUPOBAHUS NPOU3BOAMTENS
NeKapCTBEHHbIX CPEACTB, NPUHATOrO YNOHOMOYEHHbLIM hefeparnbHbIM OPraHOM UCMOMHUTENBHOM BNAacTu Ans
KakOon MNpou3BOACTBEHHOWM MNOLLAAKM NeKapCTBEHHOro mnpenapaTta Afs BeTepUHAPHOro MNpPUMEHEHUS.
YKasaHHble OOKYMEHTbl MPEeACTaBNSATCA B CrydYae, ecnn npou3BOACTBO JleKapCTBEHHOro npenapata Ans
BETEpMHaPHOIo NpUMEHeHUs ocyLLecTesieTcs 3a npegenamu Poccuiickon ®eaepaunu;

4) konus  OOKYMEHTa, BblAAHHOrO  YMONIHOMOYEHHbIM  OPraHoM  CTpaHbl  NPOU3BOAMTENS
dhapmaLeBTM4ECKON CybCcTaHUuuM U NoATBEPXOalLWero COOTBETCTBME MPOM3BOAMTENS hapmaueBTUYEeCKOn
cybcTaHuum, BXxoasLel B COCTaB NiekapCTBEHHOMO npenapara Ans BeTepMHapHOro NnpuMeHeHus, TpebosaHmam
npasun Hagnexaiwlen npou3BOACTBEHHOW MNPAKTUKW, U ero nepesBod Ha PYCCKUA £A3blK, 3aBEpPEHHble B
yCTaHOBMEHHOM MNopsiake, B Criyyae, eCnmn NpovM3BOACTBO dhapMaLeBTUYECKON CybCTaHLum OCyLLECTBRSETCS 3a
npegenamu Poccuiickon ®eaepaunn.

(vactb 1 B peg. PepepanbHoro 3akoHa ot 04.06.2018 N 140-03)

1.1. B cny4yae nameHeHuns n (Mnun) 4ONONHEHUS NPOM3BOACTBEHHOW MIOLLAAKM NTeKapCTBEHHOro cpeacTBa
OOKYMEHTbl, yKa3aHHble B 4acTy 1 HacToslen cTaTbW, NPEeACTaBMslTCA 3asdBUTENeM B OTHOLLUEHWUU
n3MeHsiemon 1 (Mnm) JonosIHAEeMON NPOM3BOACTBEHHOW MMOLLaAKM NekapCcTBEHHOro cpeacTesa. PelweHne o
BHECEHUWN WU3MEHEHWUIN B AOKYMEHTbI, CoaepXaliMecs B perucTpauuoHHOM AOCbe Ha 3aperncTpupoBaHHbIV
neKapCcTBEHHbIN NpenapaT Afns BeTepUHapHOro NpUMEHeHWs, U o6 oTkase B UX BHECEHWU MPUHMMAaETCs B
crnyyae HeobxoouMOCTWU NPOBEAEHUS IKCNepTU3bl NEKapCTBEHHOINO CPeACcTBa B CPOK, HE MNpEBbIWaoLLnii
AeBsHOCTa paboynx gHeWn, a B oCTanbHbIX CyYasx B CPOK, He NpeBbIWaoLWwnin Tpuguati paboumx gHen co gHs
MPUHATMSA YNONHOMOYEHHbIM hbefepanbHbIM OPraHOM UCMOMHUTENBbHOW BlacT 3asBNEeHNs O BHECEHUN Takux
N3MEHEHNN.

(vactb 1.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusaumMm pepxaTtens wnu Bnagenbua perncTpaunoHHOro YAOCTOBEPEHUS
neKkapcTBEHHOro npenapata Ans BeTEepUHapHOro npuMeHeHus, paspaboTuvMka WM npousBoauTens
neKapcTBEHHOro npenaparta AN BeTEpUHApHOro MNPUMEHEHWUs B 3asBIeHUM O BHECEHUU WU3MEHEHWUN B
OOKYMEHTBI, cofepxalunecs B permcTpaumMoHHOM JOCbe Ha 3apermcTpupoBaHHbIN NekapcTBEHHbIN npenapaT
ONA  BETEepMHApHOro rMpUMEHEeHUs, YyKasblBalTCA [AaHHble [OKYMeHTa, NoATBepXJaloLlero BHeCeHune
COOTBETCTBYHOLUNX U3MEHEeHWA B EAWHBLIN rocyaapCTBEHHbIM peecTp HopuanYecKkMx nuy (4ns opraHu3auum,
3aperMcTpupoBaHHbIX Ha Tepputopun Poccuiickon depepaumm), Unnm MHOro AOKYMEHTa, MOATBEPXKOAILLEro
peopraH13auuio IOpUAMYECKOro nuua (4N opraHn3auunn, He 3aperMcTpUpoBaHHbIX Ha TeppuTopun Poccuiickon
®egepaumn). 3agBneHne 0 BHECEHUN M3MEHEHUI B AOKYMEHTbI, COAepKaLLMecs B permcTpaumoHHOM 4OChe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIN npenapaT AN BETePUHAPHOro NpUMEHEHUs, U npunaraemble K Hemy
OOKYMEHTbI NPeACTaBnAnTCA B YNONMHOMOYEHHbIM dhefeparbHblil opraH UCNONMHUTENBHON BNAacTu He NosfHee
YyeM 4epe3 Tpuauatb pabounx [HeW CO [OHA BHECEHUsT COOTBETCTBYIOLIMX W3MEeHeHWn B EguHbIg
rocyfapCTBEHHbIN PeecTp puanYeckux nuy (Ons opraHv3auui, 3aperucTpupoBaHHbLIX Ha TeppuTopuu
Poccuinckon ®depepaunn) vnu co OHA TMPUHATUMA COOTBETCTBYIOLLErO [OKYMEHTa, MOATBEPKAAIOLLEro
peopraHv3aumio OpUANYECKOro Nuua (4ns opraHnsauunin, He 3aperucTpupoBaHHbLIX Ha TeppuTopun Poccuinckon
®epnepaumun). B cnyvae peopraHusaumm pepxartens unu Bnagenbla perncrpalmoHHOro YAOCTOBEPEHUS
nekapcTBEHHOro rnpenapata Ans BeTepUHapHOro MpUMEHeHUs 3asiBfeHue O BHECEHUM W3MEHEHUN B
OOKYMEHTbI, coaepxallmecss B perMcTpaumoHHOM [0Cbe Ha 3aperncTpupoBaHHbI NeKkapcTBEHHbIN npenapaT
ONA BETEpMHaPHOro NpMMeHeHns, nogaeTcs pUan4eckMmM NMUoM, KOTOPOMY B XOAe peopraHusauumn nepegaHo
npaso BNageHnsa Takum perncTpaumoHHbIM yAOCTOBEPEHNEM.

(yactb 1.2 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

2. B cny4yae BHeCEHMSI M3MEHEHUI B [OKYMEHTbI, COAepXaljuecs B PErMcTpauMoHHOM [OCbe Ha
3aperncTpuUpoBaHHbI NekapCTBEHHLIN NpenapaTt Ans BeTepuHapHOro NpMMeEHEHUs!, B OTHOLLEHUN CBEAEHWU,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "n", "c", "X" nyHkta 7 yactu 3 ctatbu 17 HacToswero deaepansHoOro
3aKoHa, N3MEHEHUS U (UNKN) ONOMHEHUSI NPOM3BOACTBEHHON NIOLLAAKM NTEKapCTBEHHOMO CPEACTBA, a Takke B
cny4yae M3MeHeHus rnokasaTernen KayecTBa JIeKapCTBEHHOro npenapara A BETEPUMHAPHOrO NPUMEHEHUS U
(M) MeTOO0B KOHTPONSA Ka4YeCcTBa NIeKapCTBEHHOIO Npenapara Ans BeTepMHapHOro NpMMEHEHUs MpPoBOAUTCS
3KCMepTM3a NIEKapCTBEHHOIO CPeACTBa A1 BETEPUHAPHOIO NpuMeHeHus. B cnyvyae Heob6xoamMmMoCcTn BHECEHNS
MHbIX M3MEHEHUN B [OKYMEHTbl, COAepXallMecsi B PEerucTpauuMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN

125424, Mocksa, yn.Bacunua MNeTywkosa, 4. 8, opuc 207, ten.: 8 495 510 00 64

54


consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36CDC7F30B54E0518B508B22FC84538FF358A540260C5BB2FD4BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36FDC773CB64E0518B508B22FC84538FF358A540260C5BB2ADCBC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36FDC773CB64E0518B508B22FC84538FF358A540260C5BB2BD0BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED67E3EBD490518B508B22FC84538FF358A540260C5BB28D4BC4195AB2FEF9F600CE42E2CF79D18q7l1P

/ON

N\ )4

Kapzo Cepm

NeKapCTBEHHbIV NpenapaTt Ans BETEepUMHapPHOrO MPUMEHEHUS, 3KCNepTu3a feKkapCTBEHHOINO CpeacTBa Ans
BETEPVHAPHOIO NMPUMEHEHMS HE NPOBOANTCS.
(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3asBneHnemM 0 BHECEHUN U3MEHEHUA B JOKYMEHTbI, COAepXaLLMecs B permcTpaumMoHHOM OCbe Ha
3aperMcTpupoBaHHbIV NeKapCTBEHHbIV NpenapaTt Ans BETEPUHAPHOIo NMPUMEHEHUs!, Hapsagy C JOKYMEHTamu,
yKa3aHHbIMW B 4acTu 1 HacTosILen cTaTby, 3asBUTENb NPeACcTaBnseT Konun JOKYMEHTOB, NOATBEPXKAAOLLNX
ynnaTy rocy4apCTBEHHON MOLLMMHbI 38 BHECEHME B JOKYMEHTbI, coaepXallnecs B pernctpaumoHHOM JOCbE Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbINM npenapaT AMs BeTEPUHAPHOIO NPUMEHEHUS, U3MEHEHWI, TpebytoLmx
NpoBeAeHUs IKCNEePTU3bl TIEKapCTBEHHOTO CPEACTBA, UNN U3MEHEHWUI, HE TPEBYIOLLMX NPOBEAEHUSA SKCNEPTU3bI
nekapcTBeHHOro cpeactea. B cnyyae HeobGXoOMMOCTM W3MEHEHMSI CBEOEHWW, coaepXaluimxca B
perncTpaumMoHHOM YAOCTOBEPEHWW JeKapCTBEHHOro npenapata Ans BeTEPUMHApPHOrOo NPUMEHEHWs, C
3asBMEHNEM, yKa3aHHbIM B 4acTu 1 HacTodAWwen cTaTbu, 3asBUTENb OOMOSNTHUTENbHO MPEACTaBNSAET KOMuio
OOKYMeHTa, MOATBEPXOAILWEro ynnaty rocygapCTBEHHON MOWMMHbI 3@ Bblgayy pPerncTpalyoHHOro
YAOCTOBEPEHUST NTEKapCTBEHHOIO npenapara. 3asButenb No cOOCTBEHHOW UHMLMATUBE BNpaBe NpeacTaBuTb
OOKyMeHTbl 06 ynnaTe rocygapCTBEHHbIX MOLWUH. B crniyyae HenpeacTaBneHusl 3asiBUTENEM OOKYMEHTOB 00
ynnaTe rocyAapCTBEHHbIX MOLWNH YNOMHOMOYEHHbIA dedepanbHbIi OpraH WCMNOMHUTENbHOW BriacTu
npoBepsieT akT ynnaTtbl 3asBUTENEM roOCYy4apCTBEHHbBIX MOLLMMH NOCPEACTBOM MCMNOMb30BaHMSA MHGOPMaLIMm
06 ynnaTe rocygapCTBEHHbIX MOLLMWH, coaepxalenca B ocyaapcTBeHHOW MHAOPMAUMOHHOW CUCTEME O
rocygapCTBEHHbIX M MyHMUMNAmnbHbIX MAaTexax, Ha OCHOBaHMU MNpPeACTaBfieHHbIX 3asiBUTENeM KOonun
OOKYMEHTOB, MOATBEMKAAIOLMX yrnaTy rocy4apCTBEHHbIX MOLUMNH.

(B pea. PegepanbHbix 3akoHoB 0T 22.10.2014 N 313-93, ot 02.08.2019 N 297-93)

4. B CpoK, He MpeBblAWNIA OeCATU paboumx OHEel CO AHS MOCTYMeHWs yka3aHHOro B 4actu 1
HacTosILLeN cTaTbW 3asiBNEeHUMS U HeobXOoAUMbIX [OKYMEHTOB, YMOJIHOMOYEHHbIN dbedeparnbHbiii opraH
UCNONHUTENbBHOW BaCTU:

1) mpoBOAWT MPOBEPKY MOMHOTbI U OOCTOBEPHOCTU CBEOEHUN, COAEpXalUMXCsi B MpeAcTaBMNeHHbIX
3asBUTENIEM JOKYMEHTAX;

2) NpuHMMaeT pelleHVe O MPOBEeAEHWM 3KCMEepPTU3bl NEKapCTBEHHOIO CPeAcTBa AN BEeTepUMHapPHOro
npuMeHeHust unu ob oTkase B ee NPoBeAeHUN;

3) yBegomMndeT B NUCbMEHHON cbopme 3adaBuTenda O MNPUHATOM pelleHun nnm B Clydae NpUHATUA
peweHuna 00 oTKase B npoBeaeHnn SKCNeEPTU3bl NNIEKapCTBEHHOIO cpeacTea And BETEPUHAPHOIo NnpuMeHeHnsa C
YKa3aHunem npuynH Takoro oTkasa.

4.1. B cnyyae BbISBNeHMS HEOOCTOBEPHOCTM M (MNW) HEQOCTATOMHOCTM CBEAEHWUW, COAEepXKallnMxcs B
npeacTaBneHHbIX 3asBMTeNnem JOKYMEHTax, yNOMHOMOYEHHbIN deaepanbHbli OpraH MCNONHUTENBHON BNacTu
HanpaensieT 3asBUTEN 3anpoc 00 YTOYHEHWM YKasaHHbIX cBedeHun. 3anpoc MoxeT ObiTb nepeaaH
YNOSTHOMOYEHHOMY MPEACTaBUTENIO 3adBMTENS NOA PacrUCKy, HanpasmeH No NoYvTe 3akasHbIM MUCbMOM WM
nepegaH B 9NeKTPOHHON hOpMe MO TeNEeKOMMYHMKaLMOHHBIM KaHanam cBsa3un. B cnydyae HanpaeneHus 3anpoca
006 YTOYHEHUW yKa3aHHbIX CBeAEeHU Mo MoyTe 3aKasHblM MMCbMOM OH CHMUTAeTCH MOSy4YeHHbIM N0 UCTeYeHUM
LUeCTM OHEN C AaTbl HanpaBeHUst 3akasHoro NMCbMa.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.2. 3aasutens ob6sA3aH nNpeacTaBMTb OTBET Ha 3anpoC YMOMHOMOYEHHOro denepanbHoro opraHa
WCMNOJSTHUTENBHON BrAcTW B CPOK, HE MPEBbILLAWNA OEBAHOCTA pabounx OHEN CO AHSI MOMyYeHUs LaHHOro
3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 HacToswen cTtaTby, NPUOCTAaHABIMBAKTCS CO OHSA HarnpaBeHus
3aABUTENIO 3anpoca YNoSIHOMOYEHHOrO heeparnbHOro opraHa UCMNOMHUTENBHOW BNACcTU 0O OHSA MOJyYeHUs
OTBETa Ha [aHHbIA 3anpoc U He Y4YMTbIBAKOTCA MPU UCUMCIIEHMM CPOKa MPUHATUSA PELUEeHUss O BHECEHUM
M3MEHEHNA B [OOKYMEHTbl, COAEpXaluecs B PErucTpauuoHHOM [OOCbe Ha 3aperMcTpyMpoBaHHbLIN
NeKapCTBEHHLIN NpenapaT 4515 BETEPMHAPHOrO NMPUMEHEHUS.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. OcHoBaHMeM Ansi 0TKasa B NPOBEAEHMMN SKCMNEePTU3bl JIEKAPCTBEHHOro CpeAcTBa A BETepUHapHOro
NMpUMEHEHWs1 sIBNsieTCcsl npeacTaBfieHne OOKYMEHTOB, ykasaHHbIX B 4acTax 1 u 3 Hactosiwei ctaTbW, B
HernonHoM obbemMe WNM OTCYTCTBME B NPEeACTaBMEHHbIX [OKYMEHTaX [OCTaTOuYHbIX CBEeOEHWH,
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Kapzo Cepm

noaTBEPXKAAOLWMNX HEOOXOAUMOCTb BHECEHMSI W3MEHEHMIW, nubo HenpeacTaBreHVWe 3asiBUTENEM B
YCTaHOBSEHHBIA CPOK OTBETA Ha YKasaHHbI B 4actu 4.1 HacToswen cTaTby 3anpoc YNOSIHOMOYEHHOTO
deaepanbHOro opraHa UCNOMHUTENBHOW BNACTMW.

(B pen. ®enepansHoro 3akoHa ot 04.06.2018 N 140-3)

6. OkcrnepTusa JeKapCTBEHHOro CpeacTBa AOfi BETEPUHAPHOrO MNPUMEHEHUS B LENSAX BHECEHUs
M3MEHEHNA B [OOKYMEHTbl, COAepXaluecs B pernctpaumMoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN
NeKapCTBEHHLIN NpenapaT AN BeTepUHAPHOro NMPUMEHEHMS!, OCYLLECTBNSAETCA B Mopsiake, YCTaHOBIEHHOM
ctatben 24 HacTosiwero PegepansHOro 3akoHa.

6.1. B cpok, He npeBbllWwawLWmin gecatn paboumx AHe CO AHS NOSyYeHWs 3aKkN4YeHUst KOMUCCUMU
9KCMEepTOB MO pes3ynbTaTaM YKa3aHHOM B 4acTM 2 HACTOALWEN CTaTbU 3KCNEepTU3bl, YNONMHOMOYEHHbIV
deaepanbHbIi opraH UCNOMHUTENbHOW BNACTU:

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

1) NPpUHMMaEeT pelleHne o BHECEHUU N3MEHEHNI B AOOKYMEHTbI, coaepxXalwpmeca B permctpaumoHHOM
AoCbe Ha 3apeFVICTpVIpOBaHHbIl7I ﬂeKapCTBeHHbIVI npenapart gna setepunHapHoro npuMmeHeHud, nnm 00 oTkase
BO BHECEHUMN TAKUX N3MEHEHUN;

2) BHOCWT B rOCYAapCTBEHHBIN pPeecTp feKapCTBEHHbIX CPEACTB HA OCHOBAHUWM PELLEHUSI O BHECEHUU
M3MEHEHUA B [OOKYMEHTbl, COAepXaluecs B pPEerucTpauMoHHOM [OCbe Ha  3aperMcTpupoBaHHbI
neKapCcTBEHHbIN NpenapaTt Ansi BETePMHAPHOro NpUMEHeHNs, HeobxoanMble N3MEHEHNS U BO3BpaLLAEeT 3Ty
[OKYMEHTbI 3asBUTENIO;

3) BbldaeT 3asiBATENO HOBOE PErncTpaLMoHHOE YOOCTOBEPEHWE NEKAPCTBEHHOrO MpenapaTta Ans
BETEPMHAPHOIO MPUMEHEHUSI B criy4yae HeobXoOMMOCTM W3MEHEHWUs CBeOEHWI, coAepKaluMxcs B HeM, C
COXpaHeHMeM HoMepa paHee BblaHHOrO PerncTpaLMoHHOro yAOCTOBEPEHUS NEKAPCTBEHHOMO Npenaparta ans
BETEPUHAPHOIO NMPUMEHEHMUS.

(n. 3 BBegeH ®eaepanbHbiv 3akoHoM oT 02.08.2019 N 297-93)
(4actb 6.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

6.2. B cnyyae BHeceHUsI M3MEHEHUN B LOKYMEHTbI, coAepXaluMecs B pPerucTpaluMoHHOM [OCbe Ha
3apEermcTpUPOBaHHbIN NIEKAPCTBEHHbIN NpenapaT And BETEPUHAPHOro MPUMMEHEHUs, B YacTu, KacaroLiencs
M3MEHEHNsT W (UnK) [OOMOSNIHEHUA NPOWM3BOACTBEHHOW NMOLWAAKM NEKapCTBEHHOro mnpenapara, npwu
npeacTaBrneHMn 3asiBUTENEM B COOTBETCTBMM C MyHKTOM 3 4acTm 1 HacTosiwen cTaTbM KOMUU peLleHus
YMOMHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENBHOW BMAactM O MNPOBEAEHUM MHCNEKTUPOBAHUSA
npou3BoauTenst JNEeKapCTBEHHbIX CPeACTB  CPOK, YKasaHHbll B 4acTu 6.1 HacTosilen cTatby,
NpuMoCTaHaBNMBAETCA CO [HA MNOJIYYEHUSA 3aKMYEHUA KOMUCCUM  SKCMEpPTOB A0 [OHA  MNPUHATMA
YMONTHOMOYEHHbIM befeparnbHbiM OpraHOM MCMOSTHUTENBHOW BAcTU PEeLIeHus O Bbldaye unu ob oTkase B
Bbldaye 3aKkrloyYeHUss O COOTBETCTBUM MNPOM3BOAUTENS JEKAapCTBEHHbIX CpeacTB TpeboBaHWSIM npaBus
Hagnexallen Npon3BoACTBEHHOM NPAKTUKN, HO He Bonee YeM Ha CTO BOCEMbAECAT pabounx gHeNn.

(vacTb 6.2 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

7. OcHoBaHVEM Ansi 0TKa3a BO BHECEHUN N3MEHEHMI B JOKYMEHTbI, CogepXallnecs B permctpaumoHHOM
[0Cbe Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHLIN NpenapaT ANs BETEPUHAPHOrO MPUMEHEHUS, B crny4vasix, He
TpebyLMX NPOBEAEHNsT SKCMEPTU3bl JIEKAPCTBEHHOrO CPEACTBa, ABNAETCS NpencTaBlieHne [OKYMEHTOB,
YKa3aHHbIX B YacTax 1 M 3 HacTosilen cTaTtbl, B HEMONTHOM OObeMe WnuM OTCYTCTBME B MPeACTaBNEHHbIX
OOKYMEHTax CBEAEHWUN, KOTOpble OOJKHbI OblTb B HWX OTpaXkeHbl, MO0 HenpeacTaBreHne 3asiBUTENEM B
YCTaHOBIMEHHBLIA CPOK OTBETa Ha YyKasaHHbIM B 4acTu 4.1 HacTosilen cTaTbM 3anpoc YNOSIHOMOYEHHOrO
degepanbHOro opraHa UCMNONHUTENbHOW BNacTu.

(vacTb 7 B peq. ®epepansHoro 3akoHa ot 04.06.2018 N 140-3)

7.1. OcHoBaHMeM pfnfsi OTKasa BO BHECEHUM W3MEHEHMA B [AOKYMEHThbI, cogepXawmecss B
perucTpaumoHHOM [J0Cbe Ha 3aperMcTpupoBaHHbIA NEKapCTBEHHbLIM npenapaT And BeTepuHapHOro
NPUMEHEHNs, B cny4dasix, Tpebylowwmx npoBeAEHUss 3KCMepTM3bl JIEKAapCTBEHHOINO CPEACTBa, SIBMsSieTCs
3aKn4veHe yrnorHOMOYEHHOro hedeparnbHOro opraHa UCMOMHUTENbHOW BNacTM O BO3MOXHOCTU CHUXEHUSA
©e3onacHoOCTH, KayecTBa, 3hPEKTUBHOCTM NIEKAPCTBEHHOrO npenaparta BCNeACTBME BHECEHUS U3MEHEHMWI B
yKa3aHHble JOKYMEHTbl, OTKa3 YNofIHOMOYEHHOro peepansHOro opraHa UCNONHUTENBHOW BNAacTu B Bblave
3akNYeHNs1 O COOTBETCTBMU MPOM3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBui Haanexallemn
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Kapzo Cepm

NPOV3BOACTBEHHOW MNPAKTUKN B CIiydae WU3MEHEeHMs U (Unun) LOMNOSNIHEHWS MPOW3BOACTBEHHOW NroLwanku

NIeKapCTBEHHOro npenapaTta, €cnv MNPOU3BOACTBO JIEKAPCTBEHHOrO npenapata [Anis  BeTepuHapHOro

npuMeHeHns ocyLLecTBnseTca 3a npegenammn Poccuinckon ®epepauun, nm oTCyTCTBUE ITOMO 3aKIHOYEHMS.
(vacTb 7.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

8. [onyckaetcsi obpallleHne neKkapCTBEHHbIX NpenapaTtoB ANl BETEPUHAPHOrO MpPUMEHEHMS [0
NCTeYEeHUs1 cpoka rOAHOCTM, MPOU3BEAEHHbLIX B TEYEHME CTa BOCbBMWUAECSTU OHEW nocre Aatbl NPUHATUS
YNOSTHOMOYEHHbIM befiepanbHbiM OPraHOM WUCMOMHUTENBHON BNAcTU pelleHnss O BHECEHUW WU3MEHEHWA B
OOKYMEHTbI, coaepXallmecsi B permcTpaumoHHOM [OCbe Ha JeKkapCTBEHHbIM npenapaTt, B COOTBETCTBMMU C
nHdopmaumen, cogepKallencs B LOKYMEHTaX PErMcTpaLMoHHOro A0Cke Ha NekapCTBEHHLIN NpenapaT 4o Aatbl
MPUHATUS TaKOro peLleHus.

(4acTb 8 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 32. OTMeHa rocyaapcTBeHHOM perucTpawmm IeKapcTBEHHOro npenapara

PelleHne 06 OTMeHe rocydapCTBEHHOW perucTpauun neKkapCTBEHHOro npenapaTta W WCKMIHYeHUN
nekapcTBEHHOro npenapaTta W3 roCyQapCTBEHHOTO peecTpa feKapCTBEHHbIX CPedcTB MNpuHMMaeTcs
YNOMHOMOYEHHbLIM heaeparnbHbIM OPraHoM UCMOMHUTENBHOM BNacTy B cryyae:

1) npencrtaBneHna cooTBeTCTBYHLWMM YNOJIHOMOYEHHbIM cbep,epaanblM opraHom NCMNOMHUTENBHOMN
BacTtn 3aKrn4eHnAa O pucke munum 00 yrpose 340pOBblO, XU3HWN 4YerioBeKa UIINM XMBOTHOIO NMpu npuMeHeHun
JIeKapCTBEHHOIo npenaparta, npesbillarlWmnx ero Sd)d)eKTVIBHOCTb, Nno pesynbTataM OCYyLleCTB/IAEMOro nm
MOHUTOPUHIa ©esonacHocTu JIEKapCTBEHHOrO Mnpenaparta;

2) nogauu pepxartenem uwnu BragenbueM PerucTpauvoHHOrO YAOCTOBEPEHMSI eKapCTBEHHOro
npenaparta unu ynonHOMOYEHHbIM UM APYrUM I0OPUONYECKUM NULIOM 3asiBrieHust o6 oTMeHe rocyaapCTBEHHON
perncrpaumm nekapcTBEHHOro npenapara;

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

3) HenoaTBepXXaAeHUA Focyﬂ,apCTBeHHOVI perncTpaunmn nekapCcrtBeHHOro npenapara no ncte4yeHnmn cpoka
[encTems perncTpaunmoHHOro yaqocrtosepeHud, BblJaHHOIO Ha NATb J1eT;

4) HenpeAcTaBneHus 3asiBuTeneM MHdopmaumm, KoTopasi MOXeT MoBneYyb 3a cobo HeobxoaMMocCTb
BHECEHUS] U3MEHEHUI B [OKYMEHTbl, COAepXKaliMecs B PerucTpauMoHHOM [OCbe Ha 3apermcTpyvpoBaHHbIN
nieKkapCTBEHHbIV Npenapart, B TedeHue Tpuauatn paboymx gHen co AHS HacTyNNeHns 3TUX U3MeHeHNI;

5) ocyuiecTBneHMss rocygapCTBEHHOW perucTpaumMM nekapCcTBEHHOro npenapaTa nog TOProBbiM
HaMMeHOBaHMEM 3aperMcTpMpoBaHHOrO paHee nod 3TUM TOProBbiM HaWMEHOBaHMEM JleKapCTBEHHOrO
npenapaTa, OTNIMYaILLErOCH KAYECTBEHHBIM COCTaBOM AENCTBYOLLMX BELLECTB;

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

6) ocyllecTBNeHUs rocygapCTBEHHOW permcTpaumMm ogHOro M TOro e fekapCTBEHHOro mpenapaTa B
OTHOLLUEHMMN OQHOTO 1 TOTO Xe AepXaTens unm BrnagenbLla pernctpalmoHHOro YA0CTOBEPEHWS NiekapCTBEHHOMO
npenapaTa B BUAe ABYyX 1 bonee nekapCTBEHHbIX NpenapaToB NoA pasnmMyHbIMU TOProBbIMM HAUMEHOBAHUAMMU;

(n. 6 B pea. PegepanbHoro 3akoHa oT 04.06.2018 N 140-$3)

7) BblHECEHUA CyOOM pelleHUnA O HapylweHun npas npaBoo6nap,aTen;| 00beKkToB I/IHTeJ'IﬂeKTyaJ'IbHOVI
cobCTBEHHOCTU npu 06an.l,eHl4M JIeKapCTBEHHbIX CPeAcCTB,;

8) oTCyTCTBUMSI NNEKAPCTBEHHOrO npenapara B obpalleHnn B Poccunckon degepaumm B TeYeHME TPEX U
bonee ner;
(n. 8 BBegeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-$3)

9) HEeBLINOMHEHUsT AepXaTenemM Unu BragenbLemM PerMcTpaumoHHOrO YOOCTOBEPEHUS NIEKAPCTBEHHOIO
npenapata NM60 YNONIHOMOYEHHbIM MMW APYIMM HOPUONYECKMM JILOM MEPONpUSTUM No obecneyeHuto
0€e30MacHOCTU IeKapCTBEHHbIX MNPenapaToB, YCTAHOBMEHHLIX YMOSIHOMOYEHHbIM deaepanbHbIM OpraHoMm
NCMOMHNTENBHOW BNacTU B COOTBETCTBMM C YacTamu 3 n 4 ctaTbn 64 HacToawero PegepanbHOro 3akoHa, B
paMKax OCyLLeCTBIeHNs hapMakoHaa3opa;

(n. 9 BBegeH PeneparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)
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10) oTkasa gepxaTtensa unu Brnagenbla perncTpaunoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenaparta
nnbo yNofIHOMOYEHHOrO UMK OPYroro HpuaM4eckoro nuua OT BHECEHMSI U3MEHEHWUA B MHCTPYKUMIO MO
NPUMEHEHNIO NEKAPCTBEHHOro npenapaTta, KacarluXcsl HOBbIX MOATBEPXKAEHHbLIX OAHHbIX O TOM, YTO PUCK
NPUYNHEHNA Bpeda 340POBbIO YENOBEKa UMK XKMBOTHOIMO BCNEACTBME MpUemMa NeKkapCTBEHHOro npenapara
npesbiWaeT 3PPEKTUBHOCTb €ro NPUMMEHEHUS.

(n. 10 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

CraTtba 33. focypapcTBEHHbIN peecTp /1IeKapCTBEeHHbIX CpeacTB

1. F'ocyaapCTBEHHbIV peecTp NEeKapCTBEHHbIX CPEACTB COAEPKUT NepeyeHb NieKapCTBEHHbIX NpenapaTos,
npoLleawnx rocyaapcCTBEHHYIO perucTpaumio, nepeyeHb hapmMaueBTUYeckmx cybcTaHUMi, BXOASLMX B COCTaB
NeKapCTBEHHbIX MPenapaToB, 1 CNeAyLLY0 MHOPMaLULO:

1) B OTHOLLUEHMM NEeKapCTBEHHbIX NpenapaTos:

a) HauMMeHOBaHWe neKapcTBEHHOro npenapata (MexAyHapoJHOe  HemnaTeHTOBaHHOoe,  Wiu
rPYNNMPOBOYHOE, NN XMMUYECKOE 1 TOProBOE HaMEHOBaHUSI);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHasi hopma C yKkasaHMeM [O03VMPOBKWU JEKapCTBEHHOrO MpernapaTta U ero Konuyectsa B
NoTpebuTEenbCKON YNakoBKe;

B) HaMMeHOBaHWe JdepxaTens WnuM Bnagenbula pPermcTpauMoHHOro yooCTOBEPEHMSI NEKapCTBEHHOro
npenapata u cBegeHus O perncrTpauum gepxartens unu Bnagenbua perncTpauuoHHOro yOooCTOBEpPEHMS
nekapCcTBEHHOro npenapaTta Ans MeAMUUHCKOro MpUMEHEeHMs B KayecTBe HamoronnaTtenblivka B CTpaHe
permcTpaumm (419 pOCCUNCKUX FOPUANYECKMX NUL, - MOEHTMAUKALMOHHBIA HOMep HanoronnaTenslwmka (MHH),
AN MHOCTPAHHbIX IOPUAMYECKUX MWL, - CTpaHa perncrpauuun, HaMMeHOBaHWe PerncTpupylollero opraxa,
perncTpauMoHHbIA HOMep, KOA HanoronnaTenbLiyka B CTpaHe permctpauuv (MHKopnopawumn) nnm ero aHanor);

(nn. "8" B pea. PenepanbHoro 3akoHa oT 28.12.2017 N 425-93)

r) HauMeHOBaHMe W adpec MPOM3BOAWTENS NEeKapCTBEHHOro npenaparta U cCBedeHus O perucrpauuu
NPOVN3BOAUTENSA NEKAPCTBEHHOrO NpenapaTa 4N MeAMLMHCKOro NpMMEHeH s B Ka4ecTBe HanoronnarenbLumka
B CTpaHe peructpaumMm (ONA  pOCCUWACKUX  IOPUONYECKUX NuL, -  WUOEHTUMKAUMOHHBIN  HOMEp
Hanoronnatenswuka (MHH), ona nHOCTpaHHbLIX OPUANYECKMX NUL - CTpaHa perncrpauuv, HaumeHoBaHue
perucTpupylowero opraHa, PerucTpauuoHHbIA HOMEP, KOA HanoronnatenbliMka B CTpaHe perucrpauum
(MHKOpNOpauun) unu ero aHanor);

(nn. "r" B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-$3)

4) dbapmakoTepaneBTUYecKkas rpynna, Kog NeKkapCTBEHHOro npenaparta no aHaToOMO-TepaneBTUYeCKOo-
XUMMYECcKo Knaccudumkaumm, pekomeHgoBaHHOM BceMmnpHom opraHn3aumen 3apaBooxXpaHeHmns;
(nmn. "g" B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)
€) NokasaHusi 1 NPOTUBOMOKa3aHUSA K NPUMEHEHMIO NEKAaPCTBEHHOrO Npenapara;
) NoboYHble AENCTBUSA NIEKAPCTBEHHOIO NpenapaTa;
3) CPOK FO4HOCTU NleKapCTBEHHOIO NpenapaTa;
1) YCIOBUS XpaHEHUS NIEKAPCTBEHHOTO Npenapara;

K) YCNOBMS OTMYyCKa NekapCTBEHHOro npenapara;

J'I) HOMeEp (bapmakoneVlHon CTatb Unn B Ccrniydae ee OTCYTCTBUA HOMEpP HOpMaTI/IBHOﬁ OOKyMeHTauunmn
nmbo HOPMaTUBHOIO JOKYMEHTa;

M) aata Focyﬂ,apCTBeHHOﬁ perncrTpaunn nekapCTtBeHHOro npenaparta n ero perMCTpaLI,VIOHHbIIZ HOMeED,
garta 3aMeéHbl perncTtpaunmoHHOro yaoCToBepeHUA  JNeKapCTBEeHHOro npenapata Ha 6eccpquoe
pernmcTtpaunoHHoe ygoctoBepeHune nekapCTtBeHHOro npenaparta, gata nogadum 3adBlieHuAa O noaTBepXxXaeHun
FOCYﬂ,apCTBeHHOVI perncTpaunn nekapCTtBeHHOro npenaparta, gata OTMeEHbI FOCYﬂapCTBeHHOVI perncrtpauunmn
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niekapCTBEHHOro npenapara;
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

H) Ka4eCTBEHHbIN COCTaB M KONMMYECTBEHHbIN COCTaB AEMCTBYHOLUUX BELLECTB U Ka4yeCTBEHHbIN COCTaB
BCNOMOraTenbHbIX BELLECTB NIeKapCTBEHHOIo npenapara;
(nn. "H" BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

0) MHGopMauma 060 BCcex paspeLleHHbIX BUAax BTOPUYHON (MOTPeOBUTENbCKOM) YNaKoBKY;
(nn. "o" BBeaeH dPeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

n) gata nNpUHATMS pelleHnss O BO3MOXHOCTU paccMaTpmMBaTb JleKapCTBEHHbIM npenapat npu
rocyaapCTBEHHOW perucrpauumn B KayecTBe opdaHHOro nekapCcTBEHHOro npenapata (4ns NekapCTBEHHbIX
npenapaToB AN MeAULUHCKOrO NpUMEHeHns);

(nn. "n" BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03; B pea. ®enepanbHOro 3akoHa oT
27.12.2019 N 475-03)

p) HanmuuMe nekapCTBEHHOro npenapata B MepeYyHe XU3HEHHO HeobXoaAWMbIX W BaXKHEMLIMX
NeKapCTBEHHbIX NpenapaToB (419 NeKapCTBEHHbIX MpenapaToB AN MeANLMHCKOrO NPUMEHEHS);
(nn. "p" BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-903; B pen. PenepanbHOro 3akoHa oT
27.12.2019 N 475-d3)

C) Hanuume B NEKapCTBEHHOM Mpenapare HapKOTUYECKUX CpeacTB, MCUXOTPOMHbIX BELEeCTB U UX
NpeKkypcopoB, nognexaimx koHTponto B Poccunckon depepaumm, B COOTBETCTBUM C 3aKOHOOATENBCTBOM
Poccuiickon ®epepauun, mexgyHapogHeiMu gorosopamu Poccuiickon ®epepauun, B ToMm yuncne EgumHon
KOHBEHUMen 0 HapkoTuyeckmx cpegcteax 1961 roga n KoHBeHumen o ncmxoTponHeix Bewectsax 1971 roga;

(nn. "c" BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

T) nHbopMaL s 0 TOM, SIBNSAETCA NN AaHHbIA NEKapCTBEHHbIN NpenapaT pedepeHTHbIM NTEKapCTBEHHbBIM
npenapaTom;
(nn. "1" BBegeH ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)
y) cBegeHus O nojaye 3asiBNEeHUs O BHECEHUMM U3MEHEHWA B [AOKYMEHTbl, cogepxalimecsa B
perncTpaumoHHOM A0ChbE Ha NIEKapCTBEHHbIN Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)
@) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBEAEHMS NIEKapPCTBEHHOrO Npenapara B rpaxgaHckum obopor;
(nn. "x" BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

2) B OTHOLLEHUW hapMaLeBTUYECKUX CyBCTaHLuIA:
a) HaumeHoBaHve dapMaueBTMYeCcKon CcybcTaHUuMM (MexayHapoOHOe HenaTeHTOBaHHOe, WIu
rpPynnMpPOBOYHOE, UITU XUMUYECKOE U TOProBOE HaMMEHOBaHWS);
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)
©0) HanmeHoBaHWe 1 agpec npomsBoauTens hapmaueBTU4eckorn cybcTaHuuuy;
B) CPOK rogHOCTM thapmMaLeBTMYECKOM CybCTaHuuu;

r) ycrioBusi XpaHeHus hapmaLeBTUYeCKon CyGCTaHLMu;

,El,) HOMeEp cbapmakoneﬁHon CTatb Unn B Ccrniydae ee OTCYTCTBUA HOMeEpP HOpMaTMBHOVI OOKyMeHTauunmn
nnéo HOPMAaTuUBHOIO JOKYMEHTa;

€) Hanuune capMaLeBTUYECKON CyOCTaHUMM B MepevyHe HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX
BELLECTB WM WX MPEKypcopoB, nognexawux KoHTpomo B Poccunckon ®depepaunn, B COOTBETCTBUM C
3akoHogartenscTBoM Poccuiickon ®egepaunm, mexayHapoaHsiMu gorosopamu Poccuiickon ®egepaunm, B TOM
yucne EguHoON KOHBEHLMEN O HapKkoTUYecknx cpeacteax 1961 roga n KoHBeHUMeEN 0 NCUXOTPOMHbIX BELECTBax
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1971 ropa.
(nn. "e" BBeaeH deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. dapmaueBTu4eckas cybCcTaHuus, Npou3BedeHHass ANns peanusaumm, MoXeT ObiTb BKMNOYEeHa B
rocyoapCTBEHHbIA peecTp feKapCTBEHHbIX CPEeACTB Ha OCHOBaHWM 3asBreHus paspaboTyvka wunm
npov3BoauTENS NeKapCTBEHHOro cpeactsa NMbo YNONMHOMOYEHHONO UMW HOPUOUYECKOro nuua npu ycriosum
npoBefeHUs B OTHOLUEHNN Takon hapMaLeBTUYECKON CybCTaHLUuKM akecnepTusbl kadecTBa hapmMaLeBTUYECKON
cybcTaHuum B nopsigke, YCTaHOBMEHHOM cTaTben 34 Hactosiwero degepanbHOro 3akoHa. B oTHoweHwun
dapmaLeBTM4eCkUx CyOCTaHUui, NpPOM3BEAEHHbIX Afs peanu3auun, B TrOCyAapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPEACTB COOAEPXKUTCA criegyrollas nHdopmaums:

1) HaumeHoBaHve pbapmaLeBTUYECKON CyOCTaHUUKM (MeXayHapo4HOe HenaTeHTOBaHHOoe, unn
rpynnMpoBOYHOE, UNN XMMUYECKOE N TOProBOE HaMMEHOBAHUS);

2) HaumeHoBaHWe, agpec NpousBoaMTens apMaLeBTUYECKON CybCTaHUMM, a Takke B OTHOLUEHUU
NeKapCTBEHHbIX CpPeAcTB Ans MEAWMLMHCKOro MNPUMEHEHUsI CBEAEHUss O peructpauum npousBoauTens
dhapmaLeBTUYECKON CcyGCTaHUMM B KAYeCcTBe HaroronnaTesblimMka B CTpaHe permcrpaumm (4ns pOCCUMCKUX
fopuandeckux nuu -  MOAEHTUMUKAUMOHHBLIA HOoMep Hanoronnatenbwwmka (MHH), ana  uHocTpaHHbIX
IOPUAMYECKUX MWL - CTpaHa perncrpauuun, HauMMeHOBaHWE PErvcTPUPYIOLLEro opraHa, perMcTpauyOHHbIN
HOMep, KO HanoronnaTtenbLuyka B CTpaHe perncrTpaumm (MHKopnopawmm) Unu ero aHanor);

(n. 2 B pea. PepepanbHoro 3akoHa oT 28.12.2017 N 425-93)

3) Cpok rogHOCTU hapmaL,eBTUYECKOWN CyBCTaHLmK;
4) ycrnoBus XxpaHeHUsi hapmaLeBTUYeCKon cybcTaHumm;

5) Homep dpapmakoneinHoi ctatb OO B criyyae ee OTCYTCTBUSI HOMepP HOPMAaTUBHOW OOKYMeHTaLum
UM HOPMAaTMBHOIO AOKYMEHTA;

6) Hanuuve dapmaueBTUYeCKON CyOCTaHUMW B MNepedYHe HapKOTUYECKMX CPeAcTB, MCUXOTPOMHbLIX
BELLECTB M WX MPEKypcopoB, MoAnexawmx KoHTpomnwo B Poccuinckon depepaumu, B COOTBETCTBUN C
3akoHogaTtenbcTBoM Poccurickon ®egepaumm, MexxgyHapogHbiMu gorosopamu Poccunckon degepaunm, B TOM
yncne EguHon koHBeHUMen o HapkoTudecknx cpegcteax 1961 roga n KoHBeHUmen 0 NCUXOTPOMHBIX BELLECTBaX
1971 ropaa;

7) parta BKNoYeHus dapmaueBTUYECKOM CyOCTaHUMM B FOCYOAPCTBEHHbIA PEECTP JeKapCTBEHHbIX
cpencTB, AaTa BHECEHMSI U3MEHEHUA B [OKYMEHTbl hapmaueBTUYECKOW CyOCTaHUuMM, daTa MUCKIYeHMs
dhapmaLeBTMYECKON CyOCTaHLUMM U3 rOCYy4apCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPEACTB.

(vacTb 2 B peq. ®PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Tlopsigok BegeHUs rocydapCTBEHHOrO peecTpa JEeKApCTBEHHbIX CPeACcTB Ans MeOWLMHCKOro
NPUMEHEHMS 1 MOPSIAOK BEAEHWUS roCcyAapCTBEHHOrO peecTpa NnekapCTBEHHbIX CPeacTB Ans BeTepUHapHOro
NPUMEHEHMWS YTBEPXKAAIOTCA COOTBETCTBYIOLLUM YMNOMHOMOYEHHbIM hefepanbHbiM OpraHoM UCMOMNHUTENBHOW
BMacTu.

Cratba 34. BKaoueHue B roCyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeacTB U UCKAIOYEHue u3
rocyAapcTBEHHOrO peecTpa IeKapCTBEHHbIX CpeacTB papmaL,eBTMUecKoM CybCcTaHLMK, NpousBeaeHHON ana

peanusauum
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ons BknoYeHuWss papmaueBTUYECKOW CyOCTaHUMM, NPOWM3BEAEHHOW .S peanu3auun, B
rocyapCTBEHHbIV PEECTp fiekapCTBEHHbIX CPEACTB, NMPOBOANTCA IKCNEPTU3a ee KavyecTsa.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. JKkcnepTu3a kayecTBa ykasaHHOM B 4acTu 1 HacToswen ctatby hapmaueBTUYecKon cybcTaHuuu,
COCTaBfEHNE KOMUCCUEN SKCMEPTOB 3aKMOYEHUN MO pesynbTaTam 3TOW 3KCMepTU3bl U UX HanpasneHue B
YNONHOMOYEHHbIN dheaepanbHbI opraH UCMONHUTESbHON BIlAaCTN OCYLLECTBAIOTCA B CPOK, HE NPEBbILIAOLLNIA
wectugecatn paboumx OHEW CO OHS MONyYEeHUs 3KCMEePTHbIM y4YpexAeHWem COOTBETCTBYHOLLEro 3agaHus
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YNOJIHOMOYEHHOIo q)ep,epaanoro opraHa NCMNONHNTESNbHON BNacTu n cnegyrowmx 0OKyMEHTOB!

1) KOMWS NULEH3MN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB MU KOMWSA 3aKITIOYEHUSI O COOTBETCTBUU
NPOVN3BOAUTENS NEKapCTBEHHbIX CpeacTB TpeboBaHUsIM NpaBui Haanexallen NPOM3BOACTBEHHON MPaKTUKMK,
BbldaHHbIX YMOJIHOMOYEHHbIM defeparnbHbIM  OpraHOM  WUCMOSMHUTENbHOW BRactTu, B Ccnydvae, ecnu
NPOV3BOACTBO JIEKAPCTBEHHOTO CpeacTBa ocyllecTenseTca B Poccuiickon Gepgepaunu;

(B peq. ®PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

2) KOnus1 AOKYMEHTA, BblOAHHOIO YNOSHOMOYEHHLIM OPraHOM CTpaHbl NMPOM3BOAMTENS NEKapCTBEHHOMO
cpencTBa U noaTBepXaatoLero paspelleHne Npov3BOACTBA FIEKApPCTBEHHOIO CPeacTBa, U ero nepeeos Ha
PYCCKUA A3blK, 3aBEPEHHble B YCTAaHOBMEHHOM MOPSiAKE, @ TakkKe KOMWsi 3aKMYeHUs O COOTBETCTBMM
NPOVN3BOAUTENS NEKapCTBEHHbIX CpeacTB TpeboBaHUsIM NpaBui Haanexallen NPOM3BOACTBEHHON MPaKTUKMK,
BblJAHHOIO YMOMHOMOYEHHbIM dhedeparibHbIM OpraHOM WCMONMHUTENBHOM BRacTu, NUOO KOMUst peLLeHus
YNOJIHOMOYEHHOIrO befeparnbHOro opraHa WCNOSIHUTENbHOW BRAcTM O MNPOBEAEHWMM MWHCMEKTUPOBaHUS
NPON3BOAUTENS NEKapCTBEHHOrO CpeacTBa. YKasaHHble [OKYMEHTbl MPEACTaBnsitoTCA B Ccryvae, ecnu
NMPOM3BOACTBO NIEKAPCTBEHHOMO CPeCTBa OCYLLECTBNAETCA 3a npeaenamu Poccuiickoin Gepepaunu;

(n. 2 B pea. PepepanbHoro 3akoHa oT 04.06.2018 N 140-$3)

3) OOKYMEHT, cogepKallmi cnegyowime ceegeHns o apmaneBTUYECKON CyOCTaHLMK:

a) HaMmeHoBaHWe hapmaLeBTUYECKON cybCcTaHUMK, ee CTpyKTypa, obLLmMe CBOWCTBA;

6) HaMMeHoBaHWe 1 aapec NPOU3BOAUTENS;

B) TEeXHOJ10rma npomn3esoacTea Cc onncaHmem cragun npoun3BoacTBa U MeTo40B KOHTPOJIA Ha BCeX CTaanax
npon3BoAcCTBa,

r) onucaHue paspaboTkn npouecca NPon3BOACTBA;

A) onncaHne KOHTPONS KPUTUYECKUX CTagui npouecca Npon3BoACTBa U MPOMEXYTOYHON NPOAYKLNM;
€) AOKYyMeHTanbHoe NoATBepXaeHue (BanMaauus) npoLeccoB 1 (Mnm) Nx OLEeHKa;

) CBOWCTBA M CTPYKTypa AENCTBYIOLUMNX BELLECTB;

3) XapakrepucTtuka npumecen;

1) cneuundukauma Ha papmaueBTUYecKyto cybcTaHumio n ee 060CHOBaHweE;

K) aHanuTuyeckme METOOMKW, WCMOfMb3yeMble MNPW  OCYLUECTBNEHUM  KOHTPONS  KavyecTBa
dhapmaLeBTMYECKON cybCcTaHUmK;

n) [OKyMeHTanbHOEe MNOATBEpXAeHUe (Banuaauusl) aHanuTUYEeCKUX METOAMK, WCMOoNb3yeMblX Mpu
OCYLLLECTBMNEHNM KOHTPONS KayecTBa hapmaLeBTUYECKON CybCcTaHLmu;

M) pe3ynbTaTbl aHann3a cepuii apmaLeBTUYECKON cybcTaHUmK;

H) nepeyvyeHb CTaHOAapPTHbIX O6p33LLOB mnnn BewecTB, UCNOJNb3yeMbIX NPU OCYLUECTBIIEHMN KOHTPONA
Ka4vyecTBa,

0) onuMcaHne XapakTePUCTUK U CBOMCTB YNMaKoBOYHbLIX Matepuaros 1 YKyNnopOYHbIX CPeacTs;

n) AaHHblE 0 CTabUNbHOCTU hbapMaLleBTUYECKOW CYGCTaHLUW;

p) CPOK rOAHOCTY;

4) ODOKyMEHT, coepXalluidi CBedeHUs O perucrpauuv npousBoauTenst NeKapCTBEHHbIX CpeacTs Ons

MEeAMLIMHCKOro MpPUMEHEHUs B KayecTBe HarnoronnaTtenblivka B CTpaHe peructpaumm (Ons poOCCUMCKUX
IOPUONYECKMX UL, - WOEHTUUKAUWOHHBIA HoMep Hanoronnatenswuka (MHH), gna  uvMHOCTpaHHbIX

6l
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Iopuanyeckux nuy - CTpaHa perucTpauum, HanMeHoBaHWe PerncTpupyloLlero opraHa, permcTpauyoHHbIN
HOMep, KO4 HanmoronnartenbLuyka B CTpaHe perncrpaumm (MHKopnopawumm) nm ero aHanor).

(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)

(4acTb 2 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ansa npoBegeHns aKcnepTu3bl KAa4eCcTBa yKkasaHHOM B YacTu 1 HacTosLLen cTaTbn hapMaLeBTUYECKON
cybcTaHuun 3asBUTENb NpeacTaBnseT B YNONMHOMOYEHHbIN dheaeparnbHbIi OpraH UCMOMHUTENbHOW BNacCTy:

1) 3asBneHve O BKIOYEHWM B TOCYOAPCTBEHHbIA PEECcTp JIeKapCTBEHHbIX CPeACTB AaHHOMW
hapmaLeBTUYECKON CyOCTaHLMK;

2) konua [OKyMeHTa, MOATBEPXAalolWero ynnaty rocyaapCTBEHHOW MOLWUHBI 3a BKIIOYEHVWE B
rocyfapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB (hapmaleBTU4ecKkon cybGcTaHuMu, Npou3BedeHHOM Ans
peanu3aumu, 6o No cobCTBEHHOW MHMUMATMBE YKasaHHbIN OOKYMeHT. B cnyvae ero HenpegcTtaBneHus
3asgBMTENEM YMNONMHOMOYEHHbIM beaepanbHbll OpraH WMCMNOMHUTENbHOW BracTu nposepsieT akT ynnaTbl
rocy4apCTBEHHON MOLWNUHbI 3asiBMTeneM C Mcnonb3oBaHneMm wuHdopmaumm 06 ynnaTe rocygapCTBEHHON
MOLWMMHBI, coaepxallenca B [ocyaapcTBEHHOW WHAPOPMALMOHHON CUCTEME O rOCYAapCTBEHHbIX U
MyHWUMMAnNbHbIX — MfaTtexax, Ha OCHOBaHUMW  NpeACTaBfEeHHOM  3asBuTenemM  KOMuUWM  JOKYMeEHTa,
noaTBepXKAatoLwero ynnaTy rocygapCTBEHHON MOLLMUHbI;

(n. 2 B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

3) OOKYMEHThI, yKa3aHHbI€ B 4acTu 2 HACTOsILLEN CTaTby;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3asBneHve O Bblgaye paspelleHuss Ha BBO3 B Poccuiickyto depepaumio KOHKPETHOW napTum
He3aperMcTpUpOBaHHOIO FEeKapCTBEHHOrO CPeacTBa, NpeAHasHa4YeHHoOro Ans MpoBeAeHWst YKasaHHOM
3KCNepTm3bl.

(n. 4 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

4. B TeueHve gecatn paboymx OHEN CO OHSA MPUHATUSA 3asiBNEHUS O BKIIOYEHWUM yKa3aHHOW B 4actu 1
HacTosiLLen cTaTbi hapmaueBTUYeCcKOn CyBCTaHLUN B roCy4apCTBEHHbIN PeecTp NekapCTBEHHbIX CPeACTB U
OOKYMEHTOB, MEepeuYUCrieHHbIX B 4acTm 1 U NyHKTe 2 yacTu 3 HacTosilen cTaTbW, YNONTHOMOYEHHbIN
deaepanbHbIi opraH UCNOMHUTENBHOW BNACTU:

(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

1) NpoBOAWUT NPOBEPKY MOMHOTHI WM LOCTOBEPHOCTU [aHHbIX, COAEPXaLMXCs B NPEeACTaBEHHbIX
3asBUTENIEM JOKYMEHTAX;
(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpUHUMAaET peLleHne 0 HanpaeJfieHUN B 3KCNepTHoe y4pexaeHne 3ajaHnd Ha npoBeeHne akCnepTuabl
Ka4yecTBa YKa3aHHOl7I B 4YacTu 1 HacTosLen CcTaTbh (bapMaLleBTMHeCKOVI CyGCTaHLI,MM unm o6 oTkase B Takom
HanpasleHUN;

3) yBegomnsAeT B 3NEKTPOHHOW MIU MMCbMEHHON hopMme 3asBUTENS O MPUHATOM PELLEHUM UK B Criydae
oTKasa C yKa3aHWeM NPUYMH Takoro oTkasa.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIsIBNeHUs HEAOCTOBEPHOCTU CBEAEHNIA, coaepXaLluxcs B NpeAcTaBneHHbIX 3asBuTenem
MaTepuanax, YNoSTHOMOYEHHbIN defepanbHbIi opraH WUCMOMHUTENbHOW BMNacTy HarnpasnseT 3asBUTENO
3anpoc 00 yTOYHEHUWM yKasaHHbIX cBedeHuNn. [aHHbI 3anpoc MoxeT OblTb nepedaH YNONIHOMOYEHHOMY
npeacTaBuUTENIO 3asBUTENSA NINYHO MOA PaCrMCKy, HanpaBneH Mo noyte 3akasHbIM MUCbMOM UMK NepefaH B
3NEKTPOHHOW popMe No TENEKOMMYHUKaLMOHHLIM KaHanaM cBa3u. B cnyyae HanpasneHus AgaHHoro 3anpoca
Mo noyrte 3akasHbiM NMUCbLMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHUU LLIECTU AHEWN C AaTbl HanpasBneHus
3aKasHoro nucema.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3aasutene ob6sa3aH NpeacTaBuMTb OTBET Ha 3anpoc YMNONTHOMOYEHHOro defepanbHOro opraHa
WCMNOSTHUTENBHON BrAcTW B CPOK, HE MPEBbLILLAWNA OEBAHOCTA pabounx OHEN CO OHSI MOMyYeHUs LaHHOro
3anpoca. Cpok, ykasaHHbIi B 4YacTu 4 HacTosilel cTaTbW, NPUOCTAHAaBMMBAETCA CO [HSA HanpaeneHusi

125424, Mocksa, yn.Bacunua MNeTywkosa, 4. 8, opuc 207, ten.: 8 495 510 00 64

Kapzo Cepm

62


consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B44E0518B508B22FC84538FF358A540260C5BB2CD4BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B5490518B508B22FC84538FF358A540260C5BE2ADDBC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED07D39B7490518B508B22FC84538FF358A540261C0BC2FDFE34480BA77E3967612ED3930F59Fq1lAP
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B5490518B508B22FC84538FF358A540260C5BE29D5BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B5490518B508B22FC84538FF358A540260C5BE29D7BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36CD07A3EB64F0518B508B22FC84538FF358A540260C5B92EDDBC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B5490518B508B22FC84538FF358A540260C5BE29D0BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B5490518B508B22FC84538FF358A540260C5BE29D3BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36CDC793AB24B0518B508B22FC84538FF358A540260C4BA2EDCBC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B5490518B508B22FC84538FF358A540260C5BE29DCBC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36CDC793AB24B0518B508B22FC84538FF358A540260C4BA2EDDBC4195AB2FEF9F600CE42E2CF79D18q7l1P

/ON

N\ )4

Kapzo Cepm

3aABUTESIO 3anpoca YNosTHOMOYEHHOro heepanbHOro opraHa UCNONMHUTESNBbHOW BRACTW 40 AHS MOMAYyYEeHUs UM
OTBEeTa Ha [aHHbI 3anpoc W He Y4YUTbIBAETCA MNPU  UCYUCIIEHUM CPOKa SKCMepTu3bl KavecTBa
hapmaLeBTUYECKON CyBCTaHLMM, HEUCNONb3yeMON Npy NPOU3BOACTBE NEKapPCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBeaeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM ONns OTKasa B HampaBlieHMU B 3KCMEPTHOE YyYpexaeHue 3afdaHus Ha npoBeAeHue
3KCMepTM3bl Ka4yecTBa ykazaHHOM B 4acTu 1 HacToswen ctatbu papmaueBTU4ecKon cybcTaHumm sBnaeTcs
HenpeacTaBneHne [OKYMEHTOB, YKa3aHHbIX B 4YacTU 2 HaCTOsLWeW cTaTtbW, OTCYTCTBME WHopmaumw,
noaTBepxaatoLLen akT ynnaTel rocygapCTBEHHOMN NOLUMNHBI 3@ BKIOYEHUE dhapmaLeBTUYECKON CybCcTaHLmK,
Npou3BegeHHON ANA peanu3auun, B roCyaapCTBEHHbIV PEECTP NEeKapCTBEHHbIX CPEACTB, HEMpeacTaBreHne
3asBMTENEM B YCTAHOBIIEHHBI CPOK OTBETa Ha YyKasaHHbli B 4Yactu 4.1 HacTosilem craTbuM 3anpoc
YMOJSTHOMOYEHHOro doeeparnbHOro opraHa WCMOMHUTENbHOW BNacTu WNW nNpeacTaBrneHne LOKYMEHTOB, He
cogepallmx ncyepnbiBatoLLEro NepeyvHsi He0OXoAMMbIX CBEAEHUN.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeveHve nATHagUaTV pabounx AHew co AHA NONyYEeHNs peLleHus YNoNMHOMOYEHHOro dheaeparnbHOro
opraHa WCMOMHUTENbHOW BMAacTM O HamnpaBfieHMU B 3KCMEPTHOE YYpexaeHWe 3adaHusd Ha npoBedeHune
3KCMepTM3bl KaYecTBa yKasaHHOW B YacTu 1 HacTosLen ctaTbu hapmaueBTUYeckon cybcTaHuumn 3asBUTENb
npeacTaBnseT B IKCNEPTHOE yupexaeHne Ans NpoBeAeHNs 4aHHOWN 9KCnepTM3bl obpasLbl hapmaLleBTUYecKon
cybcTaHuuM B KonmM4ecTse, HEOOXOAUMOM AN BOCMPOM3BEAEHMA METOAOB KOHTPONS KadyecTBa. QKcnepTHoe
yypexgeHue npu nonyyeHun o6pasLOB yKa3aHHOMW B 4acTM 1 HacToswen craTbu hapmaueBTUYeckown
cybGcTaHuuM BblgaeT 3asABUTENO AOKYMEHT, MOATBEpXAalowWwui nonyyYeHne 3Tux obpasuos, M B CPOK, He
npeBbIWaWmMn Tpex paboumx AHeW, yBeAOMSSeT B 3NEKTPOHHOW WM NucbMeHHow dopme 06 3ToM
YNONTHOMOYEHHbIV (hbefepanbHbli OpraH WCMONMHUTENbHOM BriacTW. JTU CPOKM HE BKMYAKTCA B CPOK
npoBeAeHUs AaHHOW 3KCNepTu3bl.

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

7. [oKkyMeHTbl, MOCTYNMBLUME B 3JKCMEpTHOE YYpexaeHue Ana NpoBedeHWsi IKCNepTusbl KadvecTsa
yKkasaHHOM B 4acTM 1 HacTosillei cTaTbl papMauleBTMYecKol cybcTaHummM, noanexar Bo3BpaTy B
YNONMHOMOYEHHbIA deaeparbHblii opraH MWCMOSIHUTENbHON BRacT OAHOBPEMEHHO C 3akloYeHMsIMU Mo
pesynbTaTtam NpoBeAeHHOW 3KCNepTU3bI.

8. B cpok, He npeBbIWwarLwmnin NSt pabounx gHer Co AHS NONYYEHUS 3aKNioYeHNss KOMUCCUN IKCMEPTOB
no pesynbTaTamM 9KCNepTU3bl KayecTBa YyKasaHHOW B 4YacTu 1 HacTodwen cratbuM dapmMaueBTUYEeCKomn
cybcTaHuum, ynonHOMOYEHHbIN dheaepanbHbIf OpraH UCMONHUTENBLHON BNAcTu:

1) OCyLLeCTBIIAE€T OLUEeHKY TaKOoro 3aknk4eHuda and onpeneneHnda ero CooTBeTCTBUA 3adaHUK Ha
npoeegeHne OaHHON QKCNEPTU3bI;

2) npyHMMaeT peLleHne O BKIOYEHWUM yKasaHHOW B YacTu 1 HacTodwen ctaTbu hapmaueBTU4ECcKon
cybGCcTaHuum B rocyAapCTBEHHbIV PEECTP NlekapCTBEHHbIX CPEACTB UIN peLleHne 06 oTkase B TaKOM BKITIOYEHUU;

3) BHOCWMT MpU NPUHATUW pELUEHMS O BKIIOYEHWWM YKasaHHOMW B 4Yactu 1 HacToswen cratbu
hapmaLeBTM4eCckon cybCcTaHuum B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB MpegyCMOTPEHHYH0
yacTbto 2 ctaTbn 33 HacTosiwero PegepanbHOro 3aKoHa MHAOPMaLMIo U yBeaoMIISieT 06 3TOM B 3NIEKTPOHHOM
WU NMCbMEHHON hopme 3aaBuUTEnNS.

(B pea. PegepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-03)

9. OcHoBaHMeM Ans OTKasa BO BKMHOYEHUN YKa3aHHOW B YacTu 1 HacTosLen cTaTbn dhapmMaLeBTUYECKOn
cybCcTaHUuM B rocyapCTBEHHbIN PEECTpP NekapCTBEHHbLIX CPEACTB SABMNAETCH 3aKMHOYEHNe COOTBETCTBYHOLLETO
YNONTHOMOYEHHOrO hefiepanbHOro opraHa UCMOSTHUTENBHOW BNACTM O TOM, YTO Ka4ecTBO (bapmaLeBTUYECKON
cybCcTaHuumM He NOATBEPXKAEHO MONYYEHHBIMU AaHHBIMU.

(vacTb 9 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93; B pen. PemepanbHOro 3akoHa oT
04.06.2018 N 140-d3)

10. He ponyckaeTcsi BKIIOYEHWE B rOCYOAPCTBEHHbIN PEECTp JeKapCTBEHHbLIX CPEeACTB OAHON
hapmaueBTMYECKON CYOCTaHUMWM, NPOM3BEOEHHOW ANis peanu3auun 1 BbIMyCKAEMOW OOHUM U TEM Xe
npousBoguTeneM, B Buae OByx 1 6ornee peecTpoBbIX 3anuce.

(vacTb 10 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)
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11. BHeceHne n3amMeHeHUn B OOKYMEHTbl Ha hapmaueBTUYECKYH CyOCTaHLMIO, NMPOM3BEOEHHYI0 AN
peanu3aunmy 1 BKINIOYEHHYH0 B rOCY4apCTBEHHBIN PEECTp fiekapCTBEHHbIX CPeACTB, OCYLLECTBNSETCS B NOPSAKE,
yctaHoBneHHoM ctaTtbsamu 30 1 31 HacToswero ®egepanbHOro 3akoHa, C ynnaTtomn rocyaapCTBEHHOW MNOLMWHbI,
npeaycMOTpEeHHON 3akoHogaTenscTBOM Poccuickon ®epepauun o Hanorax n cbopax.

(vacTb 11 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

12. [onyckaeTcs obpalleHne capmaueBTUYeCKUX cybCTaHUMiA, NPOU3BEAEHHbIX ANs peanusauuu, B
TeYeHWe cTa BOCbMWAECATM [OHEN [0 W Mocre MNPUHSATUS YNOMHOMOYEHHbIM dedeparnbHbIM - OpraHoM
NCMOSNHWUTENbHON BNAacTN PELLEHNSI O BHECEHUM N3MEHEHWI B LOKYMEHTbI Ha hapmaLeBTUYECKYL0 cybcTaHumIo,
NPOW3BEAEHHYIO ANs peanusaumm 1 BKIOYEHHYIO B rOCyAapCTBEHHbIV PEECTP NEeKapCTBEHHbLIX CPEACTB.

(vacTb 12 BBegeHa dPeaeparnbHbiM 3akOHOM OT 22.12.2014 N 429-03)

13. PeweHne 06 wucknYeHUM ©3 TFOCYOApPCTBEHHOrO peecTpa eKapCTBEHHbIX CPeacTB
hapmaLeBTUYECKON CYOCTaHUMK, NPOM3BEAEHHOW [Ans peanusauun, MPUHUMAETCs  YNONHOMOYEHHbIM
hbenepanbHbIM OpraHoOM UCMONTHUTENBHOW BNacTu B Criyyae:

1) npencrtaBneHna cooTBeTCTBYHLWMM YNOJIHOMOYEHHbIM cbep,epaanblM opraHomMm NCMNOMHUTENBHOMN
Bfacth 3aKnw4eHnda O pUcke unn 00 yrpose Xu3Hun wunm 300pOBbH0 YeJloBEKa nmbo KMBOTHOrO npu
MCcnosnb3oBaHUN NIeKapCTBEHHOIO CpeacTBa;

2) nogaym pa3paboTyMKoM NEeKapCcTBEHHOrO CpeAcTBa UM NPOM3BOAUTENEM NEKAPCTBEHHOIO CPeaAcTBa
nMbo ynormHOMOYEHHBIM UMW OPYrMM FOPUOUYECKMM NULIOM 3asBreHns 06 MCKNIOYEHUN U3 roCyaapCTBEHHOrO
peecTpa nekapcTBEHHbIX CpeacTs hapmaLeBTU4eCcKon cybcTaHUumn, NpoM3BEAEHHON AN peanv3auuu;

3) oTcyTCcTBMA (hapMaueBTMYECKOW CyOCcTaHuuMW, NMpou3BeAeHHON Ana peanusauun, B obpalieHum B
Poccuinckon ®egepauun B TedeHme Tpex 1 bonee nert.
(yactb 13 BBegeHa dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

Cratba 35. YTpatuna cuay c 1 uona 2015 roga. - PegepasnbHbiii 3aKOH 0T 22.12.2014 N 429-P3.

Cratba 36. O6xanoBaHMe pewieHUa 06 oTKase B Bblgaue paspeLleHUa Ha NpoBeaeHNe KIMHUYECKOro
MUCCNenf0BaHMA NEeKapCTBEeHHOro npenapata, pelweHuMsa 06 OTKase B rOCyAapCTBEHHOW perncrpauyuu
NIeKAapCTBEHHOrO0 npenapaTta, 3aK/lYeHUA KOMMUCCUM IKCNEPTOB IKCNEPTHOrO yupeXKAeHusa uaun
3aKNl0OYEeHUA coBeTa No 3TUKe

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

PelleHve cooTBETCTBYHOLLErO YNOMHOMOYEHHOro dedepanbHOro opraHa MCMOMHUTENbHOW Bnactu o6
OTKase B Bblaye paspelleHns Ha NpoBefeHne KIMHUYECKOro WUCCreoBaHUsA NekapcTBEeHHOro npenapara,
pelleHne yka3aHHOro pegepanbHOro opraHa WCMONMHUTENbHOM BriacTm o6 OTka3e B rocygapCTBEHHON
permcTpaumm nekapcTBEHHOro rnpenapaTta, 3akioYyeHNe KOMUCCUN SKCNEPTOB 3KCMEPTHOMO YYPEXOeHUs UIm
3aKMoYeHe coBeTa Mo 3TUKe MOXeT ObiTb obxarnoBaHO B MOpsaKke, YCTAaHOBIIEHHOM 3aKOHOOATENbCTBOM
Poccuinickon  ®epepaumn.  3aknoveHVe  KOMWCCUW  SKCMEPTOB  SKCMEPTHOIO  yypexaeHus o
B3aVMO3aMeHsIEMOCTM JeKapCTBEHHbIX MNpenapatoB Ans MEAVMUUHCKOro MpuMeHeHus nnbo o ToM, 4TO
neKapcTBEHHbIN npenapaT 415 MeAWLMHCKOro NPUMEHEHNS He SBNSeTCs B3anmMo3amMeHAeMblM, MOXeT ObiTb
0b6xanoBaHoO gepxaternem unu BnagenbleM perncTpauuoHHOro YAOCTOBEPEHMWS fekapCTBEHHOro npenaparta
B YNOJSTHOMOYEHHbLIN dhefepanbHbld opraH UCMOMHUTENBLHOW BNAcTWU, KOTOPBIN MPUBNEKAET K pacCMOTPEHUIO
yKa3aHHOW xarnobbl NoABeAOMCTBEHHbIE €My HayyHble opraHusauMum u obpasoBaTenbHble OpraHv3auuu
BbiCLLero obpas3oBaHusi, OCyLeCTBRSIOWMe AeaTenbHOCTb B cdepe obpalleHns nekapcTBEHHbIX CpeacTs.
3aknoveHre KOMUCCUMM 3KCMEepTOB SKCMEPTHOTO yuypexaeHus, OodopMIeHHoe no wuToraMm nepecmoTpa
06XanoBaHHOIO  3akfiloYeHUss aKkcneprta, MoOXeT OblTb OCMOpeHo AepXateneM Wnu  Bnagenbuem
perncTpaumMoHHOro yAOCTOBEPEHUS NEKapCTBEHHOro npenapata fnvbo YMONHOMOYEHHbIM VMW JIULOM B
nopsifke, YCTaAHOBMEHHOM 3akoHogaTtenbcTBoMm Poccuickon ®Pepepaunn. lMpu obxanoBaHun pelleHUs
YNONTHOMOYEHHOro hbefepansHOro opraHa WCNOMHUTENbHOW BNACTU, 3aKMlOYEeHUs dKcrnepTa unu KoMuccuu
3KCMNEepTOB 3KCMEPTHOIO YYPEeXOeHUs, 3akrdYeHus coBeTa MO JTWKe JepxaTens unu  Briagenew
perncTpaumMoHHOro y4OCTOBEPEHUS MeKapCTBEHHOro npenapara Nnbo ynorHOMOYeHHOe MMU NULO Brpase
npeacTaBuUTb  pesyrnbTaTbl  3KCNEpPTU3bl  NEKapCTBEHHOrO  npenapaTa,  MNPOTOKOMbl  MOMYYEeHHbIX
aKKpeaUTOBaHHbLIMW UCTbITaTENbHBIMKU NabopaTopusiMun (LeHTpaMun) pesynbTaToB UCCNEAOBaHNI, UCMbITAHUNA.

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)
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Cratba 37. WUHPopmauma, cBA3aHHAA C OCYLLECTB/IEHMEM [OCYAAPCTBEHHOW perucrpauumu
NIeKapCTBEHHbIX NpenapaToB, MHGOPMALUA O 3aPErucTPUPOBAHHLIX JIEKAPCTBEHHLIX Mpenapatax W
JIeKapCTBEHHbIX Npenapartax, UCKAIYEHHbIX U3 rocyAapcTBEHHOrO PeecTpa JIeKapcTBEeHHbIX CPeacTB

1. CoOTBETCTBYIOLLMIA YNONHOMOYEHHbIN dheaepanbHbI OpraH UCMOMHUTENBHOW BNacTn pa3meLlaeT Ha
cBoeM odwmumanbHoM cante B cetn "UHTepHeT" uWHQOpMaumio, CBSA3AHHYIO C OCYyLLECTBIIEHMEM
rocyqapCTBEHHON perucTpaumMm nekapcTBEHHbIX MpenapatoB, B TOM YuCMe MNpOBeAEeHMEM 3KCnepTusbl
neKapCTBEHHbIX CpeacTB (BKMYas pesynbTaTbl €e MNpoBeAeHUs), MH(OopMauuio O 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX MpenapaTtax W NeKapCTBEHHbIX MpenapaTax, WCKMYEHHbIX M3 roCydapCTBEHHOrO peecTpa
NeKapCTBEHHbIX CPeACTB, HE MO3OHee YeM 4yepes NATb pabounx AHEN CO AHSA MONyYeHUsT YNONHOMOYEHHbIM
degepanbHbIM OpraHoM UCMOSTHUTENBHON BNAcT COOTBETCTBYHOLLEN MHOopMaLnK.

(B peq. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-3, ot 02.08.2019 N 297-03)

2. Cpoksn wn nopsgok pasmelleHuss ykasaHHom B 4vactu 1 HacTodwewn crtatbn wuHdopmauum
yCTaHaBMNMBaKTCA YNONMHOMOYEHHbIM dheaepanbHbiM OpPraHoM UCMofHMTENbHOW BriacTn. WHdopmauwms,
yKka3aHHas B 4actM 1 HacTosWwen cTaTbu, SBNSAETCS OTKPbITOW M 0OWwedoCTymHOM M npefocTaBnseTcd
3anHTEepeCcoBaHHbIM NULAM B COOTBETCTBMU C 3akoHOoAaTensCcTBoM Poccuiickon ®eaepaunn.

(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Fnasa 7. KMIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB A1 MEANUMHCKOIo NnPUMEHEHUA, AOTrOBOP
Ob UX NMPOBEAEHNN, MPABA NALUUEHTOB, YYACTBYIOLLUX
B 3TUX UCCNEAOBAHUAX

Cratba 38. KnuMHuueckue wuccnepoBaHMA NIeKApCTBEHHbIX MNpenapaTtoB ANAA  MeAULUHCKOro
npUMmeHeHusn

1. KnnHnyeckne mccnenoBaHusi NEKApCTBEHHbIX NpenapaTtoB A4S MEeLWLMHCKOIO MPUMEHEHUS, B TOM
yucrne MexayHapoaHble MHOrOLEHTPOBbLIE, MHOTOLEHTPOBbIE, NOCTPErMCTPaLUOHHbIE, NPOBOAATCA B OAHOM
WU HECKOIbKUX MEAMLMHCKUX OpraHvM3aumsx B COOTBETCTBUM C MNpaBuiaMn Hagnexawlen KrMHUYeCcKon
NPaKkTUKN, YTBEPXKAEHHBIMU  YNOSIHOMOYEHHbIM  dhefepanbHbiM — OpraHoM  UCMOMHUTENBbHOW  BMNacTw,
COOTBETCTBEHHO B CreayrLLmMX LensixX:

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

1) yctaHoBneHme 6e30NacHOCTM NeKapCTBEHHbIX MpenapaTtoB AN 340poBbiX A06poBOMbLUEB U (MN)
NepeHoCUMOCTU WX 340pPOBbIMU OOPOBOMbLAMM, 3@ WUCKIIOYEHWEM TaKMX WCCNEAOBaHUA NEeKapCTBEHHbIX
npenapaToB, Npoun3BeAeHHbIX 3a Npedenamu Poccuiickon ®epnepaunu;

2) noabop onTumarnbHbIX AO3MPOBOK NEKapCTBEHHOrO npenaparta M Kypca NledeHust aAns nauueHToB ¢
onpeneneHHbIM 3aboneeBaHnMeM, ONTMMarnbHbIX [03 W CXEM BaKUMHALUUM  MMMYHOBMONOrM4ecKumMm
neKkapcTBEHHbIMU NpenapaTamMy 300pOoBbIX A0OPOBObLLEE;

3) ycTaHoBneHne 6e30nacHOCTM NlekapCTBEHHOro npenaparta v ero aeKTMBHOCTM AN NaUMEHTOB C
onpeaernieHHbIM 3a6oneBaHeM, NPodUNaKkTUYeckoi 3PEKTUBHOCTY MMMYHOBNONOrMYECKUX NEKAapCTBEHHbIX
npenapaToB AN 300POBbIX 06POBOMLLIES;

4) n3y4yeHune BO3MOXHOCTW paCLLUMPEHNS NOKa3aHWI AN MeAVLMHCKOTO MPUMEHEHWS U BbISIBNEHNS paHee
HEN3BECTHbIX NOOOYHbIX AENCTBUIA 3apErMCTPMPOBAHHbIX NTIEKAPCTBEHHbIX NPenapaTos.

2. B oTHoweHun BOCnpou3BeaeHHbIX NeKapCTBEHHbIX MnpenapatoB AnA MeguuuHCKOro npumMeHeHud
npoBOoAATCA UccrenoBaHUA OMO3KBNBANEHTHOCTU U (I/IJ'II/I) TepaneBqueCKon OKBMBAINEHTHOCTU B MNopsaake,
YyCTaHOBJIEHHOM YNOJIHOMOYE€HHbIM cbep,epaanblM opraHom MCMNONHUTENbHOW BNacTu.

3. OpraHuzauuio MNpoOBEAEHUS KIMHUYECKMX WCCNedoBaHMI NekapcTBEHHOro npenapaTta  Ans
MeZANLMHCKOro NPUMEHEHMSI BNpaBe OCYLLECTBNSTh!
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1) pa3paboTunk nekapcTBEHHOro NpenapaTa Unu ynoHOMOYEeHHOE UM NULLO;

2) obpasoBaTenbHble OpraHusauum BbiClLero obpa3oBaHus, opraHusauuMuM  OOMOMHUTENbHOro
npodeccrnoHanbHOro obpasoBaHus;
(n. 2 B pea. ®epepaneHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-uccnenoBartesibCkne opraHn3auun.

4. KnuHuyeckne uWCCnegoBaHUst NEKapCTBEHHOro npenapata  Ans  MeguUMHCKOTO  MPUMEHEHUs
MPOBOAATCA Ha OCHOBaHUWM pa3peLleHns Ha NpoBedEeHMEe KIMHUYECKOro WCCefoBaHWust JNIEKapCTBEHHOIo
npenapaTta, BblJAHHOrO  YMOMHOMOYEHHbIM  befeparnbHbIM — OpPraHoOM  UCMOSHUTENbHOW  BNACTW.
YNonHOMOYEHHbIN heaepanbHbI OpraH UCNONHUTENBHOW BNacTu BeAeT peecTp BblAaHHbIX paspeLueHnid Ha
npoBeAeHUe KNMHMYECKUX NCCneaoBaHnii NekapCTBEHHOro npenapara, CoaepKallmmn ykasaHme Ha ux Lerb Unm
uenu, B yCTaHOBNEHHOM 3TUM OpraHoM Mopsiake.

(B pea. PegepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3)

5. YTtpatun cuny c 1 nions 2015 roga. - PegepanbHblii 3akoH oT 22.12.2014 N 429-03.

6. K opraHuMsaumm npoBedeHUs KIMHWYECKMX WCCreoBaHU NekapcTBEHHOro npenaparta Ans
MEAMLMHCKOro NpYMeHeHUs pa3paboTunkom nekapCTBEHHOro npenapaTta MOoryT npuBreKkaTbCs opuandeckme
nvua nobor  opraHu3auMoHHO-NpaBoBon OPMbl  NpU  yCnoBun obecnevyeHnss COOTBETCTBUSA  3TUX
nccrnegosaHun TpebosaHnam HacToswero egepansHOro 3akoHa.

7. KnuHuyeckme wuccnegoBaHMst NEKapCTBEHHbIX MpenapaTtoB Al MeAWUMHCKOro nNpuMeHeHUust
NpoBOAATCA B MEOMULMHCKNX OpraHusauusix, akKkpeouMTOBaHHbIX YMNOMHOMOYEHHbIM doefeparibHbiM OpraHoMm
NCMNOMHNTENBHOW BNacTy B Nopsiake, ycTaHoBAeHHOM [paButensctBoM Poccuinckon degepaumm.

8. lNepeyeHb MeOUUMHCKMX OpraHu3auuin, UMeKLwmnX npaBo MPOBOAUTL KIMHWYECKME WCCneaoBaHus
neKapcTBEHHbIX MnpenapaToB AN MeAMUMHCKOrO MPUMEHEHUS, W PEeecTp BblAAHHbLIX paspelleHnin Ha
npoBedeHne KIMHUYECKUX NCCNefoBaHWI NeKkapCTBEHHbIX MpenapaToB onybnMKoBbIBAOTCA U pa3MeLlalnTcs
YMONMHOMOYEHHbIM befeparnbHbIM OpraHoM NCMONHUTENBbHOW BNacTu B YCTAHOBIIEHHOM UM NoOpsiaKe Ha CBOEM
oduymnansHom cante B cetn "UHTepHeT".

Cratbsa 39. PewmeHne o npoBeAeHUU KAMHUYECKOTO UCCNeA0BaHUA NeKapCTBEHHOro npenapara Ans
MeAULMHCKOro NPUMeHeHuUn
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. KnuHunyeckoe wunccnegoBaHue NIeKapCTBeHHOro npenaparta Aana MeauuunHCKOro rnpuMeHeHnA
npoBoANTCA Ha OCHOBaHUKM pa3pelleHna Ha npoBedeHne KIMHUYECKOro uccneanoBaHua InekapCTBEHHOro
npenaparta, BblJaHHOIo yrnoJIHOMO4Y€HHbIM cbep,epaanblM opraHom NCNOSHNTENBbHOW BNacTu No pesynbTartam
9KCNepTn3bl OOKYMEHTOB, HeobxoouMMbIX OIS nonyyvyeHuna paspeleHnd Ha npoBeaeHne KrinHn4eckoro
ncecnenoBaHua nNekapcTtBeHHOro npenapara 3TUYECKON 9KCMNepPTN3bI.

2. Onsa nonyyvyeHuna paspelweHna Ha npoBegeHue KIMHUYEeCKOro uccrieqoBaHna InekapcTtBeHHOro
npenaparta and MeguMuunHCKOro npuMeHeHusa 3adaButenb npeacrtaBndeT B yI'IOJ'IHOMOHeHHbIVI cpe,qepaanbM
opraH NCMNOSTHUTENBbHOW BNacTu:

1) 3asdABlieHne O Bblaade paspelleHunAa Ha npoBeaeHne KIMMHUYeCKoro mccregoBaHua nekapcTtBeHHOro
npenaparta gna MmeanunHCKoro npuMeHeHua,

2) KONun OOKYMEHTOB, noATBepX4arowmx ynnaty rocy,qapCTBeHHoﬂ NOLTNHBLI 3a NpoBegeHune 3TUYECKON
9KCNepTU3bl, IKCNEepPTU3bl OOKYMEHTOB Ha ﬂeKapCTBeHHbIVI npenapar nanda nony4vyeHua paspelleHna Ha
npoeegeHne KrnHM4eckoro nccrneaoBaHua nekapCTtBeHHOro npenaparta gna MmegunuunHCKoro npuMeHeHud, 3a
Bblga4dy paspeweHuna Ha nposefeHue KIMHUYeCKOoro wuccneaoBaHusa InekapcTtBeHHOro npenaparta Aansd
MEeONUNHCKOIro npMMeHeHud, 3a npoBeaeHune 3KCnepTmu3bl JOKYMEHTOB Ha ﬂeKapCTBeHHbIIZ npenapart gna
nony4yeHna paspeleHna Ha nposegeHne mexgnyHapoaHoro MHOroUeHTPOBOro KrmMHUYeCKoro mccriegoBaHua
JleKapCTBeHHOro npenaparta Aana MeauuumHCKOro npuMmeHeHua, 3a Bblaady paspeleHna Ha nposegeHue
MeXxayHapogHOro MHOroueHTpPOBOro KIMMHUYECKOro wuccnegoBaHUda JiekapCTBEHHOro npenapata  Aanda
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MEOULMHCKOTO MPUMEHEHUS, 3a NpoBedeHMEe 3TUYECKOW IKCMepTu3bl, 3SKCMNepTM3bl [OOKYMEHTOB Ha
neKapCTBEHHbIV NpenapaT Ans NofydeHus paspeLleHns Ha NpoBeAeHUe NOCTPErMcTpaLMoOHHOIO KIMHUYECKOTO
nccneaoBaHUsa fekapcTBEHHOro npenapaTta Ang MeauuMHCKOro NpuUMEHeEHWs, 3a Bblayy paspeLleHus Ha
nposefeHne MOCTPErnCTPaUMOHHOIO KINMHUYECKOTO WCCNEeAOBaHUSA NEeKapCTBEHHOro npenapata Ansd
MELMLIMHCKOIrO MPUMEHEHUs, WM no COBCTBEHHOW WHUUMATMBE YKasaHHble [AOKYMeHTbl. B cnyyae
HenpeacTaBneHnst  3asiBUTENEM  yKasaHHbIX [AOKYMEHTOB  YNONHOMOYEHHbIN  dhedepanbHbIi  OpraH
WCNONHUTENBHON BRAacTu npoBepsieT akT ynnaTbl rOCYAApCTBEHHOW MOLWMUHBI C  WUCMONb30BaHWEM
MHpopmaumm 06 ynnaTe rocyaapCTBEHHOW MOLUMMHbI, cogepallencs B ocygapCcTBEHHOM MHAOPMAaLMOHHOWN
CMCTEME O TOCYAapCTBEHHbIX U MYyHUUMMNANbHbIX MraTexax, Ha OCHOBaHMU MNPeACTaBfIEHHbIX 3asBUTENEM
KON JOKYMEHTOB;

3) NPOTOKON KIUHNYECKOro UCCref0BaHNs NeKapCTBEHHOro npenapara A8 MeQULMHCKOrO NPUMEHEHNS;
4) 6poLutopy nccrnegosaTens;
5) MHpOpMaLMOHHBIV NMUCTOK NaUMUEHTa;

6) cBefeHus 06 onbiTe pa6OTbI nuccrnegosarenen no COoOoTBETCTBYHOLLMM crneynarnbHOCTAM U UX ONnbiTe
pa6OTbI no nposeaeHnto KNMMHN4YeCKnxX nccnegoBaHum;

7) cBedeHMs 0 MEeOMLMHCKMX OpraHusaumsix, B KOTOPbIX Mpegnonaraetcd npoBefeHne KIMHUYECKOro
nUccneaoBaHUsa NEKapCTBEHHOrO npenapaTta Ans MeguUUHCKOTO MpUMMeEHeHUs (MoSIHOe M COKpalleHHoe
HaMMEHOBaHUSA, OpraHM3aLuMOHHO-NpaBoBas opMa, MECTO HaxXOXOEHUS U  MECTO OCYLLUEeCTBMEHMUS
aearenbHoCTU, TenedoH, Tenedakc, agpec MeKTPOHHOM NOYTbI KaXX40W MEOULMHCKOW opraHusauunn);

8) cBeaeHnAa O npeanonaraemMblX Cpokax nposeaeHuna KIMHUYeCKOoro mccrnenoBaHuAa JiekapCTBEHHOIo
npenaparta gna MmeanunHCKoro npuMeHeHua,;

9) konuio pgoroBopa o064A3aTenbHOr0 CTpPaxoBaHMS, 3aKMOYEHHOTO B COOTBETCTBUM C  TUMOBLIMU
npaBunamMm 06s13aTeNbHOIO CTPaAXOBaHUs, C ykasaHMEM NpeaenbHON YMCIIEHHOCTM NAUMEHTOB, Y4aCTBYOLNX
B KIMMHUYECKOM nUccrieqoBaHM nekapCTBeHHOro npenaparta ana MeguuuHCKOro npuMeHeHus,;

10) VIH(*)OpMaLI,VIPO O COCTaBe JiekapCTBeHHOro npenaparta gna meamumnHCKoro npuMeHeHuns;

11) LOOKYMEHT, COCTaBIIEHHbIN npounssoguTenemM JiekapCTBEHHOIo npenapara Aana MeamunHCKOro
NPUMEHEHNA N CO,El,ep)KaUJ,VIﬂ nokasartesnu (XapaKTepVICTVIKVI), a TakXe cBedeHnA O JieKkapCTBeHHOM MnpenaparTte
ana meamumHCKOro npuMeHeHusd, npomnsseaeHHomM ana nposegeHunda KnnHn4ecknx nccnegoBaHum;

12) KOMWIO NUUEH3MN Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPeACTB B Criyyae, €cnv MNpOM3BOACTBO
nekapcTBEHHOrO MpenapaTa ocyuwectensetca B Poccuiickon ®degepaunmn, WM KOMUKO 3aKMOYEHUS O
COOTBETCTBMM  MPOU3IBOAUTENS  JIEKAPCTBEHHOro Mnpenapata TpeboBaHWSM  npaBuil  Hagnexallen
NPOU3BOACTBEHHOW  MPAKTUKW,  BbIJAHHOMO  YMOSIHOMOYEHHBIM  OpPraHoM  CTpaHbl  MPOU3BOAUTENS
NlekapCTBEHHOro npenapara.

(B peq. ®enepansHoro 3akoHa ot 04.06.2018 N 140-03)

3. B cpok, He npeBblwaWmii NATU paboyunx OHEN CO OHS MPUHATUS yKasaHHOro B NyHkTe 1 yactm 2
HacTosILLlen cTaTbW 3asBMNEHUs M HeobXoAWMbIX [AOKYMEHTOB, YMONHOMOYEHHLIN deaepanbHbii opraH
WCMOMNHUTENBHON BNAacTU:

1) NpoBOAWT MPOBEPKY MOMHOTbI U [OCTOBEPHOCTW CBEAEHWUI, COAEpXaliMxcsi B NpeAcTaBMeHHbIX
3asBUTENIEM JOKYMEHTAX;

2) npuHMMaeT peweHne O npoBedeHUN IKCNepTUu3bl OAOKYMEHTOB AnNA MOJNydYeHUA paspelleHunsa Ha
npoeegeHne KrnnHM4eckoro mnccrnenoBaHnAa nekapcrtBeHHOro npenapara gnda MeaunuunHCKOro npuMeHeHua um
3TUYECKON QKCNEPTU3bl NN 00 oTkase B nposefeHnn ykasaHHbIX 3KCNepTus;

3) yBeaoMnseT B SM1EKTPOHHOM hOpMeE UNN Ha ByMaKHOM HocuTene 3asiBUTeNs O NPUHATOM peLleHun
nmMbo B crny4yae NpUHSTUSA pelleHnst 06 oTkase Takke C yka3aHUEM MPUYMH TaKoro 0Tkasa;
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4) noaroTaBnMBaeT U HaMpaBJIAET B 3KCNEPTHOEe ydpexaeHne n CoBeT No 3Tuke 3afaHne Ha nposeaeHmne
COOTBETCTBYHOLUNX 3KCNEPTUI.

4. B cnyyae BbISIBMEHUS HEMOMHOTbI U (MNW) HEOOCTOBEPHOCTU WHAOpPMauuK, coaepxallencs B
npeacTaBneHHbIX 3asBMTeNeM JOKYMEHTaXx, YNOMHOMOYEHHbIN heaepanbHbli OpraH MCNONHUTENBHON BRacTu
HanpaBnseT 3agBMTEN0 3anpoc 06 YyTOYHEHMM yKazaHHOW MHbopmauun. [laHHbIn 3anpoc MoXeT 6bITb NnepeaaH
YNOSTHOMOYEHHOMY NPEeACTaBUTENIO 3asSBUTENS NNYHO NOA PacnucKy, HanpasneH no NoYTe 3akasHbIM NMCbMOM
N nepefaH B ANEKTPOHHOW hopMe MO TENEKOMMYHMKaLMOHHLIM KaHanam cBsA3n. B cnyyae HanpaBneHus
AaHHOro 3anpoca Mo noyTe 3aka3HbIM MUCbMOM OH CYATAETCS NOMyYEHHbIM MO UCTEYEHUN LLECTU OHEW C AaThbl
HanpaBfeHuWsi 3akas3Horo nucbMa. 3asiBUTenb 00s3aH npeAcTaBUTb OTBET Ha 3anpoc YMOFHOMOYEHHOro
dhefepanbHOro opraHa UCMONTHUTENbBHOW BNACTW B CPOK, HE NPEBbILWALL M eBAHOCTA paboymx AHEN co OHSA
ero nony4yenusi. Cpok, ykasaHHbIN B YacTu 3 HACTOsILLEN CTaTbW, NMPUOCTAHABNIMBAETCHA CO OHSI HanpaBreHns
3asABUTENIO 3anpoca yrnornHOMOYEHHOro heaeparnbHOro opraHa UCNONHUTENBHON BNACTW 40 OHA NOMYYEHUs UM
COOTBETCTBYIOLLEr0 OTBETa W He Y4YUTbIBAETCA NPW WUCHUCIIEHUU CpPOKa MPUHATUS  YNONTHOMOYEHHbIM
degepanbHbIM OpraHoOM WUCMNOMHUTENbHOW BNAcTU peLleHus O NPOBEAEHUN IKCMepTU3bl AOKYMEHTOB ANS
nonyyYeHVs paspelleHns Ha NpoBedeHMEe KIMHWYECKOro MCCNedoBaHMs FNeKapCTBEHHOro npenapaTta Aans
MEeOMULMHCKOTO NPUMEHEHNS.

5. OcHoBaHMeM Onsi OTkasa B NPOBEAEHMM 3KCMEPTU3bl AOKYMEHTOB ANS MONydeHUss paspelleHnst Ha
npoBefeHne KIIMHUYECKOro WUCCNeaoBaHUs FIeKapCTBEHHOro npenaparta aAnsg MeauuMHCKOro NMpUMEeHeHuUst n
3TUYECKON SKCMepTusbl SBNSETCA MNpeAcTaBfieHUne OOKYMEHTOB, MPEAYCMOTPEHHbIX YacTblo 2 HacCTOsILLEWN
cTaTbW, B HEMONTHOM 00beMe, HenpeacTaBreHne 3asBUTENEM B YCTAHOBMNEHHLIN CPOK OTBETA HA YKa3aHHbIN B
YyacTu 4 HacTosiILEen cTaTby 3anpoc YNoHOMOYEHHOro hbeaepanbHOro opraHa UCMNOMHUTENbHOM BNacTn nmdo
OTCYTCTBME B MPEACTaBIIEHHbIX AOKYMEHTaxX WMCHEPNbIBAKOLLEro nepeyvyHs Heobxogumomn wuHdopmaumm unm
WHpopmaumm, kKoTopasa OOMmKHa ObiTb OTpaXKeHa B HUX, @ Takke OTCYTCTBME MHGOPMaLMK, NOATBEPXKOAMOLLEN
haKT ynnaTbl rocyaapCTBEHHON MOLUSMHbBI 32 MPOBEAEHNE ITUYECKON IKCNEPTU3bI, IKCMEPTU3bI LOKYMEHTOB Ha
NeKapCTBEHHLIN Mpenapat Ans MNofydeHUs paspeLleHns Ha MpoBeAEHME KITMHUYECKOro MccnenoBaHus
NeKkapCTBEHHOro npenapaTta Ans MeOUUUHCKOrO MPUMEHEHUs, 3a Bbldady paspelleHus Ha npoBeaeHue
KNMHUYECKOrO UccneaoBaHMsa nekapcTBEHHOro npenapara ans MeauuMHCKOro NpuMEHeHus, 3a npoBefeHue
3KCMEepPTM3bl OOKYMEHTOB Ha JEKapCTBEHHbI npenapaTt Ans MNONydeHWs paspelleHust Ha npoBedeHue
MEeXOYHapO4HOTO  MHOFOLEHTPOBOIO  KMMHUYECKOrO MCCreAoBaHMS  JIeKapCTBEHHOrO npenaparta  Ans
MEeOULMHCKOrO NPUMEHEHUS, 3a Bblgady pas3pelleHust Ha NpoBefeHVe MEeXOAyHapOAHOro MHOrOLEHTPOBOrO
KNMUHUYECKOrO UCCneaoBaHus NlekapCTBEHHOrO npenapara aAns MeauUMHCKOro NpUMMEHEHUs, 3a NpoBeaeHne
3TMYECKON IKCMEepPTU3bl, IKCNEPTU3blI JOKYMEHTOB Ha JIEKAPCTBEHHBIN Npenapar Afs NonydeHus paspeLueHus
Ha npoBedEeHNEe MNOCTPErmcCTPaLNOHHOIO KIMHUYECKOrOo WCCReAOBaHNA FeKapCTBEHHOro npenapaTta Ans
MELMLMHCKOro NMPUMEHEHMS, 3a Bbldayy paspelleHnst Ha NpoBefeHne NOCTPErNCTPALMOHHOIO KIMHUYECKOrO
nccnenoBaHus NekapCTBEHHOro npenapara aAnsg MeguuUHCKOro NpUMEHEeHNs.

6. MNpoBeneHne akcnepTusbl JOKYMEHTOB ANiS MOMyYeHUs paspelleHns Ha npoBedeHune KNUMHUYECKOro
nccrnegoBaHust NeKkapcTBEHHOrO npenapata And MeguLMHCKOrO MNPUMEHEHUS U 3TUYECKOW 3KCNepTu3bl,
COCTaBfIEHWE KOMUCCUEN IKCNEPTOB U COBETOM MO 3TUKE 3aKMOYEHUIA O BO3MOXHOCTU UM HEBO3MOXHOCTU
NpoBefeHUs Takoro KMMHMYECKOro UccnefoBaHus W HanpaBneHwe 3TUX 3aKMoyYeHWA B YNOMHOMOYEHHbIN
deepanbHbIi OpraH UCMOMHUTENBHOW BNACTU OCYLLIECTBATCSA B CPOK, HE MPEBbILIALLNA TpuguaTi pabo4mx
OHel co OHA NONyyYeHWs SKCNEepTHbIM yupexaeHVeM 3adaHust YNONHOMOYEHHOro deaepansHOro opraHa
WCNONHUTENBHOW BNACTW C NPUNOXeHMeM JOKYMEHTOB, YKa3aHHbIX B NyHKTax 3, 4, 10 n 11 yactn 2 HacTosdLLen
cTaTbW, N COBETOM MO 3TUKE 3adaHus YMONMHOMOYEHHOro defepanbHOro opraHa MCMONHUTENbHOW BNactTu ¢
NpuUnNoXeHneMm JOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 n 9 yactu 2 HacTosLen cTaTbu.

7. B cpok, He npeBbiLaoWmnii N9TN pabounx gHen co AHSA NOyYeHUs 3aKIToYeHUI, ykadaHHbIX B 4acTu 6
HacTosALEeN cTaTby, YNONMHOMOYEHHbIW doefepanbHbli opraH UCMOMHUTENbHOW BracTu:

1) OCyLUeCTBNAET OUEeHKY NoCTynnBLUInNX 3aKnveHnn ansd onpegeneHna nx cooTBeTCTBMnA 3agaHNAM Ha
npoesegeHne CoOoTBETCTBYHOLLNX 3KCNEPTU3;

2) npuHMMaeT pelleHMe O Bblgaye paspelleHVs Ha MNpPOoBeAeHWe KIIMHUMYECKOro MccriefoBaHus
feKkapcTBEHHOro npenapata AN MeOWUMHCKOro npuMEHeHWs UM o6 oTkase B Bblgaye ykasaHHOro
paspeLleHns:;

3) BblAaeT pa3pelleHne Ha nposegeHne KInnmHM4YecKoro nccriegoBaHnA nekapcTtBeHHOro npenapara ansa
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MeaNLUNHCKOIo NnpuMeHeHunda nnm peleHune 00 oTKase B Bblgauye YKa3aHHOro paspeleHna ¢ ykadaHmem npuydmH
OTKa3a.

8. OcHoBaHMEM Onsa OTKasa B Bblgaye pa3pelieHna Ha npoBegeHune KIMMHM4YeCcKoro uccreanoBaHusa
NNIeKapCTBEHHOro npenaparta gna MeguumnMHCKOro npuMeHeHuna ABNAeTCA Hannydme 3aKkrintyYeHUA KOMUCCUun
QKCNEepPTOB WUJIN 3aKI4YeHnA coBeTa Mo 3TUKe O HEBO3MOXHOCTU npoBedeHNA KIMMHUYECKOro nccnegoBaHua
NleKapCTBeHHOro npenapata And MeauuuHCKOro npumMeHeHua Mno pes3ynbTaTtaM MNpoBeAeHHbIX 3KCNepTus,
npenycMoTpeHHbIX YaCTbio 6 HacTosLen cTaTbu.

9. PeweHne 06 oTkase B NpoOBeOEHUM IKCMEPTU3bl OOKYMEHTOB AMsi MOMyYeHUs paspelleHus Ha
NpoBeAEHNE KIMHUYECKOTO MCCreAoBaHWs NIeKapCTBEHHOro npenaparta Ans MeAVMUUHCKOrO MPUMEHEHMS U
3TUYECKON 3KCNepTM3bl W B Bblgade paspelleHus Ha MpoBeAEeHMe  KIMHUYECKOro UccrnenoBaHus
NeKkapCcTBEHHOro npenapaTta And MeOWMLMHCKOrO npuMeHeHnss MOXeT ObiTb obxanoBaHO B nopsiake,
yCTaHOBMNEHHOM 3akoHoaaTenbcTBoMm Poccuiickon ®epepauuu.

Cratba 39.1. 3TMYecKan aKcnepTusa
(BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

1. OTnyeckas JKCNnepTn3a npoBoaANTCA COBETOM MO 3TUKE, CO3OaHHbIM B nopadke, yCTaHOBJIEHHOM
YNOJIHOMOY€E€HHbIM cbep,epaanblM opraHom WCNONMHUTENBHOW BMNacTh, B UEensX Bbloadn 3aknioveHust ob
3Tn4eckon 06OCHOBAHHOCTM BO3MOXHOCTU npoeeaeHnAa KIMHUYEeCKOro wucciienoBaHua JekapCTtBeHHOro
npenaparta gna meanunHCKoro npuMeHeHuA.

2. Dkcneptamu cosBeTa MO 3TMKe MOryT BbITb MpeacTaBuTENU MEOULMHCKUX OpraHvM3auui, HayYHbIX
opraHusaumi, obpasoBaTenbHbiX OpraHv3auuin BbiCcLLEro o6pasoBaHusl, a Takke npeacTaBuTenu
00OLIEeCTBEHHbIX OpraHu3auuin, PenurmosHbiX OpraHM3auuMi UM CpeacTB MaccoBov MHgopmauun. [daHHble
3KCNepTbl He AOMKHbI HAXOANTBLCS B Kakon-rmbo 3aBMCMMOCTM OT pa3paboTUMKOB NeKapCTBEHHbIX NpenapaTos
N Apyrvx nuu, 3aMHTEePEeCOBaHHbIX B pe3yrbTaTtax 3TUMECKON 9KCNePTU3bI.

3. OnnaTta ycnyr a3kcnepToB COBETa NO 3TWKe OCYLLECTBASAETCA Ha OCHOBaHWMM JOroBOpa, 3aKiOYEeHHOro
MeXAyY YNONMHOMOYEHHbIM dheeparnbHbIM OpraHOM UCMONHUTENbHOWM BNacTu, KOTOPbIM CO34aH COBET NO 3TUKe,
M 3KCMepTOM coBeTa MO 3TWKe, 3a CYET OHMKETHbIX acCUrHOBaHWNM, NPefyCMOTPEHHbIX YNOIHOMOYEHHOMY
denepanbHOMY OpraHy UCNOMHUTENbHOW BNAacTu, KOTOPbIM CO34aH COBET Mo 3TUKe, B dhedepanbHoM OlompkeTe
Ha COOTBETCTBYIOLMI rof Ha obecneyveHne ero edTensLHOCTU, B pa3Mepax, yCTaHOBMEHHbIX [1paBnTenscTeom
Poccuickon ®egepauun.

4. JkcnepTbl coBeTa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon ®egepauun.

5. CocTaB coBeTa Mo 3Tuke, NoroxeHne ob aTom coBeTe, NMOpAOOK ero AedATenbHOCTH, TpeboBaHus K
KBanmdukauum m onbiTy paboTbl MO 3KCNEPTHOW OLEHKE HayYHbIX, MEAULMHCKUX WU ITUYECKUX acrnekToB
KNMUHUYECKUX UCCreaoBaHWI NekapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NPUMEHEHUs, NpeabsiBNseMble
K 9KcrnepTaMm coBeTa MO 3TUKe, MOPSAOK OpraHuM3auuMm U MNpoBedeHUs 3TUYECKOW 3KcrnepTusbl, dopma
3aKroYeHns coBeTa Mo 3TUke yCTaHaBNMBAKTCS YNONTHOMOYEHHbIM deaeparibHbIM OPraHOM UCTONMHUTENBHOM
Bnactu. Yucno npeacraBuTenein MeguLMHCKUX OpraHu3auui He MOXeT MpeBblilaTb NOMOBMHY OT obLiero
yucna 3KCnepToB COBETA MO 3TUKE.

6. WHdopmauus o coctaBe coBeTa Mo 3TMKe, nnaHax ero paboTbl M Tekylwen LOeATenbHOCTM
pasMeLlaeTca Ha omLmManbHOM caiTe YNOSIHOMOYEHHOrO hefiepanbHOro opraHa NUCNONHUTENbLHONM BracTu B
cetn "IHTepHeT" B yCTaHOBMEHHOM UM Nopsike.

Cratba 40. [lpoBegeHMe KAMHUYECKOrO UCCNeAO0BAaHUA JIEKApPCTBEHHOro npenapata AnAa
MeAULUHCKOro NpUMMeHeHUs

1. PykoBoguTenb MeOVUMHCKOW OpraHusauuun, KoTopad MpoBOAUT KIIMHMYECKoe WuccregoBaHue
nekapcTBEHHOro npenapaTa Ansg MeanLnHCKOro NpUMeEHeHNs, HasHavyaeT nccnegoBaTens, OTBETCTBEHHOIO 3a
npoBefeHNe Takoro UCcriegoBaHus U MMEoLLIEro nevyebHyo cneunanbHOCTb, COOTBETCTBYIOLLLYHO MPOBOAMMOMY
KNMHUYECKOMY UCCEeA0BaHUI0 NIEKAPCTBEHHOrO npenapaTa, Co CTaxeM paboTbl N0 NporpaMmmam KIMHUYECKNX
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nccrnenoBaHUn NEKapCTBEHHbIX MPenapaTtoB HE MeHee YeM Tpu rofa M Mo ero NpeasyioXeHUo HasHadaeT
couccregoBaTtenen U3 Yicna Bpader 3Tol MeauLMHCKOW opraHu3aunn.
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. Nccneposatenb ocyuiecTBndeT Bbl60p naumeHToB, KOTOpblie NO MEAUUUNHCKMM MNMOKa3aHUAM MOryT
ObITb npueneYvyeHbl K y4acTuio B KINMHNMYECKOM MUccnenoBaHMmM nekapCcTtBeHHOro npenapara gna MmeguunHCKoro
NPpUMEHEHUA.

3. NccnepoBatenb U comccrieaoBaTenu A0MKHbI ObiTb O3HAKOMIEHbI C pe3ynbTataMu JOKIMHUYECKOro
nUccrnenoBaHUs NEKapCTBEHHOro CpeacTsa, CoAepXalumMmucss B Opolutope  uccriegoBaTens, MPOeKToM
npoTokona KIMHUYECKOTO WCCredoBaHUs IeKapCTBEHHOrO npenapata Ans MeOULMHCKOro MpUMEHEHNS,
pa3paboTaHHbIM  pa3paboTyMKOM  NeKapCTBEHHOro npenapata WM WHbIM  IOPUANYECKUM  FIALIOM,
npyBneKkaemMbIM K opraHvM3auun npoBedeHUss KNMHUYECKOro MccnenoBaHusi NekapCTBEHHOro npenapaTta Aans
MEeOULMHCKOrO NPUMEHEHWS], U APYrMMY MaTepuanamu Takoro UCCnefoBaHus.

3.1. PykoBoanTenb MeauuUMHCKON OpraHn3aumnm B CPoK, He MpPEeBbILLALWNA Tpex pabounx AHen co OHS
Hayana npoBedeHNs KIIMHUYECKOTrO WCCrefoBaHUsl NeKapCTBEHHOro npenapata Ansg  MeauuMHCKOro
npuMeHeHusi, coobllaeT o6 3TOM B YMONTHOMOYEHHLIN doedepanbHbIi OpraH MCMOSHUTENbHOW BRacTy,
BblAaBLLUMIA pa3peLleHne Ha NpoBeAeHNEe Takoro NCCNeaoBaHUs, MO YCTAHOBIIEHHOW UM chopMme.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

4. OpraHunzaunn, OCYLWECTBNSAKLWNE OpraHvM3aumio MNpPOBEAEHUS  KIMHWYECKOro uccrnegoBaHus
neKapCTBEHHOro npenapara Ans MeauUMHCKOro MPUMEHEHUs U yka3aHHble B YacTu 3 ctaTbn 38 HacTosLLero
depepanbHOro 3akoHa, B criyd4ae HeOOXOAMMOCTM BHECEHUS W3MEHEHWN B MPOTOKOS  KIMHUYECKOro
nccrnegoBaHUs NEeKapCTBEHHOro npenapata Ang MeAVMUMHCKOro npumeHeHus coobuwawT o6 atom B
YNONTHOMOYEHHbIN dheaeparnbHbIi OpraH MCNOMHUTENBHOW BNacTW, BblAABLUWA pa3pelleHne Ha npoBeaeHune
Takoro nccrnegoBaHns, No yCTaHOBNEHHOW UM hopMe.

(B pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-93)

4.1. ®opma cooOWeHNs O BHECEHWUM WU3MEHEHUMMA B TMPOTOKOM KIMHWYECKOrOo UuccrneaoBaHus
NeKapCcTBEHHOrO Npenapara Ans MeauUMHCKOro NPUMEHEHNS OOJPKHA CoOAepXXaTh criefyrolme CBeAeHUs:

1) HaMMeHoBaHWe, OEHTU(PUKALMOHHBLIA HOMEpP U AaTa NPOTOKONa KIMHUYECKOro UCCrefoBaHus;
2) paTta BHECEHUSI UBMEHEHUI B MPOTOKON KMMHUYECKOTO UCCrefoBaHus;
3) HaMMEeHOBaHNE U MECTO HaxOXAEHUs 3asBUTENS;

4) HavMeHoBaHMe oOpraHusauuW, TNpPUBMEYEHHOW paspaboTYMKOM NekapCTBEHHOro npenapaTta K
opraHv3aumm NpoBeAeHNs KNMMHUYECKOTO UccrefoBaHus (Mpy Hanumuum);

5) HanMmeHoBaHNA N MecCTa HaxoXaeHuda MeanunHCKUX OpFaHVI3aLJ,I/Il7I, B KOTOpPbIX MNpoBOAUTCA
KNMnMHN4yecKoe mnccrnegoBsaHue,

6) JaTta Bblga4un paspelleHna Ha npoBeaeHne KInnHn4eckoro nccrneagoBaHna n HOMep 3TOro pas3peLlleHnd;

7) N3MEHEHMUS, BHOCMMbIE B NMPOTOKOJ KITMHUYECKOTO NCCNEeA0BaHUS.
(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He npeBbiwawwWmi Tpuguatn pabounx OHEN Co AHS MONyYeHUs YKa3aHHOro B 4actu 4
HacTosilLen cTaTbM COOOLIEHMS, YMONHOMOYEHHbIN denepanbHbil  OpraH WCMONHUTENbHON BMACTy
paccMmaTtpuBaeT 3TO coobLLEeHME B YCTAHOBIEHHOM MM NMOPSAKE U NPUHUMAET peLleHne O BHECEHUM N3MEHEHW
B NPOTOKOJ KITMHNYECKOrO UCCIef0BaHNs NIeKapCTBEHHOMO nNpenapara 4515 MeguuMHCKOro NpuMeHeHns unm ob
OoTKka3e BO BHECEHMM TakuMx M3MeHeHuW. [pu paccMoTpeHuMM coobLlieHMs O HeobGXOAMMOCTU BHECEHUS
N3MEHEHMA B MPOTOKOM KIMUHUYECKOrO WCCreaoBaHWs NeKapCTBEHHOro npenapaTta And MeauLUHCKOro
NPUMeEHeHNs B Lensix oLeHkM 060CHOBaHHOCTU NpeanaraeMbiX U3MEeHEHNI U onpeaeneHuns CTeneHn pucka ans
NaumMeHToB, MPUHUMAKLWINX yvacTUe B KIUHWYECKUX WUCCnedoBaHUsX, YNONMHOMOYEHHbIM deaepanbHbIM
OpraHoM UCNOSNTHUTENBHOM BNacTu MOryT NPUBMEKaTbCA 3KCNepThl COBETA MO 3TUKE.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)
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6. KnuMHnyeckoe nccnegoBaHue fekapCTBEHHOro npenapaTta ans MeAULMHCKOrO MPUMEHEHUSI MOXET
OblTb NPUOCTAHOBMEHO MMM NPEeKpalleHo, ecriv B MpoLecce ero npoBefeHusi obHapyXeHa onacHOCTb Ansi
XW3HW, 300pOBbSA NauUMEHTOB. B crnyyae BO3HUKHOBEHWS OMACHOCTU ANS >KWU3HW, 300POBbS MauueHTa,
Y4YacCTBYHOLLEro B KIMHUYECKOM UCCNeoBaHMM NeKapCTBEHHOMO npenapara aAnsg MeauumHCKOro npumMeHeHus,
uccnegoBsatenu o643aHbl NpouHgopMmnpoBaTb 06 3TOM PYKOBOAMTENS MEOULMHCKOW OpraHmsaumm wu
opraHusaumio, NOMy4MBLLYIO pa3peLleHne ynorTHOMOYEHHOro oeaeparnbHOro opraHa UCNONHUTENBHOW BracTu
Ha oOpraHM3auuilo MpPOBeAEHUs KIIMHUYECKOro WCCreaoBaHUs JleKapCTBEHHOro npenapaTta. PelweHne o
NPUOCTAHOBIIEHUN KIMHUYECKOTO NCCIEeA0BaHNs IEeKapCTBEHHOIO nNpenapaTa Ans MeguLUMHCKOro NpMMeEHEHMS
NPUHMMAIOT PYKOBOAMTENb MEOMLMHCKOWM OpraHuMsauuu u (Mnm) opraHusauus, nosnyumBlIas paspelleHune
YMOSIHOMOYEHHOro  dbefepanbHOro OpraHa WCMONHUTENbHOM BAcTM Ha oOpraHuMsauuio  NpoBedeHust
KIMMHUYECKOTO WCCIeLOBaHNS NeKapCTBEHHOro npernapata ansg MeOULUHCKOrO MNMPUMEHEHWs, pelleHue O
npekpaLleHn Takoro UCCreaoBaHUSA MPUHUMAET YMOSTHOMOYEHHLIN dheaepanbHbIil opraH UCNOSTHUTENbHOWM
BNacTU Ha OCHOBaHWM COOOLLEHUS B MUCbMEHHOW (hopMe pYyKOBOAMUTENS MEOULMHCKOW opraHu3auuu unu
opraHusaums, nonydmsLlasa paspeLleHme ynonHOMOYEHHOro oeepanbHOro opraHa UCMOMHUTENbHOW BRacTy
Ha opraHM3auuio NPoBeAEHMS KNMHUYECKOrO NCCNeAOoBaHUSA NekapCTBEHHOro npenapara ans MeguumMHCKOro
NPUMEHEHNS.

7. B cpok, He npeBbllWaKWMA NATM paboynmx OHEN CO [HA 3aBEepLUEHUs, MPUOCTAHOBIIEHWS WK
npekpaLleHns KNMHUYECKOro UCCreoBaHUs NEeKapCTBEHHOro npenaparta Ans MeAWLMHCKOrO NMpUMEHEHWS,
coobLieHne o6 3TOM HampaBnseTcs OpraHuM3auusiMu, ykasaHHbIMM B 4YacTu 3 cTatbu 38 HacTosLiero
depnepanbHOro 3akoHa, B yNOSTHOMOYEHHbIV cheeparnbHbI OpraH UCMOSTHUTENbHON BIIAacTU NO YCTaHOBEHHOMW
um chopme.

8. ®dopma coobleHns O 3aBepLlieHWW, MPUOCTAHOBIIEHUM WKW  MNpPeKpaweHnM KIMHUYECKOro
nccnefoBaHns NekapcTBEHHOro npenapara Ans MeAULMHCKOrO NPUMEHEHMWS IOIKHA coaepXKaTh:

1) MHdOpPMaLNIo O MEAMUMHCKOR opraH13aummn U MeauLUHCKMX opraHn3aumnsx, NPOBOAMBLUNX AaHHOe
nccnegoBaHve;

2) onmncaHmne gaHHoro nuccriegoBaHuA,

3) AaHHble wccnegosaTens (hamunusa, ums, OT4ECTBO, MeCTO paboTbl, 3aHMMaemas AOMKHOCTb,
cneumanbHOCTb, CTax paboTbl MO MporpaMMaM KMMHUYECKUX MCCNedOBaHUM feKapCTBEHHbIX MpenapaTos,
nepeyveHb KMNMHUYECKNX WCCnedoBaHW NEeKapCTBEHHbIX NpenapatoB, B KOTOPbIX OH MpUHMMan y4yactue
(nepvofbl yyacTus) B kKayecTBe uccregoBaTens unm couccrnegoBartens);

(8 pea. PegepanbHoro 3akoHa oT 11.10.2010 N 271-$3)

4) pesynbTaT OAHHOIO MCCNeAoBaHMs (3aBeplLueHue, NPUOCTaHOBIMEHUE UMW MpeKkpalleHue OaHHOro
nccrneoBaHUsl C yKasaHWEM WX MPUYMH U BIWUSHUSE HA OLIEHKY €ro pe3yrnbTaToB, OOLLYH OLIEHKY pucka M
OXMOAEMOM Nonb3bl OT NMPUMEHEHUS UCCNEeLYyeEMOro NekapCTBEHHOro npenapaTa, a Takke npeanonaraemMble
JanbHenwne OencTems).

8.1. MNpw BbISBNEHMK begepanbHbIM OPraHOM UCMOMHUTENBHOW BNACTW, OCYLLECTBASIOWMM OYHKLMN MO
KOHTPOSIO U Haa3opy B chepe 30paBoOOXPaHEHUS, HAPYLUEHUI NpaBuil Hagnexallen KNUHUYECKON npakTukn
npv NpoBeAEeHMN KIMHUYECKOro MCCedoBaHMs NekapCTBEHHOro npenapara, BAMSIOWMX Ha NOMHOTY U (unu)
[OCTOBEPHOCTb [AaHHOMo KITMHUYECKOro UCCrefoBaHWs, yKasaHHbIn defepanbHbii OpraH MCMoSHUTENLHOM
BNacTn npuocTaHaBnNuBaeT NpoBefdeHWE [AaHHOMO KIMHUYECKOro UCCefoBaHWs U BbIHOCUT MeEOULMHCKOW
opraHusaumm, B KOTOPOW NPOBOAMTCS AaHHOE KIMHWYecKoe uccrnegoBaHve, npeanucaHve ob ycTpaHeHWuu
BbISIBIIEHHbIX HapyweHun. [pu HeycTpaHeHUM MeOULMHCKOW OpraHv3aumen BbISIBIIEHHbIX HapylleHun B
YCTaHOBMEHHbLIN B NPeAnUCcaHun CPoK yKasaHHbIN dpefeparnbHbIi opraH UCNOMHUTENBHOW BNAacTu NpuHUMaeT
peleHne O MpekpalweHn MpoBEeAEeHUs KIMHUYECKOro WCCnefoBaHWsl JeKapCTBEHHOro npenapata U
HanpaBnsieT B dyeAepanbHblii OpraH UCMOSIHUTENbHOW BNAacTu, OCYLLECTBASIOWMA (YHKUUM NO BblpaboTke u
peanu3auMM  rocygapCTBEHHOW MOMWUTUKM U HOPMAaTMBHO-NPaBOBOMY  perynupoBaHuilo B cdepe
3[1paBOOXPaHEHNs], 3aKryYeHne O BbISBNEHUN NPW NPOBEAEHUU [OaHHOro KIMHUYECKOro uccrefoBaHust
HapyLleHMn NpaBui Hagnexawen KIMHNYECKON NPakTKn ANs NPUHATUA peweHns 06 OTMeHe paspeLueHus Ha
opraHusaumilo nNpoBefeHUs [OAHHOro  KIMHWYECKOro WCCrefoBaHns C  faTbl MPUHATUS  pelleHus o
NPUOCTaHOBIIEHUN NPOBEAEHUSA KITMHMYECKOro UccrneoBaHns fiekapCcTBEHHOro npenaparTa.

(vacTb 8.1 B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)
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9. YnonHoMo4eHHbIN dheaepanbHbIi opraH UCNONHUTENBHON BNacTu onyGnvMKoBbIBAET 1 pasmeLlaeT Ha
cBOEeM oduumanbHOM cante B ceTu "VIHTepHeT" cooblleHne O 3aBeplUeHUM, MPUOCTAHOBIIEHUN WUIK
npekpaLleHn KNMHUYECKOro uccneaoBaHusa nekapcTBEHHOro npenaparta Ans MeuLUHCKOro NpUMeEHeHUs B
CPOK, He MpeBblLlaloLWmi NATN paboymnx AHEN CO AHSA ero NoMy4yeHusl, B yCTAaHOBNEHHOM UM MOpsiaKe.

10. YNonHoMo4eHHbIn heaepanbHbIi OpraH UCMOMNHUTENBHOW BrIaCTN OCYLLECTBAET BegeHMe peecTtpa
nccnegosatenen, NPoOBOAALLMX UM NPOBOAMBLLUNX KMMHUYECKNE UCCNEOBaHUSA NEKapCTBEHHbIX NpenapaTos
AN MeQULMHCKOTO NMPUYMEHEHWS, B COOTBETCTBUM C YTBEPXAEHHbIMW MM MpaBunaMy 1M pa3mellaeT ero Ha
cBoeM odumumansHoM cante B cetn "MIHTepHeT" B yCTaHOBMEHHOM MM Mopsiake. YKasaHHbIA peecTp CoaepXuT
MHopMaLnto, NPegyCMOTPEHHYHO MYHKTOM 3 YacTu 8 HacTosLLEeN CTaTbu.

11. OT4eT 0 pesynbTaTax KNMHUYECKOro UCCNeaoBaHWs NEKapCTBEHHOro npenapara ans MeauumMHCKoro
NPUMEHEHNS COCTaBMsSIeTCA OpraHu3auuen, ykasaHHon B yactu 3 cTtatbu 38 HacToswero denepanbHOro
3aKOHa, Ha OCHOBaHWWM 3aKMYEHUN MEAMUUHCKMX OpraHusauuin, nNpoBOAMBLUMX 3TO uUccnegosaHve, U
npeacTaBnseTcs B yNOMHOMOYEHHbIN dheaeparnbHbIin OpraH MCNONHUTENBHOW BNacTu, BblAaBLUUA pa3peLleHne
Ha npoBedeHMe 3TOro MccnefoBaHWs, B CPOK, HE MPEBbLIWALWNA TPex MeCAueB CO OHS ero 3asBeplueHus,
NMPMOCTaHOBNEHMWS UMW NPEKPaLLEeHns, B Nopsake, YCTaHOBIIEHHOM YNONTHOMOYEHHbIM dheaepanbHbIM OpraHom
NCMONHUTENbHON BNacTu.

12. HapyweHue npaBun Hagnexawien KNMHWYECKOW nNpakTukM, danbcudurkaums pesynbTaTtos
KIMMHWYECKOro MccneaoBaHus NekapcTBEHHOro npenapata Ans MeauuMHCKOro NPUMEHEHWS BIeKyT 3a cobou
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHoAaTenbCTBOM Poccuiickon degepaunu.

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

13. lMpn npoBedeHMN KIMHUYECKOTO WCCIefoBaHWUsI NeKapCTBEHHOrO npenaparta Ansi MeauuMHCKOro
npMMeHeHus gonyckaetcs 3abop y naumeHToB 6uomnornyecknx MmatepuanoB (obpasubl Guonormyeckmx
XWOKOCTEW, TKAHEW, CEeKpPeToB W MPOAYKTOB >KM3HEOEATENbHOCTM 4YenoBeka, (U3NOMNOrMYeckux u
NaToNorMYeckMx BblAENEHUA, Ma3KoB, COCKOOOB, CMbIBOB, MUKPOOPraHM3MoB, OMONCUHLIA Matepuan) ons nux
n3yyeHns B Poccuiickon Pepepaumm u (unu) 3a npegenamm Poccuiickon degepaunn.

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

14. Topsagok BBo3a B Poccunckyio dPepepauunio n BbiBo3a 3a npegensl Poccuiickon depepauun
Buonornyeckux MaTepuanos, NOMyYEHHbIX NPV NPOBEOEHUM KIMHWUYECKOrO UCCNedoBaHus NeKapCTBEHHOro
npenapaTa Ans MegMuUHCKOro NpuMeHeHus, yctaHasnueaeTcs lNpasutensctBom Poccuickon ®egepauun.

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

CraTtba 41. Jorosop o nposegeHUN KAMHUYECKOro UCCNeaoBaHUA NIeKapCTBEHHOro npenaparta gns
MeaNUNHCKOro npymeHeHuA

1. KnuHunyeckoe wunccnegoBaHue NIeKapCTBeHHOro npenaparta Aana MeauuunHCKOro rnpuMeHeHnA
npoBoAUTCA B COOTBETCTBMM C OOroBopoMm O npoBeaeHun KIMMHUYeCKOro uccrnegoBaHUA JeKapCTBEeHHOro
npenapara ana MegumunHCKoro npuMeHeHus, 3aknioyaemMbiM Mexny OpFaHI/I3aLI,VIeIZ, I'IOJ'Iy‘-IVIBLLIGVI paspelieHne
YNOJIHOMOYE€HHOIro cbep,epaanoro opraHa WCMONHNTENBbHON BNactT Ha opraHusauunto nposegeHuAa Takoro
nccnegoBaHust, U MeguUMHCKON Opl'aHl/I3aLJ,I/Iel7I, OcyLIJ,eCTBJ'IFIIOLLI,el7I npoBegeHne Takoro nccnenoBaHus.

2. ﬂOFOBOp O nNpoBegeHnn KnnMHn4ecKkoro nccrneanoBaHmaA nekapCTtBeHHOro npenaparta ana meanumHCKoro
NnpuMeHeHNAa OOJNKEH cogepxXaTtb:

1) YCInoBuA 1 CPOKK nNpoeBeeHnA AaHHOro nccnenoBaHuA,

2) onpegeneHne obLiet CTOMMOCTM MNpPOrpamMmbl [OaHHOrO WCCMEAoBaHWUS C YyKa3aHWeM CYMMbl,
npegHasHavarlolLenca Ans BbiNnaaT uccregosaTenam, CouccrneaoBaTensm,;

3) onpegenenne opmbl NpeacTaBleHNsa pe3ynbTaToB AAHHOMO WCCHEeAOBaHUSA B YMNOMHOMOYEHHbIN
deaepanbHbIi OpraH UCNOMHUTENBHOW BNacTMU.

Cratba 42. duHaHcoBoe obecneyeHne KIMHUYECKOro nccnenoBaHnA 1eKapCTtBeHHOro npenaparta gna
MeaNnUNHCKOro npymeHeHuA
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duHaHcoBoe obecneyeHne  KIMHMYECKOrO  UccnegoBaHus JIeKapCTBeHHOro npenapara Aand
MeONUNHCKOro NnpuMeHeHua OCyLLEeCTBIAETCA 3a CHeT:

1) cpencTB dhegepanbHOro GrooKeTa;

2) cpedcTB oOpraHu3auui, MOMYYMBLUMX pas3pelleHue Ha OpraHvM3auulo MPOBeAEHUst OaHHOro
nccnenoBaHusl, B COOTBETCTBUM C YCIIOBUSIMM JOTOBOPA O €ro NPOBEAeHUN;

3) MHbIX HEe 3anpeLLeHHbIX 3akoHodaTensLcTBoM Poccuickon ®egepaumm MCTOYHMKOB.

CratbAa 43. lpaBa nNauMeHTOB, Y4YacCTBYIOWMX B K/JIMHMUYECKOM WCCNEeA0BaHUU NIEKAPCTBEHHOro
npenapara AJA MeAULMHCKOro NPUMMeEHEeHUsA

1. Yyactne naumeHToB B KITMHMYECKOM MCCnenoBaHuUmn lekapCTBeHHOro npenapara gna MmeamumnHCcKoro
NpUMeHeHNAa ABNAeTCA D,OﬁpOBOJ'IbeIM.

2. lMauneHT nnn ero 3aKOHHbIV NpeacTaBUTENb AOMKEH ObITb MHPOPMUPOBAH B MMCbMEHHON hopME:

1) 0 nekapcTBEHHOM nMpenapaTte Ans MEeAULMHCKOrO MNPUMEHEHUsT U CYLIHOCTU  KITMHWUYECKOro
nccnefoBaHWs 3TOro fleKapCcTBEHHOro NpenapaTa;

2) o 6e3onacHOCTU NeKapCTBEHHOro npenaparta Ang MeOULMHCKOrO MPUMEHEHWs), €ro OXuaaemom
3(PPEKTUBHOCTU U CTEMEHN PUCKa A8 NaLUEHTa;

3) o0 yCnoBuAx y4yactuna nauneHta B KIMMHUYECKOM UCcrnenoBaHMn nekapCTtBEeHHOro npenapara gnsa
MeANLIMHCKOIro NpuMeHeHuns;

4) 0 uenu unu Lensax u NPoAOIKUTENBHOCTM KIMHUYECKOrO MCCNeaoBaHMs NIekapCTBEHHOro npenapaTta
AN MeQULMHCKOTO NPUMEHEHNS;

5) 0 gencTBusAX naumeHTa B cnyvae HenpeaBuaeHHbIX IMdEKTOB BNNAHUS NeKapCTBEHHOro npenapara
ANA MegULMHCKOro NMPUMEHEHUS Ha COCTOSAHWE ero 340POBbS;

6) 006 ycnoBuax obsizaTenbHOro CTpaxoBaHWA XXNU3HW, 300p0BbA NauneHTa,

7) O rapaHTuax KOHCbI/I,D,eHLLVIaJ'IbHOCTI/I ydyactma nadueHta B KIMHUYECKOM  uccriegoBaHun
NeKapCTBEHHOro npenapara gnda MmeanunHCKoro npmMMeHeHus.

3. ,uO6pOBOJ'IbH0€ cornacuve naudueHTa Ha y4dactue B KIMHMYEeCKOM uccnenoBaHun InekapCTBeHHOro
npenaparta ona MeguumnHCKOro npuMMeHeHua noaresepxXxgaetca ero nognucbio Mnm nognmucbio ero 3akoOHHOro
npegcraButTend Ha I/IHq.')OpMaLI,VIOHHOM JINCTKe nauuneHTa.

4. MNauneHT unn ero 3aKoHHbIN npeacrtaBuTesib UMeeT NpaBO OTKa3aTbCA OT y4acCcTuA B KITMHUYECKOM
nccnenoBaHMM NekapCcTtBeHHOro npenaparta gnda MmeguumuHCKOro npuMeHeHna Ha nobown ctagnn npoeseaeHnA
TaKoro nccneanoBaHua.

5. TlpoBedeHne KIMHUYECKOTO WCCNedoBaHWS feKapCTBEHHOro npenapaTta And  MeauuMHCKOro
NPUMEHEHNS C y4acTUeM B Ka4yeCTBe NauMeHTOB AeTen A0NYCKaeTCa TONbKO C Corfiacusa B NMCbMEHHOW oopme
nx pogutenen, ycolHoBuTeNen. [letn Moryt paccmaTpuBaTbCs B Ka4eCTBe NoTeHLUManbHbIX NauMeHToB Takoro
nccnenoBaHusl, TOMbKO €Cnv ero npoBedeHUe HeobXoaMMO AN YKPenneHus 340poBbs AeTen unm
NpodMNakTUKM MHAPEKUMOHHBLIX 3aboneBaHni B AETCKOM BO3pacTe NMbo ecnu Lienblo Takoro UccrnenoBaHus
SABMSETCA NOoSlydYeHMe OaHHbIX O Haunyylen O03UPOBKe NeKkapCTBEHHOro npenaparta Ans neveHus geten. B
3TUX Cryyasix TakoMy UCCneoBaHMIO AOMKHO NpeLllecTBOBaThb KMMHUYECKOe uccrnefoBaHe nekapcTBeHHOro
npenapata ons MEOULUHCKOrO MPUMEHEHUS Ha COBEPLUEHHONETHUX rpaxkaaHax, 3a UCKNIYeHUeM Cryyaes,
ecnn uccriedyembli  NekapcTBeHHbIM npenapat Ans  MeOWUMHCKOrOo  NpUMEHeHusa  npefHasHauveH
UCKNIOYUTENBHO AN UCNONb30BaHNS HECOBEPLLUEHHONETHUMU rpaxgaHamu.

(B peq. ®enepansHoro 3akoHa ot 22.10.2014 N 313-03)
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6. 3anpeu.|,aeTC$| npoeegeHne KInMHM4YeCcKoro uccrnegoBaHnda nekapCTtBeHHOro npenaparta Aana
MeaNLMNHCKOIo npumMmeHeHunsd ¢ ydactmem B Ka4ecTtBe NnaumeHTOB:

1) peTen-cnpoT 1 geTen, octaBlLMXcs Be3 noneyvyeHnsa poamTenen;

2) XeHWWH B nepuop 6epeMeHHOCTH, XEHLLMH B Nepuos rPyAHOr0 BCKapMIMBaHWUS, 3a UCKIIOMEHUEM
cry4aeB, ecrv NpoOBOAMUTCA KINUMHUYECKOE UCCrefoBaHMe NekapcTBEHHOMO npenapara, npeaHasHaueHHoro 4ns
yKa3aHHbIX XEHLUMH, NPY YCrOBMM HEOOXOAMMOCTU NONyYeHUs1 MHpOPMAaLMN TONBbKO BO BPEMS NPOBEOEHUS
COOTBETCTBYHOLLMX KMMHUYECKUX UCCREeOO0BaHUIA U NPUHATUS BCEX HEOBXOAMMbBIX Mep NO MCKITIOYEHUIO pucKa
HaHeCceHWs Bpeda XeHLWuHe B nepuos 6epeMeHHOCTU, KEHLUMHE B Nepuoa, rpyaHOro BCKapMnMBaHus, nnoay
unu pebeHky;

3) BOEHHOCNyXalMxX, 3a WCKMYEHnEM Cry4yaeB MPOBEAEHUS  KIMMHUYECKOro uccnegoBaHus
neKapCTBEHHOro npenapaTa, cneumansHo paspaboTaHHOro Ans NPUMEHEHUS B YCNOBUAX BOEHHbIX AENCTBUN,
YpesBblYanHbIX CUTyauui, NPOMUNaKkTUKN 1 evYeHns 3aboneBaHnin u NOPadKeHUN, NONyYEHHbIX B pe3ynbraTe
BO30ENCTBUSA HeBnaronpuATHbIX XUMWYECKMX, OMOoNornyeckmx, pagmaumoHHbIX akTopoB. KnunHudeckoe
nccnegoBaHWe Takoro fiekapCTBEHHOro nmpenapaTta MOXeT NPOBOAMTLCSA C ydacTMeM B KavyecTBe MauneHTOB
BOEHHOCIYXalUWX, 3a WCKMIOYEHMEM BOEHHOCMYXalluMX, NPOXOOALMX BOEHHYH Cryxby no npusbiBy, C
cobniogeHvem TpeboBaHUI, yCTaHOBMNEHHbIX HacToAWwmUM PeaeparnbHbiM 3aKOHOM B OTHOLUEHUW MPaXXAaHCKUX
nnu;

4) COTPYAHMKOB NPaBOOXPaHUTESNbHbLIX OPraHoB;

5) nuu, oTGbIBaKOLWMX HaKa3aHWe B MeCTax NneHns CBOGOAbI, a Takke NL, HaxoasLWmMXcsl nog cTpaxei
B CNeACTBEHHbIX U30MATOpaXx.

7. [OonyckaeTcsa npoBedeHWe KIMHWYECKOTO WCCREeAoBaHWS NeKapCTBEHHOro npenapaTta Ans
MEAULIMHCKOrO MPUMEHEHWs!, NPeAHa3HaYeHHOro Afs NMeYeHUst NCUXMYeckux 3aboneBaHui, C ydyacTvem B
KayecTBe NaLMeHTOB WL C MNCUXMYECKUMU 3aboneBaHWsSIMU, NPU3HAHHBLIX HeaeecnocobHbIMU B MOpPSIAKe,
yCTaHOBINEHHOM 3akoHoAaTenbcTBoM Poccuiickon ®epepaumun. KnuHuueckoe nccnenoBaHue nekapcTBEHHOIO
npenapata B 9TOM Cfy4ae MpPOBOAMTCA NPU HanMuuu cornacusi B MNUCbMEHHOW popMe 3aKOHHbIX
npeacTaBuUTENEN yka3aHHbIX NNLL.

Cratbsa 44. O6a3aTenbHOE CTpaxoBaHWe }U3HU, 340P0BbA NALMEHTa, YUACTBYIOLLEro B KAIMHUYECKOM
nccnea0BaHMM NeKapCcTBEHHOrO NpenapaTa 414 MeauLMHCKOro NpUuMmeHeHu A
(B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

1. OpransauMﬂ, nony4yumsLlan paspelleHne Ha opraHm3auunio nposegeHna KInMHN4YeCcKoro nccerieqosaHusa
JIeKapCTBEHHOrO npenaparta anda MmeanunHCKoro npuMeHeHuns, o00si3aHa B ka4ecTBe cTpaxoBaTesna cTpaxoBaTb
PUCK NPUYNHEHNA Bpeda XKU3HU, 300POBbLI0 NauneHTa B pedyrbTate npoBeeHnd KImMHNYeCkoro nccrnegoBaHud
JNIeKapCTBEHHOro npenaparta gnd MeanuunHCKOro npMMeHeHua 3a CcBOM cyeT nyTeM 3akr4YeHuda [orosopa
obsizaTenbHOro CTpaxoBaHus.

2. O6bekToM 06593aTENBHOr0 CTPaXOBaHWS SABNAETCA UMYLLECTBEHHbIV MHTEPEC NauneHTa, CBA3aHHbIN C
NpUYMHEHNEM Bpeda ero XW3HU WM 340POBbI0 B pe3ynbTaTe NPOBedeHMS KIMHWYECKOro MccnegoBaHus
neKapCTBEHHOrO npenapara Ans MeguUMHCKOrO NPUMEHEHNS.

3. CTanOBbIM cny4yaemM no gorosopy obsizaTenbHOro CTpaxoBaHuUa ABndAeTcA CMepTb nauuneHta unm
yxXyaueHune ero 3gopoBbdA, B TOM 4HUCNEe Bliekywee 3a cobon yCTaHOBJ1€HNE WMHBANMAHOCTU, NPU HanNn4um
I'Ipl/l‘-II/IHHO-CJ'IeLI,CTBeHHOIZ CBA3N MexXxay HacTtynneHnem 3T1oro cobbITns 1 y4yactmem naumeHTta B KIMHN4YEeCKOM
nccneaoBaHMM NekapcTtBeHHOro npenaparta.

4. Tpe6OBaHl/I9| O BO3MelleHun Bpeana, NpUYNHEHHOro XnU3Hm Unn 3aopoBbio NauueHTa, NnpeabAaBnAaAlTCA
B TedeHne CpokoB NCKOBOW OaBHOCTH, YCTAHOBJIEHHbIX rpaXXgaHCKUM 3aKoHOA4aTENIbCTBOM.

5. Pasmep CTanOBOIZ BbiNfiaTbl N0 4OroBopy obsizaTenbHOro CTpaxoBaHUA COCTaBIIAET:

1) B Cny4yae CMepTu nauuneHta gBa MUIITIMOHa py6ne|7| Ha KaXxgoro nauueHTta, y4dacTtBoBaBLUEro B
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KIMMHWYECKOM MCCrefoBaHnmM nekapCcTBEHHOro npenapaTa;
2) npu yxyaLeHun 340poBbs NaumneHTa:

a) nNoBrekwem 3a cobol ycTaHOBNEHWE MHBANUAHOCTK | rpynnbl, OAVH MUSIMOH NSATLCOT ThicAY pybren
Ha Ka)k4oro nauveHTa, y4acTBOBAaBLLEro B KNMMHMYECKOM UCCreoBaHunmM NekapCcTBEHHOro npenapara;

6) noenekwem 3a coboi ycTaHOBNeHWe MHBanMaHocTyh Il rpynnbl, OAVH MUNMMOH PyGnel Ha KaXkaoro
nauveHTa, y4acTBOBaBLLEroO B KMMHUYECKOM UCCIieqoBaHNM NIekapCTBEHHOrO NpenapaTa;

B) noenekwem 3a cobow yctaHoBneHne nHeanuaHocTu Il rpynnbl, NATECOT ThicAY pybren Ha Kaxaoro
naumeHTa, y4acTBOBaBLUErO B KITMHNYECKOM UCCIeaoBaHWUN NeKapCTBEHHOrO npenapara;

r) He MoBnekweM 3a cobol yCTaHOBMEHUS MHBaNMAHOCTU, He Gornee 4YeMm TpucTa ThicsYy pyonen Ha
KaXkgoro naumeHTa, y4acTBOBaBLUErO B KIMHUYECKOM MCCreqoBaHUM fiekapCTBEHHOMO npenapara, ucxoas 13
HOPMaTUBOB, OTPaXalOLLIMX XapaKTep U CTerneHb NOBPEXAEHUs 3[00pOBbs, a Takke pakTUYECKM NMOHECEHHbIX
NMauMeHTOM pacxO[OB, BbI3BaHHbLIX MOBPEXAEHVWEM 300POBbsl, HA MEOWLIMHCKYH MOMOLb, NpuobpeTeHue
neKapCTBEHHbIX NpenapaTos.

(nn. "r" B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.

7. CpOK aoroesopa obsi3aTenbHOro CTpaxoBaHNA HEe MOXeT OblTb MeHee, 4YeM CpPpOK npoBeaeHnA
KINMMHNYECKOro nccnenoBaHuaA nekapCcTtBeHHOro npenapara.

8. Ycnoswus gorosopa o6s3aTenbHOro CTpaxoBaHusi, B TOM YMCTe CTpaxoBble Tapudbl No obszaTensHomMy
CTpaxoBaHWio, nepeyeHb HEOOXOAMMBIX JOKYMEHTOB [ns OCYLIECTBMEHUs CTPaxOBOW BbIMnaTthbl, MOPSA0OK
YCTaHOBMNEHNUS CTpaxoBaTenem WHAMBWAYANbHOTO MOEHTUMUKALMOHHOIO Koda nauueHTa, Mopsiaok
MHpOPMUMPOBAHUST CTpaxoBaTeneM CTpaxoBLUMKA O MPUBIIEYEHHBIX K KIMHUYECKOMY WCCReAoBaHMIo
neKkapCcTBEHHOro npenapara Ans MeauLMHCKOro NPUMEHEHUs MauneHTax, NopsaokK ynnaTtbl CTPaxoBow NpemMum,
MOPSILOK peanu3auum onpefeneHHblx Hactosawmm PenepanbHbiM 3akOHOM M OpyrMMu  dheaepanbHbIMM
3aKOHaMKn npaB U 006583aHHOCTEN CTOPOH MO [OroBopy 06A3aTENbHOrO CTPaxoBaHWSs, a Takke HOpPMaTuBbl,
oTpaxarwlumMe XxapakTep W CTeneHb MOBPEXOEHUS 340POBbs, YCTaHABMUBAIOTCA TUMOBLIMU MpaBunamu
06sa3aTenbHOro CTpaxoBaHus.

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

9. B Ccnydae npudnHeHua Bpena XMU3HW nauueHTa, ydYacTtBOBaBLUEro B KIMHUYECKOM WCCrengoBaHUn
JIeKapCTBEHHOIo npenapara, BbII'OD,OI'IpI/IO6peTaTeJ'IFIMI/I no Oorosopy obsi3aTENBLHOrO CTpaxoBaHuA ABNAKOTCA
rpaxgaHe, mMmewuwne npaBo Ha BO3MelUleHMe Bpeda B Criydae CMepTu KopMurbua B COOTBETCTBUU C
rpaxgaHCKMMm 3akoHO4aTeslbCTBOM, NMPU OTCYTCTBUU TaKUX rpaxgaH - poauTenu, cynpyr, Aetmn ymMmepLlero
nauyneHTa, ydactBoBaBLUEero B KIMMHNWYEeCKOM UCCliegoBaHUM NeKapCTBEHHOro npenapara, B cliydae CcMepTu
nauyneHTa, y4yactBoBaBLUEro B KIMMHMYECKOM WUCCrieoBaHUW JNEeKapCTBEHHOro npenapara M He KMMeBLUero
CaMOCTOATENIbHOIro aoxoaa, - rpaxaaHe, Ha mxamBeHnn KOTopbIX OH Haxogunca, B OTHOLLEHUU BO3MELLEeHUA
pacxogoB Ha norpe6eHv|e nauyneHTa, y4dacTtBoOBaBLIEro B KIMHUYECKOM MuUccreaoBaHUM IneKapCTBeHHOro
npenapara, - nmyo, NoHecLlee Takme pacxoibl.

10. CTanOBaﬂ BbiMJiaTta B CHeT BO3MeELLeHUA Bpeaa, Npu4NHEHHOro Xn3Hn naumeHTa, y4acrsosaBLlero
B KNMNHN4YEeCKOM ncenegoBaHnun NeKkapCTBeHHOIro npenaparta, pacnpegendaeTca Mexay
BbII'O,EI,OﬂpVIO6peTaTeJ'IﬂMI/I nponopunoHasrnibHO X KOJNMM4eCTBY B paBHbIX O0NAX.

11. MNMpwn HacTynneHMn CTPaxoBOro cryyasd nauueHT, ydacTBOBaBLUMWA B KIMHWUYECKOM WUCCenoBaHuu
NeKapCTBEHHOro npenapaTa, BbirogonpuobpeTtaTens BrnpaBe NPeabsBUTb HEMOCPEACTBEHHO CTPaxXOBLUMKY
TpeboBaHne O BO3MELLEHMM MPUYMHEHHOTO Bpeaa. CTpaxoBas BbinnaTa OCYLLECTBSETCS CTPaxXOBLLUMKOM B
TeyeHne TpuguaTu OHEW CO OHsI MpencTaBreHus HeobXoauMbIX AOKYMEHTOB. [MaumeHT, y4yacTBOBaBLUIMA B
KMMHUYECKOM MCCregoBaHUM fekapCTBEHHOMO Mpenaparta, vunu Bbelirogonpuobperatens obs3aH coobwmnTb
CTPaxoBLUMKY [ANS OCYLLEeCTBNEHUA CTPaxoBOW BbIMAaTbl WHAMBMAYANbHbIA UMOEHTUUKALMOHHBIA KO
nauueHTa, YCTAHOBIEHHBLIN CTpaxoBaTefieM B COOTBETCTBMM C TUMOBbIMW MpaBuriamMu obs3aTenbHoro
CTpaxoBaHus.

125424, Mocksa, yn.Bacunua MNeTywkosa, 4. 8, opuc 207, ten.: 8 495 510 00 64

75


consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B5490518B508B22FC84538FF358A540260C5BD2BD4BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B5490518B508B22FC84538FF358A540260C5BD2BD6BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36CD37731B34F0518B508B22FC84538FF358A540260C5BB2EDCBC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED17C38B5490518B508B22FC84538FF358A540260C5BD2BD7BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36ED77E3CB14A0518B508B22FC84538FF358A540260C7BC2ED5BC4195AB2FEF9F600CE42E2CF79D18q7l1P
consultantplus://offline/ref=A395ED8B536E2C6B30A5D1922D30C8D36CD37731B34F0518B508B22FC84538FF358A540260C5BB2EDCBC4195AB2FEF9F600CE42E2CF79D18q7l1P

/ON

N\ )4

Kapzo Cepm

12. [Jo NonHoro onpefeneHus pasmepa Nonexallero BO3MeLLEHNIO Bpeaa CTPaxoBLUMK MO 3asiIBIEHNIO
nauueHTa, y4yacTBOBaBLUErO B KIMHWYECKOM MCCRefoBaHUWM NEKApCTBEHHOro npenaparta, Wnu 3asiBlIEHUtO
BblrogonpuobpeTaTtens BrpaBe OCYLLECTBUTbL YacTb CTPaxOBOW BbinnaTbl, COOTBETCTBYIOLLYI (hakTUYECKM
OonpeaeneHHo YacTu NPUYNHEHHOTO Bpeaa.

13. CTanOBaﬂ BbiMnJjiata B COOTBETCTBMN C AOIroOBOPOM obsizaTenbHOro CTpaxoBaHNA OCYLLECTBIIAETCA
He3aBMCUMO OT BbINnaT, NPUHNTaLWLKNXCA NO APYrMM BUaam CTpaxoBaHUA.

14. He AonyckaeTcda ydactue naumeHta B npoBegeHUn KIMHMYEeCKOro unccrieaoBaHuna nekapCcTtBeHHOro
npenapara npu oTcyTCcTtBnn Oorosopa obsi3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a ucnonHeHnem opraHusaLmen, nonyyumnBLIEN paspeLleHe Ha opraHM3anmio NpoBeaeHus
KNMHUYECKOro MCCreaoBaHWs NeKapCTBEHHOro npenaparta Ans MegMUUHCKOro NpUMEHEHMs!, YCTaHOBNEHHON
HacTodwen cTatben 0683aHHOCTM MO 00A3aTeNbHOMY CTPAxOBaHUIO KU3HW, 300POBbS  MaLMEHTa,
yyacTBylLwero (yy4acTBoBaBLUEr0) B  KNMHWYECKOM  MCCNeaoBaHWM — NEKApPCTBEHHOro  npenapara,
OCYLLECTBNAETCA  YNONHOMOYEHHbIM  defepanbHbiM  OpPraHOM  WUCMONHWUTENbHOW BnacTW, BblOaBLUMM
paspelleHne Ha NpoBeAEHME KITMHUYECKMX UCCIeOBaHUA NEeKapCTBEHHbIX NpenapaTtoB Afs MEeAMLMHCKOro
NPUMEHEHMS.

Fnasa 8. NIPON3BOACTBO M MAPKUPOBKA NIEKAPCTBEHHbIX CPEACTB
CrartbAa 45. NNpoun3BoACTBO NEKAPCTBEHHbIX CPeacTB

1. [Mpou3BOACTBO NEKAPCTBEHHbIX CPeacTB [OOMKHO COOTBETCTBOBAaTb TpeboBaHMAM npasBun
Hagnexallem nPOu3BOACTBEHHOW MPaKTUKX, YTBEPXAEHHbIM YMONHOMOYEHHbIM dieaepanbHbIM OpraHoMm
ucnonHutensHon Brnactu. OcobeHHOCTN nepexoaa NPOM3BOACTBA OTAENbHbLIX NEKAPCTBEHHbIX CPEACTB K UX
Npov3BOACTBY B COOTBETCTBMM C TpeboBaHWsSIMW nNpaBwui Hagnexawen npou3BOACTBEHHOW NPaKTUKK
ycTaHaBnmBawTca [lpaButensctBom Poccuickon ®Pepepauun. Bblgada 3aknoyeHWii o0 COOTBETCTBUM
npou3BoauTensi NekapCcTBEHHbIX CPeAcTB TpeboBaHMAM NpaBunl Hagnexallen NpovM3BOACTBEHHON NMPaKTUKM
OCYLLECTBNAETCHA NO pe3ynbTaTaM MHCNEKTUPOBAHWSA NPOV3BOAMTENEN NEKAPCTBEHHbIX CPEeACTB B MOpsAaKe,
ycTaHoBrneHHoM [lpaButensctBoM Poccuiickon ®depepaumn. Pasmep nnaTbl 3a Bblgayy 3akmoyeHus o
COOTBETCTBMU  MNPOM3BOAWTENSA  JIEKApPCTBEHHbIX  CpeAcTB  TpeboBaHWsM  MpaBun  Hagnexallen
NPoOu3BOACTBEHHOW NpaKTUKW YycTaHasnuBaeTcs [lpaButensctBom Poccuiickon ®epepauun. [lopsgok
opraHu3aumm 1 NpoBefeHNsl MHCNEKTUPOBAHWSA NPOW3BOAUTENEN NEKapCTBEHHbLIX CPEACTB Ha COOTBETCTBUE
TpeboBaHMsAM MpaBun Hagnexailern nNPOU3BOACTBEHHOW MpPaKkTUKM YycTaHaenueaeTca [1paBUTENbCTBOM
Poccuickon ®egepauun.

(B pea. PegepanbHbix 3akoHOB 0T 25.06.2012 N 93-d3, 01 22.10.2014 N 313-93, 01 22.12.2014 N 429-
®3)

2. Tlpomn3BoAcTBO nekapCTBEHHbIX cpedcTB B Poccuiickon  ®defepaumm  ocyllecTBNsgeTcs
NpoV3BOOUTENSIMU JIEKAPCTBEHHbIX CPEACTB, MMEKLWUMM JIMLEH3UIO Ha MPOM3BOACTBO JleKapCTBEHHbIX
cpeacts. [NoaTBepXxaeHne COOTBETCTBUS NMLEH3naTa npaBunamM Haanexawen nponsBoACTBEHHON MpakTUKK
OCYLLECTBMNAETCA B pamMKax JIMLEH3MOHHOIO KOHTPOMsS B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM Poccuickon
Pepepaumm c y4eTom 0cobeHHOCTEN, YKa3aHHbIX B 4acTu 1 HacTosILen cTaTbu.

(B peq. ®PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. Tpou3BOACTBO JEKAPCTBEHHbLIX CPEeACTB  OCyLecTBnsieTca ¢ cobrniogeHnem  TpeboBaHui
NPOMbILLJIEHHOIO pernamMmeHTa, KOTOprI7I yTBEpXOaeTcd pykoBoauTernemM npounssoguTena JeKapCTBEeHHbIX
CpeacTB U BKMOYaeT B cebs nepeyeHb MCMonb3yeMbix hapmaueBTUYeckux cybcTaHuum n BcnomoraTerbHbIX
BELLECTB C yKa3aHWeM KOMMYecTBa Kagoro M3 HuX, AaHHble 06 mcrnonb3yemom obopygoBaHuW, onmncaHue
TEXHOMNOrM4YeCcKoro npoLecca U MeETOA0B KOHTPOMS Ha BCeX aTanax Npon3BOACTBa JIEKAPCTBEHHbLIX CPEACTB.

4. TMpu npousBoACTBE JlEKAapCTBEHHbIX CPeACTB MCMNONb3YylTCcA (apmaleBThyeckne cybctaHuuu,
CBedeHNs O KOTOPbIX COAEPXaTcs B rocyqapCTBEHHOM PEeecTpe NneKapCTBEHHbIX CPeACTB, 33 UCKMIoYEeHneMm
hapmMaLeBTUYECKUX CYGCTaHUMI, NPOU3BOAUMbIX ANA MPOBEAEHUS KIMHWYECKUX WUCcCrnedoBaHuiA M Ons
akcriopta. K npoueccy npoussoacTBa papMaLeBTUYEecKol cybcTaHuMM OTHocATcA nobble  cTagum
TEXHOJOINM4Y€ecKoro npouecca, No3BosisoLMe NOMYyYnTb TOTOBbIA NPOAYKT, COOTBETCTBYHOLWMIA TpeGoBaHUSaM
dbapmakonenHon ctaTbl, B TOM uucre epMeHTauusa, IKCTPaKLWs, O4YUCTKa,  BblaeneHue,
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nepekpucTanMsaums, BoiCylUMBaHNE, U3MeNbYEHE.
(B peq. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-03)

4.1. MepeyeHb NeKapCTBEHHbIX NMPenapaToB AN MEAMLUHCKOrO NPUMEHEHUs!, B OTHOLLUEHUU KOTOPbIX
ycTaHaBnmBatoTcs TpeboBaHWsi kK O0ObeMy Tapbl, YNakoBKE W KOMMMEKTHOCTM, NepeyeHb NeKapCTBEHHbIX
npenapaToB AnNsi BETEPUMHAPHOTO MPUMEHEHMS, B OTHOLUEHUWM KOTOPLIX yCTaHaBnuBatTcsi TpeboBaHus K
06beMy Tapbl, a Takke TpeboBaHUS K 0GBbEMY Tapbl, YNakoBKE U KOMMIIEKTHOCTU NIEKAPCTBEHHLIX NpenapaToB
Onsa  MeaWLUMHCKOrO NPUMEHeHUsi, TpeboBaHus K 00bemy Tapbl JIeKapCTBEHHbIX MpenapaToB Ans
BETEPUHAPHOIO MPUMEHEHMUST OMPEAENsOTCA COOTBETCTBYHOLUMMM  YNONTHOMOYEHHBIMU  dbeaeparbHbIMU
opraHaMu UCMONHUTENBHON BracTy B Nopsiake, ycTaHoBneHHOM MpaBuTenbcTBoM Poccuiickon ®enepaumu.

(vacTb 4.1 B peq. PenepanbHoro 3akoHa oT 14.12.2015 N 374-93)

4.2. OpraHunsauun, OCYLLECTBMSIOWME NPOM3BOACTBO (hapMaueBTUYeckon cybcTaHumMm cnvpTa
3TWUMOBOro (3TaHona) pAns MpoM3BOACTBA CNUPTOCOAEPXKALUX JIeKapCTBEHHbIX NpenapaTtoB, 00s3aHbl
OCYLLECTBMNATbL YYET U AEKNapupoBaHMe B Nopsiake, YCTaHOBMEHHOM cTaTbsamMu 8 n 14 depepanbHOro 3akoHa
oT 22 Hos16ps 1995 roga N 171-d3 "O rocynapcTBEHHOM perynmpoBaHuUmn NpoM3BoacTea 1 06opoTa 3TUITOBOro
cnupTa, ankoroflbHOW W CAMPTOCOAEpXallel npoaykuMm u o6 orpaHuMyeHun noTpebnenuss (pacnutus)
ankoronbHOW npogykuunn".

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-93)

4.3. WNngmBugyanbHble nNpeanpuHMMaTeny W OpuanyYeckne nuua, OCYLLECTBAAIOWME 3aKynky W
ncnonb3oBaHne dapmMaLeBTUYECKON CyOCTaHLUMM crnvpTa 3TUNOBOro (3TaHona), a Takke NpOoM3BOACTBO,
nsroToBreHne n (Mnu) obopoT (3a UCKMOYEHMEM PO3HWMYHOWM MPOAAXKU) CMUPTOCOAEPXKALLMX NEeKapCTBEHHbIX
npenapaToB, 00a3aHbl OCYLLECTBMATL UX YYET U AeKnapupoBaHMe B Nopsiake, YCTaHOBEHHOM cTaTbamu 8 n 14
depepanbHoro 3akoHa ot 22 Hos16pst 1995 roga N 171-®3 "O rocyaapcTBEHHOM PerynmpoBaHnumn Npon3BoACTBa
1 obopoTa ITUOBOro CNMPTA, aNKOroIbHOM U CNMPTOCOAEPKALLEN NPOAYKLMM U 00 orpaHnyeHmn noTpebneHns
(pacnuTunsa) ankoronbHOM Npogykunm"”.

(4actb 4.3 BBegeHa PepepanbHbiM 3akoHOM oT 29.07.2017 N 278-03)

4.4. Tlpn Npon3BOACTBE IEKAPCTBEHHbIX NMPenapaToB AN BETEPMHAPHOrO MPUMEHEHUs OOoMnyckaeTcs
MCNONb30BaHNE MNPOM3BEAEHHBIX ANA peanus3aumm apMaueBTUYECKMX CYOCTaHUMWA, BKIOYEHHbIX B
rOCy4apCTBEHHbIA  PEeecTp NeKapCTBEHHbIX CPeACTB  YMOMHOMOYEHHbIM  defeparibHbiM  OpraHom
NCMNOMHUTENBbHOW BacTW, OCYLLECTBASOWNM BEAEHNE FOCYAAaPCTBEHHOIO peecTpa NIEKAapCTBEHHbLIX CPeACTB
AN MeauLMHCKOro NPUMEHEHMS.

(vacTb 4.4 BBegeHa depepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

5. 3anpellaeTtca Npon3BoaCTBO:

1) NekapCTBEHHbIX CPEACTB, HE BKIMHOYEHHbIX B rOCY4apCTBEHHbIV PEECTp NeKapCTBEHHbIX CPeacTB, 3a
UCKITIOYEHMEM JIEKapCTBEHHbIX CPEACTB, NPOU3BOAMMbIX AN NPOBEAEHUS KIIMHUYECKMX UCCefoBaHuiA U ans
3KCMopTa;

2) hanbcMdUUMPOBaHHbIX NeKapCTBEHHbIX CPEACTB;
3) nekapCTBEHHbIX cpeacTs 6e3 NUUEeH3nn Ha NPOU3BOACTBO NEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HApYLUEHNEM MPaBWIT OpraHM3aL M NPOM3BOACTBA M KOHTPOMNS KavecTBa
NeKapCTBEHHbIX CPEACTB;

5) hapmavneBTUYECKON CYOCTaHLMK CnNnpTa STUMOBOTO (3TAHOMA) Ha TEXHOMOormyeckom obopynoBaHum,
KOTOpOE He 3aperucTpupoBaHO MM 3aKOHCEPBMPOBAHO B COOTBETCTBUM ¢ PedepanbHbIM 3aKOHOM OT 22
Hos16pst 1995 roga N 171-®3 "O rocymgapCTBEHHOM PErynmpoBaHMM NMPOU3BOACTBA M 060OpoTa STUIOBOMO
cnupTa, ankoroflbHOW W CAMPTOCOAEepXKallen npoaykuMm u o6 orpaHMyeHun noTpebneHuns (pacnutus)
arkorofnbHoOW npoaykunn”.

(n. 5 BBegeH ®eaepanbHbiM 3akoHOM OT 29.07.2017 N 278-$3)

6. MNpu BBOAE NEKApPCTBEHHBLIX CPEACTB B IPaXK4aHCKMIN 0O0POT YNOMHOMOYEHHOE N0 NMPOU3BOANTENS
NeKapCTBEHHbIX CPeaCTB  OCYLLUECTBMSET MOATBEPXKOEHME COOTBETCTBUS  fIEKapCTBEHHbIX CpeacTs
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TpeboBaHMAM, YCTAHOBIMEHHbLIM MPX UX FOCYAapCTBEHHOW perucTpauum, U rapaHTMpyeT, YTO NeKapCTBEHHbIE
cpencTBa Npou3BeaeHbl B COOTBETCTBUN C TPEOOBaHUSMI NpaBun Hagnexallen nponsBoAcTBEHHONM NPaKTUKN.
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. YNONMHOMOYEHHBIM TWLIOM MNPOM3BOAMTENS JIEKapCTBEHHbIX CPeacTB sIBNAETCA ero paboTHUK,
aTTECTOBaHHbIN B YCTAHOBMNEHHOM YMNOMHOMOYEHHbIM efeparnbHbiM OpraHoOM WCMOMHUTENBHON BRacTu
nopsiike U UMeKLWnn ctax paboTbl HE MeHee YeM NATb neT B obractu NpousBOACTBa M (MNKU) KOHTpONS
KayecTBa NnekapCTBEHHbIX CpeAcTB, BbiclLlee 0Opas3oBaHMe COOTBETCTBEHHO MO OAHOM U3 crneuuanbHOCTEeN U
(vrin) ogHOMY M3 HampaBMneHUW MOAroTOBKM: ©Guonorus, GuoTexHonorus, BeTepuHapusi, BeTepuHapHO-
CcaHuTapHasi aKCnepTu3a, KNMMHWYeckas MeguvuuunHa, paguauvoHHas, Xumudeckass 1 buonormyeckas 3awura,
dhapmauus, pyHgameHTanbHas MmeauumHa, XMMmmnyeckasi TEXHOMOMS, XUMMUSL.

(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, ot 02.08.2019 N 297-03)

8. MNpownssogunTenu nekapcTBEHHbIX CPEACTB (3a ucknioveHmemM gapmaLeBTUYecKon cybecTaHLmm cnupTa
3TUMOBOro (dTaHoMa) MOryT OCYLWECTBNATb NPOAAaxXy JeKapCTBEHHbIX CpeacTB WNu nepegasatb WX B
yCTaHOBMEHHOM 3akoHoAaTenbcTBOM Poccuiickon degepaumm nopsgke:

(B pea. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMM Npon3BoANTENSIM NEKapCTBEHHbIX CPEACTB AN NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;
2) opraHm3aumsmM onTOBOW TOProBNM NeKkapCTBEHHLIMU CPeACTBaMU;

3) anTevyHbiM  OpraHu3auuam, BeTepnHapHbIM anTe4yHbIM  OpraHn3auunam, nHaneuayarnbHbIM
npegnpuHnMmartenam, uMmerwmmMm JUUeH3NKo Ha (*)apMaLl,eBTI/I‘-IeCKyIO AeAaATernnbHoOCTb UM NMUUEeH3NK Ha
MeONUNHCKYH 0eATelNbHOCTb;

4) Hay4HO-MUcCcneaoBaTENbCKAM OpPraHU3aLmusiM Ans Hay4HO-UCCneaoBaTeNnbCKo paboTel;
5) MeanLMHCKUM opraHu3auusiM U BeTeprHapHbIM OpraHmM3aumsm;

6) opraHusaumMam W MHOMBMAYarNbHbIM  MpegnpuHUMaTensM, OCYLEeCTBNSALWNM  pa3BeaeHue,
BblpaluBaHne 1 cCoaepxaHue XUBOTHbIX (3a UCKMNOYEHEM NPOAaXM UM papmMaueBTUYeCcKknx cybcTaHuunm nnm
nx nepegaun).

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

9. [lpousBoguntenun dapmaueBTMyeckon cybCcTaHuum cnupTa 3TUNOBOro (3TaHomna) o06sa3aHbl
ocylecTBNATb peanu3aumio (nepedadyy B YCTaHOBMEHHOM 3akoHodaTenbcTBoMm Poccuiickon ®depepaunu
nopsigke) chapmaueBTUYECKOM CyOCTaHUMKM cnvMpTa 3TUMOBOMO (3TaHoMa) NPOU3BOAUTENAM NEKAPCTBEHHbIX
cpeacTB AN Npou3BoACTBa NekapCTBEHHbIX CPeacTB B eMKOCTAX 06beMom He 6onee 1 nutpa u (unu) He meHee
1000 nuTpoB, a opraHM3aunsM, ykasaHHbIM B MyHKTax 2 - 6 yacTn 8 HacTosLlel cTaTtbn, B Tape 00 beEMOM He
6onee 1 nuTpa.

(vacTb 9 BBegeHa depepanbHbiM 3akoHOM oT 29.07.2017 N 278-03)

CraTtba 46. MapKupoBKa IeKapCTBEHHbIX CPeaCcTB

1. JlekapcTBeHHble MpenapaTtbl, 3a WCKMIOYEHUEM IeKapCTBEHHbIX MNpPenapaToB, W3roTOBMNEHHbIX
anTeYyHbiMuU opraHusaumnamu, BeTEepUHaApPHbIMU anTevYHbIMUn opraHusaumamu, nHagnsuayanbHbIMU
npegnpuHnmartenaMmu, MMerwnmn nmueH3nto Ha q)apmau.eBqueCKyro AeATeNlbHOCTb, OOJDKHbI NOCTyNnaTh B
obpalleHne, ecnu:

1) Ha MX NEPBUYHON yNakoBKe (3a UCKIYEHUEM MEPBUYHON YNAKOBKM JTEKAPCTBEHHbIX PacTUTENbHbIX
npenapaToB) XOPOLO YMTaAeEMbIM LUPUATOM Ha PYCCKOM $3blKe YyKasdaHbl HAaUMEHOBaHME JEKAPCTBEHHOIO
npenapaTta (MexayHapOLHOE HenaTeHTOBaHHOE, WM TPYNMUPOBOYHOE, WM XMMUYECKOE, WU TOpProBoe
HavMeHOBaHWE), HOMep cepuu, AaTta BbiMycka (4719 UMMYHOOWOMNOrMYecknx fnekapCcTBEHHbIX NpenapaToB), CPOK
ro4HOCTW, JO3UPOBKA UMW KOHLEHTpaUns, 06beM, akTUBHOCTb B eAMHMLaX AeACTBUS UNN KONIMYECTBO O03;

(B peq. ®enepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2) Ha ux BTOPUYHOW (NOTPEOUTENbCKON) YMaKOBKE XOPOLLO YMTaeMbiM LIPUETOM Ha PYCCKOM HA3bIKe
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yKa3aHbl HaMMEHOBaHME JieKapCTBEHHOro npenapata (MexayHapogHOoe  HenaTeHTOBaHHOe, Unn
rPynnMPOBOYHOE, WM XMMUYECKOEe U TOProBOE€ HaMMEHOBaHWdA), HavMeHOBaHWe Mpou3BOAUTENS
nekapcTBEHHOro npenapaTta, HOMep cepuu, faTa Bbinycka (ANS MMMYHOBUONMOrMYECKMX NEeKapCTBEHHbIX
npenapaToB), HOMep PerncTpaLMoHHOro yaoCTOBEPEHMUS, CPOK rOAHOCTU, CNOCOB NpUMEHEeHUs, 4O3UPOBKa NN
KOHLIeHTpauus, o6bem, akTUBHOCTb B eAMHULAxX AencTeust nnbo KONMYeCcTBO A03 B YNaKOBKe, NeKapCTBEHHas
dopma, ycrnoBus oTnycka, yCnoBus XxpaHeHus, npeaynpeanTensHble Hagnucu.

(B peq. PenepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. dapmaueBTMYECKME CYOCTaHLUM OOMKHbI NOCTynaTh B obpalleHne, ecnmn Ha Ux NepBUYHON YNakoBke
XOpOLLO YMTaeMbIM LUPUATOM Ha PYCCKOM Si3blke yKasaHbl HAMMeHOBaHWEe dhapMaueBTUYEeCKOW CyGCcTaHLum
(MexxgyHapoOHoe HemnaTeHTOBaHHOe, UMW TPYNMNUPOBOYHOE, UMM XUMUYECKOE U TOProBoe HanMeHOBaHus),
HavMeHOBaHWe Mpou3BOAUTENSA apMaLeBTUYECKON cyObCcTaHUUW, HOMEp cepun W gata U3roTOBMEHUS,
KONMMYECTBO B YNaKoBKE N €OMHULLbI U3MEPEHUST KONIMYECTBA, CPOK FOAHOCTU U YCIOBUS XpaHEHWS.

(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. lekapcTBeHHbIe CpPeAcTBa B KAYeCTBe CbIBOPOTOK AOJMKHbI MOCTynaTe B obpalleHne c ykasaHuem
YKMBOTHOrO, U3 KPOBW, Nia3mbl KDOBMW, OPraHOB U TKaHeW KOTOPOro OHW MOSTyY€eHbI.

4. Ha BTOpU4HYI0 (MOTPEOMTENBCKYIO) YNAKOBKY NEKapCTBEHHbIX CPEACTB, MOMYYEHHbIX U3 KPOBWY, Na3mbl
KpOBW, OpraHoOB M TKaHEW YernoBeka, LOSMKHa HaHocuTbCA Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy
renatnta C 1 NOBEPXHOCTHbLIV aHTUIreH Bupyca renatuta B otcytcTeytoT".

5. Ha nepBuyHyt0 ynakoBKy M BTOPUYHYIO (MOTPeBMTEnbCKylo) ynakoBKy pagnodapmMaueBTUHeCcKmX
NeKapCTBEHHbIX CPEACTB OOMKEH HAHOCUTLCH 3HAK PpaganauMoOHHON ONacHOCTM.

6. Ha BTOpM4HyO (NOTPEOUTENBLCKYHD) YNaKkoBKY roMeonaTUYeCcKnX NekapCTBEHHbIX NPenapaToB AoMmkHa
HaHocuTbecs Hagnuck: "(lomeonaTnyecknn'.

7. Ha BTOpMYHYyt0 (NOTpebuTenbCKyo) yNakoBKY NeKapCTBEHHbIX pacTUTEMNbHbIX NpenapartoB AOMKHa
HaHocuTbCA Hagnuck: "lMpoayKkums npowna pagnaumoHHbIA KOHTPOb".

8. Ha nepBu4yHyl0 ynakoBKy (ecnu gns 3TOro CywlecTBYeT TeXHMYeckas BO3MOXHOCTb) U BTOPUYHYHO
(noTpebutenbCckyd) yNakoBKY FEKApCTBEHHbIX MpenapaTtoB, MpefHa3HAYeHHbIX ANs  KIMHUYECKUX
nccnegoBaHuin, AOMMKHA HAHOCUTLCSA Haanueb: "[Ons KNMHUYeCcKux nccnegoBaHnn".

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

9. YnakoBka JleKapCTBEeHHbIX CpencTB, NnpeaHa3HavYeHHbIX UCKIMKYUTENTbHO ONd 3KCNopTa, MapKUpyeTcA
B COOTBETCTBUU C TpeGOBaHMFIMVI CTpaHbl-nMmnopTepa.

10. Ha TpaHcnopTHyl0 Tapy, koTopas He npegHasHadeHa ans notpedbutenen n B KOTOPYH NOMELLEHO
NeKapCTBEHHOE CPEeACTBO, AOJPKHA HaAHOCUTLCA MHGOPMaUUs O HaMMEHOBaHMU, CEpUN NEKapCTBEHHOIo
CpeAcTBa, AaTe BbIMycKa, KONMMYecTBe BTOPUYHBIX (MOTPEOUTENbCKUX) YNakoBOK NEKAaPCTBEHHOrO CpeacTBa,
npovsBoguTene nekapCTBEHHOrO CpeacTBa C yka3aHMeM HaMMEHOBaHMSA U MECTOHAXOXAEHMS NpomM3BoauTens
NeKkapcTBEHHOro cpeacTtea (agpec, B TOM 4ucne cTpaHa 1 (unu) mMecto NPOuM3BOACTBA NEKapCTBEHHOIO
cpencTea), a Takke O Cpoke rogHOCTM flekapCTBEHHOMO cpeacTBa 1 06 yCroBUSAX ero XpaHeHUs 1 nepeBo3Kky,
HeobxoauMble NpeaynpeauTenbHble HAAMUCU Y MaHUMNYNSATOPHBLIE 3HAKW.

11. Ha nepBuYHYl0 ynakoBKy M BTOPUYHYO (MOTPEBUTENBCKYHD) YNAKOBKY NEKAapPCTBEHHbLIX CPEACTB ANs
BETEPMHAPHOro NPUMEHEHUS AOMKHA HAHOCUTLCSA HaanNucb: "[na BeTepMHapHOro NPUMeHeHUs".

12. Ha BTOpU4YHyo (NOTpebuTenbCKyo) yNnakoBKY NIEKApCTBEHHOrO npenapara HaHOCUTCS LUTPUXOBOW
Kog.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMCKYIO ®ELEPALIUIO U BbIBO3 NIEKAPCTBEHHbIX CPELCTB

U3 POCCUNCKOMN GEAEPALNMU
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)
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Cratba 47. MopAapok BBO3a /NeKapCTBEHHbIX cpeactB B Poccuiickyio Pepgepauuio u BbiBO3a
NIeKapCTBEHHbIX cpeacTB u3 Poccuiickoii Peaepauun
(B peq. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeactB B Poccunckyio ®Pegepaumio OCYLIECTBNSETCA B NOpsSAKe,
ycTaHoBneHHoM [lpaButenbctBom  Poccuiickon  ®epepauuun, B COOTBETCTBUM C  TaMOXEHHbIM
3aKoHoOaTenbLCTBOM TaMoOXeHHoro cotoda B pamkax EBpA3DC (manee - TaMOXEHHbIW Cow3) U (Mnu)
3akoHogaTenscTBoM Poccuiickon depepanmm 0 TaMOXEHHOM Aerne.

(B peq. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumble B Poccuiickyio ®defepaumio nekapcTBEHHble CpPeAcTBa [OOMXKHbl COAEPXaTbCA B
rocy4apCTBEHHOM peecTpe NeKapCTBEHHbIX CPEeACTB.
(B peq. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-P3, o1 27.12.2019 N 462-03)

3. OonyckaeTtcs BBo3 B Poccuickyio degepaumio KOHKPETHON NapTumM 3aperncTpupoBaHHbIX U (unn)
He3aperMcTPUpOBaHHbIX JEKapCTBEHHbIX CPEACTB, MpedHasHa4yeHHbX Ans MNpoBedeHMsT  KIMHUYECKUX
nccrnegoBaHU  NEKapCTBEHHbIX MpenapaToB, NPOBEAEHUMS JKCNepTM3bl NEKapCTBEHHbIX CpeacTB Ans
OCYLLEeCTBMNEHUS rOCy4apCTBEHHON PErncTpaLum nekapcTBEHHbIX NpenapaToB v AN oka3aHusa MegULUHCKON
MOMOLUM MO XM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauveHTa Ha OCHOBaHUW paspelueHusi, BblAaHHOro
YNOSIHOMOYEHHbIM doeaeparibHbIM OpraHOM UCMOSTHUTENbHOW BNAcTW MO 3aABIEHUSAM MWL, yKa3aHHbIX B CTaTbe
48 HacToswero ®egepanbHOro 3akoHa. PaccmMoTpeHne Takoro 3asBfeHus U NPUHSATUE pelleHus O Bbiaye
paspelleHnss Ha BBO3 KOHKPETHOW MapTuM 3aperncTpupoBaHHbIX W (MM) He3aperncTpupoBaHHbIX
neKapCTBEHHbIX CpeAcTB, NpeAHasHayYeHHbIX AN NPoBeAeHUs KIMHUYECKMX MCCrnefoBaHUM NeKkapCTBEHHbIX
npenapaToB, MPOBEOEHUS 3KCNepTu3bl MeKapCTBEHHbIX CpPeACTB AN OCYLIEeCTBIIEHUs rocyaapCTBEHHON
peructpaumMm neKkapcTBEHHbIX NpenapatoB MMM A8 OKas3aHUa MEAMLMHCKOMW MOMOLWM MO KU3HEHHbIM
nokasaHNsAM KOHKPETHOro naumeHTa nmbo 06 oTkase B BblAave yKazaHHOro paspeLleHms NponsBoasTCcs B CPOK,
He npeBblarwWmi NaTn pabounx aHen. lNnaTa 3a Bblgavy yKazaHHOro paspeLleHuss He B3umaeTcs.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3.1. Oonyckaetca BBO3 B Poccuinckyto ®degepaunio KOHKPETHOW MNapTUM He3apermcTpyupoBaHHbIX
nekapcTBEHHbIX MpernapaToB, COAepXalnxX HapKoTUYeckue cpeacTBa UMM MCUXOTPOMHbIE BellecTBa, B
nopsigke, yctaHoeneHHom lNpasutenscteom Poccurickon ®epepaumm, aAns okasaHus MeguULMHCKON NOMOLLM MO
XW3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa unu rpynnbsl NauueHToB B Criyvae, ecriv UMeeTcCs peLleHne
Bpa4yebHOM KOMUCCUMM MEAMLUHCKON opraHusaumn o Hea(pdHEKTUBHOCTU UNN HEBO3MOXHOCTU MPUMEHEHMNS Y
KOHKPETHOro nauueHTa MHbIX 3aperucTpupoBaHHbLIX NEeKapCTBEHHbLIX NpenapaTos, B TOM Yucre cofepxalinx
Apyrve pJencTBylolive BellecTBa, M O HeobXOoAMMOCTM BBO3a OMNpeAefieHHOro He3aperncTpypoBaHHOIO
neKapcTBEHHOro npenapaTa € ykasaHueM ero MexayHapoAHOro HernaTeHTOBaHHOro (MNN XMMMWUYECKOTo, Unu
rPYNNMPOBOYHOIO) HaMMeHoBaHWs, popMbl BbiMycka K konudecTtBa. [epeyeHb 3aboneBaHuii U COCTOSAHWI U
COOTBETCTBYIOLUMX NEKapCTBEHHbLIX MpenapaToB, CoAepXalUuMX HapKoTUYeckue cpeacTtBa W NCUXOTPOMHbIE
BelllecTBa, B LENAX OCYLUEeCTBMEHWS MX BBO3a B COOTBETCTBMM C TpeboBaHMSAMM HacTOsLIeN 4acTu
YyTBEPXAaeTCcs YNorTHOMOYEHHbIM doefieparibHblM OpraHoM UCMOSTHUTENLHOW BIiacTu.

(yactb 3.1 BBegeHa PepepanbHbiM 3akOHOM OT 27.12.2019 N 475-93)

4. B Poccwuiickyto ®Pepepauuto MOXHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBa, KAyeCTBO KOTOPbIX
NnoaTBEPXKAEHO CepTUMKATOM NPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB, YAOCTOBEPSIOLUM COOTBETCTBUE
BBO3VMbIX JIEKAapCTBEHHbIX CPEACTB TpeboBaHUSIM (hapMakonerHbiX ctaTer nMbo B Crlydyae UX OTCYTCTBUS
HOPMaTUBHOW AOKYMEHTaLMN U HOPMATUBHOIO JOKYMEHTA.

(B peq. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-03)

5. Banpewaetca BB03 B Poccuiickyto Pegepaumio anbCcmduLmMpoBaHHbIX NeKapCTBEHHbLIX CPeacTs,
HeaobpoKayYeCTBEHHbIX NIEKAPCTBEHHBIX CPeACTB, KOHTPadaKTHbIX NIeKapCTBEHHbLIX CPeACTB.
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

6. PanbcndunumMpoBaHHbIE NIEKAPCTBEHHLIE CPeacTBa, HELOOPOKAaYeCTBEHHbIE NEKAPCTBEHHbLIE CpeacTBa
noanexaT U3bATUIO N NMOCNERYIOLLEMY YHUHTOXEHUIO UNK BbIBO3Y U3 Poccuickorn ®efepaunm, kKoHTpadakTHble
NeKapCTBEHHble CpeacTBa - M3bATUIO U MOCHEeOylLWeEMY YHUUTOXKEHWUID. YHWUUTOXEHWE WU BbIBO3 U3
Poccuiickorn  ®egepaumn  hanbcndmumMpoBaHHbIX  NEKAapCTBEHHbIX CPeAcTB, HeaobpokauyeCTBEHHbIX
NEeKapCTBEHHbIX CPEACTB, KOHTPadakTHLIX J1eKapCTBEHHbIX CPEACTB OCYLLECTBASETCA 3a cyeT nuua,
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OCYLLECTBMBLLETO MX BBO3. [1OPSO0K YHUHTOXEHMUS N3bATLIX hanbCcurunMpoBaHHbIX NIEKAPCTBEHHbIX CPeacCTB,
Hea06pOoKa4YeCTBEHHbIX NIEKAPCTBEHHBIX CPeACTB, KOHTPadaKTHbIX NIeKapCTBEHHbIX CPeACTB yCTaHaBNMBaeTCs
MpaButensctBoM Poccunckon ®enepaumn.

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

7. Iluua, ocyuwectenswowme Beo3 B Poccuiickyto degepaumio danbCnuLMpoBaHHbIX NeKapCTBEHHbIX
CpeacTB, HeaobpoKavyeCTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPAMaKTHbIX NeKapCTBEHHbIX CPEACTB, HECYT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro cows3a u (Mnm)
3akoHogaTenbCcTBOM Poccuinckon egepauumn o TaMOXXeHHOM Jerne.

(B peq. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BbiBO3 nekapcTBeHHbIX cpeacts u3 Poccuiickon depepaumm ocyulecTBnsieTcs 6e3 npumeHeHust
OrpaHUYEHUN, YCTAHOBMEHHbIX TaMOXEHHbIM 3aKOHOAATENbCTBOM  TaMOXEHHOro cows3a u  (1nu)
3akoHogatensctBoM Poccuiickon ®egepaumm 0 rocyaapCTBEHHOM  PEryniMpoBaHWM  BHELUHETOProBOW
OEeATenbHOCTH.

(B pen. PepepanbHbIX 3akoHOB 0T 06.12.2011 N 409-03, ot 25.11.2013 N 317-93, ot 22.12.2014 N
429-03)

9. BBog B rpaxaaHCKuMiA 0DOPOT NEeKapCTBEHHbIX MpenapaTtoB Afs MEAULMHCKOrO NpUMEHEHWs,
BBe3eHHbIX B Poccuiickyito ®epepaunio, ocyllecTBnsieTcss ¢ cobnogeHneMm TpeboBaHUIW, YCTaHOBIEHHbIX
ctatben 52.1 HacTosiwero PegepanbHOro 3akoHa.

(4acTb 9 BBegeHa ®epepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

Cratba 48. lOpuanueckue nnua, KOTOpbIM paspelleH BBO3 /IeKApCTBEHHbIX cpeacTB B Poccuiickyto
depepaumio
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

JlexapcTBeHHble cpeacTtea B Poccuiickyo egepaumio MoryT BBO3UTh!
(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

1) Npon3BOAUTENN NEKAPCTBEHHbLIX CPEACTB Ans Lenen cobCTBEHHOro NPOU3BOACTBA NEKapCTBEHHbIX
CPencTs;

2) vHOCTpaHHble pa3paboTuMku NEKAPCTBEHHbIX CPEACTB W WMHOCTPaHHble Npou3BOAUTENU
neKapCTBEHHbIX CPeACTB UMM Apyrue HpuUAVYeckMe nuua no nopydeHunto paspaboTynMka nekapcTBEHHOro
cpeactBa AN NPOBEAEHUST KIUMHWMYECKUX WCCNedoBaHUA NeKapCTBEHHOro mnpenapaTa, OCYLLEeCTBREeHUs
rocyfapCTBEHHOW perncTpauumn NekapCTBEHHOro npenapaTta, BKIYeHus hapmaleBTUnyeckon cybctaHuum B
roCyapCTBEHHbIN PEECTP NEKaPCTBEHHbIX CPEACTB, KOHTPOSSA KayecTBa NekapCTBEHHbIX CPEACTB NpY Hanu4nm
paspeLLeHns YNoNHOMOYEHHOTO (heeparibHOro opraHa UCMOMHUTENBHOM BacTu Ha BBO3 KOHKPETHOW napTum
nekapCTBEHHbIX CPEACTB;

3) opraH13auuy onToBOW TOProBNM fieKapCTBEHHLIMWU CPEACTBaMU;

4) Hay4HO-UCccnegoBaTeNbCKNE opraHn3almm, obpasoBaTenbHble OpraHM3auumn Beicllero obpasoBaHms,
npou3soauTeny nekapCcTBeHHbIX CpeacTB AN pa3paboTku, nccrnegoBaHunii, KOHTPonsa 6e30nacHOCTK, KavecTBa,
3(PPEeKTUBHOCTM NEKapCTBEHHbLIX CPEeACTB MPU Hanmvyum paspelleHuss YnorHOMOYEHHOro deaeparbHOro
opraHa UCnosHUTENbHOM BRacTy;

(8 pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeauUMHCKME opraHu3auny, UHble ykadaHHble B NyHKTax 1 - 4 HacTOsLWEN CTaTby opraHusaumu ans
OKasaHWss MeOULMHCKON MOMOLUM MO >KM3HEHHbIM TOKa3aHUSAM KOHKPETHOro nauuMeHTa Mnpu  Hanm4um
paspeLleHnst yNoNHOMOYEHHOro defeparnbHOro opraHa UCMOMHUTENBbHOW BNacTh Ha BBO3 KOHKPETHOW NapTum
NneKkapcTBEHHOro npenapara, BblJAHHOIO B YCTaHOBMEHHOM Mopsiake B (hopme 3NeKTPOHHOro AOKYMEHTa,
noanMcaHHOro YCUNeHHom KBannguumpoBaHHOW 3NEeKTPOHHON NOAMUCHIO;

(B pea. PepepanbHoro 3akoHa oT 12.03.2014 N 33-93)

6) rocyoapCTBEHHbIe YHUTapHble NPeAnpusTUS, MMYLLECTBO KOTOPbIX Haxooutcs B bepepanbHOm
cobcTBeHHOCTH, onpegensemble lNMpaButenbctBom Poccuinckon ®egepauun, B Yactu BBo3a B Poccuiickyto
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denepaumio HezaperncTpMpoBaHHbLIX NEKAPCTBEHHbIX NMPenapaToB, CoAepXaluMx HapKoTUYeckue cpenctBa

WM NCUXOTPONHbIE BELLECTBA, ANS OKa3aHUA MEAMLUHCKON MOMOLLM MO XM3HEHHBIM NOKa3aHWSM KOHKPETHOTO

naumeHTa unm rpynnsl NaLMEHTOB B COOTBETCTBUM C YacTbio 3.1 ctatbn 47 HacTosiwero degepanbHOro 3akoHa.
(n. 6 BBegeH PepeparnbHbiM 3akoHOM OT 27.12.2019 N 475-93)

CraTtba 49. [loKymeHTbl, NpeacTaBasemMble B TAMOXKeHHble opraHbl Poccuiickoii ®eaepauum npu BBose
NleKapcTBEHHbIX cpeacTB B Poccuiickyto ®Pepepaumio
(B peq. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. lNpun BBO3€E NekapCTBEHHbIX cpeacTs B Poccuinckyto degepaumnto B TaMOXeHHble opraHbl Poccunckon
depepaummn  Hapagy C  OOKYMEHTaMu, MpeAcTaBfeHMe  KOTOpbIX  MNPEeAyCMOTPEHO  TaMOXEHHbIM
3aKoHOOATeNbCTBOM TaMOXEHHOro cowsa wu (unu) 3akoHopaTenbcTBoM Poccuiickon ®Pegepaumm o
TaMOXEHHOM Jerne, NpeACcTaBnsioTCs cneaywmne AOKYMEHThI:

(B peq. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudmkat NPon3BOANTENS NEeKapCTBEHHOIO CPEACTBa, YAOCTOBEPSIOLLMIA COOTBETCTBUE BBO3UMOTO
neKapCcTBEHHOro cpecTea TpeboBaHnsaM hbapmakonenHon ctaTbm NMbO B crydae ee OTCYTCTBUS HOPMATMBHON
AOKYMEHTauMm Unnm HopMaTUBHOTO AOKYMEHTA;

2) paspelieHne ynosiHoMo4eHHoOro cbep,epaanoro opraHa NCMNOMHNTENBHON BNacTu Ha BBO3 KOHerTHOVI
napTumn nekapCTtBeHHOro cpeacTBa B Ccliy4dasx, yCTaHOBJ1€HHbIX HaCTbiO 3 cTaTbn 47 HACTOSLLETO dJep,epaanoro
3aKOHa.

2. lokyMeHTbl, ykasaHHble B nyHkTax 1 n 2 yactu 1 HacToswewn ctaTbu, NPeacTaBnsioTCa B TAMOXEHHbIe
opraHbl Poccuiickon ®egepauum npy npnbbiTnn nekapCTBEHHbIX CpeacTs B Poccuiickyto ®egepauumio.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 50. BBO3 /leKapcTBeHHbIX npenapatoB B Poccuiickyio ®degepauunio AnA  NUYHOrO
MCMNO/Ib30BAaHUA U WHbIX HEKOMMEPUYECKUX Uuesie, a TaKXKe AN UCNONb30BaHUA Ha TeppuTopuM
MeXAYHApOoAHOro MeAULMHCKOro Kaactepa

(B peq. ®enepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, o1 29.06.2015 N 160-93)

1. NlekapcTBeHHbIE NMpenapaThl MOryT ObITb BBE3€HbI B Poccuiickyto ®enepauuto 6e3 yyeta TpeboBaHni,
npeaycMoTpeHHbIX YacTamn 1 - 4 ctatbn 47, ctaTbaMu 48 1 49 HacTosiwero defepanbHOro 3akoHa, ecriv OHU
npegHasHaveHbl Ans:

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) Nn4YHOro NCNOMb30BaHMA U3NYeECKMMU Nuuamm, npubsisnMK B Poccuiickyto Penepaumio. MNpu aTom
BB03 B Poccuiickyto ®egepauuio nekapCTBEHHbIX MpenapaTos, codepXalumx CUMbHOAENCTBYoLWMe 1 (1nm)
SAOBUTbIE BELLECTBA, BKIHOYEHHbIE COOTBETCTBEHHO B CMMCOK CUMbHOOENCTBYHOLLMX BELleCTB And uenen
YronoBHOro 3akoHoAartenbcTBa Poccuiickon defepauunn 1 B CNMCOK A00BUTLIX BELLECTB A5 Lienen yroroBHOro
3akoHogatenbctBa Poccuitickon ®denepaunn, yteepxaeHHble [MpaButensctBom Poccuiickon depepaumu,
OCYLLECTBNAETCH NPU HaNU4MM OOKYMEHTOB (3aBEpeHHbIX KOMUW JOKYMEHTOB UMW 3aBepeHHbIX BbIMUCOK U3
HWX), MOATBEPXOAKLWMX Ha3HayeHne U3MYecKoMy IULY YyKasaHHbIX IeKapCTBEHHbIX npenapaToB (3a
UCKNIOYEHMEM NeKapCTBEHHbIX NpenapaToB, 3aperMcTpupoBaHHbiX B Poccuiickon degepaumm n otnyckaemblx
B Poccuiickon ®epepaunm 6e3 peuenta Ha fnekapCTBeHHbIN npenapar). MoaTeepxpatowime AOKYMEHTbl (MX
3aBEepEHHbIE KOMUU UIM 3aBEPEHHbIE BLIMUCKA U3 HUX) OOIDKHbI COAEPXaTb CBEAEHUS O HaMMEHOBaHUU U
KONM4YecTBe Ha3HAYE€HHOrO NeKapCTBEHHOro npenaparta. B cnyvae, ecnu nogreepXaatolime OOKYMEHTbI (MX
3aBepEHHbIE KOMUU NN 3aBEPEHHbIE BbIMUCKU U3 HMX) COCTaBMEHbl HA MIHOCTPAHHOM S3bIKE, K HAM NpunaraeTcs
HOTapuanbHO 3aBepPeHHbI NepeBOf Ha PYCCKUN A3bIK;

(n. 1 B pea. PegepanbHoro 3akoHa ot 02.06.2016 N 163-$3)

2) ucnonb3oBaHUs paboTHUKaMK OUNIOMaTUYECKOrO KOpnyca Unu npeacTaBUTENAMU MeXOyHapoOHbIX
opraHmMsaunin, akkpeauToBaHHbIX B Poccuiickon ®enepaunm;

3) nevyeHus naccaxKMpoB M YNEHOB 3KMMNaXXenW TPaHCNOPTHbIX CPEACTB, Noe3dHbIXx Bpurag n Bogutenen
TPaHCMOPTHBIX CpeacTs, NpubbiBLINX B Poccunckyto degepaumio;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)
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4) neyYeHus y4acCTHUKOB MEXOYHAPOOHbIX KyNbTYPHbIX, CMOPTUBHbLIX MEPOMNPUSATUA U Y4aCTHUKOB
MeXAyHapOoaHbIX aKCneanumii;

5) neyeHUsa KOHKPETHbIX XUBOTHbIX B 300Mapkax, 300cagax, Lupkax, okeaHapuymax, AenbuHapusx,
neYeHns ANKMX XMBOTHbIX, MOCTOSIHHO MMM BPEMEHHO Hacenswowmx Tepputoputo Poccuinckon depepaumu,
HaxoOsALLMXCSA B COCTOSIHUM €CTECTBEHHOW CBOBOAbI U NpUHAANexallumx K Bugam, 3aHeceHHbIM B KpacHyto KHUry
Poccuiickon depepaumm 1 (unu) kpacHole kHurn cybbvektoB Poccunckon defepauun, a Takke XUBOTHbIX,
BBO3MMbIX B Poccuiickyto egepauuio anst y4actus B CMOPTUBHBIX M 3PENMULLHBIX MEPOMPUATHUSIX;

(B peq. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-93, ot 02.08.2019 N 297-03)

6) MCcnonb3oBaHUS Ha TEPPUTOPUN MEXOYHAPOOHOrO MEQULIMHCKOTO KnacTepa.
(n. 6 BBegeH PenepanbHbiM 3akoHOM OT 29.06.2015 N 160-$3)

2. B cny4adax, npegyCMOTPEHHbIX YacTblo 1 HacTosilen ctaTbM, AOMYyCKaeTcs BBO3 B POCCUIACKYHO
denepaumio NekapcTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbIX B Poccuiickon deagepaunn.
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. JlekapcTBeHHble npenapaTtbl, NpeAHa3HayYeHHble AN TYMaHWTApHOW MOMOLUM (COOENCTBUSA) WU
MOMOLLM NPU Ype3BblYaiHbIX CUTyauusaXx, BBO3ATCA B Poccuiickyto degepauntio B nopsigke, yCTaHOBIEHHOM
MpaButenbctBom  Poccuinickon  Pepepaumn. 3anpewaetcs BBo3 B Poccunckyto Pepepauuio
He3aperMcTpMpoBaHHbIX JIEKAPCTBEHHLIX MpenapaTtoB, NpegHasHa4YeHHbIX A TYMaHUTapHOM MOMOLLM
(copencTBums) UM NOMOLLM MPU Ype3BbIYaNHBLIX CUTYaLUSIX.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 51. CoTpyaHuuectBo depepanbHOro opraHa UCNOJIHUTE/NIbHOW BAACTH, YNOAHOMOYEHHOIO B
061acTV TaMOXKEHHOrO0 Aena, U APYrMX YNoJIHOMOYEHHbIX dpeaepanbHbIX OPraHOB UCNOJIHUTE/IbHOW BNACTH

1. YnonHomoueHHble dhefeparnbHblie opraHbl UCMONTHUTENBHON BNACTU NPEAOCTaBMAIOT B pacnopsieHne
dhegepanbHOro opraHa WCMOSIHUTENbHOW BRAacTW, YMNOSIHOMOYEHHOrO B 00MacTu TaMOXEHHOro [nena,
rocyaapCTBEHHbI PEECTP FIEKAPCTBEHHbLIX CPEACTB, a Takke MHOPMAaLMIO O BblAAHHbLIX pa3peLLeHnsix Ha BBO3
KOHKPETHOW MapTuX feKkapCTBEHHbIX CPEACTB B CryyasiX, YCTAHOBMNEHHbIX YacTblo 3 cTaTbu 47 HacToALWEro
depepanbHOro 3akoHa.

2. ®egepanbHbI OpraH UCMNOMHWUTENBHOW BiacTW, YMOMHOMOYEHHbIN B 06nacTu TaMOXeHHOro Aena,
WHpOopMMpyeT YyKasaHHble B 4acTu 1 HacTosWwen cTaTtbW YMNOMHOMOYEeHHble dheaeparnbHble opraHbl
MCMOMHUTENbHOW BnacTM O BBO3€ IleKapCTBEHHbIX cpedcTB B Poccuiickyto dPegepaumio u  BblBO3E
nekapcTBeHHbIX cpeAacTtB u3 Poccunckon Pegepaumm no dopmMe u B Mnopsigke, KOTOpble YCTaHOBMEHbI
MpasuTtenscTtBom Poccuiickon ®eagepaunn.

(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

Fnasa 10. PAPMALEBTUYECKAA OEATE/IbHOCTb
Cratba 52. OcyuwecrBneHue papmaueBTUHECKON AeATeNbHOCTU

1. ®dapmaueBTUYeckad [AeATeNnbHOCTb OCYLLECTBMSETCA oOpraHu3auMsMy  ONTOBOW  TOProBnu
NeKapCTBEHHbIMW CPeACTBaMK, anTeYHbIMW OpraHM3aunsMu, BETEPMHAPHbIMU anTEeYHbIMW OpraHu3auusiMu,
UHAMBUAYaNbHBIMY NpeanpvHuMaTensMi, UMEKLNMA NULEH3NI0 Ha (apMaueBTUYECKYID OEeSTEeNbHOCTb,
MEOULVHCKUMW OpPraHu3auvsmMy, UMeLWUMM MUUEH3NI0 Ha (apmaueBTUYeCKyl0 OeATeNbHOCTb, W UX
obocobneHHbIMM nogpasgeneHnsMmu  (ambynatopusimu, enbawepckuMm 1 penbAawepcKo-akyLepCKUMm
nyHKTaMu, LeHTpamu (oTaeneHnsiMum) obuern BpadyebHo (CEMENHOW) NPaKTUKK), PACNONOXEHHbIMU B CEMNbCKNX
HaceneHHbIX NYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3auun, U BeTepUHapHbIMU OpraHn3aumnsmu,
VUMEIOLLMMU NMLEH3UIO Ha (hapMaLLeBTUYECKYIO AeSATENbHOCTb.

(B peq. ®enepansHoro 3akoHa ot 25.11.2013 N 317-03)

2. dusnyeckune nuua MOryT OCYLLUeCTBNATb (bapmau,eBTquCKyro AOeATeNbHOCTb NpU HanM4ynn BbiCLLEro
nnn cpepgHero (bapmau,eBTquCKoro 06p830BaHMﬂ n CepTMd’)I/IKaTa cneunanuncTa, BbiCLLEero unn cpeanHero
BeTepuHapHoro O6pa3OBaHMﬂ n cemed)leaTa cneunanncTta, a TakXxe BbiCLLero unn cpeaHero MmeguumHCKoro
O6pa3OBaHI/IF|, CepTI/I(bMKaTa cneunanncta n onoJIHUTEeJ1IbHOIo I'IpO(beCCVIOHaﬂbHOFO o6paaoBaHv|s| B 4acCcTtu
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PO3HWYHOW TOPrOBMM JIEKAPCTBEHHbIMM Mpenapatamn npu  YcroBuM UX pabdoTbl B  0060COGNEHHbIX
noapasaeneHnsix MeEQULIMHCKNX OpraHn3aL i, ykasaHHbIX B 4acTh 1 HacTosiLwen ctaTbm.
(vacTb 2 B peg. ®epepanbHoro 3akoHa ot 27.07.2010 N 192-03)

CratbAa 52.1. BBOoA, B rpaKAaHCKUii 0BOPOT J/IeKapCTBEHHbIX MpenapaToB ANA MegULMHCKOro
npuMeHeHusn
(BBegeHa ®epgepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. Nepen BBOAOM B rpaxaaHCKMM OOOPOT KaXAoW cepum UNu Kaxaow napTum Npou3BEAEHHOro B
Poccuiickon depepaumm nekapcTBEHHOro npenapara Ang MeOULMHCKOTO MPUMEHEHMUS!, 3a UCKIHYEHUEM
MMMYHOBMOMNOrMYecknx nekapcTBEHHbIX NpenapaToB, NPOWU3BOAMTENb TaKOrO NEeKapCTBEHHOro npenapaTa
npeacTaBnseT B dpeaepanbHbili OpraH UCNOMHUTENbHOW BNacTu, OCYLLECTBNALLMIA (DYHKLMM NO KOHTPOIO U
Haas3opy B cdepe 30paBOOXpaHEHMs, OOKYMEHT NPOU3BOANTENS NEKAPCTBEHHOMO CpeacTBa, NoATBEPXKAAOLLMIA
KayeCTBO I1eKapCTBEHHOro mnpenapaTta, W MNOATBEPXAEHUE YMOMHOMOYEHHOrO nuua npousBoauTens
NeKapCTBEHHbIX CPEACTB COOTBETCTBUS NIEKAPCTBEHHOrO npenaparta TpeboBaHUsAM, YCTaHOBEHHbLIM NpU €ro
rocygapCTBEHHOWN permctpauum.

2. MNepen BBOAOM B rpaxaaHCKnii 060pOT KaxKAOW cepun Nnu Kaxkgow napTuv BBO3MMOro B Poccuiickyto
degepaumio  NekapCTBEHHOro npenapata ANnd  MEAUMUUHCKOrO  NPUMEHEHWUs, 33  UCKIYeHueM
NMMYHOBMONOrMYECKNX NEKapCTBEHHbIX NpenapaToB, OpraHn3aums, OCyLecTBASIOWas BBO3 NIEKAapPCTBEHHOIO
npenapata B Poccuickyio Pepepauunio, npeacrtaBnseT B eaepanbHbii opraH UCMNOMHUTENBHOW BRacTw,
OCYLLECTBMAIOLLMI (DYHKLUMM MO KOHTPOIIO U HAA30py B cdhepe 34paBoOXpPaHEeHUs, cepTudukaT NpomM3BoanTeNs
NeKapCTBEHHOTO CpeAcTBa, YOOCTOBEPSWNA COOTBETCTBME BBO3MMOrO FNEKapCTBEHHOro npenaparta
TpeboBaHVAM apMakonemHom cTatbu, a B Cry4yae OTCYTCTBUS dpapMakonemHom crtatbu TpeboBaHWsiM
HOpPMaTMBHOW AOKYMEHTauuui, W noAaTBepXAeHue npeacTaBUTENsd opraHv3auvun, OCYLLECTBASOLWEN BBO3
nekapcTBeHHoro npenapata B Poccuiickyio ®egepaumnio n ynosiIHOMOYEHHOW MHOCTPaHHLIM Npou3BoaunTenem
NeKapCcTBEHHbIX  CpefdcTB, COOTBETCTBMS  BBO3MMOrO  JleKapCTBEHHOro npenapara TpeboBaHusM,
YCTaHOBIEHHbIM MPW €ro rocy4apCTBEHHOW perncTpauuu.

3. lNMopsigok npeacTaBneHUs B COOTBETCTBUM C YacTsaMu 1 1 2 HacTosLWwen ctaTbn JOKYMEHTOB U cBeAeHUI
O NeKapCTBEHHbLIX Mpenapartax, BBOOUMbIX B rpaxgaHckuin obopoT, ycTaHaBnuBaeTcs [1paBuUTenbCTBOM
Poccuickon ®egepauun.

4. B OTHOLLEHUW NEPBBIX TPEX CEPUN UITN NAPTUI NEKaPCTBEHHOTO NpenapaTa, Bnepsble NPou3BeaeHHOro
B Poccuitckon ®epepauumn vnu srnepsble BBO3MMOro B Poccuiickyio ®epepaumio, B pegepanbHblii opraH
NCMNONMHUTENbHOW BNacTW, OCYLLECTBASIOWMA (PYHKLUN NO KOHTPOIIO U HaA30py B cdepe 34paBoOOXpaHeHus,
OOMONHUTENBHO NPeACTaBNseTCA NPOTOKOM UCMbITAHUA O COOTBETCTBUM CEPUN UMW NAPTUN NEKapCTBEHHOrO
npenapata Ans MeOUUMHCKOTO MPUMEHEHMS MoKasaTensiM KayecTBa, NpeayCMOTPEHHbIM HOPMAaTMBHOM
OOKyMeHTauven (ganee - NpPOTOKOM WCMbITAHMIA), MPOBOAMMbIX aKKpeOUTOBAHHLIMU B COOTBETCTBUMM C
3akoHogartenscTBoM Poccuiickon degepaunm o6 akkpeouTaumm B HaLMOHANbHOW CUCTEME akkpeautauum
denepanbHbIMM FOCYSAPCTBEHHBIMU BOIKETHBIMU  yYpeXaeHUsiM1, NOABEAOMCTBEHHbIMU dheaepanbHOMY
OpraHy WCMOSMHUTENbHOW BNacTv, OCyLlecTBRsawWeMy QYyHKUMM N0  BblpaboTke u  peanusaumm
rocy4apCTBEHHOW MOSIMTUKA M HOPMATUBHO-NPABOBOMY pPErynupoBaHuio B cdepe 30paBOOXPAHEHMUS, U
hbenepanbHOMy OpraHy UCMONHUTENbHOW BNAcTU, OCYyLeCTBNAWEMY (OYHKLMM MO KOHTPOMK U Haa3opy B
cchepe 3apaBooxpaHeHns. [Nopsiaok Belgaum ykasaHHbIMU doeaepanbHbiMU FOCYAapCTBEHHBIMU OOaKETHBIMMU
yyYpexaeHusasMn OaHHOro MpoToKoNa M pasMep nnarthl 3a ero Bblgady ycTaHaenuawoTcsa [paBMTENbCTBOM
Poccunckon ®egepaumn.

5. ExerogHo He no3gHee 1 dheBpans NpoM3BOAMTENWN NEKAPCTBEHHbIX CPEACTB UMW OpraHv3auuu,
OCYyLLeCTBMAIOWNE BBO3 NeKapCTBEeHHbIX npenapatoB B Poccuiickylo Pegepaunio, npedcTtaBnsioT B
hegepanbHbIN OpraH UCMOMHUTENBLHOW BiacTu, OCYLLECTBASIOWNA (PYHKLIMM NO KOHTPONIO U Haa3opy B cdepe
30paBOOXPAHEHUS, MPOTOKOM WCMbITAHUM MOCTYNUBLUEFO B TEeYeHMe roda B rpaxaaHckmi obopoT
NeKapCTBEHHOTO npenaparta KOHKPETHOIo NPON3BOANTENS (Ha OAHY CEpUI0 KaXKaoro TOproBoro HanMeHOBaHus
C y4eTOM IeKapCTBEHHOW POPMbl UM O03MPOBKK), NMPOBOAUMBIX AKKPEAWTOBaHHbIMW B COOTBETCTBUU C
3akoHogartenscTBoM Poccuiickon ®epepaunm 06 akkpeguTauum B HaUMOHANbHOW CUCTEME akKpeauTauuu
ncnbiTaTenbHbIMM Nabopatopusamu (LeHTpamu).

6. I'Ipovlsao,qmenm JleKapCTBEHHbIX CpeaCcTB U opraHn3aumnin, ocyllecTendaolne BBO3 J1IeKapCTBEHHbLIX
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npenapaToB B Poccuickyo degepaumio, He MeHee YeM 3a OOUH rof A0 NIIaHUpPyeMbIX NMPUOCTAHOBIIEHUS UMK
npekpalleHmMs Mpou3BOACTBa JleKapCTBEHHbIX MpenapaToB unuM ux BBo3a B Poccuiickyio Pepepaumio
yBegoMnaAwT o6 3ToM deaepanbHbI OpraH WUCMNONHUTENBHOW BRacTW, OCYLLECTBNALWMIA (YHKLUMU MO
KOHTPOMIO M Hag3opy B cdepe 30paBoOXpaHeHus U dpefepanbHblil opraH WMCNOMHUTENbHOW BMacTw,
OCYLLECTBASOLWMNA PYHKLNM MO NULEH3NPOBAHUIO NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB.

7. Beog B rpaxgaHckun 06GOpOT KaXkgonm cepuym UInM Kaxgow napTum MMMYHOOMONOrM4eckoro
nekapCcTBEHHOro npenapata, npomsBedeHHoro B Poccuiickon depepauumn mnm BBO3MMOro B Poccuinckyto
denepaumio, OCYLLECTBNSAETCA Ha OCHOBaHUM paspelleHusi, BblaHHOrO dedepanbHbIM — OpraHoM
NCMOMHUTENbHOW BNAcTW, OCYLLECTBSALWUM (PYHKLUMM NO KOHTPOIIO M HaA30py B cdepe 34paBOOXpaHeHus,
Ha OCHOBaHWK BbldaHHOro deaepanbHbIMU FOCY4apCTBEHHBIMU BIOMKETHBIMU yYpeXOeHUAMN, YKa3aHHbIMU B
YacTu 4 HacToslWwen cTaTbW, 3aKM4YeHUs O COOTBETCTBMU CEpuMM UNU MapTuM UMMYHOBMOMOrM4eckoro
neKapcTBEHHOro npenapara TpeboBaHusM, yCTaHOBNEHHbIM NPY ero rocy4apCTBEHHON pernctpauun. MNopsgok
Bbldayn paspelleHMss Ha BBOA4 B rpaxaaHckun o6opoT cepuum unu naptum UMMYHOBMONOrnmyeckoro
NeKapCTBEHHOro npenapaTa, a Takke MopsAoK BblAayn yKasaHHOro 3aKrioYeHus M pasmep nnaTbl 3a ero
Bblgavy yctaHasnumsatoTcs Npasutenscteom Poccuiickon ®eaepauumn.

8. 3a HenpeacTaBneHve WM HECBOEBPEMEHHOE MpeAcTaBlieHWe [OOKYMEHTOB W CBEAEHWN,
NpeaycMOTPEHHbIX YacTamu 1, 2, 4, 5 U 6 HacTosiLeN cTaTby, NPOU3BOAMTENN NEKAPCTBEHHbLIX CPEACTB U
opraHusauuu, OCYLLECTBASIOWNE BBO3 JieKapCTBEHHbIX NpenapaToB B Poccuiickylo degepaumnio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeNnbCTBOM Poccuiickon deaepauun.

9. MNMpencraBneHne JOKYMEHTOB U CBEAEHUW, NPeayCMOTPEHHbIX YacTamu 1, 2 1 4 HacTosALWen cTaTbk, U
nony4yeHve npegyCMOTPEHHOro YacTbio 7 HACTOSLLEN CTaTbu paspeLleHns Ha BBOLA MMMYHOOMOMOrM4ecKkoro
NekapCTBEHHOrO npenapaTa B rpaXaaHcknin 000poT He TpebyoTCcHa B OTHOLLEHUN NeKapCTBEHHbIX NPenapaTos,
npeaHasHayeHHbIX AN NpOBeAeHNs KMMHUYECKUX UCCNEAOBaHMIN NeKapCTBEHHbIX NpenapaTtos, NpoBeaeHUs
3KCMEepPTM3bl NEKAPCTBEHHbIX CPEACTB ANA OCYLECTBMNEHUS FOCYAAPCTBEHHOW perucrpaumm nekapCTBEHHbIX
npenapaToB, a Takke B OTHOLUEHUW He3aperncTpUpoBaHHbIX NEKapPCTBEHHbLIX NpenapaToB, NpegHa3HaYeHHbIX
ONs OKa3aHWs MeOWMLUMHCKOM MOMOLLM MO >KM3HEHHbIM MOKa3aHUSIM KOHKPETHOro nauueHTa unv rpynnbl
nauneHToB, BBO3UMbIX B Poccuinckyto Pegepaunio B COOTBETCTBMM € YacTaMmn 3 n 3.1 ctatbm 47 HacTosILLErO
depepanbHOro 3akoHa.

(B peq. ®PenepansHoro 3akoHa ot 27.12.2019 N 475-03)

10. MNpwu BbISIBNEHUN B rpaXkgaHCKOM 060poTe cepumn unv napTum NekapCTBEHHOro npenapaTa, LOKYMEHTbI
WU cBedeHNa O KOTOpbIX, NpegyCcMOTpeHHble YacTamu 1, 2 n 4 HacToswen cTaTbW, He npeacTaBfeHbl B
drefepanbHbIi OpraH UCNOSTHUTENBHOW BracTu, OCYLLECTBASOWMA (PYHKLUKU NO KOHTPOSIO U HaA30py B cdepe
34paBoOOXpaHeHnsi, nNMbo cepum unu napTmm MMMYHOOMOMOrMYECKOro fieKapCTBEHHOro npenapara, He
UMEILLNX pa3peLleHns Ha BBOA B rpaxaaHckui obopoT, NpeayCMOTPEHHOrO YacTblo 7 HACTOSLLEN CTaTbM,
hbeaepanbHbIN OpraH UCMOMHUTENbHOW BriacTu, OCYLLIECTBASIOWNIA (PYHKLIMM NO KOHTPOIIO U Haa3opy B cdepe
34paBooxpaHeHnsi, B nopsgake, ycTtaHoBneHHoMm [lpaBuTenbctBom Poccunckon ®depepaunu, npuHUMaet
pelleHre O MpeKpaLlleHUn rpaxaaHcKoro obopoTa Takmx Cepun unu napTuu 4O NpeacTaBreHnst yKasaHHbIX
OOKYMEHTOB U CBeeHWU MO0 NOMyYeHns yKasaHHOro paspeLLeHust.

Cratba 53. lMpopaxka, nepegaya NeKapCTBEHHbIX CPeACTB OpPraHU3auuMaAMM ONTOBOW TOProBaAU
NIeKapCTBEHHbIMU CpeACcTBaMMU

1. OpraHu3auum ONMTOBOW TOPrOBMW NEKAPCTBEHHLIMW CPEeACTBAMM MOFYT OCYLLECTBMSATb MPOAAxXy
nekapcTBEHHBIX CPeCTB UMW NepeaaBaTh UX B yCTAHOBNEHHOM 3akoHoAaTenbcTBOM Poccuiickon denepavmm
nopsiake:

1) ApyrMM opraHmnsauusim ONTOBOM TOProBMNY NEKAPCTBEHHLIMU CPpeaCcTBaMU;

2) Nnpon3BOAMTENSIM NEKAaPCTBEHHbLIX CPEACTB AN Lienei NPOM3BOACTBA NEKAPCTBEHHBLIX CPECTB;

3) anTeyHbIM opraHn3auunam n BeTepunHapHbIM anTe4vyHbIM opraHn3aunam,

4) Hay4YHO-MCCneaoBaTenbCKUM OpraHn3aumsam Ans HayyHo-uccrneaoBaTenbCKon paboThbl;
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5) nHgmBmayansbHbIM NPeanpUHUMATENSM, UMEIOLLUM NMLEH3MIO Ha hapMaLeBTUYECKYO AeSTENBHOCTD
UNW NALEH3NI0 HAa MEANLIMHCKYIO AeATENbHOCTb;

6) MeauuUMHCKMM opraHu3auumsiM, B TOM YMCne CO3[4aHHbIM U 3aperMcTpupoBaHHbIM B COOTBETCTBUU C
3aKoHOAAaTeNnbCTBOM MHOCTPAHHOIO rocyaapcTtea - uneHa OpraHusaumm 9KOHOMUYECKOro COTpyAHUYeCTBa U
pasBMTUA MHOCTPaHHbLIM OPUAMYECKUM NUUAM, WHAUBMAYANbHbIM NpeanpuHMMaTensM, SBNAKLLMMCS
yy4yacTHMKamMU NpoekTa B cooTBeTcTBUM ¢ DeaepanbHbiM 3akoHOM "O MexayHapogHOM MeAMLMHCKOM KnacTtepe
N BHECEHUN U3MEHEHMWIN B OTAESbHblE 3aKoHoAaTenbHble akTbl Poccuinckon depepaunn”, 1 BeTepmMHapHbIM
opraHusaumsm;

(B peq. ®PepepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHMsauMsam M MHOMBUAYanbHbIM  NpeanpuHMMaTtensM, OCYLEeCTBNSAIWMM  pasBedeHue,
BblpalLMBaHNE N COAepKaHNe XNBOTHbIX (32 UCKIIOYEHMEM NPOAAXN UM hapmaLeBTUYECKUX CyDCTaHLMA unm
nx nepegayu).

(n. 7 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

2. OpraHusaumm OnNTOBOW TOPrOBMW fNEKapCTBEHHbIMU CPeAcTBamMu 00A3aHbl XpPaHWUTb 3aKyMiEeHHYIo
hapmaLeBTUYECKYHO CYOCTaHLMIO CnvpTa 3TUNOBOrO (3TaHOMa), OCYLLECTBNATbL €€ peanv3auunio unu nepegady
B YCTaHOBMEHHOM 3akoHopaTenbcTBOM Poccuiickon ®depepaumm nopsgke opraHuM3aumsm, yKasaHHbIM B
nyHkTax 1 - 7 yactn 1 HacTosLwen ctatbk, B Tape obbemom He Bonee 1 nuTpa.

(4acTb 2 BBegeHa PepepanbHbiM 3akoHOM OT 29.07.2017 N 278-$3)

Cratba 54. MpaBuna oNnToBOIA TOProB/AKN IEKAPCTBEHHbIMU CpeacTBaMmm

OnToBas TOProBnsi EkAPCTBEHHLIMW CPEACTBAMM OCYLLECTBSAETCS NPOU3BOANTENSMM NEKapCTBEHHbIX
CPeACTB U OpraHu3auusiMu ONTOBOW TOProBMNM NEKapCTBEHHbIMU CpeAcTBaMu MO NpaBuiiaM Hagnexallewn
AMCTPUOBLIOTOPCKOW MPaKTUKM W MpaBuiaM Hagnexallenh NPakTUKU XpaHEHUs U NepeBO3KWU NEeKapCTBEHHbIX
npenapaTtoB, YTBEPXAEHHbIM  COOTBETCTBYIOLUMMU  YMNOSTHOMOYEHHbIMK  hefeparnbHbIMA  OpraHamu
NCMOSNHUTENbHON BNacTy.

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

CraTtbAa 55. NopAAOK PO3HMYHOW TOProB/Y JIeKapCTBEHHbIMU NpenapaTamm

1. Po3Hn4Has TOproens nekapcTBEHHbIMU NpenapaTaMuy B KONnyecTeax, HeobxoaumbIX A4S BbINOMHEHUS
BpayebHbIX (henbAlepcknx) HasHayeHWhn wunuM HasHavyeHun cneuvanucToB B obnacTtu BeTepuHapuu,
OCYLLEeCTBMAETCA  anTeYHbIMW  OpraHusauusiMn,  BeTEepUHapHbIMW  anTeYHbiIMW  OpraHM3aunsaMu,
MHAMBMAYanbHbIMX NpeanpuHUMaTensaMy, MMeLWUMM NUMUEH3NI0 Ha dapMaueBTUYECKylo AeATerNbHOCTb,
MEAMLUMHCKUMW  OpraHusaumsamMun, MMeWuMn NUULEeH3NI0 Ha (apMaueBTUYeCKylo AeATenbHOCTb, WU KX
060cobrneHHbIMM  nodpasgeneHnamu  (ambynatopusmu, denbawepckuMmm 1M denbalepcko-akyLwepckumm
NyHKTaMu, LeHTpamu (OTAeNeHUsiMK) obLer BpavyebHOM (CEMENHOW) NPAKTUKK), PAcNONOXEHHbIMU B CEMNbCKUX
HacemneHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHu3aumu, U BeTepmHapHbIMWU OpraHu3aumsmu,
UMEILWUMN FIMLEH3NI0O Ha apMaLeBTMYECKY0 AesTenbHOCTb. PaspelleHa po3HMYHas TOProers TOSbKO
nekapCTBEHHbIMW Mnpenapatamu, 3apermcTpupoBaHHbIMM B Poccunckon degepauum unm M3roTOBMEHHbIMU
anTeyHbIMM  OpraHu3auMsamMu,  BeTEepUHapHbIMM  anTeYHbiMM  OpraHusauusMy,  WHAMBUAYaNbHbIMU
npegnpvHuMaTensMy, UMELWUMN NULEH3NI0 Ha dapMaueBTUYECKY0 AeATEeNbHOCTb. PO3HMYHas Toprosns
neKapCTBEHHbIMW Mpenapartamu OCyLeCTBMASeTCdS MO MpaBuiaM Hagnexawewn anTeqyHOW npakTukuy,
yTBEPXOEHHbBIM YNONTHOMOYEHHbIM dheepanbHbIM OPraHoOM UCMOMHUTENBHOW BNacTu.

(B peq. ®PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

1.1. PoO3HMYHasi TOProBns JriekapCTBEHHbIMM Mpenaparamm Ons MeOULUHCKOro npuMeHeHus (3a
UCKIIOYEHMEM FEKapCTBEHHbIX MpenapaTtoB, OTMYyCKaeMblX MO peuenTy Ha feKkapCTBEHHbIM npenapar,
HapKOTUYECKMX FeKapCTBEHHbIX MpenapaToB W MNCUMXOTPOMHbIX JlIEeKapCTBEHHbLIX MpenapatoB, a TaKkke
CMMPTOCOAEPKALLMNX NTEKAPCTBEHHLIX MpenapaToB ¢ 00bEMHOM JONEN STUMOBOrO CnvpTa CBbILE 25 NPOLEHTOB)
MOXET OCYLLECTBIATLCSA anTeYHbIMU OpraHuM3auusMu OUCTaHLMOHHBIM CMoCcOOOM. PO3HUYHYKO TOProBrto
NeKapCTBEHHbIMM MpenapartamMn  Ansi MeAUUMHCKOrO MNPUMEHEHUs OUCTaAHLUMOHHBIM  Cnocobom  MmoryT
OCyLeCTBNATb anTeyHble OpraHusauuu, MMelLlme IUUEH3NI0 Ha dapMaueBTUYECKYID AeATeNbHOCTb U
COOTBETCTBYIOLLIEE pa3pelleHne eaepanbHOro opraHa WCNONHUTENbHOW BracTW, OCYLLECTBNALLEro
OYHKUMM NO KOHTPOMO M Haasopy B cdepe 3apaBooxpaHeHud. [lopsaok Bbldayn paspelleHust Ha
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N\ )4

Kapzo Cepm

OCYLLECTBMEHNE PO3HUYHON TOProBNWM fEKapCTBEHHbIMKM npenapatamMu  AUCTaHUMOHHBbIM  Clocobom,
TpeboBaHWA K anTeyHblM OpraHusaumsam, KOTOpble MOTyT OCYLLECTBNSATb TaKkytd TOProerio, M MOPSAOK ee
OCYLLECTBMEHUSA, a Takke npasBuna AOCTaABKU NEKApCTBEHHbIX MpenapaToB rpaxgaHam ycTaHaBnuMBaloTCH
MpasutensctBom Poccuickon ®epepaumun. UHdopmauma ob onnadeHHbIX (OTAYWEHHbIX) U MONyYeHHbIX
neKapCcTBEHHbIX NpenapaTax BHOCUTCA B CUCTEMY MOHUTOPUHIa OBWKEHUS NeKapCTBEHHbIX NpenapaToB ANns
MeOMLMHCKOrO NPUMEHEHWS B nopsgke, NpeayCMOTPEeHHOM YacTbio 7 ctatb 67 Hactoswero degepansHoro
3aKoHa.
(vacTb 1.1 BBeaeHa PepepanbHbiM 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anteyHbIX opraHu3auMin 1 npasuna oTnycka NekapcTBEHHbIX NpenapaTtoB AN MeauUMHCKOro
NMPUMEHEHNS anTeYHbIMU OpraHn3aunaMmn, MHANBUAYanbHbIMU NPEeANnpUHUMaTENSaIMU, NMEOWUMN NNLEH3NI0
Ha dapmaueBTMYECKyl0 AedATeNbHOCTb, a TakKe MpaBuna OTMNycka NeKapCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOrO NPUMEHEHNST MEOULMHCKUMUN OpraHn3auusMy, UMeLWMMM NIMLEH3NIO Ha dapMaueBTUYECKYIO
OeatenbHOCTb, M ux 060cobneHHbIMM noapasgeneHvamu  (ambynatopusamu,  denbalepckumm 1
henbaLepcKo-akyLepCKMMmM NyHKTamMu, LeHTpamn (oTaeneHmsamn) obuern BpayebHon (CemMertHomn) NpakTunku),
PacnosioKEHHbIMN B CENbCKMX HAacCeneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHvsauuu,
YTBEPXKAAKTCHA YNOMHOMOYEHHbIM PeaepanbHbiM OpraHoM UCMONMHUTENBHON BNacTu.

(B pea. PepepanbHoro 3akoHa oT 25.11.2013 N 317-93)

3. MpaBuna oTnycka HapKOTUYECKUX CPeaCTB U MCUXOTPOMHbIX BELLECTB, 3aperucTpuMpoBaHHbIX B
KayecTBe NekapCTBEHHbIX NpenapaToB, NeKapCTBEHHbIX NpenapaToB, COAEPXKALLUMX HApKOTUYECKMe cpeacTaa
M MNCUXOTPOMHbIE BELLECTBA, YTBEPXAAKTCS YMNONHOMOYEHHbIM defeparibHbIM OpraHoM WCMOMHUTENLHOW
BMacTu MO COrnacoBaHuio ¢ deaeparnbHbIM OpPraHOM UCMOSHUTENBHOW BNAacTu, YNONMHOMOYEHHBIM B cdepe
BHYTPEHHUX gern.

(8 pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble NpenapaTbl AN BETEPUMHAPHOrO NPUMEHEHUST noanexaTt OTNyCKy BeTepUHapHbLIMU
anTeYHbIMU OpraHu3aunsMun, BeTEpMHApPHbIMK OpraHM3auusaMu, UHAMBMAYANbHbIMU MPEeAnpUHUMATENSMM,
UMELLMMUN NIMLEH3NIO Ha apmMaueBTUYecKkyto aesTenbHocTb. OTMNYCK NekapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOIO MPMMEHEHMS OCYLLIECTBISIETCS B COOTBETCTBUM C NPaBUiamMmn Hagnexalen anTe4YHon NpakTuKu
NEeKapCTBEHHbIX MpenapaToB [N  BETEPUMHAPHOIO MPUMEHEHUs), YTBEPKAEHHbIMU  YNONHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMONTHUTENBHONM BNacTu.

(B peq. ®enepansHoro 3akoHa ot 02.08.2019 N 297-03)

5. MNepevyeHb MeANUUHCKMX OpraHn3auun, UMeLLmMX NULEH3NI0 Ha dhapMaLeBTUYECKYI0 AeATENbHOCTb,
1 nx 06ocobneHHbIX noapasgeneHun (ambynaTopun, enbawepckmx n enbalwepcKo-akyLwepCcKMxX NyHKTOB,
LEeHTpoB (oTaeneHun) obLien BpayebHON (CEMENHON) NPAKTMKKN), PaCMNONOXEHHbIX B CEMbCKUX HACENEHHbIX
MyHKTaXx, B KOTOPbIX OTCYTCTBYIOT anTeuyHble OpraHunsauuu, a Takke nepeyeHb NeKapCTBEHHbIX NpenapaTos,
npogaxa KOTOPbIX MOXET OCYLLEeCTBNATbCA YyKa3aHHbIMWM  OpraHuMsauusiMm u  ux 000co6neHHbIMU
nogpasgeneHnsiMKn, yCTaHaBMMBAKOTCA OpraHaMyM  UCMOMHUTENbHOW BNactM cybbekTtoB  Poccumnckon
degepaumm.

(B peq. ®PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

6. AnTeuyHble opraHusauuu, WHAMBMAYanbHble MpeanpuHUMaTeny, WMelowmne JUUEH3MI0  Ha
hapmaLeBTMYECKYI0 AesaTenbHOCTb, 0653aHbl obecnednBaTth yTBEpXAeHHbIM MpaButensctBom Poccuickon
depepaumun n hbopMMpyeMbI B yCTAHOBNEHHOM MM MOPSAKE MWHMMAIbHbIA aCCOPTUMEHT EKapCTBEHHbIX
npenapaToB, HEOOXOAMMbIX AN OKa3aHUS MEAWNLMHCKON NMOMOLLN.

(vacTb 6 B peg. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuyHble opraHv3auuu, WHAMBMAYaNbHble MNpeanpuHMMaTenu, UMeloWMe NUUEH3MI0 Ha
dapmaLeBTUYECKYIO AeATeNbHOCTb, HapsAay C NEeKapCTBEHHbIMW NpenapaTtamMmu MMeOT npaso npuobpeTtaTb U
npogaBatb, B TOM YMCrie AUCTaHUMOHHBIM CNocoboM, MeanunHCKNe u3genus, AesuHduumpyowmne cpeacTaa,
npeaMeTbl U cpeacTBa JfMYHOW TUrMEHbl, Nocydy ANs MeAUUMHCKUX Lenew, npegmeTbl M CpeacTsa,
npegHa3HavYeHHble Ans yxoaa 3a 60MbHbIMWU, HOBOPOXAEHHBIMU U AeTbMM, He OCTUIUUMY BO3pacTa Tpex fneT,
OYKOBYIDO OMTUKY W CpeacTBa yxoda 3a HeW, MuHepanbHble BOAbl, MPOAYKTbl ne4yebHoro, AeTCKoro wu
ONEeTUYECKOro nuTaHus, Ounonornyeckn akTuBHble A0OaBku, napdlOMepHble M KOCMEeTUYeckue cpencTsa,
MEeOUUMHCKME W CaHUTapHO-NPOCBETUTENbHbIE MeYaTHble M34aHus, MpegHasHavyeHHble AN nponaraHabl
3[0pPOBOro 00pasa >XU3HW.

(B8 pen. ®epgepanbHbix 3akoHOB oT 27.07.2010 N 192-93, ot 25.11.2013 N 317-93, ot 03.04.2020 N
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105-93)

8. [eaTenbHOCTb anTeuHbIX opraHusaumin BoopyxeHHbix Cun Poccuiickon depepaumnmn, opyrux BOWCK,
BOMHCKMX (hOPMMNPOBaHNIA U OpPraHoB, B KOTOPbIX 3akoHoA4aTeNbLCTBOM Poccuiickon ®epepaumm npeaycMoTpeHo
NpoxXoXxaeHne BOEHHOW cnyxbbl wunu egepanbHON rocygapcTBEHHOM  Criyxbbl, CBA3aHHOMW C
NpaBOOXPaAHUTENBHON  AEATENbHOCTbIO, pernameHTupyeTcss Hactoswum  deageparnbHbIM - 3aKOHOM U
YTBEPXAEHHBIMU COOTBETCTBYIOLLMMU defepanbHbiMY OpraHamMmu WCMONHUTENBHON BNACTU MOMOXEHUSIMMU.
KoHTponb 3a cobniogeHnemM ykasaHHbIMU anTeyYHbIMU OpraHu3auusiMy NonoxeHun Hactosiwero PegepanbHoOro
3aKOHa OCYLLIECTBNSETCA COOTBETCTBYHOLLUMMU dhedeparnibHbIMU OpraHaMu UCMOMNHUTENBHOW BRiacTw.

(B peq. ®PepepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. B ycnoBusx 4ypesBblHanWHOW cuTyauun u (MnNu) nNpuv BO3HWMKHOBEHWMM Yrpo3bl PacMnpoOCTPaHeHus
3aboneBaHVs, NpeacTaBnAOLIEro ONacHOCTb ANs oKpyxatowux, Npasutenscteo Poccurickon ®eaepaunn npm
HeobX0QMMOCTU BMpaBe YCTAHOBUTb BPEMEHHbIN MOPSAOK PO3HUYHOW TOPrOBNW  JIEKAPCTBEHHBIMU
npenapaTamv Anst MeQULNHCKOTO NPUMEHEHNS (3a UCKITIOYEHNEM HAPKOTUYECKNX NIEKAPCTBEHHbIX NMpenapaToB
N NCUXOTPOMHLIX NIEKApCTBEHHbIX MpenapaToB, a Takke CNMPTOCOAEPXKAaLLUMX JIeKapCTBEHHbIX NMpenapaToB C
06BbEMHON Jonew 3TUMOBOrO CNMpTa CBbile 25 MPOUEHTOB) AUCTAHLMOHHLIM CNocoboM, MOpPSAOK Bblaauu
paspeLleHns Ha OCYyLLeCTBMEHNE TOProBnu, NpegyCMOTPEHHOM HACTOSLLEN YacTbio, TPeBoBaHMS K anTeYHbIM
opraHusaumsiM, KOTopble MOTryT OCYLLECTBMNSATb TaKyld TOProBMO, a Takke BPEMEHHbIe MpaBuna OOoCTaBKu
neKkapCTBEHHbIX NpenapaToB rpaxaaHam.

(vacTb 9 BBegeHa depepanbHbiM 3akoHOM OT 03.04.2020 N 105-03)

CratbAa 56. U3roToBneHUe U OTNYCK 1IeKaPCTBEHHbIX NpenapaTos

1. WNarotoBneHue NNeKapCTBEHHbIX nNpenapaTtoB anTte4dyHbiMn OpraHn3aunamMmun, BeETEPUHAPHbBIMA
anTe4yHbiMh  OopraHn3auunamun, wmHOnBMAyaribHbIMWU  npegnpuHMMartenaMmui, UMernwnMn  JNUMUEeH3NK  Ha
d)apMaLl,eBTVI‘-IeCKyIO AeATeNIbHOCTb, OCYyLEeCTBNAETCA NO peuentamMm Ha JneKapCTBeHHble Mnpenapartbl, Nno
Tpe6OBaHVIF|M MeONUNHCKUX opransauMPl, BeTepMHapHbIX OpFaHI/I3aLI,VIl7I B COOTBETCTBUM C nNnpaBuiamMmu
M3roToBJ1IEHNA N OTNYyCKa JNeKapCTBEHHbIX MnpenapaTtoB, yTBepXAeHHbIMWN YyNOJIHOMOYEHHbIM cbep,epaanblM
OopraHom NCMNOJSTHUTESTbHOW BACTW.

2. anI N3roToBJIEHNN TJEKAPCTBEHHbIX NpenapaTtoB anTe4YHbiIMU oOpraHun3aunamn, BeTepUHapHbIMU
anTedyHbiMn  opraHms3auunamun, unHaomeugyanbHbiIMWU  npeanpuHMatTenavm, uMewwmuMn JNUUEeH3UK0  Ha
cbapmaueBqueCKyro AeATernbHOCTb, MCNoNb3yTCA cpapmaueBquecxme Cy6CTaHLI,I/II/I, BKINMOYEHHbIe
COOTBETCTBEHHO B Focyﬂ,apCTBeHHbIVI peecTp neKapCTBEHHbIX cpeacTtB Ald MeaAUUMHCKOro npuMeHeHua u
I'OCWJ,apCTBeHHbIVI peecTp neKapCTtBeHHbIX CpeacTB AJ1d BETEepUHApPHOro npuMeHeHuda B YCTaHOBJIEHHOM
nopsagke. He 0OnyckaeTcd Wn3rotoesneHne anteyYHbiIMKU OpraHunsauusamMmun, BeTepUuHapHbIMUA anTeYHbIMU
opraHunsaumamMmun, nHaomsuayaribHbiIMy npegnpuHnMartendaMmm, MMerwmnuMmm nnueH3ni Ha (bapMaLl,eBTVl‘-leCKy}O
OEeATENIbHOCTb, NNEKAPCTBEHHbIX NpenapaTtoB, 3apermcTpnpoBaHHbIX B Poccunckon d>e/:|,epau,mm.

3. MapKVIDOBKa NekapCTBEeHHbIX npenapaTos, NU3roTOBJIEHHbLIX  anNTe4YHbIMW  OpraHu3aumnamMu,
BETEpUHaApPHbIMKA aNTe4YHbIMW OpraHunsdaunamMun, wuHgnBuMAayarnbHbIMKU npeanpuHuMatTendamu, UMerLwnmmn
JIMUEeH3n0  Ha cpapmau,eBqueCKyro neAaATernbHOCTb, W Od.)OpMJ'IeHVIe Taknx npenapatoB OOJIKHbI
COOTBETCTBOBATL Npasunam, yka3aHHbIM B 4acTu 1 HacToAWEN CTaTbW.

4. AnTeuyHble  oOpraHuM3auun, BeTepuHapHble  anTeYHble  OpraHusauuu,  UHAMBUAYyasnbHble
npegnpvHUMaTeny, UMetoLme NULEH3NI0 Ha hapMaLeBTUYECKYO AEATENbHOCTb, HECYT OTBETCTBEHHOCTL 3a
HecoOmngeHNe npaBul  U3rOTOBMEHUST M OTMYCKA JIEKAPCTBEHHbLIX MNpPenapaTtoB B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuinckon eagepaunu.

Cratba 57. 3anpeweHuve npogaxu ¢anbcuPUUMPOBAHHbLIX  JIEKAPCTBEHHbIX  CPeacTs,
Hea06pOoKaUeCTBEHHDIX IEKAPCTBEHHbIX CPEeACTB, KOHTPadaKTHbIX N€KAaPCTBEHHbIX CPEACTB

Mpopaxa danbcnuuLMpoBaHHbIX NEKapCTBEHHbIX CPeacTB, HegobpoKauyeCTBEHHbIX NEeKapCTBEHHbIX
CPeAcCTB, KOHTpadaKTHbIX NTEKAPCTBEHHbIX CPEACTB 3arnpeLlaeTcs.

CraTtbAa 58. XpaHeHUue neKapCcTBEHHbIX CPeACTB
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1. XpaHeHne nekapCTBEHHbIX CPEACTB OCYLLECTBMAETCS MPOU3BOAUTENSIMU JIEKAPCTBEHHbIX CPEACTB,
OopraHuMsauuMsiMM  OMTOBOW  TOProBMM  NEKAPCTBEHHBLIMWM  CpeacTBaMW, anTeYHbIMM  OpraHuM3auusmMu,
BETEPMHAPHLIMU  AMNTEYHbIMW  OpraHuM3auusiMM, UWHAUBUAYAINbHLIMW  NpeanpuHUMaTENsa MK, UMEKLLUMU
NMUEH3N0 Ha apMaueBTUYECKYD OAeATENbHOCTb WAM  JIMLEH3UI0 Ha MEAULMHCKYID [esiTeNbHOCTb,
MEOULMHCKUMW  OpraHuM3auusiMi,  BeTEpPUMHAPHbIMW  OpraHM3auusiMmM U WHbIMW  OpraHM3auusimu,
OCYLLECTBNAOWMMM  ODpalleHne neKapCTBEHHbIX CPEeACTB. XpaHeHWe JeKapCTBEHHbIX CPeacTB Ans
BETEPMHAPHOIO NPUMEHEHNSI OpraHM3aunsiMmM U UHAUBUAYaNbHbIMU NPeaNPUHMMATENSIMU B CIy4asnX, €CIv OHM
NCMONb3YIOTCA UCKIIOUYUTENBHO MPU pasBedeHu, BbipalliMBaHUN, COAEPKAHUN U NIEYEHUN KUBOTHbBIX, MOXET
OCyLLEeCTBMNATLCS 6€3 NOMyYeHUs NMMLEH3NM Ha hapMaLeBTUYECKYIO OeATENbHOCTb.

(B peq. ®PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MNpaBuna xpaHeHUs1 NeKapCTBEHHbLIX CPEACTB YTBEPXOATCA COOTBETCTBYHOLUM YMONTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMONTHUTENBHONM BRacTu.

3. XpaHeHne HapKOTUYECKMX IEeKapCTBEHHbIX CPEACTB, MCUXOTPOMHbIX JEKAPCTBEHHbLIX CPEACTB,
panmoq)apmaueamqecmx NNeKapCTBEHHbIX CPpeACTB OCYLEeCTBAETCA B COOTBETCTBUMN C 3aKOHOA4ATEIbCTBOM
Poccuiickon ®egepauun.

Cratba 58.1. lMpeameTHO-KONAMYECTBEHHDbI Y4YeT NleKapCTBEHHbIX CPeAcTB ANA MeAULMHCKOro
npUMmeHeHusn
(BBegeHa ®epepanbHbiM 3akoHOM OT 25.12.2012 N 262-$3)

1. ﬂepequb NNeKapCTBEHHbIX CpeacTtB And MeOgUuUMHCKOro npuMeHeHud, nognexawmx npeameTtHo-
KOnn4yeCTBeEHHOMY y4eTy, yTBepxXaaeTcAa ynoJIHOMO4YE€HHbIM cbep,epaanuM opraHom NCMNONHUTENBbHON BNAcTu.

2. TlopsigoK BKMIOYEHUS JEKAPCTBEHHbIX CPEACTB ANA MEeOMLMHCKOTO MPYMEHEHMSI B MNepeYeHb
NeKkapCTBEHHbIX CPEACTB ANst MEANLMHCKOrO NPMMEHEHUS, MOAMNEXaLLMX NPeaMETHO-KONMYECTBEHHOMY YYeTY,
yCTaHaBMNMBaeTCs YNONMHOMOYEHHbIM heaeparnbHbiM OPraHoOM UCMOMHUTENBHOW BNACTU MO COrnacoBaHWIO C
degepanbHbIM OpraHoM UCMOJNTHUTENBHOW BNAcTU, YNONTHOMOYEHHbIM B chepe BHYTPEHHUX Oen.

(B peq. ®enepansHoro 3akoHa ot 03.07.2016 N 305-93)

3. NpeamMeTHO-KONUYECTBEHHbIV YYET NEeKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO NPUMEHeHUs BeayT
NPON3BOAUTENN NEKAPCTBEHHbIX CPEACTB, OpraHusauuyM ONTOBOW TOProBMM FeKApCTBEHHbIMU CPeacTBamu,
anTeyHble opraHu3auumn, MHaMBMAyanbHble NPeanpuHUMaTeny, MMeKLLMe NUUEH3NI0 Ha hapMaLeBTUYECKYHO
OeATenbHOCTb MMM JMIMUEH3WMI0 Ha  MEeAULUMHCKYID AeATenbHOCTb, W MeOUUMHCKME — opraHusauumu,
ocyliecTBnsoLWmMe obpalleHne neKkapCTBEeHHbIX CPeACTB ANs MEAULMHCKOrO MPUMEHEHUs, NyTeM perncrpauum
NoBbIX CBA3AHHbIX C MX ObpaLLeHnemM onepauun, NPy KOTOPbIX U3MEHSIETCS UX KONIMYECTBO M (M) COCTOsIHME,
B cheumanbHblX XXypHanax ydeTa onepauun, CBA3aHHbIX C obpalleHMem nekapCTBEHHbIX cpeacTB Ans
MeOMLMHCKOrO NPUMEHEeHNs (Janee - cneuunanbHble XXypHarbl).

4. TlpaBuna perucTpauuy ornepaunii, CBA3aHHbIX C OOpalleHMEM IeKapCTBEHHbIX CPEeACTB Ans
MEOMNLIMHCKOTO TMPUMEHEHUS, BKIIOYEHHBbIX B NepeyvyeHb JEeKapCTBEHHbIX CPEeAcTB And  MeauMLMHCKOro
NpUMeHeHnsl, noanexalimx npeaMmeTHO-KONMYECTBEHHOMY YYeTy, B creuuanbHbIX XypHanax W npasuna
BEJEHUS 1 XpaHEHUsI cneumanbHbIX KypHanoB YTBEpPXOalTCs YNONHOMOYEHHbIM doeaeparibHbiM OpraHoMm
NCNOMHUTENBHOW BMacTU.

5. KoHTponb 3a cobGniogeHveM npaBun peructpauuy onepauuii, CBsi3aHHbIX C obGpalleHueM
NeKkapcTBEHHbIX CPeACTB Ans MeAULIMHCKOrO NPUMEHEHUS, BKIMIOYEHHbIX B NMepeyeHb NnekapCTBeHHbIX CPeacTB
AN MEAMLMHCKOrO MPUMEHeHUs1, MoAanexalumMx npeaMeTHO-KONMMYECTBEHHOMY YYeTy, B chneuuarnbHbIX
XKypHanax, a Takke 3a cobrnogeHnem npasun BeeHUs 1 XpaHeHUs creumnanbHbiX )XypHaros BosnaraeTcs Ha
YNONMHOMOYEHHbIe dhedepanbHble OpraHbl WCMOMHUTENbBHOW BRACTM UM OpraHbl UCMONHUTENbHON BnacTu
cyobekToB Poccuiickot ®egepaumu, oOCyLLECTBNSOWMNE NULEH3MPOBaHMWE MPOU3BOACTBA JEKAPCTBEHHbIX
cpeacTe, hapMaLeBTUYECKOW AesATENbHOCTM U MeOQULMHCKON AeSTeNbHOCTU, U OCYLLECTBMAETCS B pamkax
NMLIEH3WNOHHOTO KOHTPONS.

Fnhasa 11. YHUNMTOXKEHUE IEKAPCTBEHHbIX CPEACTB

CraTtbAa 59. OcHOBaHMA U nopAaaoK YHUUYTOXKEeHUA NNIeKapCTBEHHbIX CpeacTs
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Kapzo Cepm

1. HepobpokayecTBeHHble IeKapCTBEHHble cpeacTsa, (anbCUPULNPOBAHHbIE NEKapCTBEHHbIE
CcpeacTBa noanexaT UsbATUI0 N3 00paLleHnss U YHUUTOXEHUIO B NOpsiAKe, YCTaHOBNEHHOM [MpaBuTensCTBOM
Poccuiickon ®epepaumm. OCHOBaHMEM [ONs YHUUTOXEHUS NEKapCTBEHHbIX CPeACTB HABMSETCA pelueHue
BNajenbLia NnekapcTBEHHbIX CPEACTB, peLleHne COOTBETCTBYIOLLENO YNONHOMOYEHHOro doefeparnbHOro opraHa
WCNONHUTENBHON BNACTU UMK peLLeHne cyaa.

(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpadhakTHble NekapCTBEHHbIE CpeACTBa noasiexar U3bATUio 13 obpalleHns U YHUUYTOXEHUIO MO
peweHntio cyga. [MopsaoK YHUYTOXEHUSI KOHTpadakTHbIX JeKapCTBEHHbIX CpeAcTB YCTaHaBNMBaeTCs
MpaButenbctBoM Poccuiickon ®egepaunn.

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxogbl, CBsi3aHHble C  YHUWYTOXEHMEM  KOHTpadaKTHbIX  NEeKapCTBEHHbIX  CPEACTB,
HenobOpOKa4YeCTBEHHbIX  NIEKAPCTBEHHbIX CPeAcTB, anbCUULMPOBAHHBIX JEKAPCTBEHHbIX CPEeacCTB,
BO3MeELLATCH X BragenbLem.

4. Bnapenew NnekapcTBEHHbIX CPeACTB AOMKEH NPeACcTaBUTb B YNONHOMOYEHHbIN dheaepanbHblii opraH
UCNONMHUTENbHOW BNacTu OKYMEHT UMW 3aBEPEHHYIO0 B YCTAHOBIIEHHOM MOPSAKE Ero KoMuio, NoATBepXKAaoLWwmne
(haKT YHUUTOXKEHNS NeKapCTBEHHbIX CPeaCTB.

5. CoOTBETCTBYIOLMNIA YNOMHOMOYEHHBIN eaeparnbHbii OpraH MCNOMHUTENBHOW BMAAcCTK, MPUHSABLUWN
pelleHne 06 YHUUTOXEHUN NeKapCTBEHHbIX CPEACTB, OCYLUECTBNAET KOHTPOSIb 3@ UX YHUYTOXEHMEM.

6. YHWYTOXEHWE  JeKapCTBEHHbIX CpPeAcTB  MPOU3BOAWUTCSA  OpraHusaumsiMn,  MMeKLWMMU
COOTBETCTBYIOLLYIO NULIEH3MIO, Ha cneumanbHO 0bopyooBaHHbBIX Mrowagkax, NonamroHax M B cneumansHO
000pyAoOBaHHbIX MOMELLEHUAX € cobntogeHnem TpeboBaHuiA B 06nacTM oxpaHbl OKpyXatollen cpegpl B
COOTBETCTBUM C 3akoHoZaTenbcTBOM Poccuiickon ®epepaunn.

7. HapKomquKme NeKkapCTBeHHbIe cpencrTea, NCUXOTPOIHbIE lekapCTBEeHHbIe cpencTea,
pagnodapMaLeBTUYECKNe NekapCTBEHHbIE CPeACTBa YHUUTOXAKTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuickon ®egepauun.

Fnasa 12. TOCYAAPCTBEHHOE PETY/INPOBAHME LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANA MEAULUHCKOIO NPUMEHEHUA

CraTbA 60. FocypapcTBeHHOe peryaMpoBaHMe LieH Ha IeKapCcTBEeHHbIe npenapaTbl A8 MeAULUMHCKOro
npuMmeHeHuAa

1. locymapcTBEHHOE perynMpoBaHMe UEeH Ha JlekapCTBEHHble npenapaTtbl Ans MeAWLMHCKOro
NPMMEHEHMWS OCYLLIECTBNSETCA NOCPEACTBOM:
(B peq. ®enepansHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepxaeHus [lpasBuTtensctBoMm Poccuickon ®Pepepaumm MNepeyHs XU3HEHHO HeobXoouMbIX U
BaXXKHEMNLUNX NEKAPCTBEHHbIX MpenapaToB, KOTOPbIN ChOPMMPOBAH B YCTAaHOBNIEHHOM MM MOPSIAKE HA OCHOBE
KOMMJIEKCHOW OLIEHKM NeKapCTBEHHbIX MpenapaToB, BKoYas aHanua cBegeHui 0 CpaBHUTENBHOM KIMHUYECKON
aphekTMBHOCTM ©  6E30MacHOCTU NEKAPCTBEHHOTO CPEeACTBa, OLEHKY 9SKOHOMUYECKUX MOCNeAcTBUi
NPUMEHEHNST JIEKAPCTBEHHOr0 CpeacTBa U M3y4YeHWe [OOMOSHUTENbHbIX MOCNEeACTBUA  NMPUMEHEHUS
NEeKapCTBEHHOIO CPEACTBa;

(n. 1 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepXXAEHUS METOAMKN pacyeTa npeferibHbIX OTNYCKHbIX LEH NPOM3BOAMTENEN Ha NeKapCTBEHHbIE
npenaparbl, BKIIOYEHHbIE B NEpeYeHb XN3HEHHO HEOOXOONMBIX U BaXKHENLLNX NeKapCTBEHHbIX NpenapaTos, a
TakKe BHeApPEeHNs MexaHn3MOB (POPMUPOBAHMS CUCTEMbI pePEepPEHTHbIX LIEH;

(B pea. PegepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-03)

3) FOCY,EI,apCTBeHHOVI perncTtpaunmn npenesibHbiX OTMYCKHbIX UeH ﬂpOI/I3BOD,VITeﬂel7I Ha JNeKapCTBEHHbIE
npenapartbl, BKIMO4YEHHbIE B NepeyYeHb XU3HEeHHO HeobXoOMMbIX U BaXKHENLLNX JNIeKapCTBEHHbIX NnpenapaTtos;

125424, Mocksa, yn.Bacunua MNeTywkosa, 4. 8, opuc 207, ten.: 8 495 510 00 64
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(B peq. ®PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BepgeHWs TOCYOapCTBEHHOrO peecTpa npeferbHbiX OTNYCKHbIX LIEH NpOM3BOAMTENeEN Ha
neKapcTBEHHbIe Npenaparhbl, BKIIOYEHHbIE B NepeYeHb KU3HEHHO HEOBXOANMBIX 1 BaXKHENLLNX NEKAPCTBEHHbLIX
npenapaTos;

5) yTBEpXKOEHMS MEeTOAMKN YCTAaHOBIIEHWSI OpraHamy UCMOJSTHUTENbHOWM BrnacTu cyobekToB Poccuiickol
depepaumn npegenbHbIX PasMepoB ONTOBLIX HaAbaBoOK M MpederbHbIX Pa3MepoB PO3HUYHbLIX HaAGaBOK K
(haKTU4YECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOAUTENSMU JeKapCTBEHHbIX MpenapaToB, Ha
NekapcTBEHHble Npenaparthl, BKIOYEHHbIE B NepeyeHb KU3HEHHO HEOGXOAMMBIX U BaXKHENLLMX NeKapCTBEHHbIX
npenaparos;

6) ycTaHOBNeHusi npefenbHbIX pasMepoB OMTOBbIX HaAbaBOK M MpedenbHbIX Pa3MepoB PO3HUYHbIX
HagbaBok K (hakTUY4ECKMM OTMYCKHbIM LieHaM, YCTAHOBIEHHLIM MPOU3BOOUTENSAMM  JIEKAPCTBEHHbIX
npenapaToB, Ha NeKapCTBEHHbIE Npenapartbl, BKIOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAMMBIX Y BXKHENLLNX
neKapCcTBEHHbIX NpenapaTos;

7) yTBEpXOEeHus nopsigka Bblgayy npeanucaHMim opraHam  WCMOSNHUTENbHOW BriacTu CyObekToB
Poccunckon depepaunm o npuMBegeHMM B COOTBETCTBME C 3akoHogaTenbCcTBoM Poccuiickon ®epepauunn
peLLeHnin 06 ycTaHOBNEHUM NpeaerbHbIX pasMepoB ONTOBbLIX HAA0aBOK U NpeaeribHbIX pa3mMepoB PO3HUYHbIX
HaabaBoK K pakTUYEeCKMM OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM MPOM3BOANTENSIMA  NEKAPCTBEHHbIX
npenapaToB, Ha NeKapCTBEHHbIE Npenaparthbl, BKIKOYEHHbIE B NepeYeHb XN3HEHHO HEODXOANMBIX Y BaXKHENLLNX
neKkapCTBEHHbIX MpenapaToB, €Cry OHW MPUHATHLI C HapyLLeHneM 3akoHoaaTtenbcTBa Poccuiickon degepaumu,
B nopsigke, yctaHoBneHHoM [NpaButensctBom Poccuiickon deagepaumu;

8) HanpaBneHusl YMONMHOMOYEHHbIM dpbefepanbHbiM OpraHoM WCMOMHUTENBHOW BRacTy oOpraHam
NCNONHUTENBbHON BRnacTh cydobekToB Poccuiickon degepaumm npeanmcaHnii o0 NnpuBeaeHNn B COOTBETCTBUE C
3akoHogaTenbcTBoM Poccuiickon Pepepaunmn NPUHATBLIX C HapyLleHMeM 3akoHoaaTenbcTBa Poccuickon
depepaumm pelieHnrt 06 yCcTaHOBEHUM NpedeNbHbIX pasMepoB ONTOBbIX HAA0aBOK M NpeaeribHbIX pa3MepoB
PO3HMYHbIX HaabaBOK K LEeHaM Ha NeKapCTBeHHble Mnpenapatbl, BKAOYEHHble B MEpPeYeHb >XU3HEHHO
HeobXoOMMbIX U BaXXHEMLLMX NIEKAapCTBEHHLIX NpenapaTos;

9) ocyuwiecTBneHus denepanbHOro rocyaapCTtBEHHOroO Hag3opa B cepe obpalleHuns nekapcTBEHHbIX
CPEACTB M perMoHanbHOro rocygapCTBEHHOrO KOHTPOMSA 3a MPMMEHEHMEM LIEH Ha NEKapPCTBEHHbIE Npenaparhbl
COOTBETCTBEHHO YMOMHOMOYEHHbIMWN dhedepanbHbiMM  OpraHaMy  UCMOMHUTENBHOW BriacTM M opraHamu
ucnonHuTensHonm Bnactun cybwvekToB Poccunckon ®denepaumm COrnacHo uX KOMNETEHUMW B MNOPSAKe,
ycTaHoBneHHoM [NpaBuTtensctBoMm Poccuiickon ®enepauuu;

(n. 9 B pea. ®epepanbHoro 3akoHa oT 25.06.2012 N 93-93)

10) npumeHeHMss  MpPedyCMOTPEHHbIX  3akoHopaTtenbcTBOM  Poccuickon  depepaumn  mep
OTBETCTBEHHOCTW 3a HapyLUeHWe Nopsiaka LeHoobpa3oBaHUs Ha NeKapCTBEHHbIE MpenapaThl, BKIMNOYEHHbIE B
nepeYveHb XM3HEHHO HeobXoANMbIX U BaXXHENLLNX NeKapCTBEHHbIX NpenapaTos.

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBusAx 4pesBbl4anlHOW cuUTyauuu U (UNu) Npyv BO3HUKHOBEHWW Yrpo3bl pacrnpocTpaHeHus
3aboneBaHVs, NpeACTaBNSIOLWEro ONacHOCTb Afs OKPYXaloLWKMX, a Takke B cnyvae, ecnu B Te4eHne Tpuguatum
KaneHgapHblx gHen nocne npuHaTtusa lNpaButenbctBoM Poccuiickon depepaumm pelleHnsa O npoBeneHumn
MOHWUTOPWHIa PO3HWUYHBLIX LIEH Ha JeKapCTBEHHble MnpenapaTbl, He BKMOYEHHbIE B MEPEYEHb >KU3HEHHO
HeOOXOOMMbIX W BaXXHEWLUMX JeKapCTBEHHbIX MpenapaToB, Ha Tepputopusax cyobekToB Poccuiickon
depnepaLmm BbISIBNEH POCT PO3HMYHbLIX LIEH HA YKa3aHHbIE NlekapCTBEHHbIE NpenapaThl Ha TpMaLaTh NPOLEHTOB
n 6onee, MNpaButenbctBo Poccuiickon Pepepauum BnpaBe YCTAHOBUTb MNpefernbHble OTMYCKHbIE LEeHbI
npou3BoauTenen Ha ykasaHHble NekapCTBEHHble NMpenaparbl, npegefibHble pa3mepbl ONTOBbLIX HAaA0aBOK K
npeaenbHble pasMepbl PO3HUMYHBbIX HadbaBOK K (aKTMYECKMM OTMYCKHbIM LieHaM NpPOu3BOAMTENEN Ha
YKa3aHHble flekapCTBEHHbIE NpenapaTbl. [epeyeHb NeKapCTBEHHbIX NPenapaToB, HE BKITHOYEHHbIX B NEpeYeHb
XN3HEHHO HEOOXOOAUMBIX W BaXXHEWLUMX JIEKAPCTBEHHbIX MpenapaTtoB, W MOpPsSiAoK ero ¢opMuMpoBaHUs
onpegenstoTca MNMpasutenbctBoM Poccunckon ®enepaumn.

(4acTb 2 BBegeHa PegepanbHbiM 3akoHOM OT 26.03.2020 N 67-93)

3. B TeuyeHve peBsiHOCTa KaneHAapHbIX AHeEW co OHA yTBepxAaeHus [paBuTenbcTBoM Poccuickon
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Kapzo Cepm

depepaummn nepeyHsi, ykasaHHOro B 4acTuM 2 HACTOsILLEN CTaTbW, HE AOMyCcKalTCsA peanu3auusa u OTnyck
BKITOUEHHbIX B HEro NleKapCTBEHHbIX NPenapaToB MO LieHaM, MpeBbiailWmMM npeaenbHble OTMYCKHbIE LEeHbI
npovsBoauTENen Ha ykasaHHble NeKapCTBEHHble npenapartbl, NpedenbHble pa3mepbl ONTOBbIX HagbaBoK U
npeaenbHble pasMepbl PO3HUYHbIX HagbaBOK K (QaKTMYECKMM OTMYCKHbIM LieHaM npousBoauTenen Ha
YyKa3aHHble NeKkapcTBEeHHbIE NpenapaTthl C y4eTOM Hanora Ha Jo6aBneHHY0 CTOMMOCTb.

(vacTb 3 BBegeHa dPepepanbHbiM 3akoHOM OT 26.03.2020 N 67-D3)

CratbAa 61. locyaapcTBeHHaA perucTpauvMa UM nepeperucTpauua npeaenbHbIX OTNYCKHbIX LeH
npousBoauTeneil Ha NeKapcTBeHHble NpenapaTbl, BKAIOYEHHble B nepeyeHb XU3HEHHO HeobxoaumbIX U
Ba)KHelLWMX NeKapCcTBEeHHbIX NpenapaTos

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

1. MpenenbHasa oTNyCcKHas LeHa Npon3BoAMTENS Ha NeKapCTBEHHbIN Npenapar, BKMOYEHHbIN B NepeyeHb
XWU3HEHHO HEOOXOOUMbIX U BaXHEWLWWMX JEeKapCTBEHHbIX MpenapaToB, MNOANEXWUT roCy4apCTBEHHOW
peructpaumMm B nopsigke, yctaHosneHHom [paBuTtensctBom Poccuiickon ®epepaummn, Ha OCHOBaHMU
NpeacTaBreHHOro B YNONIHOMOYEHHbIM doeeparnbHbI OpraH UCMONHUTENBHOW BNAacTK 3asBreHns AepXaTens
Unv BNagenbLa perMcTpaumoHHOro yoocTOBEPEHMS NTEKapCTBEHHOTO npenapaTa (YNonHOMOYEHHOro UM nvua).

2. 3aperncTtpupoBaHHas npegenbHas OTNYCKHAas LieHa NPOM3BOAMTENS Ha NeKkapCTBEHHbIN npenapar,
BKITHOYEHHbBIN B NepeYeHb XM3HEHHO HeobXOANMbIX N BaXKHEWLUMX NEeKapCTBEHHbIX npenapaToB, MOXeT ObITb
nepeperncTpupoBaHa B CTOPOHY yBENMYEHUss OOUH pa3 B KareHgapHOM rogy Ha OCHOBaHMK NpeacTaBneHHOro
B YMOMHOMOYEHHbIN hegepanbHbli OpraH UCMONMHUTENBLHON BnactM Ao 1 okTabpsa kakaoro roga 3asiBneHus
aepxatens  wvnu  Bnagenbuba  PerMcTpaumMoOHHOrO  yOOCTOBEPEeHMS  NeKapCTBEHHOro  mpenaparta
(ynonHOMOYEHHOro UM nmua).

3. 3apeructprpoBaHHas npefernbHas OTMNyCKHas LieHa NPOM3BOAMUTENS HA NEKapCTBEHHbLIN Mpenapar,
BKIMHOYEHHBI B MEpPeYeHb XU3HEHHO HEOBXOAUMbIX Y BaXXHEWMLLIMX NEKapCTBEHHbIX NPEnapaToB, MOXET ObiTb
nepeperucTpupoBaHa B CTOPOHY CHWKEHUS HA OCHOBaHWU MNPEACTaBMEHHOrO B  YNOINHOMOYEHHBI
theeparnbHbIii OpraH MCMOMHUTENbHOW BacTW 3asiBNEHWUs AepXaTens Wnu Bnagenbla perucTpauvoHHOro
yOOCTOBEpPEeHUs NlekapcTBeHHOro npenapata (YnofHOMOYEHHOro UM Nnua).

4. [epxaTens wnu Bnageney, perucTpaumMoHHOro YyOOCTOBEPEHUS FeKapCTBEHHOro npenapara
(ynonHomoueHHOe 1M nNuuo) o6s3aH NPeacTaBUTb B YNONHOMOYEHHbIV ddedeparnbHbii OpraH UCMOMHUTENbLHON
BNacTun 3asiBlieHne o nepeperncrpauun saperucTpMpoBaHHOW npeneribHoM OTMYCKHOM LieHbl Npou3BoauTens
Ha nekapCTBEHHbIN npenapaT, BKOYEHHbIW B MepeyYeHb >KU3HEHHO HEeOOXOAUMBIX W  BaKHEeMLWux
neKapCTBEHHbIX MpenapaToB, B CTOPOHY CHWDKEHWUS B CNEAYOLWMX Criyvasx:

1) CHWXEeHUe LeHbl B MIHOCTPAHHOW BamniTe Ha fieKapCTBEHHbIN npenapaT B CcTpaHe Npou3BoauTens U
(Mnn) B cTpaHax, B KOTOPbIX NeKapCTBEHHbIN NpenapaT 3aperncTpmupoBaH 1 (MNn) B KOTOpbIE NMOCTaBNAETCS
NpoM3BOAUTENEM;

2) cHWKeHWe LeH Ha pedyepeHTHble fiekapCTBEHHbIE NpenapaTbl B COOTBETCTBUM C NyHKTOM 1 HacTosLLen
Yactm (onA COOTBETCTBYHOLLMX BOCMPOU3BEAEHHbIX, OnoaHanoroBbix (BMONOAOGHbLIX) FEeKapCTBEHHbIX
npenapaTos);

3) npeBbiweHne npedenbHOW OTMYCKHOW LeHbl Ha MepBbii BOCMPOM3BEAEHHbIW, GroaHanorosbin
(6onogo6HbIN) NekapCTBEHHLIN MpenapaTt MHOCTPAHHOTO NPOM3BOACTBA HaA NnpeaernbHOW OTMYCKHOW LEHOM
Nnpou3BoauTensi Ha BTOPOW BOCMNPOU3BEAEHHbIN, G1uoaHanoroBbli (6MonoaobHbIN) NekapCTBEHHbIN Npenapar,
paccuYnTaHHOM B COOTBETCTBUMN C METOAMKON, yTBEPXAeHHOM MpaBuTenbcTtBoM Poccuiickon ®epepauuu;

4) npeBbllleHWe MpenenbHOM OTMYCKHOW LeHbl Ha MepBbIl BOCMPOU3BEAEHHbIN, GuoaHanoroBbli

(brionogo6GHbIN)  NEeKapCTBEHHbI  NpenapaT npovM3BOaUTENS rocygapctea - uneHa EBpasuiickoro
3KOHOMMYECKOro Col3a Haj npenenbHOM OTMYCKHOM LIeHOW Npou3BOAMTENS Ha BTOPOW BOCMPOU3BEAEHHBIN,
6uoaHanoroBbii  (6MonogobHLIN)  NEeKapCTBEHHbIA NpenapaTt MNpPoOW3BOAWUTENS rocygapcTBa -  4reHa

EBpasniickoro 3KOHOMMYECKOrO COl3a, PacCYUTAHHOMW B COOTBETCTBUM C METOAMKOW, YTBEPXKOEHHOM
MpaButenbctBomM Poccuiickon ®epepaunn.

5. MNopsgok nepeperucTpaumnm 3aperMcTpMpoBaHHbIX NpedenbHbIX OTMYCKHbIX LieH NpoM3BoauTenein Ha
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Kapzo Cepm

neKapcTBEHHbIe NpenapaTbl, BKIIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOAMMbIX U BaXKHENLLINX NTEKapCTBEHHbIX
npenapaToB, B CnydasX, NPeAyCMOTPEHHbIX 4YacTamu 2 - 4 HacToswen cTaTbW, YyCTaHaBMnMBaeTCs
MpaButensctBoM Poccunckon ®enepaumn.

6. DKOHOMMWYECKMIN aHanM3 NpeaenbHOM OTNYCKHOW LieHbl MPOM3BOAUTENS HA NEKAPCTBEHHBIN Npenapar,
BKITIOYEHHBIN B MepedeHb >KU3HEHHO HEeOOXOOUMbBIX U BaXKHEWMLIUX FeKapCTBEHHbIX NpenapaTtoB, MNpu ee
rocyqapCTBEHHOW  peructpaumMm  wnu  nepeperncTpaumm  ocyllectensetcs  denepasnbHblM — OpraHom
NCMOSNHWUTENbHON BNAcTW, OCYLLECTBASIOWMM (YHKUMM NO MNPUHSATUIO HOPMATMBHbLIX MNPaBOBbLIX aKTOB WU
KOHTPOItO 3a cObntoAeHNEM 3aKOHOAATENbCTBA B cdhepe rocyaapCTBEHHOMO PErynnMpoBanHns LieH (TapudoB) Ha
ToBapbl (ycnyru).

7. PacuyeT npegenbHbIX OTNYCKHbIX LEH, YKa3aHHbIX B 4acTax 1 u 2 HacTtodwen cratbu, Npu ux
rocyfapCTBEHHOW perncTpaumm wunm nepeperucTpaumnm OCyLLeCTBMASEeTCS B COOTBETCTBMM C METOAMKOMW,
yTBEepxaeHHon MNMpaButensctBoM Poccunckon ®egepaumm 1 yunTbiBalOLEN B TOM YUCrie:

1) cobntogeHne GanaHca NHTEpPECOB FIOTp66I/ITeJ'Iel7I JIeKapCTBEHHbIX NpenapaTtoB, BKI/MHOYEHHbLIX B
nepe4vyeHb XW3HEHHO HEeoOXOAMMbIX W  BaKHEWLUNX JNIeKapCTBEHHbIX npenapaTtoB, " I'IpOI/I3BO,EI,I/ITeJ'Iel7I
JIeKapCTBEHHbIX MNpenapaTtoB, BKIKOYEHHbIX B Nepe4yeHb XU3HEeHHO HeobXoaMMbIX UK BaXXKHEWLINX
JNIEKapCTBEHHbLIX NpenapaTos;

2) haKTNYeCKyHo OTMYCKHYIO LIEHY Ha NekapCcTBEHHbIe npenapaTbl B Poccunckon deaepaumu, LeHy BBo3a
nekapcTBeHHbIX npenapaToB B Poccuiickyto ®egepaumio, a Takke LEHbl Ha aHanormyHble fiekapCTBeHHble
npenapaTbl, Haxoasawuecs B obpalwieHun B Poccunckon ®egepauuu;

3) 3aTpaTbl MNpoOM3BOAMTENS JIEKAPCTBEHHOIO Mpenapata Ha nNpoM3BOACTBO U peanusauuio
rekapcTBEHHOro npenapara;

4) UueHy Ha nekapCTBEHHbIA Mpenapar, ero LUeHy B CTpaHe MpoV3BOAMTENs U B CTpaHax, B KOTOPbIX
NekapcTBEHHbI NpenapaTt 3aperMcTpupoBaH v (MNn) B KOTOpble NOCTaBAEeTCS NPOM3BOAUTENEM.

8. He ponyckatoTca peanusaums U OTNYCK JEKAPCTBEHHbLIX MpenapaToB, BKIOYEHHbIX B MNepeyeHb
XKM3HEHHO HEOOXOAMMbIX W BaXHEWLIMX §EKapCTBEHHbIX MNpenapaTtoB, Ha KOTOPble MPOM3BOAUTENSAMU
NeKapCcTBEHHbIX MpenapaTtoB He 3aperucTpypoBaHa npefenbHasi OTMNyCcKHas LeHa, peanusauus
NPOU3BOAUTENSAMW FEKAPCTBEHHbIX MpenapaTtoB MO LeHaMm, MNPEBbILAIWUM 3aperMcTpupoBaHHble  UNnn
nepeperucTpMpoBaHHble NpeaernbHble OTNYCKHbIE LieHbl HA NEKApCTBEHHbIE NpenapaTtbl C y4eTOM Harnora Ha
[06aBNeHHY0 CTOMMOCTb.

9. OcobeHHOCTN rocygapCTBEHHOIO perynMpoBaHus npedernbHbIX OTNYCKHbIX LieH NpoM3BOAMTeNnen Ha
neKkapcTBeHHble Npenaparbl, BKNIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOANMbIX 1 BXKHENLLNX FTEKapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTM OT SKOHOMUYECKMX W (UNKN) coumarnbHbIX KPUTEPUEB (M3MEHEHWE YCIoBUN,
nopsiika 1 CTOMMOCTU NPOM3BOACTBA fNeKapCTBEHHbIX NpenapaTos, NCNOMNb30BaHWE HOBbLIX POPM, METOAOB U
cnocoboB rocyaapCTBEHHOTO PeryrnvpoBaHus LEeH Ha fekapCTBeHHble npenapatbl, B TOM 4Yucrie Ha OCHOBe
MexaHu3Ma pedepeHTHOro LeHoobpa3oBaHus, U3MEHEHUIN Nopsgka okasaHns MeguLMHCKON MOMOLUN, N UHblEe
n3MeHeHus) yctaHaenmeatoTcs NMpaButensctBom Poccuiickon ®eaepaunn.

Cratba 62. loOCyAapCTBEHHbI peecTp npeAenbHbIX OTMNYCKHbIX LeH npoussoguTtenein Ha
NleKapCTBeHHble MnpenapaTtbl, BK/IOYEHHble B MepeyeHb XU3HEHHO Heo6XOAMMbIX W BaXKHEMULWMX
JIeKapCTBEHHbIX NpenaparTos

1. 3aperncTpmMpoBaHHble UMK NeEpPepPErncTpypoBaHHbIe NpeaenbHble OTNYCKHbIE LIeHbI NPOMU3BOAMTENEN
Ha IneKapCcTBEHHble npenaparbl, BKIOYEHHblE B MepeYeHb XU3HEHHO HeOOXOAMMbIX W BaXKHEWLLMX
NeKkapcTBEHHbIX NPenapaToB, NOANEXaT BKIOYEHMWIO B FOCYAapCTBEHHbIA PEECTP NpeaenbHbIX OTMYCKHbIX LeH
NPOM3BOAMTENEN Ha IeKapCTBEHHbIE MNpenapaTbl, BKMHOYEHHbIE B MNepeyYeHb XU3HEHHO HeobxoauMbIX W
Ba)KHEMNLLNX J1IeKapCTBEHHbIX npenapaTtos.
(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. rOCWJ,apCTBeHHbIVI peecTp npeneribHbIX OTNYCKHbIX UeH I'IpOVI3BO£IMTeﬂel7] Ha JeKapCTBEHHbIE
npenapartbl, BKIOYEeHHble B nepe4yeHb XNU3HeHHO HEeoOXoOMMbIX N BaXKHENLINX NNeKapCTBEHHbIX MnpenaparTos,
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coaepxuT B cebe cneayoLyo MHpopMaumio:

1) HaumeHoBaHMe OepxaTens unuv Bragenbua perncTpaumoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro
npenapaTta, HaumMeHoBaHWe NPOU3BOANTENS NEeKapCTBEHHOIO Npenapara, CBeAeHMs O perucTpauumn gepxarens
unu BnagenbLa perncTpaunuoHHOro y4OCTOBEpPEHUsI NeKapCTBEHHOMo npenapara, CBeAeHus O perncrpauum
npov3BoauTENs NekapcTBEHHOro npenapara Ans MeaAnLMHCKOro NpMMEHeHUs B Ka4ecTBe HanoronnaTenbLymka
B CTpaHe peructpauum (Ons  POCCUNCKUX  OPUOMYECKUX NUL -  UAEHTUAUKALUMOHHBIN  HOMEP
Hanoronnatenswuka (MHH), ona nHOCTpaHHbLIX OPUANYECKMX MWL - CTpaHa perucrpauuy, HaumeHoBaHue
perucTpupyroLero opraHa, PerMcTpauuoHHbIA HOMEP, KO HanoronnatenbliMka B CTpaHe perucrpauum
(MHKOpNOpauun) unu ero aHamnor), MecTo HaxOXAEHUS NPOWM3BOACTBEHHbIX MIOWAAOoK, y4acTBYHOLIUX B
npouecce Npon3BOACTBA NTEKaPCTBEHHONO Npenapara, ¢ ykasaHnem cTaguu npouecca Nnpon3BoacTBa;

(n. 1 B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HaMMeHOBaHWE neKapCTBEHHOro npenapata (MeXxayHapogHOe  HenaTeHTOBaHHOoe,  unu
rpynnMpOBOYHOE, UNIN XMMNYECKOE U TOProBOE HaMMEHOBAaHWS);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep perMcTpauUrMoHHOro YOOCTOBEPEHUS NIEKAPCTBEHHOTO Npenapara;

4) nekapctBeHHas opMa C ykazaHWeM [03VMPOBKM NEKapCTBEHHOrO npenapaTta v ero Konmyecrsa BO
BTOPWYHOW (NOTPeBUTENBLCKOI) YNakoBKe, a Takke KOMMIEKTHOCTb;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTpvpoBaHHas npegernbHas OTNYCKHAas LieHa Ha fiekapCTBEHHbIV npenapar B pyonsx;
(8 pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) mata M HOMep npukasa YMOJSIHOMOYEHHOro doedeparnbHOro opraHa WCMNOMHWUTENBHOW BriacTn O
rocy4apCTBEHHOW peructpauuM unv nepeperncrpauum npenenbHoM OTMYCKHOW LieHbl Ha JeKapCTBEHHbIN
npenapart, BKIIOYEHHbIN B NepeYveHb XM3HEHHO HEOOXOANMBIX U BaXKHENLLUX NIEKAapCTBEHHbIX NPEenapaToB;

(B pea. PepepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

6.1) pata BCTynneHus B cCuny npukKasa YnomHOMOYEHHOro denepanbHOro opraHa WCMONTHUTENbHOMN
BNacTU O rOCy4apCTBEHHOW perncTpawnm unm nepepernctpauum npeaenbHon OTnyCKHOM LieHbl NpoM3BoauTens
Ha JIeKapCTBEHHbIA npenapaT, BKIOYEHHbIA B MNEPEeYEeHb >KUIHEHHO HEOOXOOUMBbIX W  BaXXHEWLIUX
NeKkapCTBEHHbIX NpenapaTos;

(n. 6.1 BBegeH PenepanbHbiM 3akoHOM OT 06.06.2019 N 134-93)

7) WTPUXOBOW KOA, HaHECEHHbI Ha BTOPUYHYIO (MOTPEOUTENbCKYK) YMaKoBKYy Il€KapCTBEHHOro
npenapara;
(n. 7 BBegeH defeparnbHbiM 3aKkOHOM OT 22.12.2014 N 429-$3)

8) Kog neKkapCTBEHHOro npenapata MO aHaTOMO-TePaneBTUYECKO-XMMUYECKON Kraccudukauum,
pekoMmeHaoBaHHOW BceMmpHon opraHmsaumen 3agpaBooxXpaHeHus.
(n. 8 BBegeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

3. TocynmapcTBeHHas peructpauusi wWnu nepeperucTpaumsi npefenbHbIX OTMYCKHbIX LEH Ha
nekapcTBEHHbIE Npenapartbl, BKINOYEHHbIE B NepeYveHb XU3HEHHO HEOOXOANMbIX Y BaXXHENLLUX NIEKaPCTBEHHbIX
npenapaTtoB, BefeHWEe TOoCyQapCTBEHHOIO peecTpa npeferibHbIX OTMYCKHbIX LeH npousBoauTenei Ha
nekapcTBEHHbIE Npenaparthbl, BKIOYEHHbIE B NepeYveHb KU3HEHHO HEOOXOAMMBIX U BaXXHENLLMX NeKapCTBEHHbIX
npenaparoB, OCYLLECTBMAOTCS B NOpsiake, ycTaHoBneHHoM lNpaBuTensctBom Poccuiickon ®epepavmu.

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-$3)

Cratba 63. YcTraHOBNEeHMe opraHamMmu UCNONAHUTENbHOW BAacTu cybbekToB Poccuiickon Pepepaumm
npeaenbHbIX pasmepoB ONTOBbIX HaA6aBOK M npeAenbHbIX pPasmepoB PO3HUYHbIX Haab6aBOK K
($aKTUUEeCKMM OTNYCKHbIM LieHam, YCTaHOB/IEHHbIM NPOU3BOAUTENAMMU NIEKAPCTBEHHbIX NpPenapaTos, Ha
NeKapcTBeHHble npenapaTbl, BK/IOYEHHble B MepeyeHb KU3HEHHO HeobXo4MMbIX U BaXKHeWLMX
NeKapcTBeHHbIX NpenapaTos

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)
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Kapzo Cepm

1. OpraHbl McnonHUTENbHOW BriacTu cyobekToB Poccuiickon ®Pefepauun yctaHaBnNMBaOT NpeaerbHble
pa3Mepbl ONTOBbLIX HAA6aBOK U NpeaerbHble pa3Mepbl PO3HUYHLIX HAA6ABOK K (hakTUYEeCKUM OTNYCKHbIM LieHaM
(6e3 yyeta Hanora Ha [oGaBNEHHY CTOMMOCTb), YCTAHOBMEHHbIM MPOU3BOAMTENAMM NEKaPCTBEHHbIX
npenapaToB, Ha NeKkapCTBEHHbIE NpenapaTthbl, BKIOYEHHbIE B NEPEYEHb XN3HEHHO HEOBXOOUMbIX N BaXHEMNLLNX
NeKapCTBEHHbIX NpenapaToB, B COOTBETCTBMU C YTBEPXKOEHHOW B NOpsAKe, yCTaHOBNEHHOM [MpaBMUTENLCTBOM
Poccuinckon ®epgepauun, MeTOAUKOM YCTAHOBIIEHWS OpraHamm WCMOMHUTENbHON BMacTu CyObLEKTOB
Poccuiickon ®egepauun npefenbHbiX pasmMepoB OMTOBbLIX HAaAOaBOK U MpederNibHbIX pa3MepoB PO3HUYHbIX
HagbaBoOK K (hakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPOU3BOAUTENSMU  FIEKapCTBEHHbIX
npenapaToB, Ha NekapCTBEHHbIE NpenapaTtbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOANMBIX U BaXKHENLLNX
neKapcTBEHHbIX npenapaTtoB. MpoeKTbl pelleHnin opraHoB UCMOMHMUTENBHOW BNacTu cybbekToB Poccuinckom
depepaummn 06 yctaHOBNEHUN U (MNN) UBMEHEHUW NpederNbHbIX Pa3MepPOB ONTOBbIX HAAOaBOK M NpeAernbHbIX
pasMepoB PO3HWYHbIX HagbaBOK K (PaKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOANTENSAMU
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble npenapaTbl, BKIIOYEHHble B MNEPeYeHb >KU3HEHHO
HeOBOXOAMMbBIX U BaXKHEWLUMX NeKapCTBEHHbIX NpenapaToB, NoAafnexaTr COorfacoBaHWIO C YMONTHOMOYEHHbIM
hbenepanbHbIM OPraHOM UCMONTHUTENBHOM BracTX, OCYLLECTBASIOWUM PYHKLUUN MO MPUHATUIO HOPMATMBHbIX
NMpaBOBbIX aKTOB 1 KOHTPONIO 3a COBMNoAeHNEeM 3akoHOAaTeNbCTBA B chepe rocyAapCTBEHHOrO PerynmpoBaHuns
ueH (TapudoB) Ha ToBapsbl (ycnyru), B nopsiake, yctaHoBneHHom lNpaButensctBom Poccunckon ®egepauun.

(B pea. PegepanbHbix 3akoHoB oT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-93)

2. OpraHusaumm ONTOBOW TOPrOBMU JlIEKAPCTBEHHLIMW CPEACTBaMW, anTeyHble OopraHv3auuu,
WHAMBMAOYanbHblE NpPeAnpuHMMaTeny, MWMEKLNEe T§UUEH3NI0 Ha dapMaueBTUYECKYID AeATEeNbHOCTb,
MeOULMHCKNE OpraHu3aummn, MMerLLme NMLEH3N0 Ha hapMaLeBTUYECKYIO AeATENBHOCTb, U X 060COBNEHHbIE
nogpasgenexus (ambynatopuu, denbawepckme 1 genbalepcko-akyLepckne NyHKTbl, LeHTPbl (0TAeNneHus)
obuler BpayebHON (CeMenHOn) MPaKTMKW), PACMONOXEHHbIE B CEMNbCKUX HAaCENEeHHbIX MyHKTaxX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHn3aLmm, OCyLEeCTBASIOT peann3aumnio NekapCTBEHHbIX NpenapaToB, BKMHOYEHHbIX
B MNepevYeHb XM3HEHHO HeobXoAMMbIX W BadKHEWLIMX feKapCTBEHHbIX MpenapaToB, MO LeHaM, KOTopble
hOPMUPYIOTCS B COOTBETCTBMU C MOPSAKOM, yCTaHOBMEHHbIM [paButensctBomM Poccuiickon ®enepauum, un
ypoOBeHb KOTOpbIX (6e3 ydyeta Hamora Ha [06aBNEeHHYd CTOMMOCTb) He [OMKEeH MpeBbiwaTb CyMMYy
hakTM4ecKo OTMYCKHOW LEHbl, YCTAHOBIIEHHOW MPOU3BOAUTENEM FIEKAPCTBEHHOTO npenapara, He
npeBbIlalOWen  3aperMcTpMpoBaHHOW UMW  MEepeperncTpupoBaHHOM  MNPedernbHON  OTMYCKHOW  LeHbI
npousBoguTens (Ha AaTy peanu3auuy NekapCTBEHHOro npenapaTta Npov3BOAMTENEM), N pa3Mepa OMTOBON
HagbaBku 1 (MnK) pa3mepa PO3HWYHOM HagbaBKK, HE MPEBbLILLAILMX COOTBETCTBEHHO pa3mepa NpeaeribHoNn
onToBOW HagbaBkM M (UNKn) pasmepa MpenenbHOW PO3HUYHOW HaabaBKM, YCTAaHOBMEHHbIX B CyObekTe
Poccunckon ®egepaumn.

(4acTb 2 B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-903)

3. OpraHbl ucnonHuTenebHoM BNacTu cyobektoB Poccuiickon depnepaumm pasmelaroT B cetu "UIHTepHeT"
MHbopMaLMO O 3aperMcTpMpoBaHHbLIX NPedenbHbIX OTMYCKHbIX LieHaX NpOuM3BOAMTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOAMMbBIX U BXKHEMNLLUMNX NEKAPCTBEHHLIX NpenapaTos, 06
YCTaHOBMEHHbIX B cyObekTe Poccuiickon ®epepaumu npeernbHbiX pasMepax ONTOBbIX HagbaBok v (Unu)
npegenbHbIX pasmepax PO3HUYHbIX HAOA0aBOK K YCTaHOBMEHHbIM MPOU3BOAUTENSIMU  NIEKAPCTBEHHbIX
npenapaToB QakTU4ECKUM OTMYCKHbIM LIEHAM Ha JeKapCTBEHHble Mpenaparbl, BKIOYEHHbIE B MepeyeHb
XN3HEHHO HEOOXOOMMBIX Y BaXKHEWLUMX NIEKAPCTBEHHbBIX MPenapaToB, a Takke 0 CyMMe 3apermcTpupoBaHHbIX
npenenbHbIX OTMYCKHbIX LEH MPOV3BOAMTENEN Ha NeKapCTBEHHble MNpenaparbl, BKMYEHHbIE B MNEpeYeHb
XN3HEHHO HEOOXOOUMBIX U BaXKHEWLUMNX NEKapCTBEHHbIX NPenapaToB, YCTaHOBMNEHHbIX B CyOobekTe Poccuiickon
depepaumun npegenbHbIX pasMepoB ONTOBbIX HaAbaBOK M nMpefenibHbiX pPasMepoB PO3HUYHbIX HA40aBOK U
Hanora Ha [o00aBneHHy CTOMMOCTb. WHopmaunsa, npeaycMOTpeHHas HacTOsILLEeN YacTblo, OOJPKHA
HaxoOUTbCA Takke B anTe4YHbIX OpraHM3auusix B OOCTYMHOM AN BCEX 3aUHTEPECOBAHHbIX NuL dhopme u
OOHOBNATBCS MO Mepe €ee pasMeLLleHWs OpraHaMyM WCMOSNIHUTENBHOM BracTu cybobekTtoB Poccuinckom
depepaumu B cetn "VIHTEpHET".

(vacTb 3 B peq. ®PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. Ytpatvn cuny ¢ 1 mapta 2020 roga. - ®egepanbHbii 3akoH oT 27.12.2019 N 475-03.

Fnhaea 13. MOHUTOPUHT 3OOEKTUBHOCTU U BESONACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOAALLIUXCA B OBPALLIEEHUA
B POCCUMCKON GEOEPALIUN
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(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 64. ®dapmaKoHagsop
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapaTtbl, Haxoasawmecs B obpaweHun B Poccurickon degepaumm, noanexar
MOHUTOPUHIY 3O EKTUBHOCTU M 6E30MNACHOCTY B LIENsiX BbIIBNEHUS BO3MOXHbIX HEraTUBHbLIX NOCNeacTBUIA UX
NPUMEHEHWs,  MHOMBUOYaNbHOW  HEMEPEHOCMMOCTW, NpeaynpexaeHvuss  MeauuuHCKMX  paboTHUMKOB,
crneumanucToB B 001acTn BETepUHapum, NauneHToB Ui BNagernbLeEB XXUBOTHbLIX U UX 3alUTbl OT NPUMEHEHNSI
Takux NeKkapCTBEHHbIX NpenapaToB.

(B peq. ®PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. ®apmMakoHag30p OCyLEeCTBMSETCS COOTBETCTBYIOLUMM YMONHOMOYEHHbIM (heaepanbHbiM OpraHom
MCMNOMHUTENbHOW BNacTu B YCTAHOBNEHHOM WM MOpsiake MyTeM aHanusa npegocTasnsemMon cybbektamm
obpalleHnss nekapCTBeHHbIX CpeacTB MHGOpMauMM O MOBOYHbIX OEWCTBUSAX, HexXenaTenbHbIX peakumsix,
CepbesHblX HeXenaTeNbHbIX peakuusax, HenpeaBUAEHHbIX HeXenaTernbHbIX peakuusx npu NpUMeHeHun
nekapcTBEHHbIX npenapaToB, 06 wWHAMBMAOYaNbHOW HEMNepeHOCUMOCTU, OTCYTCTBUM IDPEKTUBHOCTYU
neKapCTBEHHbIX NpenapaTtos, a Takke 00 UHbIX hakTax 1 obCToATENBCTBAX, NPEACTABNSAOLNX YrPO3Y XNU3HU
Wnn 3400pOBbIO YenoBeka NMBO XMBOTHOMO NPU MPUMEHEHUN NeKapCTBEHHbIX NpenapaToB M BbISBMEHHbIX Ha
BCex aTanax obpalleHns nekapcTBeHHbIX npenapartoB B Poccuiickon Pegepaumu n gpyrux rocygapcraax.

3. CybbekTbl ObpalleHns nekapCTBEHHbIX CPeACTB B Mnopsake, YCTAHOBMNEHHOM YMONHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOMHUTENbHOW BNactu, 06sA3aHbl coobuwaTe B YNOHOMOYEHHbIV deaepanbHbIi
OpraH MWCMOMHWUTENbHONW BNactM O MNOBOYHbIX AENCTBUAX, HeXenaTenbHbIX peakunsiX, Cepbe3HbIX
HexenaTenbHbIX peakuusix, HenpeaBUAEHHbIX HexenaTernbHbIX peakunsx npyu NpUMMEHEHUU NeKapCTBEHHbIX
npenapatoB, 06 WHAMBMAOYyaNbHOW HEMNEPEHOCUMOCTH, OTCYTCTBUM I(PEPEKTMBHOCTU NEKapCTBEHHbIX
npenapaToB, a Takke 006 MHbIX hakTax u obCcToATeNnbCTBaX, NPEACTaBNSALWNX YrPO3Y XU3HWU I 300POBbIO
yenoseka NUB0 XMBOTHOrO NPV NPUMEHEHWM NEeKapCTBEHHbIX NPenapaTtoB M BbISBMAEHHbIX Ha BCeX aTanax
obpalleHns nekapcTBeHHbIX NpenapaToB B Poccuinckon egepaummn n gpyrmx rocygapcraax.

4. [epxatenun wunu BRafenblbl PerncTpauMoHHbIX YOOCTOBEPEHMIA NEeKapCTBEHHbLIX MpenapaTos,
topuanyeckue nuua, Ha MM KOTOPbIX BblJaHbl paspelleHus Ha NpoBeAeHNe KIMHUYECKMX MUCCreaoBaHUi B
Poccuitickoit depepaumm, nubo ynonHOMOYEHHbIE UMW APYrue lopuanyeckue nuua B pamkax obecrnedeHus
6e30MacHOCTM NekapcTBEHHbIX NpenapaToB B Nopsiake, yCTaHOBIEHHOM COOTBETCTBYOLLUM YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoOM UCTONHUTENBHOM BnacTy, 06513aHbl OCyLLECTBNATL NpueM, y4eTt, obpaboTky, aHanms
MU XpaHeHMe MOoCTynawwWwmux B UX agpec oT CyObekToB obpalleHus NeKkapCTBEHHbIX CPeACTB U OpraHoB
rocyfapCTBEHHOM BNactu CcOOOLeHUA O NOBOYHbIX OEWCTBUSX, HEeXemnaTerbHbIX peakuusiX, Cepbe3HbIX
HexxenaTenbHbIX W HEenpeaBUAEHHbIX HexenaTenbHblX peakumsax npu  NPUMEHEHUW NeKapCTBEHHbIX
npenapatoB, 00 OCOOEHHOCTSIX WX B3aMMOAEWCTBMS C APYIMMW  JNEKApCTBEHHbIMW Npenapatamu,
MHOMBMAOYanbHON HENEPEHOCUMOCTH, a Takke 06 MHbIX hakTax U 06CToATENBCTBAX, MPEACTABNSIOLLNX YrpO3y
XKMU3HWM UNWN 300POBbLI0 YerioBeka NMOO XXMBOTHOTO UMM BRMSIOLLMX HA U3MEHEHWE OTHOLUEHUS OXuOaemou
Monb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMSI NeKapCTBEHHbIX NpenapaTos.

5. lpn BbIABEHUN WHMOPMALNN O Cepbe3HblX HeXenaTenbHbIX peakuMsax W HenpeasBuaeHHbIX
HexenatenbHbIX peakuusx Mpu MPUMMEHEHUU §EeKaApCTBEHHbLIX MpenapaTtoB, 00 OCOBEHHOCTAX UX
B3aMMOAENCTBMSA C APYTMMU NIEKAPCTBEHHLIMW NpenapaTamu, MHAMBUAYanbHON HENEPEHOCUMOCTH, a Takke 06
WHbIX dhaKkTax n 0BCTOATENbCTBAX, BIINSAIOLWMX HA U3BMEHEHNE OTHOLLEHUST OXXMAAEMON NOSb3bl K BO3MOXHOMY
pUCKY MNPUMEHEHUS FEeKapCTBEHHbIX MpenapaTtoB, AdepXaTenu wnu Bragenbubl  pPerucTpaumoHHbIX
yOOCTOBEPEHUI NEKapCTBEHHbIX MpenapaTtos, lopuanyeckme nvua, Ha UMs KOTopbIX BbldaHbl pa3peLleHns Ha
npoBefeHne KIMHMYEeCKkux mccriegosaHnn B Poccunckon depepaumm, nubo ynoriHOMOYEHHbIE UMK Opyrve
topuandeckme nuua obsizaHbl NPUHATL MEpPbI, HaMpaBfEeHHblE Ha YCTPaAHEHME HEeraTUBHbIX MOCNEACTBUN
NPUMEHEHUs Takmx NnekapcTBEHHbIX NpenapaToB, NpeaynpexaeHve NpuYnHeHus Bpeaa XXuUsHu Unu 3gopoBbio
yernoBeka 5nMOO >KMBOTHOMO, 3aliMTy WX OT MPUMEHEHUS TakUX JIEKApCTBEHHbIX MpenapaToB, Ha
OOMONHUTENbHBIN cOop AaHHBLIX 06 3 PEKTMBHOCTU 1 6E30MACHOCTU TakNX NEKapPCTBEHHLIX NpenapaTos.

6. 3a HecoobLlieHne 1M CokpbiTue MHGOPMaUMK, NPeAyCMOTPEHHOW YacTblo 3 HacTodAWen cTaTby,
Jepxatenu unu sriagenblbl perncTpaunoHHbIX YAOCTOBEPEHN NeKapCTBEHHbIX NpenapaTtos, lopuanyeckme
nvua, Ha UMA KOTOPbIX BbiAaHbl paspelleHns Ha NpoBefeHue KNUHUYEeCKMX nccrneposaHun B Poccuiickon
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denepaumm, NMB0O yNnormHOMOYEHHbIE UMUK ApYyrMe pUANYECKME N1La, a TaKkke OOJPKHOCTHbIE 1A, KOTOPbIM
aTa MHgopMaLmsa cTana M3BeCcTHa No poAdy Mx NpodeccuoHanbLHON AeATeNbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccuickon depepaumm.

7. Mpun nony4yeHMn yYNOIHOMOYEHHBIM edeparibHbiM OPraHoM MCMNOSIHUTENbHOM BRacT B pamMKax
OCYLLECTBMNEHMs MM hapMakoHads3opa [oKasaTenbCTB O HecOOTBETCTBUM fNeKapCTBEHHOro npenapaTa
yCTaHOBMEHHbIM TpebGoBaHMSM WM NPWM  MOMyYeHUM WHMOPMALMNU O HECOOTBETCTBMM [AaHHbIX 06
3phEKTMBHOCTU M O BGe3onacHOCT NeKapCTBEHHOro npenapaTa AaHHbIM O JleKapCTBEHHOM npenaparTe,
codepXXalumMcsl B MHCTPYKUMKU MO €ero NPUMEHEHMUIO (B TOM YMCIE BbISIBIIEHHBIX B XOA€ OCYLLECTBIEHMS
(hapmakoHaA3opa KOHTPOJSIbHO-HAA30PHLIMKM  OpraHaMy  WHOCTPaHHbIX TOCYAApPCTB),  YNOSIHOMOYEHHbIN
(benepanbHbIi opraH MCMOSIHUTENBbHOW BRAcTM B YCTaHOBMEHHOM MM MopsiAke paccMaTpyvBaeT BOMPOC O
NPUOCTaHOBNEHNIN NMPUMEHEHWUS TAKOro JIeKapCTBEHHOIo npernapaTa.

CraTbAa 65. MpuocraHoBneHME NPUMEHEHUA NEeKAPCTBEHHOrO npenapara
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. Npn nonyyeHnn wHdOpMaUMU O HexenaTembHbIX peakuusix Npyv MPUMEHEHUN FEKAPCTBEHHOrO
npenapaTta, He YKa3aHHbIX B MWHCTPYKUMM MO MNPUMMEHEHWIO JEKapCTBEHHOrO npenaparta, CepbesHbIX
HexenaTernbHbIX peakuusix, 06 0COBEHHOCTsIX €ero B3aWMOAEWCTBUS C OPYrUMU  NEeKapCTBEHHbIMU
npenapartamu, KOTopble MOTYT NPEACTaBNATb Yrpo3y XU3HW UNW 340POBbI0 YeroBeka NMbo XMBOTHOIO, a Takke
0 HECOOTBETCTBUM [AaHHbIX 06 3hdeKTUBHOCTM M 0 Be30MacHOCTM NeKapCTBEHHOrO MpenapaTta AaHHbIM O
nekapcTBEHHOM npenapaTe, COAepXallMMcsi B WMHCTPYKUMM MO ero npUMEHeHuio, B TOM uucne oT
YNOMHOMOYEHHBLIX OPraHOB WHOCTPaHHbLIX rocyAapcTs, 0OMeH KOTOPOW OCYLUECTBMSIETCA B COOTBETCTBUM C
cornalleHnsMmM  Mexay  YrNoNHOMOYEHHbIM  defeparnbHbiM — OpraHoOM  UCMOMNHUTENBbHOW  Bnactn U
YNOSIHOMOYEHHBbIMU ~ OpraHaMu  WHOCTPaHHbIX rOCyAapcTB,  YMOINIHOMOYEHHbIN  deaepanbHbIl  opraH
WCMONHWTENbHOW BracTX paccmaTpuBaeT BOMPOC O BO3MOXHOCTWM NPUOCTAHOBMEHMS OOpalleHus Takoro
neKapcTBEHHOro npenapata B MOPSAKe, YCTaHOBIIEHHOM YMONIHOMOYEHHbIM deaepanbHbiM  OpraHoM
NCMOSNHUTENbHON BNacTy.

2. Tpu HeUCNoNHEeHUU WNU HeHadseXxalleM UCMOSIHEHUW [epxaTensMu Wnu  Briagensuamu
PerncTpaumoHHbIX YAOCTOBEPEHUI NeKapCTBEHHbIX NpenapaToB, pUAMYECKUMU NULaMKU, Ha UMS KOTOPbIX
BbldaHbl paspelleHVsi Ha NpoBeAeHMEe KIMHUYECKUX uccrnegoBaHuii B Poccuiickonnt ®epepaunn, unu
YNOMHOMOYEHHBIMM UMW OPYTUMU HOPUAMYECKUMU NULaMU 065I3aHHOCTEN, YCTaHOBMEHHbIX YactsamMu 3 1 4
ctatb 64 HacTosiwero ®PefepanbHoOro 3akoHa, NMBo B cnydyasx MpeacTaBreHUsi COOTBETCTBYIOLLMM
YNONMHOMOYEHHbIM (beepanbHbiM OpraHOM WCMONHUTENbHOM BracTW 3aKMYeHUss O HeOOoCTOBEPHOCTM
Pe3ynbTaToB KMMHWUYECKOro WCCNeaoBaHUs NEeKapCTBEHHOro npenaparta Ans MeOULMHCKOTO MpUMEHEHUs,
KOTOPOE OCHOBaHO Ha pesynbTaTax nNPOBEPKN MeOULMHCKOM OopraHvM3auuM, MNpoBOAMBLLEN YyKasaHHOe
KMUHUYECKOE WCCRedoBaHWe C HapylleHWem MpaBun Haanexallen KMMHWYECKOW MpaKkTWMKM, U MPUBEno K
MOMy4YEeHN0 HeOoCTOBEPHbIX pe3ynbTatoB, NGO B Crydyae HEBbLINOMHEHUs NpeanucaHns, BblAaHHOIo
YNOMHOMOY€EHHbLIM (beieparnbHbIM OpraHoM UCMOMHUTENBHON BNacTy MO UTOram OCYLLECTBEeHNs! BbIGOPOYHOro
KOHTPOISI KayecTBa JIeKapCTBEHHOro npernapaTa, YNolIHOMOYEHHbIN dheaeparnbHblii opraH UCMONHUTENBHO
BrlacTu B YCTaHOBMEHHOM VMM MOpsiAKe paccMaTpyBaeT BOMPOC O MPUOCTAHOBIIEHUM MPUMMEHEHUSI TAKOro
nekapcTBEHHOro npenapara.

3. YNonHOMOYeHHbIV dhedepanbHbIvi OpraH MCNOMHUTENbHOW BNacTy Npy NpeacTaBneHun eMy CeBegeHun
O HeCOOTBETCTBMM MPOU3BOAUTENS FEKApPCTBEHHbIX CPeAcTB TpeboBaHUsSM nNpaBun  Hagrnexallen
NMPOU3BOACTBEHHOW MPAKTMKN U (MNN) O HAPYLUEHWUMN MULEH3MOHHBIX TpeboBaHW, KOTOpble OblNW BbISIBNIEHbI B
Xxoe nMpoBeAEeHUss WHCNEKTUPOBaHUS NPOWU3BOAUTENS IEeKapCTBEHHbIX CPeacTB WNW  OCYLLECTBNEHUs
NMLIEH3MOHHOTO KOHTPOINS B cdyepe Npou3BOACTBA NEKapCTBEHHbIX CPEACTB U NPUBENU UMM MOTYT MPUBECTU K
NMPOU3BOACTBY NIEKAPCTBEHHbIX NpenapaToB Ans MeOULUHCKOIO MPUMEHEHUS, NMPUYUHMBLUUX UITN CMOCOOHbIX
NPUYUHUTE Bpen XN3HM UMW 300POBbLI0 rpaxaaH, paccmaTpysBaeT BOMPOC O NPUOCTAHOBMEHUU NPUMEHEHUSA
neKapcTBEHHbIX NpenapaToB Ans MEeAULMHCKOro NPUMEHEHWUsI B YCTAHOBIIEHHOM UM MOpsiAKe B CreayloLwmnx
cnyvasx:

1) coctaB W (uUnn) TexHOMNOMMsi MPOM3BOACTBA JIEKAPCTBEHHOrO npenapaTta Ans MeAULMHCKOro
npYMeHeHus (C onMcaHnem ctaguii NPOU3BOACTBA) OTNIMYAKTCS OT 3asIBNIEHHbIX B PEMMCTPALIMOHHOM [OCLE;

2) nekapcTBeHHbI npenapaTt Ans MeOuLMHCKOro NPUMEHEHWUs MpousBedeH Ha NPOU3BOLACTBEHHOM
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nnowajgke, He yKa3aHHOI7I B pernctpaymMoHHOM O0Cbe;

3) y npousBoaUTENs NeKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBepXAatoLine
COOTBETCTBME Ka4yeCcTBa feKapCTBEHHOro npenapaTta Ans MeOUUMHCKOro MpUMEHEHWs, BBOAMMOIO B
rpaxkgaHckuii ob6opoT, TpeboBaHMAM, YCTaHOBNEHHbBIM NPU €ro rocyaapCTBEHHON perncTpaumy;

4) nponsBoguTENEM NleKapCTBEHHbIX CPEACTB B COMNMacoBaHHbIN C COOTBETCTBYHOLLMM YNOSTHOMOYEHHbBIM
degepanbHbIM OpraHOM WCMOSNTHUTENBHOM BMAacTW CPOK HE YCTpaHeHbl HapylleHus TpebGoBaHWMIA MpaBun
Hagnexallen Npon3BOACTBEHHOM NPAKTUKN U (M) NULEH3MOHHBIX TPeOOBaHW, KOTOPbIE ObINN BhISIBIIEHLI B
Xo4e MpOBEOEHUsI WHCMNEKTUPOBAHUS MNPOU3BOAUTENS JIEKAPCTBEHHbIX CPeacTB WM OCYLLECTBIEHUS
NIMLIEH3MOHHOTO KOHTPOIS B cdoepe NPOoM3BOACTBA JIEKAPCTBEHHbIX CPEACTB M MPUBENN UM MOTYT NPUBECTU K
NpoV3BOACTBY NEKapCTBEHHbLIX NpenapaToB Ans MeAULMHCKOro NpUMEHEHUs, NPUYMHUBLLMX UMX CMOCOBHbIX
NPUYNHNTD BPEA XU3HU UNn 300POBbLIO rpaXxaaH.

(vacTb 3 BBegeHa dPepepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3)

4. YNONHOMOYEHHbIN dheaepanbHbli opraH UCMONHUTENbHON BRACcTU NPU HANW4MKM y HEro CBEAEHUN o
HEeCOOTBETCTBMM  MPOU3BOOUTENSA  NEKAPCTBEHHbIX CPEeACTB  TpeboBaHMAM  MpaBwuil  Haanexallewn
NPOU3BOACTBEHHOW MPAKTMKN U (MNK) O HAPYLUEHWUMW NULEH3MOHHBIX TPeOOBaHNA, KOTOpble OblNW BbISIBIEHbI B
XO[4e MNpOBEAEHUS WHCMEKTUPOBAHUSA MNPOM3BOAMTENS] JIEKAapCTBEHHBIX CPeACTB WM OCYLLEeCTBNEHUS
NMLEH3MOHHOrO KOHTPONs B cdhepe NPOM3BOACTBA JIEKapCTBEHHbBIX CPEACTB U NPUBENN UM MOTYT NPUBECTH K
NPOU3BOACTBY JIEKAPCTBEHHbIX NPenapaToB AN BETEPUHAPHOIO NPUMEHEHWS, MPUYNHMBLLMX UM CNIOCOBOHbIX
NPUYMHUTE Bpe XU3HU N 300POBbH0 XKUBOTHBIX, pacCMaTpMBaeT BONPOC O NPMOCTAHOBIIEHNW peanu3aunn 1
NPUMEHEHNS NEKapPCTBEHHbIX NpenapaToB Ansi BETEPUHAPHOro NPMMEHEHUS B YCTAHOBNEHHOM UM MOpsake B
cneayroLmnx cnyyvasx:

1) coCtaB U (I/IJ'IM) TEXHONorma npon3BoacTBa JiIEKapCTBEHHOINO npenaparta And BeTepuHapHOro
npumMeHeHna (C onucaHnem cragumn I'IpOI/I3BO£I,CTBa) OTNIM4aloTCA OT 3aABJ1€HHbIX B permctpaunMoHHOM 00Cbe;

2) nekapcCTBeHHbI NpenapaT Afs BETEPUHAPHOrO MPUMEHEHUA NPOU3BeOEH Ha MPOW3BOACTBEHHOM
nrowazake, He ykasaHHOW B perucTpaunoHHOM AOCbE;

3) y npousBoOUTENsl JleKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBEpPXAatoLme
COOTBETCTBME KayecTBa feKapCTBEHHOro MpenapaTa ANs BeTepuMHapHOro MpPUMEHEHUs, BBOOUMOIO B
rpaxkgaHckuii 06opoT, TpeboBaHUSM, YCTaHOBMEHHbLIM NPY €ro rocyAapCTBEHHOWN pernctpaumm;

4) nponsBoauTeNneM NekapCTBEHHbIX CPeACTB B COMMacoBaHHbIV C COOTBETCTBYHOLLMM YNONTHOMOYEHHbIM
denepanbHbIM OpPraHoOM WCMONHWUTENbHOW BMAacTW CPOK He YCTpaHeHbl HapylleHus TpeGoBaHMI npaBun
Hagnexalleln Npon3BOACTBEHHON NPAKTUKM U (UNK) NIMLEH3NOHHBIX TpeboBaHWiA, KOTopble ObinNK BbIsIBIEHb! B
X0Ae npoBeAeHUs WHCNEKTUPOBAHWSA MNPOU3BOAMTENS NEeKapCTBEHHbIX CPeACTB WM  OCYLLECTBIEeHUS
MMLUEH3MOHHOIO KOHTPOMS B cdyepe NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB Y NPVMBENW UM MOTYT NMPUBECTM K
NMPOWM3BOACTBY JIeKapCTBEHHbIX NpenapaToB ANns BeTEPUHAPHOro NPUMEHEHNS, MPUYMHMBLUNX UM CMOCOBHbLIX
MPUYUHUTD BPEA XU3HW U 300POBbI0 XKUBOTHbIX.

(4acTb 4 BBegeHa PepepanbHbiM 3akoHoM OT 04.06.2018 N 140-$3)

Cratbsa 66. UHPopmauusa o pesynbTaTax papmakoHag3opa
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

YNonHOMOYEHHbIN heaeparnbHbIA OpraH UCNONHUTENBHOW BNacTy, OCYLLEeCTBNALWMIA hapMakoHaasop,
no ero pesynbTatam pasMmeLllaeT Ha CBoeM ouLmnansHoM carTte B ceTu "UHTepHeT" uHpopmauumio o:

1) BbIAABNEHUM HOBbIX MOATBEPXKAEHHBIX AaHHBIX O NOBGOYHbLIX OENCTBUAX, HEXenaTernbHbIX peakuusix,
CepbesHblX HeXenaTemnbHbIX peakuusix, HenpeaBUOEHHbIX HeXenaTenbHbIX peakuusix Npu MNpUMeHeHun
neKkapcTBEHHOro npenapara, B TOM YMChe BAUAIOLWMX Ha OTHOLLEHWE 0XnaaemMon Nomb3bl K BO3MOXHOMY PUCKY
NpUMEeHEeHWs1 4aHHOro NeKkapcTBEHHOro npenapara;

2) NPUHSATBLIX PEeLUeHUsIX O BHECEHUW M3MEHEHWMIA B MHCTPYKUUIO MO MNPUMEHEHWUIO neKapCTBEHHOro
npenapaTta, O MPUOCTAHOBMEHUN NPUMEHEHUS NEeKapcTBEHHOro npenapata, 06 M3bATUM U3 obGpaLLeHus
neKkapcTBEHHOro npenapaTa Unu o Bo306GHOBEHMN NPUMEHEHUS NTeKapCTBEHHOIO NpenapaTa.
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haea 14. UH®OOPMALIUA O NEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA
MOHUTOPUHIA ABUXKEHWUA NEKAPCTBEHHbIX MPENAPATOB
Ana MEAULUMUHCKOIO NPUMEHEHUA
(B pen. ®PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHPoOpmauuAa O NeKapCTBEHHbIX npenapatax. Cuctema MOHWUTOPUHra ABUXKEHUA
JIeKapCTBEHHbIX NPenapaToB AN MeAULUHCKOrO NPUMEHEHUA
(B pen. ®PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. MUHdopmaLmsa 0 nekapCTBEHHbIX Npenaparax, 0TnyckaeMblx No peLenTy Ha NekapCTBEHHbIN Npenapar,
OOMKHa coaepXaTbCs TONMbKO B CMELMann3vpoBaHHbIX WU34aHWsX, MpegHasHaYeHHbIX AN MEeAULMHCKMX,
dhapmaLeBTM4eckux paboTHMKOB, cneumanucToB B obnactu BetepuHapun. VHopMauuss 0 nekapCTBEHHbIX
npenapaTtax Ons cneumanuctoB B obnactu obpalleHns fnekapCTBEHHbIX CPEeACTB MOXeT cogepXaTbCs B
MOHorpacdumsix, CnpaBoOYHMKax, Hay4YHbIX CTaTbsAX, B AOKMagax Ha KOHrpeccax, KoHbepeHLmMsX, cuMmno3nymax,
Hay4HbIX COBETaxX, a TakkKe B UHCTPYKLMSAX MO NPUMEHEHMIO NTIEKAapCTBEHHbIX NpenapaTos.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. WHdopmaumsa o nekapCTBEHHbIX MpenapaTax, OTnyckaeMbix 0e3 peuenta Ha NeKkapCTBEHHbIV
npenapaT, MOXeT coaepxaTbCsa B Nybnukaumax u obbsBNeHMsX cpeacts MaccoBon wHdopmaumm,
crneumanm3upoBaHHbIX M OOLWMX MeYaTHbIX M3OaHUAX, WMHCTPYKUMAX MO MPUMEHEHUIO NeKapCTBEHHbIX
npenapaToB, WHbIX M3gaHusAX CyObeKkToB obpalleHns nekapcTBEHHbIX CpeacTB. PeknamHble martepuansl O
neKkapcTBeHHOM nMpenapaTe, oOTnyckaemMoM ©6e3 peuenTa Ha JeKapCTBEHHbINM MpenapaTt, OOMXKHbl
COOTBETCTBOBATb MHCTPYKLUW MO NPUMEHEHMIO NNEKapCTBEHHOrO npenapara.

3. [onyckaeTcsi uMcnonb3oBaHWe nObObIX MaTepuanbHblX HOCUTENEN, MNO3BONSIOWNX XPaHUTb,
nepegaBaTb M UCMOMb30BaTh MHOPMALIMIO O NIEKAPCTBEHHLIX NpenapaTtax 6e3 ee UckaxeHus.

4. Ina uenen noeHTUMMKaLMM yNakoBOK NEKApPCTBEHHbIX NpenapaToB ANs MeAULMHCKOIro NpUMEHeHns
Npou3BoAUTENU FEKapCTBEHHbIX CPeACTB B Mopsiake, YcTaHoBreHHOM [lpaBuTensctBoM Poccuinckon
denepaLmmn, HAHOCAT Ha NEePBUYHYIO YNAKOBKY (B OTHOLLEHUW NEKapCTBEHHbLIX NpenapaTos Ans MeAuLNHCKOro
NPMMEHeHWs1, ANs KOTOpbIX He npedycMOoTpeHa BTOpPMYHAsA YNakoBKa) M BTOPUYHYO (NOTpebuTenbckyto)
YyNakoBKy IeKapCTBEHHbIX MpenapaToB Afs MEAULUMHCKOro NPUMEHEHWs CpeacTBa uaeHTudukauumn, 3a
UCKIMIOYEHMEM NeKkapCTBEHHbIX MpenapaToB ANS MeQUUUHCKOro NPYMEHEHNs, MPON3BOANMbIX ANS NpoBeaeHNs
KMMHUYECKNX WCCnefoBaHuiA, 93KCNOopTa, NEeKapCTBEHHbIX npenapatoB Ans MeOUUMHCKOrO MNpUMEHEHWs,
yKka3aHHbIXx B 4actax 5 m 8 crtatbm 13 HacTtoswero dPepepanbHOro 3akoHa, paguodapmaueBTUYeCcKUX
neKapcTBEHHbIX NpenapaToB, NMUABOK MEAULIMHCKUX W ra3oB MeAULIMHCKNX.

(vacTb 4 BBegeHa depepanbHbIM 3akoHOM OT 28.12.2017 N 425-d3 (pea. 27.12.2019))

5. XapakTepucTukmM cpeactsa ngeHTudmkaumm, nopsaok ero HaHeceHus 1 TpeboBaHus K CTPYKType U
dopmaty uHdOopmMauMK, KOTOPYD COOEPXKWUT CPEeACTBO uaeHTMdmKaumun, onpegenstorcs [paBUTenbCTBOM
Poccuickon ®egepauun.

(vactb 5 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

6. MNopspok cosgaHus, pasBuTUL, BBOA4A B 3KCMnyaTauuio, SKCnnyataumm u BblBoda U3 3KCnnyaTauuu
CUCTEMbI MOHUTOPWHIa ABWXEHUSA NeKapCTBEHHbIX MpenapaTtoB ANA MeAUUMHCKOro NnpUMeHeHus, nopsgok
npefocTaBneHns MHdopMauuKn, coaepxalencs B CUCTEME MOHUTOPUHra [OBWXKEHUS NeKapCTBEHHbIX
npenapaToB Ans MeOUUMHCKOTO MPUMEHEHUS, N NOPSAOK B3aUMOAEWCTBUSA YKa3aHHOW CUCTEMbl C MHbIMU
rocyfapCTBeHHbIMN MHPOPMALIMOHHBIMU CUCTEMAMU U UHPOPMALIMOHHBIMU CUCTEMAMU HOPUONYECKUX NUL, U
WHOUBMAYaAnNbHbLIX NpeanpuHUMaTenei, ykasaHHblXx B YacTax 7 M 10 HacTosilen cTaTbW, yCTaHaBNMBaOTCS
MpaButenbctBoM Poccuiickon ®epepauun. Onepatopamm CUCTEMbI MOHUTOPUHIA OBWXKEHUS NEKapCTBEHHbIX
npenapaToB 41151 MEQULMHCKOrO NPUMEHEHUS ABNATCA dheaepanbHbIi OpraH UCMOMHUTENbHOM BNacTu 1 (Unu)
opraHusauusi, ynonHoMoueHHble NpaBuTtenscTBom Poccuiickon Pepepaumm.

(4acTb 6 BBegeHa PeagepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

7. Opugnyeckne nuua M MHAMBMAYanNbHble MpeanpUHUMATENM, OCYLLECTBISOWME MPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyto ®eaepaumio, OTnyck, peanusauunio, nepegady, npuMeHeHNe U yHUYTOXeHe
rieKkapCTBEHHbIX NpenapaToB A1 MeauLMHCKOro NpuMeHeHusl, obecrneynBatoT B Nopsigke 1 B COCTaBe, KOTopble
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ycTaHoBneHb! [paBuTenscTBoM Poccuickon ®egepauum ¢ y4eTOM BUAa OCYLLECTBIIAEMON UMUN AEATENbHOCTH,
BHECEHME WHopMauMM O IneKapCTBEHHbIX Mpenapatax ans MEeOULUHCKOrO MPUMEHEHUs B CUCTEMY
MOHUTOPWHIra ABMKEHMWS NEKapCTBEHHbIX NpenapaToB A1t MeAULMHCKOrO NPUMEHEHMS.

(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7.1. NlekapcTBeHHbIE NMpenapaTthbl 4N MEAMLMHCKOIO NpUMEHEHUS, NpegHa3HavYeHHble Ansg obecneyeHms
nuy, ©BonbHbIX remodunuen,  MyKOBUCLMAOO30M, runocmsapHbiM  HaHuM3MOM, ©GonesHbto [oue,
3110Ka4YeCTBEHHLIMU  HOBOOOpPAa30BaHWAMM  NIMMOWAHOW, KPOBETBOPHOM W POACTBEHHbLIX WM TKaHEW,
paccesiHHbIM CKNepo30M, NUL, Nocne TpaHCnaHTauum opraHoB 1 (Unn) TkaHen, npomsseaeHHble 4o 31 aekabps
2019 roga, a Takke MHble NeKkapCTBEHHbIE NpenapaTbl 419 MeANLMHCKOro NpYMEHEeHWs, Npon3BegeHHble o 1
monst 2020 roga, mognexaT XpaHeHuto, NepeBo3Ke, OTMYCKy, peanu3auuu, nepegadve, npuvMeHeHutio 6e3
HaHeceHust cpeacTB MAEHTUUKALUN OO0 UCTEYEHUS CPOKa MX TOQHOCTMW.

(vactb 7.1 B peq. enepansHoro 3akoHa ot 27.12.2019 N 462-93)

8. OpraHusauust HPOPMaLMOHHOIO B3aMMOLENCTBUSA CUCTEMbI MOHUTOPUHIa ABUXKEHMWS NTEKAaPCTBEHHbIX
npenapaToB Anst MEAWLUHCKOrO NPUMEHEHUST C MHBIMWU FOCYAapCTBEHHLIMU MHAOPMALMOHHBIMU CUCTEMaMM
obecneuynBaeTcss B TOM 4MCre MNOCPEACTBOM WHGPACTPYKTypbl, obecneymnBaowen MHPOPMALMOHHO-
TEeXHOMorndeckoe B3aMMOAENCTBME WHMOPMALMOHHBIX CUCTEM, WCMONb3yeMbIX AN NpPeaoCTaBreHus
rocy4apCTBEHHbIX U MYHULMMAMbHBLIX YCYr N UCMONTHEHUS TOCY4APCTBEHHBIX M MYyHMUMNANbHBIX (OYHKLUMIA B
3NEKTPOHHOMN hopMeE.

(4acTb 8 BBegeHa ®epepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

9. O6wenocTynHasa MHopMauus, cogepxallascs B CUCTEME MOHUTOPUHIA ABMXXEHMS NEKapPCTBEHHbIX
npenapaToB Ans MeAULMHCKOro NPYMEHEHNs, pa3meLLaeTcs B MHPOPMaLNOHHO-TENEKOMMYHUKALMOHHOMW CeTu
"nTepHeT" (B TOM uncne B hopMe OTKPbITbIX OaHHbLIX) B MOPsSAKe, yCcTaHOBNEHHOM [lpaBMTENbCTBOM
Poccuiickon ®egepauun.

(vactb 9 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

10. lMpownsBoguTenu nekapcTBEHHbIX CPEeACTB MOMyyalT coAepXallylocsd B CUCTEME MOHUTOPWHra
OBWXEHNA NeKkapCTBEHHbIX NMpenapaToB AN MeAMLMHCKOrO NpUMEHeHNs MHAOopMaLMIo O Cepusix 1 NapTusix
neKapCcTBEHHbIX NMpenapaTtoB, NPOM3BOAMMBIX MMU U HaxogsAWwMXca B rpaxgaHckoMm obopoTte B Poccuiickon
®enepaumn, 6e3803Me34HO.

(vactb 10 BBegeHa dPepepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

11. 3a npon3BoaCTBO UNKU NpoJaxy NekapcTBEHHbIX NpenapaToB Ans MegULMHCKOro npuMeHeHns 6e3
HaHeceHWs CPeaCcTB MAESHTUMUKaALUKN, C HapyLUEHNEM YCTaHOBIIEHHOro Nopsiika UX HaHeceHus, a Takke 3a
HeCBOEBPEMEHHOEe BHECEHWE [aHHbIX B CUCTEMY MOHUTOPWHra ABWXEHUSA NEeKapCTBEHHbIX MpenapaToB Ans
MEOULUMHCKOTO MPUMEHEHMS WNN BHECEHWEe B Hee HeAOCTOBEpHbIX [aHHbIX lopuanyeckne nvua u
HAMBMAYanbHble NPeanpUHUMAaTENK, yKadaHHble B 4acTsax 4 1 7 HacTosWwen ctatby, HECYT OTBETCTBEHHOCTb
B COOTBETCTBMM C 3akoHoAaTenbcTBoM Poccurickon ®eaepaunu.

(vactb 11 BBegeHa dPepepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

12. MpaBuTtensctBo Poccuiickon depepaumn BnpaBe YCTAaHOBUTb OCOOEHHOCTU BHEOPEHMS CUCTEMBI
MOHWUTOPWHIa OBWXEHUA JNIEKAPCTBEHHBLIX MPenapaToB ANS MeAULUMHCKOrO NMPUMEHEHMWS, BKIOYasi CPOKM ee
BHEOPEHMWS, B OTHOLUEHUWN FIEKAPCTBEHHbLIX MpenapaToB AMfS MEeOMUMHCKOrO MPUMEHEHWSs, BKITHOYEHHBIX B
nepeYveHb XU3HEHHO HEOOXOAMMbIX U BaXXHEWLLMX NeKapCTBEHHbIX NPenapaToB, NeKapCTBEHHbIX NpenapaTos,
npegHasHaveHHbIX Ana  obecneyveHnss nud, OGONbHLIX reMoUMeEn, MyKOBUCUMOO30M, Mnocm3apHbIM
HaHM3moMm, OonesHbto [oue, 3MoKa4YecTBEHHbIMW HOBOODOPA30BaHUAMWU NMMEOUOHON, KPOBETBOPHOW U
POACTBEHHbIX UM TKaHeW, pacCesHHbIM CKITepO30M, NL, NOCcre TPaHCMIaHTaLMm OpraHoB 1 (UNK) TKaHEeN, NHbIX
neKapCTBEHHbIX MpenapaToB A58 MEAULUMHCKOrO NPUMEHEHNS.

(vacTb 12 BBegeHa dPepepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

Fnasa 14.1. OTPAHNYEHUA, HANNATAEMDbIE
HA OPTAHMU3ALUN, OCYLLECTBNAIOLWMUE OEATENIBHOCTDb

MO OBPALLUEHUIO NEKAPCTBEHHbIX CPEACTB
(BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

Cratba 67.1. OrpaHuYeHUA, Hanaraemble NPU OCYLLECTBIEHUU AeATeNbHOCTU B chepe obpalieHus
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NIeKapCTBEHHbIX CpeacTB

1. OpraHuzaumu, 3aHnmatoLmecss pa3paboTkon, NPOU3BOACTBOM U (MNK) peanu3aumen nekapcTBEHHbIX
npenapaToB AnNs MEOMLMHCKOrO MPUMEHEHUs, opraHusaumm, obnagarwolue npaBamMu Ha UCMOSb30BaHUE
TOProBOro HaMMeHOBaHWs NeKapCTBEHHOro Npenapara A8 MeaULUHCKOro NpMMEHEHMS1, OpraHn3aLmm onToBowm
TOProBNu nekapCTBEHHbIMU CPeACTBaMM, anTeyHble opraHu3auuun (Ux npeacrtaBuTenu, UHble dunsnyeckue u
lopuandeckme nuua, OCyLLEeCTBNSALWME CBOK AeATENbHOCTb OT MMEHW 3TUX OopraHvM3auun) B OTHOLUEHUU
MeaMLMHCKUX pabOTHUKOB U pyKOBOAMUTENEN MEAULIMHCKUX OpraHn3aunin He Bnpase:

1) Bpy4YaTb nNoAdapkKu, BbiMJladnBaTbh [OEHEXHble cpeacTtBa (38 NCKIMK4YeHnem BO3HaI'pa)K,CI.eHVIl7I no
gorosopam npu npoeegeHn KIMMHNYEeCKnX nccnegoBaHumn NeKapCTBEHHbIX npenapaTtoB Anld MeaunuunHCKoro
NPpUMEHEeHUA, BOSHana)KﬂeHMVI, CBA3aHHbIX C ocylwlecTBrieHnemM meanunHCKMm paGOTHVIKOM negarormyeckon u
(VIJ'IVI) Haquon ,Cl.eﬂTeJ'IbHOCTVI), B TOM 4uUCne ornjiavdmBaTb pas3BliedeHund, oTAbiX, nNpoe3n K MecCTy OoTAbiXa, a
TaKXKe npuBreKkaTb K y4aCTuUio B pa3BriekaTesibHbIX MeponpmnaTmnax, NpoBoOMMbIX 3a CHET CBOUX CPEeACTB;

2) 3akno4vaTb COrnalleHnst 0 Ha3HaYeHUN UM pekoMeHZauuy nauneHTam fiekapcTBEHHbIX NpenapaToB
ONst MEQMUUHCKOTO MpUMEHEHUs1 (3a UCKNIOYEHNEM LOrOBOPOB O MPOBEAEHUU KIMHUYECKUX UCCrenoBaHuin
neKapCTBEHHbIX NpenapaToB 4SS MEAULMHCKOrOo NPUMEHEHMs);

3) npegocTaBlidaTb o6pa3u,b| JNNIeKapCTBEHHbIX MpenapatoB AnAd MeauMuMHCKOro npuMeHeHua B uenax
Bpy4YeHNA naumneHtTam (38 NCKIMK4YEeHnemM cliyydaeB, CBA3aHHbIX C npoBedeHUEM KIMTMHUYECKUX nccrneaoBaHuin
JIeKapCTBEHHbIX npenapaTtoB Alda MmeanumnHCKOro I'IpVIMeHeHVIFI);

4) npenocTaBnATb HEAOCTOBEPHYIO U (MNW) HENOMHYIO MHAOPMALMIO O fleKapCTBEHHbIX NpenapaTax Ang
MEeOULMHCKOTO NPUMEHEHNS;

5) nocewatb ux B paboyee BpeMsi Ha pabouMx MecTax, 3a MCKIOYEHWEM Cry4aeB, CBSI3aHHbIX C
NpoBeAEHUEM KIMHWUYECKUX UCCNEeAoBaHWIn NIeKapCTBEHHbIX NpenapaTtoB AN MeAWLUHCKOrO NMPUMEHEHNS, C
y4yacTueMm B Nopsiake, yCTaHOBIIEHHOM pyKoBOAWUTENEM MEAMLMHCKOM opraH13aumm, B cobpaHusax MeanumMHCKMX
pabOTHMKOB M UHBIX MEPOMNPUSATUSIX, HANpPaBMeHHbIX Ha MOBbILLIEHNE UX NPOECCHMOHANBHOMO YPOBHS UM Ha
npegocTaBneHne MHopMaLmn, CBA3aHHON C OCYLLIECTBIIEHWEM MOHUTOPUHIa 6e30MNacHOCTM NleKapCTBEHHbIX
npenaparos;

6) noGyxaaTb K BbINUCHIBAHWIO NEKAPCTBEHHbIX MNpenapaToB AN MEeAULMHCKOro MNpUMEHEHUS Ha
GnaHkax, coaepXaLimx MHOPMALMIO PEKITaMHOI0 XapakTepa, a Takke Ha peLenTypHbIX GiaHkax, Ha KOTOpbIX
3apaHee Hane4yaTaHo HavMeHOBaHMWe JieKapCTBEHHOro npenapara Ans MeaMUMHCKOTO NpUMeHeHMs.

2. OpFaHI/IBaLI,I/WI, YKa3aHHble B absaue nepeBomMm 4actu 1 HacTosAwen crtaTtbu, N UX npeagcraBuTenn B
OTHOLWIEeHUn cbapmaueBTquCKmx pa60THl/IKOB n pYKOBOﬂMTeﬂeVI anTeyHbIX OpFaHI/ISaLI,I/Iﬁ He BrnpaBe:

1) Bpy4aTb Nogapku, BbiNnaynBaTth AeHEXHbIe CpeacTBa, B TOM YMCIe OnaynBaTth pasBrieyeHns], oTabix,
npoesn K MecTy oTAbIxa, U NpUBMeKaTb K y4acTUo B pasBriekaTeslbHbIX MEpPONpUSATUSX, MPOBOAMMbIX 33 cYeT
CBOWX CPEACTB;

2) npenocTaBATb o6pa3u,b| J1eKapCTBEeHHbIX NpenapaTtoB 4114 MeOULIMHCKOIo NnpuMeHeHna and Bpyy4eHns
HaceneHuto,

3) 3aKn4aTb cornaleHuna o npeanoXxXeHnm HacerneHuo onpegernieHHbIX NeKapCTBeHHbIX npenapaTtoB A4
MeANLIMHCKOIo NpuMeHeHuns;

4) npenocTaBnsiTb HEAOCTOBEPHYIO U (MNN) HEMOMHYI0 MHAPOPMAaLMIO O NeKapCTBEHHbIX NpenapaTax Ans
MEANLMHCKOrO MPUMEHEHMSl, B TOM 4YWCME WMELWMX OAMHAKOBOE MEXAYHApPOAHOE HenaTeHTOBaHHOE
HaumeHoBaHue.

Cratba 67.2. Tpe6boBaHMA K OpPraHM3auMM W MNPOBEAEHUIO HAYUYHbIX MEPONPUATUM, WHbBIX
MepOonpuUATUIA, HanpPaB/ieHHbIX HAa NOBblleHWe NPOPECcCMOHANbHOrO YPOBHA MEAULMHCKUX PaboTHUKOB
WA Ha npepocTaBieHMe MHGPOPMALMM, CBA3AHHOM C OCYLLECTBAEHMEM MOHUTOPUHra 6esonacHocTu
JIeKApCTBEHHbIX NpPenaparTos
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1. lMpu npoBegeHMM Hay4YHbIX MEPOMPUATUI, WHBIX MEPOMPUATMIA, HamnpaBfiEHHbIX Ha MOBbILIEHNE
NpodeCccnoHanbHOro  YpPoBHS  MEAUUMHCKMX paboTHMKOB WNWM  Ha npefocTaBrneHne CBsI3aHHOM C
OCYLLLECTBMEHMEM MOHUTOPUMHra 6e30MacHOCTM MeKapCTBEHHbIX MpenapatoB WH(OpMaumm, opraHusyembix
opraHusaumsiMn, ykasaHHbiMy B ab3aue nepsom yactu 1 ctatem 67.1 HacToswero ®denepansbHOro 3akoHa, Mx
npeacrasutensaMu u (Mnun) duHaHCUpyembIX 3a CYET CPEeACTB 3TUX OpraHusauum n ux npepcrasutenen,
3anpeLlaeTcs NpenaTCTBOBaTb y4aCTUMIO B YKa3aHHbIX MEPOMNPUSTUSAX UHbIX OpraHM3auunin, KoTopble NPpou3BoasaT
UNM peanusyloT NeKapCTBEHHble npenapaTbl ANS MEeOUUMHCKOTO MPUMEHEHUS CO CXOXUM MEXaHW3MOM
chapmakonorm4eckoro AencTBusi, NMMbo co3gaBaTb OUCKPMMMUHALMOHHBIE YCIOBUSA AMst OOHUX YYaCTHUKOB MO
CPaBHEHMIO C APYTMMM Y4aCTHUKAMM, @ UMEHHO:

1) npepocTaBnATb pPasnMyHOE KOMMYECTBO BPEMEHW AN BbLICTYNIEHUWN YYacCTHWKOB, pasfiMyHble Mo
pasMepy 3aHMMaemMon nnowagn Mecta Ans AeMOHCTpaumMu 06pasuoB NeKkapCTBEHHbIX MpenapaTtoB Ans
MEeOMULMHCKOrO NPUMEHEHUS UMW PeknamHbIX MaTepranoB O feKapCTBEHHbIX npenapartax Ans MeaMuuHCKOro
NMPMMEHEHMST Ha 9KCNO3WUMSAX, CTeHAaX, 3a WCKIIOYEHMEeM CrnyvaeB, €Cnv Takue YCrOBUS 3akpernmneHbl B
cOornalleHnax 3TUX OpraHu3auui, ux npeactaBuTenen o0 (PUHAHCMPOBAHUW YKa3aHHbIX MEPONPUATUA U
0oBycnoBneHbl pasnuMyHbIMK 3aTpaTtaMm Y4aCTHUKOB Ha MX OpraHn3aumio;

2) ycTaHaBnuBaTb pa3Mep B3HOCA AN YY4aCTHWKOB MEPOMPUATUIA, yKasaHHbIX B absaue nepeBoM
HacTosILLeN YacTu, NpeBbIiaoWnin CYMMY 3aTpaT Ha OpraHM3aumio yKasaHHbIX MeponpuaTUii U Bedywui K
HeoBOCHOBAHHOMY OrpaHNYEHUI0 YKCHa UX Y4aCTHUKOB.

2. OpraHusaumu, ykasaHHble B ab3aue nepsom vactu 1 ctatemn 67.1 HacToswero PegepanbHOro 3akoHa,
UX NpeacTaBuTENU, OCYLLECTBISALWMNE OpraHn3auunio n (Mnm) uHaHCMpoBaHUE MepPONPUSATUA, yKa3aHHbIX B
yactn 1 HacTosen ctaTtbk, 06sa3aHbl obecneuvmBaTb OOCTYN K MHoOpmauun o gate, MecTe U BpeMeHu
NpoBeAEeHUs yKa3aHHbIX MepOonpuUaTUA, NiaHax, NporpamMmmax NpoBefeHUs yka3aHHbIX MEPONPUATUIA 1 Temax,
nnaHupyembiX Afs PacCMOTPEHMs, COCTaBE WX YYaCTHMKOB MNyTEM pa3MeELLEeHWss COOTBETCTBYHOLLEN
nHdopmaumMm Ha cBoux oduuManbHbiX canMTax B cetu "MHTepHeT" He nosgHee ABYyX MecsueB A0 Hadana
npoBeAeHUst yKasaHHbIX MEePONPUATUIA.

3. UHdopmauma o npoBegeHWM MeponpusaTUI, yKasaHHbIX B 4acTu 1 HacToswen ctatbl, B CPOK,
YCTaHOBIEHHbIA 4YacTblo 2 HacToslWen cTaTbW, AO/KHA ObiTb HanpaeneHa B dedepanbHbIi  opraH
NCNONHUTENBHOW BNAcTU, OCYLLECTBNALWMIA YHKLUN MO KOHTPOMO N Haa3opy B cdepe 3ApaBoOXpaHeHns,
Ona nocnefyowero pasmeLleHns ee Ha ouunanbHOM canTe 3Toro opraHa B cetu "MIHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOAATE/IbCTBA
POCCUNCKON ®ELEPALIUM NPU OBPALLEHUU NEKAPCTBEHHbIX CPELCTB
M BOSMELLEHUE BPEOA, NPUMUHEHHOIO 340POBbLIO TPAXXAAH
BCNIEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapylweHuMe 3aKoHopgaTenbcTBa Poccuiickon ®Pepgepauum npu
o6paLLeHUn NeKapCTBEHHbIX CPeacTB

1. HapyweHune 3akoHopaTensctBa Poccuiickon ®egepauun npu obpalleHnn nekapCTBEHHbIX CPEACTB
BneYeT 3a cobol 0TBETCTBEHHOCTb B COOTBETCTBUN C 3akoHoAaTenbCcTBOM Poccuiickon ®egepauuu.
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HenpeacTaBneHve UM HeCBOEBPEMEHHOE NpeacTaBneHne nHdopmaumm u (Mnu) 4JOKYMeHTOB nNnbo
NnpeacTaBrieHMe HeaoOCTOBEPHbLIX WHopmauunm un  (Mnu) LOKYMEHTOB, MPefyCMOTPEHHbIX HAaCTOSLLUM
depepanbHbiM  3aKOHOM, CYObLEKTbI OOpalleHUs JNEKapCTBEHHbIX CPEeACTB HEeCyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccuickon degepaumm.

(vacTb 2 BBegeHa ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pe. PeepanbHOro 3akoHa oT
04.06.2018 N 140-d3)

CratbAa 69. BosmeweHue Bpeaa, NPUYMHEHHOrO 3A0POBLIO FPAXKAAH BCAeACTBME NPUMEHEHUA
JIeKapCcTBEHHbIX NpenapaTos
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1. ﬂpowasop,menb JNIeKapCTBEHHOIo npenaparta 00si3aH BO3MECTUTb Bpen, I'IpVI'«-IVIHeHHbIIZ 300p0OBbIO
rpaxgaH scnencrtesmne npuMeHeHund nekapcreseHHoro npenaparta, ecnm goka3aHo, 4YTo:

1) nekapCTBeHHbIV npenapat MNPUMEHANCS MO Ha3HAYeHU0 B COOTBETCTBMM C MHCTPYKUMEN Mo
NPUMEHEHMIO NEKapCTBEHHOro npenapata M MNpUYMHOW Bpeda SBWUMCA BBOA B rpaXaaHCKUM 06opoT
HeaobpoKkayYeCcTBEHHOMO NekapCTBEHHOMO npenapara;

2) Bpeq 340pOBbi0 NMPUYMHEH BCreACTBMUE HeQOCTOBEPHON MHOpMaLMK, coaepKalleics B UHCTPYKLMK
Mo NPYMEHEHUIO NTEKaPCTBEHHOTO Npenapara, 3aaHHOW NPOM3BOAMTENIEM NIEKaPCTBEHHOTO Npenapara.

2. B cny4yae, ecnu Bpen 300pOBbIO FpaXgaH MPUYMHEH BCREACTBUE MPUMEHEHUSI NeKapCTBEHHOro
npenapaTa, NpuLweaLero B HErOAHOCTb B pe3yrbTaTe HapyLUEeHWs NpaBuI XpaHeHWs! NEKAapPCTBEHHLIX CPeacCTB,
npaBui ONTOBOW TOPrOBMW JlEKAapCTBEHHLIMM Mpenapatamu, NpaBui OTMNycKa NeKapCTBEHHbIX MpenapaTos,
npaBui W3roTOBMEHWUS W OTMYyCKa JIEKAapCTBEHHbIX MpenapaToB, BO3MELLEHME Bpeda OCYLIEeCTBMSETCS
COOTBETCTBEHHO OpraHu3aumeln ONTOBOW TOProBnM NeKapCTBEHHbIMU CPeACTBaMMU, anTe4YHOM OpraHu3aumen,
MHAMBUAOYANbHBLIM NpeanpuHUMaTeneM, MMELWMMU NMUEH3NI0 Ha apMaueBTUYECKYD AesTeNnbHOCTb UIn
NMLEH3NI0 Ha MEOWUMHCKYI0 OeATeNnbHOCTb, MEAMUUHCKOW OpraHu3auuern, WMEelWen INULEH3N Ha
dhapmaLeBTMYECKYIO OeATeNbHOCTb (ee 060cobneHHbIM NogpasaeneHnem (ambynaTopven, dpenbawepckiumM 1
denbalwepcKo-akylepCKMM MyHKTaMu, LEHTPOM (oTaeneHnem) obien BpayebHOM (CEMENHOWN) NpakTuku),
pacrnosyioXEHHbIM B CEMbCKOM HaCeNeHHOM [MyHKTe, B KOTOPOM OTCYTCTBYET anteyHasi opraHusauums),
OONMyCTMBLUUMU MpOogaxy Unn OTMNyCK TaKOro NieKapCTBEHHOrO Npenapara.

(B pea. PepepanbHoro 3akoHa oT 25.11.2013 N 317-93)

3. BoawmelleHne Bpega, NPUYUMHEHHOTO 340POBbLI0 rPaXk4aH BCMEACTBME MPUMEHEHMUST NEeKapCTBEHHbIX
npenapaToB U COBEPLLEHNS NPOTMBONPAaBHbIX AEUCTBUN CybbekTaMu obpalleHns nekapCcTBEHHbIX CPeaCTB,
OCYLLEeCTBMNAETCHA B COOTBETCTBUN C 3aKoHOAaTensCcTBOM Poccuiickon degepaumn.

Fnasa 16. 3SAKNIIOMUTE/IbHBIE NONNOXEHUA

Ctatba 70. O NpuU3HaHMKU YTPATUBLLUMM CU/Y OTAENbHbIX 3aKOHOAZATE/NbHbIX aKTOB (NONOXKEeHWid
3aKOHOAATeNbHbIX aKToB) Poccuiickoii Pepepauun

npl/I3HaTb yTpatusiMMmn cuny:

1) ®epepanbHbIn 3akoH OT 22 uioHA 1998 ropga N 86-®3 "O nekapcTBeHHbIX cpeacTtBax” (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauum, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 aHBaps 2000 roga N 5-®3 "O BHeceHWW U3MEHEHUsI 1 OOMOMHEHUN B
depnepanbHbIn 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogaTenscTBa Poccuiickon degepaunm,
2000, N 2, cT. 126);

3) ctatbio 40 depepanbHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-d3 "O BHeceHUN U3MEHEHMUI U
OOMONHEHMN B HeKOoTopble 3akoHodaTenbHble akTbl Poccuiickon ®Pegepaumm B CBA3M C  MPUHATUEM
®egepanbHoro 3akoHa "O nUuUEeH3MpoBaHUK OTAENbHbIX BUAOB AesTenbHocTn" (CobpaHue 3akoHogaTensCcTBa
Poccuiickon ®egepauum, 2003, N 2, cT. 167);

4) ctatbto 31 depepanbHoro 3akoHa oT 30 uioHa 2003 roga N 86-9®3 "O BHeCeHWUM U3MEHEHWU U
OOMOJIHEHMI B HEKOTOpPbIE 3akoHoAaTenbHble akTbl Poccurickon depepaunm, Npu3HaHMM yTpaTUBLLMMU CUNY
OTAenbHbIX 3akoHoAaTenbHbIX akToB Poccuiickon Pegepaunn, npeaocTaBNeHMM OTAENbHbIX rapaHTui
COTPyOHVMKaM OpraHoB BHYTPEHHWX e, OPraHoB MO KOHTPON0 32 0DOPOTOM HapKOTMYECKUX CPeACTB U
MCUXOTPOMHbIX BELLECTB U ynpasgHsemblx denepanbHbiX OpraHoB HAnoroBOW MONMUUMKM B CBA3U C
OCYLLECTBMIEHMEM Mep MO  COBEPLUEHCTBOBAHWK  rocydapcTBeHHoro  ynpaeneHus”  (CobpaHue
3akoHopartenbctBa Poccuiickon ®enepaumu, 2003, N 27, ct. 2700);

5) ctatbto 101 ®epepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHECEHUN N3MEHEHWUI B
3akoHogdaTternbHble akTbl Poccuiickorn degepaumm M NPU3HAHUM  YTPATUBLUMMU  CUMY  HEKOTOPbIX
3aKkoHogaTernbHbIX akTtoB Poccunckon depepaumm B ¢BA3n ¢ npuHATMeM PepepanbHbix 3akoHOB "O BHECEHU
N3MEeHeH 1 gononHeHnn B degepanbHbii 3akoH "O6 0OWMX NpUHUMMNAX OpraHnsaummM 3akoHOAATENbHbIX
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(MpencTtaBUTENBHBLIX) M UCMOMHUTENbHBLIX OpPraHOB TrOCyAapCTBEHHOM Bractun cybbekTtoB Poccuimckon
depepauymmn” n "O6 obmMx NpMHUMNAX opraHM3aumMm MecTHOro camoynpaeneHust B Poccuiickon ®Peagepaummn’
(CobpaHwne 3akoHogaTenscTBa Poccuickon depepaumun, 2004, N 35, ct. 3607);

6) cTaTbio 28 denepanbHoro 3akoHa ot 18 aekabps 2006 roga N 231-d3 "O BBegeHUN B AENCTBME YaCTH
yetBepTon [paxgaHckoro kogekca Poccunckon depepaummn" (CobpaHve 3akoHopaTensctBa Poccuiickon
®epepaumn, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny Hacroswero ®eaepasibHOro 3aKoHa

1. HacTtosilwumin degepanbHbIi 3akoH BCTynaeT B cuny ¢ 1 ceHTabpst 2010 roga.

2. JlekapcTBeHHble CpeAcTBa, 3aperucTpupoBaHHble A0 [AHA BCTYNNEHUS B CUMY HacTosLWEro
depepanbHOro 3akoHa, MOAMEXaT BKIMIOYEHWIO B roCy4apCTBEHHble PeecTpbl NEKapCTBEHHbIX CPEeACTB C
BHECEHMEM YyKa3daHHbIXx B 4Yactm 1 ctatbum 33 HacTosiwero PepepanbHOro 3akoHa cBedeHun o6 aTux
nekapCcTBEHHbIX cpeacTBax 6e3 MpoxoXOeHust BHOBb Npoueaypbl  rOCyAapCTBEHHOW — peructpauuv
neKapCTBEHHbIX NpenapaTos.

3. locynapcTBeHHasi pervcTpaumsi NieKkapCTBEHHbIX MPenapaTtoB, 3a MWCKIHYEHUEM FeKapCTBEHHbIX
npenapatoB Ans MEAMLMHCKOrO MNPUMEHEHUs, NPEACTaBEHHbIX Ha YKa3aHHyl pernctpauuio A0 [HS
BCTYNneHuss B cuny Hactosiwero PepepanbHOro 3akoHa, OCYLLIECTBMSIETCA B COOTBETCTBUMM C HaCTOSALMM
®epepanbHbIM 3aKOHOM Ha OCHOBaHWW JOKYMEHTOB W AaHHbIX, NPEACTaBIEHHbIX 4O OHSA BCTYNNEHUS B CUny
HacTosiwero ®PefepansHOro 3akoHa.

(8 pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-$3)

3.1. TocynapcTBeHHasi permcTpauusi nekapCcTBeHHbIX MNpenapaToB AN MeAMUMHCKOro MpUMEHEHMs,
npeacTaBneHHbIX Ha roCyAapCTBEHHYIO perncTpaumio 4o AHS BCTYNMEHUs B cuny Hactoswero degepansHoro
3aKOHa, W roCcydapCTBEHHas perncrpaums NekapCTBEeHHbIX MpenapaToB ANA MeAULMHCKOro MpUMEHeHUs,
NpeacTaBreHHbIX Ha SKCNepTU3y feKapCTBEHHbIX CpeacTB [0 [AHA BCTYMNSIEHUs B CWUy HacTosLLero
PepgepanbHOro 3akoHa B LUenax UX rnocregylowen rocyqapCTBEHHOW perncrpaumu, OCYLeCcTBNATCA Ha
OCHOBaHUM JOKYMEHTOB M AaHHbIX, MPeACTaBfeHHbIX A0 OHS BCTYMMeHUs B cuny HacToswero degepanbHoro
3aKOHa, a Takxke 3asBMeHns O rocygapCTBEHHON perncTpaumm iekapcTBEHHOro npenaparTa, NpeAcTaBieHHOro
NPOVN3BOAUTENEM NEKAPCTBEHHbIX NPenapaToB UK YNOMHOMOYEHHbIM UM NIULLOM B COOTBETCTBUM C HACTOSALLMM
PenepanbHbIM 3aKOHOM B YMOSTHOMOYEHHbIN hefeparnbHbI opraH ucnonHuTensHom Brnactn go 1 maprta 2011
roga, 6e3 TpeboBaHuWs ynnaTbl rOCYy4ApCTBEHHOW MOLWUSUHBI, NPEeayCMOTPEHHOW 3aKOHO4ATENbCTBOM
Poccuickon ®egepauun o Hanorax n cbopax.

(vactb 3.1 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MNoaTBEpXKAEHME rocygapCTBEHHOW peructpauumn nekapcTBeHHbIX npenapatoB Ans MegULUHCKOro
NpUMeEHeHUs, NpeacTaBneHHbIX ANA NOATBEPXAEHUS rocyadapCTBEHHOW peructpauum o AHS BCTYMNNEHUs B
cuny Hactosiwero ®efepanbHOro 3akoHa, U NOATBEPXAEHUE roCyJapCTBEHHOW perncTpauumn nekapcTBeHHbIX
npenapaToB ANs MeAULMHCKOro NpUMeHeHus, NpeacTaBrieHHbIX Ha 9KCNepTU3y nekapcTBEHHbIX CpeacTB A0
OHS BCTyNneHus B cuny Hacrtoswero defepanbHOro 3akoHa B Lensx nocrneyrowero NoATBepXAeHUA ux
rocy4apCTBEHHOW perucrpaumm, OCyLLeCTBASTCA HA OCHOBAHUM AOKYMEHTOB U AAHHbIX, MPEeACTaBMEHHbIX OO
OHA BCTynneHus B cuny Hactosdwero ®degepanbHOro 3akoHa, a Takke 3asiBNEeHUs O MOATBEPXKAEHUU
rocyqapCTBEHHOW  perncTpauun  fekapCTBEHHOro  npernaparta, NpeacTaBfieHHOro  Npou3BoAuTENEM
NeKapCTBEHHbIX NMpenapaToB UMM YMONIHOMOYEHHBIM UM FIMLIOM B COOTBETCTBMM C HacTosiwum PenepanbHbiM
3aKOHOM B YMOMHOMOYEHHbIN dedepanbHbii opraH ucnonHutensHon Bnactm go 1 mapta 2011 roga, 6e3
TpeboBaHus ynnaTbl rOCYAApPCTBEHHOW MOLWNUHBI, MNPEAYCMOTPEHHON 3akoHodaTensCcTBoM Poccuiickon
depnepaumu o Hanorax u cbopax.

(vacTb 3.2 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. lNpuHATHE pelleHns O BHECEHUM U3MEHEHW B OOKYMEHTbl, coAepxalimecs B pernctpauuoHHOM
0OoCbe Ha 3aperucTpuvpoBaHHbIM  MNEKapCTBEHHbIM npenapat Ansg  MeOWUMHCKOro  NPUMEHEHUs W
npeacTaBreHHble 00 OHSA BCTYMNeHWs B cuny Hactoswero ®egepanbHOro 3akoHa, U NPUHATUE peLleHus O
BHECEHUU N3MEHEHUN B [AOKYMEHTbI, coepXalleecss B PerucTpaumMoHHOM [OCbe Ha 3apermcTpupoBaHHbLIN
nekapcTBeHHbIN Npenapar Ana MeanLMHCKOro NpUMEHEHUSA U NpeacTaBeHHbIe Ha 9KCNepTu3y nekapcTBEHHbIX
CpeacTB A0 AHSA BCTYMNEeHus B cuny HacToswero ®egepanbHOro 3akoHa, OCYLLECTBASIOTCS Ha OCHOBaHUU
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OOKYMEHTOB U AaHHbIX, NPeACTaBeHHbIX OO OHS BCTYNfeHusa B cuny Hactoswero ®egepanbHOro 3akoHa, a
TakKe 3asiBNEHVMs] O BHECEHWW M3MEHEHWN B OOKYMEHTbI, cogepXalmecs B pPerncrpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbIN  NIEKApPCTBEHHbIM npenapat Ans  MeAUUMHCKOro NpUMEHEHUs, npeacTaBreHHOoro
npovsBoauTenem nekapcTBeHHbIX NpenapaTos UMK YNOMHOMOYEHHbLIM UM NLLOM B COOTBETCTBMM C HACTOSALLIUM
depepanbHbIM 3aKOHOM B YNONTHOMOYEHHBIN dheaepanbHbIf opraH NCNonHUTeNbHOW Bnactn ao 1 mapta 2011
roga, ©6e3 TpeboBaHuA ynnaTbl rOCYQApPCTBEHHOW MNOLWMWHBLI, MPEeAYyCMOTPEHHOW 3aKOHOAAaTeNbCTBOM
Poccuiickon ®epepaumm o Hanorax n cbopax.
(vacTb 3.3 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Boljaya paspeLueHuin Ha NnpoBeaeHNe KNMHUYECKUX NCCNeaoBaHuUin NeKapCTBEHHbIX NpenapaTos Ans
MEOULMHCKOTO MPUMEHEHUS MO 3asiBNEeHVsM, MNOAaHHbIM OO0 [JHA BCTYMfIEHUA B CWUy HacTOSLLEro
denepanbHOro 3akoHa, a Takke MO 3asBMEHUSM, MOAAHHLIM MOCMe OHSA BCTYNIIEHWS B CUITY HaCTOSILLErO
denepanbHOro 3akoHa Ha OCHOBaHMM 3KCNEPTU3, MPOBEAEHHbIX A0 OHA BCTYMNEHMS B CUNY HACToALLEero
defepanbHOro 3akoHa, OCYLLECTBISIETCS B COOTBETCTBUM C HacToAw MM PeaepanbHbIM 3aKOHOM Ha OCHOBaHMK
OOKYMEHTOB W [aHHbIX, MPEACTaBMEHHbIX WKW MOMYYEHHbIX A0 AHS BCTYMMEHWS B CUMY HAcTOsLLEro
depepanbHOro 3akoHa, a Takke Ha OCHOBaHMM KOMWMM NpeABapuUTENbBHOrO AoroBopa 06s3aTensHOro
CTPaxOBaHUSA XW3HW, 340POBbsl MALMEHTOB, Y4acCTBYIOLMX B KIMHUYECKOM WUCCNEAOBaHUN NEeKapCTBEHHOro
npenapaTta AN MeOULMHCKOrO NPUMEHEHWUS, UNu KONMUM AoroBopa ob6A3aTenbHOro CTPaxOBaHUSA JKU3HWU,
3[0pOBbsi NAUMEHTOB, YYaCTBYIOLINX B KIUHWYECKOM MWCCNEAOBaHWMM JeKapCTBEHHOrO Mpenapata Ans
MEeOULMHCKOrO NpuUMeHeHusi, nubo npencTaBneHHOM Konum JoroBopa o06s13aTenbHOro  CTpaxoBaHu4,
3aKMYEHHOTO B COOTBETCTBMM C TUMOBBIMM MNpaBunamu 00A3aTENbHOrO CTPaxoBaHUA, C yKa3aHMeM
npenenbHon YUCNEHHOCTU NAaUMEHTOB, YYacTBYKLUMX B KIMHWYECKOM WCCNEeAOBaHWM NEKApPCTBEHHOIO
npenapata And MeOWUMHCKOrO MNpUMeEHeHus, 0e3 TpeboBaHMsA ynnaTbl rOCy4apCTBEHHOW MOLUMUHBI,
npeaycMOTPEHHON 3akoHoaaTenbCcTBOM Poccuiickon ®egepauun o Hanorax n cbopax.

(vacTb 3.4 B peq. denepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpupoBaHHble B WHOCTPAHHOW BanTe [0 [HS BCTYMMEHUSS B CUIY HacCTOALLEro
denepanbHOro 3akoHa npegernbHble OTMYCKHbIE LieHbl MHOCTPaHHbIX MPOU3BOAUTENEN Ha NeKapCTBEHHbIe
npenapaTtbl, BKIIIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLINX NeKapCTBEHHbIX MpenapaTos,
noanexart nepecyeTy B pybnu no kypcy LleHTpanbHoro 6GaHka Poccuiickon ®epepaumn Ha aaty,
ycTaHoBneHHyto [paBuTtenbctBom Poccuiickon ®epepaumn, 6e3 npeacTtaBneHUs 3asiBNEHUSI O MNepecyeTe
LieHbl C BHECEHMEM COOTBETCTBYIOLUMX U3MEHEHWUIA B rOCYAapCTBEHHBIN peecTp npeaenbHbIX OTMYCKHbIX LieH
NPOM3BOAMTENEN Ha IeKapCTBEHHble MNpenapaTbl, BKMOYEHHbIE B MNepeyYeHb XU3HEHHO HeobXoauMbIX W
BaKHEWLLUX NeKapCTBEHHbIX Npenaparos.

(vactb 3.5 BBegeHa PepepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHbie 0O OHS BCTYMNMeHus B cuny HacToswero PegepanbHOro 3akoHa npegenbHble
OTNYCKHbIE L€Hbl POCCUMCKUX NPOU3BOAMTENEN Ha IeKapCTBEHHbIE MpenapaTbl, BKIOYEHHbIE B MepevYeHb
XN3HEHHO HEOBOXOAMMbIX N BaXKHENLLMX NTEKapCTBEHHbIX NpenapaTos, nognexart nHgekcauum ¢ 1 Hosbpsa 2010
roga Ucxoas 13 NporHo3vpyemoro ypoBHS MHAMALNMK, ycTaHoBreHHoro ®efeparnbHbiM 3aKOHOM OT 2 Aekabpsi
2009 roga N 308-®3 "O cdeanepansHom btogxeTe Ha 2010 rog u Ha nnaHoBbIn nepuog 2011 n 2012 rogos” Ha
2011 roga.

(vacTb 3.6 BBegeHa depepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.7. MNocne 1 mapta 2011 roga He gonyckalTCcs NPouM3BOACTBO U BBO3 B Poccuiickyito ®enepaunto
neKapCTBEHHbIX NMPenapaToB B yNakoBKax C MapKUPOBKOW, KOTopas Obina HaHeceHa A0 OHS BCTYMNEHNUS B CUIy
HacTosiwero PenepanbHOro 3akoHa. 1o ucteyeHnn ykasaHHOro Cpoka AaHHble NeKapCTBEHHbIe nmpenaparhbl
MOTyT OTMNyCKaTbCH, peann3oBbiBaTbCH, NepeaaBaTbCs U NPUMEHATBCA OO NCTEYEHUS UX CPOKa rogHOCTN.

(B pea. PegepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-®3)

4. Co pgHa BCTynneHus B cuny Hacrtosiwero depepanbHoro 3akoHa M no 30 anpena 2011 roga
BKITHOYMTENBHO [OOMYCKAETCS NPOBEAEHME IKCMEPTU3bl NEKAapPCTBEHHLIX CPEACTB 3JKCMEpTamMy 3KCMEPTHOrO
yyYpexaeHus 40 NPOXOXKAEHUS UMK aTTecTaumm B NOpsaKe, yCTaHOBNIEHHOM YNOMHOMOYEHHBIM dheepanbHbIM
OpraHoM UCMOJTHUTENbLHOWM BNacTu.

5. Co gHsa BcTynneHus B cuny Hactosiwero degepanbHoro 3akoHa u no 31 pekabps 2013 ropa
BKIMIOYMTENBHO OCYLLECTBISIETCA Mepexod K MpOU3BOACTBY IEKAPCTBEHHbLIX CpeacTB B COOTBETCTBMM C
npasunamMmn opraHmu3aunm npom3BoAcTBa U KOHTPOSA KavyeCTBa JieKapCTBEeHHbIX CpeacTB, YKa3daHHbIMU B HYacTuU
1 ctatbm 45 Hactoswero deaepanbHOro 3akoHa, B MofiHOM obbeme. Cpoku nepexoga Mpou3BOACTBA
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rfiekapCTBEHHbIX CPeACTB K MX NPOM3BOACTBY B COOTBETCTBMN C KOHKPETHbIMU TpeboBaHUSAMM AaHHbIX NpaBwn,
BK/OYAs CPOKM aTTecTauum YnorIHOMOYEHHbIX UL, yKasaHHbIX B 4acTax 6 m 7 crtatbum 45 Hactoswero
®epepanbHOro 3akoHa, yctaHasnusatotcd [pasuTtensctBoMm Poccuickon Pegepaumm.

6. JluueH3nn Ha Npon3BOACTBO SIeKapCTBEHHbLIX CPEACTB, BblaaHHble 4o 1 aHBapsa 2014 roga, 4eACTBYHOT
nocne 1 aHBaps 2014 roga OO UCTeYeHMs CpoKa WX AEWUCTBMSA MpU YCNOBUM COOTBETCTBUS NULEH3MaTa
npasunamM opraHv3auum Npou3BOACTBA N KOHTPOIS Ka4yeCTBa NeKapCTBEHHbIX CPeACTB, YKa3aHHbIM B YacTu 1
cTaTtbu 45 HacTosilwero PegepanbHOro 3akoHa.

7. ®opMupoBaHne rocygapCTBEHHOroO 3afaHus Ha NpoBedeHVe 9KCMEePTU3bl NeKapCTBEHHbIX CPeacTB
heaepanbHOMY roCcyAapCTBEHHOMY BIOKETHOMY YUPEXAEHMIO N0 NPOBEAEHMWIO SKCNEPTU3bl NNEKAPCTBEHHbLIX
cpeactBs M uHaHcoBoe obecneyeHue BbIMOMHEHUS 3STOr0 3ajaHUs  OCYLLECTBRSOTCA B nopsiake,
ycTaHoBneHHoM PefepanbHbiM 3akoHOM 0T 12 saHBaps 1996 roga N 7-®3 "O HekomMmepuyecknx opraHusaumsax”.

(vacTb 7 BBegeHa PegepanbHbiv 3akoHOM OT 29.11.2010 N 313-$3)

MpesunageHT
Poccuickon ®egepaumu
O.MEOBE[LEB
Mocksa, Kpemrnb
12 anpens 2010 roga N 61-93
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