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POCCUNCKAA ®EQEPALIMA
®EOEPANbHbINA 3AKOH
OB OBPALLUEHUU NEKAPCTBEHHbIX CPEACTB

MpuHar
MocynapcTeeHHoOM [dymon
24 mapTta 2010 roga

OpobpeH
CoseTtom depepaumm
31 mapTta 2010 roga

CnM1COK M3MEHSIIOLLINX OOKYMEHTOB
(B peq. PepepanbHbix 3akoHOB OT 27.07.2010 N 192-93,
ot 11.10.2010 N 271-93, 07 29.11.2010 N 313-93,
oT 06.12.2011 N 409-93, ot 25.06.2012 N 93-93,
oT 25.12.2012 N 262-93, ot 02.07.2013 N 185-93,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-93,
oT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03,
ot 08.03.2015 N 34-93, o1 29.06.2015 N 160-93,
oT 13.07.2015 N 233-93, o1 13.07.2015 N 241-93)

Magea 1. OGLUWME NMNOJIOXKEHUA
Cratbs 1. MNpeameT perynupoBaHusi HacTosilero PegepansHoOro 3akoHa

1. Hactoawwmn ®denepanbHbIn 3aKOH perynvpyeT OTHOLLEHMS, BO3HMKalllMe B CBA3M C obpalleHnem -
paspaboTkon,  OOKNUHUYECKUMU  WUCCMNEAOBaHUAMY,  KIUHUYECKMMW  UCCMEeAOBaHUAMM,  3KCMepTU3on,
rocyojapCTBEHHOW peructpauuen, cO CcTaHgapTusaumerr UM C  KOHTPOMEeM KayecTBa, NPOW3BOACTBOM,
W3roTOBIMEHNEM, XpaHeHueM, nepeBo3kowW, BBO3OM B Poccunckyio ®denepaumio, BbIBO30OM K3 Poccuinckon
depepauuun, peknamomn, OTNYCKOM, peanusauven, nepepaden, NpUMEHEHUEM, YHUYTOXEHUEM IeKapCTBEHHbIX
cpeacTs.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactoswun depepanbHbii 3akOH yCTaHaBNMBAET MPUOPUTET TOCYAAPCTBEHHOIO pPerynvpoBaHust
BesonacHocTu, kayecTBa U 9PPEKTMBHOCTUN NIEKAPCTBEHHbBIX CPEeACTB MpU NX obpalleHun.

(B pen. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Crepa npumMmeHeHus HacToswero PenepanbHOro 3akoHa

Hactoswun ®epepanbHbli  3aKOH  MNPUMEHSAETCA K OTHOLIEHMSIM, BO3HMKAKLWMM npu  obpalieHun
nekapcTBeHHbIX CpeacTB Ha Tepputopun Poccunckon ®epepaunn.

CrtaTtba 3. 3akoHopaTenbCcTBO 06 0bpalleHnn nekapcTBEHHbIX CPeacTs

1. 3akoHopaTenbCcTBO 00 OOpalleHnM NeKapCTBEHHbIX CPedcTB COCTOMT M3 Hactoswero degepanbHOro
3aKoHa, ApYyrmMx deaepanbHbIX 3aKOHOB M MHbIX HOPMATUBHLIX MPaBOBbIX akToB Poccuiickon deagepaumm.

1.1. 3akoHogaTenbCcTBO 00 OOpalleHWn neKapCTBEHHbIX CPEACTB B OTHOLUIEHWMM HOPUONYECKUX IUL U
WHOMBUAOYyanbHbIX MpeanpuHUMaTtenen, OCYWEeCTBASIWNX AeATeNnbHOCTb Ha TeppuTopyMuM  MeXOyHapOA4HOro
MEOULMHCKOTO Krnactepa, NPUMEHSETCS C y4eTOM OCOBGEHHOCTEeN, yCTaHoBMeHHbIXx PegepanbHbiM 3akoHom "O
MEeXOyHapoOHOM MEeOWUUHCKOM KracTepe WM BHECEHUM W3MEHEHWW B OTAenbHble 3aKoHoAaTemnbHble aKTbl
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Poccunckon ®epepaunn’.
(vactb 1.1 BBegeHa depgepanbHbiM 3akoHOM oT 29.06.2015 N 160-93)

2. [HenctBme Hactoswero ®denepanbHOro 3akoHa pacnpoCcTpaHsieTcs Ha obpalleHne HapKOTUYECKUX
NeKapCTBEHHbIX CPEeACTB M MCUXOTPOMHbIX NEKAPCTBEHHbIX CPeACTB C y4eTOM OCOBEHHOCTEN, YCTaHOBMEHHbIX
3akoHopartenbcTtBom Poccuiickon degepaunmnm 0 HapKOTUYECKUX CpedcTBax, MCUXOTPOMHbIX BewecTBax U o6 mx
npekypcopax.

3. Henctene HacTosLero degepanbHoOro 3aKkoHa pacnpocTpaHsieTcs Ha obpalueHne
pagmodapmanleBTUYHECKMX NeKapCTBEHHbIX cpeacTts c y4yeToMm ocobeHHocTen, YCTaHOBMEHHbIX
3akoHopartenscTBom Poccuiickon Pegepaunmn B obnactn obecnevyeHms pagnaunoHHon 6e30nacHoOCTM.

4. Ecnn mexpgyHapogHbiM goroBopoM Poccuiickon depepauumn yCcTaHOBIEHbI WMHbIE MpaBwuna, 4Yem Te,
KOTOpble MNpPeaycMOTpeHbl HacToawmM ®degeparnbHbIM  3aKOHOM, MPUMMEHSIOTCS NpaBuna  MeXayHapogHoro
goroeopa.

5. B Poccunckon ®egepaumm B COOTBETCTBUN C MeEXAYHApPOOHbIMU goroBopamu Poccuiickon depepaumm m
(M) Ha ocHoBe MpUHLUMNA B3aUMHOCTM MPU3HAKOTCS pe3yrnbTaTbl KITMHUYECKUX UCCHELOBAHUA NEKapCTBEHHbIX
npenapaToB ANg MEOULMHCKOrO NPUMEHEHUs, MPOBEAEHHLIX 3a Npegenamm Tepputopum Poccunckon ®egepaumn.

CtaTbs 4. OCHOBHblE NOHATUSA, ncnosb3dyemMble B HAaCTOALLEM CDep,epaanOM 3aKoHe

Ona uenen HacToswero ®eaepanbHOro 3akOHa UCMONb3YOTCS CneayoLLMe OCHOBHbIE MOHATUS:

1) nekapCTBeHHble cpeacTBa - BellecTBa WUNM MX KOMOBUHaAUMW, BCTynawlue B KOHTAKT C OpraHvM3MoMm
YyenoBeka WIn XXMBOTHOMO, MPOHMKAOLWME B OpraHbl, TKAHW OpraHM3ma 4YerioBeka WU XXMBOTHOrO, NPUMEHSEMbIE
Ons NpoUakTMkK, AMArHOCTUKM (3@ WUCKITFOYEHMEM BELLECTB WM UX KOMOWMHAaLUMIA, He KOHTaKTUPYKLWMX C
OpraHM3MoM YerioBeKa WM  >KMBOTHOIO), JeyeHns 3aboneBaHusi, peabunutaumm, AN  COXpaHeHMs,
npeaoTBpaLLEHNsT UK NpepbiBaHNs 6epeMEHHOCTM M NOJSTyYEHHbIE U3 KPOBW, Mia3Mbl KPOBW, U3 OpraHoOB, TKaHen
opraHuamMa 4erioBeka WM >XUBOTHOMO, pacTEeHWA, MWHEpanoB MeTOAaMW CUHTe3a WM C NPUMEHEHUEM
Ouonorudecknx TexHomnormn. K nekapcTBEHHbIM CpeacTBamM OTHOCSTCS papMaueBTUYecKMe cyocTaHumm wu
NeKapCcTBEHHbIE NpenapaTbl;

2) dapmaueBTMYeckad cybCcTaHUMst - neKkapCcTBEHHOe CpeacTBO B BuAE OAHOMO UMW HECKOMbKUX
obnagatowux apMakonormyeckon axkTMBHOCTbIO [OENCTBYIOLIMX BeELLEeCTB BHE 3aBUCMMOCTW OT NpuMpoAbl
NPOUCXOXAEHNS, KOTOpPOE npeaHas3Ha4yeHo AN MNPOU3BOACTBA, W3rOTOBNEHUSI NEKAPCTBEHHLIX MpenapatoB U
onpegenset nx adhPeKTUBHOCTb;

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

3) BcnomoraTternbHble BeLleCTBa - BelleCTBa HEOPraHW4eCKOro WM OpraHMYecKoro MpPOUCXOXOEHUS,
ucnonb3yemble B MpoLecce MNpOM3BOACTBA, M3rOTOBMEHMSI JIEKAPCTBEHHbIX MNpenapaTtoB Ans NpuaaHns 1M
HeobxoanuMbIX PU3NKO-XMMUYECKNX CBONCTB;

4) nekapCTBEHHbIE MpernapaTtbl - IeKapCTBEHHbIE CPeaCcTBa B BMAE JNEKAPCTBEHHbIX POPM, MPUMEHSIEMbIE
Ons npodonnakTuKnN, OUarHOCTUKK, NeveHust 3aborneBaHusi, peabunurtauum, Onsg COXpaHeHusi, nNpeaoTBpaLleHust
Unun npepbiBaHnsi 6epeMeHHOCTH;

5) nekapctBeHHas ¢opma - COCTOSIHME FeKapCTBEHHOro mnpenapara, COOTBETCTByHLee crnocobam ero
BBEAEHUSA N NpuMeHeHust n obecneumnsatoLlee JOCTUKEHNE HeobxoamMmoro ne4yedbHoro addekTa;

5.1) posupoBka - cogepxaHue OOHOIO0 WM HECKOSbKUX [OEWCTBYIOLLMX BeLecTB B KOMNUYECTBEHHOM
BblpaX€HUN Ha eauHuLy [03bl, UM eauHuly obbema, UnuM eauHULY MacCbl B COOTBETCTBUM C NeKapCTBEHHOM
dopmon NMnbo Ans HEKOTOPbLIX BMAOOB NEKapCTBEHHbLIX (POPM KONMMYECTBO BbICBOOOXOAEMOro M3 nekapCcTBEHHOMN
dopMbl AENCTBYIOLLIETO BeLeCTBa 3a eQUHULYY BPEMEH!;

(n. 5.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

6) nepeyvyeHb >KMIHEHHO HEOOXOAMMBIX W BaXXHEWLIMX JEKapCTBEHHbIX MpenapaTtoB - €XerogHo
yTBepxpaembin  [MpaButenbctBom Poccunckon ®Pegepaumm nepedeHb JIEKAPCTBEHHbIX MpenapaTtoB  Ansi
MELMLMHCKOrO MNPUMEHEHMUs, obecrnedMBarolnX MNPUOPUTETHBIE MOTPEOHOCTU 3O0pPaBOOXPaHEHUS B LEensax
npodounakTukMn n nedyeHust 3aboneBaHuit, B TOM uucrie npeobnagawwmux B CTPykType 3aboneBaemMocT B
Poccunckon ®epepauum;

6.1) opdaHHble IneKapCTBEHHble MpenapaTtbl - JlekapCTBEHHble MpenapaTtbl, nNpeaHa3Ha4YeHHble
UCKNIOYNTENbHO ANS OMArHOCTUKM UMW NaTOreHeTUYeCcKoro nevyeHus (neyvyeHus, HanpaBneHHOro Ha MexaHu3Mm
pa3BuTUA 3aboneBaHus) peakux (opdaHHbIxX) 3abonesaHuin;

(n. 6.1 BBeaeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

6.2) 6buonornyeckne nekapcTBeHHble MpenapaTtbl - NeKkapcTBEHHble npenapaThl, JeNCTBYoLlee BeLlecTBO
KOTOPbIX MPOU3BEAEHO UMK BbIAENEHO M3 BMONMOrMYECKOro UCTOMHMKA U Onsl onpeaerieHns CBOMCTB U KayecTBa
KOTOpbIX HeobxoaMma KoMOMHaumMs OMOMOrnm4yecknx u  U3INKO-XMMmMYecknx meTtogoB. K Buonorndeckum
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NeKapCTBEHHbIM MpernapaTam OTHOCATCS MMMYHOOMONOrMYEecKMe JeKapCTBEHHbIe Mpenaparhbl, JIEKAapCTBEHHbIE
npenapaTbl, NOMYy4YEeHHbIE U3 KPOBW, Mia3Mbl KPOBU YENOBEKA WM XUBOTHLIX (3a WCKIMIOYEHMEM LIENIbHOW KPOBM),
OroTexHonorn4Yeckme nekapcTBeHHbIE NpenapaTthbl, FreHoTepaneBTUYECKUE NIEKapCTBEHHbIE Npenaparhbl;

(n. 6.2 BBeaeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

7) uMmmyHobuonornyeckme nekapcTBeHHble npenapaTbl - NeKkapcTBeHHble npenapaTtbl, npeaHa3HayYeHHble
ans opMMpoBaHMS akTUBHOrO WNU MAcCUBHOMO MMMYHUTETa NMBO AWArHOCTUKM Hanuuus UMMyHUTeTa unu
OMarHoCTuKM cneumduyeckoro npuobpeTeHHoro U3MeHeHNs MMMYHONOrM4YecKoro OTBeTa Ha anneprusmpyroLime
BellecTBa. K nmmMmyHoburonornyecknm nekapcTBeHHbIM npenapaTtam OTHOCATCS BaKLMHbI, aHAaTOKCUHbI, TOKCUHbI,
CbIBOPOTKU, UMMYHOTrMOBYNUHBbI 1 annepreHsbl;

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

7.1) OMOTEXHONOrMYecKMe neKapCTBEHHbIE MpenapaTtbl - JleKapCTBEHHblE MpenapaTtbl, NPOU3BOACTBO
KOTOPbIX OCYLLECTBIISAETCA C MUCMONb30BaHMEM BGMOTEXHOMOMMYECKMX MPOLEccoB U MeTogoB (B ToMm uucne [OHK-
PEKOMOMHAHTHOM TEXHOSIOMUKN, TEXHOMOTMU KOHTPOJIMPYEMOW 3KCMPECCUN TEHOB, KOOUPYHOLUMX Ouonorndecku
aKTMBHble Oernku B MpoKapuvoTax U aykapuoTax, BKIoYas M3MEHEHHbIe KINETKUM MITEKOMUTAaLWmX), rmépuaoMHOro
MeTo4a U MeToAa MOHOKIOHAsbHbIX aHTUTEN;

(n. 7.1 BBegeH ®epepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

7.2) reHOTepaneBTUYECKME MNEKapCTBEHHbIE npenapaThl - NleKapCTBEHHbIE npenapaTbl, hapMaLeBTuyeckas
cybCTaHUUA KOTOPbIX ABMSETCA PEKOMOUHAHTHOW HYKNEMHOBOW KUCMOTON UMW BKMOYaeT B cebst peKkOMOMHaHTHYIO
HYKNEWHOBYIKO KUCMOTY, MO3BOMSIOLLYI0 OCYLLECTBMAATbL perynupoBaHuWe, penapauuto, 3ameHy, aobasneHue unu
yAaneHue reHeTU4eCcKkon nocrefoBaTensHOCTY;

(n. 7.2 BBegeH ®epepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

8) HapKoTMYecKne nekapCTBEHHble CcpeAcTBa - JIEKApPCTBEHHble npenapaTtel M apmaueBTU4eckme
cybcTaHuun, cogepkaliMe HapKOTUYECKME CpencTBa M BKIOYEHHble B [lepeyeHb HApPKOTUYECKMX CPEeAcCTB,
NMCUXOTPOMHBIX BELLECTB U X NMPEKYPCOPOB, NoAexallux KoHTponto B Poccuiickonn ®enepaumm, B COOTBETCTBUN C
3akoHopatenbcTBoM Poccunckon depepauumn, mexayHapodHbiMu goroBopamu Poccuiickon ®epepaunn, B TOM
yncne EgmMHoM koHBeHLMEN O HapKoTUYeckux cpeacteax 1961 roga;

9) nNCMXOTPOMHbIE JEKAPCTBEHHbIE CPEACTBA - JIEKAapCTBEHHble npenapaTtbl U hapMaueBTU4eckme
cybcTaHuuKn, coaepxalime NCUXOTPOMHblE BeLLecTBa U BKMOYEHHble B [lepedyeHb HapKOTUYECKUX CPeacTs,
NCUXOTPOMHBIX BELLECTB U UX NMPEKYPCOPOB, Noanexaliunx KoHTponto B Poccuiickon ®enepaunm, B COOTBETCTBUN C
3akoHopaTtenbcTBOoM Poccunckon depepauuun, mexayHapoaHeiMu goroBopamu Poccuiickon ®epepaunn, B TOM
yncne KoHBeHuUMel 0 NCMXOTPONHbIX BewecTBax 1971 roaa;

10) pagmodapmaLeBTUYECKME NeKapCTBEHHbIE CPeACTBa - NeKapCTBEHHbIE CPEACTBA, KOTOpble coaepxaT B
roTOBOM AN MWCMONb30BaHUA opMe OAMH PaaWOHYKNUA WM HECKOMbKO PafVOHYKNUAOB (pagvoOakTUBHbIX
N30TOMNOB);

11) pedepeHTHbI NEKapCTBEHHbIA Mpenapat - JIeKapCTBEHHbLIM npenapaT, KOTOpbIA  BrepBble
3aperncTpmpoBaH B Poccuiickon depepaumm, ka4yectBo, appekTMBHOCTL M 6€30NacHOCTb KOTOPOro AoKa3aHbl Ha
OCHOBaHMM pe3ynbTaToB AOKIIMHUYECKMX UCCIEAOBaHUN NEKapCTBEHHbLIX CPEACTB M KITMHUYECKMX UccnenoBaHun
NeKapCTBEHHLIX MpenapaToB, NPOBEAEHHbIX B COOTBETCTBUMN C TpeboBaHMAMM YacTer 6 u 7 ctatbu 18 HacTosLero
depepanbHOro 3akoHa B OTHOLUEHUW JIEKAPCTBEHHbLIX CPEACTB ANst MEOMLMHCKOrO MpUMeHeHuss nmbo B
cooTBeTCTBMM C TpeboBaHuaMM cTatbn 12 HacTosdwlero dPenepanbHOro 3akoHa B OTHOLLUEHUU NEKapCTBEHHbIX
CpeAcTB AN BEeTepUMHApPHOro MNpYMEHEHUS, U KOTOPbIA WCMOMNb3YeTCs ANA OUEHKM OGUOIKBMBANEHTHOCTU Unu
TepaneBTMYECKOW 9SKBMBANEHTHOCTU, KavecTBa, 3(PPeKTMBHOCTM W 6E30MacHOCTU BOCMPOU3BEOEHHOrO UMK
BuoaHanorosoro (6nonogobHOro) nekapcTBEHHOro Npenapara;

(B peq. ®enepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

12) BocnponsBeaeHHbIV NeKapCTBEHHbIM NpenapaT - NekapCTBEHHbIN NpenapaT, KOTOpblA UMEET Takon Xe
Ka4yeCTBEHHbIN COCTaB N KOSIMYECTBEHHbIN COCTaB AENCTBYHOLLMX BELLEeCTB B TaKOMW Xe fiekapCTBEeHHOW dhopme, YTO
N pedepPeHTHbIN NeKapCTBEHHbIN npenapaTt, U OMO3KBMBANEHTHOCTb WM TepaneBTUYeckasi SKBMBANEHTHOCTb
KOTOporo pechepeHTHOMY flekapCTBEHHOMY NpenapaTy NoaTBEPXKAEHA COOTBETCTBYIOLLMMUN UCCNEOOBaAHUSMMU;

(n. 12 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

12.1) TepaneBTUYECKas IKBMBANIEHTHOCTb - LOCTWKEHUE KIMHUYECKU COMOCTAaBMMOrO TepaneBTUYECKOro
adhdpeKkTa Npu NPUMEHEHUN NeKapCTBEHHbLIX MpenapaTtoB A8 MeOULMHCKOrO MPUMEHEeHUs s OAHOW U TOW Xe
rpynmnbl 60MbHbBIX MO OAHMM U TEM Xe NoKa3aHUAM K NPUMEHEHUIO;

(n. 12.1 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.2) 6wuoaHanoroBbin (6nonodobHLIN) nekapCTBeHHbIW npenapat (6woananor) - 6uonornyeckun
nekapcTBEHHbIN NpenapaT, CXOXUN NO napameTpaM KavyecTBa, 3hdPEeKTUBHOCTU 1 Be3onacHOCTU C pedepeHTHbIM
BuonorMyeckMMm nekapcTBEHHbIM MpenapaTtoM B TakoW Xe NekapCTBEHHOW (opMe U UMEHLMA WUOEHTUYHbIN
cnocob BBeOEHUS;
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(n. 12.2 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

12.3) B3aMMO3aMeHsIEMbI JIEKAPCTBEHHbIA Mpenapat - JIeKapCTBEHHbIA Mpenapar C [AOKa3aHHOM
TepaneBTUYECKOWN IKBMBANEHTHOCTbIO UM GUMO3KBUBANIEHTHOCTBIO B OTHOLLEHWUU pedepeHTHOro NeKapCTBEHHOro
npenapaTa, UMEILINA 3KBUBANEHTHbIE €My KayeCTBEHHbI COCTaB U KOMMYECTBEHHLIN COCTaB [OEWCTBYIOLLMX
BeLLEeCTB, COCTaB BCMOMOraTerbHbIX BELLECTB, NIeKapCTBEHHYIO (POpMY 1 Ccnocob BBeAEHNUS;

(n. 12.3 BBegeH denepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

13) nekapcTBeHHOe pacTUTEeNbHOE Cbipbe - CBEXME WNN BbICYLWEHHble pacTeHus nnbo ux 4acTwy,
ucnonb3yemble Ansi NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB OpraHM3aumsamMm - NpoM3BOAUTENAMU NEKAPCTBEHHbIX
CPeACTB  UNU  U3rOTOBMNEHWUS NEKApCTBEHHbLIX MpenapaTtoB anTeYHbIMU  OpraHmsauusiMu, BeTepUHapPHbIMU
anTe4yHbIMX  OpraHu3auusiMy,  MHAMBMOYANbHbIMW  MpeanpuHUMaTensMy,  UMEWUMKU  JINLEH3NO  Ha
hapmMaLeBTUYECKYIO OEeATENbHOCTb;

14) nekapCTBEHHLIN pPacTUTENbHbIA MpenapaTt - JieKapCTBEHHbIN nNpenapaTt, MpPOU3BEAEHHbIN WK
W3rOTOBMEHHBIN U3 OQHOMO BMAA NIEKAPCTBEHHOIO PaCTUTENBHOMO ChiPbsi UM HECKONbKUX BUOOB TaKOrO Chipbs U
peanusyembli B pacacoBaHHOM BMAE BO BTOPUYHOW (MOTPEOUTENLCKON) YNaKoBKE;

15) romeonaTU4eckuMi INEKapCTBEHHbI NpenapaT - JIeKapCTBEHHbIM nNpenapaT, MNpPOM3BEAEHHbIA UMK
W3roTOBMEHHbIM U3 hapmaueBTUYeckon cybcTaHuum unu apmaueBTU4eckux CybCcTaHUUn B COOTBETCTBUU C
TpeboBaHusMM 0b6WNX dhapMakonenHbIX cTaTerd K romeonaTtMyeckum nekapcTBEHHbIM Mpenapatam unuM B
COOTBETCTBUM C TpeboBaHnsaAMN hapmakonen cTpaHbl NPOU3BOAMTENS TAKOro NekapCTBEHHOro npenapaTa;

(n. 15 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

16) MexayHapooHOe HenaTeHTOBaHHOE HauMeHOBaHMEe ReKapCTBEHHOro CcpeacTBa - HavMeHOBaHwe
JencTeytollero BellecTBa dapmaueBTMyeckon cybcTaHumn, pekoMeHAoBaHHoe BcemupHon opraHusaumen
30paBOOXPaHEHNS;

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17) TOproBoe HavMMEHOBaHWe eKapCTBEHHOrNO0 CpeacTBa - HavMMEHOBaHWE feKkapCTBEHHOIO CpeacTBa,
MPUCBOEHHOE ero pa3paboTyMkoMm, AepXaTenem WnvM BragenbleM perucTpauyMoHHOro  yAOCTOBEpEeHUst
rnieKkapCTBEHHOrO npenapara;

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

17.1) rpynnMpoBOYHOE HaMMEHOBaHWE NEeKapCTBEHHOro mnpenaparta - HavMeHOBaHWEe neKapCTBEHHOro
npenapaTta, He UMeloLLEero MexayHapoaHOro HenaTeHTOBaHHONO HaMMEHOBaHUS, UMK KOMBUHALIMK NeKapCTBEHHbIX
npenapaToB, MCMonb3yemoe B Lenax 00beauHeHWss ux B rpynny noj eavHbiM HauMeHOBaHWEM ucxoas wu3
O[MHaKOBOro cocTaBa AeNCTBYIOLLNX BELLECTB;

(n. 17.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

18) obwasa cdapmakoneriHasa cTaTbs - AOKYMEHT, YTBEPXKAEHHbIN YNOMHOMOYEHHbIM dheaeparnbHbiM OpraHoM
WCMOMHUTENBHOW BriacT! 1 COAEpKallMi nepeyveHb nokasatenen Kkadectsa u (Mnu) METodoB KOHTPOMS KayecTsa
KOHKPETHOW JeKapCTBEHHOW (DOPMbI, JIEKAPCTBEHHOINO pPacTUTENbHOrO ChbIpbd, OMNWCAHUSA  BMONOrMYECKMX,
OMOXUMUNYECKNX, MMUKPOBMOMNOIMYECKMX, (PUIUKO-XUMNYECKNX, (U3NYECKUX, XUMWUYECKMX W ApPYrux MeTOAO0B
aHanu3a fnekapCcTBEHHOIO cpeacTBa, a Tawke TpeboBaHWs K WMCMONMb3yeMblM B LENsX MpOBeAEeHUs LAaHHOro
aHanu3a peakTvBaMm, TUTPOBaHHbLIM pacTBOpaM, MHOUKATOpaM;

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

19) dapmakonenHas cTaTbd - LOOKYMEHT, YTBEPXOEHHbIA YMNOMHOMOYEHHbIM heaepanbHbIM  OpraHoM
WCNONMHUTENBHON BNacTW U COAEPXalluin nepeyeHb nokasaTernemn kavyectBa U METOOOB KOHTPONSA KayecTBa
neKkapcTBEHHOro CPeacTBa;

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

19.1) ctaHgapTHble obpasLibl - BellecTBa, MOCPEACTBOM CPaBHEHMUS C KOTOPbIMU OCYLLIECTBMASIETCS KOHTPOIb
KayecTBa uccnegyembliX NeKapCcTBEHHbIX CPEACTB C NOMOLLBI (PU3UKO-XUMUYECKMX N BUONOrM4yeckmx MeToaoB B
uensx MNOATBEPXOAEHUS COOTBETCTBUS JIEKApPCTBEHHbIX CPeAcTB TpeboBaHWSIM HOPMaTUBHOW [OKYMeEHTauuwu,
YCTaHOBMEHHbBIM NPW OCYLLECTBIEHNN rOCYy4apCTBEHHOW perncTpaumm, U KoTopble NPMMEHSATCS AN KannbpoBku
CTaHOapTHbIX 06pa3uLoB NPOM3BOAMTENS NEKapCTBEHHbIX CPeACTB, NCMONb3yeMbIX ANS KOHTPOMS KavyecTBa U MHbIX
uenen npy obpalLeHnn neKkapCTBEHHbIX CPEACTB;

(n. 19.1 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19.2) dbapmakonerHbIn cTaHaapTHbLIN obpasel, - CTaHAapTHbIV 00pasel, NPOM3BEAEHHLI B COOTBETCTBUM C
dapmakonenHon ctaTben;

(n. 19.2 BBegeH denepanbHbIiM 3akoHOM 0T 22.12.2014 N 429-03)

20) HopmaTMBHaa OOKYMEHTauus - OOKYMEHT, COoAepXaluui nepeyeHb onpeaensembix no pesynbTaTam
COOTBETCTBYIOLLMX IKCMEPTU3 NoKasaTenemn kayecTsa NekapCTBEHHOro CpeacTBa AN MeAULMHCKOro NpUMeEHEHMs,
METOO0B KOHTPONSA €ro Ka4ecTBa M YCTaHOBMNEHHbI €ro NpomM3BoauTenem;

21) HOpMaTUBHbLIN [OOKYMEHT - [OKYMEHT, cofepXalluh nepedyeHb onpefensemMblX MO pesynbTaTtam
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®depnepanbHblid 3akoH oT 12.04.2010 N 61-03

(pea. ot 13.07.2015) JokyMeHT npepocTasneH KoHcynbTaHTltoc
"06 obpalleHn NeKapCTBEHHbIX CpeacTB” [ata coxpaHeHus: 13.08.2015
(c u3Mm. v gon., BCTyMN....

COOTBETCTBYIOLLUMX IKCMEpTU3 nokasaTenen kayectBa M (MnNvM) METOAOB KOHTPOMS KayecTBa JieKapCTBEHHOW
OpMbI, ONUCaHUA BUOMNOTMYECKNX, BUOXMMUYECKMX, MUKPOBMONMOrMYECKNX, (OU3UKO-XUMUYECKNX, (PU3NYECKNX,
XUMWUYECKMX U APYTMX METOAOB aHanm3a nekapCTBeHHbIX CPpeacTB Ans BEeTEePUHapHOro NpuMeHeHus, TpeboBaHus K
ucnonb3yembiM B Liensx NpoBeAeHUs A4aHHOro aHanmsa peakTvBam, TUTPOBaHHbIM pacTBOpaM, MHAMKaATOpaMm wu
YCTaHOBIIEHHbIV €ro nponssoauTenem;

21.1) obLMN TeXHUYECKUA AOKYMEHT - KOMMMEKT AOKYMEHTOB M MaTepuanoB, COCTOSILLUN U3 HECKOMbKNX
pasgenoB - AOKYMeHTaLuuMuM agMUHUCTPATUBHOIO Xapakrepa, XMMUYecKon, dpapmaLieBTMyeckon u Guonornyeckom
OOKyMeHTaumn, ¢apMaKkonormyeckon, TOKCUKONMOMMYECKON [OOKYMEHTauUWuW, KIMHUYECKOW [OKyMeHTauuu wu
npeacTaBnsieMbli OOHOBPEMEHHO C 3asBMEHUEeM O rocyaapCTBEHHOM perncTpauun rnekapCTBeHHOro npenaparta
ONS  MeOuUMHCKOro MpumeHeHus B popmaTte, yCTaHOBIIEHHOM YMOMIHOMOYEHHbIM edeparnbHbIM  OpraHoMm
WCMNOMHUTENBbHOW BNacTw;

(n. 21.1 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) ka4yeCTBO feKapCTBEHHOIO CpeAcTBa - COOTBETCTBME FEeKapCTBEHHOTO cpeacTBa TpeboBaHusAM
hapmakornenHon crtaTbM nMOO B Ccriydae ee OTCYTCTBMSI HOPMATMBHOM [OKYMEHTauuu WM HOPMaTMBHOIMO
OOKYMEHTa;

23) 6e3onacHOCTb NekapCTBEHHOro CPeAcTBa - XapakTepucTuKa nekapCTBEHHOro CcpeacTBa, OCHOBaHHas Ha
CpaBHUTENbHOM aHanuae ero aEeKTUBHOCTM 1 pUCKa NPUYUMHEHNS Bpeaa 300POBbIO;

24) apEKTMBHOCTb MNEKapCTBEHHOro npenaparta - XapakTepuCTUKa CTEneHU MNOMOXUTENBHOMO BIUSAHUS
NeKkapcTBEHHOro npenapata Ha TeyeHue, NpPOAOIMKUTENBHOCTL 3aboneBaHuss WnNu ero npegoTBpalleHuve,
peabunutaumio, Ha CoxpaHeHue, NpeaoTBpaLLleHne nn npepbiBaHne 6epemMeHHoOCTH;

25) cepuss nekapCTBEHHOro CpeACcTBa - KOMMYECTBO FEKapCTBEHHOro CpeacTBa, NpousBedeHHoe B
pesynbTate O4HOro TEXHOMOMMYECKOro LKna ero Nnpon3BoanTenem;

26) permctpaumoHHOe YOOCTOBEpPEHME NeKapCTBEHHOro npenaparta - LOKYMEHT, MOATBepXaarolmnm ¢akTt
rocygapCTBEHHON perucTpaunm nekapcTBeHHOro npenapara;

26.1) pepxatenb WM Bnageney perMcTpaumoHHOrO YOOCTOBEPEHWs JeKapCTBEHHOro npernaparta -
pa3paboTunk NnekapCTBEHHOIO CpeacTBa, NPOU3BOAUTENb NEKapCTBEHHbLIX CPEACTB UMM MHOE pugnyeckoe nuuo,
obrnagawwee nNpaBoM BMNageHWs PErMcTpauMoHHbIM YAOCTOBEPEHUEM, KOTOpblE HECYT OTBETCTBEHHOCTb 3a
Ka4yecTBO, 3 PEKTUBHOCTL U BE30MacHOCTb NIeKapCTBEHHOro npenapara;

(n. 26.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

27) perncTpaumoHHbIn HOMep - kogoBoe 0603HayYeHne, NPUCBOEHHOE NeKapCTBEHHOMY npenaparty npu ero
rocyaapCTBEHHOW perncrpaumu;

28) obpalleHne nekapCTBEHHbIX CpeacTB - pa3paboTka, AOKMMHUYECKME WCCRefoBaHWs, KrMHUYecKue
uccnegoBaHus, 3KCMepTU3a, rocyaapCTBEeHHas peructpauus, CcraHgapTu3auus UM KOHTPONb  KayecTsa,
NnpoM3BOACTBO, M3rOTOBIIEHME, XpaHeHUe, nepeBo3ka, BBO3 B Poccunckyto denepaumio, BbiBO3 M3 Poccumckom
depepaumu, peknama, OTnyck, peanusauus, nepegaya, NPUMeEHeHNe, YHUHTOXEHWE NTEKapCTBEHHbIX CPEACTB;

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbekTbl obpalleHns nekapCTBEHHbIX CpeacTB - (huanyeckne nvua, B TOM 4YucCre UHAMBUAyasnbHble
npeanpvHuMaTeny, 1M IOpUMAMYECKUE NMua, OCYLLECTBMSALWMNE AeATenbHOCTb Npu obpalleHun NekapCTBEHHbIX
CpencTs;

30) paspaboTuMKk nekapCTBEHHOro CpeacTBa - OpraHusaums, obnagaiwowas npaBamMm Ha pesynbTathl
OOKMMHMYECKNX WUCCMNEeAOBaHUN NEeKapCTBEHHOr0 CpPeAcTBa, KIMHUYECKUX WCCNeAOBaHUM nekapCTBEHHOro
npenapaTta u (Mnu) Ha TEXHOMOrMIO NPOU3BOACTBA NEKAPCTBEHHOIO CPeaCTBa;

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

31) Npou3BOACTBO NEKaApCTBEHHbLIX CPEACTB - AeATENbHOCTb MO NPOW3BOACTBY NEKApCTBEHHbIX CPEACTB
opraHusaumsmMu - NpoOM3BOAUTENSMWN NEKAPCTBEHHbLIX CPEACTB HA O4HOW CTaauW, HECKOMbKUX UMK BCEX CTaausix
TEXHOMNOrMYECKOro NpoLecca, a Takke No XpaHEeHWIO U peanusaumn Npou3BeaeHHbIX JTEKapCTBEHHbIX CPEACTB;

31.1) npousBoACTBEHHas Mnowagka - TeppuTopuanbHO O6O0COBMEHHbI KOMMMEKC MPOU3BOAUTENS
neKapCTBEHHbIX CpPeAcTB, MpedHa3HayeHHbIV AN BbIMOMHEHWS BCEro npouecca NpousBoACTBa feKapCTBEHHbIX
CpeacTB UK ero onpeaeneHHon ctaguu;

(n. 31.1 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

32) npousBoauTENb fEKaApCTBEHHbIX CpPeacTB - OpraHusauus, OCyLWecCTBAsLWas NpOV3BOACTBO
nekapcTBEHHbIX CPeACTB B COOTBETCTBUMU C TpeboBaHusaMn HacToswero ®eaepansHOro 3akoHa;

33) apmaueBTUHEeCKas [OeATENbHOCTb - AeATeNbHOCTb, BKMYawwas B cebs OnTOBYK TOProBmto
NneKkapcTBEHHbIMWU CpeacTBaMU, WX XpaHeHue, MepeBO3KY W (MNM) PO3HWYHYHO TOProBMiO FeKapCTBEHHbIMU
npenapaTtamu, Ux OTNYcK, XpaHeHne, NepeBo3Ky, U3roTOBMNEHWE NeKkapCTBEHHbIX NpenapaTos;

34) opraHusaumsa ONTOBOM TOProBfWM NEKapCTBEHHbIMW CpeacTBaMu - OpraHusalumsi, OCyLLeCTBrsoLas
ONTOBYK TOProOBMIO NEKapCTBEHHbIMU CPeACcTBaMu, UX XpaHeHue, NepeBo3Ky B COOTBETCTBUM C TpeboBaHusiMn
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®depnepanbHblid 3akoH oT 12.04.2010 N 61-03

(pea. ot 13.07.2015) JokyMeHT npepocTasneH KoHcynbTaHTltoc
"06 obpalleHn NeKapCTBEHHbIX CpeacTB” [ata coxpaHeHus: 13.08.2015
(c u3Mm. v gon., BCTyMN....

HacTosiero ®egepanbHOro 3akoHa;

35) anteyHas opraHu3auus - opraHu3auusi, CTPYKTYpHOe mnogpasferneHne MeOMUUHCKOM opraHusauuu,
OCYLLIECTBIISAIOLLME PO3HNYHYIO TOProBIO NEKapCTBEHHbIMW NpenapaTtamu, XpaHeHue, NepeBo3Ky, N3rOTOBIIEHNE U
OTNYCK mNeKapCTBEHHbIX MpenapaTtoB AN MEeOULUHCKOrO MPUMEHEHUS B COOTBETCTBUM C TpeboBaHUaMMU
HacToswero ®enepansHOro 3akoHa;

(B peq. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-®3)

36) BeTepuHapHas anTeyHas OpraHusaums - opraHu3auus, CTPYKTYpHOe noapasferneHne BeTepuHapHOu
opraHunsaLmm, OCyLeCTBNAOLLME PO3HUYHYIO TOPrOBIIKO NEKapCTBEHHbIMU NpenapaTtamMun, XpaHeHne, U3roToBrieHue
W OTMYCK NeKapCTBEHHbIX MpenapatoB Ans BETEPUHAPHOr0 NPUMEHEHWs B COOTBETCTBUM C TpeboBaHUsMU
HacTosilero ®egepanbHOro 3aKoHa;

37) danbcndmumpoBaHHOEe JEKapCTBEHHOE CPeacTBO - JIeKapCTBEHHOE CPEACTBO, COMPOBOXOAAeMoe
NOXXHOW MHGOpMaLMeERn 0 ero coctaee 1 (Mnu) NPON3BOAUTENNE;

38) HepobpokayeCcTBEHHOE NEeKapCTBEHHOE CPedcTBO - NIEKApCTBEHHOE CPEeACTBO, HEe COOTBETCTBYIOLLEE
TpeboBaHMsIM hapmaKkonenHon ctaTtbk NGO B crydae ee OTCyTCTBUS TPeOOBaHUAM HOPMATMBHOW OOKYMEHTaL MM
U1 HOPMaTMBHOIO JOKYMEHTa;

39) koHTpadhakTHOEe nekapCTBEHHOE CpeaCcTBO - NeKapCTBEHHOEe CpeacTBO, Haxopsileeca B obopoTe ¢
HapyLLUeHMeM rpaXK4aHCKOro 3akoHo4aTeNbCTBa;

40) [OOKNUHUYECKOe uccrnefoBaHWE fneKapcTBEHHOro cpeactsa - Guonoruyeckue, MMKpobuonorunveckue,
UMMYHOMOrMyeckne, TOKCUKOMoOrudeckme, dapmakonornyeckme, uanyeckue, XuMMUYEcKMe u  gpyrue
nuccneaoBaHUs fekapcTBEHHOro cpeactsa MyTeM NPUMEHEHUs HayyHbIX METOAO0B OLIEHOK B LIensax nonyyeHus
nokasaTenbcTB 6€30MacHOCTM, KavecTBa U 3PPEKTUBHOCTIN NEKAPCTBEHHOIO CPEACTBa;

41) KIMMHWYECKoe WccrnedoBaHVe eKapCTBEHHOMO npenapaTta - U3ydeHue AMarHOCTMYECKMX, fnedyebHbIX,
nNpohmnnakTnYeckmx, GapmMakonorMyeckMx CBONCTB feKapCTBEHHOIO mpenapaTta B NMpouecce ero NnpuvMeEHeHus y
YyeroBeKa, XXMBOTHOrO, B TOM YMCMe MpOLECcCOB BCACbiBaHUA, pacnpeneneHuns, U3MeHeHNs: U BbiBeOeHUs, NyTem
NMPMMEHEHMST Hay4HbIX METOAOB OLEHOK B LUensx MonyvyeHus [okasatenbcTB 6e3onacHocTn, kadvecTBa U
3(pPEKTUBHOCTN NEKAPCTBEHHOIO MpenapaTa, AaHHbIX O HeXxenaTemnbHbIX peakuusx opraHusMa 4enoBeka,
KMBOTHOTO Ha MpPUMMEHEHWEe IeKkapCTBEHHOro npenapata u ob addekte ero B3auMOOENCTBUA C OPYrUMU
nekapCcTBEHHbIMW NpenapaTtamu 1 (Unu) NULEBLIMK NPOAYKTaMKU, KOpMamu;

42) MHOrOLEHTPOBOE KIIMHUYECKOE UCCNneaoBaHMe IekapCTBEHHOro npenapata Angd  MeauuuHCKOro
NPUMEHEHUS - KMMHUYECKOe WCCRnedoBaHWEe neKkapCTBEHHOro npenapata Ans MeAuUMHCKOro MpUMEHEeHUs,
nposoaMMoe pa3paboTuMKkoM neKapCTBEHHOro npenapata B ABYX W Gornee MeOULMHCKUMX OpraHusaumsax no
€MHOMY MPOTOKONY KIMMHNYECKOro UCCrneaoBaHUsA NekapCTBEHHOro npenapara;

43) MexayHapoAHOe MHOrOLLEHTPOBOE KIMHUYECKOE WCCrefoBaHne IeKkapCTBEHHOro npenaparta And
MEOULMHCKOTO MPUMEHEHUST - KIIMHWYECKOe MWCCnedoBaHMe fekapCTBEHHOro npenapata Ans MeguuMHCKOro
NpMMEHeHWs1, MpoBOoAMMOE pa3paboTyMKOM NEeKapCTBEHHOro npenapaTta B pas3fnUyHbiX CTpaHax Mo eanHOMY
NPOTOKOJTY KIMHUYECKOrO NCCNeaoBaHns NeKapCTBEHHOrO npenapara;

44) nocTpeructpaumMoHHOE KIMHWYECKOE WCCrefoBaHWe fekapCTBEHHOrO npenapata Ans MeAULUHCKOro
NMPUMEHEHUST - KIMHUYECKOe MWCCnedoBaHWe MeKapCTBEHHOTO npenapaTta Ond MeaWUMHCKOrO MpUMEHEHMUS,
NpoBOAMMOE MPOM3BOAUTENEM JIEKApPCTBEHHOIO npenapara, rpaXgaHCKMn 00opoT KOTOpOro ocyliecTBhsieTcs
nocrne rocygapcTBEHHOW perncrpaumm, B Lenax [ONonHUTensHoro cbopa AaHHbIX O ero 6esonacHocTu u
3(PPEKTUBHOCTUN, paCLUMPEHNS MOKa3aHUA K MPUMEHEHW0 [AaHHOro feKapCTBEHHOro mnpenapara, a Takke
BbISIBNEHWS HEXenaTerbHbIX peakuuin nauneHToB Ha ero AenNcTBUe;

45) nccnepoBaHue 6UO3KBMBANEHTHOCTU NEKapCTBEHHOrO npenaparta - BUA KIMHUYECKOrO MUcCrefoBaHust
nekapcTBEHHOro npenapaTa, NpoBefeHne KOTOPOro OCYLLEeCTBNAETCS AN onpeaerieHns CKOPOCTM BCachiBaHUS U
BbIBEEHNSA OOHOrO MNU Heckonbkux obnagarolwmx apmMakonormyeckon akTMBHOCTbIO AENCTBYHOLLUMX BELLECTB,
KONMM4ecTBa J€KapCTBEHHOro MpenapaTa, AOCTUralolero CUCTEMHOIO KpOBOTOKA, W pe3ynbTaTbl KOTOPOro
Nno3BOMAKT cAenaTb BbiBO4 O OWO3KBMBANEHTHOCTM BOCMPOU3BEOEHHOIO feKapCTBEHHOIO npenapata B
onpeaeneHHbIX fekapCcTBEHHON dopMe W 003MPOBKEe, COOTBETCTBYIOWIMX hopMe U [03UPOBKe pedepeHTHOro
rnekapCTBEHHOrO npenapara;

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

46) vccnegoBaHMe TepaneBTUYECKOW 3KBMBANEHTHOCTW NEeKapCTBEHHbIX NMpenapaTtoB - BUA KITMHWYECKOro
uccneaoBaHUs  NEeKapcTBEHHbIX MpenapatoB, MpoOBeAeHWEe KOTOPOro OCYLLeCTBNSeTCs [And  BbISBIEHUA
O[MHAaKOBbIX CBOWCTB NEKapCTBEHHbIX MpenapaTtoB OnpeAeneHHoW neKkapCcTBEHHOW (QOPMbl, a Takke Hanmyus
OQMHaKOBbIX MNokasaTenen 6esonacHoCTM U 3PAEKTUBHOCTU NEKAapCTBEHHbIX MpenapaTtoB, OOWUHAKOBbLIX
KnMHU4Yecknx achpeKkToB Npu nx NpUMeHeHUH;

47) nNpOTOKOMN KMAMHMYECKOrO UWCCreaoBaHWUs NeKapCTBEHHOro npenapaTta - [OOKYMEHT, B KOTOPOM
onpegensalTca Uenun, ¢OpMbl OpraHuM3auMum W MeToAOoNormsA MNpPOBEAEHUS KIUHUYECKOro UcCneaoBaHus,
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cTatucTuyeckne metoabl 06paboTkm pe3ynbTaToB Takoro MCCrefoBaHnst U Mepbl No obecneyeHnto 6e3onacHoCTy
PU3MYECKUX NNL, Yy4aCTBYIOLUX B KITMHNYECKOM MCCINEAOBaHMM NIEKapCTBEHHOIO npenapara;

48) Opowtopa wuccriegoBaTenss - CBOAHOE W3NOXEHWEe pe3ynbTaToB AOKIMHMYECKOrO UCCedoBaHus
NeKapCcTBEHHOro CcpeacTBa WM KIMHUYECKOro WUCCNeAoBaHUS feKkapCTBEHHOro npenapaTta Ang MeauuuHCKOro
NPUMEHEHNS;

49) MHMPOPMALMOHHBIA NUCTOK MNauMeHTa - [AOKYMEHT, B KOTOPOM cofepxaTcs B [OCTynHOW dopme
CcBeeHus, KacarLlmecs NPOBOANMOrO KNMHUYECKOro NCCneoBaHUA NekapCTBEHHOro npenaparta, v B MMCbMEHHOMN
dopme [obpoBOMbHOE cornacve naumeHTa Ha yvacTue B KNMHUYECKOM UCCNedoBaHUM eKapCTBEHHOMO
npenapaTta Mnocrne O3HaKOMIIEHUS C OCOBEHHOCTAMW KMMHMYECKOro MCCneaoBaHWs, UMEHLWMMKU 3HayveHne And
BbIpaXXeHUS Takoro cornacusi;

50) noboyHoe OencTBME - peakuusi OpraHu3ama, BO3HMKLIAS B CBSI3W C MPUMEHEHUEM FEKapCTBEHHOrO
npenapaTa B [03aX, PEKOMEHOYEMbIX B WHCTPYKLUUW MO €ro MpMMEHEHMWIo, ONA NpouUnakTukM, AUarHOCTUKM,
neyeHuns 3aboneBanunsa nnu gnsg peadbunutaumm;

50.1) HexenaTenbHas peakuus - HernpegHamepeHHass HebnaronpuaTHasd peakuus opraHuama, KoTopas
MOXeT ObITb CBSi3aHa C NPYMEHEHNEM MeKapCTBEHHOMO Npenapara;

(n. 50.1 BBegeH denepanbHbIiM 3akoHOM 0T 22.12.2014 N 429-03)

51) cepbesHas HexenaTenbHasa peakums - HexenarenbHas peakLums opraHusama, CBA3aHHas ¢ NpUMeHeHnem
nekapCcTBEHHOrO npenapaTa, NpUBEALIAs K CMEpPTU, BPOXOEHHbIM aHOManusM WM nopokam pasButus nmbo
npeacrtasnsowans cobon yrposy >xu3Hu, Tpebyoulas rocnutanusauMm wnuv npuBedllas K CTOMKOW yTpaTte
TPYQOCNOCOBHOCTU M (MNN) UHBANUOHOCTMU;

52) HenpeaBuaeHHas HexenaTenbHas peakuusi - HexenartenbHasa peakuus opraHu3mMa, KoTopasi cBsi3aHa C
NPpMMEHEHVEM FeKapCTBEHHOro npenapata B [03aX, PEKOMEeHAyeMblX B MPOTOKONEe €ro  KIMHWYECKOro
uccregoBaHusi, Gpowope wuccrnegosaTens, WM C MNPUMEHEHMEM JeKkapCTBEHHOro npenapata B [[o3ax,
peKoMeHAYeMbIX B UHCTPYKLUM MO €ro NPUMEHEHNIO ANst NPOUNaKTUKA, AMarHOCTUKW, nedeHus 3abonesaHnst unm
MeOUUMHCKON peabunurtaumMm naumeHTa, W CYLHOCTb, TSXEeCTb WM WUCXO4 KOTOPOW He COOTBETCTBYET
uHdopmMaumMm O fnekapCTBEHHOM MpenapaTe, COoAepXallencsi B NPOTOKOME ero KIMHWYECKOro UccrneoBaHus,
OpoLutope MccnegoBaTens Unu B UHCTPYKLMK MO NMPUMEHEHMIO NTIEKAapCTBEHHOIO npenapara;

(n. 52 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHag3op - BuA [OEATENbHOCTM MO  MOHUTOPUHTY 3pdeKkTMBHOCTM ©n  BesonacHoCcTH
NeKapCTBEHHbIX MpenapaToB, HamnpaBfiEHHbI Ha BbIsIBNEHME, OLEHKY W NpefoTBpalleHne HexenaTernbHbIX
NocrneacTBUA NMPUMEHEHUS NIeKaPCTBEHHbIX NPenapaToB.;

(n. 52.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHuss puckamu - noapobHoe onucaHue MeponpusaTMU No  hapmakoHaa3opy,
HanpaBfeHHbIX Ha BbISIBMIEHWE, OLEHKY W MNpedoTBpalleHue WM MMHUMMU3AUMIO PUCKOB, CBSI3aHHBIX C
nekapCTBEHHbIMW NpenapaTtamMu, BKI4Yas oueHKy aheKTMBHOCTM JaHHbIX MEPONPUATUN;

(n. 52.2 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

53) peuenTt Ha nekapCTBEHHLIN npenapaT - NMUCbMEHHOE Ha3Ha4yeHMe neKapCTBEHHOro npenapaTta Mo
yCTaHOBMEHHOW ¢hopme, BblAaHHOE MEeAWLMHCKAM UM BeTepUHapHbIM PabOTHMKOM, UMEKLWUM Ha 3TO Mpaso, B
Lensax oTnycka nekapCTBEHHOMO Mpenaparta Uin ero U3roToBAEHUS U OTMYCKa;

54) TpeboBaHve MeOMLIMHCKOM oOpraHv3auuun, BETEPUHAPHOW OpraHmsauuMv - AOKYMEHT YCTaHOBEHHOW
OpMbI, KOTOPLIN BbINUCAH MEOULMHCKUM MU BETEPUHAPHBLIM PabOTHUKOM, MMEIOLLMM Ha 3TO NPaBo, U COAEPXKAT
B MUCbMEHHOW (OpMe YyKaszaHuMe anTeyHoW opraHusauuum 06 OTnycke nekapCTBEHHOro npenapaTta unu o ero
N3rotoBreHun n o6 otnycke Ans obecneyeHns nevyebHOro npoLiecca B MeANLIMHCKOW OpraHu3aunm, BeTepuHapHom
opraHusaumu;

55) komnnekcHas oLeHKa nekapCTBEHHOro npenapaTta - OLUeHKa 3aperMcTpMpoBaHHOrO MnekapcTBEHHOro
npenapaTta, BKM4Yawwas B ceba aHanni mHoOpMauMM O CPaBHUTENBHOW KIMHUYECKON 3dEKTUBHOCTU W
fesonacHOCTVM MeKapCTBEHHOrO npenapara, OLEHKY 3KOHOMMWMYECKUX MOCMNEeACTBUN ero NpUMEHEeHUsl, nsydeHue
OOMONHUTENbBHBLIX MOCNeACTBUA MPUMEHEHUS TNEeKapCTBEHHOro npenapata B UEeNnsax MpUHATUS peleHui o
BO3MOXHOCTW BKIIOYEHMST JIEKApCTBEHHOrO Mpenapata B NepevYeHb >KU3HEHHO HeobXoaMMbIX W BadKHEWLINX
NeKapCTBEHHbIX MpenapaToB, HOPMAaTUBHbIE MPAaBOBblIE aKTbl W MHbIE AOKYMEHTbI, Oonpedensiowme nopsgok
OKasaHus MegULMHCKON MOMOLLIM, UITN UCKITIOYEHUS ero 13 yKazaHHbIX MePeyYHsi, aKTOB U JOKYMEHTOB.

(n. 55 BBegeH ®enepansHbIM 3akoHOM 0T 22.12.2014 N 429-03)

Maga 2. MOJIHOMOYUA ®EQEPAIIbHbIX OPFTAHOB UCMNOJTHUTENBHON
BITACTU, OPFTAHOB UCMOJNTHUTENIbHOW BITACTU CYBEBEKTOB POCCUUCKOM
SEOEPALIUM NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

KOHCyanaHTn"mC www.consultant.ru Crpanvua 8 u3 70

HaiéXXHasa nNpaBoBad noaAepXXKa




®depnepanbHblid 3akoH oT 12.04.2010 N 61-03

(pea. ot 13.07.2015) JokyMeHT npepocTasneH KoHcynbTaHTltoc
"06 obpalleHn NeKapCTBEHHbIX CpeacTB” [ata coxpaHeHus: 13.08.2015
(c u3Mm. v gon., BCTyMN....

Crtatba 5. MNonHoMounsa eaepanbHbIX OPraHOB UCMONTHUTENBHOW BriacTu Npu obpalleHnn neKkapCTBEHHbIX
cpencTs

K nonHomounsm dpeaepanbHbIX OpraHoB UCMONHUTENBbHON BNacTu Npu obpalleHnmn nekapcTBEHHbIX CPeacTB
OTHOCATCS:

1) npoBegeHue B Poccuiickon denepaumm eguHON rocydapCTBEHHOW NONUTUKM B obnactu obecneyeHus
nekapcTBeHHbIMU NMpenapatamu rpaxaaH B Poccuiickon depeparimu;

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

2) yTBepxaeHne oblnx dapmakonemnHblx cTtaten, papMakonemnHbIX CTaTen, U3gaHue rocyaapCTBEHHON
hapmakorneun, co3gaHue u BeaeHue peectpa papmMakonenHblix CTaH4apTHLIX 00pas3LoB;
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyLlecTBNEHNE rOCYyaapCTBEHHOIO KOHTPONs (Hag3opa) B cdepe o0OpalleHust NekapCTBEHHbLIX CPEACTB;
(B peq. ®epepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) nUUEeH3NpOoBaHME NPOM3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB U hapMaueBTUYECKOW AEeATENbHOCTU B
COOTBETCTBMM C 3akoHoAaTenbLCcTBOM Poccuiickon ®epepauuu;

5) opraHusaums aKcnepTu3bl NeKapCTBEHHbIX CPeACTB, 3TUYECKOW IKCMEepTM3bl BO3MOXHOCTU MpoBeAeHUs
KNUHUYECKOrOo UCCMNeAoBaHUsA JeKapCTBEHHOro npenapaTta Ans  MeAuMUMHCKOro MNPUMEHEHUs, 3KCNepTu3bl
[OKYMEHTOB, NpeAcTaBreHHbIX Ans onpeaeneHvus BO3MOXHOCTM paccMmaTpuBaTb NeKapCTBEHHbIN npenapat Ans
MELMLIMHCKOrO MPUMEHEHUS Mpu rOCYQapCTBEHHOW perucTpauum B KadecTBe OpdaHHOro IekapCTBEHHOro
npenapara;

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

5.1) opraHusauus npoBedeHMs KOMMIIEKCHOM OLEHKN FeKapCTBEHHOro mnpenapata B LUensx NpUHATUA
pPELIEHNN O BO3MOXHOCTM BKIIOYEHUS JIEKAPCTBEHHOrO npenapaTa B NEepeyvYeHb XU3HEHHO HEeOOXOAMMbBIX W
Ba)KHEWLUNX NEeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPaBOBblE aKTbl U WHblE OOKYMEHTbI, onpegenswowue
nopsiAoK OKa3aHUs MeOULMHCKOW MOMOLLIM MUITN UCKIOYEHUS ero U3 ykasaHHbIX MePeyYHsi, akTOB U JOKYMEHTOB;

(n. 5.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

6) Bblgada paspeLleHun Ha NpoBedeHne KNMHUYECKNX MCCNedOBaHUN NeKapCTBEHHbIX NpenapaTos, BegeHve
peecTpa BblJaHHbIX paspeLleHnii Ha NPoBeAeHME KIUHNYECKMX UCCrefoBaHNA NekapCcTBEHHbIX NpenapaTos;

7) rocypapcTBeHHasi perncrpaumsi nekapCTBEHHbIX NpenapaToB, BeAeHWe roCyNapCTBEHHOro peecTpa
nekapcTBEHHbIX CPeACTB;

8) mHCcnekTMpoBaHWe NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME MNpaBuiam oOpraHu3auuu
npomM3BOACTBA W KOHTPONS KayeCTBa JieKApCTBEHHbIX CPeacTB, Bbigaya 3aKMlYeHWn O COOTBETCTBUM
nNpon3BoaUTENS NeKapCTBEHHbIX CPeACTB TpeboBaHMSM NpaBun opraHn3aunm NpomM3BOACTBa M KOHTPONS KayecTsa
neKapCTBEHHbIX CPEACTB;

8.1) opraHusaums u (M) NPoBeAEHMNE MHCMEKTUPOBAHUSA CYObEKTOB OOpalleHNs NeKapCTBEHHbIX CPpeacTB
Ha cooTBeTCcTBME TpeboBaHWAM MpaBui Hagnexalleh NPOM3BOACTBEHHOW MPaKTUKM, Bbidaya 3aKmYeHun o
COOTBETCTBMU NMPOU3BOAUTENSA NEKAapCTBEHHbIX CpeacTB TpeboBaHUSAM NpaBwui Haanexalien npou3BOOCTBEHHOW
NpaKkTuKu;

(n. 8.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

8.2) ycTaHoBneHWe nopsiika BeAeHUs U BeeHne rocyfapCTBEHHOrO peecTpa 3akmyYeHun 0 COOTBETCTBUM
npon3BoauTENS NekapCTBEHHbIX CpeacTB TpeboBaHUAM NpaBun Haanexallen NPon3BoACTBEHHOW MPaKTUKK;
(n. 8.2 BBeaeH ®epepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

9) rocymapCTBeHHas perucTpaums YCTaHOBIEHHbIX MPOU3BOAMTENSIMU JEKApCTBEHHbLIX MpenapaToB
npeaenbHbIX OTMYCKHbIX LIeH Ha XU3HEHHO HeoOXOAMMbIe M BaXKHeWLIne nekapCTBEHHble npenapaTbl U BeAeHune
rocyfapCTBEHHOro peecTpa npeaenbHbIX OTMAYCKHbIX LEeH MpouM3BOAUTENeN Ha NeKapCTBEeHHble npenapaTbl,
BKITOYEHHbIE B MEPeYEHb XXM3HEHHO HEODXOANMBIX U BaXKHENLLUNX NIEKAPCTBEHHbIX NPEnapaTos;

9.1) cornacoBaHMEe TMPOEKTOB pPELUEHUA OPraHoOB WCMOSNTHUTENbHOW BnactTn cyobektoB Poccunckon
depepaummn 06 yctaHOBNEHUN M (UNM) M3MEHEHUWM NpeaeNibHbiX pa3MepoB OMTOBbIX HAA0aBOK U MpeneribHbIX
pasMepoB pPO3HWYHbIX HagbaBoOK K (aKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBIIEHHbIM MNPOV3BOAMTENSAMU
neKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHbIE NMpenapartbl, BKOYEHHbIE B MepeyeHb XU3HEHHO HEODXOAMMbIX
N BaXKHEWLLUMX NeKkapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH ®epepanbHbiM 3akoHoM oT 13.07.2015 N 241-03)

10) ycraHoBneHue nopsaka BBO3a feKapcTBEHHbIX cpeactB B Poccuickyto depepaumio M BbiBO3a
nekapcTBeEHHbIX cpeacTB n3 Poccuiickon Pepepaunu;

(n. 10 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

10.1) Bblgava, ycTaHOBNEeHWe nopsaka BbigauuM U (POpMbl JOKYMEHTa, KOTOpbIA noaTBepxaaeT, 4yTo
Npon3BOACTBO NleKapCTBEHHOro Npenaparta OCyLLEeCTBNEHO B COOTBETCTBUM C TpeboBaHMAMY NpaBun Haanexatiemn
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NPON3BOACTBEHHOW NPAKTUKWU, U NOANEXMUT NpeacTaBneHnto no TpeboBaHMI0 YyNOSTHOMOYEHHOrO opraHa CTpaHbl, B
KOTOpYIO BBO3UTCH fNleKapCTBEHHbIV Npenapar;
(n. 10.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

10.2) Bblgaya, ycTaHoBMeHWEe nopsaka Bbliaauv U opMbl JOKYMEHTa, COAepKallero cBefeHnsa O cTaamsax
TEXHOMOrMYecKkoro npouecca npomM3BOACTBa NEeKapCTBEHHOrO cpeactBa AN  MeAUUMHCKOro NpUMeEHeEHNs,
OCYLLEeCTBNSEMbIX Ha TeppuTopmm EBpasninckoro 3KOHOMMYECKOro CO3a;

(n. 10.2 BBepeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pea. ®enepansHoro 3akoHa oT 13.07.2015 N
241-03)

11) cosgaHue coBeTOB NoO BONpocaM, CBA3aHHbIM C obpalleHneM nekapcTBEHHbIX CPEACTB;

12) aTTectaums n ceptTudukaumsi CneLmanmcToB;

13) ytpatun cuny ¢ 1 ceHTaA6ps 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-03;

14) ocywecTBnenune papmakoHagsopa;

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

15) yyacTtne B MexgyHapoaHOM COTPYAHUYECTBE;

16) nony4eHue no 3anpocam ynosIHOMOYEHHOIo doeaepanbHOro opraHa UCMNOSIHUTENBHOWM BNAcTU OT OPraHoB
ucnonHUTensHon Bnactu cybwektoB Poccuiickon denepaumum, a Takke oT cybbekToB obpalleHns nekapcTBEHHbIX
CpeacTB ANns MeAWUMHCKOro npuMeHeHns wnHdopmalMuM No BOMpocam YCTaAHOBMEHUS UM NPUMEHEHUS LeH Ha
nekapcTBeHHble npenapaTbl U HaabaBoK K HUM;

17) npymeHeHne Mep OTBETCTBEHHOCTU 3a HapyLleHue 3akoHogaTenscTBa Poccuinckon denepaunn;

18) yTBepxaeHwe npaBun Hagnexalwen nabopaTopHOW MpaKkTUKW, NpaBuM Haanexauwlen KrMHUYECKOW
NPaKkTUKW, NpaBun Hagnexallen npovM3BOACTBEHHOW MpPaKTWMKW, NpaBun Haanexallen MpakTUKU XpaHeHus u
nepeBO3KM JEKapCTBEHHbIX MNpenapartoB, MNpaBwWi  Hagnexawen AUCTPpUOBIOTOPCKOM MPaKTUKM, MpaBui
Hagnexalwlen anTe4yHon NpakTUKKW, NpaBuni Hagnexallen npakTukn apmakoHaa3opa nekapCTBEHHbIX NpenapaToB
AN MeOVLMHCKOro NpUMEHeHMs;

(n. 18 BBegeH PepepanbHbiM 3akoHoMm oT 22.12.2014 N 429-93)

19) ycTtaHoBneHue nopsgka OPMUPOBaAHUS PEruMcTPaLUOHHOrO [OCbe Ha eKapCTBEHHLINM Mpenapart U
TpeboBaHWI K JOKYMEHTaM B €ro COCTaBE;

(n. 19 BBegeH ®enepansHbIM 3akoHOM 0T 22.12.2014 N 429-93)

20) yTBepxaeHue npaBun pauMoHanbHOro Bblibopa HauMMeHOBaHWA NeKapCTBEHHbIX MpenapaTtoB Ans
MEeAMLIMHCKOro NPUMEHEHUS;

(n. 20 BBegeH PenepansbHbIM 3akoHoM 0T 22.12.2014 N 429-93)

21) yTBepXXaeHue nepeyvHs HaMMeHOBaHUN NeKapCTBEHHbIX hOPM;
(n. 21 BBegeH ®enepansbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

22) bopMUpoOBaHME peecTpa TUMOBbLIX MHCTPYKLUMIA MO MEOULMHCKOMY MPUMEHEHMIO B3aMMO3aMeHSIEMbIX
nekapCTBEHHbIX NpenapaTos;

(n. 22 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

23) yTBepxaeHue TpeboBaHUA K MHCTPYKLMU MO MEAULMHCKOMY NMPUMEHEHMIO NTEKapCTBEHHbIX MpenapaTos U
K MHCTPYKLMMN NO BETEPUHAPHOMY NPUMEHEHMIO JIEKapCTBEHHbIX NPenapaTos;

(n. 23 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

24) pocypnebHoe 3akpbiTMEe CanTOB, COAepXaluxX WHGOpPMaLMIO O PO3HUMYHOW npojae AMCTaHLMOHHbLIM
crnocobom, npenoxeHve o nNpuobpeTeHnn AUCTaHUMOHHLIM CNOCOBOM, AOCTaBKe AUCTAHLWOHHBIM Crocobom u
(vnn) nepegmaye U3MyecKkomy nuLy AUCTAHUMOHHBIM CNocoBOM MekapCTBEHHbIX MpenapaToB, HAPKOTUYECKMX
NeKkapCTBEHHbIX MpenapaTtoB W MNCUXOTPOMHbLIX FeKapCTBEHHbIX MNpenapaToB, 3a WCKIYEHWEM Cryyaes,
ycTaHoBreHHbIX MpaButensctBoM Poccunckon ®enepauun.

(n. 24 BBegeH ®enepansbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

KoHcynbTaHTln0C: NnpuMmeyaHue.

MonoxeHnss ctatbn 5.1 pacnpocTpaHAaTCcAa Ha NofnHoMouus deaepanbHbiX OPraHoB MCMNONTHUTENbHOMN
BNacTu, KOTOpble He nepefaHbl AN OCYLLEeCTBMEHUS OpraHaM rocyaapCTBEHHOW BriacTu cyGbekTtoB Poccuimckon
depepauymu 1 opraHam MECTHOTO CamMoynpaBfieHNsi COOTBETCTBYIOLLMMN heaepanbHbIMU 3aKOHaMM.

Crtatba 5.1. lNepepaya ocylecTBneHUa NONHOMOYUA hpeepanbHbIX OpraHOB UCNONHUTENBHON BNACTW Mpu
ob6palLleHnM NekapCTBEHHbIX CPeACTB OpraHamM UCMONHUTENbHOM BriacTu cybbekToB Poccunckon ®enepavinm
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(eBegeHa depepanbHbiM 3akoHOM oT 13.07.2015 N 233-03)

MonHomMmouus defepanbHbIX OPraHoOB MCMOSTHUTENbHOW BlacTU Npy obpalleHuMn NeKapCTBEHHbIX CPeacTB,
npeaycMoTpeHHble HacTosAwmMm defepanbHbiM 3aKOHOM, MOryT nepedaBaThCsd ANs OCYLWECTBMNEHUs opraHam
ucnonHUTensHon Brnactu cybbekTtoB Poccuiickon depepauumu noctaHoBneHusimu [paButensctBa Poccuickon
depepauuun B nopsake, yctaHosneHHom denepanbHbiM 3aKoHOM OT 6 okTabpa 1999 roga N 184-03 "O6 obwwimx
NpUHUMNax opraHM3auuun 3akoHoAaTenNbHbIX (NPeAcTaBUTENbHbBIX) M UCMNONMHUTENBHBLIX OPraHOB rocyaapCTBEHHOWN
BnacTu cybbektoB Poccuiickon deanepavmmn”.

Cratba 6. [llonHOMOYMS OpraHOB WCMOMHUTENbHOM Bnactn cybbekta Poccuiickon Pepepaunm npu
obpaLleHnn ekapCTBEHHbIX CPEACTB

K nonHomoumMsamM opraHoB WCMONHUTENbHOW BnacTu cyobekta Poccuiickon depepauum npu obpalieHun
NeKapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka u peanu3aums pernoHasnbHbIX MNporpaMm obecneyeHusl HaceneHus neKkapCTBEHHbIMU
npenapaTtamu;

2) ycTaHOBMNeHWe npefenbHbIX pasMepoB ONTOBbIX HaabaBoK W npeferibHbiX pPasmMepoB  PO3HUYHBIX
HaabaBoOK K hakTUHECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPON3BOAMTENSMM NEKapCTBEHHbIX NpenapaTos, Ha
nekapcTBeHHblE NnpenapaThbl, BKMYEHHbIE B NEpeYeHb XU3HEHHO HeOBXOAMMBIX M BaXKHEWLUUX NeKkapCTBEHHbIX
npenapaTos;

3) ocyulecTBneHne permoHansHOro rocyapCTBEHHOIO KOHTPOMs 3a MPUMEHEHUEM LIeH Ha NeKapCTBEHHble
npenapaTbl, BKIHOYEHHbIE B MepeYeHb XM3HEHHO HeobXoAWMbIX W BaXKHEMLMX JIeKapCTBEHHbIX MNpenapaTos,
opraHu3auusiMu OMTOBOW TOPrOBMN, anTEeYHbIMW OpraHu3auusMu, WHAMBMAYanbHbIMW NPEeAnpUHUMAaTENAMu,
UMELLUMUN NNLLEH3UI0 Ha hapMaLeBTUYECKYI0 OESATENBHOCTD.

(B peq. ®epepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Mnasa 3. FTOCYOAPCTBEHHAA ®APMAKOINEA
Cratba 7. PaspaboTka 1 nsgaHue rocyaapCTBeHHON dhapmakonen, pasMmeLleHne AaHHbIX O Hel

1. lop rocygapctBeHHOM dhapmakoneer MOHUMaeTcss C€BOA4 OOWwmMx hapMakonemHbix cTaTen W
dapmMakonenHbix cTaTen.

2. PaspaboTka obLumx dhapmakonenHblx cTaTen U hapmMakonenHblx cTaten, B TOM ynucrie dpapmakonemnHbIxX
ctaten Ha dapmakonemnHole cTaHAapTHble o0pasubl, M BKIKOYEHME MX B TOCYAApCTBEHHYK hapMakoneto
OCYLLECTBMAIOTCA B MOpPAAKe, YCTAHOBIMEHHOM YMOMHOMOYEHHbIM ddedeparnbHbiM OpraHoM WCMOSNTHUTENbHON
BNacTm.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PaspaboTka hapmMakonenHon cTatbl Ha pedepeHTHbIN NEKapCTBEHHbIA MpenapaTt M BKIIOYEHME ee B
rocygapCTBeHHyo chapMakonel B TeYeHne Cpoka AeWCTBUS 3aluUThl UCKMIOYUTENBHOIO NpaBa, yaoCTOBEPEHHOMO
naTeHToOM Ha pedepeHTHbIV NekapCTBEHHbIN Npenapar, OCYLLEeCTBSITCA C cornacusa ero paspabotumka.

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

4. TocynapcTBeHHas hapmakones usgaetcs ynornHOMOYEHHbIM defepanbHbIM OpraHOM UCMOMHUTENbHOM
BNacTu 3a cyeT CpeacTB beaepanbHOro 6ompkeTa U NOANEXUT NepensfaHnsam He pexe Yem OAWH pa3 B NATb NeT,
B nepuvoa Mexay KOTOPbIMW M3LAlTCA MPUMOXKEHUS K rocydapCTBeHHOW dhapmakornee, coaepxalime obuine
dapmakonenHole ctatb 1 (Mnn) capmakonenHole cTaTbW, YTBEPXKOEHHble NOCne U3gaHus UnuM nepevsgaHus
rocynapcTBeHHOM hapmakoneu.

5. YnonHoMoueHHbIN defepanbHblA - OpraH  UCMOMHWUTENbHOW  BrRactTM pasMelwiaeT AdaHHble O
rocygapcTtBeHHOM hbapmakonee U MNpUNOXeHUsX K Hel Ha cBoeM odumumanbHom cante B ceTu "MHTepHeT" B
YCTaHOBMEHHOM UM MOPSAKE.

Masa 4. TOCYOAPCTBEHHbIA KOHTPOIb MPU OBPALLEHUA
NEKAPCTBEHHbIX CPELCTB

CtaTbs 8. ﬂI/ILI,eH3MpOBaHMe Nnpon3BOACTBa J1IeKapCTBEHHbLIX CPeACTB U d)apmaueBqueCKoPl neAaATenbHOCTU

1. nl/lLl,eH3MpOBaHI/Ie npon3BOACTBa J1IeKapCTBEHHbIX CpeactB u dapmMaLleBTUYECKON AEATENBHOCTU
ocyLllecTBndAeTCA B COOTBETCTBMU C 3aKOHOOATEIbCTBOM Poccuiickon CDep,epau,MM.
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2. Ob6sa3zaTenbHbIM YCIIOBMEM MPEAOCTaBEHUS] NMLEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPEeACTB
SIBNSIETCA MPUMOXKEHVEe K 3asiBIIEHUI0 COMCKATENs NULEH3UM MepeyvHsl NeKapCTBeHHbIX ¢opM M (Mnu) BWOOB
hapmMaLeBTUYECKUX CYOCTaHLMiA, KOTOpbIE NPOVN3BOAMTENb NEKAPCTBEHHBIX CPEACTB HAMEPEH NMPOU3BOANTD.

3. B cnyyae Heo6xogMMOCTM paclUMPeHUss MPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
nekapcTBeHHbIX (DOPM 1 BUOOB (papMaLeBTUYECKUX CyGCTaHLMIn MPOM3BOANTENb NEeKapCTBEHHbIX CPeaCTB A0HKEH
NOSy4YNTb HOBYIO JIULIEH3MIO HA NPOU3BOACTBO NIEKAPCTBEHHBLIX CPEACTB.

Cratba 9. [ocyaapCcTBEHHbIN KOHTPOIb (Haa3op) B ccepe obpallieHns nekapCTBEHHbIX CPeacTB
(B peq. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocyaapCTBEHHbIN KOHTPOIb (Hag3op) B cdepe obpalleHnst NekapCTBEHHbIX CPeACTB BKOYaeT B cebs:

1) JNWMUEH3MOHHBIA KOHTpPONb B cdepe NpoM3BOACTBA JIEKAPCTBEHHbIX CpeactB M B cdepe
dapmaueBTUYECKON OeATENBbHOCTY;

2) beaepanbHbI rocyaapCTBEHHLIN HaA30p B cdhepe obpalleHms NeKapCTBEHHbIX CPEACTB;

3) BbIBOPOUHbIN KOHTPOSb KayecTBa NekapcTBEHHbIX CPeacTB.

(n. 3 BBeoeH ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. JIMUEH3NOHHBbIN KOHTPONb B Ccdepe NpPOM3BOACTBA JIEKAPCTBEHHbIX CpeactB U B cdepe
dapmaueBTUYECKON [eaTenbHOCTH ocyLecTBnsieTcs YNONTHOMOYEHHbLIMMN deaepanbHbIM opraHom
UCNONHUTENBHON BfiacTu M OpraHamMu UCNONHUTENbLHON Bnactu cybbekToB Poccuiickon denepauum cornacHo mx
KOMMeTeHUuKn B nopsiake, yctaHoBneHHoMm denepanbHbiM 3akoHOM OT 26 aekabpsa 2008 roga N 294-93 "O zawmte
npae OPUONYECKMX 5L W WHOMBMAYANbHbIX NpeanpuHMMaTtenen npu  OCYLLECTBMIEHMM TOCYAApPCTBEHHOMO
KOHTpoOnsa (Hag3opa) M MyHMUMMANbHOTO KOHTpons”, C y4eToM OCOGEHHOCTElN opraHvM3auuMum W npoBefeHus
NPOBEPOK, yCTaHOBMNEHHbIX ®eaepanbHbiM 3akoHoM oT 4 Mas 2011 roga N 99-03 "O nuueH3npoBaHMM OTAENbHbIX
BMAOB AesaTenbHoCcTN".

3. depepanbHbIf rocyaapCTBEHHbIN HAa30p B chepe obpalleHnst nekapCTBEHHbIX CPEACTB OCYLLECTBNSAETCS
YMOMHOMOYEHHbIMW  dbeaepanbHbIMM OpraHaMu UCMOSNHUTESNbHOM BriacTu (danee - opraHbl rocyaapCTBEHHOMO
Haa3opa) cornacHoO UX KOMMeTeHUun B nopsaake, yctaHoBneHHoM [NpaButensctBom Poccuiickon deaeparmu.

4. ®epepanbHbI rOCyaapCTBEHHbIN Haa3op B cdepe obpalleHnsa nekapCTBEHHbIX CPeacTB BKMOYaeT B
cebs:

1) opraHusaumio 1 nNposedeHne NPoBepok cobnoaeHns cydbbekTammn obpalleHnss NekapCTBEHHbIX CPeacTB
YCTaHOBIEHHbIX HacTosAWMM PefeparnbHbiM 3aKOHOM Y MPUHATBIMU B COOTBETCTBMM C HUM MHBIMW HOPMAaTUBHbBIMMA
npaBoBbiMK akTamu Poccunckon depepaumm TpeboBaHUN K AOKIUHUYECKMM WCCNEOOBaHUAM JeKapCTBEHHbIX
CPEACTB, KITMHUYECKMM UCCIEeA0BaHUAM NTEKapPCTBEHHbIX NPenapaToB, XpaHEHWIO, NepeBo3ke, BBO3Y B Poccuinckyto
depepaumio, OTMYCKy, peanu3auuuM IeKapCTBEHHbIX CPeAcTB, MPUMMEHEHUIO JIEKAPCTBEHHbIX Mpenaparos,
YHUUTOXEHNIO NEKApPCTBEHHbIX CPEeACTB, a Takke COOMIoOEeHUS YNOSTHOMOYEHHBbIMM OpraHaMy MCMOJNTHUTENbHOM
BnacTu cyobektoB Poccuiickonn depgepaumm METOAMKU YCTAHOBMEHMS NpeaesibHbIX pasMepoB ONTOBbIX HagbaBok
W npefenbHbiX pasMepoB pPO3HMYHLIX HaObaBOK K (PAKTUYECKMM  OTMYCKHbIM LieHaM, YCTaHOBMNEHHbLIM
NPOM3BOAUTENSAMUN JIEKAPCTBEHHbIX MNpenapaTtoB, Ha JleKapCTBEHHble Mpenapartbl, BKMOYEHHblE B MEepeyveHb
XN3HEHHO HEOBXOOUMbBIX U BaXXKHENLLUX NeKkapCTBEHHbIX NpenapaTtoB (aanee - obasatenbHble TpeboBaHus);

2) opraHusauuio M npoBedeHue NPOBEPOK COOTBETCTBUS EKApPCTBEHHbIX CPeaCcTB, HaxXOAsLWUXCs B
rpaxgaHckom obopoTe, yCTaHOBMEHHbIM TPeBGOBaHUAM K X KayecTBy;

3) opraHusauuio u npoeseaeHne apmakoHaa3opa;

4) npumeHeHve B nopsidke, YCTaAHOBMEHHOM 3akoHogaTenbCcTBOM Poccuiickon depepauun, mep no
NpeceyvYeHnio BbISBMEHHbIX HapylleHnn oba3aTenbHbIX TpeboBaHWA U (UNKW) YCTPaHEHUI0 MOCMNEeACTBUM TaKux
HapyLLIEHWI, B TOM 4YMCNe MPUHATUE PELLUEHUS O HAXOXOEHUN NEKAPCTBEHHbIX CPeACTB B obpalleHuun, Bblgavy
npeanucaHnin 06 YCTpaHEHUMU BbISIBNIEHHbIX HapylweHun obssaTenbHblXx TpeboBaHWA U NpPUBMEYEHUE K
OTBETCTBEHHOCTU INL,, COBEPLUMBLLMX TaKMe HapyLUEHUS.

(wacTb 4 B peq. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

5. ®depepanbHbIN rocyaapCTBEHHbIN Haa30p B cdepe obpalleHns NekapCTBEHHbIX CPEACTB OCYLLECTBSETCA
B nopsigke, ycTtaHoBrneHHoM ®depepanbHbiM 3akOoHOM OT 26 gekabpsi 2008 roga N 294-03 "O 3awwmte npas
OPUONYECKMX NUL, U UHAMBUAYaANbHLIX NpeanpuHMMaTene Npu OCYLLECTBNEHUM FOCYAapCTBEHHOMO KOHTPOIS
(Hag3opa) M MyHMUMNANBHOTO KOHTpOnsa", C y4eTOoM OCODEHHOCTEN, YCTaHOBMEHHbIX HACTOSLENn CTaTbew.
lMpenoBaputenoHoe cornacoBaHWe C oOpraHamu MpoKypaTypbl CPOKOB MNPOBEAEHMSI BHEMNMNAHOBOW MPOBEPKM
cybbekToB ObpalleHns nekapCTBEHHbIX CPeACTB, a Takke npeaBapuTenbHOe yBeAOMMEHUE HpuandecKknx nuu,
WHOUBMAYaNbHbIX NpeanpUHUMaTENen o Havane NpoBeaeHUs 3TOW NpoBepku He TpebyeTcsa. OpraHbl NpoKkypaTypbl
u3BeLWanTca O npoBEeAEeHMM BHEMMaHoOBOW MpOBepkM CyObekToB obpalleHus nekapCTBEHHbIX CpeacTs
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NoCpeACcTBOM HarnpaBieHNsi COOTBETCTBYIOLLMX JOKYMEHTOB B TeYeHne Tpex pabounx AHEen ¢ MOMEHTa OKOHYaHWS
npoBeaeHns ykasaHHOW BHEMMaHOBOW MPOBEPKMU.
(4acTb 5 B peg. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. [JO/IKHOCTHbIE NWLLA OpraHa rocyaapCcTBEHHOrO Haf3opa B MOpsiAke, YCTAHOBEHHOM 3aKOHO4ATENbCTBOM
Poccunckon ®enepauum, nmetoT npaso:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHBLIX MWCbMEHHBLIX 3anpocoB OT CYObLEeKTOB obpalleHus
NeKapCTBEHHbIX CPEACTB, OPraHOB WCMOMHUTENbHOW Bnactn cybbektoB Poccuiickon depepaumm u opraHoB
MECTHOro camoyrpaBreHust JOKYMEHTbI U MHopMaLMo No Bonpocam obpalleHus NekapCTBEHHbIX CPEeACTB;

2) GecnpenaTCTBEHHO MO NPeAbSBEHUN CNYy>KeOHOro YOOCTOBEPEHUSI M KOMUKU Mnpukasa (pacrnopsbkeHust)
opraHa rocygapCTBEHHOro Hasopa O Ha3HadYeHUM NPOBEPKW Mocewatb MCNofb3yeMble PUOUYECKUMN NULAMU,
WHAMBUAOYanbHbIMY NPeanpUHUMaTensaMm, SBASIWMMUCS cyObekTamMmmn obpalleHnsi TeKapCTBEHHbIX CpeacTB, npwu
OCYLLIECTBIIEHNN CBOEN AEeATENbHOCTU TEPPUTOPUN, 34aHMS, NMOMELLEHUS U COOPYKEHWUS B Lensix NpoBedeHUsi
MEepPOMNpPUATUIA MO KOHTPOSIO;

3) npoBoanTb OTOOp 06pasUOB nekapCTBEHHbIX CPeAcTB, MpedHasHavyeHHblX Ans  peanusaumm wu
peanu3yembix cyObekTamy oOpalleHus fnekapCTBEHHbIX CpeacTB, Ans MNPOBEpKUM WX KadecTBa, MpoBedeHus
nccrnegoBaHUn, UCMbITaHWMIA B COOTBETCTBMM C NpaBuiaMy otbopa obpasuoB, yCTaHOBNEHHBIMU YNIONHOMOYEHHbLIM
deepanbHbIM OPraHoM UCMONTHUTENbHONM BNACTK;

4) BblgaBaTb cybbekTam obpalleHusi nekapCTBEHHbIX CPEACTB NpeanucaHust O NpekpalleHun HapyLueHWUin
ob6sa3aTenbHbIX TpeboBaHMN U 06 yCTpaHEeHUN BbISIBNEHHbIX HapyLLeHU obs3aTenbHbIX TpeboBaHui;

5) HanpaBnsATb B YMNOMHOMOYEHHbLIE OpraHbl MaTepuarnbl, CBA3aHHblE C HapylleHusiMU 06sa3aTenbHbIX
TpeboBaHuWi, AN peLleHnss BOMPOCOB O BO30YKAEHUN YrONOBHLIX AEN N0 Npu3Hakam NpecTynieHni.

7. BbIOOPOYHBIN  KOHTPOMb KadecTBa JIEKApCTBEHHbIX CPeACTB OCYLECTBMASETCA  YNONHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMOSTHUTENBHON BNAacTW B YCTAHOBIEHHOM MM MOPSiAKE W BKMOYaeT B cebsi:

1) ob6paboTky cBegeHun, B 0Os3aTENbHOM MNOPSAKE MNPedoCTaBnseMblX cybbekTamu obpaleHus
NeKapCTBEHHbIX CPEACTB, O Cepusix, NapTUsX NeKapCTBEHHbIX CPeACTB, MOCTYMaKLWmMX B rpaxaaHckni obopoT B
Poccunckon ®epepaunm;

2) oTbop 00pa3uoB NEKapCTBEHHbLIX CPeacTB y CyObekToB OOpalleHusi NekapCTBEHHbLIX CPeACTB B LENAX
NpOBEAEHUS UCMbITAHUIA HA WX COOTBETCTBUE TPebOOBaHUSM HOPMaTUBHOW [OKYMEHTAUWM WM HOPMATMBHBIX
[OKYMEHTOB;

3) NpuHATME NO pesynbTaTtam MNPOBEAEHHbLIX UCTbITAHWIA peLleHnst O AarbHEeWLWeM rpaxaaHckom obopoTte
COOTBETCTBYHOLLEIO NeKapCTBEHHOrO CPEACTBA;

4) NpUHATME YNONHOMOYEHHbIM (hefeparnbHbIM OPraHOM WCMOSHUTENBHOW BMAcTU pelleHust O nepeBoae
NeKapCTBEHHOIO CpeAcTBa Ha MOCEPUNHLIN BbIGOPOYHBLIN KOHTPOSb KavyecTBa NeKapCTBEHHbIX CPeacTB B Cly4ae
MOBTOPHOIO BbISIBMIEHUS HECOOTBETCTBUS KayecTBa JIEKapCTBEHHOrO cpeAcTBa YCTaAHOBIEHHbIM TpeboBaHUSAM ©
(Mpn HeobxoguMocTM) O npoBepke CcyObekTa obpalleHMsi NeKapCTBEHHbIX cpeacTtB. Pacxongpbl, CBsI3aHHble C
NpoBeAEeHNEM MOCEPUNHOIO BbIOOPOYHOrO KOHTPONA KayecTBa JIEKapCTBEHHbIX CPEeACTB, OMNnavnuBaloTcs
npou3BoguTeneM fekapCTBEHHOrO cpeactBa mnubo JdepxaTenem wWnvM  BrRagenbueM  pPerncTpaumoHHOro
yAOCTOBEPEHUs NeKapCTBEHHOO npenapara.

(yacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Mnaea 5. PASPABOTKA, JOKITMHUYECKUE UCCITEAOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KNUHUWYECKUE NCCIIEOOBAHUA
JNEKAPCTBEHHbIX MPENAPATOB AlA BETEPUHAPHOIO NPUMEHEHUA

Ctatbs 10. PaspaboTka nekapCTBEHHbLIX CPEACTB

1. PaspaboTka nekapCTBEHHbIX CpPeACTB BKMOYaeT B cebs MOMCK HOBbIX (DapMaKOSIOrMyYeckm aKTMBHbLIX
BELLECTB, MOCNeaylllee M3y4eHWe WX NeKapCTBEHHbIX CBOWCTB, AOKIIMHUYECKME WCCredoBaHusl, paspaboTky
TEXHOMOrMI Npon3BoACcTBa hapMaLeBTMYECKNX CyOCTaHUMR, pa3paboTKy COCTaBOB U TEXHONOMMI NPON3BOACTBA
NeKapCTBEHHLIX MpenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTKn NEKAaPCTBEHHbBIX CPEACTB OCYLLECTBISETCS 3a CYET:

1) cpencTts heaepansHOro GIOoXKeETa;

2) cpepncTtB pa3paboTyYMKOB NEKAPCTBEHHbIX CPEACTB;

3) cpencTB Npov3BOAMTENEN NEKAPCTBEHHBIX CPeACTB NP BbINOMHEHUM HAay4YHO-UCCNenoBaTENbCKUX paboT
no LOroBopy mMexay paspaboTynkom feKapCTBEHHbIX CPEACTB U MPON3BOAUTENEM JTEKAPCTBEHHbIX CPEACTB;

4) NHbIX He 3anpeLLeHHbIX 3akoHoaaTenscTBOM Poccuiickon defepaumm UCTOYHUKOB.

3. MNMpaBa pa3paboTymnka NekapCcTBEHHOrO CPeACTBA OXPAHSIIOTCS rPpaXKgaHCKMM 3aKOHOAATENbLCTBOM.
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Cratbs 11. JoknuHMYecKoe UccrnegoBaHne NekapcTBEHHOro cpeacTsa Ans MeaULUUHCKOro NpuMeHeHus

1. [JOKNMHM4YeCKoe nccrnenoBaHNe NeKapCTBEHHOTO CPeACTBa AN MEAULMHCKOrO NPUMEHEHWS NPOBOAUTCS
nyTeM MPUMEHEHUS Hay4HbIX METOAOB OLEHOK B LIENSX MOfyyYeHust gokasaTenscTB 6e3onacHocTu, KadecTBa U
3 HEKTUBHOCTM NEKAPCTBEHHOTO CPEACTBA.

2. [JoknMHn4eckoe nccrnegoBaHme NekapCcTBEHHOroO cpeAcTBa A4S MeAULMHCKOrO NPUMEHEHNSI NPOBOANTCS B
COOTBETCTBMM C MpaBuiaMu Hagnexawen nabopaTopHOW MNpPaKTUKU, YTBEPXKAEHHBIMU  YNONTHOMOYEHHbIM
deepanbHbIM OpPraHoM UCMOSNTHUTENBHOW BNAaCTy.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Ons opraHusaumMum n nNpoBeAeHUs OOKIMHWYECKOrO WCCMedoBaHUS feKapCTBEHHOro cpeactea Ans
MEOUUMHCKOTO  MPUMEHEeHMs  pa3paboTyMKM  NIeKapCTBEHHbIX  CPEeACTB  MOryT  MPUBMEKaTb  HayyHo-
uccregoBaTenbCkue  opraHvsaumn, obpasoBaTenbHble OpraHuM3aumyM BbiCWIero obpasoBaHus, wMerowme
HeOOXOAMMYID MaTepuarnbHO-TEXHUYECKYID 6asy M KBanuuuMpoBaHHbLIX CMNELManvMcToOB B COOTBETCTBYHLLEN
obnacTtu nccnenoBaHus.

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

4. [JOKNMHUYECKOE MCCnefoBaHWEe NEKapCTBEHHOMO CpeacTBa Anst MEAMUUHCKOrO NMpUMEHEHUsT MPOBOAMTCS
no yTBepXAeHHOMY pa3paboTyMkoM FeKkapCTBEHHONO CpeacTBa MfaHy C BedeHMeM MpoToKofa 3Toro
nccrnefoBaHUsl U COCTaBMEHUEM OTYETa, B KOTOPOM codepXaTcs pe3ynbTaThl 3TOr0 UCCNeAOBaHUSA U 3aKitoYeHne
O BO3MOXHOCTU NPOBEAEHMS KIIMHMYECKOTrO WCCNefoBaHUS JeKapCTBEHHOrO npenapaTta Ans MeguuUHCKOro
NPUMEHEHMS.

5. MNMpoBeaeHne NpoBepok cobnaeHNst NpaBuIl Hagnexatilen nabopaTopHO NPaKTUKM U NPaBOBbLIX HOPM
UCMOMb30BaHMS XUBOTHBIX MPU NPOBEAEHMU OOKMMHUYECKUX WCCMedOoBaHUMM FeKapCTBEHHbIX CpeacTB Ans
MEOULMHCKOTO MPUMEHEHNSI OCYLLECTBNSAETCA YMONHOMOYEHHbIM defdepanbHbiM  OPraHoM  UCMONHUTENbHOW
BMNacTm.

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

6. Pe3ynbTaThl JOKITMHNYECKOrO NCCeaoBaHNs NekapCTBEHHOrO CpeacTBa AN MEAMLMHCKOrO NPUMEHEHNs
MOTyT ObITb NPEeACTaBMEHbI B YNONTHOMOYEHHbIN dheaepanbHbIi OpraH UCMOTHUTENBHOM BNacTu B YCTAHOBIEHHOM
nopsiake B LIENsiX rocygapCTBEHHOM pernctpauum nekapcTBEHHOrO nNpenapara.

Cratbsa 12. [oOKnNuHM4Yeckoe wuccnenoBaHue NekapCTBEeHHOro cpeactesa W KIMHM4YeCckoe uccriegosaHune
NIeKapCTBEHHOrO npenaparta Anda BeTepUHapHOro npuMeHeHna

1. [oknMHnYeckoe uccrnefoBaHne NeKapcTBEHHOIO CPEACTBa ANl BETEPUHAPHOIO NMPYMEHEHWsI MPOBOANUTCS
nyTeM MPUMEHEHUST Hay4HbIX METOAOB OLEHOK B LIENsiX MOSyYyeHusl gokasaTteribcTB 6e30macHOCTM, kadectsa U
3 HEKTMBHOCTU JIEKAPCTBEHHOrO CPEeACTBa, B TOM 4YuCrie orpedesieHusi Cpoka ero BbiBedeHWs U3 opraHusma
XMBOTHOTO, B LieNisiXx oGecneyeHnsi 6e30MacHOCTM MPOAYKLMM KMBOTHOTO MPOUCXOXAEHWS Mocrne MnpYMeHeHus:
COOTBETCTBYIOLLEIO NIEKapCTBEHHOIO NnpenapaTa.

2. [oknuHMYeckoe WcCredoBaHWE  JIEKapCTBEHHOTO  CPeAcTBa UM KIMHMYECKOe  WUCCrefdoBaHue
nekapcTBEHHOro npenapara afns BeTepUHapHOro MpYMEHEeHUs, UccregoBaHme BGMO3KBMBANIEHTHOCTU YKa3aHHOIo
nekapcTBEHHOro npenaparta NPOBOAATCA B COOTBETCTBMWU C MpaBunamMu, YTBEPXKOEHHbIMW YNONHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMONMHUTENBHOW BMACTK.

3. [oknuHuMYeckoe WcCrefoBaHVWE NEeKapCTBEHHOTO CpeacTBa WM KIMHMYECKOe — WUcCredoBaHue
nekapcTBEHHOro npenaparta ANs BETEPUHAPHOrO MPUMEHEHUS MPOBOASATCA MO YTBEPXKAEHHOMY pa3paboTYMKOM
NeKkapcTBEHHOro cpeacTeBa MnaHy C BedeHUMEM MPOTOKOMOB 3TMX WCCNEAOBaHWA U COCTaBEHMEM OTYETOB, B
KOTOPbIX coaepXKaTcsi pe3ynbTaTbl 3TUX UCCIEeA0BaHWIA.

4. [Ons opraHuWsauuM W MpPOBEAEHUs [OOKIIMHMYECKOrO WCCredoBaHWsl JeKapCTBEHHOTO cpeacTBa WU
KIMMHUYECKOTO UCCIeoBaHUsl JIeKapCTBEHHOro npenapaTta [Ans BEeTEpUHAPHOIro MNpPUMEHeHWsi pa3paboTyumk
NEeKapCTBEHHOINO CpeAcTBa MOXEeT MpvBRekaTb OpraHvM3auuv, umMelowme HeobxoauMmylo  MaTepuanbHo-
TEXHUYECKyI0 6a3y 1 KBannULMPOBaHHbLIX CleLManvcToB B COOTBETCTBYIOLWEN 06/1acTi nccrneaoBaHus.

5. KnnHnyeckne uccrnenoBaHns NekapCTBEHHbIX NpenapaToB A1 BETEPUHAPHOIO NPUMEHEHUS NPOBOASITCS
B BETEpPUHAPHBIX OpraHn3aumsx U B OpraHM3aLmax, OCyLLECTBISAIOLWMNX pasBedeHne, BbipalliMBaHue 1 cogepxkaHue
XWBOTHbIX, B LEenax:

1) ycTaHOBMNeHWsA NepeHOCUMOCTM NeKapCTBEHHbIX NPenapaToB 340POBbIMU XUBOTHBIMU;

2) nog6opa onTUManbHbIX 403MPOBOK NEKAapPCTBEHHbIX MPEnapaTtoB M Kypca NeyYeHns Ha KOHKPEeTHOM rpynne
XVBOTHBIX C onpefenieHHbIM 3a6oneBaHNeM;

3) ycTaHoBneHus1 6e3onacHOCTU M 3hdeKTUBHOCTM NEKapCTBEHHOrO MNpenaparta, npegHasHayeHHoro Ans
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neyeHns onpederneHHbIX 3aboneBaHun >KMBOTHbIX, UMM 3EEKTUBHOCTM NEKapCTBEHHOro mnpenapata Ans
npochmnakTnkn 3aboneBaHUn 340POBbIX XXUBOTHBIX;

4) n3y4eHns1 BO3MOXHOCTEW PaclUMPEHUS NMOKa3aHU K MPUMEHEHUIO 3apEerncTpMpoBaHHOrO fiekapCTBEHHOMO
npenapaTta v BblSIBNEHUS paHee HEU3BECTHbIX MOBOYHbIX ENCTBUN.

6. KnuHuueckoe wuccnegoBaHMe NEKapCTBEHHOro Mpenapata Afs  BeTepVHapHOro  NpUMMEHEHUs
OCYLLECTBISAETCS 3a CHET CpeacTB paspaboTyunka nekapcTBEHHOro CpeacTsa.

7. OtyeTbl O pesynbTaTax [OKNMUHUYECKOrOo WCCrefoBaHWs NEeKapCTBEHHOro CpeacTBa U KMHUYECKOro
uccneaoBaHUsa NekapcTBEHHOro npenapaTta Ans BeTEPUHAPHOro NPUMEHEHUs COCTaBMsATCA pa3paboTynkom
NeKapCcTBEHHOr0 cpeactBa C YY4eTOM 3aKkfioYeHUW opraHv3auun, MPUHUMAaBLLMX YyyacTue B OpraHusauum u
NpoOBEeAEHUN TUX NCCIe0BaHNN.

8. KoHTponb 3a npoBegeHveM AOKIMMHMYECKMX WCCNEAOBaHWUA NEeKapCTBEHHbIX CPeACTB WM KIMHUYECKNX
nccrnegoBaHU NekapCcTBEHHbIX NpenapaToB Ans BEeTEePUHAPHOIo NPMMEHEHMS OCYLLIECTBIAETCS YNONHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMNOSTHUTENBHOM BRacTu.

Mmasa 6. OCYLWECTBJIEHUE NrOCYAAPCTBEHHOW PETMCTPALMU
NEKAPCTBEHHbIX MPENAPATOB

Cratba 13. [ocynapcTBeHHas perncrpaumst nekapcTBeHHbIX NpenapaTos
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccunckon ®depepauum gonyckatoTcs NpouM3BOACTBO, U3rOTOBIEHME, XpaHEHWEe, NepeBo3ka, BBO3 B
Poccunckyto depepaunto, BbiBO3 M3 Poccunckon Pepepauun, peknama, OTNYCK, peanusauus, nepegada,
NPUMEHEHNE, YHUYTOXEHWE IEeKapCTBEHHbIX MNpenapaToB, €CfM OHWM 3aperncTpupoBaHbl COOTBETCTBYHOLLMM
YMOMHOMOYEHHbBIM heaeparnbHbIM OPraHOM UCTOSNTHUTESBHON BNacTM.

(wactb 1 B peq. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

2. [ocygapcTBEHHOWM permctTpaunmn nognexar:

1) BCe nekapcTBeHHbIE Npenaparthl, Bepsble noanexalime sBoay B obpalyeHne B Poccuinckon depepaumu;

2) nekapcTBeHHbIe NpenapaTbl, 3aperncTpupoBaHHbIe paHee, HO NPOU3BeAEeHHbIE B APYrMX NeKapCTBEHHbIX
dopmax B COOTBETCTBMM C MNEPEYHEM HaAMMEHOBAHWUN NEKAPCTBEHHbLIX (POpM, B HOBOW [J03MPOBKE MNpwu
[okasaTenbCTBE €€ KMMHUYECKOW 3Ha4YMMOCTM N 3DDEKTUBHOCTH;

3) HOBble KOMBMHAaLMM 3aperncTPUPOBaHHbLIX paHee NekapCcTBEHHbIX NpenapaTos.

3. locymapcTBeHHasd perucrtpauus nekapCTBEHHbIX MpernapaTtoB OCyLecTBnseTcsa Mo pesynbTaTam
3KCMNEePTM3bl NEKAPCTBEHHbIX CPEACTB, a rocydapCTBEHHAsa perncrpaumsi opdaHHbIX NEeKapCTBEHHbIX MpenapaTos
OCYLLECTBISIETCA NO pe3ynbTaTtaM 3KCNepTM3bl JOKYMEHTOB, MPEACTaBIEHHbIX ANs OnNpedeneHnss BO3MOXHOCTM
paccMaTpvBaTb  JIeKApCTBEHHbLIM  MnpenapaT Afs  MEAMUMHCKOrO  MPUMEHEHUsT MNpPU  OCYLLECTBIEHUU
rocy4apCTBEHHOW perucrpaumMm B KayecTBe OpdhaHHOro IekapCTBEHHOro mnpenapata, M N0 pesynbrartam
3KCMNEePTM3bl JIEKAPCTBEHHbBIX CPEACTB.

4. TocypapcCTBeHHast perncrpaumsi JekapCTBEHHOro npenapata OCYLECTBISETCA COOTBETCTBYHOLNM
YNONTHOMOYEHHbIM heeparnbHbIM OpraHOM MCMOMHUTENBHOM BNAacTu B CPOK, He MpeBbillalowWmii CTa LecTnaecaTn
paboumx gHen Co OHA NPUHATUS COOTBETCTBYIOLLLErO 3asiBNEHNs O rocyJapCTBEHHOW perncTpauumn nekapCTBEHHOro
npenapata. B ykasaHHbI CpOK BKMYaeTca Bpemsi, HeobxoauMmoe And MOBTOPHOrO MpOBeAEHUst 3KCMepTU3bl
NEeKapCTBEHHOrO CpeacTBa B COOTBETCTBUMM CO cTaTben 25 Hactosiwero PepepanbHoro 3akoHa. Cpok
rocyfapCTBEHHOW perncTpaunm nekapcTBEHHOro npenapara MCHUCNHAETCH CO OHSA NPUHATUS COOTBETCTBYHOLLUM
YNONTHOMOYEHHbIM  heeparnbHbIM  OPraHoOM  WUCMOMHUTENbHOW BNAacTW  COOTBETCTBYHOLLEro 3asiBfieHus o
rocyapCTBEHHOW perMcTpaumm NekapCTBEHHOrO npenapara ¢ NpuIioKeHnemMm HeobxoouMbiX JOKYMEHTOB MO AEHb
Bbldaun perncTpaumoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOrO npenapaTta. Bpems, Heobxoammoe ansa HanpaBneHus
YMOMHOMOYEHHbIM dheeparnbHbiM OpraHOM MCMOSTHUTENbHOM BracTy 3anpoca O npeacTaBfeHnn HeobxooumblixX
Martepuanos M nNpeacTaBfieHns 3asBUTENEM OTBETa Ha AaHHbIN 3anpoc B COOTBETCTBUM cO ctatbamu 16, 19 n 23
HacToswero dPenepanbHOro 3akoHa, HE YYUTbIBAeTCA MPU MCYMCIIEHMM CPOKa rOCYAapCTBEHHOW perncrpaumm
NeKkapCTBEHHOro npenapara.

5. F'ocynapcTBeHHOW perucTpaumm He noanexar:

1) nekapcTBeHHble npenapaTtbl, N3rOTOBMEHHbIE anTeYHbIMU OpraHu3aLmsaIMu, BETEPUHAPHbBIMU anTeYHbIMU
opraHusaumMsmMu, UHANBUAYaNbHbIMU NpeanpUHUMATENSMU, KOTOPble MMEIKT NULUEH3NI0 Ha dapmMaLeBTUYECKYHO
[eATenbHOCTb, MO peLenTaM Ha IeKapCTBEHHble npenapaTtbl M TpeboBaHMAM MEAUMLMHCKMX OpraHusauumn,
BETEPUHAPHbIX OpraHM3auunm;

2) nekapcTBeHHble Mpenapatbl, npuobpeTeHHble u3ndeckumn nuuamu 3a npegenamu  Poccuiickon
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depepaumu n npegHasHavYeHHbIe NS IMYHOIO NCMONb30BaHUS;

3) nekapCcTBEHHbIE NpenapaTbl, BBO3UMbIE B Poccuiickyto Peepaumto ansg okasaHus MeaULMHCKON NMOMOLLM
MO >KM3HEHHbIM MOKa3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBaHUW paspelleHuns, BblAaHHOTO YMOMHOMOYEHHbIM
denepanbHbIM OpraHoOM UCNONHUTENBHOW BNacTy;

4) nekapCTBEHHble CpeacTBa, BBO3MMble B Poccunckyio ®degepaumio Ha OCHOBaHUMM  BblAAHHOIO
YNONHOMOYEHHbIM (befieparbHbIM OpraHoM MWCMOMHUTENbHOW BRacTM paspelleHus U npeaHasHaveHHble Ans
nNpoBeaeHUs KNUHUYECKUX WCCRefoBaHUA NeKapCTBEHHbIX npernapaTtoB W (MnM) NPOBEeAEHMSI 3KCMepTusbl
nekapcTBEHHbIX CPeACTB AN OCYLLEeCTBEHNS rOCyaapCTBEHHOW permcTpauumn nekapCTBEHHbIX NpenapaTos;

5) cbapmavneBTnyeckme cybctaHumm;

6) paguocdapmaueBTUYECKNE fleKapCTBEHHble npenapaTbl, W3rOTOBMEHHbIE HEMNOCPEACTBEHHO B
MEOUUMHCKUX OpraHuM3aumsax B [Opagke, YCTAHOBIIEHHOM  YMOMTHOMOYEHHbIM  dbefepanbHbiM — OpraHoM
UCMNOMHUTENBHOW BNacTw;

7) nekapCcTBEHHbIE NpenapaTbl, TPON3BOANMbIE A1 IKChopTa.

6. He gonyckaeTcs rocygapCTBeHHasa pernctpaums:

1) nekapCTBEHHbIX MpenapaToB, OTNMYALIMXCA APYr OT Apyra KavyeCTBEHHbIM COCTABOM AENCTBYHOLLMX
BeLLeCTB, NoJ OANHAKOBbLIM TOProBbiM HaVMEHOBaHUEM;

2) OOHOro nekapCTBEHHOro mnpenapaTta, BbiMycKkaemMoro npou3BoAUTENEeM MO4 pPasfMyHbiMU TOProBbIMU
HaMMeHOBaHUAMU U NPeACTaBNEHHOro Ha rocygapCcTBEHHYIO perucTpaumio B Buae AByx U 6onee nekapcTBeHHbIX
npenapaTos.

7. Mo 3anpocy (B aneKkTpoHHON dopme nnmn Ha BymaxHOM HocuTene) cybbekTa obpalleHUsa nekapCTBEHHbIX
CpeAcTB  COOTBETCTBYHOLUMM  YNOMHOMOYEHHbIM  defepanbHbiM — OpraHoM  UCMOMHWUTENbHOW  BRacTw,
OCYLLIECTBISAIOLWMM FOCYOapCTBEHHYHO PErncTpauuio NeKapCTBEHHbIX MpenapaToB, B YCTAHOBIEHHOM MM MOpSAKe
OCYLLECTBISAETCA Hay4yHOE KOHCYNbTMPOBaHWE MO BOMpoOCaM, CBSA3aHHbIM C MPOBeAeHNEM OOKIMHUYECKNX
nccrnegoBaHUn, KITMHUYECKMX MCCNEeQOBaHUNM NEKapCTBEHHbIX NpenapaToB, SKCNepTU3bl KaYecTBa NeKapCTBEHHbIX
cpencTs, adheKkTMBHOCTM 1 6e30NacHOCTU, C OCYLLECTBIIEHNEM rOCyAapCTBEHHON Perncrpauumn nekapCcTBEHHbIX
npenapaToB. KOHCynbTMpOBaHWe OCYLLECTBMASETCH C NpuBnedYeHmem deaepanbHbiX FOCYAapCTBEHHbIX BIOXETHbIX
yyYpexXaeHun, NoABeAOMCTBEHHbIX JaHHOMY defepanbHOMY OpraHy UCMOMHUTENBbHOW BNacTu 1 He y4acTBYOLUX B
opraHusaumMmM npoBeOeHUsa 3IKCrepTu3bl KayecTBa JIeKapCTBEHHbIX CPeACTB B LEnsX OCYLEeCTBNEeHUs ux
rocyfapCTBEHHOW perncTpaumm B COOTBETCTBMM CO cTaTben 16 HacToswero ®egepansHOro 3akoHa, B Bue oTeeTa
B MUCbMEHHON hopMme YNONHOMOYEHHOro dreaepanbHOro opraHa MCNONMHUTENBHOW BnacTu Ha 3anpoc. Paswmep
B3MMaeMoW C 3asBUTeNs Nnatbl onpeaenseTca B COOTBETCTBMU C 3akoHoAaTensCcTBOM Poccunckon ®epepavinm ob
opraHusaumMvM npeaocTaBneHnss rocyAapCTBEHHbIX U MyHUUMNanbHbIX ycnyr. VIHopmaums o6 ocyliecTBrneHun
Hay4YHOro KOHCYNbTUPOBaHWUA, B TOM 4YMCre CTaTbi, 0630pbl, CNpaBoYHble MaTepuansl U MHaa nHopmauus ob
OCYLLECTBIIEHNN HAYYHOIO KOHCYMbTUPOBAaHMSA, pasMellaeTca Ha oduumnanbHOM canTe  YNOJIHOMOYEHHOMO
denepanbHOro opraHa WCMONHUTENbHOM Bnactu B cetu  "MIHTepHeT" C  cobntogeHnem  orpaHuyeHum,
YCTaHOBMEHHbIX 3aKOHOOATENbCTBOM O NMEPCOHAarbHbIX AaHHbIX, KOMMEPYECKOW 1 (1K) rocydapCTBEHHOW TalHe.

8. [ocymapcTBeHHasa permctpaums nekapcTBEHHbIX NpenapaToB, KOTOpble NpeAHasHayveHbl Anst MPUMEHEHNUs
B YCIOBUSX BOEHHbIX OENCTBUI, Ype3BblYaHbLIX CUTyauun, NPOoUNakTuKn u nedeHnsi 3aboneBaHnn n NopaxeHun,
MONMyyYeHHbIX B pe3ynbTaTte BO3AENCTBMA HebnaronpuaTHbIX XUMWUYECKMX, OMONOrMYecKknx, pagvaumoHHbIX
dakTopoB, 1 paspaboTaHbl MO 3adaHuio defepanbHbIX OPraHoB WUCMOMHUTENbHON BNACTW, YNONHOMOYEHHbIX B
obnactm 06OpoHbI CTpaHbl M ©He3onacHOCTU rocydapcTBa, OCYLLECTBRASETCA B MNOpsiaike, YCTaHOBNEHHOM
MpaButensctBoM Poccuinckon depepaumm.

Cratbsa 14. MNpyHUUNBLI 3KCNEPTU3bl NTEKAPCTBEHHbLIX CPEACTB
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. DkcnepTu3a NeKkapCTBEHHbIX CPEACTB OCHOBLIBAETCS HA MPUHLUMMAX 3aKOHHOCTW, COGMofeHus npae u
cBobopa 4erioBeka W rpaxgaHuHa, MpaB OPUAMYECKOTO fvua, He3aBMCUMOCTM 3KcrepTa, OB6beKTUBHOCTY,
BCECTOPOHHOCTU U MOJSIHOTbI UCCMEAOBaHWIA, NPOBOAVMbIX C UCMOSIb30BAHUEM COBPEMEHHBIX AOCTUXKEHUI Hayku 1
TEXHUKW, OTBETCTBEHHOCTM (hedepanilbHOro rOoCYAapCTBEHHOIO GHOMKETHOTO YYPEXOAEHUS MO NPOBEAEHWIo
3KCMepTU3bl NIeKapCTBEHHbIX CPEACTB 1 3KCMEPTOB 3a NPOBEeAeHNe U Ka4eCTBO IKCNEepPTU3bI.

2. JKcnepTusa neKkapcTBEHHbIX NpenapaTtos Ans MeauLMHCKOro NpMMEHEHNs BKMoYaeT B cebs:

1) 9KcnepTM3y [OOKYMEHTOB, MNpeACTaBrieHHbIX Ans  onpedeneHuss BO3MOXHOCTU  paccmaTtpuBaTb
nekapcTBEeHHbI NpenapaT Ans MeauUMHCKOTO NPUMEHEHNS NPU OCYLLECTBNEHUN FOCYAapCTBEHHOW pernctpauum B
KayecTBe opdaHHOro NekapcTBEHHOro Nnpenapara;

2) 9KCnepTM3y npeanoXeHHbIX MEeTOAOB KOHTPOMS KayecTBa JleKapCTBEHHOrO CpeacTBa W KayecTBa
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npeacTaBrieHHbIX 06pas3LoB NEKapCTBEHHOTO CPeacTBa C MCMONb30BaHMEM 3TUX METOHOB (Aaree - aKcnepTvsa
KayecTBa JIekapCTBEHHOrO CpeACcTBa);

3) 9KCMepTM3y OTHOLUEHMSI O0XMOAeMOW MoSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS J1eKapCTBEHHOIO
npenapara.

3. OKcnepTr3a nekapcTBEHHbIX NpenapaToB Ans BETePUHAPHOro NPUMEHEHNS BKIOYaeT B cebsa aKcnepTusy
KayecTBa IeKapCTBEHHOIO CpPeACcTBa M 9KCNEpTU3Y OTHOLLEHUS OXWOAEMOW MoMb3bl K BO3MOXHOMY PUCKY
NpYMeHeHVs1 NekapcTBEHHOro Nnpenapara.

Cratba 15. degepanbHoe rocygapcTBeHHOe OlOMKETHOE YYpexaeHue Mo MPOBEedEeHU 3KCMepTUsbl
NeKkapCTBEHHbIX CpeacTB

3KcnepT3a FEeKapCTBEHHbIX CPeAcTB  MPOBOAMTCA  defepasnibHbiM - FOCYAapCTBEHHbIM  BHOgKEeTHBIM
yYpexXaeHMeM COOTBETCTBYIOLLEIO  YMNOJIHOMOYEHHOro  (hedeparnbHOro opraHa MCMOSIHUTENbHOM  BracTy,
CO3AaHHbIM st oGecrneyeHns UCMNOMHEHNs MOSTHOMOYMIA 3Toro dhefepanbHOro opraHa no Bblaade paspeLlleHnii Ha
NpoBeAeHUE KIMHUYECKUX UCCIEA0BAHWNIA NIeKapCTBEHHbIX NpenapaToB U (UMW) Mo rocyaapCTBEHHON perncTpaumm
nekapcTBEHHbIX MpenapaToB (aanee - 3KCNepTHOE yYpexaeHue).

CraTbsa 16. OpraHusauns NpoBeAeHns IKCNePTU3bl NEKapCTBEHHbIX CPEeACcTB
(B pea. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTu3a NeKkapcTBEHHbIX CPeACTB MPOBOAUTCH KOMUCCUMEN 3SKCMEPTOB IKCMEPTHOMO YypeaeHus,
Ha3Ha4YeHHOW €ro pyKOBOOAMTENEM, Ha OCHOBaHWMM 3adaHWsi Ha MpOBeOEeHUEe SKCMepTU3bl JIEKAPCTBEHHOTO
CpPeACTBa, BbIAAHHOIO YMOSTHOMOYEHHbIM hbefepanbHbiM OpraHoOM WCMONHUTENbHOW BnacTu. PykoBoauTenb
3KCMEPTHOrO y4dpexaeHnst obecneumBaeT Hagnexallee MNpoBedeHUe IKCNepTU3bl JeKapCTBEHHbIX CPEACTB B
COOTBETCTBMM C 3adaHWEM, BblAaHHbIM YMOJTHOMOYEHHbIM ¢hefeparnbHbIM OpraHoOM WCMNOSNHUTESNIbHON BNacTu, u
OpraHu3yeT MnoAroToBKY CBOAHOINO 3aKMYEeHWst 3TOM KoMuccuu. B cocTaB 3TOM KOMUCCMM MO PELLEHUHo
PYKOBOAMTENS SKCMEPTHOrO yYpexaeHust MOryT ObiTb BKITHOUYEHbLI B Ka4eCTBE 3KCMEPTOB Nuua, He paboTtawuime B
[AHHOM 3KCMEPTHOM YUpeXAeHUU, ecrniv nx cneumanbHble 3HaHUS HeoOXoauMbl AN NPOBEAEHUS IKCNepTU3bl U
Takue 3KCnepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM ydpexaeHun.

2. OKCnepToM Mo NPOBEAEHWNI0 SKCMEPTU3bl FIEKAPCTBEHHbLIX CPEACTB SBNSETCA aTTeCTOBaHHbLIA paboTHUK
9KCMEPTHOrO yuYpexaeHus, KOTOpbli MMeeT BbiCllee MeauuuHckoe, ¢apMaleBTudeckoe, 6uonornyeckoe,
BeTEpPUHApHOe unuM XuMmmyeckoe obpasoBaHWe M NPOBOAMT ISKCNEepPTU3y NEeKapCTBEHHbIX CPeacTB B Mnopsake
WCNOSTHEHNS CBOMX AOMKHOCTHbIX 06A3aHHOCTEN (Oanee - aKcnepT).

3. MNpu npoBeAeHMM 3KCNEPTU3bl FIEKAPCTBEHHbLIX CPEACTB 3KCMEPT HE MOXET HaxoAUTbCs B KaKoW-nvbo
3aBMCUMOCTM OT NuLA, Has3Ha4MBLLEro 3Ty 3KCMNepTu3y, paspaboTymka NEKapCTBEHHOrO CpeAacTBa UM Opyrux
3aUHTEPECOBAHHbBIX B pe3yrbTaTax SKCNepTusbl L.

4. MNpwn NnpoBefeHUN IKCNEPTU3bI NIEKAPCTBEHHbIX CPEACTB He JonyckaeTcs uctpeboBaTb y 3asBuTenst iMbo
WHbIX §WL MmaTepuanbl, Heobxoaumble NS MpoBedeHus 3KcnepTusbl. B crnyyae HegocTtaToOuyHOCTM
npeacTaBrieHHbIX 3KCMEepPTYy MaTepuanoB ANs Aauu 3aKIHYEHUsT SKCMepT CTaBUT BOMPOC O MPeAcTaBfieHun emy
HeobxoOuUMbIX MaTepuanoB nepes pPykoBoAUTENEM 3KCMEPTHOrO YydpexaeHws, KOTopbl obpallaeTcsa ¢
COOTBETCTBYIOLLMM 3anpoOCOM B YMNOMHOMOYEHHbIN heaepanbHbIi OpraH MCNOMHUTENbHOW BMAAacTW, BblOaBLUMMA
3agaHne Ha nNpoBedeHMe SKCMepTM3bl JIEKApCTBEHHOrO cpeacTBa.  YKasaHHbld  doedeparnbHblA - OpraH
WCNONHUTENBHON BlacTU B TeYeHUe NSt paboyumx AHeWn co OHSA NOCTYNNEHNs 3anpoca pyKoBOAMUTENS 3KCMEPTHOro
yypexaeHusa HarnpaBnseT 3asBUTENt0 3anpoc O MNpeacTaBrneHMM Heobxoanmbix MaTtepuanos. [daHHbI 3anpoc
MOXeT BbITb NepefaH ynonHOMOYEHHOMY MPeACTaBUTENIO 3asBUTENS NUYHO NOA PacnuCcKy, HanpaBneH no novte
3aKasHbIM MUCbMOM UIN NepefaH B 3NEKTPOHHON ¢hopMe No TeNekoMMYHUKaLMOHHbIM KaHanam cBsisu. B cniydae
HanpaBMeHNs OAHHOro 3anpoca Mo no4vte 3akasHbiM MUCbMOM OH CYMTAETCS MOSyYEHHbIM MO UCTEYEHUU LLIECTU
[OHen ¢ naTbl HanpaBfeHnst 3aKa3Horo nNucbma.

(4acTb 4 B peg. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3asButenb o06s3aH npeacTtaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro deaeparnbHOro opraHa
WCMONTHUTENBHON BNAcTU B CPOK, HE MpPEBbILAKLWUA OeBsiHOCTa pabounx OHEW CO [OHS ero nostyudeHus.
YNONMHOMOYEHHbIN  (peaepanbHbIil  OpraH  MCMOMHUTENbHOW BNacTW, BblAABLUMIA 3adaHWe Ha npoBedeHue
9KCNEepPTU3bl NEKapCTBEHHOrO CpeacTBa, B TeYeHNe NaTu pabounx AHen Co AHA NOCTYNNeHNs OT 3asaBuUTens oTeeTa
Ha [OaHHbIN 3anpoC HarnpasBnseT TakoW OTBET B 3KCMepTHoe ydpexaeHwe. B cnyyae HenpeactaeneHus no
ucTedeHmMm feBsiHocTa paboumx OHen 3asBuTenem OTBeTa Ha AaHHbIA 3anpoc YNONHOMOYEHHbIN heaepanbHbiv
opraH MCMNOMHUTENbHON BNacTuW, BblOABLUMA 3adaHWEe Ha NPOBEAEHWE IKCMEepTM3bl NIEKAPCTBEHHOrO CpencTBa, B
TeyeHne nATM pabounx [OHeW HanpaBnseT B 3KCMNepTHOe Yy4YpexaeHne yBeOOMMEeHVMEe O HenpeacTaBneHuu
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3agBWTENEM OTBETa Ha 3anpoc Yyka3aHHOro opraHa. Bpemsa co OHS HanpaBneHus 3anpoca  3KCMepTHOro
y4pexaeHus B YNOMHOMOYEHHbIN dhedeparnbHbli OpraH UCMOMHUTENBHOW BNacTh A0 OHA MOJNyYEeHUS 3KCMNEepPTHbIM
yypexaeHnem oTBeTa Ha 3anpoc Wiy yBeAOMIEHUSA O HeNnpeacTaBeHWM OTBETa Ha 3anpoc He yduTbiBaeTcs npu
UCYNCIIEHUN CPOKa NPOBEAEHNS AKCNEPTU3bl NEKAPCTBEHHOrO CPeacTBa.

(yacTb 4.1 BBeaeHa PepeparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OkcnepT npu npoBefeHUM MOPYYEHHOW eMy PYKOBOAMTENEM 3KCMEPTHOrO YUYPEXAEHUS 3SKCnepTusbl
nekapcTBEHHOro cpeAcTea 0bsasaH:

1) npoBecTn NonHoe uccrnepoBaHue npeacraBneHHbIX eMy o6bekToB, MaTepuanoB, AaTb 0B60CHOBaHHOE U
OOBHEKTMBHOE 3aKroyeHUe Mo MOCTaBMeHHbIM nepes HUMM BOMPOCaM UMM MOTMBMPOBAHHOE 3aKMyeHne o
HEBO3MOXXHOCTU MPOBEAEHNS UM 3KCMEePTU3bl NeKapCTBEHHOIO CPeACTBa, €CNv NOoCTaBlieHHbIe BOMPOCHI BbIXOAAT
3a npegenbl crneuunanbHbiX 3HAHWA 3KcnepTa, OOBLEKTbl WCCNedoBaHWA W MaTepuanbl HENpPUrogHbl UMK
HeJOCTaTOYHbI ANS NPOBEAEHUS NCCnefoBaHniA U favm 3akodYeHnsa Nnnbo COBPEMEHHBIN YPOBEHb Pa3BUTUS HayKK
He No3BOoNAET OTBETUTb Ha NOCTaBMEHHbIE BOMPOCHI;

2) He pasmawaTb CBeOeHWsl, KOTopble CTanu €My W3BECTHbl B CBS3M C MNPOBEOEHMEM 3KCMepTu3bl
NeKapCTBEHHOIO CPEeACTBa, a Takke CBEAEHUS, COCTaBNAKLWMEe FOCYAapCTBEHHYHD, KOMMEPYECKYD WM WHYHO
OXpaHsAEeMYHO 3aKOHOM TalHYy;

3) obecneunTb COXpaHHOCTb NpeacTaBnNeHHbIX OO BEKTOB UCCNeaoBaHWUIA U MaTepuarnos.

6. JKcnepT He Bnpase:

1) npoBOAMTL 9KCNEpTU3y IeKapCTBEHHOro cpeacTtBa nNo obpalleHuo HemnocpeacTBEHHO K  HeMy
opraHusaumi unu usndeckmx nuu;

2) camocToaTenbHO cobnpaTtb MaTepmansl ANg NPOBEAEHNs] IKCNEePTU3bl NEKapCTBEHHOrO CPeACTBa;

3) npoBOAUTL 3KCMEPTU3y NEKAPCTBEHHOIO CPeAcTBa B Ka4eCTBE HErOCyAapCTBEHHOMO 3KCnepTa.

7. B cnyyae HeobxogumocTu 9KCMepT BMpaBe XodaTawcTBOBaTb Meped PYKOBOAMTENEM 3KCMNEPTHOro
y4peXaeHUs O NPMBIIEYEHNN K MPOBEAEHUNIO 3KCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBa OPYrMX 3KCMEPTOB.

8. Kaxxabli akcnepT, BXOAALNA B COCTaB KOMUCCUM 3KCMEPTOB, KOTOPOW NOpPYyYeHO NpoBeAeHne 3KCnepTu3bl
NeKapCTBEHHOIO CPeACTBa, HE3aBUCMMO U CaMOCTOATENbHO MPOBOAUT WUCCIeOOBaHWs, OLEHMBAET pe3ynbTaThl,
NonyyYeHHbIE UM FIMYHO U OPYrMMUK 3KCcnepTamu, 1 hopmynupyeT BbIBOAbI OTHOCUTENBHO NOCTaBIEHHbLIX BOMPOCOB
B pefenax CBOUX cneumnanbHbIX 3HaHUN.

9. PesynbTaTthl 3KCNEpPTM3bl NEKAPCTBEHHOIO cpeacTBa OPOPMIAIOTCA 3aKMOYEeHNEM KOMUCCUU SKCNEPTOB.
B 3akmoyeHnn koMucCcuM IKCMEPTOB YKa3blBAlOTCA MepeveHb WUccrnedoBaHuin, obbeM NPOBEAEHHbIX KaXAbIM
9KCMEPTOM UCCNeaOoBaHUN, YCTaHOBMNEHHbIE KaXAbIM U3 HUX (hakTbl U CAenaHHble B pesynbTate uccnegoBaHun
BbIBOAbl. OKCMepT, MHEHWE KOTOPOro He COBMajaeT C pelLleHMeM KOMUCCUM 3KCMepTOB, BNpasBe Bbipa3uTb CBOE
MHEHWe B NMCbMEHHOW hopMe, KOTopoe NpuobLLAeTCH K 3aKNMIOYEHUIO KOMUCCUM IKCMEPTOB.

10. OkcnepThl, BxoAsLWMe B COCTaB KOMUCCUM, NpedynpexgarTcsd o6 oTBETCTBEHHOCTM B COOTBETCTBUU C
3akoHogartenscTBom Poccuiickon ®egepaummn 3a gady 3aknudeHus, cogepkawero HeobGOCHOBaHHblE UIu
danbCcMdrLMpOoBaHHbIE BbIBOAbI, O YEM OHU AAlOT NMOAMUCKY.

11. OnpepeneHne ypoBHA Mpod)eCcCMOHaNbHOM MNOArOTOBKM SKCMEPTOB WM aTTecTtaumsi UxX Ha MpaBo
NpoBeAEeHUA  3KCMepTU3bl  NEKapCTBEHHbIX CPEeACTB  OCYLIECTBASATCA  3KCMEePTHO-KBANMMUKALNOHHBIMA
KOMUCCUAMX B MOpPSAAKEe, YCTAHOBMEHHOM COOTBETCTBYHOLUMM YMOSTHOMOYEHHbIM dedepanbHbIM - OpraHoMm
UCNONMHUTENBHON Bnactu. YpoBeHb MpodeccMoHanbLHOM MOArOTOBKM 3KCMEPTOB MOAMNEXUT NepecMoTpy
yKa3aHHbIM/ KOMUCCUSIMU HE pexe YeM OfMH pa3 B NATb neT.

12. lNMpaBuna npoBefeHUs IKCNEPTU3bl NEKapCTBEHHbIX CPEeACTB M OCOBEHHOCTU 3KCMepTu3bl OTAEMNbHbIX
BWOOB INEKapCTBEHHbIX npenapaToB (pedepeHTHbIX NEeKapCTBEHHbIX MpenapaToB, BOCMPOM3BEAEHHbIX
nekapcTBEHHbIX MpenapaTtoB, OMOMNOrMyecknx nekapCcTBEHHbIX MpenapatoB, OuoaHanoroBbiX (6MONOAO6GHLIX)
nekapcTBeHHbIX npenapatoB (buoaHanoros), romMeonaTU4EeCKUX NEeKapCTBEHHbIX MpenapaTtoB, feKapCTBEHHbIX
pacTuTenbHbIX MpenapaToB, KOMOVHALWIA NeKapCTBEHHbIX NpenapaTos), OpMbl 3aKMHYEHUN KOMUCCHUM SKCNEPTOB
yCTaHaBMNMBaKTCH COOTBETCTBYHOLLUMM YMONTHOMOYEHHbBIM dhedeparnibHbIM OPraHOM UCMOSTHUTENBHON BNAacTy.
(wacTtb 12 B peq. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

Cratba 17. Togaya u paccMOTpeHue 3asiBNEHUS O TOCYAapCTBEHHOM perucTpaummM JekapCTBEHHOro
npenapaTa Anst BETEPUHaAPHOro NPYMEHEHNS

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)
1. [Ona rocynapCTBEHHOW peructpaluuM nekapcTBEHHOro npenapaTta Ans BeTepUHApPHOro MnpuUMEHeHUus

paspa60TqM|< TaKoro nekapCtBeHHOro npenapara uinm ynosiHoMo4eHHoe UM gpyroe rpuandyeckoe nmuo (/J,anee B
HacTosWwen cratbe - SaﬂBI/ITeJ'Ib) npeacrtaBnaeT B yI'IOJ'IHOMO‘-IeHHbIVI cbe,qepaanbn?l opraH NCMNOMHUTENBHOMN
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BNaCTN, OCYLLECTBMSOWNA rocyaapCTBEHHY PEerncTpaumto NeKkapCTBEHHbIX MpenapaTtoB AN BeTEpPUMHApPHOro
NPUMEHEHUS, B 3NIEKTPOHHON hopMe MM Ha BYMaKHOM HocuTerne 3asBneHWe O roCyAapCTBEHHOW perncrpauun
NEeKapCTBEHHOro npenapata Ansi BeTEepMHApHOro MNPUMEHEHMs, a Takke B Nopsadke, YCTaHOBIIEHHOM
COOTBETCTBYHOLLUMM YNONIHOMOYEHHbIM hefiepanbHbiM OPraHoOM WCMOSIHUTENBHOW BMNAacTW, B 3NEKTPOHHON dopme
unn Ha BymakHOM HocuTene HeoOXOAMMbIE OOKYMEHTbI, U3 KOTOPbIX (POPMMPYETCS PErMCTPaLMOHHOE A0Chbe Ha
nekapcTBEHHbIN NpenapaT Ansi BeTEPMHAPHOro NPUMEHEHMUS.

2. B 3asBneHunm o rocymapcTBEHHOW perncrpauuu IekapcTBEHHOro npenapata Ans BeTepUHApHOro
NPUMEHEHMS YKa3bIBaOTCS:

1) HaumeHoBaHME W agpec 3asBUTENs, pa3paboTyMka M NPOU3BOAUTENS NEKAPCTBEHHOro npenaparta ans
BETEPUHAPHOIO NMPUMEHEHUs] U agpec MecTa OCYLEeCTBIIEHUS MPOM3BOACTBA NEKAPCTBEHHOrO npernapaTta and
BETEPUHAPHOIO NMPMMEHEHMUS (B Cryvyae Hanmyms HECKONbKMX YYaCTHWMKOB Mpouecca Npov3BoacTBa HEOOXOAMMO
yKasaTb KaXX[4oro 13 Hux);

2) HavMMeHOBaHMWEe IeKapCTBEHHOro nmpenapata Ansa BeTEepUMHapHOro MpuUMEHeHus (MexayHapoaHoe
HenaTeHTOBaHHOE, UMK rPYNMNMPOBOYHOE, UITM XUMUYECKOE N TOProBOE HAMMEHOBAHUS);

3) nepeveHb AENCTBYHOLWMX U BCMIOMOraTesbHbIX BELLECTB, BXOASLMX B COCTaB NIEKAPCTBEHHOIO npenapara
ONsi BETEPUHAPHOrO NPUMEHEHWS!, C YKa3aHNEM KONMYECTBA KaXXA0ro U3 HUX;

4) nexkapcTBeHHasi oopma, LO3NPOBKA, CNOCOOLI BBEAEHUS U NMPUMEHEHMWS, CPOK FOAHOCTU JNIeKapCTBEHHOIO
npenapaTta ans BETEPUHAPHOro NPUMEHEHUs;

5) cbapmakoTepaneBTuyeckas rpynna;

6) HeobXxOooMMOCTb MPUMEHEHUSI YCKOPEHHOW Mpouenypbl 3KCMEPTU3bl NeKapCTBEHHbIX CPEACTB B LENsiX
rocy4apCTBEHHOW perMcTpaumm nekapcTBEHHOrO Npenapara;

7) KON JOKYMEHTOB, NOATBEPXAAOLLMX yNnaTy rocyaapCTBEHHON NOLUSNHDI:

a) 3a NpoBeAeHMEe SKCMEePTU3bl Ka4eCcTBa NIEKAPCTBEHHOIO CpeacTBa M 3KCMEPTM3bl OTHOLLUEHUST OXUOAEMOMN
Nnosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMWS NEKAPCTBEHHOIO npernapaTa Ansi BETEPUHAPHOro NpMMEHEHUs Mpu ero
rocyapCTBEHHOW perncrpauum;

0) 3a Bblga4vy perMcTpaLmMoHHOro yaoCTOBEPEHWSI NTEKAPCTBEHHOIO NpenapaTa;

8) Hanuume cornacusi, NPegyCMOTPEHHOro YacTbio 7 HACTOALWEN CcTaTbW, €CnM C MOMEHTa perucrpaumm
pedepeHTHOro nekapcTBEHHOro npenapara Afsi BeTEPMHAPHOIO NPMMEHEHUS NPOLLIIO MEHEE YEM LLEeCTb NeT.

(B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-®3)

3. PerucrtpaumoHHoe pgocbe B LENsX 3KCNepTM3bl JIEKAapCTBEHHOro npenapata Afs BeTEpUMHApPHOro
NpMMeHeHWs1 POPMUPYETCS M3 CrieayloLmMX AOKYMEHTOB:

1) KOnNusi JOKYMEHTa Ha PYCCKOM 3blke, BblAAHHOMO KOMMETEHTHbLIM OpraHoM CTpaHbl MPou3BOAUTENS ANS
Ka)XgoW MpOWM3BOACTBEHHOW MMOWAAKN PErMcTpMpyemMoro JeKapcTBEHHOrO npenapaTta Ans BeTepUHapHOro
NnpUMeHeHus (B TOM YMcne Anis npomnsBoauTens dapmaueBTUYeckon cydcTaHumMm), 3aBEPEHHONO B YCTAHOBIIEHHOM
nopsiake 1 NoATBEPXKAAKLLEro COOTBETCTBME NPOU3BOAMTENS PErMCTPUPYEMOrO NeKapCTBEHHOrO npenaparta ans
BETEPUHAPHOIO NPUMEHeHNs TpeboBaHMAM nNpaBWi Hagnexawen Npou3BOACTBEHHOW NPaKTUMKK, Nnbo konus
NMLEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB AN BETEPMHAPHOIO MPUMEHEHUA [OMsi POCCUNCKUX
npoussoguTenen;

KoHcynbTaHTln0C: npumeyaHue.
MyHkT 2 BcTynaet B cuny ¢ 1 aHBapsa 2017 roga.

2) KOMWsi 3aKMYeHWs O COOTBETCTBUM NPOU3BOAMTENS NEKapCTBEHHOro npenapaTta Ang BeTEpUHAapPHOro
npuMmeHeHus TpeboBaHUAM NpaBun Hagnexallen npov3BOACTBEHHOW MNPAKTUKWU, BbIAAHHOMO YNOSTHOMOYEHHbIM
deaepanbHbiM OpraHOM MCMOMHUTESTbHOW BNacTu AN KaXxgon nNpowu3BOACTBEHHOM MMOWaAKW perucTpupyemoro
NekapCcTBEHHOIO npenapata ANnd  BeTEepuMHApHOro MpuMMeHeHus (B TOM 4ucrne Ans  MNpou3BoauTens
dapmaueBTM4eckon cybcTaHumm), nNMbo KOMUSA §MWUEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEeAcTB Anis
BETEPVHAPHOIO NPUMEHEHNS NS POCCUNCKNX MPOU3BOANUTENEN;

3) MpoeKT HopMaTMBHOIO AOKYMEHTA Ha NeKapCTBEHHbIV Npenapar Ans BETEPUHAPHOIro NpUMEHEHWS;

4) [OOKYMEHT, cofepXawwui cnegywoowyo uHdopMaumio o dapmaueBTMyYeckon cybcTaHumm  unm
dapmaueBTUYEeCKUX CYBCTaHUMAX, BXOASLWMX B COCTaB NeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMEHEHUS:

a) HanMmeHoBaHue hapmaLieBTU4eCcKon cybCcTaHUuK, ee CTPYKTypa, obLume CBONCTBA;

0) HaMMeHOBaHWe 1 agpec NpoM3BOANTENS;

B) TEXHOMOrMs Npou3BOoACTBa C onucaHWem CTaaui NpomM3BOACTBA M METOOOB KOHTPOMS Ha BCeX cTagusax
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Npou3BoACTBa;

r) nHdopmauums o NpUmecsx;

0) cneumdukaumst Ha hapmaleBTUYECKYI0 CyOCTaHLNO;

€) onucaHve MeTOAMK KOHTPOIS KayecTsa;

X) pesynbTaThl aHanu3a cepuin papmaveBTu4eckon cybctaHuuu;

3) nepeyveHb CTaHOapTHbIX 00pasuoB WM BELLECTB, WUCMOMb3yeMbIX MPU OCYLLECTBIIEHUN KOHTPOIS
KayecTBa;

1) onMcaHne XxapakTePUCTUK U CBOMNCTB YNaKOBOYHbIX MaTEPUarioB U YKYNOpPOYHbLIX CPEeACTB;

K) aHHble 0 cTabunbHOCTY;

1) CPOK rogHOCTU, YCIOBUSI XPaHEHWS;

5) otyeT 0 pesynbTaTax AOKIMMHUYECKOTO WMCCIEeOOBaHWUS NEKapCTBEHHOro cpeacTBa Ansl BETEepMHAapHOro
NPUMEHEHNS;

6) oTyeT O pesynbTaTax KIMHWYECKOro WCCrefoBaHWsl NeKapCTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHMS Y KaXKOO0ro BMAa XMBOTHbIX, YKa3aHHbIX B MHCTPYKLUMMW MO BETEPUHAPHOMY NMPUMEHEHWIO;

7) NpPOEKT WHCTPYKUMM MO BETEPMHAPHOMY TMPMMEHEHWIO JIEKApPCTBEHHOrO npenaparta, coAepXallen
cnegyolle cBefeHus:

a) HauMMeHOBaHVWe neKkapCTBEHHOro npenapata And BeTepuMHapHOro mnpuMeEHeHusa (MexayHapoaHoe
HenaTeHTOBaHHOE, UNN FPYNMNMPOBOYHOE, UMM XUMNYECKOE U TOProBOE HaMMEHOBaHWS);

0) nekapcTBeHHast opmMa C ykazaHMeM HaMMeHOBaHUI U KONUYECTBEHHOrO COCTaBa AeNCTBYIOLLMX BELLECTB
W Ka4yeCTBEHHOro coCTaBa BCMOMOraTenbHbIX BELLECTB;

B) ONMCaHNe BHELUHErO BMAA JIEKAPCTBEHHOrO NpenapaTa A/ BETEPUHAPHOrO NPUMEHEHNS;

r) cbapmakoTepaneBTuyeckasi rpynna fekapCTBEHHOIO npenaparta O/ BeTepUHapHOro MpUMEHEHUS UMK
yKasaHue "romeonaTmyeckuin nekapcTBeHHbIM npenapat”;

4) dapmakognHamuka W (apMakoKMHeTMKa (3a WCKMYeHneM (apMakoKMHETUMKM TFOMeonaTu4eckux
neKapCTBEHHbIX NMpenapaToB U pacTUTENbHbIX NIeKapCTBEHHbIX NpenapaToB) Uiy onncaHme NMMMyHOBOMONMOrMYeCcKnX
CBOWICTB JIeKapCTBEHHOIO Npenapara;

€) NokasaHus N NPUMEHEHUS;

) NPOTUBOMNOKA3aHUs ANst NPUMEHEHWS;

3) Mepbl NPEeOCTOPOXKHOCTM NPY NPUMEHEHUN;

N) yKasaHne BO3MOXHOCTU U OCODEHHOCTEN NPUMEHEHUST Y GEPEMEHHBIX XMBOTHbIX, Y XMBOTHbIX B Nepuos
naktaumu, y NoTOMCTBA XXMBOTHbIX;

K) pexum [O03MpoBaHus, crnoco® BBEAEHUS W MNPUMEHEHUs, NpU HeobxooumocTu Bpemsi npuvema
nekapCTBEHHOrO npenapara Ans BETEPUHAPHOIo NPUMEHEHUS, MPOAOIMKUTENBHOCTL fleYeHus;

n) BO3MOXHble MNOOOYHbIE [OEWCTBUS, HeXenaTerbHble peakuun npu MNPUMEHEHUWN FeKapCTBEHHOrO
npenapaTa Ans BETEPUHAPHOrO NPUMEHEHNS;

M) CMMMTOMbI NEPEeAO3NPOBKM, MEPbI MO OKa3aHWMI0 NOMOLLM NpU Nepego3NpPOBKE;

H) B3aumMoAenCcTBNE C APYrMMmn fieKapCTBEHHbIMY NpenapatamMm u (Mnu) KopMamu;

0) opMbl BbinycKa fiekapCTBEHHOMO Npenaparta Ans BETEPUHAPHOIo NpMMEHeHWs;

n) ykasaHue (npu HeobxooMMOCTM) OCOOEHHOCTEM [LENCTBUS JIEKApCTBEHHOro npenapata Ans
BETEPMHAPHOIO NPUMEHEHUS MPU NEPBOM NPUEME UINN NPU €0 OTMEHE;

p) onucaHue (Npy HEOBXOOUMOCTU) AEWNCTBUIN BETEPUMHAPHOro Bpaya (BeTepuHapHoro denballepa), MHOro
cneumanucTta B obnactu BeTepuHapum, Brnagenbla XMBOTHOMO Npu NPOoMnycke npuemMa O4HOWM MUIM HECKOSNBbKUX 403
nekapCcTBEHHOrO npenapara Ans BETEPUHAPHOIo NPUMEHEHMS;

C) CPOK rogHOCTU W yKasaHwe Ha 3anpeT NpUMMEHEHUs1 NeKapCcTBEHHOro npenapaTta Ang BeTepuHapHOro
NPUMEHEHMS MO UCTEYEHNM CPOKa rOAHOCTHU;

T) YCINOBUS! XPaAHEHWST;

y) yKasaHvne Ha HeobXxoaMMOCTb XpaHEHUs NeKapCTBEHHOro npenaparta Afi BeTEPMHAPHOIO NMPUMEHEHUS B
MecTax, HedOCTYMNHbIX AN OeTew;

&) ykasaHue (NpM HeoBXoAMMOCTM) cneumarnbHbIX Mep MNPEefOCTOPOXHOCTU  MPU  YHUYTOXEHMWM
HEeNCMNoNb30BaHHbIX NEKapCTBEHHbIX NpenapaToB Afs BETEPMHAPHOIO NMPUMEHEHUS;

X) CPOKU BO3MOXHOIO MCMONb30BaHUSA MPOAYKLMUN XUBOTHOMO MPOUCXOXOEHWS MOCME BBEOEHMUS XUBOTHOMY
nekapCcTBEHHOrO Npenapara Ans BETEPUHAPHOro NPUMEHEHMS;

L) ycrnoBusi OTMycCKa;

4) HAMMEHOBaHUS 1 agpeca NPON3BOACTBEHHLIX MIOLLAA0K MPOU3BOANTENS NIEKAPCTBEHHOIO NpenapaTa aAns
BETEPVMHAPHOIO NPUMEHEHMS;

W) HaMMEeHOBaHWe, agpec opraHu3auumu, YNoNIHOMOYEHHOW  fepXaTenem  WnvM  Bnagesnbuem
perncTpaumoHHOro yaoCTOBEPEHNS NekapCTBEHHOrO nNpenapara Ha NpUHATUE NPeTeH3un oT noTpebutens;
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8) NpoeKTbl MakeTOB MEPBUYHOW YMaKOBKM W BTOPMYHOW YMaKOBKM JIEKApPCTBEHHOrO npenapaTta Ans
BETEPVHAPHOIO NPUMEHEHMS;

9) cnegywlmne cBegeHns O NekapCTBEHHOM npenapare 4J19 BeTEPMHAPHOIO MPUMEHEHUS:

a) onucaHue 1 cocTaB NIeKapCTBEHHOrO nNpenapaTa A1 BETEPUHAPHOTO NPUMEHEHWS;

6) onucaHve apmaueBTUYECKON pa3paboTKy;

B) onu1caHune npoLiecca NPOU3BOACTBA U €ro KOHTPOIS;

r) onMcaHne KOHTPOSS KPUTUYECKMX CTAAUM NMPOU3BOACTBA U MPOMEXYTOYHOM NPOAYKLMU;

[) HaumeHoBaHWA 1 agpeca pa3paboTyvka, gepXKaTens unu Bnagenbla perncTpaLMoHHOro Y40CTOBEPEHNS
NeKapCcTBEHHOrO npenapaTa, NPOW3BOACTBEHHbIX MNMOWAAO0K MPOU3BOAUTENS JEKAPCTBEHHOrO MnpenapaTta Ans
BETEPVHAPHOIO NPUMEHEHMS;

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

€) hapmaLeBTMHECKas COBMECTUMOCTb;

) MUKPOBUNONOrMYeckme XxapakTepucTuKu;

3) MaTepwvanbHbI HanaHc 4ns NpoM3BOACTBA CEPUM FOTOBOMO MPOAYKTA;

1) onMcaHne XapakTepPUCTUK U CBOMNCTB YNaKOBOYHbIX MaTepunarnoB U YKYNOpPOYHbIX CPeACTB;

K) JOKyMeHTanbHoe noaTBepXaeHvne (Banuaauus) npoLeccoB U (Unn) UX OLEeHKa;

n) TpeboBaHUs K KA4eCTBY BCMOMOraTenbHbIX BELLECTB (CepTuduKaT, cneumdmrkanms Ha BCrnoMoraTernbHble
BeLlecTBa U nx obocHoBaHueE);

M) aHanuMTU4eckne MeTOAMKWU, UCMOSNb3yeEMbIE MPU OCYLLECTBIIEHUN KOHTPOMS KayecTBa BCMOMOraTesibHbIX
BELLECTB;

H) [OKyMeHTanbHOe MOATBEPXKAEHNE (Banuaauusl) aHanuTUYecKux MEeTOAMK, MWCMOSMb3yeMbIX Mpu
OCYLLIECTBIIEHNN KOHTPOIS Ka4yecTBa BCrioMoraTerbHbIX BELLECTB;

0) wuwH(opmauus 06 MCNONb30BaHUKM  BCMOMOraTeflbHbIX BELIECTB YEelOBEYECKOrO0 U XKMBOTHOTO
NPOUCXOXAEHNS;

n) nHdopmaums o6 MCnonb30BaHUN HOBbIX BCMIOMOraTerbHbIX BELLECTB;

p) TpeboBaHUS K KayecTBy NekapCTBEHHOro npenaparta A BEeTepUMHApHOro npuMeHeHust (ceptudpmkar,
cneundurKaLmsa Ha eKapCTBEHHbIV npenapar u nx o6ocHoBaHue);

C) aHanuTU4YeckMe MEeTOAMKW, WUCMOMb3yeMble MPU OCYLLECTBIIEHUN KOHTPOMS KavyecTBa JlekapCTBEHHOMO
npenapaTa ansi BETEPUHAPHOTO NPUMEHEHWS;

T) [OOKYMEeHTanbHoe MOATBEPXKAEHWE (Banuaauusl) aHanmuTUYecKMX METOAMK, WCMOMb3yeMbIX Mpu
OCYLLIECTBIIEHNN KOHTPOSS KAa4YeCcTBa NeKapCTBEHHOrO Npenapara 41151 BEeTEPMHAPHOIO NMPUMEHEHUS;

y) [OOKYMEHT, MNOATBEPXKAAMLWMIA KAYeCTBO JIEKAPCTBEHHOIO Mpenapata Tpex MPOMBILEHHbIX Cepui
(npoTokon aHanusa wunu cepTudukaT aHanu3a), ogHa Cepusi KOTOpPOro [OJSPKHa coBnajaTtb C cepuent obpasua
nekapCTBEHHOrO npenapara, NoAaHHOro Ha perncTpaumio;

&) xapakTepucTtuka npumecen;

X) nepevyeHb CTaHOaApTHbIX 00pasuUoB, WCMOMb3yeMblX MPU  OCYLUECTBIIEHUM KOHTPONS KayecTBa
neKapCTBEHHOrO npenapara Ans BeTepMHapHOro NpUMeHeHs;

L) AaHHblEe O CTabuNbHOCTU NEKapCTBEHHOrO NpenapaTa Ans BETePUHapHOro NpYMeHeHs;

10) Konus OOKyMEHTa, copepawlero MHPopMaLMio O Hanuumm mnm o oTcyTcTBUM (haKTOB perncrpauun
nekapCTBEHHOrO Npenapara Ans BETEPMHAPHOro NpuMeHeHus 3a npegenammu Poccuiickon ®enepauum;

11) cornacune B NMUCbMEHHOW OpPME, NPeayCMOTPEHHOE 4YacTbito 7 HacTosen cTaTbu, B Crny4ae
pervcTpaumm BoCnpon3BeeHHOro fIekapCTBEHHOMO Npenapara;

12) KonMs JOKYMEHTa Ha PYCCKOM si3blke, 3aBEPEHHOrO0 B YCTAHOBIEHHOM MOpsiAKe WM NOATBEPXKAAMOLLENO
NPaBOMOYHOCTL 3asiBNIEHUSI O FOCYSAPCTBEHHOM pPEerncrTpaummn NekapcTBEHHOrO npenapata Ansi BeTepMHApHOro
NPUMEHEHUS (DOBEPEHHOCTD).

4. Tpwn NpoBeEeHNUN YCKOPEHHOW NpoLleaypbl SKCNepTU3bl NIEKAPCTBEHHOrO npenapara Ans BeTePUHapPHOro
NPUMMEHEHWS B LieNsAX ero rocygapCTBEHHON perncrpauumn MoxeT NpeacTaBnsaTbCs MHAOpMaLms, nofnyyeHHas npu
NpOBEAEHUN KITMHNYECKNX NCCIedoBaHNI TeKapCTBEHHOTO Npenapara u onybrnvkoBaHHas B Cneumann3MpoBaHHbIX
neyaTHbIX W3OaHWsX, a TakKe [OOKYMEHTbl, cogepxalwme pesynbTaTtbl UCCNegoBaHUA OVMO3KBMBANEHTHOCTM
nekapCTBEHHOrO npenapara Ans BETepPMHaApHOro NPUMEHEHUS.

5. Ha akcnepTusy pasnuyHbIX NEeKapCTBEHHbIX (POPM OAHOMO M TOrO K€ JIeKapCTBEHHOro npenapata ang
BETEPVMHAPHOIO NMPUMEHEHUS 3asiBUTENb MNPEACTaBNseT OTAENbHblE 3asiBNIEHUSI U PErnCTpaLMOHHbIE LOCbEe Ha
KaXkgylo nekapcTBeHHyto cdopmy. MNpu ycnoBunm OOHOBPEMEHHOW MOJAYM Ha 3KCMEPTU3Y OLHOW JleKapCTBEHHON
OpMbI C pasnUYHbIMKU [OO3MPOBKOW, KOHLEHTpauuen, obbeMomM 3asBuTENb NPEACTaBNsIET O4HO 3asiBMEHWE U
perucTpaumMoHHOE [OCbe C MPUIOXKEHWEM MAaKETOB YMAKOBOK Ha KaXOyl LO3VPOBKY, KaXKAYH KOHLEHTpauuio,
KaXkabli 0OObEM U KaXkJ0€e KONMYECTBO 03 B YNaKOBKeE.

6. 3asBuTenbL BNpaBe NPeACcTaBuUTb N0 COOCTBEHHOW MHMLMATMBE BMECTE C 3asiBNIEHMEM O roCygapCTBEHHOM

KOHCyanaHTn"mC www.consultant.ru Crpanuua 21 n3 70

HaiéXXHasa nNpaBoBad noaAepXXKa




®depnepanbHblid 3akoH oT 12.04.2010 N 61-03

(pea. ot 13.07.2015) JokyMeHT npepocTasneH KoHcynbTaHTltoc
"06 obpalleHn NeKapCTBEHHbIX CpeacTB” [ata coxpaHeHus: 13.08.2015
(c u3Mm. v gon., BCTyMN....

permctpaumMm JekapCTBEHHOro npenapaTta Ans BETEepMHApHOrO MPUMEHEHUS OOKYMEHTbl, noArBepXgaroue
ynnaTy rocygapCTBeHHOM NOLWAMHbLI W yKa3aHHble B NYHKTEe 7 4Yactu 2 Hactoswen ctatel. B cnyyae wnx
HenpeacTaBneHNs COOTBETCTBYIOLWMA  YNONTHOMOYEHHbIN  (bedepanbHbIl  OpraH  UCMOMHUTENbHON  BRacTu
nposepseT hakT ynnaTbl 3agBMTENEeM rocygapCcTBEHHOM MOLUNUHBI NOCPEACTBOM UCMONb30BaHUA UHopmaumnm ob
ynnate rocygapCTBEHHOW MOLWMWHBLI, codepxalwlenca B [ocygapCcTBEHHOW WH(OPMALMOHHOMW CUCTEME O
rocyfapCTBEHHbIX U MyHULMNAMbHbIX NraTexax, Ha OCHOBaHUU NpeacTaBNeHHbIX 3agBuTeneM KOnuin JOKYMEHTOB,
noATBepXKaaLWmnX ynnaTy rocygapCTBEHHOW MOLUNUHBI.

7. He ponyckaeTcs ucnonb3oBaHWe B KOMMEPYECKMX Liensix MHopMauum o pesynbTatax OOKMUMHUYECKUX
uccneaoBaHUN NeKapCTBEHHbIX CPeaCTB W KIIMHUYECKMX WCCRefoBaHWMA NeKapCTBEHHbIX npenapaToB Ans
BETEPVMHAPHOIO NMPUMEHEHUs, NpeaCTaBIeHHON 3asiBUTENeM Af1S roCyAapCTBEHHON pernctpaumm nekapCTBEHHbIX
npenapaToB, 6e3 ero cornacus B TeYeHMe LeCTW NeT C AaTbl rocy4apCTBEHHOW perncrpauun pedepeHTHOro
nekapcTBeHHOro npenapata B Poccuiickon ®epepauum.

Cratba 18. lNogaya W paccMOTpeHue 3asiBNEHUss O TOCYAapCTBEHHOM perucTpaummM nekapCTBEHHOro
npenapaTa Anst MeaMLUHCKOro NnpuMeHeHus
(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [ns rocyoapcTBEeHHOW perucTpauumn nekapCTBEHHOro mnpenapata Ans MeauuUMHCKOrOo MNpUMEHEHUs
ropuandeckoe nuuo, AencTBylollee B COBCTBEHHbIX UMHTEpecax Unu ynoriHOMOYEHHOE MpeacTaBnsaTb MHTEpPeCHI
OpYroro pUAMYECKOro nuua 1 3asBhsiollee NeKapCTBEHHbIM npenapaTt Ha rocy4apCTBEHHY perncrpaumio
(nanee B HacTodllen cTaTbe - 3asfABUTENb), MNpeacTaBnseT B YNOMHOMOYEHHbIM deaepanbHbI  opraH
WCMOJTHUTENBHON BAaCTW, OCYLLECTBNSIOWMIA FOCY4APCTBEHHYI0 PErMcTpauuio feKapCTBEHHLIX MpenapaTtoB Ans
MELMLMHCKOrO NMPUMEHEHUS!, B SFIEKTPOHHOM opMe U Ha GyMaXHOM HocuTerne 3asiBNieHWe O rocygapCTBEHHOM
perncTpaumm nekapCcTBEHHOro npernapata Ans MEQULMHCKOrO NMPMMEHEHUs!, a Takke B MOpsAKe, YCTaHOBIIEHHOM
YMOMTHOMOYEHHbIM dbefeparnbHbiM OpPraHOM WCMOSHUTENbHOW BIacTW, B 3NIEKTPOHHOW hopMe M Ha OymaXkKHOM
HocuTene HeobxoauMmble OOKYMEHThbI, U3 KOTOPbIX (POPMUPYETCHA PErMcTpauMoHHOE O0Cbe Ha JeKapCTBEHHbIV
npenapaT 4519 MeAULMHCKOro NPUMEHEHNS.

(yactb 1 B pea. PepepansHoro 3akoHa oT 22.12.2014 N 429-93)

2. B 3asBneHunm o rocygapCTBEHHOW perucTpauumn nekapcTBEHHOro npenapata Ans MeauLUHCKOro
NPUMEHEHMS YKa3bIBaOTCS:

1) HanmeHoBaHWe N agpec 3asBUTENd U NPOU3BOAMTENS NEKapCTBEHHOro npenapata Ang MeauLUHCKOro
NPUMEHEHUS U agpec MecTa OCYLLEeCTBMEHUS ero NpouM3BOACTBa (B Criydae HanuMyumsa HECKOSIbKMX YYaCTHUKOB
npoLiecca Npom3BoAcTBa HEOOXOAMMO yKa3aTb KaXAoro yyacTHMKa B COOTBETCTBUM C OCYLLECTBMASEMOW cTagunen
npon3BoACTBa);

2) HauMmeHOBaHME JeKapCTBEHHOro npenapata s MEeOUUMHCKOro MNpUMEHeHus (MexayHapopHoe
HenaTeHTOBaHHOE, UMK rPYNMNMPOBOYHOE, UITM XMMUYECKOE U TOProBOE HAMMEHOBAHUS);

3) nepeveHb AENCTBYHOLMX M BCMIOMOraTesbHbIX BELLECTB, BXOASLMX B COCTAB NIEKAPCTBEHHOIO npenapara
ONs MeaMLMHCKOro NPUMEHEHMS], C YKa3aHMEM KONMYECTBA KaXKAoro U3 HUX;

4) nekapcTBeHHast oopma, [O3NPOBKA, CNOCOOLI BBEAEHUSI U NMPUMEHEHUS, CPOK FOAHOCTU JIEKAPCTBEHHOIO
npenapaTta ans MeamumHCKOro NpUMeEHeEHNs;

5) capmakoTepaneBTuyeckad rpynna, Ko aHaTOMO-TepaneBTUYECKO-XMMUYECKOW KrnaccudukaLmu,
pekomMeHaoBaHHOW BcemupHOM opraHusaumen 3OopaBOOXpPaHEHUs, 3asiBNSieMble MoKasaHust OAnst NPUMEHEHUsI
neKkapCcTBEHHOro npenapaTa ana MeANLNHCKOro NpMMEHEHNS;

6) oTcyTcTBME HEeobXOAMMOCTW NpefoCTaBneHus oTyeTa O pesynbTatax KAMHUMYECKOro MccneaoBaHus,
uccrnegoBaHmsi  OMO3KBMBANEHTHOCTM  NEKAPCTBEHHOrO npenapaTta, paspeleHHoro Ans  MeauuMHCKOro
npumeHeHns B Poccuiickon ®Pepepauumn Gonee gsaguatu net, C ykasaHMEM HOPMATMBHbLIX MPABOBbLIX aKTOB,
NoATBEPXKAAKLWMNX AaHHbIN CPOK MPUMEHEHUS;

7) HeobxoAMMOCTb OOPMITEHUS paspelleHns Ha BBO3 B Poccuiickyto denepaumio KOHKPETHOW MapTum
3aperncTpMpoBaHHbIX W (MNKN) HE3aperncTpUpPOBaHHbLIX JIEKAPCTBEHHbIX CPEACTB, MpefHas3Ha4YeHHbIX Ans
NpoBeaEeHUS SKCNEPTU3bI JIEKAPCTBEHHbIX CPEACTB B LIENSAX rOCYAapCTBEHHOW perncrpaunm;

8) HeobxoouMOCTb MpPOBEAEHUS]  3KCMEPTU3bl  OOKYMEHTOB, MPEACTaBIEHHbIX Afs  OfnpeaerneHus
BO3MOXHOCTW paccMaTpuBaTtb NeKapCTBEHHbIN npenapaT Afs MeAULMHCKOro NpUMEHEHUsI NpU OCyLLEeCTBEeHUN
rocyfapCTBEHHOW perucrpaLmm B kKayectse opdaHHOro nekapcTBEHHOro npenapara;

9) Heob6Xx0AMMOCTb NPUMEHEHUSI YCKOPEHHOW npouenypbl 3KCNepTU3bl NEKapCTBEHHbIX CPeacTB B Lensax
rocyfapCTBEHHOW perucTpaLmm nekapcTBEHHOro npenapaTa;

10) Konuu JOKYMEHTOB, NOATBEPXKAAIOLLNX yNnaTy rocyAapCTBEHHON NOLIMAVHbI:

a) 3a npoBedeHVMEe JKCMepTU3bl [JOKYMEHTOB, nMNpeaCTaBMneHHbIX And onpefeneHus BO3MOXHOCTU
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paccmaTpvBaTb  fleKapCTBEHHbI  npenapat Ons  MEOVMUUHCKOrO  MPUMEHEHUS  MNPU  OCYLLECTBIEHWUU
rocygapCTBEHHON permctpaunm B ka4ecTse opdaHHOro ekapcTBEHHOro npenapara;

6) 3a NpoBegeHNe IKCNepTU3bl KaYecTBa NIEKAPCTBEHHOIO CPEACTBa M SKCNEPTM3bl OTHOLUEHUS OXMOaemMow
nonb3bl K BO3MOXHOMY PWUCKY NPUMEHEHUS NeKapCTBEHHOro npenapaTa, paspelleHHOro Ang MeaULUHCKOro
npumeHeHuns B Poccunckon ®depepaunn 6onee p[BaguaTu neT, MpU  OCYLECTBIEHUM [OCYOapPCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapara;

B) 3a NpoOBeeHMEe 3KCNepTM3bl KayeCTBa NeKapCTBEHHOrO CPeACcTBa M AKCNepTU3bl OTHOLLEHUS OXnaaemomn
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapara Ans MeauLMHCKOro NpUMeHeHust npu ero
rocyaapCTBEHHOW perncrpaunu;

r) 3a MpoBedeHuNe 3KCNepTu3bl Ka4ecTBa NEeKapCTBEHHOTO CPEACTBA M 3KCMEPTU3bl OTHOLLEHWS OX1OaeMON
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NeKapCTBEHHOro npenaparta AN MeOULUHCKOTrO MPUMEHEHWs, B
OTHOLLUEHUN KOTOPOrO MNpPOBEAEHbl MEXAYHAapOAHblE MHOIOLEHTPOBbIE KIMHUYECKME WCCrefoBaHus, 4acTb U3
KOoTOpbiX npoBefgeHa B Poccunickon ®epepauun, nNpyv  OCYLLECTBIEHMM TOCYAAPCTBEHHOW perncrpaumm
nekapCTBEHHOrO npenapara;

11) HamvMume cormacus NPOV3BOAMTENS  JIEKAPCTBEHHOro npenaparta, MNPOM3BOACTBO  KOTOPOro
ocyllecTBnsieTca 3a npegenamu Poccuinckon denepaunn, Ha NpoBedeHNEe MHCNEKTUPOBaHUS NPOoM3BoaMTENS Ha
cooTBeTCcTBME TpeboBaHMAM MpaBun Hagnexallen npoM3BOACTBEHHON NPAKTUKN;

12) Hann4yme cornacus, NpegycCMOTPEHHOro YacTblo 18 HacTosLen cTaTtby;

13) ykasaHve BuMAa neKapCcTBEHHOro npenapara, MPeACTaBfeHHOro Ha perucrTpaumio (pedepeHTHbIN
nekapcTBEHHbIN MpenapaTt, BOCMPOU3BEAEHHbLIN MEeKapCTBEHHbIN MpenapaTt, GUONOrmyeckun nekapcTBEHHbIN
npenapat, ©wuoaHanoroBbin (6MONOAOGHLIA) MNekapcTBEHHbIM npenapat (6uoaHanor), romeonaTuyecKkui
NeKapCTBEHHLIN NpenapaT, NIeKapCTBEHHbIM pacTUTENbHbBIV Npenapar).

(wacTb 2 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PerucrtpauunoHHoe gocbe hopMrpyeTcst U3 CreaytoLmx JOKYMEHTOB:

1) NPoOeKTbl MakeToB MEPBUYHOM YMAKOBKUM WM BTOPUYHOM (NOTPEOMTENbCKOWM) YNaKOBKM JIEKAPCTBEHHOrO
npenaparTa;

2) [OOKYMEHT, nNepeBedeHHbIi Ha PYCCKMA A3blK, MOATBEPXOAOLWNA COOTBETCTBUE MPOU3BOAMTENS
perncTpmpyemMoro nekapcTBeHHOro npenapata TpeboBaHMAM MpaBwui opraHM3auuu Npou3BOACTBA M KOHTPONS
KayecTBa NeKapCTBEHHbIX CPeACTB, BblAaHHbIN KOMMETEHTHbIM OpraHoM CTpaHbl NPOM3BOAUTENS PEMUCTPUPYEMOTO
nekapcTBEHHOro npenapaTa U 3aBepeHHbI B YCTaHOBNEHHOM NOPSKE;

3) NpoeKkT HOpMaTMBHOW OOKYMEHTauum Unnm HOpMaTUBHOIO JOKYMEHTa Ha NekapcTBEHHbIM npenapat nvbo
yKasaHne COOTBETCTBYIOLLEN hapMakonemnHon cTaTby;

4) cxema TEXHOMNOrMYecKoro npoLecca NPoOM3BOACTBA NEKApCTBEHHOro npenapaTa, ee onucaHwe u (Mnu)
CXeMa TEeXHOMOrM4ecKoro npoLecca NpovM3BoAcTBa hapmaueBTUYecKon cybcTaHuum, ee onucaHue;

5) [OOKYMeHT, nepeBedeHHbIi Ha pPYCCKMN A3blK, MOATBEPXKAANLMIA COOTBETCTBME MNPOM3BOOUTENS
hapmaLeBTMYECKON CyOCTaHUMM TpeOOoBaHWSIM NpaBui OpraHu3auum npouM3BOACTBA W KOHTPONS KayecTBa
NeKapCTBEHHbIX CPEACTB, BblOAHHbLIN KOMMETEHTHbIM OpraHoM CTpaHbl MNPOM3BOAMTENS (hapMaLeBTUYECKON
cybcTaHuun, 3aBepeHHbI B YCTAHOBNIEHHOM MOPSAAKE U COAEPXKALLNNA:

a) HanmeHoBaHue apmaLeBTUYECKON CybCcTaHUMM (MexXayHapoaHOe HenaTeHTOBaHHOE MM XUMUYECKOE U
TOProBoe HauMeHOBaHWs);

0) HaMMmeHOBaHWe 1 agpec npoussBoanTens apmMaLeBTU4ECKON cybCcTaHLuu;

B) CPOK rogHOCTU (pbapMaLieBTU4eCckomn cybcTaHuuu;

6) [OOKYMeHT, coepxXallui CBedeHMs O MnokasaTensx kadecTBa dapmaueBTUYecKon CcyOGcTaHLmum,
NCNonb3yemoi nNpu NPou3BOACTBE NEeKapCTBEHHbIX NpenapaTos;

7) HOopMaTMBHasA OOKYMEHTauus unum HOpMaTUBHbIN AOKYMEHT Ha hapmaueBTU4ecKylo cybcTaHumo nmbo
yKasaHne COOTBETCTBYIOLLEN hapMaKOnNenHon CTaTbu;

8) nHpopmaumsi 06 yCroBUSX XpaHeHUsl, MepeBO3KN NIEKAPCTBEHHOIO NpenapaTa 1 nHas nHpopmauus;

9) oTtyeT O pesynbTatax AOKMMHUYECKOrO WCCMEeOOBaHUSA feKapCTBEHHOIO CpeacTBa Ans MeOUUMHCKOro
NPUMEHEHWs1, COAepXalun onucaHue, pesynbTaTbl W CTAaTUCTUYECKMA aHanu3 pesynbTaToB  OaHHOro
OOKITMHMYECKOTO 1CCrefoBaHuns;

10) oT4yeT O pesynbTaTax AOKIMHWYECKOTO WCCNedoBaHWUs JEKAapCTBEHHOrO CpeacTBa WM KIIMHUYECKOro
nuccnegoBaHus nekapCTBEHHOro npenaparta Ang BeTepuHapHOro NpuMeHeHus;

11) nNpoekT npoToKona KIWHWYECKOro WCCMNeAOBaHUSA feKkapCTBEHHOro npenapaTta Ang MeauuuHCKOro
NPUMEHEHNS;

12) 6poLutopa uccnegoBarens;

13) MH(POPMALIMOHHbIN NUCTOK NaLUMEHTa;

14) nHdopmaumsa o BeinnaTax U KOMNEHcauusax nalmeHTam (30oposbiM o6poBonbLam, 6onbHbIM) (aanee -
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NauueHTbl), MPUBMEYEHHBIM K MPOBEOEHUIO KIMHUYECKUX WCCMEedOoBaHMN feKkapCTBEHHOro npenaparta Aans
MEeOULMHCKOTO NPUMEHEHNS], CCNefoBaHNn BNO3KBUBANEHTHOCTU 1 (MNK) TepaneBTUYECKON IKBMBANIEHTHOCTMU;

15) oTyeT 0 pesynbTaTtax MeXayHapoAHbIX MHOIOLEHTPOBbIX KMMHUYECKUX UCCReoBaHMiA nekapCTBEHHOMO
npenapaTta Ans MeOULUMHCKOrO MpUMEHEHUs, 4YacTb W3 KOTOPbIX NpoBedeHa Ha TeppuTopum Poccuiickon
degepauymu;

16) NPOEKT UHCTPYKLMN MO NPUMEHEHMIO NEKapPCTBEHHOrO npenapara, CoaepXallun cneayolime cBeaeHus:

a) HaumeHoBaHME neKapCTBEHHOro cpeactBa (MexayHapo4HOe HenaTeHTOBaHHOE WIM XMMUYEeCcKoe W
TOProBoe HauMeHOBaHKs);

0) nekapcTBeHHasd dopma C ykaszaHMeM HauMMEeHOBaHWA U KOMMYECTBEHHOro coAepXKaHus (akTUMBHOCTM)
dapmaLeBTM4EeCKMX CyOCTaHUuU 1 BCoMoraTernbHbIX BELLECTB;

B) (hapmakoTepaneBTU4ecKasi rpynna JiekapCTBEHHOro npenapara;

r) NokasaHus Anst NPUMEHEHNS;

4) NpOTUBOMNOKa3aHUA Ansi NPUMEHEHNS;

€) pexum [Oo3MpoBaHus, Ccrnocob BBedeHMs, Mpu HeobXOAUMOCTM BpeMms Mpuema fekapCTBEHHOMO
npenapaTa, MNPOOOIIKUTENBHOCTL JleyeHus (B TOM 4uCre feKkapCTBEHHOro npenapaTta Ansg MeauLMHCKOro
npUMeHeHWs y AeTern 40 U Nocne Of4HOro roaa);

(B peq. ®enepansHoro 3akoHa ot 22.10.2014 N 313-®3)

) Mepbl NPEAOCTOPOXKHOCTU MPU NPUMEHEHWM;

3) CUMNTOMbI NepPeo3UPOBKM, MePbI MO OKa3aHWo MOMOLLM NpY Nepeso3UpPOBKE;

K) ykasaHue, npu HeobxoauMOCTU, OCOBEeHHOCTEeN AeNCTBUSA NEeKapCTBEHHOro npenapata npu MepBoOM
npveme Unu Npu ero OTMeHe;

K) onucaHue, npu HeobxoaMMoCTn, AENCTBUIA Bpada (penbhwepa), cneuymanicta B obnactu BeTepMHapun,
nauveHTa, BnagernbLa XMBOTHOIO Mpu NPOMycKe npuemMa O4HOM UIN HECKONbKNX 403 NeKapCTBEHHOro npenapara;

1) BO3MOXHbl€ NOOOYHbIE AENCTBUS NPY NPUMEHEHUM NEKapCTBEHHOIO npenapara;

M) B3aMMOAEeNCTBME C OPYTMMW NeKapCTBEHHbIMU NpenapaTaMmu 1 (Mnv) NULEBbIMY NMPOAYKTaMU, KOpMamu;

H) yka3aHue BO3MOXHOCTU U OCOBEHHOCTEN MEeOULMHCKOTO MNPYMEHEHWs NeKapCTBEHHOro mnpenaparta
BepeMeHHbIMY XKEHLUMHaMU, XEeHLWUHaM/ B nepuog rpygHoro BCKapMivBaHWs, 4eTbMU, B3POCHbIMU, UMEKOLWNMHN
XpOoHuyeckne 3abonesaHus;

0) CBefeHMs1 O BO3MOXHOM BIMSHUW NEKapCTBEHHOro npenapaTta And MeAUUMHCKOro MNpuUMEHEHUsT Ha
CMoCcOBHOCTb YNpaBnsTb TPAHCMOPTHLIMU CpeacTBaMMU, MEXaHU3MaMu;

n) CPOK roAHOCTM M yKasaHMe Ha 3anpeT NpUMEHEeHUs1 NeKkapCTBEHHOro npenapara Mo UCTeYeHUn cpoka
rogHocCTy;

p) YCNOBUSA XpaHEHUS;

C) yka3aHue Ha HeobxoaMMOCTb XpaHEHUs] NeKapCTBEHHOTO Npenapara B MecTax, He4OCTYMHbIX AN AeTen;

T) yKasaHue, npuM HeobXoOuMOCTW, chneuuanbHbIX Mep MpPegoCTOPOXHOCTU  MPU  YHUUTOXEHUU
HeNCnonb30BaHHbIX NEKapCTBEHHbIX NpenapaTos;

y) CPOKM BO3MOXHOIO MCMONb30BAHUSA MPOAYKLMUN XUBOTHOIO MPOUCXOXKOEHWS MOCME BBEOEHMUS XNBOTHOMY
nekapCTBEHHOrO npenapara Ans BeTepUHapHOro NpUMEHeHs;

@) HavMmeHoBaHwWe, agpec NpPOVM3BOAMTENSA FEeKapCTBEHHOro npenapata M agpec MecTa Npov3BOACTBA
nekapcTBEHHOro npenapara;

X) YCNoBuWsi OTNYyCKa;

(nn. "x" BBegeH ®enepanbHbiM 3akoHoM oT 29.11.2010 N 313-03)

17) nepeBefdeHHass Ha pPYCCKMAN £3blk U 3aBEPEHHas B YCTAHOBIIEHHOM NopsAKe KOMus OOKYMEHTa,
noATBEPXKAAoLWero perucTpauuio fekapcTBEHHOro Mnpenaparta B Cryyae €ero peructpauuum BHe npenernos
Poccuinckon degepauuum;

18) DOKYMEHTbI, MpeAcTaBnsieMble B COOTBETCTBUM CO cTaTbsaMu 19 - 23 HacToswero ®eaepanbHOro 3akoHa.

4. Tlo xenaHuio 3asBUTENS MOryT OblTb NPeAcTaBfeHbl OTYETbl O MPOBEAEHHbIX B CTpaHe 3asBUTENs U
OpyrMx CcTpaHax pesynbTatax KIMHUYECKUX WCCregoBaHun, uccnegoBaHuii OUO3KBUBANEHTHOCTU U (Unn)
TepaneBTMYECKON 3KBMBAIIEHTHOCTU  feKapCTBEHHOrO Mpenapata (BKMYas  anuageMuonormvyeckue  Unm
3MM300TONOMMYECKNE NCCNEeAOBaHNS MMMYHOBMONOIMYECKMX NEKAPCTBEHHBIX NpenapaToB, NpeaHa3HayYeHHbIX Ans
UMMYHOMOrMYeckon NponnakTUKM 1 nevYeHns MHEKLMOHHbBIX 3aboneBaHuniA, B TOM YnCne y AeTen), cogepxalume
ONMCaHUA NPoBeAEeHHbIX UCCNeaoBaHMN NeKapCTBEHHOro npenapara, Ux pesynbTaTbl U CTAaTUCTUYECKUA aHanu3
NOmnyYeHHbIX Pe3ynbTaToB.

5. K 3agBneHunto o rocyaapCTBEHHON perncrpaumm nekapcTBEHHOro npenapara npunaratTca:

1) [OOKYMEHT, NOATBepXOawlWnA ynnaty rocygapCTBEHHOW MOLWMWMHLI 3a MpOBeAEeHME 3KCMepTusbl
OOKYMEHTOB AN MNOMNy4YeHUs1 paspelleHuMn Ha MpoBeAeHME KIMHUYECKUX UCCNeaoBaHWUM  NeKkapCTBEHHOro
npenapaTta Ans MeOUUUHCKOrO MPUMEHEHMSI U 3TUYECKOW 3KCMepTu3bl npu obpalleHun 3a rocygapcTBEHHOM
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peructpauven fiekapCcTBEHHOro npenapara;

2) OOKYMEHT, NOATBEPXKAAOLWMIA yNNaTy rocygdapCTBEHHOW MOLUMUHBI 3@ NPOBEeAEHME 3KCMEePTU3bl KavyecTBa
NeKapCTBEHHOIO CpeacTBa M 3KCMEPTU3bl OTHOLUEHMS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS
NeKkapcTBEHHOro npenaparta, paspelleHHOro Ans MeaULMHCKOro MNpuUMeEHeHuMs Ha Tepputopun Poccuiickon
depnepaumun bonee gBaguaTn neT, Npy rocyaapCTBEHHOW perncTpaunmn nekapCTBEHHOro npenapara;

3) OOKYMEHT, noATBepXAatoLmi ynnaTy rocyaapCTBEHHOM NOLUMMHBLI 3a NPOBEAEHUE SKCMEPTU3bl KavyecTBa
NeKapCTBEHHOr0 CpPeacTBa U 3KCNEPTM3bl OTHOLUEHUS OXUOAEeMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NeKkapcTBEHHOro npenapata AnNg  MEOULUHCKOrO  MPUMEHEHUs,, B OTHOLUEHMM KOTOpOro npoBedeHb!
MeXAyHapOaHble MHOIOLIEHTPOBbIE KIMHUYECKME UCCNeaoBaHWs, YacTb U3 KOTOPbIX MpoBeAeHa Ha TeppuTopumn
Poccuickon depepauun, npy rocyaapCTBEHHONM permcTpauum nekapCTBEHHOro nNpenapara;

4) OOKyMEHT, NOATBEPXKAAOLWMIA yNNaTy rocygapCTBEHHOW MOLUMUHBI 3@ NPOBeAEHMEe 3KCMEePTU3bl KavyecTBa
NeKapCTBEHHOIO CpeacTBa M 3KCMEPTU3bl OTHOLUEHMS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS
rneKkapCTBEHHOrO npenapara Ans BeTepuHapHOro NpMMEHEHWs MPU ero rocygapCTBEHHOW perucTpaunn.

KoHcynbTaHTln0Cc: npumeyaHue.

MonoxeHns Yactn 6 ctaTb 18 NPUMEHADTCA K NPaBOOTHOLLEHMSM, BO3HUKLLIMM MOCMe AHA BCTYMMEHUsa B
cvny ana Poccwuiickon ®epepaunm npoTokona o npucoegmHennn Poccuickon ®epepauun k BcemupHom Toproson
opraHunsaumm (PegepanbHbin 3akoH ot 11.10.2010 N 271-93).

6. He ponyckaloTca nonyyeHue, pasrfnalleHue, UCNoMb3oBaHME B KOMMEPYECKMX Uensx u B uensax
rocy4apCTBEHHOW perMcTpauumn JeKapCTBEHHbIX MpenapaTtoB WHgopMaumm O pesynbTatax AOKITMHUYECKMX
WUCCNeaoBaHUN  JIEKApCTBEHHbLIX CPEeACTB W KIIMHUYECKMX WCCMEeAOBaHUA  JIeKapCTBEHHbIX NpenapaTos,
npeacTaBrieHHON 3asBUTENEM A1 FOCY4AapCTBEHHOW perMcTpaLmm nekapcTBEHHbIX Npenapartos, 6e3 ero cornacus
B TEYEHME LLECTU NET C AaTbl FOCYAapCTBEHHOM perMcTpaLmm nekapcTBEHHOrO npenapara.

HecobniogeHne 3anpeTa, YCTaHOBIIEHHOrO HACTOsIWEN 4acTbio, BnevyeT 3a cobol OTBETCTBEHHOCTbL B
COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccunckon ®epepaunm.

Ha Tepputopun Poccunckon Pepepaunmn 3anpewiaetcd obpalleHne NeKapCTBEHHbLIX  CpPeacTs,
3aperncTpMpoBaHHbIX C HapyLIEeHWEeM HacTOosILLEeN YacTu.

(yacTb 6 BBegeHa denepanbHbiM 3akoHoM OT 11.10.2010 N 271-93)

CraTbsa 19. an/IHFlTI/Ie pelweHna o BblAa4e 3KCNepTHOMY y4peXaeHUo 3ajaHnA Ha npoBeaeHune 3KCnepTusbl
NeKapCTBeHHOro cpeacrtea

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHue pecatn paboumx OHEM CO OHSA MPUHATUS 3asiBIEHMS O FOCYyOapCTBEHHOM perncrpauum
neKapCTBEHHOro npenapaTta COOTBETCTBYIOLWNIN YNONMHOMOYEHHbIN dheaepanbHblid OpraH UCNOSTHUTENBHOW BAacTu
NPOBOAMT MNPOBEPKY MOSIHOTbI, AOCTOBEPHOCTM U MNPaBUSIbHOCTU OQOPMIIEHUS MPEACTABMEHHbIX OOKYMEHTOB
pPErMcTpaumMoHHOr0 [O0Cbe Ha JleKapCTBEHHbIN Mnpenapat W NpMHMMaEeT pelleHne O Bblgade 3adaHusa Ha
npoBegeHue:

1) 9KcnepTM3bl [OKYMEHTOB, MpeACTaBlieHHbIX ANA  onpedeneHus BO3MOXHOCTM  paccMaTpumBaThb
nekapcTBEHHbIN Npenapat Ans MegULUHCKOrO NPUMEHEHUS NPW OCYLLECTBNEHNN FOCYOapCTBEHHOW perucrpaumm B
KayecTBe opchaHHOro nekapcTBEHHOro npenapara;

2) aKcnepTusbl NEKapCTBEHHOrO CpeacTBa B YacTW IKCMEPTU3bl KayecTBa NeKapCTBEHHOro cpeacTBa U
3KCMNEPTM3bl OTHOLLUEHUST OXMOAEMOM MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FIEKapCTBEHHOro npenapaTa anis
MEeLMLMHCKOro NPUMEHEHMWS;

3) SKcrnepTusbl NIEKApCTBEHHOrO CpeAcTBa B 4YacTU SKCMEPTU3bl KayecTBa JIEKapCTBEHHOrO CpPeAcTBa U
3KCMNEPTM3bl OTHOLLUEHUST OXMOAEMOM MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FIEKapCTBEHHOro npenapaTa 4ns
MELMLMHCKOrO MPUMMEHEHMS B MOPSiAKE YCKOPEHHOW Npouenypbl 3KCNepTU3bl JIEeKApCTBEHHbIX CPEACTB B
COOTBETCTBMM CO cTaTben 26 HacToswero ®eaepanbHOro 3akoHa;

4) 3KCnepTM3bl NEKapCTBEHHOrO CpeacTBa B OTHOLUEHWM feKapCTBEHHOro npenapaTta Ans BeTepUHapHOro
NPUMEHEHWSI.

2. YNONHOMO4Y€eHHbIN (heepanbHbli OpraH MUCMONMHUTENBHOW BriacTM yBeAOMMSAET B 3MNEKTPOHHOW chopme
Unu Ha BymakHoM HocuTene 3asBUTENS N IKCMEPTHOE yUpexaeHne O MPUHATOM peLleHuMU O Bblgade 3aaHun Ha
npoBefeHne 3KCnepTns, NpeayCMOTPEHHbIX YacTbio 1 HacTosILWen cTaTtby, U B cnydyae Heob6XoAMMOCTU O Bblaade
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paspelweHnss Ha BBO3 B Poccuickylo ®degepauunto KOHKPETHOW MapTvuM, Cepum 3apermcTpyMpoBaHHbIX U (Mru)
He3aperMcTpUpoOBaHHbIX NeKapCTBEHHbIX CpeacTB unn ob oTkase B MpoBedeHWVM MpedyCMOTPEHHbIX 3KCNEepTU3 C
yKa3aHMeM NpuYMH Takoro oTkasa.

3. B cnyyae BbISIBNeHWss OTCYTCTBUS WNW  HEOOCTOBEPHOCTM WHGOpMaLMK, copepxallencs B
npeacTaBrneHHbIX 3asiBUTenemM [AOKYMeHTax, YNONHOMOYEHHbIN befeparnbHbldi OpraH WUCMNOMHUTENbHOW BnacTu
HanpaBnsieT 3asBuTento 3anpoc 06 YTouHeHUMM 3ToM wuHGopmauuu (ganee - 3anpoc YNONHOMOYEHHOro
denepanbHOro opraHa WCMNOMNHUTENbHOW BNAcTW), KOTOpPbIM MOXeT OblTb nepefjaH YNONTHOMOYEHHOMY
npeacTaBuUTENto 3asBUTENst MNUYHO MO PacnmMcKy, HampasrfieH Mo MoyTe 3aka3HbiM MUCbMOM UNK nepefaH B
3NEKTPOHHOW dopMe MO TEeneKoOMMYHUKALMWOHHbIM KaHanam cBaA3W. B cnyyae HanpaBneHusa 3anpoca
YNOSTHOMOYEHHOrO hefepanbHOro opraHa MCMOMHUTENbHOW BRAcTU MO MOYTE 3aka3HbIM MMCbMOM OH CYMTaeTcs
MOMyYeHHbIM MO UCTEYEHWUW LLECTU OHEW C AaTbl HAanNpaBlieHWs 3aKa3HOro NMCbMa.

4. 3agsutenb o0653aH npeacTaBuTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro defeparnbHOro opraHa
WCMOMHUTENBHOW BRacTU B CPOK, HE MpPEBbILLAKWMIA AeBSHOCTa paboumx AHen co AHA ero nonydeHus. Cpok,
yKasaHHbI B 4Yactu 1 HacTosiwen cTaTbM, MPUOCTAHABMMBAETCA CO [OHS HarnpaBreHus 3asiBUTEN0 3anpoca
YNOSTHOMOYEHHOIO dhefepanbHOro opraHa MCMOSMHUTENbHON BNactu OO0 OHSA MOMyYeHWst MM COOTBETCTBYHOLLErO
oTBeTa.

5. OcHoBaHVeM Ons oTka3a B OpraHum3auuu 3KCNepTu3, NpedyCMOTPEHHbIX YacTbio 1 HACcTosLen cTaTbM,
SABNSIeTCA NpeAcTaBneHme HeobXoaMMbIX s NPOBEeAEHMS NPEAYCMOTPEHHbIX 3KCNEPTU3 LOKYMEHTOB B HEMONTHOM
obbeme unuM HenpeactaBneHWe 3asiBUTENEM B YCTAHOBIIEHHbIA CPOK OTBeTa Ha 3arnpoc YrNOrHOMOYEHHOro
denepanbHOro oOpraHa MWCMOMHUTENbHOW BMAcTW, a Takke MpeacTaBfneHMe [OOKYMEHTOB, He coaepKallimx
ncyepnbIBaoLLEro nepeyHs HeobxoanmbIX CBEOEHUIA.

Cratbs 20. OkcrnepTusa [OKYMEHTOB, MPEeACTaBMNeHHbIX ANs ONpederieHnsi BO3MOXHOCTU paccMaTpuBaTh
NeKkapcTBEHHbI NpenapaT Ans MeauUMHCKOTrO NMPUMEHEHNUS NpY OCYLLECTBIEHUN FOCYAapCTBEHHOW pernctpauum B
kayecTBe opdhaHHOro fekapcTBEHHOIO Npenapara

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcneptvM3a [JOKYMEHTOB, nNpeacTaBMneHHbIX ANnd onpeferneHuss BO3MOXHOCTM  paccmaTpuBaTh
nekapcTBEHHbIN Npenapat Ans MegULUHCKOrO NPUMEHEHUS NPW OCYLLECTBNEHNN FOCYAapCTBEHHOW perucrpaumm B
KayecTBe OpdaHHOro IEeKapCTBEHHOrO npenapaTta, COCTaBNEHME KOMWUCCUEN SKCMEPTOB 3aKMOYEHUS O
BO3MOXHOCTU WM HEBO3MOXHOCTU paccMaTpuBaTh fIEKAPCTBEHHbLIM MpenapaTt Ans MeauuMHCKOro npuMeHeHus
npyv OCYLLECTBNEHNN TFOCYOApPCTBEHHOW perMcTpaumMmM B KavyecTBe OpghaHHOro nekapCTBEHHOro npenapaTta u
HanpaBneHune [[aHHOro 3akrlYeHUs B YMNONMHOMOYEHHbIM doefepanbHbld  OpraH MCHONHUTESNIbHOW BRnacTtu
OCYLLECTBISAITCS B CPOK, HEe MpeBblllanWwmi Tpuauatn paboumx [HEW CO AHA NOMyYEeHUs 3KCMEPTHbIM
YYpeXaeHneM 3afaHusi YnofIHOMOYEHHOro defdeparnibHOro opraHa MCMONHUTENbHOW BracTu U B 3IIEKTPOHHON
dopme UM Ha ByMaXkHbIX HOCUTENSAX HEOOXOAUMbBIX JOKYMEHTOB, YKa3aHHbIX B MyHkTax 1,2, 5, 6, 10 yactn 4 n B
yacTtu 7 ctatbu 18 HacToswero PegepanbHOro 3akoHa.

2. [lokyMmeHThI, cogepXXallmecsi B perucTpaLMoHHOM AOCbe Ha NeKapCTBEHHbIV NpenapaTt U NocTynuBLUME Ha
OyMaXHbIX HOCUTENAX B SKCNEPTHOE YydpexaeHWe [Ons OCYLWECTBNEHUS WMX 3KCMepTu3bl Ans onpedeneHus
BO3MOXHOCTW paccmaTpuBaTb fIEKApCTBEHHbLIM NpenapaT Ans MEAULNHCKOro NPUMEHEHNS B kKadecTBe opdaHHOro
nekapcTBEHHOro npenapara, nognexaTr BO3BpaTy B YMNOMHOMOYEHHbIM deneparnbHbli OpraH WUCMNONHUTENBHOM
BNacTN OQHOBPEMEHHO C 3aKMOYEHMSIMU COOTBETCTBYHIOLLMX IKCNEPTUS.

CraTba 21. PelleHnMe O BO3MOXHOCTW paccMaTpuBaTb NEKapCTBEHHbI npenapaT Mpu OCYLLECTBREHUM
rocy4apCTBEHHOMN perncTpauum B KayecTee opdaHHOro fekapcTBEHHOro npenapara

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cpok, He npeBbIWaLWMIA NATU paboumx OHEN CO OHA MOSyYeHMs 3aKIIOYEHMs1, YKa3aHHOro B Yactu 1
ctatby 20 HacToswero ®enepanbHOro 3akoHa, YNONIHOMOYEHHbIN hedeparnbHbI OpraH UCMONTHUTENBHOW BacTu
OCYLLECTBMSET OLEHKY MOMy4YeHHOro 3aknyeHns Ang onpeneneHus ero COoTBETCTBUS 3alaHuI0 Ha nNpoBefeHue
COOTBETCTBYIOLLEN IKCMEPTU3bl N yBEOOMNAET 3asBUTENS B AMNEKTPOHHOW opMe unuM Ha GyMaxHOM HocuTene o
pesynbTatax nNpoOBEeAEHHON 3KCMEepTU3bl C MNPUMOXKEHUEM KOMUM IKCMEPTHOro 3akmyeHus (C coxpaHeHuem
KOHUAEHUMansLHOCT MHGOpMaLMM O COCTaBe 3KCMEPTHOM KOMUCCMM) U O BO3MOXHOCTU UM HEBO3MOXHOCTMU
paccmatpuBaTb  feKkapCTBEHHbIN  npenapaT Ans  MeOUWUMHCKOro  NPUMEHEHUss Npu  OCyLlecTBReHun
rocyfjapCTBEHHOW perucrpaumm B kadyectse opgpaHHOro nekapcTBEHHOro npenapara.

KOHCyanaHTn"mC www.consultant.ru Crpanuua 26 n3 70

HaiéXXHasa nNpaBoBad noaAepXXKa




®depnepanbHblid 3akoH oT 12.04.2010 N 61-03

(pea. ot 13.07.2015) JokyMeHT npepocTasneH KoHcynbTaHTltoc
"06 obpalleHn NeKapCTBEHHbIX CpeacTB” [ata coxpaHeHus: 13.08.2015
(c u3Mm. v gon., BCTyMN....

2. llpn BblHECEHUN KOMMCCUEWN IKCMEPTOB 3aKIOYEHMS O BO3MOXHOCTW paccMaTpuBaTb feKapCTBEHHbIN
npenapaT Ans MeOWUMHCKOrO MPUMMEHEHMST MPW OCYLLECTBIEHUW rOCyOAapCTBEHHOW perucrpaumMm B KavecTBe
opdaHHOro fiekapcTBEHHOro npenapaTa ynoSIHOMOYeHHbIM dhefepanbHbIi OpraH UCNOSTHUTENBbHOM BlaCcTU B CPOK,
He npeBblLaLLmi NATM paboumx AHEN CO OHA NOSydYeHUss JaHHOMO 3aKNYeHUs1, MPUHUMAaET peLleHne O Bblgaye
3a[aHus Ha NpoBeEeHMNE IKCMEePTU3bl KaYecTBa NeKkapCTBEHHONO CpeacTBa M AKCNepTU3bl OTHOLLEHUST OXuaaemMon
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs NeKkapCTBEHHOro npenapata And MeOULMHCKOrO MPUMEHEHUsT B
nopsiike YCKOPEHHOW npoueaypbl 3KCNepTusbl NeKkapCTBEHHOro cpeacTBa B COOTBETCTBUM CO cTaTben 26
HacTosdwwero PenepansHOro 3akoHa.

3. B cnyyae npuHATUS pelleHMs O HEBO3MOXHOCTU paccMaTpuBaTh IEKapCTBEHHbIM npenapaTt Ans
MEOULMHCKOTO MPUMEHEHMST MPW rOCyOapCTBEHHOM perncTpaumMnm B KavyecTBe OpJPaHHOIo JeKapCTBEHHOro
npenapata YNOSHOMOYEHHbIN (pedepanbHbI  OpraH WUCMAOMHUTENBLHOW BRacTM NpekpawaeT npoueaypy
rocy4apCTBEHHOW permcTpaumm nekapcTBeHHOro npenapara. 3assuTenb BrnpaBe obpatuTbCa B PErMCTPUPYIOLLIMIA
OopraH C 3asiBfieHMeM O rocygapCTBEHHOW permcTpauumn yKkasaHHOro fiekapCTBEHHOMO npenapaTta B COOTBETCTBUM
co ctatben 18 HacToswero ®enepansHOro 3akoHa.

Cratba 22. YTpatuna cuny ¢ 1 monga 2015 roga. - ®egepanbHbivi 3akoH oT 22.12.2014 N 429-03

CraTbsa 23. SKcnemesa Ka4yecCTBa J1eKapCTBEHHOIro cpeactBa U 3KCnepTmnida OTHOLLEeHUA 0XngaemMom norb3abl
K BO3SMOXHOMY PUCKY NMpUMEHeHNA nekapCTBeHHOro npenapara anda MeguunHCKoro npuMmeHeHuns

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTu3a kayecTBa eKapCTBEHHOIO CPEACTBA M 3JKCMepTu3a OTHOLUEHMS OXMOaeMOW Monb3bl K
BO3MOXHOMY PWUCKY MPUMMEHEHMWSI NEKapCTBEHHOro npenapaTta ANnd MeauMUMHCKOTO MPUMEHEHUS, COCTaBrieHue
KOMMWCCUSIMUN 3KCMEPTOB 3aKMYEHMIN MO pe3ynbTataM NpOBEeAEHHbIX IKCMEePTU3 U HamnpaBrneHne 3TuX 3akmiovyeHnin
B YNOSTHOMOYEHHbIN dheaepanbHbIi OpraH MCNOSTHUTENBHOM BNacTu OCYLLECTBASAIOTCS B CPOK, He NpeBblllatowmii
cTa pJecsatn paboumx [HEW CO [OHS MNOMyYeHWUs IKCMEPTHbIM YYpeXAeHWeM COOTBETCTBYHOLLEro 3adaHus
YNONTHOMOYEHHOro hefiepanbHOro opraHa UCNONHUTENbHOW BNACTU U HEOBXOOUMbIX AOKYMEHTOB B 3NEKTPOHHOM
dopme unu Ha BymMakHbIX HOCUTENSX.

2. B TeyeHue pOeBAHOCTA AHEW CO AOHS MNOMyYEHUS peLleHuUst YNONHOMOYEHHOro denepansHOro opraHa
UCNONHUTENBHON BRacTu O NPOBEAEHMU IKCMEPTU3, NPeAYCMOTPEHHbIX YacTblo 1 HacTosIWen cTaTbu, 3asBUTENb
npeacTaBnseT B SKCNEpTHOE ydpexaeHue Ans NpoBefeHUs 3KCNepTu3bl KayecTBa NeKkapCTBEHHOro cpeacTtsa
o6pasubl NekapcTBEHHOro npenapata And MeOULUHCKOrO MPUMEHEHUs, MPOU3BEOEHHOro0 B COOTBETCTBUMM C
TpeboBaHNAMMN OMbITHO-MPOMBILLIIEHHOTO U (UMW) MPOMBILLIIEHHOIO PErfamMeHToB, YTBEPXKOEHHbIX PYKOBOAMUTENEM
npou3BoauTensi NeKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHOLUMX criydasx obpasubl dapmMaueBTU4ecKom
cybcTaHuum, TecT-liTaMmma MUKPOOPraHU3MOB, KyNnbTypbl KNEeTOK, 06pasubl BeLeCcTB, MPUMEHSEMbIX 4119 KOHTPOrS
KayecTBa J1l€KapCTBEHHOrO CpeACcTBa MyTeM CPaBHEHMS C HMMW MCCIedyeMOro JeKapCTBEHHOrO CpeacTBa, B
KOnmM4ecTBax, HeobXxoauMbIX Ansi BOCNpOu3BegeHss METOAOB KOHTPOIS KadecTBa.

3. Mpn nonyyeHnn obpasLoB NEKAaPCTBEHHOrO npenapara 1 gapmaueBTUYecKon cybcTaHUUM aKCnepTHoe
yypexaeHue BblOaeT 3asdABUTENO AOKYMEHT, NOATBEPXAAOLLMIA NonyyYyeHne ykasaHHbIX 06pasuoB, U B CPOK, He
npesbILLaWnA Tpex pabounx AHeW, yBeAOMNsAeT B NEeKTPOHHOW hopMe nnm Ha GymaxHomMm HocuTene ob aTom
YNONTHOMOYEHHbIN heaepanbHbIi OpraH UCMOMHUTENbHOW BRacTy.

4. YKkasaHHble B 4YacTax 2 M 3 HacToslen cTaTbM CpPOK Ans npeacTaBneHus 3asdBuTenem o06pasuos
nekapcTBEHHOro npenapara u apmaueBTUYECKO CyOCTaHLMM U CPOK YBEAOMIIEHUSA 3KCNEPTHbIM yUYpeXXaeHnem
06 aTtoM Ha OymaxHOM HocuTene YrNonHOMOYEHHOro deaepanbHOro opraHa MWCMOMHUTENbHOM BriacTU He
BKITHOYAKOTCH B CPOK NPOBEAEHMS 3KCMEePTU3, NPeayCMOTPEHHbIX YacTbio 1 HacTosILLEeN CTaTbu.

5. [loKyMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE y4ypexaeHue ONA NpoBefeHMsT IKCMepTu3, NpeayCMOTPEHHbIX
yacTblo 1 HacToswen crtaTbu, Noasiexat BO3BpaTy B YNOMHOMOYEHHbIN dyedepanbHblii opraH UCMOMHUTENBHOWN
BMacTu OQHOBPEMEHHO C 3aKIIOYEHNSIMM, NOMYYEHHbIMU MO pe3yrnbTaTaM COOTBETCTBYIOLLUX IKCMEPTU3.

Cratbsl 24. OkcnepTr3a kadecTBa JIekapCTBEHHOrO CPEACTBA U 3KCMepTU3a OTHOLLEHUS] OXWUAAeMOW MoMb3bl
K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOrO Npenapara Ans BeTepUHapHOro NpMMeEHeHNs

1. 3KC|'IGpTI/I3a Ka4yeCcTBa JieKapCTBEHHOro cpeactBa WM 3Kcneptn3a OTHOLUEHUA OXngaemom nonb3bl K
BO3MOXHOMY PUCKY NMPpUMEHEeHUA nekapCTBeHHOro npenapara nOnd BeTepuHapHOro npuMeHeHusd, cocTaBlieHue
KOMMUCCUAMUN SKCNepToB 3aKmn4YeHn no pes3ynbTtataM yKa3aHHbIX 3KCNepTnU3 U HanpaBlieHNe Taknx 3aKIOYEHNN B
yI'IO.I'IHOMO'-IeHHbIVI d)eﬂepaﬂbellz opraH NCMNONHUTENbHOW BNacTu OCYLLECTBIAKOTCA B CPOK, HE I'IpeBbILIJaI'OLLI,I/IIZ CTa
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®depnepanbHblid 3akoH oT 12.04.2010 N 61-03
(pea. ot 13.07.2015) JokyMeHT npepocTasneH KoHcynbTaHTltoc

"06 obpalleHn NeKapCTBEHHbIX CpeacTB” [ata coxpaHeHus: 13.08.2015
(c u3Mm. v gon., BCTyMN....

Oecstn paboymx gHew CO OHS MOMy4YeHUs 3KCMEPTHbIM yYpexaeHNeM 3adaHus YNosTHOMOYEHHOro dedeparnbHOro
opraHa UCMONHUTENbHOW BNacTu C AOKYMEHTaMu, yka3aHHbIMK B Yactu 3 ctatbu 17 HacToswero ®egeparnsHOro
3aKoHa.

(B peq. ®enepanbHbix 3akoHoB OT 22.10.2014 N 313-93, ot 13.07.2015 N 241-93)

2. B TeyeHne naTtHaguatn paboumx OHEW CO AOHA MOMyYeHUs1 peLleHUs YNOoNHOMOYEHHOro deaepansHoro
opraHa UCMONHUTENbLHOW BRacTy O NPOBEAEHUU YKa3aHHbIX B YacTu 1 HacTosen CcTaTbW 3KCMEepTU3 3asBUTErNb
npeacTaBnseT B 9KCNEpTHOE ydpexaeHue Ans nNpoBefeHUs 3KCNepTusbl KayecTBa NeKkapCTBEHHOro cpeacTtsa
o6pa3subl nekapCTBEHHOro npenapata Ans BETEPUHAPHOro MNpUMEHEHMUs, NPOM3BEAEHHOr0 B COOTBETCTBMU C
TpeboBaHUSIMY TEXHONOIMMYECKUX PErnamMeHTOB, YTBEPXAEHHbIX PYKOBOAUTENEM NPOU3BOAMTENS feKapCTBEHHbIX
cpencTB, a Takke obpasey chapMaLeBTUHECKON CyOCTaHUMM B KONMYECTBax, HEOOXOAUMBIX A4S BOCNPOU3BEAEHUS
METOAOB KOHTPOIS KayecTBa.

3. Mpn nonyyeHnn obpasLoB NEKAapCTBEHHOrO npenapara 1 gapmaueBTUYecKon cybCcTaHUuM 3KCnepTHoe
yypexaeHue BblAaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAALWMIA NOMyYyeHne ykasaHHbIXx oOpasuoB, M B CPOK, He
npeBbIlLIALWNA  Tpex pabounMx [OHen, yBedoOMIIieT B NUCbMEHHOM dopme 06 3TOM  YMNONTHOMOYEHHbIV
deaepanbHbI opraH UCNOMHUTENBHOW BNacTMu.

4. Cpok aons npeacraBneHus 3asiButenem obpasLoB NekapCTBEHHOro npenaparta u hapmMaleBTU4eCcKon
cybCTaHUUN 1 CPOK YBEAOMIIEHUS SKCMEPTHLIM ydpexaeHnem ob 3ToOM B MMCbMEHHON hopme YNoNTHOMOYEHHOro
denepanbHOro opraHa UCNONHUTENBHON BiacTU, Yka3aHHbIe B YacTax 2 U 3 HaCTOsILLEen cTaTby, He BKINIOYAKOTCS B
CpOK NpoBeAeHUs yKasaHHbIX B YacTu 1 HacTosLLen CTaTbu aKCNepTus.

5. [lokyMeHTbI, NOCTYNUBLLME B 3KCMEPTHOE yuYpexaeHne Ang npoBefeHus ykasaHHbIX B 4actu 1 HacTosLlen
cTaTbW 3KCNepTu3, MoAmnexaTr BOo3BpaTy B YNONMHOMOYEHHbIM defepanbHbil OpraH WCNONHUTENbHOW BRacTu
OOHOBPEMEHHO C 3aKIMIYEHUSIMU NO pe3ynbTaTam yKa3aHHbIX 3KCNepTus.

Crtatbsa 25. [loBTOpHOE NpOBeAEHNE SKCMEePTU3bl NTEKapCTBEHHbIX CPEACTB
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HegocTaTOYHONM 0OOCHOBAHHOCTU MITM HEMOJSTHOTBI 3aKMIOYEHUA KOMUCCUM 3KCMIEPTOB, HanMuuns
B HEM NMPOTMBOPEUMBLIX AaHHbLIX, hanbcndunKkaLnm BeIBOOOB 3KCNEPTM3bl NEKAPCTBEHHOINO CPeaCcTBa, COKPLITUSA OT
YNONTHOMOYEHHOr0 (befilepanbHOro opraHa UCNOMHUTENbHOW BNACTU OCHOBAHWUI AN OTBOAA 3KCnepTa BCneacTaue
€ro 3aMHTEePecoBaHHOCTM B pes3ynbTaTtax COOTBETCTBYIOLLEN 3SKCNepTU3bl, Hanuyuusa AaHHbIX O NpsMOM nnbo
KOCBEHHOM BMellaTenbCTBE B MPOLECC COOTBETCTBYHOLLEN SKCNEPTU3bl MUL, HE YYaCTBYIOLLMX B €e NPOBEeAEHMUM,
HO OKasaBLUMX BMMSHWE Ha MPOLECC U pe3ynbTaTbl €e NpoBeAeHUs, YNONMHOMOYEHHbIM deaepanbHbiM OpraHoM
WCNONMHUTENBHON BracTM Ha3Ha4yaeTcsl MOBTOpPHas 3KCnepTu3a NekapCTBEHHOro cpeactsa M (Mnn) aTuyeckasd
aKcnepTm3a.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. [loBTopHasi aKcnepTM3a JeKapCTBEHHOIO CpeacTBa MNPOBOAMTCS C  Y4EeTOM pe3ynbTaToB paHee
NPOBEAEHHOWN 3KCMEPTU3bl B CPOK, YCTAHOBIEHHbIA YNONTHOMOYEHHbIM hbefeparnbHbiM OpraHOM MCMONMHUTENbHOM
BNAcTU N He MpeBblWaoLWmMiA TpuguaTn padbounx gHEm co AHS NONyYEeHUsT SKCNEPTHLIM ydYpexaeHneMm 3agaHus Ha
npoBefeHne NOBTOPHOW 3KCMEPTM3bI JIEKAPCTBEHHOIO CcpeacTea.

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

3. ®uHaHcoBoe obecneyeHMe BbINOMHEHMS 3adaHMsi Ha NpoBeAeHME MOBTOPHOM  3KCMEpPTU3bl
nekapcTBEHHOro CpeAiCTBa He OCYLLEeCTBSeTCS.

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

CtaTbs 26. yCKOpeHHaFl npouenypa aKkcnepTubl NekapCTBeHHbIX CpeacTs

1. YckopeHHas npoueaypa 3KCnepTu3bl NEKAPCTBEHHbIX CPEACTB B LIENsIX roCydapCTBEHHOW perncrpaumm
NEeKapCTBEHHLIX NMpenapaToB NMPUMEHSIETCS B OTHOLIEHUM OpdiaHHbLIX JIEKapCTBEHHbIX MpenapaToB, NEPBbIX TPeX
NeKapCTBEHHbIX MpenapaToB, pernctpupyembix B Poccuiickon ®epepauum B KayecTBe BOCMPOU3BEAEHHbIX
NEeKapCTBEHHLIX MpenapaToB, O4YepedHOCTb KOTOpbIX OrnpegensieTca B COOTBETCTBMM C HOMEPOM M AaTon
BXOOSLUMX 3asBMEHMN O TOCYOApPCTBEHHOW perucTpaumMmM JEeKapCTBEHHbIX MpenapaTtoB B paMKax OOHOro
MEeXAyHapO4HOro HenaTeHTOBaHHOr0 HauMMEHOBaHWUs FEeKapCTBEHHOro npenapata unAuM  rpynnupoBOYHOIO
HaMMeHOBaHMsl NEKapCTBEHHOro npenapara, U NEKapCTBEHHbIX MpenapaToB, NpeaHa3Ha4YeHHbIX MCKMIOYUTENBHO
Ons TPUMEHEHUA HECOBEPLUEHHONETHUMW rpaXkaaHaMMm.

(B peq. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

2. YckopeHHas npoueaypa 3KCnepTu3bl NEKapCTBEHHbIX CPeACTB B LEnsX rocyaapCTBEHHOW perucrpaumu

NeKapCTBEHHbIX NpenapaToB HE NPUMEHSIETCSA B OTHOLLIEHUN:

KoHcynbTaHTlNOC
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1) GruoaHanoroBbix (61MOMNOAOOHLIX) NTIEKAPCTBEHHbIX NpenapaToB (GnoaHanoros);

2) petbepeHTHbIX NEKAaPCTBEHHbIX NpenapaToB (3a UCKMOYEeHNEM opcaHHbIX NTEKapPCTBEHHbIX NPenapaToB);

3) BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MPEnapaToB (3a WCKMIOYEHUEM MEPBLIX TPEX PErUCTPUPYEMBIX B
Poccuiickon ®epepauum B KayecTBe BOCMPOM3BEAEHHbLIX JIEKAPCTBEHHbLIX MpenapaTtoB M NeKapCTBEHHbIX
npenapaToB, NpefgHa3HaYEHHbIX UCKITIOYUTENBHO AN NPUMEHEHUS HECOBEPLLEHHONETHUMIN FpaXaaHaMu);

4) HOBbIX KOMOMHaLWIA 3aperMcTPUPOBaHHbIX PaHEE NeKkapCTBEHHbIX NpenapaTos.;

5) nekapcTBeHHbIX NpenapaToB, 3aperMcTPUPOBaHHbLIX paHee, HO MPOU3BEAEHHbIX B APYrMX JEKAPCTBEHHBLIX
dopmax B COOTBETCTBUMN C NepevyHeM HauMeHOBaHWIA NeKapcTBEHHbIX OOpPM 1 B HOBOW A03UPOBKE.

(yacTb 2 B pea. PepepansHoro 3akoHa oT 22.12.2014 N 429-93)

3. YcKopeHHas npouegypa 9KCNepTM3bl  JIEKAPCTBEHHbIX CPeACTB  MNPOBOAMTCA MO PELUEHUHD
COOTBETCTBYIOLLEIO YNOSIHOMOYEHHOIO doeepasnibHOro opraHa UCMONTHUTENbHOW BNAacTU Ha OCHOBaHUN 3asiBMEHMS
3a8BMTENS B CPOK, HE MpeBblanlmi BocbMuaecaTn pabouymx gHen. lMpyu STOM 3KCnepTM3a [OOKYMEHTOB,
COAepXaluxcs B pErmcTpaLnmoHHOM A0Cbe Ha NeKapCTBEHHbIN NpenapaT, MPOBOANTCS B CPOK, HE MPEBbILLALLNIA
[ecatn paboumx gHEeRn, 3KcnepTmM3a kavyecTBa JIEKapCTBEHHOIO CpeacTBa M 3KCMEpPTM3a OTHOLUEHUS] OXMOAEMOM
Nnosnb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUS NeKapCTBEHHOro npenapara NpoBOAATCA B CPOK, HE MpPEeBbIALLNA
wectnaecaTn pabounx gHewn.

(yacTb 3 B pea. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3.1. B oTHOWeHUN opcaHHbIX NEeKapCTBEHHLIX NpenapaTtoB MoryT ObiTb NpPeAcTaBneHbl pesynbTaTbl
OOKIMMHUYECKNX WUCCNEOOBaHUA JeKapCTBEHHbIX CPEACTB W KIIMHUYECKMX WUCCredoBaHUN  feKkapCTBEHHbIX
npenapaTtoB AN MEeAMLMHCKOrO MNPUMEHEHUs, BbINOMHEHHbLIX 3a npegenamu Poccunckon Pepepauun B
COOTBETCTBMM C MpaBunamu Hagnexaiien nabopaTtopHON MNpPakTUKM M NpaBunaMn Haanexaiien KIMHUYECKOMN
NPaKTUKW.

(wacTb 3.1 BBeaeHa PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. YcKopeHHas npouenypa SKCrnepTusbl NEeKapCTBEHHbIX CPeacTB MPOBOANTCSA B MOPsSiAKe, YCTAaHOBIIEHHOM
cratbamm 17 - 20, 23 mn 24 Hacrtoswero depepanbHOro 3akoHa, M He O3HAYaeT CHWXeHus TpeboBaHWI K
©e3onacHoCTK, KayecTBy U 3 EKTMBHOCTU NEKAPCTBEHHbIX NpenapaToB.

Cratbs 27. PelleHune o rocyaapCTBeHHO pernctpauunm niekapcTBeHHoro npenapara

1. B cpoK, He MpeBbILLAIOLLMIA JECATM pabounx OHEN CO OHSI NOMNYyYEHUsT 3aKMOYEHUIN KOMUCCUM SKCNIEPTOB MO
pesynbTaTtamM 3KCMepPTM3bl KayecTBa NIEKapCTBEHHOrO CPEACTBA M 3KCMEPTU3bl OTHOLUEHMS OXUOAEMON Nonb3bl K
BO3MOXHOMY  PUCKY MNPUMEHEHWs1  NEeKapCTBEHHOro npenaparta, COOTBETCTBYIOLIUA  YNONHOMOYEHHbIN
denepanbHbI OpraH UCNOSTHUTENBHOW BracTu:

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

1) pa3mellaeT Ha cBOeM odmLmanbHOM canTe B ceTu "VIHTepHEeT" COOTBETCTBYHOLLME 3AKIIOYEHUS KOMUCCUMN
3KCMEPTOB U OCYLLECTBNSAET UX OLIEHKY ANSA onpenerieHnst COOTBETCTBUS 3a4aHMI0 Ha NPOBEAEHME 3TUX IKCNEPTU3;
(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NpUHMMaeT pelleHne O rocyaapCTBEHHOW perMcTpauuu fnekapcTBEHHOro npenapata unn ob oTkase B
rocyfapCTBEHHOW perncTpaLmm nekapcTBEHHOro npenapaTa;

3) BHOCMUT Npu NPUHATUM PELLEHUS O TOCYLAPCTBEHHOW perMcTpaunm NekapcTBEHHOro npenaparta AaHHble O
3aperncTpypoBaHHOM JleKapCTBEHHOM MpenapaTte, B TOM 4ucrie o hbapmaueBTUYECKOA CyOCTaHLUKN, BXOASLLEN B
COCTaB JIEKAPCTBEHHOrO MnpenapaTa, B rOCYy4apCTBEHHbIA PEECTp NEKAPCTBEHHLIX CPEACTB U BblOAEeT 3asiBUTENIO
pernctpaumoHHoe  yAOCTOBEpPEHME  NeKapCTBEHHOro  npenapaTta, ¢opmMa  KOTOpOro  yTBepxaaeTcs
YNONMHOMOYEHHbIM  befepanbHblM ~ OPraHOM  UCMOMHUTENLHOW  BMacTW, COMMacoBaHHblE  HOPMAaTUBHYIO
OOKYMEHTaLM0, HOPMaTMBHLIA JOKYMEHT, MHCTPYKLMIO NO MPUMEHEHMWIO NEKAapCTBEHHOrO npenapata M MakeThbl
NepBUYHON YNMaKOBKN N BTOPUYHON (MOTPEOUTENBCKON) YNakoBKU C yKa3aHMEM Ha HUX HOMepa PermcTpaumMoHHOro
YOOCTOBEPEHMS NIEKAPCTBEHHOrO Mpenapara v AaTbl ero rocygapCTBEHHOW perncTpaumm unm B crnyvae NpuHSATUS
pewweHuss o6 oTkase B rocygapCTBEHHOM pPEerncTpauumn nekapCTBEHHOro npenapata yBeAoOMNseT B NMUCbMEHHOM
dopme 3asBuUTEnNst 06 3TOM C yKasaHMEM MpPUYMH TaKoro OTkasa. 3a Bblgavy perncTpaumoHHOro yaoCTOBEPEHMS
NeKapCTBEHHOro npenapata B3MMaeTCd roCydapCTBEHHas MOLWMHA B COOTBETCTBMM C 33KOHOAATENbLCTBOM
Poccuickon denepauun o Hanorax n cbopax.

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OcHOoBaHMEM fns OTka3a B roCydapCTBEHHOW perncrtpauum IekapcTBEHHOro npenaparta siBnsieTcs
peLleHne COOTBETCTBYHOLLEr0 YMNOSIHOMOYEHHOrO heaepanbHOro opraHa WCMOSIHWUTENBHOW BRactu O TOM, 4TO
KayecTBO UK (Mnn) 3GEKTUBHOCTL PETNCTPUPYEMOrO NEKAPCTBEHHOINO MNpenapata He MNOATBEPXAEHbI
NONMy4YeHHbIMU OaHHLIMW UMW YTO PUCK NMPUYMHEHUS Bpeda 340POBbI YerioBeka WM XKMBOTHOTO BCREACTBUE
npuema nekapcTBeHHOro npenapara npeBbillaeT 3pHEeKTUBHOCTb €0 NPUMEHEHUS.
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(B peq. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3. [loBTOopHOE npeacTaBrieHMe B COOTBETCTBYHOLMIA  YNOMHOMOYEHHbLIM  (hbefepanbHbI  opraH
UCMNOMHUTENBHOW BNAacTW NeKkapCTBEHHOrO npenapara, B OTHOLIEHWW KOTOPOro MOofy4YeH OTka3 B rocygapCTBEHHOW
perncTpaumm M KOTOpPbIA BMNOCNEACTBMM MOABEPrcs U3MEHEeHW0 B YacTu ero cocTtaBa, paccmaTpuBaeTcsl Kak
npeacTaBrneHne HOBOro feKapCTBEHHOro npernapaTta Ha ero rocyfapCTBEHHYH peructpauuio Hes3aBucumo OT
COXpaHEHMs ero NePBNUYHOIrO HaMEHOBaHUS.

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

Cratbsa 27.1. nOpFl,EI,OK onpeaeneHna B3aMMO3aMEHAEMOCTW JNEeKapCTBEHHbIX npenapatoB AOnAa
MeaNUNHCKOro npuMeHeHusa

(eBegeHa depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

1. B3anmo3aMeHAeMOCTb JIeKapCTBEHHbIX MpenapaTtoB Ans MeOULMHCKOrO MpUMEHeHUs onpefensercs B
nopsiake, yctaHosneHHom lNMpaeutenbctBoM Poccunckon denepaunmn, Ha OCHOBaHUK CreayoLWMX NapaMeTpoB:

1) aKkBUBaNeHTHOCTb (Ans GuoaHanoroBbix (6Monogo6HLIX) NekapCTBEHHbIX npenapaTtoB (buoaHanoros) -
COMOCTaBUMOCTb) Ka4YeCTBEHHbIX W  KOMWYECTBEHHbIX XapakTepucTuK apmaLeBTUYecKux CcybecTaHumm
(ncnonb3oBaHWe pasnuYHbIX Cconen, 3UPOB, KOMMMEKCOB, W30MEPOB, KpUCTannMyeckux dopM u Apyrux
NPOM3BOAHbIX OOHOMO U TOrO e OEeNCTBYIOLLIEro BellecTBa He sIBNsSieTCs NpensaTcTBMEM NS B3anMO3aMeHAEeMOCTH
neKkapcTBEHHbIX MpenapaTtoB, €Cnu npu MnpoBeAeHUN uccnegoBaHus OMO3KBUBANEHTHOCTM NEKapCTBEHHOro
npenapaTta vnuM B criydyae HEBO3MOXHOCTU MPOBEOEHUsA 3TOro MccnefoBaHUA NpW NpPoBeAeHUUM UccrnefoBaHus
TepaneBTMYECKON 3KBUBAIIEHTHOCTU NEKapCTBEHHOro npenapata AOKa3aHO OTCYTCTBME KIMHUYECKU 3HAYMMbIX
pasnuumMn  apMakokKMHETMKM U (unn) GesonacHoCcTM U 3PEEKTMBHOCTU JEKAPCTBEHHOrO npenapaTta ansd
MEOULMHCKOTO MPUMEHEHWSI);

2) SKBMBANEHTHOCTb JleKapCTBEHHOMW OpMbl (MOA SKBUBANEHTHLIMU  JIEKAPCTBEHHLIMU  dOPMaMM
MOHMMAIOTCH pasHble fiekapCcTBEHHblE DOPMbl, UMEILLME OAMHAKOBbIE CNocob BBEAEHMSI U CNOCOD NPUMEHEHWS,
obragarowme conocTaBUMbiMM hapMakOKMHETUYECKMMW XapakTepUCTMKaMn U hapMakoriormyeckum JencTBUEM U
obecneyrBaloLLne Takke OOCTMKEHME HEOBXOAMMOro KnuHmyeckoro adpdekra. Pasnuuma nekapcTtBeHHbIX opm
He 4BNATCA MPenaTtcTBMEM Ans  UMX B3aMMO3aMEHSIEMOCTW, €Cnv Mpu  NpoBefeHun UccrnefoBaHus
OMO3KBMBANEHTHOCTM NEKapCTBEHHOrO npenapata uWAM B Cry4yae HEBO3MOXHOCTU MPOBEAEHUs  3TOro
uccnegoBaHusa Npuv NpoBeSeHUN UCCnefoBaHUSA TepaneBTUYEeCKON IKBMBANEHTHOCTU NEeKapCTBEHHOro npenapaTta
[OKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYMMbIX pasnuyuuin  dapmakokuHeTukn u  (unu) 6GesonacHocTM U
3(pPeKTUBHOCTU NeKapCTBEHHOMO NpenapaTa Ans MeAULMHCKOro NpUMEHEHMS);

3) 9KBUBaNEeHTHOCTb UMM COMOCTaBMMOCTb COCTaBa BCMOMOraTenbHbIX BELLECTB JIEKApCTBEHHOro npenapara
AN MeauUMHCKOro MPUMEHEHUS (pasnnynsi cocTaBa BCMOMOraTerbHbIX BELLECTB JIEKapCTBEHHOro npenapara Ans
MEOULMHCKOTO MPUMEHEHUS He SIBNSAIOTCA MPEensaTCTBMEM ONS UX B3avMO3aMEHSIEMOCTU, €Cnv Mpu NpoBeaeHun
uccrnenoBaHusi OMO3KBMBANEHTHOCTM NIEKapCTBEHHOrO npenapara i MeavuMHCKOro NpMMEHeHUs Unu B criydae
HEeBO3MOXHOCTU MNPOBEdEHMS 3TOr0 WUCCrefoBaHUs Mpu  NPOBEAEHVMM WCCNEedoBaHWS  TepaneBTU4EeCKOW
3KBMBANIEHTHOCTW JIEKaPCTBEHHOIO Npenapara Anst MeaULUMHCKOro NPUMEHEHUsT 4oKa3aHO OTCYTCTBME KITMHUYECKM
3HaAYMMbIX pasnuumMn apmMakokMHeTuKn u (unmn) 6esonacHocTM N 3PEPEKTUBHOCTU NEKAPCTBEHHOrO npenapaTa
Ons MeauUMHCKOro npumMmeHeHus. Mpu aToM pasnunuusa coctaBa BCNOMOraTerbHbIX BELLECTB He AOMKHbI NPUBOANTL
K PUCKY BO3HWKHOBEHWSI CepbE3HbIX HEXenaTerbHbIX peakuun y oTAeNbHbIX rpynn nauMeHTOB UNM NOBbILLEHUA
YacTOThbl UX BO3HUKHOBEHUS);

4) naeHTNYHOCTb cnocoba BBeAEHUSA N NPUMEHEHUS;

5) oTcyTcTBUE KIUHUYECKM 3HAYUMbIX Pa3nuMynini Npu NPoBEeAEeHUMM WUCCNeAoBaHUA OGMOIKBMBANEHTHOCTU
NeKapCTBEHHOIO npenapata WM B Cry4yae HEBO3MOXHOCTM MPOBEAEHWs 3TOr0 UCCrnegoBaHusi OTCYTCTBME
KIMMHUYECKN 3HAYMMBbIX pasnumumi nokasatenen 6esonacHoctn n 3pdEKTMBHOCTU NIEKAPCTBEHHOIO npenaparta npu
NpoBEAEHUN UCCRefOBaHUs TepaneBTMYECKON SKBMBANEHTHOCTW. [laHHbIA napameTp He MpUMEHsAeTcs B
OTHOLLEHUN BOCMPOM3BEAEHHbBIX MEKapCTBEHHbIX MpenapaToB, yka3aHHbiXx B Yyactu 10 ctatbm 18 HacTtosuiero
depepanbHoro 3akoHa. B oTHoweHun OGuoaHanoroBbix (OMONOAOGHBIX) NEKApCTBEHHbLIX —MpenapaToB
(broaHanoroB) faHHble 06 OTCYTCTBUM KIMHWYECKM 3HAUYUMMbIX pasnumumi Ge3onacHocTn, 3eKTUBHOCTU U
WMMYHOr€HHOCTM JeKapCTBEHHOro npenapata Mo pesynbTaTtaM MpoBeAeHUs1 KIMHUYECKUX WCCReaoBaHui
npeaoCcTaBnsoTCS B NOpPsiAke, YCTAHOBNEHHOM HACTOSLLEN YaCTblo;

6) CoOTBeTCTBME  NpPOM3BOAUTENS  NEKapCTBEHHOro  cpeactBa  TpeboBaHWaM  Hagnexallen
NPOV3BOACTBEHHOW MPaKTUKU.

2. CpaBHeHne napamMeTpoB perucTpupyemMblX fnekapcTBEHHbIX NpenapaToB AN MeAULMUHCKOrO NpUMeHeHns
OCYLLEeCTBMSAETCA KOMUCCUEN OKCMEPTOB IKCMEPTHOrO YdpexaeHWs npu MpoBeAEeHUUM IKCNEepPTM3bl  TaKuUx
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NeKapCTBEHHbIX MpernapaToB B MpoUecce WX TOCYyAapCTBEHHOW perucTpaumu. BbiBogbl 9KCMepToB O
B3aMMO3aMEHSEMOCTM WU HEB3aWMO3aMEHSEMOCTU  JIeKapCTBEHHbIX MNpernapaTtoB A MeauLMHCKOro
NpYMEeHeHWsl, CAenaHHble B pe3ynbTaTe 3TOro CpaBHEHUs, 0POPMIISAIOTCA B BUAE MPUMOXKEHUS K 3aKMHYEHUIo
3KcnepToB No dopMe, YTBEPXKOEHHON YNONMHOMOYEHHbIM dheaeparnbHbiM OPraHoM UCMOSNHUTENbHON BNacTu.

3. MonoxeHnss HacTosIEen cTaTbM He PacnpoCTPaHATCA Ha pedyepeHTHble NeKkapcTBEHHbIE MNpenaparhl,
nekapcTBeHHble pacTUTeNlbHble npenapaTtbl, roMeonaTMYeckne IeKkapcTBeHHble npenapaTtbl W NeKapCTBEHHbIE
npenapartbl, KOTOpble paspelleHbl AN MeQuUMHCKOro npuMeHeHust B Poccuiickoii denepaunmn Gonee asaguatu
NeT 1 B OTHOLLEHWUM KOTOPbIX HEBO3MOXHO NPOBeAeHWE UccreqoBaHns X G1O3KBUBANEHTHOCTHU.

CraTtbs 28. PeructpauMoHHOe yooCTOBEPEHME FIEKapCTBEHHOIO NpenapaTa

1. PernctpaunoHHOe yOOoCTOBEpPEHME NIEeKapCTBEHHOIo npenapara C yKkasaHueM JleKapCTBEHHbIX hopM U
[O3MPOBOK BbldaeTcss 6eccpoyHo, 3a WCKYEHMEM PErMcTpauMOHHOrO YOOCTOBEPEHUS JIEKapCTBEHHOrO
npenapaTta, BbljaBaeMOro CO CPOKOM [eWCTBMS NSATb feT, Ha BnepsBble peructpypyemble B Poccumnckon
denepaumu nekapcTBeHHble npenaparTsbl.

2. Mo ucreveHun ykasaHHOro B Yactu 1 HacTosILLeN cTaTbM CpoKa BbiAaeTca BeccpoyHoe permctpaunoHHoe
yAOCTOBEpPEHUE NekapCTBEHHOro nNpenapara npu ycrnoBum NoATBEPXKAEHUS €ro rocy4apCTBEHHOW pernctpaLmm.

3. B cny4ae BHeceHus B cooTBeTCTBUM cO cTatbamu 30 1 31 HacTodwero PefepanbHOro 3akoHa N3MeHeHUN
B coAepxaluecs B peructpauuMoHHOM [A0Cbe Ha 3aperMcTpyMpOBaHHbIN NEKapCTBEHHbIM npenapat OOKYMEHTbI,
3aTparvBalolLnNX CBeOEeHUs, OTpPaKeHHble B pPerncTpaumoHHOM YAOCTOBEPEHMM FeKapCTBEHHOro npenapaTa,
YNONHOMOYEHHbIN  (befepanbHbIi  OpraH  UCMOMHUTENbHOMW  BMAcTM  BblAAaeT HOBOE  PerucTpaumoHHoe
yAOCTOBEpPEHNe NeKkapCTBEHHOMO Npenapara, coaepXallee BHECEHHbIE B HErO U3MEHEHNS.

(vacTb 3 BBegeHa deneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. B cniyyae ytpaTtbl unum noBpexaeHnsi perMcTpauuoHHOrO yAOCTOBEPEHUS] NMeKapCTBEHHOMO npenaparta no
3asBMEHNI0 B MUCbMEHHOW dhopme gdepxatenss WnuM  Brnagenbua pPerncTpaumoHHOro  yAoCTOBEpPEHUs
NeKapCcTBEHHOIO MnpenapaTa Wnu YNoriHOMOYEHHOrO0 WMWK OPYroro Kpuanyeckoro nvua o Bbidadye gybruvkata
perucTpaumMoHHOro YOOCTOBEPEHMS JIEeKapCTBEHHOrO npenaparta YrNofHOMOYEHHbIM  doedeparnbHbIi  opraH
UCNONMHUTENBHON BMacTV B CPOK, HE MpPEeBbILAKWNA OeCATn pabounx OHEen CO OHSA MOCTYNneHus 3asiBreHus,
BbldaeT Aybnukat perucTpauMoHHOro YOOCTOBEpPEHWs neKkapCcTBEeHHOro npenaparta. 3a Bblgady Aybnukarta
perncTpaumoHHOro YAOCTOBEPEHUSA FeKapCTBEHHOrO npenapaTa B3MMaeTCd rocyfapCTBEHHAs MownvHa B
COOTBETCTBUM C 3aKoHoAaTensCcTBOM Poccunckon ®enepavuinm o Hanorax n cbopax.

(yacTb 4 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTln0C: NnpuMmeyaHue.
B cootBeTcTBMM ¢ DefepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3 ¢ 1 auBapa 2017 roga ctaTtesa 29 6ygeTt
M3oXeHa B HOBOW pedakuuu.

Cratbsa 29. MoaTteepxaeHWe rocyaapcTBEHHON perncTpaummn nekapcTBeHHOro npenaparta

1. lNMoaTteepxaeHue rocygapCcTBEHHOW perucTpaumMm nekapCTBEHHOro npenaparta OCYyLWecTBNAeTcs npwu
Bbldaye 6eccpovHOro perucTpaLMoHHOrO yAOCTOBEPEHUSI NEKapCTBEHHOro npenapaTta B cryyae, yKkasaHHOM B
yactu 2 ctatbn 28 Hactodawero degepanbHOro 3akoHa, B CPOK, HE NpeBbllaWnMA AeBAHOCTa pabounx gHen co
OHA  MOonyyYeHUs COOTBETCTBYHOLLUMM  YMONHOMOYEHHbIM bedepanbHbiM  OpraHOM  UCMOMHUTENbHOW  BRacTu
3asBMeHMs O NMOATBEPXKAEHUM TFOCYAapCTBEHHOW perucTpaumu NeKapCTBEHHOro npenapara Ans MeguuMHCKOro
npuMeHeHnsi, 0oOPMIIEHHOTO B COOTBETCTBUM C YacTbko 2 cTatbm 18 Hactosiwero depepanbHOro 3akoHa, nmbo
3asBMeHMA O NOATBEPXKOEHUM FOCY4apCTBEHHOW perMcTpauuu riekapcTBEHHOro npenapara Ans BeTepUHapHOro
NPUMEHEHNs, 0POPMIIEHHOrO B COOTBETCTBMM C YacTbto 2 cTatbk 17 HacTosiwero ®enepanbHOro 3akoHa.

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. lNopTBepXaeHne rocyqapCTBEHHOW perncTpaumm JeKapCTBEHHOIO npenapaTta  OCYLWeCTBRsieTcs Mo
pesynbTataM 3KCNepTU3bl OTHOLLUEHUS OXWOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapaTta, a TakKe 3KCMNepTu3bl KayecTBa NeKapCTBEHHOro cpeactsa, MNPOBOAMMOM B Cnydyae BHeCeHus
WU3MEHEHWI B HOPMATUBHYIO JOKYMEHTALMIO NN HOPMATUBHbIA OKYMEHT.

(yacTb 2 B pea. epepansHoro 3akoHa oT 29.11.2010 N 313-93)
3. K 3aaBneHnio 0 NOATBEPXOEHUU rOCYyAAapCTBEHHOW perncTpaummM nekapcTBEHHOro npenapara Ans
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MEAMLUHCKOro NMpUMEHEHUA npuaraloTca JOKYMEHT, noATBepXAalowWwmin ynnaTy rocyaapCTBEHHOM MOLWMHBLI 3a
noaTBepXKAeHWe rocyaapCTBEHHOM perMcTpauumn fiekapCTBEHHOro npenaparta ang MeauuUHCKOro npuMeHeHUs,
OOKYMEHT, coAepXalmin pesynbTaTbl MOHUTOPUHra ©e30MacHOCTU JfIeKapCTBEHHOro npenaparta, NpPOBOAMMOro
3agBuTeneM, no dopme, YCTaAHOBMIEHHOW COOTBETCTBYIOLIUM YMOMHOMOYEHHbIM deaepanbHbiM — OpraHoMm
UCNONMHUTENBHON BMNACTWU, a TakKe OOKYMEHTbl, yKasaHHble B NyHKTax 2 U 5 yactn 3 cratbu 18 HacTtosiero
depnepanbHOro 3akoHa (B crnyyae npeactaBrieHns 3asdBreHus O MNOATBEPXAEHUN rocyaapCTBEHHOW perncrpauum
nekapcTBEHHOro npenaparta Ans MeauuMHCKOro npumeHeHmsa no 31 pgekabpst 2015 roga), nMbO AOKYMEHTHI,
yka3daHHble B NyHKTax 3 n 4 yactu 4 ctatbu 18 HacToswero degepanbHOro 3akoHa (B crnyvyae npeacTaBreHus
3asBMneHMs O NoaTBEPXAEHUM roCyAapCTBEHHOW perucTpalmu nekapCTBEHHOro npenaparta Ans MeauuMHCKOro
npumeHeHus ¢ 1 aHBaps 2016 roga).

(wacTb 3 B peq. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

3.1. K 3asBneHui0 O MOATBEPXOEHUW rocygapCTBEHHOM perncTpauuuM nekapCTBEHHOro npenaparta Aans
BETEPUHAPHOIO MPUMEHEHUs npunaralnTcs OKYMEHT, NOATBEPXKAAIOWMNA ynnaTy rocygapCTtBEHHON MOLWSIMHBI 3a
noaTBepXKAeHWe rocygapCTBEHHOW pernctpaumm fekapCTBEHHOro npenapata Ang BeTEPUHAPHOro NPUMEHEHUS,
OOKYMEHT, coAepXaluin pesynbTaTbl MOHUTOPUHra ©e30MacHOCTU JfIeKapCTBEHHOro npenaparta, NpPOBOAMMOro
3agBuTeneM, no dopme, YCTaAHOBIEHHOW COOTBETCTBYIOLIUM YMOMHOMOYEHHbIM deaepanbHbIM — OpraHoMm
UCNONMHUTENBHON BNACcTW, a Takke AOKYMEHTbI, yka3aHHble B NyHkTe 1 m noanyHkrax "a", "6", "k", "n" nyHkTta 4
yactu 3 ctaTtbu 17 HacToswero degepanbHOro 3akoHa.

(yacTb 3.1 BBegeHa depeparnbHbiM 3akoHoM OT 13.07.2015 N 241-93)

3.2. HopmaTtmBHas [OKyMeHTauus WnNM HOPMATUBHbBIA OOKYMEHT, MPOEKT WMHCTPYKUMM MO NPUMEHEHUIO
nekapcTBEHHOro npenaparta, NpoeKkTbl MakeToB MEPBUYHON YMAKOBKU U BTOPUYHOW (MOTPEOGUTENBLCKOM) YNakoBKU
NneKapCTBEHHOro npenapaTta npunaralTCa K 3asiBAeHWI0 O MNOATBEPXAEHMM TOCYAapCTBEHHOW perucrpauumn
neKapCTBEHHOro npenapaTa BHOBb TOSMbKO B Ciiydae, eCin B HUX BHOCSATCHA U3MEHEHMUS.

(wacTb 3.2 BBeaeHa PepeparnbHbiM 3akoHoM OT 13.07.2015 N 241-93)

4. B TeueHue gecatn pabouvx OHEN CO OHS MPUHATUS 3asiBIIEHUSI O MOATBEPXOEHUN TroCyAapCTBEHHON
perncTpaumm nekapcTBEHHOro npenapata U HeobXOAMMbIX [AOKYMEHTOB COOTBETCTBYHOLUMA YNONTHOMOYEHHbIV
deaepanbHbI OpraH UCNOSTHUTENBHOW BRacTu:

1) npoBoAMT NPOBEPKY MOMHOTbI WU [OCTOBEPHOCTUM CBEAEHUN, COAEpPXaluxcs B MNpeacTaBreHHbIX
3aaBUTENEM Martepuanax;

2) NpMHMMaEeT pelleHre O npoBeaeHun unm 06 oTkase B NPOBEAEHMU IKCMEPTU3bl OTHOLLUEHUS OXUAaeMOun
nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS feKkapCTBEHHOro mpenapaTta, a Takke 3KCnepTusbl KadyecTBa
neKkapcTBEHHOro cpeacTsa, NPOBOAMMOW B Cnyvyae BHECEHUSI M3MEHEHUN B HOPMATUBHYH OOKYMEHTALMIO UMK
HOPMaTUBHbIN JOKYMEHT;

(n. 2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3) yBegoMnsieT B NMUCbMEHHOW hopMe 3asBUTENSI O NMPUHATOM PELUEHMU UMK B Criydae MPUHATUSA peLleHust
006 0TKa3e B NpOBeAEeHUN IKCNEPTU3bI C YKazaHNEM NPUYMH Takoro oTkasa.

4.1. B cnyyae BbISBNEeHUA HEOOCTOBEPHOCTM CBEOEHMUMN, COoaepXallmxca B npeacTaBfeHHbIX 3asBuUTenem
MaTepuanax, ynosIHoMOYeHHbIN doefepanbHbIi OpraH UCMOMHUTENbHOW BracTy HanpasnsieT 3asBUTENO 3anpoc 06
YTOYHEHUN YKa3aHHbIX CBeAeHW. [JaHHbI 3anpoc MOXeT ObiTb nepefaH YNoSIHOMOYEHHOMY MpencTaBUTENHO
3a8BUTENS NMYHO NOA PacnucKy, HanpaseH Nno noyTe 3akasHbIM NMMCbMOM UMW NepeaaH B 3NeKTPOHHOW hopMe no
TeNeKoOMMYHUKALMOHHbIM KaHanam cBsasn. B cnyyae HanpaBneHus 4aHHOro 3anpoca no noyTe 3akasHbIM MUCbMOM
OH CUYMTaETCs NOMyYeHHbIM MO UCTEYEHUN LLIEeCTU AHEN C AaTbl HanpaBfeHNsa 3aKa3Horo NMcbma.

(yacTb 4.1 BBeaeHa deneparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. Bassutenb ob6g3aH npeactaBuTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro deaepansHoOro opraHa
WUCNONMHUTENBHON BRacTM B CPOK, HE MpeBbILALWLMN AeBAHOCTa pabounMx OHen CO AHS MONydYeHWs [aHHOro
3anpoca. Cpok, ykazaHHbIN B 4acTu 4 HacCTOsILLEN CTaTbW, NPUOCTAHABIIMBAETCS CO AHSA HanpaBfieHUs1 3asiBUTENIO
3anpoca ynosIHOMOYEHHOro defepanbHOro opraHa UCMOMHUTENBHOW BfiacTW OO AHSA MOMyYeHUs MM oTBeTa Ha
JaHHbIA 3anpoC U He Y4YuTbiBaeTCs MNPU UCYUCIIEHUN CPpoKa MOATBEPXKOEHMS rocyaapCTBEHHOW pervctpauumn
neKapCTBEHHOro npenaparTa.

(4acTb 4.2 BBegeHa PepgepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

5. OcHoBaHMeM Ons oTkasa B MPOBEOEHUN 3KCMEPTU3bl OTHOLLUEHUSA OXWOAEMOW MOMnb3bl K BO3MOXHOMY
pUCKy NPUMEHEHUs NeKapCTBEHHOro npenapaTta W (MnM) SKCNepTU3bl KavecTBa JieKapCTBEHHOrO cpeacTsa
SBNSIeTCA npeacTaBrneHve OOKYMEHTOB, yKa3aHHbIX B YacTax 1 m 3 HacTosilen ctaTtbu, B HENonHom obbeme,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHbIN CPOK OTBETa Ha yKasdaHHbIM B Yactu 4.1 HacTosdllen cTaTbu
3anpoc  YNOMHOMOYEHHOro deaepanbHOro opraHa WCNOMHUTENbHOW BMacTW, a Takke OTCYyTCTBME B
npeacTaBneHHbIX AOKYMEHTax NCHEePnbIBaOLLNX CBEAEHUIA, KOTOPbIE AOMKHbI BbiTh OTPaXeHbl B HUX.

(B peq. ®enepanbHbix 3akoHoB oT 29.11.2010 N 313-93, o1 25.11.2013 N 317-93)
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6. JkcrnepTusa OTHOLIEHMSI OXUOAEMOW MOoSfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS] FeKapCTBEHHOIO
npenapaTa 1 (UnNKn) aKCnepTM3a KadecTBa JIEKAPCTBEHHOIO CpeacTBa B LENsX NOATBEPXKAEHUS roCyAapCTBEHHOWN
peructpaumm nekapcTBEHHOro npenapata MNpOBOAATCA Ha OCHOBaHMW [OOKYMEHTOB, YKasaHHbIX B Yactm 3
HacTodllen cTaTbW, B MOpsiaKe, YCTAHOBMEHHOM Yactamm S5 - 8 cratbu 23 U cratbent 24 HaCTOSLLEro
degeparnbHOro 3akoHa.

(yacTb 6 B pea. PepepansHoro 3akoHa oT 29.11.2010 N 313-93)

7. B nepvop nposefeHus npouenypbl NOATBEPXAEHUS rocyoapCTBEHHOW perncrpaumm nekapcTBEeHHOro
npenapaTta ero rpaxxaaHckuin obopoT ocylecTBNAeTca Ha Tepputopum Poccuickon degepaumn.

8. OcHoBaHVeM ANng oTkasa B NoATBEPXKAEHWUM rocyAapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapaTta
ABMSETCSH pelleHne COOTBETCTBYHIOLLErO YNOSTHOMOYEHHOrO heeparnbHOro opraHa UCNoSTHUTENBHOM BNacTu O TOM,
YTO Ka4yecTBO U (Mnn) 3¢pPEeKTUBHOCTL NIEKAPCTBEHHOrO nMpenaparta He MOATBEPXAEHbl MONTyYeHHbIMU AaHHbIMM
UMM YTO PUCK MPUYMHEHUS Bpeda 340POBbLID YesioBeka WM XXMBOTHOrMO BCMeACTBME Mpuema feKapCTBEHHOro
npenapaTta npesbllaeT 3aPPEKTUBHOCTb €M0 NPUMEHEHUS.

(yacTb 8 BBegeHa denepanbHbiM 3akoHoM oT 22.10.2014 N 313-03)

Crtatbs 30. BHeceHne un3MeHeHUn B OOKYMEeHTbIl, coaepXalimnecda B pernctpaunMoHHOM [OCbe Ha
3apeFMCTpI/IDOBaHHbIIZ J'IeKapCTBeHHbIIZ npenapart gna MmegnumnHCKoro npuMeHeHunaA

KoHcynbTaHTlnt0C: npumeyaHue.
B cootBeTcTBMM ¢ PenepanbHbiM 3akoHOM oT 22.12.2014 N 429-d3 ¢ 1 aHBaps 2017 roga 4actb 1 cTtatbu
30 6yneT M3noxeHa B HOBOW pefaKLnK.

1. B uensax BHECEHMS MW3MEHEHUM B [OOKYMEHTbl, coAepXaliMecss B pPermcTtpauuoHHOM [JOCbe Ha
3aperncTpMpPOBaHHbIA NIEKAPCTBEHHbIM MNpenapaTt Ansi MEeOULUHCKOrO MPUMEHEHUs!, 3asBUTENb MpeacTaBnsieT B
YNONHOMOYEHHbIN hbeaepanbHbli opraH UCMNOMHUTENBHOW BNacTu 3asiBfieHMe O BHECEHUW TakmxX U3MEHEHWn no
¢dopme, yCTaHOBMEHHOW YNONHOMOYEHHbIM dhefeparnbHbiM OpraHoOM MCMOMHUTENbHOW BRacTu, U MPUIIOXEHHbIE K
HEMY M3MEHEHUS B YyKa3aHHble OOKYMEHTbI, a TakkKe OOKYMEHTbl, MOATBepXaawlmne HeobxoanMoCTb BHECEHUS
Taknx W3MeHeHun. [MpuHATME peLlleHns O BHECEHWW TakMX W3MEHEHUn wunu o6 OTKase B WX BHECEHUU
OCYLLEeCTBMSETCA B CPOK, He NpEeBbIWAWUN AeBAHOCTa paboumx OHEW CO AHS MPUHATUS YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCNOSTHUTENBHOW BNACTK 3asiBNIEHNSI O BHECEHUN TaKMX U3MEHEHUN.

2. B cny4ae BHeCEHUSA U3MEHEHUIA B UHCTPYKLNIO MO MPUMEHEHUIO NTEKapCTBEHHOrO npenapaTa B OTHOLLIEHUM
CBeLEeHUN, yKaszaHHbIX B nognyHkTax "r" - "n", "x" nyHkTa 16 yactu 3 ctatbu 18 HacToswero PegepanbHOro 3akoHa,
B COCTaB JII€KApCTBEHHOro npenapaTta Afs MeAULMHCKOrO MPUMEHEHUs, U3MEHEeHUst MecTa NpoM3BOACTBaA
NeKapCTBEHHOro npenapara ans MeauLUMHCKOro NPUMEHEHNs, U3MEHEHMS NoKasaTenen kayecTBa fekapCTBEHHOIO
npenapaTta g9 MeAULUMHCKOro NPUMEHEHNsT 1 (UNK) METOO0B KOHTPOSS KadeCcTBa JfIeKapCTBEHHOrO npenapara Aans
MELMLMHCKOIrO MPUMEHEHUS, M3MEHEHUS CpoKa TOAHOCTM FeKapCTBEHHOro mnpenapata Ans MeOuLMHCKOro
NPUMEHEHNST NPOBOANTCS 3KCMEepPTM3a NEKApCTBEHHbIX CPEACTB B YacTU 3KCMEpTU3bl KayecTBa JIeKapCTBEHHOMO
cpeacTsa v (Mnu) aKCNepPTU3bl OTHOLLEHUS OXUAAEeMOM NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NTEKapCTBEHHOMO
npenapata ans MeauUMHCKOro npumeHeHusi. B cnydyae HeobxoAMMOCTU BHECEHWUS] UHbIX U3MEHEHWN B AaHHYI0
WHCTPYKLUMIO 3KCMEepTU3a MeKapCTBEHHOro cpeactBa [fAns BHECEHUSI Takux W3MEHEHUMW B CBedeHUs O
3apernMcTpnupoBaHHOM fieKapCTBEHHOM npenapaTe He NPOBOANTCS.

(B peq. ®enepanbHbix 3akoHoB oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-93)

3. C 3asBneHMeM O BHECEHWN U3MEHEHWI B OOKYMEHTbl, coaepXallinecs B perucTtpalMoHHOM O0Cbe Ha
3aperncTpMpPOBaHHbIA JNIEKAPCTBEHHbIA npenapaTt Ans MeOULMHCKOTO MNPUMEHEHUs!, Hapsagy C OOKYMEHTamuy,
YKa3aHHbIMW B YacTu 1 HacTosLen cTaTbu, 3asBUTENb NPEeACTaBnsieT KOMMM AOKYMEHTOB, MOATBEPXXAALLUX
ynnaTty rocygapCTBEHHOW MOWMHBLI 32 BHECEHME B AOKYMEHTLI, COAEpXaLUMecs B perncTpaunoHHOM OOCbe Ha
3aperncTpMpPOBaHHbIA NEKApPCTBEHHbIN Npenapat AN MeOULUHCKOrO MPUMEHEHUS, WU3MEHEHURN, TpedyoLmx
NpoBEeAEHUS SKCNEepPTU3bl NIEKAapPCTBEHHbLIX CPEACTB B YacCTU SKCMEpPTU3bl KadecTBa JIeKapCTBEHHOIO CpPeAcTBa U
(Mnn) skcnepTn3bl OTHOLLEHUS OXXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI NEKAPCTBEHHOrO npenapara
Ons MeaULMHCKOro NpUMEHEHUs, rocyaapCTBEHHOW MOLWNWHBI 3a BHECEHME B [OOKYMEHThbl, coepxalumecsa B
permcTpaumoHHOM O0Cbe Ha 3aperncTpUpOBaHHbLIN NEKAPCTBEHHbLIA NpenapaTt Ans MegUUMHCKOrO NPUMEHEHNS,
U3MEHEHUI, He TPebylLnX NpoBeaeHNs 3KCnepTusbl NeKapCTBEHHOro cpeacTsa, Nnbo BnpaBe npeacTtaBUTb Mo
COOCTBEHHON WHULMATMBE YyKa3aHHble [AOKYMeHTbl. B cnyyae wx HenpeacTtaBneHusi YNONTHOMOYEHHbIN
denepanbHbI OpraH UCNONHUTENBHOW BNacTu npoBepsieT dakT ynnaTbl rocyAapCTBEHHbIX MOLUMWH 3asiBUTENeM
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NMoOCpPeACcTBOM  WCMONb30BaHUA MHdopMauunm 00 ynnate rocygapCTBEHHbIX MOLUMMH, COAepXallencs B
ocymapcTBeHHOW MHAOPMALUMOHHOW CUCTEME O FOCYAApPCTBEHHbIX M MyHMLMNANbHbBIX NfaTexax, Ha OCHOBaHWM
NpeacTaBreHHbIX 3asiBUTENeM KON JOKYMEHTOB, NOATBEPXKAAOLWNX YNNaTy rocyadapCTBEHHOW MOLUMVHBI.

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

4. B TeuyeHue pecatn paboumx OHEN CO OHA MOCTYMNNEHWs ykaszaHHOro B Yactu 1 HacToswen craTbu
3asBMneHns U HeobXoaUMbIX OKYMEHTOB YNONMHOMOYEHHbIN heaeparnbHbIi OpraH UCNONIHUTENBHOM BNacTu:

1) npoBoAMT nNPOBEPKY MOMHOTbI WU [OCTOBEPHOCTUM CBEAEHUN, COAEPXaluxcs B NpeacTaBreHHbIX
3asBuTENEM MaTepuanax;

2) NpyHMMaeT pelleHue O NPOBEAEHMM YKa3aHHbIX B YacTuM 2 HaACTOsLLEeW CTaTbM COOTBETCTBYHOLLUX
3KCMEepTM3 NIeKapCTBEHHOrO cpeacTea unm ob oTkase B UX NPOBEAEHUM;

3) yBeOOMISET B 3MEKTPOHHOW UMM MUCbMEHHOW bOpMe 3asiBUTENSl O MPUHATOM pPELUEHUM UIK B Crlyvae
NPUHATMSA pelleHns o6 oTka3e B NPOBEAEHUN COOTBETCTBYIOLLEN IKCNEPTU3bI C YKazaHNEM MPUYMH Takoro oTkasa.
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbISBNeHUA HEOOCTOBEPHOCTM CBEOEHMUMW, COAepXallmxca B npeacTaBfeHHbIX 3asBuUTenem
MaTepuanax, ynosIHoMOYEeHHbIN dhefepanbHbIi OpraH UCMOMHUTENbBHOW BracTy HanpaensieT 3asBUTENO 3anpoc 06
YTOYHEHUM YKa3aHHbIX cBefeHun. [aHHbid 3anpoc MoxeT ObiTb nepefaH YNoONHOMOYEHHOMY nNpeacTaBUTEnto
3a8BUTENS NMYHO NOA PacnucKy, HanpasfeH Nno noyTe 3akasHbIM NMMCbMOM UMW NepeaaH B 3NeKTPOHHOW hopMe no
TeNeKoOMMYHUKALMOHHbIM KaHanam cBsasn. B cnyyae HanpaBneHus 4aHHOro 3anpoca no noyTe 3akasHbIM MUCbMOM
OH CUYMTaETCs NOMyYeHHbIM MO UCTEYEHUN LLIEeCTU AHEN C AaTbl HanpaBfeHNsa 3aKa3Horo NMcbma.

(yacTb 4.1 BBegeHa depeparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3assutenb obg3aH npeactaBUTb OTBET Ha 3anpoc  YNONHOMOYEHHOro deaepansHoOro opraHa
UCMOMHUTENBHOW BracT B CPOK, He MpeBblaloWwuin AeBsHOcTa paboynx gHeW cCo OHA MOMy4YyeHWst AaHHOro
3anpoca. Cpok, ykazaHHbIN B 4acTu 4 HacCTOsILLEN CTaTbW, NPUOCTAHABIIMBAETCS CO AHSA HanpaBfieHUs1 3asiBUTENIO
3anpoca YrnoriHOMOYEHHOro dedepanbHOro opraHa MCMOMHWUTENBbHOW BRAacTu OO AHS MOMyYeHWs MM OTBeTa Ha
OaHHbIA 3aMpoC U He Y4YMTbIBAETCH MPU WCHUCIIEHUW CPOKa MPUHSTUS PELLEHVMS O BHECEHWM W3MEHEHWA B
OOKYMEHThI, coepXaluecs B permcTpauroHHOM AOCbe Ha 3aperMcTpupoOBaHHbIA eKapCTBEHHbIV npenapaTt Ans
MEOULMHCKOTO MPUMEHEHMUS.

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

5. OcHoBaHueM Ans OTKasa B NpoOBefeHUM yKasaHHbIX B YacTW 2 HaCTOsILLEN CTaTbW IKCNepTU3 ABMseTCS
npeacraBneHne [OOKYMEHTOB, MepeudncrieHHblx B Yactax 1 m 3 HacTosiwen cTaTbu, B HENONHOM obbeme,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHbIN CPOK OTBETa Ha yKasdaHHbIM B YacTu 4.1 HacTosdllen cTaTbu
3anpoc  YNOMHOMOYEHHOro deaepanbHOro opraHa WCNOMHUTENbHOW BMacTW, a Takke OTCYyTCTBME B
npeacTaBrneHHbIX JOKYMEHTax AOCTaTOYHbIX CBEAEeHUN, NoaTBEPXKAAOLLMX HEOOXOAMMOCTb BHECEHUS U3MEHEHUN,
UNKn OTCYTCTBME MHOPMaLUK, noaTBepXaatoLern dakT ynnatbl rocyaapCTBEHHbIX MOLUIIWH, YKa3aHHbIX B Yactu 3
HacToALLEN CTaTbu.

(B peq. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-P3, o1 22.12.2014 N 429-03)

6. YKasaHHble B YacTu 2 HaCTOSLWEN CTaTbM SKCNEPTU3bl NPOBOAATCSA B NOPSAKE, YCTaHOBMEHHOM CTaTben
23 HacTtosiwero ®egepanbHOro 3akoHa.

7. B cpok, He npeBbillaoLWmin 4eCAT pabounx QHEN CO OHSA NOMYyYEeHUS 3aKHOYEHUA KOMUCCUI SKCMEePTOB Mo
pesynbTaTtaM yKa3aHHbIX B YacTW 2 HACTOsLen CcTaTbM 3KCMEepTU3, YMNOMHOMOYEHHbIN deaepanbHblid OopraH
WCNOSTHUTENBHOMN BRacTu:

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

1) NpyHMMaeT peLleHne O BHECEHUN U3MEHEHUI B JOKYMEHTbI, cofepXallmecs B perncTpaLuoHHOM [0Cbe
Ha 3apervcTpMpoBaHHbIN NeKapCTBEHHLIN NpenapaT And MeauLMHCKOro NpUMeHeHust, unm o6 oTkase BO BHECEHUU
Taknux U3MeHeHun;

2) BHOCUT B roCyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB Ha OCHOBAHWM PELUEHUS O BHECEHWUU
M3MEHEHW B OOKYMEHTbI, coAepXallnecss B permcTpauMoHHOM OOCbe Ha 3aperMcTpuUpOBaHHbIN FEKapCTBEHHbIN
npenapaTt 419 MeAnNLMHCKOro NpMMEHEHWs, He0OX0AUMbIE U3MEHEHUSA 1 BO3BpaLLaeT MX 3asBUTENIO;

3) BbliJaeT 3as#ABUTEN0 HOBOE pPEerncrpauvoHHOE YAOOCTOBEPEHME NeKapCTBEHHOrO npenapaTta B crnydae
W3MEHEHWsI CBEOEHUN, COOEPXKALLMXCS B HEM.

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

8. OcHoBaHveM Ang OTkasza BO BHECEHUU U3MEHEHU B OOKYMEHTbl, CoAepXalimecs B peructpauuoHHOM
[OCbe Ha 3aperMcTpuMpoBaHHbIN NEKapCTBEHHbLIN npenapaT AN MEeOULUHCKOrO MpUMEHEHUs, SBMsieTcs
3aKnoYveHne YnorIHOMOYEHHOro pedepanbHOro opraHa WCMNOMHUTENbHOW BNacTu O BO3MOXHOCTU  CHWKEHUS
Be3onacHocTn, kKayecTBa, APPEKTUBHOCTM NEKAPCTBEHHOIO CPEACTBA B Criydae BHECEHUSI TaKUX U3MEHEHUI.

9. Honyckaetca obpalleHne nekapCTBEHHbIX NpenapaTtoB Ans MeAWULMHCKOro NpUMEHEHUs 0O UCTeYeHus
CpoKa rofHOCTU, NPOU3BEAEHHbIX B TeYEeHWe CTa BOCbMUAECHATU OHEeN nocne AaTbl NPUHATUS YNONHOMOYEHHbIM
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denepanbHbIM OpraHoM UCMOSTHUTENBHOW BNACTU PeLleHnst O BHECEHWUM U3MEHEHWUI B IOKYMEHTbI, COAEepKallnecs
B PErMCTPaUMOHHOM JOCbe, B COOTBETCTBUM C MH(pOpMaUMeEN, coaepKallenca B JOKYMEHTaxX PermcTpaumMoHHOro
[0Cbe Ha NeKkapCTBEHHbIN NpenapaTt 40 AaTbl MPUHATUSI TAKOro peLLleHus.

(yacTb 9 B pea. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-93)

Crtatbs 31. BHeceHne un3MeHeHUNn B OOKYMEeHTbIl, coaepXalimnecda B pernctpaunMoHHOM [OCbe Ha
3apeFMCTpI/IDOBaHHbIIZ J'IeKapCTBeHHbIIZ npenapar gna BeTepunHapHOro npumMmeHeHmnsa

1. B uenax BHeCEHWS MW3MEHEHUN B [JOKYMEHTbl, coaepXaliMecss B permcTtpauuoHHOM [OoCbe Ha
3aperncTpMpOBaHHbIA NIEKApCTBEHHbIM NpenapaT Afs BETEPUHAPHOro MPUMMEHEHUs, AepXxaTernb WUy Bnagenew
pPErncTpaumoHHOro yaoOCTOBEPEHMS JIEKAPCTBEHHOrO npenapaTta WM ynosIHOMOYEHHOE UM OPYroe Hpuanyeckoe
nMuo (manee B HacTosILWEWN cTaTbe - 3asiBUMTENb) MpencTaBnsieT B YMNOJIHOMOYEHHbI dedeparnbHbIi opraH
WCMNOJTHUTENBHON BACTW 3asiBNIEHNE O BHECEHUWN TaKUX M3MEHEHU No hopMe, YCTaHOBIIEHHOW YNOSTHOMOYEHHbLIM
denepanbHbIM OpraHoOM UCMOSTHUTENBHOM BIACTU, U NPUINOXEHHbIE K HEMY M3MEHEHUS B YKa3aHHbIE AOKYMEHTbI, a
Takke AOKYMEHTbI, MoaTBepXAatlmMe HeoOXOOUMOCTb BHECEHWUS TakMX WU3MeHeHwh. [MpuHATUE pelueHust o
BHECEHUM Takmx u3MeHeHun nnm ob otkase B MX BHECEHMM OCYLLIECTBMSIETCA B CPOK, HE NMpeBblllatoLLniA AeBSHOCTa
paboumx AHEen CO AHA NPUHATUSA YNOMHOMOYEHHbIM beeparnbHbiM OpraHoM MCMOMHUTENBHOW BNacTu 3asaBreHus
O BHECEHUN TaKNX U3MEHEHWIA.

(B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-®3)

2. B cnyyae BHeceHWss U3MEHEHWA B [OOKYMEHTbl, coAepXallmecs B perucTpaLyMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIA NEKAPCTBEHHbLIN NpenapaTt Ans BETEPMHAPHOrO MPUMEHEHUS, B OTHOLUEHUW CBEAEHUN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "x" nyHkTa 7 yactu 3 ctatbu 17 HacToswero deageparnbHOro
3aKOHa, M3MEHEHUs U (Mnn) OOMOSIHEHWUS] MPOU3BOACTBEHHON MIOWAAKM JIEKAPCTBEHHOIO CPeAcTBa, a TaKkke B
cny4ae M3MEeHeHus nokasaTeriel KayecTBa fiekapCTBEHHOIO npenapaTa Ansg BeTEPMHAPHOIO NPUMEHEHUs u (Unm)
METOOOB KOHTPONS KayecTBa IeKapCTBEHHOro npenapaTta Afsi BETEePMHAPHOro MPUMEHEHUs NPOBOAUTCS
3KCMnepTM3a NeKkapCTBEHHOIO CPeAcTBa Ans BETEPUHAPHOIo npumeHeHus. B crnyyae Heob6xoguMocTu BHECEHMS
WHbIX W3MEHEHWA B [OOKYMEHTbl, codepXawmecss B pPEerucTpauuMoHHOM [OCbe Ha 3aperncTpupoOBaHHbIN
NeKapCTBEHHbIN nNpenapat Onsi BETEPUHAPHOro MPUMEHEHUs, 3JKCMEepTU3a NeKapCTBEHHOro cpeacTtea Ans
BETEPUHAPHOIO NPUMEHEHNS HE NPOBOANTCS.

(B peq. ®enepanbHbix 3akoHoOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3asBneHveM O BHECEHWN U3MEHEHWA B OOKYMEHTbl, coaepXallinecs B perucTtpalMoHHOM O0Cbe Ha
3aperncTpupoBaHHbIA NEeKapCTBEHHbIN MnpenapaTt ANs BETEPUHAPHOro NPUMEHEHUs, Hapsay C OOKyMeHTamu,
yKkasaHHbIMM B Yactu 1 HacTosllen cTaTbu, MNPEeACTaBMSTCA [OKYMEHTbl, noaTBepxpawlue ynnaty
rocy4apCTBEHHOW MOLWMHbI 3a BHECEHWEe B [OOKYMEHTbl, COAEepXaluecss B PerncrtpauMoHHOM [OoCbe Ha
3aperncTpMpPOBaHHbIA NIEKAPCTBEHHbIA MpenapaTt AN BETEPUMHAPHOro MNPUMEHEHUS, WU3MEHEHWUA, TpedyoLmX
NpOBEAEHUs 3IKCNEepTU3bl NEKApPCTBEHHOIO CPEACTBA Afs BETEPUHAPHOIO MNPUMEHEHUS), UMW WU3MEHEHUN, He
TpebyoLwmx NpoBeAEHNsT SKCNEPTU3bI NIEKAPCTBEHHOIO CpeacTBa A1 BETEPUHAPHOIO NPUMEHEHNS.

(B peq. ®epepanbHoro 3akoHa ot 22.10.2014 N 313-93)

4. B cpok, He NpeBbILWALWMIA AecATn pabounx OHEN CO AHS NOCTYMNMEHNST yKa3aHHOro B YacTu 1 HacTosLen
CcTaTbW 3asiBNEHUss U HEeOOXOAMMbIX [OOKYMEHTOB, YMNOMHOMOYEHHbIN dheaeparnbHbldi opraH UCMONHUTENBHOM
BNacTu:

1) npoBoAMT NPOBEPKY MOMHOTbHI WU [OCTOBEPHOCTUM CBEAEHUN, COAEpPXaluxcs B MNpeacTaBrneHHbIX
3a8BUTENEM JOKYMEHTAaX;

2) NpUMHUMMaEeT pelleHne O MpPOBEeOEeHUN IKCNepPTU3bl IEeKApCTBEHHOro cpeactsa Ans BeTepUHapHOro
npUMeHeHnst nnn ob oTkase B ee NPoBeAEHWUM;

3) yBegoMnsieT B MUCbMEHHOW hopMe 3asBUTENSI O NMPUHATOM PELUEHMU UMK B Criydae MPUHATUS peLleHust
06 OoTKase B MPOBEAEHUM IKCMEPTU3bI NTEKAPCTBEHHOIO CPEACTBA AN BETEPUHAPHOIO MPUMEHEHUS C yKa3aHWEM
MPUYUH TaKoro oTkasa.

5. OcHoBaHveM ans oTkasa B MPOBEAEHUM SKCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa AN BETEPUHAPHOro
NPUMEHEHNs ABMSIETCS NpeacTaBrieHne AOKYMEHTOB, YKa3aHHbIX B YacTax 1 u 3 HacTosILWeN cTaTby, B HEMOSIHOM
obbeme wunu OTCYTCTBME B MNPEeACTaBMIEHHbIX [OOKYMEHTax [OCTaTOYHbIX CBEOEHWUA, MOATBEpPXOaroLmX
Heob6Xo0aUMOCTb BHECEHUS U3MEHEHUI.

6. OKcnepTr3a fiekapCTBEHHOrO CpeacTBa ANA BETEPUHAPHOIO NPUMEHEHUS B LIENSAX BHECEHUSA N3MEHEHWI B
OOKYMEHThI, coAepXallmecs B permcTpaumoHHOM [OCbe Ha 3aperncTpmpoBaHHbIA NeKapcTBEHHbIM npenapat ans
BETEPUHAPHOrO MPUMEHEHMUS, OCYLWLECTBNAETCA B MNOpPsSAKe, YCTAHOBMNEHHOM cTaTtben 24 HacTosLero
degeparnbHOro 3akoHa.

6.1. B cpok, He npeBbIWaOLWMA NATU pabounx AHEN CO OHSA NONYyYeHUs 3aKNYeHUs KOMUCCUN SKCNepPTOB Mo
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pesynbTaTaM YyKkasaHHOW B YacTu 2 HacCTOALWEeN CcTaTbW 3KCMEepPTU3bl, YNONMHOMOYEHHbIM heaepanbHbIn opraH
UCMNOMHUTENBbHOW BNacTu:

1) MPUHMMAET peLleHe O BHECEHMN U3MEHEHWUI B JOKYMEHTbl, COAepXaluecs B permcTpaunoHHOM AoCkbe
Ha 3aperMcTpupoBaHHbIN NEKapCTBEHHbLIN Mpenapat ANd BeTepuHapHOro npuMeHeHus, unu o6 oTkase BO
BHECEHUMW Taknx U3MeHeHUI;

2) BHOCUT B roCyaapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB Ha OCHOBAHWUM peLUeHUs O BHECEHUU
U3MEHEHW B AOKYMEHTbI, coAepXallmMecs B permcTpauuoHHOM [J0Cbe Ha 3aperucTpupoOBaHHbIA NeKapCTBEHHbIV
npenapaTt AnNsg BETEPUHAPHOrO MPUMEHEHUS, HEOOXOAWMble W3MEHEeHWss W BO3BpallaeT 39TU  JOKYMEHThI
3a8BUTENIO.

(4acTb 6.1 BBegeHa PepgepanbHbiM 3akoHOM oT 22.10.2014 N 313-03)

7. OcHOBaHMeM ONs OTKa3a BO BHECEHUU U3MEHEHWMN B OOKYMEHTbl, COAepXXaliuecs B PerncrpauyuoHHOM
[OCbe Ha 3aperMcTpupoBaHHbIA JIEKApPCTBEHHbBIN Mpenapat And BeTepuHapHOro MpUMEHEHUd, SBMsSeTCs
3aKroYeHne YrNormHOMOYEHHOro dedeparnbHOro opraHa WCMONMHUTENbHOW BNacT O BO3MOXHOCTU CHWXKEHMWS
BesonacHocTn, kavecTBa, 3P(PEKTMBHOCTM FEKapCTBEHHOrO npenapata Ans BeTepUHApPHOro MPUMEHEHUS B
Crny4yae BHECEHMWS U3MEHEHWI B yKa3aHHble JOKYMEHThI.

8. [onyckaeTcs obpalleHne nekapcTBEHHbIX MpenapaTtoB Afs BETEPUHAPHOIO NPUMEHEHUs OO0 UCTEYEHUs
CpoKa rofHOCTU, NPOU3BEAEHHbIX B TeYEeHWe CTa BOCbMUAECHATU AHEeN nocne AaTbl NPUHATUS YNONHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMNOSNTHUTENBHOW BNacTU pelleHnst O BHECEHUM U3MEHEHUIA B IOKYMEHTbI, CoAepXalunecs
B perucTpaLMoHHOM [J0Cbe Ha NeKapCTBEHHbIN npenapaT, B COOTBETCTBUM C MHGOPMaLUVERn, coaepxallencs B
[OKYMEHTax perncTpaumoHHOro 4OChbe Ha NekapcTBeHHbIM npenapart 40 AaTbl NPUHATUSA TaKoro peLLeHuns.

(yacTb 8 B pea. PenepansHoro 3akoHa oT 22.12.2014 N 429-93)

Cratbsa 32. OTMeHa rocygapCTBEHHOW permcTpaumumn fiekapCTBEHHOro npenapaTta

PeweHve 06 oTMeHe rocygapCTBEHHOW perncrpauum rekapCTBEHHOro mnpenapata M UCKIYEHUN
feKkapCTBEHHOIO npenapata M3 T[OCYyOapCTBEHHOrO peecTpa JleKapCTBEHHbIX CpeacTB  MpUHMMaeTcs
YNOSTHOMOYEHHbIM hefiepanbHbIM OpraHoOM UCMOSTHUTENBHOWM BMAacTu B Criyyae:

1) npeacTaBneHnsi COOTBETCTBYHOLLMM YNOSTHOMOYEHHbLIM hegepanbHbIM OpraHOM UCMONTHUTENLHOM BNACTU
3aKMYEHNsT O puUcke WM o0 yrpo3e 300pPOBbHD, KM3HW YerioBeKa WIIN KMBOTHOrO MNpU  MNPUMEHEHUM
NekapCTBEHHOrO Mpenaparta, npeBblwakwmnx ero 3dEKTUBHOCTL, MO pe3ynbTaTaM OCYLLECTBNSEMOrO UM
MOHUTOPUHIa 6e30NacHOCTM NIeKapCTBEHHOO Npenapara;

2) nogayn gepxaTtenem unu Bnagenbuem perncTpaunoHHOro yOOCTOBEPEHMS NEKapCTBEHHOrO npenapaTta
UM YNOSTHOMOYEHHBLIM MM OPYTUM HOPUOUYECKAM NMLOM 3asiBeHUs 06 OTMEHe rocygapCTBEHHOW permcrpaumm
rneKkapCTBEHHOrO npenapara;

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

3) HenoaTBepXAEeHUS roCyAapCTBEHHOW perucTpauuy fekapCTBEHHOro npenapaTta Mo MCTEYEHUM Cpoka
OeWCTBUSI pErMcTpaLmoHHOro yAOCTOBEPEHNS, BblAAHHOMO Ha NATh EeT;

4) HenpeAcTaBneHus 3asBUTENeM WHdOpMauun, KoTopash MOXeT MoBfneyb 3a cobon HeobxoaMMOCTb
BHECEHWUS U3MEHEHWW B LOKYMEHTbI, COAepXallMecs B PperucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIV
NeKapCTBEHHbIV Npenapar, B TedeHne Tpuauatn paboumnx gHeW Co AHSA HAcTYNNEHNUsS 3TUX UBMEHEHUI;

5) ocywecTBneHMs rocygapCTBEHHOM perncrpauum  INekapcTBEHHOro npenapata nog  TOpProBbiM
HaVMeHOBaHWEM 3apermcTpMpPOBaHHOrO paHee MNof 3TUM TOProBbIM HaMMEHOBAHWEM JEKAapPCTBEHHOrO NMpenapara,
OTNINYAIOLLErOCs Ka4eCTBEHHBIM COCTAaBOM AENCTBYIOLLNX BELLECTB;

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

6) OCYLLECTBNEHUSI TOCYLAPCTBEHHOW perncTpauumn 3asBuTENeM OOHOr0 W TOro e JeKapCTBEHHOro
npenapaTa nog pasnuMyHbIMU TOProBbIMU HaMMEHOBaHUSMM;

7) BbIHECEHUS CyOOM peLUeHUs O HapyleHun npas npaBoobnagatensd OObEeKTOB WHTENNeKTyarbHON
COOCTBEHHOCTU Npu 0bpaLLeHUN NEKaPCTBEHHbIX CPEACTB;

8) oTCcyTCTBMS fekapCTBEHHOro npernapaTta B obpaweHun B Poccunckon depepaumm B TeYEHUE TPEX U
bonee ner;

(n. 8 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

9) HEeBLINOMHEHUsI OepXaTenemM WnuM BnagenbLeM PerMcTpauMoHHOrO YOOCTOBEPEHUSI NEKapCTBEHHOMO
npenapata nubo YNOMHOMOYEHHBIM WMW OPYrUM  IOPUOUYECKMM NULOM  MEpOonpuaTUin no obecneveHunto
©e3onacHOCTM NEeKapCTBEHHbIX MpPenapaToB, YCTAHOBMEHHbLIX YMONHOMOYEHHbIM eaepanbHbiM  OpraHoMm
WCMOSHUTENBLHOW BMNacTu B COOTBETCTBMM C YacTtamu 3 M 4 cratbu 64 Hactosiwero PenepanbHOro 3akoHa, B
pamMkax OCyLLeCTBeHNst hapMakoHaa3opa;

(n. 9 BBegeH ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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10) oTkasa pgepxaTens wunu BnagenbLa PerMcTpauMoHHOrO yAOCTOBEPEHMST JIEKAPCTBEHHOrO npenaparta
nmMbo yMONHOMOYEHHOrO0 MMW APYroro HpUAWYECKOro Nnuua OT BHECEHUS MW3MEHEHUM B WHCTPYKLMUIO MO
NPUMEHEHNIO TIEKAPCTBEHHOrO npenapaTa, KacalLlMXCS HOBbLIX MOATBEPXAEHHbIX AaHHbIX O TOM, 4YTO pPUCK
NPUYNHEHNA Bpeda 340POBbK YenoBeka WU KMBOTHOMO BCMEACTBME MNpMEMa NEeKapCTBEHHOro npenapata
npesbiwaeT 3PPEKTUBHOCTb €r0 NPUMEHEHUS.

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

Cratbs 33. [ocyOapCTBEHHbI peecTp nekapCcTBEeHHbIX CpeacTB

1. F'ocyaapCTBEHHbIN PEECTp NEKAPCTBEHHbIX CPEACTB COAEPXKUT MepedeHb NeKkapCTBEHHbIX Mpenapartos,
npoLleawmnx rocygapCTBEHHYIO perumcrpauuio, nepedeHb hapmMaleBTUYEeCKMX CyOCTaHUUM, BXOAALIMX B COCTaB
NeKapCTBEHHbIX MpenapaToB, U CreayLLyo MHpopMaumio:

1) B OTHOLLUEHMM NIEKAPCTBEHHLIX MpenapaToB:

a) HauMeHoBaHMe NEKapCTBEHHOro npernapaTa (MexayHapogHoe HenaTeHTOBaHHOE, UNU TpynnmMpoBOYHOE,
U XMMNYECKOE N TOProBOE HaMMEHOBAHUS);

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

0) nekapcTBeHHass dopma C ykasaHMeM [O3MPOBKM NEKapCTBEHHOro npenapara M ero Konvyectsa B
noTpebuTenbLCKOM yNakoBKe;

B) HauMMeHOBaHVe [fepxaTend wnu Bragenbla perucTpauyMoHHOro YOOCTOBEPEHWUs IeKapCTBEHHOro
npenaparTa;

(nn. "B" B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

r) HauMeHoBaHWe 1 agpec NPOU3BOAMUTENS NEKAapCTBEHHOMO NpenapaTa;

0) dapmakoTepaneBTMYecKkas rpynna, KoA JIEKapCTBEHHOro npenapata Mo aHaToOMO-TepaneBTUYECKO-
XUMMYECKOM Knaccudumkaumm, pekomeHgosaHHoM BcemMmnpHon opraHusanmen 3gpaBooXpaHeHus;

(mn. "g" B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) nokasaHusi 1 NPOTUBOMNOKa3aHUs K MPUMEHEHUIO NTIEKapCTBEHHOIO Npenapara;

X) NoBGoYHbIE AENCTBUS NEKAPCTBEHHOIO NpenapaTa;

3) CPOK rOAHOCTMW NleKapCTBEHHOrO npenapara;

1) YCNOBUSI XpaHEHUS NeKapCTBEHHOro nNpenapara;

K) yCcrnoBus oTrnycka NekapcTBEHHOro npenapara;

n) HoMep hapmakonenHon cTaTbM UMK B Cryyae ee OTCYTCTBUSA HOMEpP HOPMAaTMBHOW OOKYMeHTauun nnbo
HOPMAaTUBHOIO JOKYMEHTA;

M) OaTa rocygapCTBEHHOM perucTpauumn nekapCTBEHHOro npenaparta U ero permcTpaumoHHbIN HoMep, aaTa
3aMeHbl PErncTpaumMoHHOrO YOOCTOBEPEHUSA JIEKAapCTBEHHOro mnpenapata Ha 6eccpodyHoe perucTpaumMoHHOe
YOOCTOBEPEHME JIEKAPCTBEHHOrO Mpenapara, data nojayn 3asiBneHust O MOATBEPKAEHMM TOCyaapCTBEHHOM
perncTpaumm IeKapCTBEHHOro npenapaTa, gaTa OTMEHbl T[OCYOapCTBEHHOW perncrpaumm IeKapCTBEHHOro
npenapara;

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

H) KayeCTBEHHbIA COCTaB WM KONMMYECTBEHHbLIA COCTAB AEWCTBYHLUUX BELLECTB UM Ka4yeCTBEHHLIN COCTaB

BCNOMOraTenbHbIX BELLLECTB NIEKAPCTBEHHOrO Npenapara;
(nn. "H" BBegeH defeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

0) nHcopMaLma 060 Bcex paspeLLeHHbIX BUAax BTOPUYHOM (MOTPebuTenbCKoM) YNnakoBKu;
(nn. "o" BBegeH deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

n) pQata npUHATUA peLleHns O BO3MOXHOCTM paccMmaTpmBaTb NEKapCTBEHHbIM npenapat  npu
rocyfapCTBEHHOW perucrpaLmm B kKayectse opdaHHOro nekapcTBEHHOro npenapara;
(mn. "n" BBeaeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

p) HanMM4yMe NEKapCcTBEHHOro npernapaTa B NepeyvyHe XU3HEHHO HEOOXOANMBIX N BaXKHENLUNX JNIEKAPCTBEHHbIX
npenapaTos;

(nn. "p" BBeaeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

C) Hannume B JIEKAPCTBEHHOM [Mpenapate HapKOTMYECKUX CPeacTB, MCUXOTPOMHbLIX BELLECTB U UX
NPeKypcopoB, noanexawmx KoHTporto B Poccuiickon ®depepaumn, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccunckon ®epepauuun, mexayHapodHbiMu forosopamu Poccunckon ®epepauumn, B ToM unucrne EpuHon
KOHBEHLMEN 0 HapKoTuyeckux cpeacteax 1961 roga n KoHBeHumel 0 NCMXOTPONHbIX BewecTBax 1971 roaa;

(nn. "c" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) UHpopmaunss 0 TOM, ABMASETCA N AaHHbIN NEeKapCTBEHHbIN npenapaTt pedepeHTHbIM fNeKkapcTBEHHbIM
npenapaTom;

(nn. "t" BBegeH deneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)
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y) cBedeHMss O nojave 3asiBNeHUs O BHECEHUM U3MEHEHUA B [OKYMEHTbl, cogepXawmecs B

perMcTpauMoHHOM A0Ckbe Ha NeKapCTBEHHbIV npenapar;
(mn. "y" BBegeH PepepanbHbiM 3akoHoM 0T 22.12.2014 N 429-03)

¢) cBeaeHMs 0 B3aMMO3aMeHSIEMOCTY NIeKapCTBEHHOrO npenapara;
(nn. "¢" BBegeH PepepansHbiM 3akoHOM OT 22.12.2014 N 429-93)

X) CPOK BBEAEHUSA NeKapCTBEHHOro npenapara B rpaxaaHckuii 06opoT;
(nn. "x" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLEHMM hapMaLeBTUYECKNX CyBCTaHLNA:

a) HauMmeHoBaHWe (apmaleBTMYecKOM  cybcTaHuMM  (MeXAyHapooHOe  HemnaTeHTOBaHHoe,  Mnu
rPynnNUPOBOYHOE, UITM XMMUYECKOE M TOProBOE HaMEHOBaHUS);

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

0) HaMMeHOBaHWe 1 agpec nNpouseoanTensa apmMaleBTUYECKON cybCcTaHLuN;

B) CPOK rogHoCTV thapMaueBTU4eckomn cybcTaHumuu;

r) ycnoBus XxpaHeHus papmaleBTU4eCckorn cybcTaHumu;

) HoMep dhapMaKonenHoOn cTaTbM UMM B Criy4ae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW OOKYMeHTauun nnbo
HOPMAaTUBHOIO JOKYMEHTA;

€) Hanuuve papmaLeBTU4ECKON CyOCTaHLMM B NepeyHe HapKOTUYECKMX CPeACTB, NCUXOTPOMNHbIX BELLECTB U
UX NPeKypcopoB, noanexalux KoHTpono B Poccuiickon ®denepaumn, B COOTBETCTBMM C 3aKoHOAATeNbCTBOM
Poccunckon depepauuun, mexayHapodHbiMu forosopamu Poccunckon ®epepauumn, B ToM uncrne EpuHon
KOHBEHLMEN 0 HapKoTnyeckux cpeacteax 1961 roga n KoHBeHuwmeln 0 NCMXOTponHbIx Bewectsax 1971 roaa.

(nn. "e" BBegeH deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. dapmaueBTuyeckass cybCTaHUMS, MpoM3BEedEeHHass [AONd peanus3aunn, MOXeT ObiTb BKIHOYEHa B
rocyapCTBEHHbIN pPeecTp NleKapCTBEHHbIX CPEeACTB HA OCHOBaHWW 3asiBNeHMs pa3paboTymka unm npoussoamTens
NeKapCcTBEHHOIO cpeAcTBa NMBO YNOMHOMOYEHHOrO VMW OpUMOUYECKOro nvua npyu YCrioBMM MpOBEedeHus B
OTHOLLEHUN Takow cpapmaLeBTMYECKOM CyOCTaHLMM 3KCMepTM3bl KavecTBa dapmaueBTUYeckon cybcTaHuum B
nopsiake, ycTaHOBMEHHOM cTatben 34 Hactodwero ®enepanbHoOro 3akoHa. B oTHoweHun chapmaueBTU4eCcKmX
cybcTaHuun, npoum3BedeHHbIX ANS peanusauuu, B TOCYOapCTBEHHOM peecTpe IeKapCTBEHHbIX CpeacTs
COAepPXUTCH cneayroLasa nHopmMaums:

1) HaumeHoBaHMe dapmaueBTUYecKon cybcTaHumM  (MeXAyHapoAHOe  HenaTeHTOBaHHoe,  unn
rpynnMpoBOYHOE, UIN XMMNYECKOE U TOProBOe HaMMEHOBaHUSA);

2) HauMeHoOBaHWe 1 agpec npovssoauTens hapmMaueBTU4ecKkon cybcTaHuuu;

3) cpok rogHOCTM hapmaLeBTUYEeCKOn cybCcTaHumm;

4) ycnoBus xpaHeHusi hapmaneBTUYecKkon cybcTaHumm;

5) Homep dhapmakoneriHon ctaTbu NGO B Crnyvae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW OOKyMEHTauum unm
HOPMaTUBHOIO AOKYMEHTA;

6) Hanuume apmaLeBTMYECKON CyOCTaHLMM B NepeyHe HapKOTUYECKNX CPeacTB, MCUXOTPOMHbIX BELLECTB U
UX MPeKypcopoB, noanexawux KoHTpomwo B Poccuiickon degepaumv, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuickon depepauuun, MexayHapodHbiMu poroBopamu Poccunickon ®epepauumn, B ToM uncrne EpuHon
KOHBEHLIMEN O HapKoTudeckux cpencreax 1961 roga n KoHBeHumen o NCMxoTponHbix Bewecteax 1971 roaa;

7) pata BKMYeHUs apmaueBTUYeCcKon CybCTaHLmMM B rocyaapCTBEHHbIN peecTp neKkapCTBEHHbIX CPeACTB,
[aTa BHECEHUS U3BMEHEHN B AOKYMEHTbI dhapMaLeBTUYEeCKon cybcTaHLum, AaTa UcKnioveHnsa dapmaleBTuyYeckom
cybCcTaHuun u3 rocyfapcTBEHHOrO peecTpa NekapCTBEHHbIX CPEeACTB.

(yacTb 2 B pea. PepepansHoro 3akoHa oT 22.12.2014 N 429-93)

3. MNopsaaok BegeHUsa rocyaapCTBEHHOIO peecTpa NekapCTBEHHbIX CPeACcTB AN MeQULUHCKOrO NpUMeHeHust
W NopsafoK BedeHMs1 roCydapCTBEHHOr0 peecTpa NeKapCTBEHHbIX CPeACTB Afs BeTepUHapHOro MnpUMEHEHUs
YTBEPXKAAKTCA COOTBETCTBYIOLLMM YNOSIHOMOYEHHbIM hefepanbHbiM OpraHoOM UCMOMHUTENBHOWM BracTu.

Cratbas 34. BkrodeHMe B TOCYLapCTBEHHbIA PEECTP JeKapCTBEHHbIX CPEACTB M UCKOYEHME U3
rocygapCTBEHHOIO peecTpa IeKapCTBEHHbIX CcpeacTB hapmaueBTUyYeckon cybcTaHumu, Npov3BedeHHOW Ans
peanu3auuu
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ona BknioveHus dapmauesTnyeckon cybctaHuumn, NnponsBeLeHHON Ang peanusaunn, B rocyaapCTBEHHbIN
peecTp NnekapcTBEHHbIX CPeacTB, MPOBOAMTCS IKCNEPTU3a ee KayecTBa.
(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OKkcnepTmMsa kayecTBa ykasaHHOM B Yactu 1 HacTosiwen craTby apmaueBTMYecKon cybcTaHumn,
COCTaBEHME KOMWUCCUMEN IKCMEPTOB 3aKMOYEeHW No pesynbTaTamM TakOW 3JKCNepTusbl U WX HanpaeneHve B
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YNONIHOMOYEHHbIN hedeparnbHbIn OpraH UCNOSIHUTENBbHOW BNAcTUM OCYLLECTBASAIOTCSA B CPOK, HE MpeBbILlatoLLni
wectugecatn paboumx OHEW CO OHA TMOMyYeHWUs ISKCMEPTHbIM y4YpexOeHWeM COOTBETCTBYIOLLErO 3afaHus
YMOSTHOMOYEHHOrO hefeparnbHOro opraHa MCMOMHUTENBHOW BriacTU U OOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7
yactn 3 crtatbn 18 HacTosiwero deaepanbHOro 3akoHa (B criydyae NpoOBeAEHUsI 3KCMepTM3bl NeKapCTBEHHbIX
CpeAcTB AN MeOULMHCKOro npuMeHeHusd), nubo AOKYMEHTOB, yKasaHHbIX B OyHkTax 1 n 4 yactu 3 cratbu 17
HacToswero ®enepanbHOro 3akoHa (B Cnydae nNpoOBeAEHUs 3KCMEPTU3bl fEeKapCcTBEHHbIX Ccpeacts  Ansd
BETEPUHAPHOro NPUMEHEHNS).

(B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-®3)

3. lns npoBeAeHusi 3KCMEPTU3bl KayecTBa yka3aHHOW B Yactu 1 HacTosilen crtaTtbi hapmaLeBTUYEeCKOn
cybcTaHuum 3asBuTeNb NPEACTaBNsET B YNONHOMOYEHHbIV dbefeparnbHbIf OpraH UCMONHUTENbHOW BNAacTu:

1) 3asBneHMe O BK/IOYEHUMU B TOCYOAPCTBEHHbI PEECTP JIEKAPCTBEHHbIX CPeacTB  [daHHOWM
hapmaLeBTUHECKON CYOCTaHLMK;

2) Konus [OOKyMeHTa, noATBepXAdallero ynnaty rocydapCTBEHHOM MOWMMHbI 3a  BKIHOYEHUE B
rOCYy4apCTBEHHbI PEecTp JIEKAapCTBEHHbIX CPEeACTB hapMaueBTMYecKon cybcTaHuuKn, Npou3BedeHHON Ans
peanu3aumu, 6o no CcoBCTBEHHOW WHMLMATMBE YKas3aHHbI OOKyMEHT. B crnydae ero HenpencTtaBneHusi
3asBMTENEM YMNONMHOMOYEHHbLIN befepanbHblid opraH WCNOMHUTENbHOW BRacTM npoBepsdeT akT ynnathl
rocyfapCTBEHHOW MOLUMMHbLI 3asiBUTENEeM C MWCMOnb3oBaHMeM wHdopMaumum o6 ynnate rocygapCTBEHHOWM
MOLWNuHbI, codepxallenca B [ocyaapCTBEHHONW  MHAOPMALMOHHOM CUCTEME O [OCYLApPCTBEHHbIX W
MyHMLMNAanNbHbIX NnaTexax, Ha OCHOBaHUW NpeacTaBfieHHOW 3asdBMTENeM KOMuu AOKYMeHTa, NOATBepXKAaloLlero
ynnaTy rocygapCTBEHHOW MOLUMWHbI;

(n. 2 B pea. ®egepanbHoro 3akoHa o1 22.12.2014 N 429-93)

3) OOKYMEHTBI, YKa3aHHbIe B YacTu 2 HACTOsILLEN CTaTby;
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3agBreHvMe O Bblgade paspeweHnss Ha BBO3 B Poccunckyto ®degepaumio KOHKPETHOM NapTum
He3aperncTpupoBaHHOIo NeKapCTBEHHOMo cpeacTBa, NpeAHasHa4YeHHoro s NpoBeAeHUs yKasaHHOW SKCnepTusbl.
(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B TeyeHve pecatn paboumx OHEW CO OHS MPUHATUS 3asiBIIEHUS O BKITHOYEHMM yKas3aHHOM B YacTtu 1
HacTodlen cTaTbM papmaueBTU4EeCKOM cybCTaHUMM B FOCYAApPCTBEHHbLIN pPeecTp NeKapCTBEHHbIX CPeacTB U
[OKYMEHTOB, NepeyncrneHHblX B Yactn 1 1 NyHKTe 2 YacTu 3 HACTosALWEeN CTaTbi, YNONTHOMOYEHHbIN dhefeparbHbIN
opraH MCNoNHUTENbHON BNacTu:

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

1) NpoBOAUT NPOBEPKY MOMHOTbLI U AOCTOBEPHOCTU AaHHbIX, COAEPXaLLMXCA B NPEACTaBMNEHHbIX 3asBUTENEM
OOKYMeHTax;

(B peq. ®epepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) MPUHMMAaET peLleHne O HamnpaBIieHWV B IKCMEPTHOE yupexaeHwe 3afaHusi Ha NpoBedeHVe IKCNepTu3bl
KayecTBa ykalaHHOW B 4Yactu 1 HacTosien crtatbu chapmaueBTUYECKOM cyOcTaHumm unm ob oTka3e B TakoM
HanpasneHuu;

3) yBeoOMMSET B 3MEKTPOHHOW UMM MUCbMEHHOW bOpMe 3asiBUTENSl O MPUHATOM pPELUEHUM UIK B Cryvae
OTKasa C ykasaHueMm Npu4uH Takoro oTkasa.

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

4.1. B cny4yae BbISIBNEHUS HEOOCTOBEPHOCTU CBEAEHUMN, CoAepXalluMxcs B MPeACTaBrEHHbIX 3asBuTenem
MaTepuanax, ynosiHoMOYeHHbIN cheaepanbHbIi opraH UCMOMHUTENBHOW BNacTy HanpasnsieT 3adBUTerNo 3anpoc 06
YTOYHEHUM YKa3aHHbIX cBefeHun. [aHHbid 3anpoc MoxeT ObiTb nepefaH YNONHOMOYEHHOMY NpeacTaBUTEnto
3a8BMTENS NMYHO NOA PacnucKy, HanpasreH Nno noyTe 3akasHbIM NMMCbMOM UMW NepeaaH B 3NeKTPOHHOW hopMe no
TeNeKoOMMYHUKALMOHHbIM KaHanam cBsasn. B cnyyae HanpaBneHus 4aHHOro 3anpoca no noyTe 3akasHbIM MUCbMOM
OH CUYMTaETCs MOSTyYeHHbIM MO UCTEYEHUN LeCTU AHEN C AaThbl HanpaBfeHnsa 3aKka3Horo nNucbma.

(wacTb 4.1 BBegeHa PepeparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3asButenb o06s3aH npeacTtaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro deaeparnibHoOro opraHa
UCMOMHUTENBHOW BracT B CpPOK, He MpeBblaloWwuin AeBsHOcTa paboynx gHeW Co OHS MOMyyYyeHWst AaHHOro
3anpoca. Cpok, yka3aHHbI B YacTu 4 HacTosLWen cTaTby, NPUOCTAHABIIMBAETCS CO OHSI HanpaBlieHus 3asiBUTENI0
3anpoca ynonHOMOYeHHOro dedepanbHOro opraHa MCMOMHUTENbLHOW BracTu A0 OHS MOSyYeHns UM OTBeTa Ha
OaHHBIN 3anpoc 1 He Y4UTbIBAeTCS NPy NCHUCTNIEHNN CPOKa IKCNEPTU3bl Ka4eCcTBa hapMaLeBTUYECKOW CyOCTaHLmMu,
Hencnonb3yemMou npu NPoON3BOACTBE NEKApCTBEHHbIX NpenapaTos.

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

5. OcHoBaHMeM fOns oOTkasa B HamnpaBneHWM B IKCMEpPTHOE YypexaeHue 3afaHus Ha npoBefeHue
9KCNepTU3bl KayecTBa Yyka3aHHOW B 4Yactm 1 HacTosilwen ctatb papmaueBTU4eckor cybcTaHuum daBnsieTcs
HenpeacTaBneHMe [OOKYMEHTOB, VYKa3aHHbIX B YacTu 2 HacToslllend cTaTbM, OTCYTCTBME UWHOpMaLmu,
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noaTBepxxaatowen cakt ynnatbl rocygapCTBEHHOW MOLUAMHBLI 3@ BKIHOYEHME dhapMaueBTMYEecKon cybcTaHuum,
Npou3BedeHHON Ans peanv3auunv, B rOCyOapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPEeACTB, HenpeacTaBrieHue
3asBUTENIEM B YCTAHOBMIEHHbLIM CPOK OTBeTa Ha yKasaHHbin B Yactm 4.1 HacTosilwen cTaTbu 3anpoc
YNONTHOMOYEHHOrO dheaepansHOro opraHa WCMNOMHUTENbHOW BRacTM WNU NpeacTaBfeHue [OKYMEHTOB, He
cofepxallux ncuepnbiBatoLLero nepevyHs HeobxoamMMbIX CBEAEHUN.

(yacTb 5 B pea. PepepansHoro 3akoHa oT 22.12.2014 N 429-93)

6. B TeyeHve natHaguatv paboumx OHEW CO OHSA MOMyYeHUs peLleHUst YNONMHOMOYEHHOro deaepanbHoro
opraHa UCNonHUTENbHON BNacTu O HanpaBfeHUM B SKCMEPTHOE ydpexaeHne 3agaHus Ha NpoBeAeHMe 3KCNepTum3bl
KayecTBa ykaszaHHOM B YacTu 1 HacToslleln cTaTbu hapmaueBTUYeckon cybcTaHuMnM 3asiBUTenb NpeacTaBnseT B
3KCMEepTHOE YyYpexaeHue Ons NpoBeAeHUs OaHHOW 3KkcnepTu3bl obpasubl hapmaueBTnyeckon cybcTaHumu B
Konm4ecTBe, HeobXxoaAMMOM ANs BOCNPOM3BEAEHUS METOAOB KOHTPOJSIA KavyecTBa. OKCNEpPTHOE ydpexaeHue npu
nony4yeHmm oOpasuoB yKasaHHOM B Yactu 1 HacTosawen cratbu papmMaueBTU4eckon cybcTaHumMM BbloaeT
3a9BUTENO JOKYMEHT, NOATBEPXAAoLWUA nonyvyeHne atmx obpasuos, U B CPOK, HE MPEBLILLALMI TpeX pabo4mx
OHen, yBedoOMIIsieT B 3MIEKTPOHHOW MM NUCbMEHHON ¢opMe 06 3TOM YNMONTHOMOYEHHLIN dhefeparnbHbii OpraH
WCMNOMHUTENBHOM BNacTh. 3T CPOKM HEe BKIHOYAIOTCS B CPOK NPOBEAEHUSA AaHHOW 3KCNEepTM3bl.

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

7. [lokyMeHTbl, MOCTYNMBLUME B SKCNEPTHOE ydpexaeHne Ans NpoBeAeHNs aKCnepTu3bl KayecTBa yKkazaHHON
B Yactu 1 HacToswen crtaTbu dapmaueBTUYeCcKon cybcTaHumMu, nognexaTr Bo3BpaTy B YMNOMHOMOYEHHbIN
denepanbHbI OpraH UCNONHUTENBbHOW BRacTV OOHOBPEMEHHO C 3aKMOYEeHUsSMWU Mo pesyrnbTaTam npoBeaeHHOW
3KCNepTU3bl.

8. B cpok, He npeBblLaoWmin NATU paboynx AHEN CO OHSA NOMyYeHUs 3aKrYeHUss KOMUCCUM SKCMEPTOB MO
pe3ynbTaTtaM 3KCMepTM3bl KayecTBa yka3aHHOM B YacTu 1 HacTosilen crtaTtbh hapmaueBTU4ecKkon cybcTaHuum,
YNONIHOMOYEHHbIN heepanbHbli OpraH UCMOMHUTENBHOW BNAcTu:

1) oCyLLLeCTBNSAET OLEHKY TAaKoro 3aKmdeHns anst OnpeaerneHnst ero COOTBETCTBUSA 3a4aHuUi0 Ha NpoBedeHne
[aHHOWN 3KCnepTu3bl;

2) MpUMHUMMaET peLUeHMe O BKITOYEHMM YKa3aHHOM B 4YacTu 1 HacToswen cTatbu dapmaueBTUYEeCKOn
cybcTaHuum B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB UM pelleHre 06 oTkase B TakOM BKITHOYEHWM;

3) BHOCUT MpuM MPUHATUM peLleHUss O BKIMIOYEHMM YyKasaHHOW B Yactu 1 HacToslllenh cTaTbu
dapmaueBTUYECKON CYOCTaHLMM B TOCYQAPCTBEHHbLIM PEECTP MNeKapCTBEHHbIX CPeAcTB MpeayCMOTPEHHYIO
nyHkToM 2 yactu 1 cratbm 33 HacTosdwero denepanbHOro 3akoHa MHGOPMaUMIO U yBeaomnsieT 06 3ToM B
3NEKTPOHHOW NN NMUCbMEHHON hopMe 3asiBUTENS.

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

9. OcHoBaHMeM [Ansi OTKasa BO BKMOYEHUWM yKa3aHHOW B 4actu 1 HacTosilen ctatbu hapmaLeBTUHEeCKON
cybCcTaHuum B rocygapCTBEHHbI PeecTp JeKapCTBEHHbIX CPEACTB SBMSETCH pelleHne COOTBETCTBYHOLLErO
YNONIHOMOYEHHOro hbefeparnibHOro opraHa WCMOMHUTESNLHON BRacTM O TOM, YTO KayecTBO dhapMaueBTU4eCKOoWn
cybCcTaHuumn He NOATBEPXKAEHO MONMYYEHHBIMWU AAHHBIMU.

(wacTb 9 BBeaeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

10. He ponyckaeTca BKMOYEHME B T[OCYQapCTBEHHbIA pPeecTp fieKapCTBEHHbIX CPeacTB  OAHOM
hapmaueBTMYECKON CyOCTaHUUK, MPOU3BEAEHHOW ANs peanu3auun U BbIMYCKAEMOW OOHUM U TeM Xe
npoussoauTenem, B Buae AByx U 6onee peecTpoBbIX 3anucei.

(yacTtb 10 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. BHeceHVe MW3MEHEeHUN B [JOKYMeHTbl Ha dapmaueBTUYeCKyld CYOCTaHUMIo, NPOU3BEOEHHYIO Ans
peanusaumn n BKINIOYEHHYKO B rOCYAapCTBEHHbIN peecTp NnekapcTBEHHbIX CPEACTB, OCYLLECTBNAETCA B Nopsake,
yctaHoBreHHoMm ctatbamu 30 n 31 HacTosiwero defepanbHOro 3akoHa, € ynnaTton rocyaapCTBEHHOW NOLUMMHbI,
npeaycMOTpeHHoN 3akoHoaaTenscTBoOM Poccuinckon ®epepauum o Hanorax n cbopax.

(vacTtb 11 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12. [onyckaeTtcsi oOpauleHne ¢apmaueBTUYECKMX CyOCTaHUMA, MPOU3BEAEHHbIX Afs peanu3auuun, B
TeYeHne CcTa BOCbMMAECATM JHEW [0 W MOoCne MNpPUHATMA  YNOIHOMOYEHHbIM beaepanbHblM  OpraHoM
UCMOMHUTENBbHOW BNacTu peLlleHns O BHECEHUN U3MEHEHMIM B OOKYMEHTbl Ha (papMaleBTUYECKYD CyOCcTaHuuio,
Npou3BeAeHHY0 ANS peanv3auny U BKITFOYEHHYI0 B rOCY4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPeaCTB.

(4acTtb 12 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

13. PeweHne 06 nCKNOYeHUM U3 rocydapCTBEHHOrO peectpa NekapCTBEHHbIX CPeACTB hapmaLeBTUYECKON
cybCcTaHuun, npomsBeeHHON [ns peanu3auuu, MPUHUMAETCs YNONMHOMOYEHHbIM deaepanbHbIM - OpraHom
WCNONHUTENBHON BNacTu B criyyae:

1) NnpeacTaBneHnst COOTBETCTBYIOLLUM YNONTHOMOYEHHbBIM doefeparnbHbiM OpraHoOM UCMONHUTENBHOW BNacTu
3aKMNYeHna o pucke unu ob yrpose >XM3HW UNU 300POBbLI0 YeroBeka NUBO XMBOTHOrO NPU UCMONb30BaHUM
neKkapcTBEHHOro CPeacTBa;
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2) nogaym pa3paboTyMKOM JIEeKapCTBEHHOrO CpeAcTBa MMM MPOU3BOAUTENEM JeKapCTBEHHOIO CpeacTBa
nMbo YMNONMHOMOYEHHBIM UMW OPYrMM OPUONYECKMM NMLOM 3asiBNeHus 00 WUCKMYEeHMM M3 rocygapCTBEHHOro
peecTpa nekapCTBEHHbIX cpeacTB hapmaLeBTUYECKON CyGCTaHLMW, NPOM3BEAEHHON AN peann3aumm;

3) oTtcyTcTBUA (papmaueBTUYECKOW cybCcTaHuuMKM, npom3BefeHHOW Ans peanusauun, B obpalieHun B
Poccunckon ®enepauun B TeyeHne Tpex u bonee ner.

(yacTtb 13 BBepeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Cratba 35. Ytpatuna cuny ¢ 1 nionga 2015 roga. - ®egepanbHbivi 3akoH oT 22.12.2014 N 429-03

Cratbsa 36. OGxanoBaHue pelueHus o6 OTKase B Bblga4ye pas3pelleHMsi Ha NPOBeAEeHMEe KITMHUYECKOro
UCCnefoBaHWA  NEKapCTBEHHOro npenapaTta, pelweHuss o6 OTkase B FOCYAAPCTBEHHOW — perMcTpauum
neKkapCcTBEHHOrO npenaparta, 3ak/toYEHUsI KOMUCCUMU SKCMEPTOB 3KCMEPTHOTO YUYPEXAEHUS WK  3aKMHYeHus
coBeTa No 3Tuke

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

PelueHne cooTBETCTBYIOLLEro YNOMHOMOYEHHOro dheiepanbHOro opraHa UCNoNHUTENBHOM BriacTy 06 oTkase
B BblJaye paspelleHns Ha npoBefeHUe KIUMHUYECKOro WUCCNefoBaHuMsi NeKkapCTBEHHOro npenapara, pelleHue
yKkasaHHoOro denepanbHOro opraHa WCNOMHUTENbHOM Bractu 06 OTkase B rOCy4apCTBEHHOW peructpauum
NeKkapcTBEHHOro npenaparta, 3akrnioYeHUWe KOMUCCUW 3JKCMEPTOB IKCMEPTHOro YYpexAeHUs WUnu 3akniodeHve
coBeTa Nno 3TUke MOXeT 6bITb 06XanoBaHO B Mopsake, YCTAHOBMEHHOM 3akoHoAaTenbLCTBOM Poccumnckomn
®epepaumn. 3aknouyeHne 3KkcnepTa, OMOPMIIEHHOE MO MWTOraM 3KCMepTu3bl B LEnaxX onpeaeneHus
B3aMMO3aMeHSAEMOCTN 3aperMcTppoBaHHOro NekapCcTBEHHOro npenapara, MoxeT ObiTe 06KanoBaHo gepXxarternem
wnu BRagenbLueM perucTpauMoHHOro YOOCTOBEPEHWS FeKapCTBEHHOrO npenapata B KOMUCCUMIO 3KCNEpPTOB
3KCMEPTHOrO yupexaeHus. 3akmnoyeHme KOMUCCUM 3KCMEePTOB AKCMEPTHOIO ydYpeXxXaeHnsl, ohOpMIEHHOE Mo utoram
nepecMoTpa 06XarnoBaHHOIO 3aKMYeHUs 3JKCnepTa, MOXeT OblTb OCMOPEeHO AepxaTeneMm unu Brnagenbuem
perucTpaumMoHHOro yaoCTOBEPEHUSI NIEKApPCTBEHHOIO npenaparta nMbo YNOSIHOMOYEHHbIM UMW FIMLOM B NOpsigke,
YCTaHOBIIEHHOM 3aKkoHofaaTenbcTBoM Poccunckon ®epepauuun. MNpu obxanoBaHUM peLleHUst YyNnONHOMOYEHHOro
denepanbHOro opraHa MCMOMHUTENbHOW BracTu, 3aKMioYeHUs aKcnepTa MMM KOMUCCUM 3KCMEPTOB IKCNEPTHOro
yypexaeHus, 3akroyeHus coBeTa NO 3TUKe AepXaTenb WM Bnajenel perncTpauuoHHOro yaoCTOBEPEHUS
nekapcTBeHHOro npenapaTta nNu6o ynonHOMOYEHHOE MMW NULIO BNpaBe NpeacTaBUTb pe3ynbTaTbl IKCNEepTU3bI
neKkapcTBEHHOro npenapaTa, MNPOTOKONbl MOMYYEHHbIX aKKpeOUTOBaHHbIMU UCNbITaTENbHBIMU nabopaTopusamu
(LeHTpamu) pe3ynbTaToB UCCRELOBAHUNA, NCTbITAHWUIA.

Cratbsa 37. NHdopmaums, cBsizaHHas C OCYLLECTBIIEHMEM FOCY4apCTBEHHOW perncTpauum nekapCTBEHHbIX
npenapaToB, MHOpPMaLMsa O 3aperMcTpUpoBaHHbIX NEKApCTBEHHbIX Mpenapatax U fekapCTBEeHHbIX npenaparax,
WCKIMIOYEHHbIX U3 roCy4apCTBEHHOrO peecTpa JlekapCTBEHHbIX CPEACTB

1. COOTBETCTBYKOLMIA YMOMHOMOYEHHbIM (hbeaepanbHbii OpraH WCMNOSIHUTENbHOW BNacTu pasMellaeT Ha
cBoeM oduumnansHOM cante B ceTn "UHTepHeT" uHopmaLmio, CBSA3aHHYI0 C OCYLLEeCTBEHUEM rocyAapCTBEHHON
perncTpaumm nekapCcTBEHHbIX NpenapaToB, B TOM 4MCNe NpoBeAeHMEeM 3KCMepTU3bl NeKapCTBEHHbIX CPeacTB
(Bknoyas pesynbTaThl €€ npoBefeHus), UHOpPMaLMIO O 3aperMcTpMpoBaHHbLIX NEKApCTBEHHbIX Mpenapatax u
nekapcTBEHHbIX NpenapaTax, UCKIMHYEHHbIX U3 rOCYyAapCTBEHHOIO peecTpa fnekapcTBEHHbIX CPEeACTB, He no3gHee
yem yepes nATb paboumx AHEN CO OHA NOMyYeHUss COOTBETCTBYIOLLMM YNOMHOMOYEHHbIM heaeparibHbiM OpraHom
WCNOSNHUTENBHOW BNACTU 3as8BMEeHUs O roCy4apCTBEHHOW permcTpaummn nekapCTBEHHOro npenapara.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. Cpoku 1 Nopsagok pasmeLLieHns ykasaHHOM B YacTu 1 HacTosiwen ctatbn MHCpopMaUnn ycTaHaBMBAKOTCS
YNONIHOMOYEHHbLIM (hbedeparibHbIM OpraHoOM WCMOSHUTENbHOMW BRacTu. WMHgopmaums, ykasaHHad B 4Yactu 1
HacCTOsILLLEN CTaTbu, SIBNSIETCA OTKPbLITOM M OOLWEedOoCTYyMHOW M NPefoCcTaBNsaeTcs 3auHTepecoBaHHbIM MvuaM B
COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccunckon ®egepaunm.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Maea 7. KMIMHUWYECKMUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEOAULUMUHCKOIO NnPMMEHEHUA, AOrOBOP
OB UX NMPOBEAEHUU, NMPABA MNALMUEHTOB, YYHACTBYIOLLUX
B 3TUX UCCINTIEAOBAHUAX
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CraTtbs 38. KnuHuyeckne nccneqoBaHns NnekapcTBeHHbIX NpenapaToB Ans MeaUUUHCKOro NpuMeHeHust

1. KnuHnyeckne nccnegoBaHus nekapCTBEHHbIX MpenapaToB Anst MEAULUMHCKOrO MPUMEHEHUs, B TOM Yucne
MEeXayHapoaHble MHOTOLEHTPOBbIE, MHOrOLEHTPOBbIE, MOCTPErucTpaunoHHble, MNPOBOAATCA B OLHOW WK
HECKOMNbKUX MEAMLIMHCKMX OpraHmsaumsx B COOTBETCTBUM C MNpaBuriamMu Hagnexallen KrMHUYECKOW NPaKTUKu,
YTBEPXOEHHBIMU  YNONMHOMOYEHHbIM  dbeepanbHbiM - OpraHOM  UCMOSMHUTENBHOM BriacTW, COOTBETCTBEHHO B
cneayloLwmx Lensax:

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

1) ycrtaHoBneHve 6e30MacHOCTUM NeKapCTBEHHbLIX MpenapaTtoB Ans 340pOBbiX A0OpoBoOnbLUEB U (UNu)
NepeHocMMoCTM WX 300pOBbiMM  JOOpPOBOMbLAMM, 3a MWCKIMIOYEHWEM TakUX WCCNEAOBaHWA JEKapCTBEHHbIX
npenapaToB, NPon3BeAeHHbIX 3a npeaenamu Poccuiickon Pepepauuuy;

2) nogbop onTMManbHbIX OO3MPOBOK NEKapCTBEHHOrO npenapaTa W Kypca fedeHusd Ons nauueHToB C
onpegeneHHblM  3aboneBaHuem, ONTMManbHbIX 403 U CXEeM  BaKuMHauMM  UMMYHOBWMONOrM4yecknmmn
nekapCcTBEHHbIMW NpenapaTaMu 300poBbIX 40OPOBOMbLEB;

3) ycTtaHoBneHve 0e30MacHOCTM NEKapCTBEHHOro npenapata v ero 3geKTMBHOCTM Ans MauueHToB C
onpefeneHHoiM 3aboneBaHuveM, npodunakTudeckon 3PPEKTUBHOCTU MMMYHOOBUONOrNMYECKMX NeKapCTBEHHbIX
npenapaToB ANd 340pOBbIX JOOPOBONbLEB;

4) n3yyeHne BO3MOXHOCTU pacLUMPEHUs NokasaHuin Ang MeAULMHCKOro NPUMEHEHUSI U BbiIBNEHUS paHee
HEN3BECTHbIX NOBOYHBLIX 4ENCTBUN 3aperMcTpMpOBaHHbIX NEeKapCTBEHHbIX NpenapaTos.

2. B oTHoweHMM BoOCNpou3BeOEeHHbIX EeKapCTBEHHbIX MpenapatoB ANd MeAULMHCKOrO NpUMeHEeHUst
nNpoBOAATCA MccnenoBaHust GMO3KBUBANEHTHOCTM W (MNKM) TepaneBTUYECKOW 3KBMBANEHTHOCTM B MOpsike,
YCTaHOBMEHHOM YMOSTHOMOYEHHbIM doegeparibHbIM OpraHOM UCMONTHUTENbHOW BNacTy.

3. OpraHusaumio NpoBeAeHUs KITMHUYECKMX UCCedOoBaHUIM NeKapCTBEHHOro npenapaTa ans MeguuuHCKOro
NPMMEHeHMs BNpaBe OCYLLIEeCTBNATb:

1) pa3paboT4ymk NekapcTBEHHOro npenapara unu ynosiHoOMOYeHHOE UM NNLIO;

2) oOpasoBaTenbHble OpraHuM3aumM  Bbicwero  obpas3oBaHWsl, OpraHusauuMu  OOMOJSIHUTENbHOro
npodeccuoHanbLHOro obpas3oBaHuns;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4yHO-UccneaoBaTeNbCKNE OpraHn3aLnu.

4. KnuHuyeckMe uccnegoBaHust NekapCcTBEHHOro npenapara Ans MeauuUHCKOro NpUMEHEeHUs NpoBOASTCS
Ha OCHOBaHUW paspelleHnss Ha npoBefeHUe KIMHMYECKOrO WCCreaoBaHWs NekapCTBEHHOro npenapaTa,
BblAaHHOMO  YMOMTHOMOYEHHbIM  doefepanbHblM — OPraHOM  UCMOMHUTENbHOW  BNacTu.  YMNONMHOMOYEHHbIN
denepanbHbIl  OpraH WCMONHUTENBbHON BracTM BedeT peecTp BblAaHHbIX paspelleHuin Ha nposefeHue
KMMHUYECKUX WCCNEeAoBaHWI NEKapCTBEHHOIO npenaparta, CoAepXallMi yka3aHue Ha Ux uefb Wnu uenu, B
YCTaHOBMEHHOM 3TUM OpraHoM MOpsiAKe.

(B peq. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-d3, ot 13.07.2015 N 241-93)

5. Ytpatun cuny c 1 niona 2015 roga. - PegepanbHbiit 3akoH oT 22.12.2014 N 429-93.

6. K opraHusaumm npoBegeHus KNMHUYECKUX MCCNedoBaHWN NeKkapCTBEHHOro npenaparta Ansg MeanumMHCKOro
npMMeHeHVs1 pa3paboTyMKOM FeKapCTBEHHOro npenapata MOryT MpuBMeKaTbCs opuanyeckne nuua nobow
OpraHn3aLnMoHHO-NPaBoBor POPMbI NpK YCrioBUKM obecneveHns COOTBETCTBUS 3TUX MccneaoBaHun TpeboBaHUAM
HacTosdwwero PeanepansHOro 3akoHa.

7. KnuHunyeckne nccnenoBaHus nekapCTBEHHbIX NpenapaTos Ans MeAULUHCKOrO NpMMEHEHUs NpPoBOAATCS B
MEOMLIMHCKMX OpraHu3aumsax, akkpeOUTOBaHHbIX YMNOSTHOMOYEHHbIM beaeparnbHbiM OpraHoM WCMNONHUTENBbHON
BNacTu B nopsaake, yctaHoBneHHoM [NpaButensctBom Poccuiickon deaeparmu.

8. [llepeyeHb MeOWUMHCKMX OpraHv3aluin, WUMeELWMX npaBo MNpOBOAUTbL KIWHUYECKME UccneoBaHus
neKapCTBEHHbIX MpenapaToB AN MEeAMLMHCKOro MPpUMEHEHUs, U peecTp BblAaHHbIX pa3peLleHnin Ha npoBeaeHne
KIMMHUYECKUX MCCNEedOBaHMNM NeKapCTBEHHbIX NpenapaToB ONybrIMKOBLIBAKOTCA Y Pa3MeLLaloTCs YNOMHOMOYEHHbBIM
deaepanbHbIM OpraHoM UCMOSTHUTENBbHOW BacTu B YCTAHOBIEHHOM MM NopsiAke Ha CBOeM oduumansHOM cante B
cetn "HtepHeT".

Cratbss 39. PelleHne O nNpoBedeHVMM KITMHUYECKOrO WCCIeAoBaHUs JeKapCTBEHHOro rnpenaparta Ans
MEONLIMHCKOro NpUMEHEeHUs

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. KnuHundeckoe uccnegoBaHue NNIeKapCTBEHHOro npenaparta and MmeanunHCKoro npuMMmeHeHmna npoBoaAUNTCA
Ha OCHOBaHUW pa3pelleHnda Ha npoBegeHne KIMHUYECKOro wuccriegoBaHnAa IneKapCTBEHHOro npenaparta,
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BblJAHHOMO YMOJIHOMOYEHHbIM dhefeparbHbiM OPraHOM MCMOJSIHUTENBHOW BRacTM No pesynbTataM 3KCnepTu3bl
OOKYMEHTOB, HeobxoaAWMbIX [ONS  MOMyYeHWs paspelleHns Ha MpoBedeHME  KIMHUYECKOro MCcCnedoBaHus
nekapCTBEHHOrO npenapara n 3TUYECKOW SKCNepTuU3bl.

2. [Ins nonyyeHus paspelleHns Ha NpoBedeHune KMMHUYECKOrO UCCRedOoBaHUSA NeKkapCTBEHHOro npenaparta
ONns MeOMWLMHCKOro MpUMeEHeHUs1 3asdBuTeNnb MpeacTaBnsieT B YNONHOMOYEHHbIN  dhedepanbHbIi - opraH
WCNOSTHUTENBHOMN BRacTu:

1) 3asBneHMe O Bblgave paspelleHuUst Ha MpoBeAEeHUE KMIMHMYECKOro WCCRedoBaHWs NeKapCTBEHHOro
npenapaTta ans MeauLMHCKOro NpYMeEHeHUs!;

2) Konuu OOKYMEHTOB, MOATBEPXAalLWUX ynnaTy rocygapCTBEHHOW MOLUMMHLI 3a NpOBeAeHUe 3TUYECKOM
3KCMEepTM3bl, IKCNEPTU3bl AOKYMEHTOB Ha NEKapCTBEHHbIN Mpenapar A nofyyYyeHns pa3pelleHns Ha npoBedeHue
KMMHUYECKOrO UCCNedoBaHUsA feKapCTBEHHOrO Mpenapata Ansd  MeAMUMHCKOro MpUMMEHeHWs, 3a Bblgavy
paspelleHnss Ha npoBedeHMe KIMHMYECKOrOo WUCCreoBaHUsl feKkapCTBEHHOro npenapaTta Ans MeguLMHCKOro
NPMMEHeHMs1, 3a NpoBeAeHMEe IKCNEPTM3bl JOKYMEHTOB Ha fNiekapCTBEHHbIV NpenapaTt 4715 NOoNy4YeHUs paspeLleHms
Ha NpoBedeHue MEeXOyHapOA4HOrO0 MHOFOLEHTPOBOIO KIMHWYECKOro MCCredoBaHUs NeKapCTBEHHOro npenapaTta
AN MeAVLMHCKOTO MPUMEHEHMWs!, 3a Bbldady paspelleHnst Ha MpoBedeHne MeXAyHapOoAHOro MHOrOLEHTPOBOro
KNUHUYECKOro UCCrneaoBaHUsA NekapCTBEHHOro npenapaTta Ans MeAWMUMHCKOrO MpUMEHEHUs, 3a npoBefeHune
3TUYECKOWN 3KCMEepPTU3bl, SKCNEepTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIW npenapat Ans NOonyYeHus paspeLleHus Ha
npoesefeHne  MOCTPEerucTpaLMOHHOINO  KMMHUMYECKOrO  MUCCneaoBaHWMs  NEeKapCTBEHHOro  npenapata  Ang
MEAMLIMHCKOro MPYMEHEHMUS, 3a Bblgady paspelleHns Ha npoBedeHue MNOCTPErncTpaumMoHHOro KIUHUYECKOro
uccneaoBaHUsa NekapcTBEHHOro npenapaTta Ans MeOUUUHCKOrO MpUMEHEHUs, unvM no cobCTBEHHOM MHMLMAaTMBE
yKka3aHHble [OKyMeHTbl. B crnyyae HenpeacTtaBneHusi 3asiBUTENEM YyKa3aHHbIX [OKYMEHTOB YNONTHOMOYEHHbIN
deaepanbHbli  OpraH WCNOSHUTENBbHOM BlacTM npoBepsieT pakT ynnaTbl rOCyAapCTBEHHOW MOLWSMHBI C
ucnonb3oBaHnem wuHdopmaumm o6 ynnate rocyaapCTBEHHOW MOLWNUHBI, coaepxalencs B [ocygapCTBEHHOM
MHOPMALIMOHHON CMCTEME O FOCYAApPCTBEHHbIX M MyHULMNANbHbIX Nnatexax, Ha OCHOBaHWMW MpeacTaBreHHbIX
3a8BUTENEM KOMUIN JOKYMEHTOB;

3) MPOTOKOM KIMMHNYECKOro UccrnegoBaHNs NekapCTBEHHOMO Npenapara Ans MeanUMHCKOro NPUMEHEHNS;

4) 6polutopy uccregoBartens;

5) "HOpMaLMOHHBIV NUCTOK NALUEHTa;
6) cBegeHnss o6 onbiTe paboTbl MccnegoBaTenen No COOTBETCTBYHOLIUM CNeunanbHOCTAM M UX OnbITe
paboTbl N0 NPOBEAEHWNIO KIMHUYECKNX UCCNEOBaHUN;

7) cBefeHUs O MeOMUMHCKMX OpraHusaumsix, B KOTOpbIX npeanonaraeTcs npoBefeHue KIMHUYECKOro
uccnegoBaHUs NEeKapcTBEHHOro npenapata And  MeAWUMHCKOrO MNpYMEHEHUs1 (MofiHoe U COKpalleHHoe
HanMMeHOBaHUS, OpraHn3aLUMoOHHO-NpaBoBas opma, MECTO HAXOXAEHUS U MECTO OCYLLECTBIEHUA AeATEeNbLHOCTH,
TenedoH, Tenedakc, agpec 3MeKTPOHHON NOYTbI KXKA0M MEQULMHCKOWM OpraHu3aumm);

8) cBegeHus O npegnonaraemblXx CpoKax MPOBEOEHUs KIMHUYECKOrO WCCNedoBaHUs neKapCTBEHHOro
npenapaTa anst MeaMUUHCKOro NpuMeHeHus;

9) konuio goroBopa 00A3aTeNbHOr0 CTPaxoBaHMWs, 3aKKYEHHOro B COOTBETCTBUM C TUMOBLIMW NpasBunamu
0b6s3aTenbHOro CTpaxoBaHus, C ykasaHueMm npeferibHON YMCMEHHOCTM NauneHTOB, Y4acTBYIOWMX B KIMHUYECKOM
uccrnegoBaHuM nekapcTBEHHOMO Npenaparta Ans MeguunHCKOro NPUMeEHEHNS;

10) nHcpopmaumio 0 cocTaBe NekapCTBEHHOro npenapaTta Ans MeguLMHCKOro NpUMEHEHMS;

11) [OOKYMEHT, COCTaBMNEeHHbIN MPOU3BOAUTENEM FEeKapCTBEHHOro nmnpenapata Ans  MeauuMHCKOro
NPUMEHEHUS 1 COAEePXaLUUin nokasaTenu (XxapakTepucTukm), a Takke CBeJjeHUs O fekapCcTBEHHOM npenapaTe And
MEeAMLIMHCKOro NpUMEHeHUs1, NPOn3BeSeHHOM NS NPOBEAEHMUS KIMHNYECKUX UCCNeaoBaHUN;

12) KkonMO nNUUEH3UM Ha NPOU3BOACTBO fEKapCTBEHHbIX CPeacTB B ChNyvae, €Cnv Npou3BOACTBO
nekapcTBEHHOro npenapara ocyllecTsnseTcs B Poccuickon ®enepaunm, Nnm KONuio 3aknioveHns o COOTBETCTBUM
npou3BoauTensi NekapcTBEeHHOro npenaparta TpeboBaHVAM NpaBun Hagnexallen NPOV3BOACTBEHHOW MPaKTUKW,
BblJAHHOMO KOMMETEHTHbLIM YNOMHOMOYEHHBIM OpraHoOM CTpaHbl MPOU3BOAUTENS NIEKapCTBEHHOrO npenapara.

3. B cpok, He npeBbIIAOWMIA NATU pabounx OHEN CO OHSA MPUHATUST YKa3aHHOro B NyHkTe 1 4yactm 2
HacToAWEN CTaTbM 3asiBNEHNss W  HeoOXOAWMbBbIX [OKYMEHTOB, YMOMHOMOYEHHbIM defepanbHbli  opraH
UCMNOMHUTENbHOW BNacTu:

1) MpoBOOUT MPOBEPKY MOMHOTbI M [OCTOBEPHOCTU CBEAEHWUW, COAepXKaluxcs B MNpeacTaBreHHbIX
3a8BUTENEM JOKYMEHTaX;

2) npuHUMaeT pelleHve O MPOBeAEeHUMM IKCNepTu3bl [OOKYMEHTOB [Ans MOMyYeHus paspelleHust Ha
npoBefeHne KINUHNYECKOro WUCCNeaoBaHUs IeKapCTBEHHOro npenapaTta Ans MeAWUMHCKOro MNpUMEHeHUs wu
3TUYECKOW 3KCNepTU3bl Unn o6 oTkase B NPOBEAEHUN YKa3aHHbIX 3KCNepTus;

3) yBeOOMMSIET B 3MEeKTPOHHOM hopMe unu Ha GymaxHOM HocuTene 3asiBUTenNst O NPUHATOM peLleHun nubo
B Criydae NpuHATUS pelleHnst 06 0Tkase Takke C ykazaHWEM NPUYMH Takoro oTkasa;

Koucyana HTIoC www.consultant.ru Crpanuua 43 n3 70

HaiéXXHasa nNpaBoBad noaAepXXKa




®depnepanbHblid 3akoH oT 12.04.2010 N 61-03

(pea. ot 13.07.2015) JokyMeHT npepocTasneH KoHcynbTaHTltoc
"06 obpalleHn NeKapCTBEHHbIX CpeacTB” [ata coxpaHeHus: 13.08.2015
(c u3Mm. v gon., BCTyMN....

4) nogrotaBnMBaeT M HanpaBnsAeT B SKCMEPTHOE ydpeXxAeHWe U COBET MO 3TUKe 3aJaHuve Ha NnpoBeaeHue
COOTBETCTBYIOLLMNX 3KCMNEPTUS.

4. B cnyyae BbISIBIIEHUS HEMNOSIHOTbI M (MNM) HEeOJOCTOBEPHOCTM WHGOpMaLuMK, cogepxallenca B
npeacTaBrneHHbIX 3asiBUTenemM [AOKYMeHTax, YNONHOMOYEHHbIN efeparnbHblii OpraH WUCMNOMHUTENbHOW BnacTu
HanpaBnseT 3adBuTento 3anpoc 06 YTOYHEHUM ykaszaHHOM MHdopmaumu. [JaHHbIn 3anpoc MoxeT ObiTb nepenaH
YNONTHOMOYEHHOMY MNPeACTaBUTENO 3asBUTENS NIMYHO MO, pacnucky, HanpasrieH Mo NouYTe 3akasHbIM MUCbLMOM
UNu nepefaH B 3NEKTPOHHOW opMe MO TenekoOMMYHWKaLMOHHbIM KaHanam cBsasuM. B cnyvae HanpasneHus
[AaHHOro 3anpoca no noyte 3aka3HbiM NMUCbMOM OH CUMTAEeTCH MOSyYEeHHbIM MO UCTEYEeHWW LecTu AHEW C AaThbl
HanpaBneHusa 3aka3Horo nucbma. 3asButenb 00s3aH npeacTaBUTb OTBET Ha 3anpoc  YNONHOMOYEHHOro
denepanbHOro opraHa UCMNOSIHUTENbHOM BACTU B CPOK, HE MPEBbLILALWMI AEBAHOCTA pabounx gHEW CO OHA ero
nonyveHmsi. Cpok, ykas3aHHbIA B YacTu 3 HaCTOsIWen cTaTbM, MPUOCTAHABMMBAETCA CO [AHS HarpaBleHus
3a8BUTENIO 3anpoca YnoSIHOMOYEHHOro dhedepasnbHOro opraHa MCNONHUTENBHOM BAAcTU 4O AHS NOMyYEeHUS UM
COOTBETCTBYIOLLEro OTBETA U HE YYNTHIBAETCS NPU UCHUCIIEHMM CPOKa NPUHATUSA YNONTHOMOYEHHbIM doeepanbHbIM
OpraHoM MCMONHUTENbHOW BNacTU peLLeHnst O NPOBeLEHUN SKCNEePTU3bl JOKYMEHTOB ANSA NofyvyeHuUs paspeLleHns
Ha nNpoBefeHMe KIMHUYECKOro nccrneoBaHns iekapcTBEHHOro npenapara ans MeguumMHCKOro NnpuMeHeHust.

5. OcHoBaHMeM [Ons OTka3a B MpPOBEAEHUM 3IKCMepTu3bl OOKYMEHTOB ANs MOMyYeHUs1 paspellueHust Ha
npoBedeHne KINMHNYECKOrO WCCNedoBaHUs NEKapCTBEHHOro npenaparta Ans MeOUUMHCKOrO MPUMEHEHUs U
3TUYECKOW IKCNEPTU3bl ABMNSAETCS NpeacTaBneHne JOKYMEHTOB, NPegyCMOTPEHHbIX YacTbio 2 HACTOsILEN CTaTbu, B
HenonHoM obbeme, HenpeacTaBrieHUe 3asiBUTENEeM B YCTAHOBMEHHbIA CPOK OTBETa Ha yKa3aHHbI B Yactu 4
HacTosLLEeNn CTaTby 3anpoc YNONHOMOYEHHOrO dheaeparnbHOro opraHa UCNOMHUTENbHOW BNacTn NMbo oTCyTCcTBUE B
npeacTaBrneHHbIX [AOKYMEHTaxX MWcYepnbiBalolWero nepeyvyHs Heobxoaumon uHgopmaumm wnm mHopmauuu,
KOoTOpasi AofmkHa ObiTb OTpaXeHa B HWMX, a Takke OTCYTCTBME MHGOpMauun, noaTeepxaatoliern dakT ynnarhbl
rocygapCTBEHHOM MOLWVHBI 3a NpoBeAeHNe 3TUYECKON IKCNEepPTU3bl, IKCNEePTU3bl JOKYMEHTOB Ha feKapCTBEHHbIN
npenapat Ansa nonyvyeHns paspelleHnsa Ha NpoBeaeHne KIMHUYEeCKOro nccrefoBaHms nekapcTBeHHOro npenaparta
Ons MeOuUMHCKOrO MpUMMEHEeHus, 3a Bblady paspelleHns Ha npoBedeHne KIMHUYECKOro UuccregoBaHus
neKkapCTBEHHOro npenapata Ana MeguuMHCKOro MPUMEHEeHUs, 3a MpoBeAeHME 3KCNepTu3dbl OOKYMEHTOB Ha
NeKapCTBEHHbIN npenapaTt Afs NOMyYeHus paspelleHns Ha npoBefeHMe MexOyHapOAHOro MHOroLEeHTPOBOro
KNUHUYECKOTO WCCRedoBaHUSA NeKkapCTBEHHOro npenapara Ans MeAUUMHCKOrO NpUMEHeHWsi, 3a Bblgady
paspelleHns Ha NpoBefeHne MeXAyHapOAHOro MHOMOLLEHTPOBOrO KMMHUMYECKOrO UCCRefoBaHUSA NekapCTBEHHOro
npenapata ang MeauLMHCKOro NpMMeHeHUs!, 3a NpoBeeHNe 3TUHECKOM KCNepTU3bl, SKCNEPTU3bl JOKYMEHTOB Ha
nekapcTBEHHbIN MpenapaTt Ans NoryyeHus paspelleHns Ha npoBefeHue NOCTPerncTpPauuoHHOro KMMHUYECKOro
uccneaoBaHUs NeKapCTBEHHOro npenapaTta Ans MeaUUMHCKOro MpUMEHEHUs, 3a Bblgady paspelleHus Ha
npoBedeHne  MOCTPErMCTPaUMOHHOIO  KIIMHWMYECKONO  MCCReaoBaHWA  NIEKApPCTBEHHOro  npenapata  Ans
MeANLMNHCKOro NPpUMEHEHUS.

6. lNpoBegeHne 3KCnepTM3bl AOKYMEHTOB ANSA MNOMyYeHUs paspelleHust Ha MnpoBedeHue KIMHUYECKOro
uccrnefoBaHus  NieKapCTBEHHOro npenapata  And  MeaMUMHCKOro MNPUMEHEHUSS W 3TUYECKOW  3KCNepTu3bl,
COCTaBfiIeHME KOMUCCUEN IKCMEPTOB M COBETOM MO 3TUKE 3aKSYEHUN O BO3MOXHOCTM WU HEBO3MOXHOCTU
NPOBEOEHUS TaKOro KIMHWMYECKOro WCCNefoBaHMA W HanpaBreHue 3TUX 3akMioYeHUn B YNOSTHOMOYEHHbIN
denepanbHbI OpraH UCMNOSTHUTENbHOW BIACTU OCYLLECTBMATCA B CPOK, HE MPEBbIAKWNA Tpuguatn padounx
OHEeMn CcOo [HS MNOMNyYeHUs1 9SKCNEepTHbIM yypexaeHueM 3afaHusd  YNoNHOMOYEHHOro defepanbHOro opraHa
UCNONMHUTENBHON BRacTu C NPUNOXEHNEM AOKYMEHTOB, yka3daHHbIX B NyHkTax 3, 4, 10 n 11 yactu 2 HacTosLen
cTaTbW, U COBETOM MO 3TUKE 3aJaHusa YNONHOMOYEHHOro defepanbHOro opraHa MCMONHUTENbHOW BRactu C
NpUNoXeHneM OOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yacTu 2 HacTosLLEN CTaTbu.

7. B cpok, He npeBbilIaoLWmMA NATU pabounx AHen CO OHA NOMyveHUs 3aKroYeHU, yKaszaHHbIX B Yactu 6
HacTosLLen cTaTbW, YNONMHOMOYEHHbIV befieparnbHbli OpraH UCNONHUTENBHON BNacTu:

1) oOcCyLlecTBNSET OLEHKY MOCTYMMBLUMX 3aKMOYEHUA ONnsa onpenenieHnst Mx COOTBETCTBUS 3afaHUsSM Ha
npoBegeHne COOTBETCTBYHOLLMX IKCNEPTUS;

2) MpPUHUMMAET peLleHne O Bblgave paspelleHnss Ha MnpoBedeHMe  KITMHUYECKOro  WCCreLoBaHus
NeKkapCTBEHHOro npenapara Anst MEAULMHCKOro NPUMEHeHNs1 UM 00 oTkase B BblAaye yKa3aHHOro paspeLleHns;

3) BblgaeT paspelleHne Ha NpoBeAeHME KITMHUYECKOrO WUCCreAOoBaHUS JIeKapCTBEHHOro npenapara Aans
MELMLMHCKOrO MPMMEHEHMS UM pelleHne 00 OTKase B BblJaye YKAa3aHHOro paspeLleHus ¢ ykasaHuemM MpuydmH
OTKasa.

8. OcHoBaHMeM ans oTkasa B Bblgade paspelleHuMs Ha MpOoBeAEeHUE KITMHMYECKOro WuccrnegoBaHust
NeKapCTBEHHOro npenaparta Ansg MeOULMHCKOrO MNPUMEHEHUSA SBNSETCS HanuMyne 3aKni4veHust KOMUCCUK
3KCNEpPTOB WNN 3aKNOYEHUS cOoBeTa MO 3TMKE O HEBO3MOXHOCTU MNPOBEAEHUSI KIIMHUYECKOro WCCregoBaHust
NneKkapcTBEHHOro npenapara Ans MeOUMUMHCKOro NPUMEHEHWs no pesynbTaTamM MpOBEAEHHbIX 3KCNepTus,
npeayCcMOTPEHHbIX YacTblo 6 HACTOSALLEN CTaTbW.
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9. PelweHune 06 oTkase B NpoBeAEHUN SKCNEPTU3bl JOKYMEHTOB A1 MNONyYeEHUs pa3peLleHmns Ha NpoBeaeHne
KMMHMYECKOrO UCCNEAOBaHWA NEKAPCTBEHHOrO Mpenapata Ans MEOULMHCKOrO MPUMEHEHUS W 3TUYECKOW
3KCNepTU3bl U B Bblgaye paspelleHns Ha NpoBefeHMe KIMHUYECKOro UCCNefoBaHMs NekapCTBEHHOrO npenaparta
AN MeauUMHCKOrO MpUMeEHeHUs MoXeT ObiTb obxanoBaHO B nopsgke, YCTAHOBIIEHHOM 3aKOHOAATENbCTBOM
Poccumckon ®epepauun.

CtaTbs 39.1. 3Tnyeckas akcnepTuaa
(BBegeHa d®epepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03)

1. OTuueckas akcnepTMsa MNPOBOAUTCA COBETOM MO 3TMKE, CO34aHHbIM B MOpAdKe, YCTAHOBJIEHHOM
YMOMHOMOYEHHBIM doeaeparnbHbIM OpraHOM UCMOSNTHUTENBHOW BMACTW, B LENAX BblAaun 3akoyeHns o6 3TM4eckon
0BOCHOBAHHOCTN BO3MOXHOCTM MNPOBEAEHUST KIMMHUYECKOrO WCCREeAOBaHWS JIEKAapCTBEHHOro npenaparta Ans
MEeLMLMHCKOro NPUMEHEHMS.

2. OkcrepTamu coBeTa MO 3TUKE MOryT ObiTb NPeACTaBUTENU MEOMLMHCKUX OpraHM3auuin, Hay4vHbIX
opraHusaumn, obpasoBaTenbHbIX OpraHM3auuin Bbicliero obpasoBaHus, a Takke NpeacTtaBUTENnM 0OLLECTBEHHbLIX
opraHmsaumn, penurmo3HbiXx OpraHM3auuin U cpeacTB MaccoBoW MHGoOpMauuwn. [aHHble 3KCnepTbl He OOSKHbI
HaxoOuTbCA B KakoW-nMbo 3aBMCMMOCTU OT pa3paboTyMKOB NeKapCTBEHHbIX MpenapaTtoB W APYrux nu,
3aUHTEPECOBaHHbIX B pe3ynbTaTax 3TUYECKOM IKCNepTuU3bl.

3. Onnarta ycnyr 3KCMepToB cOBeTa MO 3TUKE OCYLLECTBMSETCA Ha OCHOBaHUW AOroBOpa, 3aKMYeHHOro
MeXay YNONHOMOYEHHbIM dhefepanbHbiM OpraHOM UCMONMHUTENBHON BNACTWU, KOTOPbIM CO30aH COBET MO 3TuKe, U
3KCMEepTOM coBeTa MO 3TUKe, 3a CYEeT OHMKETHbIX aCCUMrHOBaHUMW, NPEeAYyCMOTPEHHbIX YMOMHOMOYEHHOMY
denepanbHOMy OpraHy MCMNOSIHUTENbHOW BACTU, KOTOPbIM CO3[aH COBET MO 3TUKe, B heaepanbHOM BrogxeTe Ha
COOTBETCTBYWOLMIA rof Ha obecneyeHne ero OesTenbHOCTW, B pasmepax, YCTaHOBMNEHHbIX [lpaBUTENbLCTBOM
Poccuiickon depepauun.

4. DKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbLCTBOM Poccuimckon
depepauyun.

5. CoctaB coBeTa No 3TuKe, NonoxeHne o6 3TOM coBeTe, NOPSOOK €ro AedATtenbHocTu, TpeboBaHMA K
KBanudpukaumm un onbiTy paboTbl NO SKCNEPTHOW OLEeHKe HaydHbIX, MEOULIMHCKUX U ITUYECKMX acrekToB
KNMUHUYECKMX MCCNEAOBaHUN NEKAapCTBEHHbLIX MpenapaTtoB Ansi MEAULMHCKOrO NPUMEHEHUs, npeabsBnsieMble K
aKcnepTam coBeTa Mo 3TUKE, NOPALAOK OpraHM3aunmn 1 NPoBeaeHUs STUYECKOM SKCMepTM3bl, dopMa 3akNoYeHus
coBeTa MNo 3TUKe yCTaHaBNMBAKOTCS YMNONHOMOYEHHbIM heeparnbHbIM OpraHoM UCMOMHUTENBHOM BriacTu. Yucno
npeacraBuTenen MeguUMHCKUX OpraHu3auuin He MOXeT nNpeBblllaTbh MOMOBUHY OT obllero 4yucna akcrnepToB
CcoBeTa Mo 3TuKe.

6. MiHdopmaumsa o cocTaBe COBETa MO 3TUKE, NilaHax ero paboThl U TeKyLen OesaTeNnbHOCTM pa3MellaeTcs
Ha ohmumanbHOM canTe YNOoNHOMOYEHHOro hefepanbHOro opraHa UCNoSTHUTENbHOM BriacT B cetn "MHTepHeT" B
YCTaAHOBMIEHHOM MM MOpsiaKe.

Cratbs 40. lNpoBeaeHve KNMHUYECKOTO WCCMeOoBaHWsA NeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
npumMeHeHus

1. PykoBoauTene MeOMLMHCKOW oOpraHu3auuun, KOTopas nMpoOBOAUT  KNUHWYECKOe WCcCnefoBaHue
neKapCTBEHHOro npenapata Ans MeguMUMHCKOro MPUMEHEHMs), Has3Ha4yaeT uccneaoBaTens, OTBETCTBEHHOro 3a
npoBefeHne TaKkoro MCCNefoBaHUS U MMeloLwero nedebHyo crnelmanbHOCTb, COOTBETCTBYHOLLYIO MPOBOAUMOMY
KNMHUYECKOMY MCCNeaoBaHUI0 NeKapCTBEHHOro npenapara, co cTaxeM paboTbl MO nporpammMamM KIMHUYECKMX
UCCneaoBaHUN JeKapCTBEHHbLIX MpenapaTtoB HEe MeHee 4YeM TPy roga U Mo ero MnpeanoXeHuo HasHadaeT
counccnegoBaTenen U3 Yicrna Bpayen 3Tom MeauLnMHCKON opraHmsaunn.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. WccnepoBartenb ocyllecTBnseT BbIOOP MaUMEHTOB, KOTOPblE MO MEAULMHCKAM MOKas3aHMsM MOryT ObiTb
NpuBreYEeHbl K Yy4acTUO B KIMHMYECKOM WCCMedOBaHUM JEKApCTBEHHOrO npenaparta ans MeguuMHCKOro
NPUMEHEHNS.

3. Uccneposatenb u couccnegoBatenn OOMKHbI GbiTb O3HAKOMMEHblI C pesyrnbTaTamMu AOKIUHUYECKOro
nccnegoBaHust NIekapCTBEHHOrO CpeacTBa, coaepalmmucsa B Opolutope uccrnegoBartens, NPOeKTomM NpoTokona
KNMUHUYECKOrO MCCReaoBaHNA NeKapCTBEHHOro npenapara Ans MeguuMHCKOro npUMEHeHusi, paspaboTaHHbIM
pa3paboTyMKOM NEeKapCTBEHHOro npenapara WM WHbIM HPUONYECKMM NMLOM, MPUBNEKAEMbIM K OpraHusauum
NPOBEOEHUS KITMHMYECKOrO WCCReaoBaHUA NEeKapCTBEHHOro npenapaTta Ans MeaguUMHCKOro MNPUMEHEHUs, WU
Opyrumun matepuanamu Takoro uccrefoBaHus.
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3.1. PykoBoguTenb MEeOULUHCKOW OpraHusaumm B CPOK, He MpeBbillalowmi Tpex pabounmx gHen co OHs
Havana npoBeAeHUsT KITMHUYECKOro MCCrefoBaHMs FIEKapCTBEHHOIO npenapara Ansg MeguuuHCKOro NpUMeEHEHMs,
coobuwaeT 06 9TOM B YNONTHOMOYEHHbIN doeaepanbHbI OpraH UCMOSIHUTENbHOW BNAcTW, BblAABLUMIA pa3peLLeHne
Ha NpoBeAeHne Takoro nccrnefoBaHusl, Mo YCTaHOBMEHHON UM chopMe.

(yacTb 3.1 BBegeHa depeparnbHbiM 3akoHoM OT 29.11.2010 N 313-93)

4. OpraHusauuy, OCYLLECTBRSIOLIME  OpraHu3auuio  MNpoBeAEeHUs  KIMMHUYECKOrOo  MCCrneaoBaHud
nekapcTBEHHOro npenapata Ans MeOMWLIMHCKOrOo NMPUMEHEHWs U yka3aHHble B YacTu 3 ctaTbu 38 HacTosLiero
depnepanbHOro 3akoHa, B criyyae HeobXxoANMMOCTU BHECEHUSA U3MEHEHUI B MPOTOKON KIMHUYECKOro UccnegoBaHus
nekapcTBEHHOro npenapaTta Ans MeOULMHCKOTO MpuMMeHeHusi coobwaT 06 3TOM B YNONTHOMOYEHHbIN
degepanbHbIi OpraH UCMOMHUTENBHOW BRAacTW, BblAaBLUWK paspelleHne Ha nNpoBefeHue Takoro uccregoBaHus,
Nno yCTaHOBMNEHHON UM hopme.

(B peq. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dopma coobLLeHNS O BHECEHUN U3MEHEHWIA B MPOTOKOM KITMHUYECKOro UCCIeAOBaHUS IEKAapCTBEHHOIO
npenapaTta anis MeAMLMHCKOro NPMMEHEHMS OOIPKHA COAEepXaTb CreayLlme cBefeHus:

1) HaMmMeHoBaHWe, NOEeHTUMMKALNOHHBIA HOMEP U JaTa NPOTOKONa KIMMHUYECKOrO UCCeL0BaHWS;

2) [aTta BHECEHUS U3MEHEHWI B NPOTOKOI KIMUHUYECKOro NCCNeA0BaHUS;

3) HaMeHOBaHMe N MECTO HaXOXAEeHUSA 3asaBUTENS;

4) HanmeHoBaHWe opraHmMsauum, NpMBre4YeHHON pa3paboTumMKoM nekapCcTBEHHOrO npenapara K opraHusauum
npoBeaeHUs KNMHUYECKOrO UCCrefoBaHns (NpyU Hanuuum);

5) HanmeHOBaHUA U MecTa HaxoXAeHUs MeOMLIMHCKMX OpraHM3auui, B KOTOPbIX MPOBOAUTCS KIUHUYECKOe
nccrnegoBaHue;

6) AaTa Bblga4yM paspeLLeHnss Ha NPoBeAEHME KITMHUYECKOTo UCCNEeaoBaHMsA U HOMEP 3TOrO paspeLLeHus;

7) N3MEHEHUS, BHOCUMbIE B NMPOTOKOJT KITMHNYECKOIO UCCeaoBaHUS.

(4acTb 4.1 BBegeHa depgepanbHbiM 3akoHOM oT 11.10.2010 N 271-03)

5. B cpok, He npeBbillatoLwmin TpMaLaTi padbounx AHEN Co OHSA NOSTydeHUsT YKa3aHHOro B YacTu 4 HacTOALLEN
cTatby COOOLLEHMS, YMONHOMOYEHHbLIN deaeparnbHbIii OpraH WCMONHUTENbHOW BriacTM paccmaTpyBaeT 3TO
cooOleHne B YCTAHOBMIEHHOM MM MOpsAKE WM MNPUHMMAET peLleHMe O BHECEHUN W3MEHEHUM B MPOTOKON
KNMUHWUYECKOrO UCCNefoBaHMs NEKapCTBEHHOro npenaparta and MeguuMHCKOro NpuUMeHeHust unm ob oTkase BO
BHECEHMMN TaKNX M3MEHEHNN. [1pn paccMoTpeHnn coobLeHns o HeOBX0AMMOCTMN BHECEHUS U3BMEHEHWUI B NPOTOKOS
KNWUHUYECKOTrO WCCNeaoBaHUsl NEKApCTBEHHOro npenapata Anst MeOULMHCKOrO MPUMEHEHUS B LENAX OLEHKM
0OOCHOBAHHOCTM NpeanaraeMblX M3MEHEHWM U OMpedeneHus CTerneHn pucka Ans nauMeHToB, MPUHMMAaKLNX
yyacTue B KIMUHUYECKUX UCCNeaoBaHusIX, YNONMHOMOYEHHbIM defeparnbHbIM OpraHOM MCMOMHUTENbBHOW BnacTtu
MOryT NPUBMeEKaTbCHA 3KCNepThl COBETa MO ATUKE.

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

6. KnnHnyeckoe mccnegoBaHve NEKapCTBEHHOroO npernapaTta Ans MeguUUHCKOro NMPUMEHEHUsST MOXET ObiTb
NMPUOCTAHOBIIEHO MMM MpPEeKpaLLeHO, eCcnn B MpoLecce ero npoBedeHusi obHapyXeHa OMacHOCTb AN KU3HW,
300pOBbs NauMeHToB. B criyyae BO3HMKHOBEHWS OMACHOCTM ANS XKW3HW, 300POBbS MalMeHTa, y4acTBYIOLLEro B
KNMMHUYECKOM UCCNEeAoBaHMU JIEKapCTBEHHOrO npenaparta Ans MeOWLMHCKOrO NPUMMEHEHUs, UCCredoBaTenu
065s3aHbl NpouHgopMmnpoBaTh 06 3TOM PYKOBOAUTENSA MEOULMHCKON OpraHM3auuu U OpraHusaumio, nosy4vmBLLYO
paspeLleHne ynonHOMOYEHHOro hefepanbHOro opraHa UCNONHUTENbHOW BNACTW Ha OpraHusauuio nNpoBeaeHUs
KNMUHWUYECKOTO UCCredoBaHUA JeKapCTBEHHOro npenapaTta. PelweHMe O nNpUOCTaHOBIIEHUN  KITMHUYECKOro
uccneaoBaHUs NekapcTBEHHOro npenapata And  MeAMUMHCKOrO MNPUMEHEHWs MNPUHUMMAalT  pPyKOBOAUTENb
MEOMLIMHCKON opraHvM3auuu u (Mnu) opraHusauus, NonyymBlLas paspeLleHue ynornHOMOYEHHOro dheaeparnbHOro
opraHa MCMOMNHUTENbHOM BNACTM Ha OpraHM3auumio NPOBEAEHUS KIMMHUYECKOro WUCCNeLoBaHWsi NEKapCTBEHHOIO
npenapata gnsi MeOuUMHCKOrO MNPUMEHEHMUS, pEeLleHMe O npPeKpalleHUn Takoro uccnegoBaHus NPUHUMaeT
YMOMTHOMOYEHHbIM doefeparnbHbIl OpraH WCMOSNTHUTENBHOM BNAacTU Ha OCHOBAHWM COOOLLEHUS B MUCbMEHHOM
dopme  pykoBOAUTENS  MEOMUMHCKOW  OpraHMsaumMM  Wnu  opraHusauus, nonyymBllasl — paspelleHune
YMOMHOMOYEHHOro dheaeparnibHOro opraHa UCMOSIHUTENBHOW BACTM Ha OpraHM3auunio MPOBEAEHUST KIMMHUYECKOTrO
nccneaoBaHus NekapCTBEHHOro npenaparta ansg MeguuuHCKOro MPUMEHEHUS.

7. B cpok, He npeBbllIAWUA NATU paboumx [OHEW CO [HA 3aBepLUEeHUsl, MPUOCTAHOBIIEHUS WK
NnpekpaLleHnst KINMHUYECKOrO WCCrefoBaHNsl JeKapCTBEHHOrO Mpenapata Anst MeAULMHCKOTrO MPUMEHEHUS,
coobuleHne 06 3TOM HanpaBnseTcs oOpraHu3auusmu, YykasaHHbiMM B Yactu 3 cTatbuM 38 HacTosLlero
denepanbHOro 3akoHa, B YNofIHOMOYEHHbIN doefeparnbHblid OpraH UCMOMHUTENbHOW BNACTU NO YCTaHOBNEHHOW UM
copwme.

8. ®opma coobLleHnsa 0 3aBepLUEHNN, NPUOCTAHOBNEHUN UNU MPEKPaLLEHNN KITMHUYECKOro UccrnenoBaHus
neKkapCTBEHHOro npenapaTta Ans MegUUNHCKOro NPUMEHEHNS O0IMKHaA coaepXKaTb:

1) nHdopmaLMio 0 MEOULMHCKOW OpraHmMsaLmMm Unu MeguuuHCKMX OopraHu3auusax, NpoBOAMBLUUX [aHHOe
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nuccnenoBaHue;

2) onvcaHne AaHHOro uccrnenoBaHus;

3) pOaHHble wuccnepoBatenst (bamunus, WMMS, OTYECTBO, MECTO paboTbl, 3aHMMaemasi [AOSHKHOCTb,
cneumnanbHOCTb, CTax paboTbl MO NporpaMmmMam  KIMHUYECKUX WCCNeaoBaHUM JEeKapCTBEHHbIX Mpenapartos,
nepeyveHb KNMHUYECKUX UCCNenOBaHWI NEKAPCTBEHHbLIX NpenapaToB, B KOTOPbLIX OH NpMHUMAan yvyactue (nepuoasbl
yyacTusl) B KayecTBe nccrnegoBaTens unm couccnenoBsarens);

(B peq. ®enepansHoro 3akoHa ot 11.10.2010 N 271-®3)

4) pesynbTaT [aHHOrO UCCNeaoBaHMsA (3aBeplleHune, MNpPUOCTaHOBIEHUE UMM MpekpalleHve [OaHHOro
uccneaoBaHUs C ykasaHMeM WX MPUYMH U BIUSHUS Ha OLIEHKY €ro pesynbTaToB, OOLLY0 OLeHKY pucka wu
OXMOAeMON MNoNb3bl OT MPMMEHEHMSI UCCNEAyeMOro JekapCTBEHHOro npernaparta, a Tawkke npegnonaraemble
[anbHenwne OencTeums).

8.1. lMpwn BbIABNEHUN hedepanbHbIM OpPraHOM WCMAOMHUTENbHOW BMacTW, OCYLLECTBAAKOWMM (OYHKUUN MO
KOHTPOSIIO N Hag3o0py B cdepe 34paBOOXPaHEeHUs, HapylleHn NpaBua Haanexawemn KnMHUYEeCKOW NpakTUKKM npu
NPOBEAEHUN KITMHUYECKOTO WCCMEAOBaHUSA JIEKapCTBEHHOrO Mpenapara, BIMSAIOWNUX Ha MOMAHOTY W (Mnu)
[OCTOBEPHOCTb AaHHOMO KITMHUYECKOIo UCCIef0BaHus, yKasdaHHbI doeaeparnbHbIi OpraH UCMOSTHUTENBHOW BNacTu
npuocTaHaBnMBaeT NpoBeAEHNE AAHHOIO KIMMHUYECKOrOo UCCNeLoBaHUsA U BbIHOCUT MEAULMHCKOW OpraHM3aumn, B
KOTOPON NPOBOAMTCS [aHHOE KIWHUYEeCKoe uccrefoBaHve, npeanucaHne o6 ycTpaHeHUM BbISIBNEHHbIX
HapyweHuin. pyu HeycTpaHEHUU MELMLMHCKOM OpraHv3aumeint BbISIBNEHHbIX HapyleHWA B YCTAHOBMEHHbIA B
npeanvcaHnmM CpoK YKasaHHbIM  pedepanbHbli  OpraH WUCMOMNHUTENbHOW BNAcTU  MNPUHUMMAaET peLleHue o
npekpaLleHnn npoBeAeHNs KIMHMYECKOro WCCredoBaHUsl JEeKapCTBEHHOrO npenapata W HanpaensieT B
denepanbHbIn OpraH WMCNOMNHUTENBbHOW BacTW, OCYLLECTBASOWNA YHKUMM No BbipaboTke wn peanusauun
rocyapCTBEHHOW MOSIUTUKN U HOPMATUBHO-MPaBOBOMY PEryrIMPOBaHUI0 B chepe 34paBOOXPaHEHUs!, 3aKoYeHne
O BbISIBIEHMM MpPU MNPOBEAEHUN [LAHHOTO KIIMHUYECKOrOo MWCCefoBaHWst HapyleHUn npaBwuil Hagnexallen
KNMUHUYECKON MPAKTUKN ONS MPUHATUS pelleHnst 00 OTMEHe paspelleHnsl Ha OpraHu3auuto NpPoBeAeHUsT 4aHHOro
KNMUHUYECKOTO WCCINEeAOoBaHNsl C AdaTbl MPUHATUSA peLleHust O MPUOCTaHOBIIEHUM MPOBEAEHUST KITMHUYECKOrO
nccnenoBaHus NekapCTBEHHOro npenapara.

(wacTb 8.1 B pea. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-93)

9. YNonHOoMOYeHHbIN eaepanbHbii OpraH WUCMNOMHUTENbHOW BracTv OnybrvMkoBbIBAeT M pasMellaeT Ha
cBoeM odmumanbHom canTe B ceTh "HTepHeT" coobLueHre o 3aBepLlEHUN, MPUOCTAHOBIIEHMM UMW NPEKpaLLEHNN
KNMUHWUYECKOrO MCCRNeaoBaHUS NEKapCTBEHHOro npenapata Ana MeauMUMHCKOro MNPUMEHEHUSI B CPOK, He
npeBbILWaWMA NATM pabounx OHEN CO OHSA ero NoslydeHusl, B YCTAaHOBIIEHHOM MM MopsiaKe.

10. YnonHomo4eHHbIN deaepanbHbIii opraH WUCNOMHUTENbHOW BriacTUM OCYLLUECTBASET BeAeHue peecTpa
uccrnegoBartenen, NpoBOAALNX UM MPOBOAMBLUMX KIMMHUYECKME UCCIEN0BaHUSA NEKapCTBEHHbIX NpenapaTtoB Ansi
MELMLMHCKOrO MPUMEHEHUS, B COOTBETCTBUMN C YTBEPXKAEHHbIMA MM MpaBulaMu M pasmellaeT ero Ha CBOEM
omumanbHom camte B cetu "MHTepHeT" B YCTAHOBMIEHHOM WM nopsake. YKasaHHbIA peecTp COAEepXuUT
WHOpMaLMo, NPegyCMOTPEHHYHO NYHKTOM 3 YacTu 8 HacTosLEeN CTaTbu.

11. OT4yeT O pesynbTaTax KIMMHUYECKOrO MCCIeaoBaHUsi NIEKApCTBEHHOrO npenaparta gfis MeguuUHCKOro
NPUMEHEHNST COCTaBMSIETCA OpraHm3aumen, ykasaHHom B Yactu 3 ctatbu 38 Hactosiwero deaepanbHOro 3akoHa,
Ha OCHOBaHMMW 3aKITYEHUA MEOULMHCKUX OpraHu3auun, NpoBOAMBLUMX 3TO UCCRedOBaHWe, U NpeacTaBnsaeTcs B
YNONTHOMOYEHHbIN dheaeparnbHbI OpraH UCMOMNHUTENbHOW BRacTy, BblAaBLUMA pa3peLleHne Ha npoBeaeHue 3Toro
nUccrnegoBaHusi, B CPOK, He MpEBLILLAKOWNIA TPeEX MECSLEB CO AHA €ero 3aBepLueHusi, NMPUOCTAHOBMEHUS UMK
npekpaLleHus, B Nopsgke, yCTAHOBIEHHOM YMOSTHOMOYEHHbIM hefiepanbHbiM OpraHoM UCMOMNHUTENBHOWM BracTu.

12. HapylweHuve npaBun Hagnexallen KNMHUYECKON NpakTukK, danscudurkaunst pesynbTaToB KIMHUYECKOro
nuccneaoBaHus nekapcTBEHHOro npenaparta Anst MeguLMHCKOro NpUMeHeHNst BNeKyT 3a cOBoM OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoAaTensCcTBOM Poccunckon ®enepavinn.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

13. lpn npoBegeHUN KIMHUYECKOrO WCCreAOBaHUSA JeKapCTBEHHOro npenapata Ans MeguuMHCKOro
NPUMEHeHNs aornyckaeTcs 3abop y naumeHToB Guonornyeckux matepmanos (obpasubl GUONOrMYEeCcKUX XUOKOCTEN,
TKaHeW, CEKPETOB U MPOAYKTOB XMU3HEOEeATENbHOCTM YenoBeka, (OU3N0NOrMYeckux U naTonorMyeckmx BblaeneHun,
Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3moB, OuOMCWMiAHbLIN MaTepuan) Ans ux udydeHus B Poccunckon
depepauuu 1 (Mnn) 3a npegenammn Poccuiickon Pegepaumm.

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

14. [Nopapok BBO3a B Poccunckyio Pepepaunio u BbiBO3a 3a npegensl Poccunckon depepauum
fuonormyecknx MartepuanoB, MOMyYEeHHbIX MpPU MPOBEAEHUN KIMHUYECKOrO WUCCNeaoBaHUs nekapCTBEHHOro
npenapaTta ans MeauLMHCKOro nprMeHeHusl, yctaHasnueaetcs [NpasutensctBom Poccuiickon denepavmm.

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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Cratbss 41. [JoroBop O MPOBEAEHUM KIMHWUYECKOrO WCCNedoBaHWsl eKapCTBEHHOro mnpenapaTta Ans
MEANLIMHCKOro MpYMEHEHUS]

1. KnMHuyeckoe uccnepoBaHue nekapcTBEHHOro npenapata Ansg MeAvLUMHCKOro NpUMEHeHUs NpoBOAUTCH B
COOTBETCTBMM C [OrOBOPOM O MPOBEAEHUM KIIMHUYECKOro WUCCNeaoBaHUS NEeKapCTBEHHOro npenaparta Ans
MELMLIMHCKOro NPUMEHEHWS, 3aKioYaeMbiM MeXay opraHusauuen, NonyyuslLen paspelleHme YnonHOMOYEHHOro
denepanbHOro opraHa WCNONHUTENBbHOM BRAcTM Ha OpraHu3auuMio NpoBeAeHUs Takoro WCCRefoBaHust, U
MeAMLIMHCKON opraHm3aLmMen, ocyLLeCcTBAIOWEN NpoBeAeHNEe TAKOro UCCneaoBaHUs.

2. [loroBop 0 npoBedeHMM KIMHUYECKOro MCCRnedoBaHWs NeKapCTBEHHOro npenapata Ans MeauuuHCKOro
NPUMEHeHWs OOIMKEeH coaepxaThb:

1) ycnoBums n CpoKun NpoBeAeHNst JAHHOIO NCCIe0BaHNS;

2) onpegeneHve obwen CTOMMOCTM MpoOrpaMmbl  [AHHOMO MWCCNEeAOBaHWUS C  yKasaHMeM CyMMbl,
npegHasHa4alroLlencsa ansa BeinaaT uccregoBaTensM, COMccneaoBaTernsm;

3) onpegeneHue hopMbl NpPeACTaBneHMs pes3ynbTaTOB OaHHOIMO WUCCRegoBaHUs B YMOSIHOMOYEHHbIV
deaepanbHbIi opraH UCNOMHUTENBHOW BNacTMW.

Ctatbs 42. ®duHaHcOBOe obecneyeHue KIMHUYECKOro WCCreaoBaHus NNeKapCTBeHHOro npenaparta Aand
MeaNLMNHCKOIro npuMeHeHunsa

durHaHcoBOe obecnevyeHne KIMHMYECKOro MCCNefoBaHMs NEeKapCTBEHHOro npenapara ans MeauuuHCKOro
NPUMEHEHNs OCYLLLECTBSETCS 3a CYET:

1) cpencTB dheaepanbHOro GLOOKETa;

2) CpeAcTB opraHuM3aLymi, NOMyYMBLLMX pa3peLleHne Ha opraHM3aLumio NpoBeAEHNS JaHHOMO McCneoBaHus,
B COOTBETCTBUM C YCIIOBMSIMM AOrOBOpa O €ro NpoBeAEHWM;

3) MHbIX HE 3anpeLLeHHbIX 3akoHogaTenbcTBOM Poccuiickon depepaumm MCTOUYHMKOB.

Cratbs 43. MNpaBa NauMeHTOB, Y4acCTBYIOLUMX B KIMHWYECKOM MCCIIe4OBaHUM JIeKapCTBEHHOro npenapaTa
AN MeauLMHCKOTO NpUMeHeHu s

1. YyactMe nauueHToB B KIMHUYECKOM WCCNeooBaHMM NEKapCTBEHHOrO npenapaTta Ans MeauuMHCKOro
NPUMEHEHNS ABNSIETCA 4OOPOBOSLHLIM.

2. [MaumMeHT nnu ero 3aKoHHbIN NpeacTaBUTENb AOMMKEH ObITb MHHOPMUPOBAH B NMMCbMEHHOW hopMme:

1) 0 nekapCcTBeHHOM npenapare Ans MeOULMHCKOrOo NPUMEHEHNsST U CYLLHOCTW KITMHUYECKOro UccrnenoBaHus
3TOro NIEKapCTBEHHOIO Npenapara;

2) o 0e3onacHOCTU NEeKapCTBEHHOro mnpenapata Ans MEAWMUMHCKOrO MNPUMEHEHUS, €ero OXuaaemomn
APEKTUBHOCTUN U CTEMEHM pUCKa NS NaUNEHTa;

3) 06 ycrnoBusIX yvacTusi naumeHTa B KIMHUYECKOM WCCIEAOBaHUM JIeKapCTBEHHOro npernapaTta Ansi
MEeLMLMHCKOro NPUMEHEHMWS;

4) 0 Uenu unu Lensax n NPoAoIMKUTENBHOCTU KITMHUYECKOTO MCCIeoBaHMs NEKapCTBEHHOro npenapaTa Aans
MEANLMNHCKOrO NPUMEHEHUS;

5) o pencTBuAX nNaumeHTa B criydyae HenpeaBuaeHHbIX 3PdEKTOB BNUSHNS NeKapCTBEHHOro npenapara Ang
MEANLMNHCKOro NPMMEHEHUS HA COCTOSIHNE ero 340pPOBbLS;

6) 06 ycrnosusax 0643aTenbHOro CTpaxoBaHUs XU3HW, 340P0BbS NALUEHTa;

7) 0 rapaHTUSaX KOH(MAEHUManbHOCTU y4yacTuUsl NauMeHTa B KINMHUYECKOM UCCrefoBaHUM NeKapCTBEHHOMO
npenaparta ons MeaMunMHCKOro NpUMeEHEHNS.

3. [HobpoBonbHoOe corracvMe nauMeHTa Ha yyacTMe B KIMHMYECKOM MWCCIeaoBaHMM JIEKapCTBEHHOro
npenapaTta ansg MeOUUMHCKOrO NpUMEHEHUsI NOATBEPXKOAAETCS €ro noamnucbio MM MNOAMUCBI0 €ro 3aKOHHOro
npeacTaBuTenst Ha MHPOPMALMOHHOM NNCTKE NMaLuMeHTa.

4. TauMeHT unM ero 3aKOoHHbI MNpeacTaBuUTENb MMEET MPaBO OTKas3aTbCs OT y4acTuMs B KIMHUYECKOM
nuccneaoBaHUKM NEKapCTBEHHOrO npenapaTta Ans MeAUMUMHCKOro MpuMMeHeHus Ha nobon cTtagum npoBeneHus
TaKkoro uccrnegoBaHus.

5. lNpoBeneHne KNMHNYECKOro NUCCnenoBaHus fleKapCTBEHHOro npenapata Ans MeauuMHCKOro NpuMeHeHns
C yyacTueMm B KayecCTBe NaumeHTOB AeTeln AONYyCKaeTCcs TOMbKO C cornacus B NMCbMEHHOW hopMe UX poauTenen,
yCcblHOBUTENEW. [leTn MoryT paccMaTpuBaTbCs B KayecTBe MNOTEHUMarnbHbIX MaLMEeHTOB TaKoro MccrneaoBaHus,
TONbKO €Cnu ero nposefieHne HeobxXxoauMO AN YKpenneHusa 340poBbsa AeTer Unu npounakTuku MHPEKLNOHHbIX
3aboneBaHnii B OETCKOM Bo3pacte NnmMbO ecnv uenbio Takoro UccrnefoBaHus sIBNSETCHA MOofydyeHue AaHHbIX O
Hauny4llen JO3UPOBKE NEKapCTBEHHOro npenapara Ans neveHus geten. B aTux cnyvasix Takomy mccnegoBaHuo
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OOJDKHO  MpeflecTBOBaTb  KIIMHUYECKOE WCCIeAOBaHME JEKapCTBEHHOro npenapata  Ans  MeauumuHCKOro
NPUMEHEHNS HA COBEPLUEHHOMNETHUX rpaXKgaHax, 3a UCKIIOYEHNEM CryvyaeB, eCriv Uccreayemblin IeKapCTBEHHbIN
npenapat Ans  MEOULMHCKOTO  MPUMMEHEHMSs1  MpedHasHadyeH  MCKIKYUTENbHO  ANS MCMOSIb30BaHUS
HECOBEPLUEHHONETHUMW rpaxkgaHaMMU.

(B peq. ®enepansHoro 3akoHa ot 22.10.2014 N 313-®3)

6. 3anpewaeTcs npoBegeHUe KNMHNYECKOrO UCCreaoBaHNSA NIEKapCTBEHHOMO npenaparta ans MeanuuHCKOro
NpPUMEHEHUs C y4acTMeM B KayecTBe NauneHTOoB:

1) neten-cnpoT 1 geTen, ocTaBLLuxca 6e3 noneyeHnsa poamTenen;

2) XeHWNH B nepuoa OGepeMeHHOCTW, XEHLMH B MNepuod rpygHOro BCKApMIIMBAHWS, 3@ WUCKNIOYEHUEM
Cny4aeB, ecrnu MpOBOAUTCS KIMHUMYECKOE MCCreaoBaHME IeKapCTBEHHOro npenapara, npegHasHayeHHoro Aris
YKa3aHHbIX JXEHLUUH, NpU YCnoBuM HeobxoouMocTV nonyveHust MHGopMaLMM TOMbKO BO BPEMS NPOBEAEHMS
COOTBETCTBYHOLLMX KIMHUYECKUX WCCRELOBAHUA N MPUHSTMS BCEX HEOOXOOAMMbIX Mep MO WCKIIOYEHUI0 pucka
HaHeCeHWs1 Bpeda XXeHLWWHe B nepuop 0epeMeHHOCTH, XEHLLMHE B NEpUOA rPYAHOro BCKapMIIMBaHMWS, Nnogy unm
pebeHkKy;

3) BOEHHOCNYXXaLLMX, 3a UCKIMIOYEHNEM CITy4aeB NPOBEOEHUSA KITMHUYECKOrO UCCNeaoBaHWs NIEKapCTBEHHOIO
npenapaTta, cneuuanbHO pa3paboTaHHOro ANd NPUMEHEHWsT B YCMOBUAX BOEHHbIX OENCTBUN, Ype3BblYalHbIX
cuTyauumn, nNpounakTUKM M nedeHus 3aboneBaHUMN W MOPaKEHWW, MOMYyYeHHbIX B pe3ynbTaTe BO3AEWUCTBUS
HeBNaronpuATHLIX XUMUYECKMUX, BUONOrMYecknx, pagunaumoHHbix daktopoB. KnnHnyeckoe mnccrnegoBaHne Takoro
NeKkapCcTBEHHOro npenapaTta MOXeT MpPOBOAUTLCA C YydacTMEM B KayecTBe MNaUMEHTOB BOEHHOCNyXalluux, 3a
UCKNIOYEHMEM BOEHHOCHYXaLUMX, MPOXOAALUX BOEHHYIO cnyxby no npusbiBy, ¢ cobniogeHnem TtpeboBaHui,
YCTaHOBIIEHHbIX HacTosALWwMM deaepanbHbIM 3aKOHOM B OTHOLLEHUN FPaXXAaHCKMX N,

4) COTPYOHUKOB NPaBOOXPaHUTENbHbBIX OPraHoB;

5) nuu, oTGbIBaOLNX HAKa3aHUEe B MecTax NMLeHust cBoboabl, a TakKe NuL, HaXOoOALWMXCA Nog CTpaxen B
CNneacTBEHHbIX U30MATopax.

7. JonyckaeTcs npoBefeHne KIMHUYECKOro UCCReLOoBaHNs NIEKapCTBEHHOrO npenaparta Ans MeauumMHCKOro
NPUMEHEHNs, NpeaHa3Ha4YeHHOro Af1s JIeYEHUs1 NCUXMYECKUX 3aboreBaHUn, ¢ y4acTMEM B KayecTBe MauMeHTOB
iy ¢ ncuxumdecknmn  3aboneBaHUsSIMKM, MNPU3HAHHBbIX  HEeOEeecrnocobHbIMM B MoOpsadke, YCTAHOBIIEHHOM
3akoHogartenoctBom Poccunckon degepaumn. KnnHndeckoe nccnenoBaHuWe NEKAapCTBEHHOrO npenaparta B 3TOM
cny4ae npoBOAUTCA MPU HANU4YMK Cornacus B NMCbMEHHOW (bopMe 3aKOHHbIX NpeacTaBUTeENen ykaszaHHbIX NuL.

Cratbsa 44. Ob6sazaTenbHoe CTpaxoBaHNE XU3HW, 300pOBbA NauueHTa, y4dacTBywuwWero B KIWMHUYECKOM
ncecneanoBaHMM nekapcTtBeHHOro npenaparta anda MmegmumHCKOro npuMeHeHmna

(B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauus, nonyuuBlUas paspelleHne Ha opraHM3aumio NpoBeOEeHUs KIMHWYECKOro MccreaoBaHus
neKkapcTBEHHOro npenapata Ans MeguuUMHCKOrO MpuMeHeHus, obs3aHa B kayecTBe CTpaxoBaTens cTpaxoBaTb
PUCK MPUYMHEHWS BPeda XW3HW, 340POBbI0 MaumeHTa B pesynbTaTte NpoBeAeHMs KIMHUYECKOro MccrneaoBaHus
neKkapcTBEHHOro npenapata Afns MEeAULMHCKOrO MNPUMMEHEHWs 3a CBOM CYeT MyTeM 3akiioyeHus [orosopa
obs3aTeNbHOrO CTPaxoBaHUS.

2. ObbekToM 0653aTeNbHOr0 CTpaxoBaHUS SBNSETCA UMYLLECTBEHHbIN UHTEpec nauuMeHTa, CBA3aHHbIA C
NPUYMHEHVEM Bpeda €ero XW3HW WU 300pOBbl0 B pes3ynbTaTe MNpPOBEAEHMS KITMHWYECKOro uccregoBaHust
nekapcTBEHHOro npenaparta Ans MeguuUMHCKOro NpUMEHEHUS.

3. CrtpaxoBbiM criyyaeMm Mo [OroBopy obsa3aTenbHOro CTpaxoBaHWs SBMNSETCA CMepTb MnauueHTa unu
yXydleHne ero 30opoBbs, B TOM 4uMcne Briekywee 3a cobow yCTaHOBMEHWE WHBanWOHOCTW, MNpU Hanuyinm
NMPUYUHHO-CNEACTBEHHOW CBA3W MeXAdy HacTynneHuem 3Toro cobblTvs M yyacTMem nauumeHTa B KIMHWYECKOM
nccnegoBaHMM NekapcTBEHHOro npenapara.

4. TpeboBaHuna O BO3MELLEHUN Bpeada, NPUYMHEHHOrO XU3HU UMW 340POBbLI0 MaLUMeHTa, NpeabsaBrsloTCA B
TeyeHne CPOKOB MCKOBOW AABHOCTU, YCTAHOBMIEHHBIX MPaX4aHCKMM 3aKOHOO4ATENbCTBOM.

5. Paamep cTpaxoBow BbinnaTthl MO 4OroBOpY 06543aTeNbHOro CTpaxoBaHUSA COCTaBNAET:

1) B cnyy4ae cMepTV naumeHTa fABa MunnuoHa pybnen Ha Kaxgoro nauueHTa, y4acTBOBaBLUErO B
KIMMHUYECKOM MccrnefoBaHnM NekapCcTBEHHOTO npenapara;

2) npu yxyglweHun 3gopoBbs NauneHTa:

a) nosnekwem 3a cobor ycTaHOBNEHWe MHBaANWAHOCTU | rpynnbl, OAWH MUMMMOH NATLCOT ThiCAY pybnen Ha
KaXxgoro nauueHTa, y4acTBOBaBLLEro B KIIMHUYECKOM MCCNEeA0BaHUN NEKapCTBEHHOro npenapaTa;

6) nosnekwem 3a cobor ycTaHoOBReHWe uHBanuaHocTw Il rpynnbl, oAvH MUAMWMOH pybnen Ha Kaxaoro
naumeHTa, y4acTBOBaBLUErO B KIMHNYECKOM UCCNeaOoBaHNM fleKapCTBEHHOrO npenapara;
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B) noBrekwem 3a cobow ycTaHoBreHue uHBanuagHoctu IlI rpynnbl, NATBCOT ThicAY pydbnen Ha Kaxgoro
nauveHTa, y4aCTBOBaBLUENO B KIMHUYECKOM MCCNeaoBaHNM NeKapCTBEHHOO npenapara;

r) He NoBrekweM 3a cobon yCTaHOBNEHNS UHBANMAHOCTU, HEe Bonee 4yeM TpucTa TbicaY pybren Ha Kaxaoro
nawuveHTa, y4acTBOBaBLUErO B KIIMHMYECKOM UCCRefoBaHUN fiekapCTBEHHOMO npenapara, ucxogs U3 HopMaTUBOB,
OTPaXalLLMX XapakTep W CTeneHb MOBPEXOEHWUs 300pOBbsl, @ Takke (aKTUYECKM MOHECEHHbIX NaLUEHTOM
pacxooB, Bbl3BaHHbIX MOBPEXAEHMEM 300pPOBbS, HA MEOULUMHCKYID MOMOLUb, NPUOGpEeTeEHNE IeKapCTBEHHbLIX
npenapaTos.

(nn. "r" B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Ytpatun cuny ¢ 1 uiona 2015 roga. - PegepanbHbiin 3akoH oT 22.12.2014 N 429-03.

7. Cpok poroBopa o0643aTenibHOr0 CTpaxoBaHMS He MOXET OblTb MeHee, 4YeM CpOK MNpOBEAEHMS
KIMMHUYECKOro MCCrefoBaHUs nekapCTBEHHOro npenapara.

8. YcnoBsus goroBopa o6si3aTenbHOro CTpaxoBaHUs, B TOM 4YuCre CTpaxoBble Tapudbl MO oba3aTensHOMY
CTpaxoBaHWO, MNepevYeHb HeoOXOAMMbIX [OOKYMEHTOB [N OCYLECTBIEHUS CTPaxOBOW BbINMaThbl, MNOPSAOK
YCTaHOBMEHUS  CTpaxoBaTerneMm  MHOMBMAYanNbHOMO  MAEHTUUKALMOHHOTO  Koda  nauMeHTa,  nopsigok
MHOPMNPOBAHUSA  CTpaxoBaTeneM CTPaxoBLiMKa O MPUBIIEYEHHbIX K  KIIMHWYECKOMY  WCCIedoBaHuo
NekapCTBEHHOrO npenaparta Ans MeauUMHCKOro NPUMEHEHWUs! NauMeHTax, NoOpsiAoK ynnaTbl CTPaxoBOW NpemMuu,
nopsiAoK peanvaauny onpefeneHHbIX HacToswmM PeneparnbHbiM 3akOHOM M ApyruMn doegeparnbHbIMU 3aKoOHaMM
npaB 1M 00s13aHHOCTEN CTOPOH MO [OroBOpy 00s3aTENbHOr0 CTpaxOBaHUSl, a Takke HOpMaTMBbl, OTpaxarowme
Xapaktep W CTeneHb MOBPEXAEHUS 340pPOBbs, YCTaHABNMBAlOTCSA TWUMOBLIMW nNpaBunamuv obsi3aTenbHOro
CTpaxoBaHwusl.

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

9. B cnyyae npuuvHeHWst Bpeda XW3HU MNaumMeHTa, y4acTBOBaBLUErO B KIIMHWYECKOM WCCregoBaHuu
nekapCTBEHHOIO npenaparta, Bbirogonpuobperatensmu Mo JoroBopy o06A3aTenbHOro CTpaxoBaHWs SIBNSAIOTCA
rpaxgaHe, UMeloLMe NpaBo Ha BO3MeLLEeHVEe Bpeda B Criydyae CMepTV KOPMUIbLa B COOTBETCTBUN C FPaXK4aHCKUM
3aKOHOOATEeNbCTBOM, MNPW OTCYTCTBUM TakMX rpaxgaH - poauTenu, cynpyr, OeTM ymepllero nauueHTa,
y4acTBOBABLUErO B KIMHUYECKOM WCCMEedOBaHUM JIeKapCTBEHHOrO Mpenapata, B Clyyae CMepTu nauueHTa,
y4acTBOBABLLEIO B KIIMHWYECKOM MCCMELOBaHUM NEKApPCTBEHHOrO npenapaTta v He MMEBLUEro CaMOCTOATENbHOMO
[oxoaa, - rpaxgaHe, Ha WKANBEHNM KOTOPbIX OH HAaxXo4Wuncs, B OTHOLLEHUN BO3MELLEHNSI pacxonoB Ha norpebeHune
nawuueHTa, y4acTBOBaBLLEIO B KIIMHUYECKOM UCCIeaoBaHNM NIEKAPCTBEHHOIO Npenapara, - Muo, NoHecLlee Takue
pacxogpl.

10. CTtpaxoBasi BbiMfaTa B CYET BO3MELLEHUSI Bpeaa, NPUYMHEHHOIO XW3HW NauMeHTa, y4acTBOBaBLUETO B
KMMHUYECKOM WCCNEAOBaHMM JIEKAPCTBEHHOro npenapaTta, pacnpefensietca mexay BbirogonpuobpetaTensimu
NPOMNOPLMOHANbHO UX KONMYECTBY B PaBHbIX AOMSX.

11. lMpn HacTynneHun CTPaxoBOro criydyas nauMeHT, Y4acTBOBaBLUMA B KIMHWYECKOM MCCreaoBaHum
nekapCcTBEHHOIO nMpenapaTa, Bblrogonpuobperatens BrpaBe MpPeabsBUTb HEMNOCPEACTBEHHO CTPaxOBLUMKY
TpeboBaHve O BO3MeELLeHWWM NpuyYnHEHHOro Bpepa. CTpaxoBas BbiMnaTa OCYLWECTBASETCH CTPaxOBLUUMKOM B
TeyeHne TpuauaTM OHeW CO OHS NpeAcTaBneHus HeobXoAMMbIX AOKYMEHTOB. [laumeHT, yyYacTBOBaBLIMIA B
KMMHUYECKOM UWCCMedOoBaHUM JIeKapCTBEHHOro npenaparta, wunu  BbelirogonpuobpeTtatens 0653aH coobwmTb
CTPaxoBLUMKY OJ1S OCYLLECTBIEHUSs CTPaxOBOW BbINMAAaTbl MHAMBMOYANbHbLI MOEHTUMWKALNOHHBIA KOO MauueHTa,
YCTaHOBIIEHHBIN CTpaxoBaTenemM B COOTBETCTBUM C TUMOBLIMW MpaBuiamn 06s3aTenbHOro CTpaxoBaHus.

12. [lo nonHoro onpefeneHus pasMepa MoArnexallero BO3MELLEHVNIO Bpeda CTPaxOBLUMK MO 3asiBNEHMIO
nauveHTa, y4acTBOBaBLUErO B KIMHWUYECKOM WCCMELOBaHUM FEeKapCTBEHHOrO npenapaTta, Wnu 3asiBreHuto
BblirogonpuobpeTartens BnpaBe OCYLWECTBUTb 4YacTb CTPaxOBOW BbINnaTbl, COOTBETCTBYHOLLYK (aKTU4ECKN
onpefeneHHon 4acTu NpMYMHEHHOTO Bpeaa.

13. CTpaxoBasi BbinnaTa B COOTBETCTBMM C [OrOBOPOM 00s13aTENbHOrO CTPaxOBaHUS OCYLLIECTBMSETCS
HEe3aBMCMMO OT BbINMaT, NMPUYMUTAIOLWMXCS NO APYTMM BrAaM CTPaxOoBaHUS.

14. He ponyckaetcs ydyacTve nauueHTa B MNPOBEAEHUM KITMHWYECKOIO WCCedoBaHWs JEKapCTBEHHOro
npenapaTa npu oTCyTCTBUM AOroBopa obsi3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a MCnoriHeHMeMm opraHusauuen, nonydmBLUEN pas3pelleHne Ha opraHuMsaumio npoBedeHus
KIMMHUYECKOro WMCCrnedoBaHns fekapCTBEHHOMO npenapaTta Ans MeOULUHCKOTO MPUMEHEHWs, YCTaHOBIIEHHOM
HacTosiLLen ctaTeen 0653aHHOCTM NO 0Bs3aTeNbHOMY CTPAaxOBaHMIO XWU3HW, 340POBbs MauueHTa, y4acTBYKOLLEro
(ydacTBOBaBLUETO) B KIMHMYECKOM  UCCNEOOBaHUM  FleKapCTBEHHOrO  MpenapaTta,  OCYLLEeCTBMsSieTCs
YNONMHOMOYEHHbIM hefiepanbHbIM OPraHOM WCMONMHUTENBLHOW BacTW, BbiAaBLUMM pas3peLleHMe Ha NpoBeAeHue
KIMHUYECKUX UCCreJoBaHUA NekapCTBEHHbIX NpenapaToB A4S MeAULMHCKOTO NPUMEHEHNS.

Mnaea 8. MPOU3BOACTBO U MAPKUPOBKA NNIEKAPCTBEHHbLIX CPEACTB
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Crtatbs 45. [Npon3BoACTBO NEKapCTBEHHbIX CPEACTB

1. Mpon3BOACTBO NEKAPCTBEHHbLIX CPEeACTB AOMKHO COOTBETCTBOBATh TPebOBaHUAM MpaBun Hagnexallemn
NPOV3BOACTBEHHOW MNPAKTUKN, YTBEPXOAEHHbIM YMNOMHOMOYEHHbIM befeparnbHbiM  OpraHoM WCMNOMNHUTENbHON
Bnactn. OcobeHHOCTU nepexoda NpPOM3BOACTBA OTAEMbHbIX IEKAapCTBEHHbIX CPeacTB K WMX MPOM3BOACTBY B
COOTBETCTBMM C TpeboBaHMsSIMM NpaBuUn  Haanexailen npouM3BOACTBEHHOM MPaKTUKM yCTaHaBMNMBaKOTCA
MpaBuTensctBom Poccuiickon Pegepauunn. Bolgada 3aknoveHnin 0 COOTBETCTBMM NPOU3BOANTENS NIEKAPCTBEHHbIX
cpeacTts TpeboBaHMsIM MpaBun Hagnexallen nNpPoM3BOACTBEHHOW MPaKTUKM OCYLLECTBASETCS MO pesynbrartam
WHCNEKTMPOBAHMA NPOU3BOAMTENEN IeKapCTBEHHbIX CpPeacTB B MOpsAKe, YCTaHOBMEHHOM [lpaBuTenbLCTBOM
Poccuickon ®epepauuun. Pasmep nnaTbl 3a Bbigady 3aknovYeHUs 0 COOTBETCTBUM NPON3BOAMTENS NEKapCTBEHHbIX
CpeAcTB TpeboBaHMAM NpaBui Hagfiexallen Npou3BOACTBEHHOW MPaKTUKM ycTaHaBnmuBaeTcs [MpaBUTENbCTBOM
Poccuiickon  ®epepauun. Tllopsigok  opraHvM3auMM M NPOBEAEHUSI  MHCMEKTUPOBAHWS  MPOU3BOAUTENEN
NEeKapCTBEHHbLIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM MpaBun Hagnexawen Mpou3BOACTBEHHOW NPaKTUMKU
ycTaHaBnmBaeTcs NMpaButenbctBoM Poccunckon ®epepauun.

(B peq. ®epepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. MNpon3soacTBO NekapcTBeHHbIX cpeacTB B Poccunckon depepauumn ocyllecTBnsieTcs nponsBoauTensmm
NEeKapCTBEHHbIX CPEeACTB, UMEKLNMM NULEH3NI0O Ha MPOU3BOACTBO IEKApCTBEHHLIX cpeacTB. [loaTrBepxaeHue
COOTBETCTBMSA MNuLEH3MaTa npaBunaMm Hagnexallen npousBOACTBEHHOW MPaKTUKM OCYLLECTBNSAETCA B pamkax
MNMLIEH3MOHHOTO KOHTPOMs B COOTBETCTBMM C 3akoHodatenbcTtBom Poccuiickon ®degepaumm € yyeToMm
ocobeHHOoCTeN, ykaszaHHbIX B 4acTu 1 HacTosiLen cTaTbu.

(B peq. ®enepanbHbix 3akoHoB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. Mpoun3BOACTBO NEKAPCTBEHHbIX CPEACTB OCYLLECTBSAETCA C cobnogeHnem TpeboBaHMiA NPOMbILLIIEHHOMO
pernameHTa, KOTOPbIN YTBEPXOAETCS PyKOBOOUTENEM MNPOM3BOAUTENS NEKApCTBEHHbIX CPEACTB M BKIHOYAET B
cebsi nepeyeHb MUcnonb3yeMbix apmMaueBTUYECKMX CYOCTaHUMA U BCMOMOraTesfibHbIX BELLECTB C YKa3aHUEM
KONM4yecTBa Kaxaoro M3 Hux, AaHHble 06 ncnonb3yemom o0opyaoBaHUKM, ONUCAHUE TEXHONOMMYECKOro npouecca u
METOLOB KOHTPOJIS HA BCEX 3Tanax Npov3BOACTBa JIEKaPCTBEHHbIX CPeacCTB.

4. Tlpu nNpou3BOACTBE JIEKAPCTBEHHbIX CPEACTB WCMONb3YyTCA apmMaueBTUdeckne cyobcTaHumu,
BKMIOYEHHbIE B TOCY0APCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB, 3a WUCKNYeHMeM dapmMaLeBTUHeCKnx
cybCcTaHuun, nNpov3BOAUMBLIX ANs NPOBEAEHMS KNMHUYECKUX uccrefoBaHui u ansa akcnopta. K npoueccy
npousBoacTBa (papmaueBTU4ecKOM CybCTaHUUM OTHOCATCS nobble CTaguMum  TEXHOMOrMYeckoro npolecca,
No3BONSIOLLME MOMYYMTb FOTOBbIN NPOAYKT, COOTBETCTBYWOLUMA TpeboBaHuaM dapmMakonenlHon CTaTbh, B TOM
yncne chepmeHTauUns, IKCTpaKUUs, O4UCTKa, BblAeneHne, NepekpucTannmaalsms, BolCyliMBaHne, UaMenbyeHume.

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

4.1. TpeboBaHusi kK 0ObeMy Tapbl, YNakOBKE, KOMMIIEKTHOCTU OTAENbHbIX JIEKAPCTBEHHbIX MpenapaTtoB
ycTaHaBnmBatoTcs MpaButenbctBoM Poccunckon ®enepaumn.

(wacTb 4.1 BBeaeHa PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

5. 3anpeluaeTcsi Nnpon3BOACTBO:

1) nekapCTBEHHbIX CPEACTB, HE BKITOYEHHbLIX B FOCYOApPCTBEHHLIN PEEcTp feKkapCTBEHHbIX CPeacTB, 3a
WCKITIOYEHMEM JEKAPCTBEHHBLIX CPEeACTB, MPOM3BOAUMbLIX ANsi MPOBEAEHMS KITMHUYECKUX WCCrefoBaHUA M ans
aKcnopTa;

2) hanbcndunLMpoBaHHbIX NEKapCTBEHHbIX CPEACTB;

3) nekapcCTBEHHbIX cpeacTs 6e3 NuueH3n Ha NPON3BOACTBO NeKapCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPeACTB C HapyleHVeM npaBui opraHuM3auuu nNPomM3BOACTBA M KOHTPONSA KayecTBa
NeKapCTBEHHbIX CPeacTB.

6. MNpu BBOOE NEKapCTBEHHbIX CPeACTB B rpaxaaHCKMiA oBOpOT YNONHOMOYEHHOE NULO npou3BoauTens
NEKapCTBEHHbLIX CPEACTB OCYLLECTBMSIET NOATBEPXAEHNE COOTBETCTBUS FIEKAPCTBEHHbLIX CPEeACTB TpeboBaHMAM,
YCTAHOBMEHHbIM MPU WX TOCYAAPCTBEHHOW perncTpauun, WM rapaHTUpyeT, 4YTO JIEKapCTBEHHbIE CpeacTBa
npon3BeaeHbl B COOTBETCTBMM C TPEOOBaHMSIMU MPaBuU Hagexallen Npon3BOACTBEHHON NPAKTUKN.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. YNONMHOMOYEHHbIM JULOM MNPOU3BOOUTENS JNEKAPCTBEHHbIX CPeacTB sABMAsieTCa ero  paboTHMK,
aTTEeCTOBaHHbIN B YCTAHOBMEHHOM YMOSTHOMOYEHHbIM heepanbHbiM OPraHOM UCMONHUTENBHOM BNACTU NOPSAKE U
UMEeLNA cTaxx paboTbl HE MeHee 4YeM NATb NeT B 06MnacTM MNpou3BOACTBA U (MNM) KOHTPOMS KayecTBa
nekapcTBEHHbIX CPeAcTB, BbicLlee obpaszoBaHMe COOTBETCTBEHHO MO OA4HOW M3 crieuuansHOCTen U (Unu) ogHoMy
M3 HanpaBneHUn NoaroToBkn: Guonormsi, GUOTEXHONOIMSA, BETEPUHAPUS, KNMHNYECKaa MeauLUnHa, paguaunoHHas,
Xumudeckasa m buonorudeckas 3awmra, apmauus, yHoameHTanbHas MeauuuHa, XMMUYEecKasi TeXHOMorus,
XUMUS.

(yacTb 7 B pea. PepepanbHoro 3akoHa oT 22.10.2014 N 313-93)
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8. lNMpousBoanTenn nekapCcTBEHHbLIX CPEACTB MOIYT OCYLLECTBMSATb MPOAAXY FEKAPCTBEHHLIX CPEACTB MIN
nepeagaBaTb UX B YCTAHOBIIEHHOM 3akoHoAaTenbCTBOM Poccuiickon denepaumm nopsigke:

1) opyrMm Npou3BOANTENSIM NNEKAPCTBEHHbLIX CPEACTB 4SS NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB;

2) opraHu3auusam onToBOW TOProBriv NeKkapCcTBEHHbIMU CPeACTBaMu;

3) anTeuyHbiM  OpraHusauuMsiM,  BETEPUHApPHbIM  anTeYHbIM  OpraHusaumsMm,  UHAUBUAYaNbHbIM
npeanpuyHMMaTensaM, WMEKLWMM JUMUEH3U0 Ha dapMaueBTUYECKYI0 AEeATeNbHOCTb WM NIULEH3NI  Ha
MEAMLIMHCKYIO AesATeNbHOCTb;

4) Hay4yHO-UccneaoBaTeENbCKUM OpraHM3auusam Ans HaydHO-MuccneaoBaTenbckon paboThl;

5) meguumnHCKNM opraHM3aumsam U BETEPUHAPHbBIM OpraHM3auusm;

6) opraHu3aumsim, OCYLLECTBNAOLLMM pa3BefeHne, BolipalllMBaHNE U COOepXKaHNe XXUBOTHbIX.

CrtaTtbs 46. MapkmnpoBka NleKapCTBEHHbIX CPeaCTB

1. JlekapcTBeHHbIE Mpenaparbl, 3a UCKIMIOYEHMEM JTEKapCTBEHHbBIX NPenapaToB, M3rOTOBMEHHbIX anTeYHbIMU
opraHu3auusiMy, BeTepVHapHbIMU anTeYHbIMW  OpraHM3auuMsMu, WHAMBUAYaNbHBIMW  MpeanpUHUMaTEnsamu,
UMELLMMUN NULEH3NI0 Ha bapMaLLeBTUYECKYIO AeATeNbHOCTb, AOMKHbI NOCTYNaTh B obpalleHue, ecnu:

1) Ha X NepBMYHOW YNakoBKe (3a WCKMNIOYEHMEM MEepPBUYHON YMNaKOBKM NEKApPCTBEHHbIX pacTUTENbHbIX
npenapaToB) XOpPOLUO YUTaeMbIM LIPUPTOM Ha pPYCCKOM £A3blke YyKasaHbl HauMEHOBaHWE IeKapCTBEHHOro
npenapaTta (MexayHapoAHOe HenaTeHTOBaHHOE, WNU TPyMnnMPOBOYHOE, WNW  XUMUYECKOe, WNn TOprosoe
HanMeHoBaHue), HoMep cepuu, AaTta BbiNycka (AN MMMYHOBUONOrMYECKUX NEKapCTBEHHbIX MpenapaToB), CPOK
rogHOCTW, JO3UPOBKA NN KOHLEHTpauus, 06beM, akTMBHOCTb B €AMHULAX AEACTBUS UMW KONMYEeCTBO A03;

(B peq. ®epepanbHbix 3akoHoB oT 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2) Ha UX BTOPUYHON (NOTPEBMTENBCKOW) YNaKoBKE XOPOLLO YATAEMbIM LLUPUAITOM Ha PYCCKOM S3blKE yKa3aHbl
HavMeHOBaHWe rekapCTBEHHOro npenapaTta (MexayHapogHoe HenaTeHTOBaHHOE, WM IPYNnMpOBOYHOE, WU
XMMYECKOE WM TOProBOE HavMMEHOBaHWs), HaMMeHOBaHWe NPOV3BOAWTENS MeKapCTBEHHOro npenapara, HoMep
cepun, gaTta BbiNycka (4N MMMYHOBMOMOrMYeCcKUX IeKapCTBEHHbIX MpenapaToB), HOMEpP PerncTpauuoHHOro
yAOCTOBEPEHUs,, CPOK FOAHOCTU, Crnoco® MNpuMMEHeHusl, 0O3MPOBKa WU KOHUEHTpauusi, 06bem, akTMBHOCTb B
eQuHuuax aenctems Nnbo KONMMYecTBO [03 B YNakoBKe, NekapcTBeHHas opma, YCNOBUS OTMYCKa, YCroBWUS
XpaHeHus, NpeaynpeanTeNbHble HAaMUCK.

(B peq. ®enepanbHbix 3akoHoB oT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-03)

2. ®apmaueBTUYeCcKMe cybGCTaHUMM OOMKHbI MOCTynaTb B obpalleHue, eCcnu Ha UX MepBUYHON YrnakoBKe
XOpOLLO YMTaemMbiM LIPUEPTOM Ha PYCCKOM NA3blke YKasaHbl HaMMeHoBaHWe dapmMaLeBTMyYecKon cybcTaHumu
(MexayHapoaHOe HenaTeHTOBaHHOEe, MMM FPYMNMnMPOBOYHOE, MMM XUMUYECKOE W TOproBoe HauMeHOBaHus),
HavMeHOBaHWe Mpou3BoANTENs QapMaueBTU4EeCKon CcybcTaHuMM, HOMEp Cepunm Uu gata  M3roTOBMEHUs,
KONMMYEeCTBO B YNAKOBKE U €AMHULbI UBMEPEHUS KONNMYECTBA, CPOK FOAHOCTM U YCITOBUS XPaHEHUS.

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

3. JlekapcTBeHHble cpeAcTBa B KayecTBE CbIBOPOTOK AOIMKHbI MOCTynaTb B OOpalleHne C yKasaHuem
XKMBOTHOTO, U3 KPOBM, NNa3Mbl KDOBW, OPraHOB M TKaHEW KOTOPOrO OHU MOJTyY€EHbI.

4. Ha BTOpUYHylO (NOTpebUTENbCKYIO) YNakoBKy NeKapCTBEHHbIX CPEACTB, MOMyYEHHbIX U3 KPOBW, MiasMbl
KpOBW, OPraHoOB M TKaHel YenoBeka, JOMKHa HaHOCUMTbCA Haanuck: "AHTuTtena k BUY-1, BUY-2, k Bupycy renaTtuta
C 1 NnoBepxHOCTHLIN aHTUreH BMpYyca renatuta B oTcytcTBytoT".

5. Ha nepBuYHy0 ynakoBKy W BTOPUYHYIO (NOTPEOMTENbCKY) YNakoBKY pagvodapmaleBTUYeCcKuX
neKkapCcTBEHHbIX CPeACTB AOMKEH HAHOCUTLCS 3HAK paguaLMOHHOW OMacHOCTMU.

6. Ha BTOpu4HylOo (NOTpebuTenbCKyld) YnakoBKY roMeonaTUYecKUX feKkapCTBEHHbIX MpenapaTtoB OOIKHa
HaHocuTbCs Hagnuck: "FoMmeonaTnyeckmin'.

7. Ha BTOpu4YHylo (MOTpebUTENbCKY0) YMAKOBKY JIEKAPCTBEHHbBIX pacTUTENbHbLIX MpenapaToB OOMkKHa
HaHocuTbCA Hagnuck: "lMpoayKums npoLuna paguaumMoHHbIA KOHTPOMb".

8. Ha nepBuyHyl0 ynmakoBKy (ecnv Ans 9TOro CywecTBYyeT TeXHM4Yeckass BO3MOXHOCTb) WM BTOPUYHYHO
(noTpebuTenbCcKyto) ynakoBKy NeKapCTBEHHbIX MpenapaToB, NpegHa3Ha4YeHHbIX AN KIMHUYECKUX UCCreoBaHnm,
JOJTKHA HAaHOCUTbCA Haanueb: "[nsa KNMHUYECKNX nccrnegoBanun”.

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

9. YnakoBka nekapCTBEHHbIX CPeACTB, NpefHasHayYeHHbIX WCKMIOYMTENbHO AN 3KCnopTa, MapkupyeTcs B
COOTBETCTBUM C TpeboBaHUsIMN CTpaHbI-MMNopTeEpa.

10. Ha TpaHcnopTHyio Tapy, KOTopas He npefHasHadyeHa Ans notpebutener n B KOTOPYH MNOMELLEHO
nekapcTBEHHOE CPeACcTBO, AOMKHA HAHOCUTBLCS MHAOPMAaLMS O HAMMEHOBaHUK, CEpUM NEKapPCTBEHHOrO CPeacTBa,
[aTe Bbinycka, KONMYecTBe BTOPUYHBIX (NOTPebUTEenbCKUX) YNakoBOK NeKapCTBEHHOro cpeacTea, npoussoauTene
neKkapCcTBEHHOro cpeactsa C ykazaHMeM HaMMEHOBaHUS U MEeCTOHaXOXAEHUS NPOU3BOAMUTENS fNeKapCTBEHHOro
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CcpeAcTBa (agpec, B TOM YMcne cTpaHa v (Unu) MecTo NMpou3BOACTBA JIEKAPCTBEHHOIO CpeacTBa), a Takke O CPOKe
rOQHOCTM  JIeKapCTBEHHOIO cpeactBa M 00  yCnoBUSIX €r0  XpaHeHWUsl U MepeBo3ku, Heobxoaumble
npeaynpeavTenbHble HAAMUCU Y MAaHWNYNATOPHbLIE 3HAKW.

11. Ha nepBuYHyl0 YyNakoBKY W BTOPWUYHYKO (NOTPEOUTENbLCKYHD) YNaKoBKY NEKapCTBEHHbIX CPEACTB Anis
BETEPMHAPHOIO NPUMEHEHUS AOMKHA HAHOCUTBLCS Haanueh: "[Ns BeTepnHapHOro NpuMeHeHus".

12. Ha BTOpUYHYO (MOTpebuTenbCcKyto) ynakoBKy fiekapCTBEHHOMO Npenaparta HaHOCUTCS LUTPUXOBOW Kog,.

Mnasa 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUNCKYIO ®EAEPALIUIO U BbIBO3 NIEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOWN ®EQEPALIUN
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

CraTtbs 47. MNopsigok BBO3a NEKAPCTBEHHBLIX cpeacTB B Poccuiickyto degepaumio 1 BbiBO3a flEKapCTBEHHbIX
cpeacTs n3 Poccuinckon depepaunm
(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BB03 nekapcTBeHHbIX cpeacTs B Poccunckyio denepaumnio ocyLecTBnseTcs B Nopsaake, yCTaHOBNEHHOM
MpaButensctBoM Poccuickon denepaunn, B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA3IC (ganee - TamoXeHHbINM Col03) 1 (Mnn) 3akoHopaTenscTBoM Poccuiickon defepaumm o
TaMOXeHHOM Jene.

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

2. Beosumble B Poccuiickyto depepauuio NEKapCTBEHHble CpeacTBa LOMKHbI ObiTb  BKIMOYEHbI B
rocy4apCTBEHHbIN PeecTp NekapCTBEHHbIX CPecTB.

(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. [Honyckaetca BB0o3 B Poccuiickyto depepaumio KOHKPETHOW MNapTMM 3aperMcTpuMpoBaHHbLIX U (UIn)
HEe3aperMcTpUpoOBaHHbIX  JIEKAPCTBEHHbIX  CPeACcTB, NpedHas3HayeHHbIX Ans  NpoBedeHUs  KITMHUYECKMX
uccrnegoBaHUM  NEKapCTBEHHbIX  MpenapaTtoB, MNPOBEAEHUSA  3KCMEepTU3bl  JIEKAPCTBEHHbIX CpeacTB AN
OCYLLECTBMEHUS rOCYAapCTBEHHON perucTpauumn nekapCcTBEHHbIX MpenapaTtoB UMM AN okasaHus MeaULMHCKOM
MOMOLUM MO XKMU3HEHHbIM TOKa3aHWSIM KOHKPETHOro nauueHTa Ha OCHOBaHUM paspelleHus, BblOaHHOro
YNONHOMOYEHHbIM dhefiepalibHbIM OPraHoOM UCTOMHMTENBHOW BrAcTU Mo 3asiBMEHUSIM UL, yKa3aHHbIX B cTaTbe 48
HacToswero ®depepanbHOro 3akoHa. PaccmoTpeHue Takoro 3asBMeHuMst U MpUHATUE pelleHus O Bblgade
paspeLleHns Ha BBO3 KOHKPETHOW MapTum 3aperncTpupoBaHHbIX U (MNn) He3aperucTpMpoBaHHbIX NeKapCTBEHHbIX
CpeacTB, npedHas3HayeHHbIX AnS NPOBeAEeHUSs KIMHUYECKUX WUCCNeaoBaHUM NeKapCTBEHHbIX MpenapaTtos,
NpoOBEAEHUSA 9KCMEPTU3bl JEKapCTBEHHbIX CPEACTB Ans  OCYLECTBMEHUS TOCYyOapCTBEHHOW permcrpaumm
neKapCTBEHHbIX MpenapaToB unu Ansi okasaHus MeaMUMHCKOW MOMOLLM MO XXM3HEHHBIM MOKa3aHWsIM KOHKPETHOro
nauveHta nmbo ob oTkase B Bblgave yKasaHHOroO paspelleHust NMPOU3BOAATCH B CPOK, He MpEBbIAWUA NATH
pabounx gHen. MNnaTa 3a Bblgavy yka3aHHOMO pa3peLleHus He B3MMaeTCs.

(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4. B Poccuinckyto ®egepaumio MOXHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KAYECTBO KOTOPbIX NOATBEPXKAEHO
cepTuduKaToM MPOU3BOAUTENSI  fIEKApCTBEHHbLIX CPEACTB, YAOCTOBEPSOLUM  COOTBETCTBME  BBO3UMbIX
nekapcTBeHHbIX cpedcTB TpeboBaHuAM bapmMakonerHbiX cTtaTen nubo B cnyvyae UX OTCYTCTBUA HOPMAaTUBHOM
OOKYMEHTaLMM U HOPpMaTUBHOIO LOKYMEHTA.

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

5. 3anpewaetca BBo3 B Poccuitickyio Pepepauunio anbCUUUMPOBaHHbBIX NEKapCTBEHHbIX CpeacTs,
HeJoBpoKayeCTBEHHbIX NeKapCTBEHHbIX CPEACTB, KOHTPadaKTHbIX NEKapCTBEHHbIX CPEACTB.

(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcuduruMpoBaHHbIE JEKapCTBEHHbIE CpeacTBa, HegobpokayecTBEHHble JeKapCTBEHHbIE cpencTBa
noanexaT U3bATUIO U MOCIMEAYIOLWEMY YHUUTOXEHUIO UNn BbiBO3Yy M3 Poccuiickon Pepepaumm, KOHTpadakTHble
neKapCTBEHHblE CpeacTBa - U3BATUIO N NOCHeayrLWweMy YHUUTOXEHUIO. YHUYTOXEHME U BbIBO3 U3 Poccuiickon
depepaumun anbcnUUMPOBaHHBIX NIEKAPCTBEHHbBIX CPeacTB, He4OOPOKaYeCTBEHHbIX JIEKapCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPeACTB OCYLECTBMASETCH 3a CYeT nvua, OCYLeCTBMBLUEro ux BBO3. [lopsaaok
YHUUTOXEHMUS N3bATLIX PanbCUPULMPOBaHHbBIX NEKAapCTBEHHbIX CPEACTB, HeJobpoKkavyeCTBEHHbLIX NEKAaPCTBEHHbIX
CpeacTB, KOHTpadaKkTHbIX NeKapcTBEHHbIX CPeACcTB ycTaHaBnmBaeTcs [pasutensctBoM Poccuiickon ®epepauuu.
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-®3)

7. INuua, ocywectensiowmne BBO3 B Poccuinckyto degepaumio anbCuULMPOBaHHbIX NeKapCTBEHHbIX
CpeacTB, HeaobpokayeCTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTpadakTHbIX MeKapCTBEHHbIX CPeACTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATeNnbCTBOM TaMOXEHHOro cotw3a wu (1nwm)
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3aKkoHogaTtenbcTBOM Poccuiickon depepaumm o TaMoXKEHHOM fere.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 nekapcTBeHHbIX cpeacTtB u3 Poccunckon Pegepaumm ocyuwectenseTca 6e3 npuMeHeHus
OrPaHWYEHUNn,  YCTAHOBIIEHHbIX  TaMOXEHHbIM  3aKOHOAATeNbCTBOM  TaMOXEeHHoro cotw3a K (1nn)
3akoHopatenbctBoMm Poccunckon ®epepauum 0 rocyaapCTBEHHOM  PerynmpoBaHUMU  BHELLUHETOProBOM
[eaTenbHOCTMW.

(B peq. ®enepanbHbix 3akoHoB OT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

Cratba 48. HOpugnyeckve nuua, KOTOpbIM paspelleH BBO3 JlekapCTBEHHbIX CpencTtB B Poccuiickyto
depepauymio
(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlexapcTBeHHble cpeacTtea B Poccunckyto Pegepaumnio MOryT BBO3UTD:
(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npousBoOOUTENM MNEKapCTBEHHbIX CPeAcTB Ans LUeneri COoOCTBEHHOIO MPOWM3BOACTBA JEKapCTBEHHbIX
CpeAacTs;

2) MHOCTpaHHble pa3paboTyYMKM NEKAPCTBEHHBLIX CPEACTB M MHOCTPaHHbLIE NMPOU3BOAUTENN NEKAaPCTBEHHbIX
CpeaAcTB unu Apyrve topugudecknme nvua no nopyyvyeHuo paspaboTyumka nekapCcTBEHHOro cpeactsa Ans
npoBefeHUs KIMHUYECKUX WCCMeaOoBaHUN NeKkapCTBEHHOro mnpenaparta, OCYLLEeCTBMNEHUS rocydapCTBEHHOWM
perncTpaumm rnekapCTBEHHOro npenapaTa, BKMoYeHus dapmaueBTUYeckon cybCcTaHuuM B rocyaapCTBEHHbIN
peecTp neKapcTBEHHbIX CPEeACTB, KOHTPOMs KayecTBa feKapCTBEHHbIX CPEeACTB NpW Hanmuvuum paspelueHus
YMOSTHOMOYEHHOTO (befgepanbHOro opraHa MCMONMHUTENbHOW BNAacTW Ha BBO3 KOHKPETHOW MapTuM feKapCTBEHHbIX
CpencTs;

3) opraHm3auny oNTOBOW TOProBNW NeKapCTBEHHLIMU CPEACTBaMU;

4) HayyHO-uccrnegoBaTenbCkMe opraHusauuu, obpasoBaTenibHble OpraHu3auuu BbiCLLEro obpasoBaHus,
npou3BoauTeny NeKkapCTBEHHbIX CPeacTB Ans paspaboTku, nccrnenoBaHuWi, KOHTpons 6e3onacHOCTW, KavecTsa,
3(pPEKTUBHOCTN NEKAPCTBEHHBLIX CPEACTB MPU HanMyuM paspelleHnst YNosriHOMOYEHHOro deaepanbHOro opraHa
NCMNOSHUTENBHOW BNacTw;

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

5) mMeOuUMHCKME opraHuMsauun, UHble yKasaHHble B NyHkTax 1 - 4 HacTosiwen ctaTbM OpraHu3aumu ansi
OKasaHWs MEeQULMUHCKON MOMOLLM MO XXM3HEHHBbIM MOKa3aHWsIM KOHKPETHOrO MauMeHTa Npy Hanuumun paspeLueHust
YNONTHOMOYEHHOr0 hejepanbHOro opraHa UCNOMHUTENBHOW BNACTU Ha BBO3 KOHKPETHOW NapTuy nekapCTBEHHOro
npenapaTa, BblAaHHOrO B YCTAHOBNEHHOM Nopsaake B opMe 3NeKTPOHHOro AOKYMEHTa, NOANUCaHHOrO YyCUNEHHON
KBannMuuMpoBaHHON 3NEKTPOHHOW NOAMMUCHIO.

(B peq. ®epepanbHoro 3akoHa ot 12.03.2014 N 33-93)

Cratbsa 49. [JokyMeHTbl, NpencTaBnsieMble B TaMOXEHHble opraHbl Poccuiickonn depepaummn npu BBO3E
nekapcTBeHHbIX cpeacTB B Poccuickyto Penepauuio
(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNpn BBO3e nekapcTBeHHbIX cpedcTB B Poccuiickyio depepaumio B TaMOXeEHHble opraHbl Poccumnckomn
depepaumun Hapagy ¢ JOKYMEHTaMu, npeacTaBneHne KoTopbiX NpeayCMOTPEHO TaMOXEHHbIM 3aKoHO4AaTeNbCTBOM
TamoxeHHoro cow3a U1 (unu) 3akoHogaTensCcTBOM Poccuiickon ®depepaumm O TaMOXEHHOM  fere,
npeacTaBnsalTCa crneayroLine JOKYMEHTbI:

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

1) cepTudmkaT NpPoOU3BOAUTENS JIEKAPCTBEHHOrO CpeacTBa, YAOCTOBEPSIOWMA COOTBETCTBUME BBO3MMOIO
NEeKapCTBEHHOro cpefcTBa TpeboBaHUAM dapmMakonenHonm ctatbk nnbo B criydyae ee OTCYTCTBUSI HOPMATUBHOM
OOKYMEHTaUMM UM HOpMaTUBHOIO JOKYMEHTA;

2) paspelleHne YrnorHOMOYEHHOro doeepanbHOro opraHa WCMOSIHUTENbHOW BriacTU Ha BBO3 KOHKPETHOM
napTumM NekapcTBEHHOro cpeacTBa B Cryyasx, YCTAHOBIEHHbIX YacTbio 3 cTatbu 47 Hactoswero ®egepansHoOro
3aKoHa.

2. [lokymeHThI, yka3aHHble B nyHkTax 1 n 2 yactn 1 HacTosiwen cratbi, NPeaCTaBNATCA B TAMOXEHHbIe
opraHbl Poccuickon ®epepaunm npu npnbbiTun nekapcTBeHHbIX cpeacTB B Poccuiickyto ®enepaunio.

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

CraTbs 50. BBo3 NEKapCTBEHHbIX MNMpenapaTtoB B POCCI/II7ICKyPO CDe,qepau,wo ana nMMYHOro ncnosib3oBaHUA U
MHbIX HEKOMMeEepP4YECKNX uenen, a Takke Onsi UCMOMb30BaHUSA Ha TeppuTopun mMexagyHapoaHoro mMegumunHcKoro
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KnacTepa
(B peq. PepepanbHbix 3akoHOB oT 06.12.2011 N 409-P3, o1 29.06.2015 N 160-93)

1. JlekapcTBeHHbIe NpenapaTtbl MOryT 6biTb BBe3eHbl B Poccuickyto denepaumio 6e3 ydeta TpeboBaHui,
npeaycMOTpPeHHbIX Yactamu 1 - 4 ctatbun 47, ctatbamu 48 n 49 Hactoswero degepanbHOro 3akoHa, eCcri OHU
npeaHasHayeHbl Ans:

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

1) NMIMYHOro Mcnonb3oBaHUsA husndecknmmn nuuamm, npubsisLMMKN B Poccunckyto Pepepauuio;
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-®3)

2) ncnonb3oBaHusa paboTHMKaMWM AMNIIOMAaTMYECKOro Kopryca WM NPeAcTaBUTENSMU MeXOYHapOOHbIX
opraHusauui, akkpeamToBaHHbIX B Poccuickon denepaumm;

3) MedeHus MacCcaxupoB U UNEHOB 3KUMaXKeW TPaHCMOPTHbIX CpeacTB, noesgHbix Gpurag n Bogutenen
TPaHCMOPTHBLIX CpeacTs, NpubbiBLINX B Poccuinckyo degepaunio;

(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHMs Y4YaCTHWMKOB MeEXAYHapOOHbIX KyNbTYpHbIX, CMOPTUBHbIX MEPONPUSATUA U  Y4aCTHUKOB
MeXAyHapOaHbIX 3KCNeanLnii;

5) neyeHnsi KOHKPETHBIX XXMBOTHbLIX B 300MapKax, a Takke XMBOTHbIX, BBO3MMbIX B Poccunckyto ®enepauuio
ONs y4acTus B CMOPTUBHBIX U 3PENULLHBIX MEPONPUATUSX;

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

6) NCNoNb30BaHMSA Ha TEPPUTOPUN MEXAYHAPOAHOIo MEAMLIMHCKOro Knacrtepa.
(n. 6 BBeoeH ®epepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyvasax, npedycMOTpeHHbIX 4YacTbio 1 HacToswen crtatbW, gonyckaeTcsa BBO3 B Poccuinckyto
depepaumio nekapCTBEHHbIX NpenapaToB, He 3aperncTpupoBaHHbIX B Poccunckon ®epepauun.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapCTBEHHbIE Mpenapartbl, NpeaHas3HayYeHHbIe A1 r'yMaHUTapHOW MOMoLM (COOeNCTBUSI) U NMOMOLLIA
npyu 4pesBblYaMHbIX CUTyauusix, BBO3ATCA B Poccuiickyto ®degepaumio B Nopsiake, YCTaHOBIIEHHOM
MpaBuTENBECTBOM Poccuinckon depnepauyum. 3anpeluaetcs BBO3 B Poccuiickyto depepauyuio
He3aperMcTpMpoBaHHbIX MEKapCTBEHHbIX MpenapatoB, MpeAHasHayeHHbIX Ang  FYMaHUTapHOW  NOMOLLUM
(copencTBms) NN NOMOLLM NPY Ype3BblYaMHbIX CUTYaLIUSIX.

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

CtaTtbs 51. COpr,EI,HI/I‘-IeCTBO q)e,qepaanoro opraHa NCMONMHUTENBHOW BNAcCTW, YNOJIHOMOYEHHOIo B obnactu
TaMOXXeHHOro gena, n gpyrux ynofiHOMOYeHHbIX d)e,qepaanblx opraHoB NCMOMHNTENBHOW BNacTu

1. YnonHomouyeHHble heaeparibHble opraHbl MCMOMHUTENbHOM BlacTW MPEeAOCTaBMAT B pacropsikeHne
degepanbHOro opraHa WCMOSIHUTENbHOW  BRacTW, YMOMHOMOYEHHOrO B 06nacTu  TaMOXEHHOro  gena,
rocy4apCTBEHHbIN peecTp NEeKapCTBEHHbIX CPEACTB, a Takke MHMOPMaUMo O BblAaHHbLIX pa3pelleHusX Ha BBO3
KOHKPETHOW MapTuM NeKapCTBEHHbIX CPEACTB B ChyyasiX, YCTAHOBMEHHbIX YacTblo 3 cTatbu 47 HaACTOSLLEro
depepanbHOro 3akoHa.

2. ®epnepanbHbln OpraH WCNOMHUTENbHOW BNAcTW, YMNOMHOMOYEHHbI B 006MacTM TaMOXEHHOro nena,
WHpopMMpyeT yKasaHHble B 4Yactm 1 HacToswewn cTaTbM YNOMHOMOYEHHble deaepanbHble  OopraHbl
UCNONMHUTENBHON BNAcTN O BBO3e NeKkapcTBEHHbIX cpeacTB B Poccunckyio enepauuio 1 BbiIBO3e NekapCTBEHHbIX
cpeacts m3 Poccuiickon depepaumm no ¢dopmMe M B nopaake, KOTopble yCcTaHoBreHbl [lpaBuTenbCTBOM
Poccunckon ®epepauun.

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

Maea 10. PAPMALEBTUYECKAA OEATENbHOCTb
Cratba 52. OcywecTteneHne apmMaleBTUYECKON AEATENBHOCTH

1. dapmaueBTMyeckas  OeATENbHOCTb  OCYLIECTBMSETCA  OpraHvM3auuMsMyv  ONTOBOM  TOProBmu
NeKapCcTBEHHbIMW CPEeACTBaAMW, anTeyYHbIMU OpraHusauusMy, BeTEepUHapHbIMKM  anTeYHbIMW  OpraHM3aunsaMu,
WHOMBMAOYaANbHLIMY  NpeanpuHUMaTensaIMn, UMEeWUMN  FIMUEH3NI0 Ha  dapMaueBTUYECKYI0 AeATENbHOCTb,
MEOUUMHCKUMUW  OpraHu3aumsmMn, UMELWUMN  JIMLEH3NI0 Ha  (papmaueBTUYECKYlD OEeSATEeNbHOCTb, W UX
obocobneHHbIMM  noapasgeneHuaMn  (ambynaTopuamu,  denbawepckuMn 1 penbaLepcKo-akyLepCKUMm
NyHKTaMu, UeHTpamu (oTaeneHnsmu) obuien BpavyebHOW (CEMENHOMN) MPaKTUKK), PacrofiOKEHHLIMU B CEMbCKUX
HaceneHHbIX MyHKTax, B KOTOPbLIX OTCYTCTBYIOT anteyHble OpraHu3aumv, M BeTepuHapHbIMWU OpraHusauusiMu,
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UMELLUMU NNLLEH3UI0 Ha hapMaLeBTUYECKYI0 OESATENbHOCTD.
(B peq. ®epepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. ®dusnyeckme nuua MOryT OCylecTBASATb hapMaLeBTUYECKYO AeATeNbHOCTb NPY HaNU4yMKu BbICLLEro UMn
cpegHero papmaueBTudeckoro obpasoBaHuss U cepTuduKkata crneuuanucta, BbICLUErO UMM CpeaHero
BeTepuHapHoro obpasoBaHus U cepTudUKata chneuuanucta, a Takke BbICLLEro Unu cpegHero MeauuMHCKOro
obpasoBaHus, cepTudukata cneuuanucta M AOONOMHUTENBHOrO MNPOdEcCUoHanbHOro obpasoBaHUA B 4acTu
PO3HWYHOW TOProBIM NEeKapCTBEHHbIMW NpenapaTamMum npu ycrosum nx paboTtsl B 060COBNeHHbIX NoapasaeneHumsx
MEAMLIMHCKMX OpraHn3aLnin, ykasaHHbIX B YacTu 1 HacTosALLen cTaTbu.

(yacTb 2 B pea. ®epepansHoro 3akoHa ot 27.07.2010 N 192-93)

Cratba 53. [lpogaxa, nepegaya IeKapCTBEHHbIX CPEACTB OpraHusaumMsimm OMTOBOW  TOProBnu
neKapCTBEHHbIMU CPeACTBaMU

OpraHusaumMm ONTOBOM TOProBNM  NIEKApCTBEHHLIMU  CPEACTBaMM  MOTYT  OCYLUECTBNATb  MpoJaxy
neKkapcTBEHHbIX CPeAcTB UMM NepedaBaTb WX B YCTaHOBIEHHOM 3akoHodaTenbcTBoM Poccuiickoit denepaumm
nopsiake:

1) ApyrMm opraHu3auusiM ONTOBOM TOPTroBMM NEKapCTBEHHLIMM CpeacTBamu;

2) NpOV3BOANTENSAM NEKapPCTBEHHbIX CPEACTB ANA Lienei NpoM3BoACTBa NeKapCTBEHHbIX CPeaCTB;
3) anTeyHbIM OpraHM3aUuam U BETepMHapPHbLIM anTe4yHbiM OpraHM3aLuam;

4) Hay4HO-MCCreaoBaTeNbCKMM OpraHM3aLmnam Ans HaydHo-uccrnenoBaTenbCKon paboThbl;

5) uHauBMayanbHbIM NpeanpUHUMaTensaM, MMELWUM NMLEH3NI0 Ha hapMaLeBTUYECKYo AeATeNbHOCTb UMK
NMUEH3NIO Ha MeONLIMHCKYI0 OeATeNbHOCTb;

6) MEaMUUHCKUM OpraHu3auunam, BeTepuHapHbIM OpraHu3aLmsam;

7) opraHusauusiM, OCyLLECTBISALWMM pa3BefeHne, BblpaliuBaHue U cogepXXaHue XUBOTHBbIX.

Crtatbs 54. NpaBuna onToBOW TOProBNn NeKapCTBEHHBIMU CpeaCcTBaMM

OnToBasi TOProBns neKapCTBEHHbIMW CPEACTBaMW OCYLLECTBNSETCA MNPOU3BOAUTENSAMMU JEKapCTBEHHbIX
CpeacTB M oOpraHusauMsiMu OMTOBOW TOProBfM FeKapCTBEHHbIMW CpeacTBaMy MO NpaBwuiaM Hagnexaien
ONCTPUOBLIOTOPCKON MNPAaKTUKW WM MpaBunam Hagnexawen npakTukn XpaHeHUs W NepeBO3KU NEKapCTBEHHbIX
npenapaToB,  YTBEPXAEHHbIM  COOTBETCTBYWOLUMMW  YMOFIHOMOYEHHbIMM  d)edepanbHbIMi  opraHaMmu
WCMNOMHUTENBbHOW BNACTW.

(B pea. ®enepansHoro sakoHa ot 22.12.2014 N 429-93)

Crtatbsa 55. Nopsaok pO3HUYHOW TOProBIyv FIEKAPCTBEHHLIMY MpenapaTtaMm

1. Po3HMYHasA TOProBns nekapCTBEHHbIMU MpenapaTaMmy B KONMYECTBaxX, HEOBXoAMMbIX AN BbIMNOMHEHWS
BpayebHbIX (penbawepcknx) HasHaAYeHUM WM Ha3HAYeHWn CcneuManucToB B 0obOractM  BeTepuHapuu,
OCYLLECTBSAETCH anTeYHbIMW OpraHvM3aunsiMiM, BETEePUHapHbIMM anTeYHbIMU OpraHM3aumsamMu, MHANBUAYanbHbIMN
npeanpyHUMaTensMy, UMELWMMU  NULUEH3NI0  Ha  dapMaueBTUYECKYID  OEATeNnbHOCTb,  MEeAULUHCKUMU
opraHusauusiMy, WUMeLWUMU JIMUEH3NI0 Ha dapMaueBTUYECKYI0 AeATEeNbHOCTb, W uxX 060cobneHHbIMU
nogpasgeneHuamn (ambynatopusimu, denbawepckumMm 1 enbaepcko-akyLepCKUMN  MYHKTaMK, LieHTpamMm
(oToeneHusamu) obuien BpadebHOM (CEMENHOW) NPaKkTUKK), pacnonoXeHHbIMU B CEMNMbCKUX HACEreHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OopraHv3auuu, U BeTEPUHapHbIMU OpraHn3auusMn, UMEKLLUMU MULEH3NI0 Ha
dapmMaLeBTMYECKyl0 AeaTenbHOCTb. PaspelueHa po3HWYHas TOProBrisi TONMbKO feKapCTBEHHbIMW MpenapaTamu,
3apeructpypoBaHHeiMM B Poccuiickon ®degepauuym MM U3rOTOBMIEHHLIMW  @NTEYHBIMW  OpraHM3auusaMu,
BETEPMHAPHLIMU aNnTEYHbIMW OpraHvM3auusiMiM, UHAMBUAYaNbHbIMU MPEANPUHUMATENAMU, UMELWNMN MNNLEH3NIO
Ha bapmaLeBTUYECKYIO AeAaTenbHOCTb. PO3HMYHAsA TOProBnsi nekapCTBEHHbIMW NpenapaTaMy ocylecTBnseTcs no
npaBunaM Haanexawlen anTeyHoW MpPaKTUKW, YTBEPXAEHHbIM YMONHOMOYEHHbIM denepanbHbiM  OpraHoM
UCMNOMHUTENBbHOW BNacTw.

(B peq. ®epepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

2. Buabl anTeyHbIX OpraHu3auMi M fpaBuia OTNycka NEeKapCTBEHHbIX MpenapaTtoB Ans MeAMLUHCKOro
NPUMEHEHUS anTeYHbIMW OpraHn3aunaMn, UHAMBUAYanbHEIMU MPeanpUHUMATENSAMU, UMEIOLWUMU JIMLEH3NIO Ha
dapMaLeBTUYECKYI0 AeATENbHOCTb, @ TakkKe MpaBuia OTNycKa fieKapCTBEHHbIX NpenapaToB AN MeAMLUHCKOro
NPUMEHEHU MEANLMHCKMMM OpraHu3aumnsMm, UMELMMY NNLEH3NI0 Ha hapMaLeBTUYECKYI0 AeATENbHOCTb, U UX
obocobneHHbIMM  noapasgeneHusMn  (ambynaTtopuamu,  denbawepckuMn 1 penbaLepcKo-akyLepCcKUMm
NyHKTaMu, UeHTpamu (oTaeneHusmu) obuien BpavyebHOW (CEMENHOMN) MPaKTUKK), PacroNOXEHHLIMU B CEMbCKUX
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HacCemneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuv, YTBEpXAarTCs YNONMHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMNOSTHUTENBbHOM BRacTu.
(B peq. ®epepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MNpaBuna oTnycka HapKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aperncTpupoBaHHbIX B KayecTBe
nekapcTBEHHbIX MpenapaTtoB, feKapCTBEHHbIX MpenapaToB, coAepXalluMx HapkoTUdeckne cpeacrtsa MU
NCUXOTPOMHbIE BELLEeCTBa, YTBEPXKAAKTCA YNONMHOMOYEHHbIM dhefepanbHbiM OpraHoM UCNOMHUTENbBHOW BNAcTU No
cornacoBaHuio ¢ pegepanbHbIM OpraHoOM UCNONHUTENBHOW BMAACTWU, OCYLLECTBASKOLWNM (PyHKUMM No BbipaboTke
rocyfapCTBEHHOW MOMUTUKU, HOPMAaTUBHO-MPaABOBOMY pPEryrnMpoBaHUI0, KOHTPOMO U Haasopy B cdepe obopoTta
HapPKOTUYECKMUX CPeacTB, MCUXOTPOMHbLIX BELLECTB W UX MPEKypcopoB, a Takke B obractv npoTMBOOAENCTBUA UX
HEe3aKOHHOMY O0OpOTY.

4. JlekapcTBeHHble npenapaTtbl Afs BETEPUHApPHOro MPUMEHEHUS MOArnexaT OTMNYCKy BeTepUHapHbIMU
anTe4yHbIMX  OpraHM3auusMy, BETEPUHAPHbIMKM  OpraHM3aunsMu, WHAMBUAYaNbHBIMW  MpeanpUHUMaTEnsaIMu,
UMEILLUMU NINLLEH3NIO Ha hapMaLeBTUYECKYH0 AeATENbHOCTb. [1paBuna oTnycka fekapCTBEHHbIX NpenapaToB AN
BETEPVHAPHOIo NPUMEHEHUS YyTBEPXKOATCA YNONHOMOYEHHbIM ddeeparnbHbiM OpraHOM UCMOMHUTENBbHOW BNacTw.

5. lNepeyeHb MegUUMHCKUX opraHn3aumi, UMeLWnX NIMLEH3NI0 Ha (hapMaLeBTUYECKY0 AeATeNnbHOCTb, U UX
060cobneHHbIX noapasgeneHun (ambynatopuid, denballepcknx 1 denbaepcko-akyLepCcKnxX NyHKTOB, LEHTPOB
(oToeneHun) obwen BpadebHOW (CeMENHOW) NPaKTUKWM), PACrONOXEHHbIX B CEMbCKUX HaCeneHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTeuYHble OpraHu3aLnm, a Takke nepedeHb NekapCcTBEHHbIX NpenapaTos (3a UCKYEHNeM
HapPKOTUYECKMUX NEeKapCTBEHHbIX NpenapaToB M MNCUXOTPOMHbLIX NEeKapCTBEHHbIX MpenapaTtoB), Npodaxa KOTopbIX
MOXET  OCYLLUEeCTBRAATLCA  yKasaHHbIMM  OpraHus3auuamMum un  uUx  060cobreHHbIMM  nogpasgeneHnsMu,
yCTaHaBMBalTCHA OpraHamMu UCMONHUTENbHOW Bnacth cybbekTtoB Poccuiickon ®epepauuu.

(B peq. ®epepanbHoro 3akoHa ot 25.11.2013 N 317-93)

6. AnTeuyHble oOpraHu3auuv, WHAMBUAyalnbHble  NPeAnpuHUMaTeny, WMelWwme  NUMUEH3MI0  Ha
hapmaLeBTUYECKYIO [OeATeNnbHOCTb, 00s13aHbl obecneunBaTb YTBEpXAeHHbI [lpaBuTenscTBomM Poccuiickon
depepaumn 1M PoOpMMpyEMbIA B YCTAaHOBIIEHHOM WM MNOPSAKE MUWHWMAambHbIA _aCCOPTUMEHT eKapCTBEHHbIX
npenapaToB, HEOOXOAMMbIX A4S OKa3aHUsA MeAWLMHCKON MOMOLLMN.

(4acTb 6 B peq. PepepanbHoro 3akoHa oT 25.11.2013 N 317-93)

7. AnTeuyHble opraHusauuu, UHAOMBUAyanbHble  NpeanpuHUMMaTeny, MMelLwme  MNULEH3UI0  Ha
dapmaLeBTUYECKYIO OesATeNbHOCTb, Hapsily C NeKapCTBeHHbIMW npenapaTtamu MMelT npaBo npuobpetatb U
npoaaesaTb MeAWUUMHCKME u3genus, AesnHduuupylolune cpeactsa, nNpeaMeTbl UM CpeacTBa fUYHOW TUMMEHBI,
nocyoy Ans MeauUMHCKUMX Uuenen, npeameTbl U Cpeactsa, npedHasHavyeHHble Ans yxoda 3a 6onbHbiMM,
HOBOPOXAEHHbIMU U AeTbMU, HEe OOCTUILMMW BO3pacTa Tpex NeT, OYKOBYK ONTUKY M CpeacTBa yxoda 3a Hew,
MUHepanbHble BoAbl, NPOAYKTbI e4ebHoro, AeTCKOro U AMeTU4eCcKoro nuTaHus, Guonormyeckn akTuBHble A06aBku,
napdoMepHble U KOCMETUYECKNE CpeacTBa, MeaWUMHCKME U CaHWTapHO-MPOCBETUTENbHbIE MeYaTHble U3daHus,
npegHasHa4YeHHble A58 nponaraHibl 30OpoBOro obpasa >U3HMu.

(B peq. PepepanbHbix 3akoHOB OT 27.07.2010 N 192-d3, o1 25.11.2013 N 317-93)

8. [esTenbHOCTb anTeyHblx opraHusdauun BoopyxkeHHbix Cun Poccurickon ®egepaumn, OpYyrux BOWCK,
BOMHCKMX (DOPMMPOBAHWIA M OpraHoB, B KOTOPbIX 3akoHozaTenbCcTBOM Poccurckon depepaumm npenycMoTpeHO
NPOXOXOEHNEe BOEHHOW WM MpaBOOXPaHUTENBHOW CNyxbbl, pernaMmeHTUpyeTcsa Hactoswmm PeneparnbHbIM
3aKOHOM U YTBEPXOEHHbIMW  COOTBETCTBYWOLWUMU  defepanbHbIMU - OpraHaMy  UCMOSMHUTENbHOW  BriacTu
nonoxeHvsmn. KoHTponb 3a cobniofeHnem ykasaHHbIMU anTeYHbIMU OpraHu3auusMun MONOXEHUN HACTOSLLEro
denepanbHOro 3akOHa OCYLWECTBNAETCH COOTBETCTBYWOLWMMY deaepanbHbiMM - OpraHaMyv  UCNOSNTHUTENBHOM
BnacTu.

CtaTbs 56. M3roTtoBneHue n OTNYCK NeKapCTBEHHbIX nNpenapaToB

1. NsrotoBneHne nekapCTBEHHbIX MpenapaTtoB anTeYHbIMU OpraHv3auusmMu, BeTepUHapHbIMK anTeYHbIMU
opraHusauvsiMi, WHAMBUAYanNbHbIMK MNPEAnpUHUMATENSaMA, WVMEKLWMMU JNIULEH3NI0 Ha (apMaueBTUYECKYIO
OesiTENbHOCTb, OCYLLECTBISIETCS MO peLenTaM Ha fekapcTBeHHble npenapatbl, No TpeboBaHWsSM MeAMLMHCKUX
opraHusauuvii, BeTepuHapHbIX OpraHu3auuWid B COOTBETCTBUM C MNpaBuSlaMU  M3rOTOBMIEHUSS U OTMycka
NEeKapCTBEHHbIX MpenapaToB, YTBEPXKAEHHbIMU YMONHOMOYEHHbIM bedeparnbHbiM OPraHoOM  UCMOJSTHUTESbHOW
BracTw.

2. [pu M3roTOBMNEHWM JeKapCTBEHHbIX MNpenapaToB anTeyHbiMU OpraHu3auusiMu, BeTepUHapHbLIMU
anTeyHbIMX  OpraHuM3auusaMK,  UHOMBMAOYamNbHbIMW  MPeAnpUHUMATENAMM,  UMeLWMUMUM  JNIULEH3UIO  Ha
dbapMaLeBTUYECKYl0  OeATenbHOCTb,  WUCMOMb3yTCA  (papMaueBTMYeckue  cybCcTaHuuW,  BKIOYEHHble
COOTBETCTBEHHO B TOCYAapCTBEHHbLIA PEEecTp NEeKapCTBEHHbIX CPEACTB AN MEAMLMHCKOrO MNPUMEHEHUS U
rocy0apCTBEHHbI PeecTp NeKkapCTBEHHbIX CPeACTB AN BETEPUHAPHOIO NPUMEHEHUs B YCTaHOBEHHOM MOPsiAKe.
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He ponyckaetcd W3rotoBneHve anTeYHbIMW OpraHvM3auusiMiM, BeTEepWHapPHbIMW anTeYHbIMW OpraHu3aunsiMu,
WHOMBUAOYanbHbIMW  NpeanpuHUMaTensaIMu, UMELWMMN  FMUEH3NI0 Ha dapMaueBTUYECKyl0 AeATeNbHOCTb,
NeKapCTBEHHLIX MpenapaToB, 3aperncTpMpoBaHHbIX B Poccuiickon ®egepaumm.

3. MapkupoBka nekapcTBeHHbIX NpenapaToB, U3roTOBMEHHbIX anTeYHbIMU OpraHu3aumsaMu, BeTepUHapHbIMU
anTeyHbIMW  OpraHusauuMamMu,  UHAMBUAYaNbHbIMW  NpeanpuHUMaTensMn,  UMELMMKU  MULEH3UI0  Ha
dapmaLeBTUYECKYIO AeATeNbHOCTb, U OhOpMIIEHME TakMX MpenapaTtoB AOMKHbl COOTBETCTBOBATb Mpasunam,
yKa3aHHbIM B YacTu 1 HacTosLen cTaTbm.

4. AnTeyHble opraHu3auuu, BeTepUHapHbIE anTeyHble opraHu3aluu, UHAMBUAYanbHbIE NpeanpuHUMaTenu,
UMeLLMe NUUEH3NI0 Ha hapMaLleBTUYECKY0 OeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnoaeHue npasun
M3roTOBMEHNST M OTMyCKa FeKapCTBEHHbIX MNpenapaTtoB B COOTBETCTBUM C 3akoHogaTenbCTBOM Poccumnckon
depepauyun.

Cratbs 57. 3anpellieHne npogaxm danbcnuunpoBaHHbIX JNeKapCTBEHHbIX cpencTs,
HeJ0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbBIX CPEACTB, KOHTPa(aKTHbIX JIEKapCTBEHHbIX CPEACTB

I'IpolJ,a)Ka (*)aJ'IbCI/I(*)I/ILI,I/IpOBaHHbIX NNeKapCTBEHHbIX CpeacTs, Heﬂ06pOKa'-leCTBeHHbIX JNIeKapCTBEHHbIX
cpeacTs, KOHTpa(baKTHbIX NeKapCTBEHHbIX CpeacCTB 3anpeLlaeTcA.

Cratbs 58. XpaHeHune nekapcTBEHHbIX CPeacTB

1. XpaHeHue nekapCTBEHHbIX CPEACTB OCYLLECTBRSETCA NPOU3BOAMTENSAMM NEeKapCTBEHHbIX CPeAcTB,
OopraHu3auMsimm ONTOBOW TOProBSfM JIEKAPCTBEHHLIMU CPEACTBAMU, anTEYHbIMU OpraHn3aunsiMm, BeTepuHapHbIMM
anTeYHbIMW  OpraHmMsauuMsaMu,  MHAMBUAYaANbHbIMW  NPeanpuHMMAaTensMn,  UMEeLWMMKU  JIMUEH3NI0  Ha
apmMaLeBTUYECKYIO OEATENbHOCTb  WNMM  JIULEH3VNK Ha  MEOULMHCKYID  OeATENbHOCTb, MEOULMUHCKUMMU
opraHusaumsiMM, BeTEpPUHAPHbIMK OpraHM3aumsiMM M WHbIMUM OpraHu3auuMsiMn, OcyLlecTBRsWMMN obpalleHue
NEeKapCTBEHHbIX CPeacTB. XpaHeHNe NeKapCTBEHHbIX CPEACTB ANs BETEPUHAPHOIO NPUMEHEHNSA OpraHM3auusmMmn n
WHOUBMAYaANbHLIMW NpeanpUHUMaTENaMN B Criydasax, €Crv OHU UCMONb3YTCA UCKIIOYUTENBHO NPU pa3BedeHunn,
BblpallMBaHUKN, COAEpPXaHUM W NEYEHUU XMBOTHbLIX, MOXET OCYLUEeCTBMNATbCA ©e3 nonyyYyeHus nuueHsun Ha
dapmaLeBTUYECKYIO AeATENbHOCTb.

(B peq. ®enepansHoro 3akoHa ot 22.10.2014 N 313-®3)

2. lpaBuna xpaHeHWss nekapCTBEHHbIX CPEACTB YTBEPXKOAKTCA COOTBETCTBYIOLUUM YNOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMNOSTHUTENBHOM BracTu.

3. XpaHeHMe HapKOTMYECKMX INEeKapCTBEHHbIX CPeacTB, MNCUXOTPOMHbIX NEKAPCTBEHHbLIX CPEAcCTB,
pagnocdapmaLeBTUYECKMX JIEKAapCTBEHHbIX CPEeaCTB OCYLLECTBISIETCS B COOTBETCTBMM C 3aKOHOOATEITIbCTBOM
Poccuiickon depepauun.

Cratbs 58.1. [pegMETHO-KONTMYECTBEHHbIN YYET NEKapPCTBEHHbLIX CPEACTB AN MEOULMHCKOTO NMPUMEHEHUS
(eBegeHa depepanbHbiM 3akoHOM OT 25.12.2012 N 262-93)

1. [lepeyeHb nEKapCTBEHHbIX CPEACTB AN MEAMLMHCKOrO MpUMEHeHUsl, nognexawmux npegMeTHo-
KONMYECTBEHHOMY YYETY, YTBEPXKAAETCS YNONMHOMOYEHHBIM (hedeparnbHbIM OPraHoOM UCMONMHUTENLHOW BNAacTy.

2. [Nopsgok BKIHOYEHUS NEKAPCTBEHHBIX CPeacTB AN MEeOUUMHCKOTO MPUMEHEHMS B NepeyeHb
NeKapCTBEHHbIX CPEACTB AN MEeOULMHCKOrO NPUMEHEHWS, MOANEXalMx NpeaMeTHO-KONIMYECTBEHHOMY Y4eTy,
yCTaHaBMMBaETCA YMNONIHOMOYEHHbIM befeparnbHbiM OpraHoM WCMOSTHUTENbHOW BNAcTM MO COMNacoBaHWUO C
hepepanbHbIM OpraHOM MCMOMHUTENBHOW BAacTU, OCYLLECTBASIOWMM (PYHKLMN MO BbipaboTke rocyaapcTBEHHOW
MONMUTMKM, HOPMATMBHO-NPABOBOMY PEryrMpoBaHMWIo, KOHTPOM W Haasopy B cdepe obopoTa HapKOTUYECKUX
CPeAcCTB, MCUXOTPOMHbIX BELLECTB M MX MPEKYPCOPOB, a Takke B 06nacTv NpPOTUBOAEWCTBUS WX HE3AKOHHOMY
obopory.

3. MpeameTHO-KONMUYECTBEHHBIN YYeT NeKapCTBEHHbIX CPEACTB AN MEAMUMHCKOro NPUMEHEHWUst BeayT
NPON3BOAUTENN FEKAPCTBEHHBLIX CPEACTB, OpraHuM3auuy ONTOBOWM TOProBNWU JIEKAPCTBEHHLIMWU CPEeACTBaMM,
anTeyvHble OpraHu3auuv, UHAMBWUAOYyasnbHble NPeanpUHMMAaTENN, MMEKLMEe NUULEH3U0 Ha apmaueBTUYECKYIO
0EeATENbHOCTb UMW NULEH3NIO HA MELOULMHCKYIO AeATENbHOCTb, U MEOULMHCKME OpraHvM3aunn, OCyLLEeCTBsSOLWLMe
obpalleHre NekapCcTBEHHbIX CPEACTB AN MEAULMHCKOrO NPUMEHEHUS, MyTEM perncTpauumn nobbix CBA3AHHLIX C
ux obpalleHneM onepauui, Npu KOTOPbIX M3MEHSIETCS WX KONMUYECTBO WM (MnM) COCTOsiHME, B creumanbHbIX
XypHanax y4eTta onepauui, CBA3aHHbIX C OOpaLLleHNEM NeKapCTBEHHbIX CPeACTB AN MEOULMHCKOrO NPUMEHEHMS
(manee - cneunanbHble XypHarbl).
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4. [lpaBuna perncTpaumm onepaumn, CBA3aHHbIX C OOpalleHMeM JeKapCTBEHHbIX CpeacTB Ans
MEeLMLMHCKOrO NMPUMEHEHUS, BKITIOYEHHbIX B NEPEYEHb NEKapPCTBEHHbIX CPEACTB AJ1 MEOULMHCKOIO NMPUMEHEHUS,
noanexawmx npeamMeTHO-KONMMYECTBEHHOMY Y4YeTy, B CneumarnbHbIX XypHanax 1M npaBuiia BeAEHWUS U XpaHEHUs
creumarnbHbIX XypHaNoB yTBEPXAATCH YNONMHOMOYEHHbIM hbefepanbHbIM OpraHOM UCTNONHUTENBHOW BNACTW.

5. KoHTponb 3a cobnogeHmMeM npaBun perucTpauum onepauui, CBa3aHHbIX ¢ obpalleHneM nekapcTBEHHbIX
cpeacTB AN MEAULMUHCKOro NPUMEHEHUS, BKIIOYEHHbIX B NepeYeHb NIEKAapCTBEHHbLIX CPEACTB ANt MeaULMHCKOro
NpUMEHeHWs, noanexalwimx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, B ChneumanbHbIX >XypHanax, a Takke 3a
cobniogeHneM npaBun BeAEHUMSI M XPaHEHUs1 CheluManbHbIX >XYpHanoB Bo3naraeTcsl Ha YrNONHOMOYEHHble
denepanbHble OpraHbl MCMOMHUTENbLHOW BNACTX WM OpraHbl UCMOMHUTENbHOW BracTu cyGbekToB Poccumnckon
depepaumu, ocywecTBnsALWME NULEH3NPOBAHNE MPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTB, dhapMaLeBTUYECKOMN
[EeATenbHOCTU U MEOMULIMHCKON OEeATENBHOCTU, U OCYLLECTBISAETCS B paMKax JIMLEH3MOHHOIO KOHTPOIs.

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEACTB
Cratbsl 59. OcHOBaHUS U MOPSAOK YHUUTOXEHUS JIEKAPCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHble NeKapCTBEHHble CpPeacTBa, hanbCumumMpoBaHHbIE NeKapCTBEHHbIE CpeacTBa
noanexaT nsbATUIO 13 obpalleHns U YHUUTOXEHUIO B nNopsake, yctaHoBneHHom [MpaButensctBoMm Poccuickon
®epepauymun. OcHoBaHMEM [ANS  YHUUTOXEHUS FEeKapCTBEHHbIX CPeACTB SBMSETCA pelleHue Bragenbla
NeKkapCcTBEHHbIX  CPeacTB,  pelleHMe  COOTBETCTBYIOLLEro  YNOMHOMOYEHHOro  dpedepanbHOro  opraHa
WCNONHUTENBHON BNACTU UMK peLleHue cyaa.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. KoHTpadhakTHble nekapCTBEHHble cpeacTBa Moaniexar U3bATUMIO M3 00palleHWss N YHUYTOXEHUIO Mo
peweHntio cyga. [lopsooK YHUYMTOXEHUS KOHTpadpakTHbIX JIEKApCTBEHHbIX CPEeACTB  yCTaHaBNMBaeTCH
MpaButenscTBoM Poccuickon Gegepaumm.

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

3. Pacxogpl, CBA3aHHbIE C YHUUTOXEHUNEM KOHTPadaKTHbIX NEKapCTBEHHbIX CPeacTB, He4OOPOKa4YeCTBEHHbIX
nekapcTBEHHbIX CPeacTB, hanbCcMPULNPOBaHHbIX NeKapCTBEHHbIX CPEACTB, BO3MELLAOTCH UX BNagenbLeM.

4. BnageneL nekapCTBEHHbIX CPeACTB AOMKeH MpeacTaBUTb B YNOMHOMOYEHHbIN deaepanbHbii opraH
WCNONMHUTENBHON BNACTW OOKYMEHT UMW 3aBEpPEeHHY B YCTAHOBMEHHOM MOPSAAKE ero KOnui, noarsepXxaatoLiue
daKT YHUUTOXEHNS NEKapCTBEHHbIX CPEACTB.

5. CoOoTBETCTBYHOLUUA YNOMHOMOYEHHbIA eaepanbHbli OpraH WUCMNONHUTENBHOM BRAacTW, MNPUHSABLLWNA
pelueHne 06 YHUUTOXEHUUN NeKapCTBEHHbIX CPEACTB, OCYLLECTBNASET KOHTPOIb 3a UX YHUUTOXEHNEM.

6. YHUUYTOXEHME NekapCTBEHHbIX CPeACTB MPOU3BOAUTCH OpraHM3auusmMu, UMEKLNMN COOTBETCTBYIOLLYHO
NMUEeH3No, Ha crneumanbHO 00OpyAOBaHHbIX Mfowankax, MOonMroHax W B crneuuanbHo 060pyaoBaHHbIX
noMmelleHusx ¢ cobniogeHvem TpeboBaHui B 00OMNacTM OXpaHbl OKpyXawLwen cpegbl B COOTBETCTBUM C
3akoHogartenbcTBom Poccuickon degepaumn.

7. HapkoTuyeckne  nekapcTBeHHble  CpPeAcTBa, MCUXOTPOMHbIE  FeKapCTBEHHbIe  CPeAcTBa,
pagrnodapMaLeBTMYECKME JTeKapCTBEHHbIE CPEeACTBa YHWYTOXAKTCA B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccunckon ®epepauun.

Mnaea 12. TOCYOAPCTBEHHOE PEIYNIMPOBAHUE LIEH
HA NNEKAPCTBEHHbBIE MPEMAPATbI AJ1A MEOULUMHCKOIO NPUMEHEHUA

Cratba 60. Focyp,apCTBeHHoe perynuposaHne uUeH Ha InekapCTBeHHble npenapatbl And MegununHCKoro
NPpUMEHEeHUA

[ocymapcTBeHHOE perynupoBaHve LEeH Ha JekapCTBeHHble npenapaTbl Ans MeOMUMHCKOrO NPUMEHEHUs
OCYLLIECTBISAETCH NOCPEACTBOM:

1) ytBepxaeHus MNpaButensctBoM Poccuiickon degepaLmm nepeyHs *XM3HEHHO HEOBXOANMBIX N BaXKHENLLNX
NeKapCTBEHHbIX NpenapaTtoB, KOTOPbI CHOPMUPOBAH B YCTAHOBIIEHHOM MM MOPAAKE HAa OCHOBE KOMIMIIEKCHOM
OLLEHKN NeKapCTBEHHbIX NpenapaToB, BKMYasa aHann3 cBeAeHU 0 CPaBHUTENbHOW KNMHUYECKON 3(PEKTUBHOCTU
1 6e30nacHOCTN NeKkapCTBEHHOro CPeAcTBa, OLEHKY SKOHOMWYECKMX MOCNeaCTBUN NPUMEHEHUS NeKapCTBEHHOro
CpeacTBa M U3ydeHre A0NOMHUTENbHbIX NOCNeACTBUA NPUMEHEHUS NEKapCTBEHHOrO CPeacTBa;

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

2) yTBEpXOEHNS MEeTOAMKM YCTaHOBMEHUs MPOU3BOAUTENSIMU NEKapCTBEHHbIX NpenapaToB npefenbHbIX

OTNYCKHbIX LIeH Ha NeKapcTBEHHbIE npenapaTbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHENLINX
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NeKapCTBEHHLIX MpenapaTtoB, a Takke BHEAPEHNS] MEXaHU3MOB (DOPMUPOBAHMS CUCTEMbI PEDEPEHTHDBIX LIEH;
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) rocyagapCTBEHHOW pEerucTpaumv YCTAHOBIMEHHbLIX MPOM3BOAUTENSAMU JIEKAPCTBEHHbLIX MNpenapaToB
npeaenbHbIX OTNYCKHbIX LIEH Ha NekapCTBeHHble npenaparbl, BKNIOYEHHbIE B NepeyYeHb XU3HEHHO HEeOBXOANMBIX U
Ba)KHENLUNX NIEKapCTBEHHbLIX NpenapaTos;

4) BeeHVs rOCyQapCTBEHHOrO peecTtpa npeaenbHbIX OTNYCKHbIX LieH NPOUM3BOAUTENEN Ha NeKapCTBEHHble
npenaparbl, BKMOYEHHbLIE B NEpeYeHb XXU3HEHHO HEOBXOOMMbIX U BaXKHENLLNX NEKAPCTBEHHbIX NpenapaTos;

5) yTBepxaeHus MeToauKM YCTaHOBMEHUS OopraHamMm WCMNOMHUTENbHOW BRacTu cybbekTtoB Poccuiickon
degepaumm npenenbHbIX pasMepoB ONTOBbIX HanbaBOK WM NpedenbHbiX pasMepoB PO3HUYHbLIX HagbaBOK K
(PaKTUYECKMM  OTMYCKHBbIM L€HaM, YCTaHOBJIEHHbIM MPOU3BOOUTENSAMU JEeKapCTBEHHbLIX MpenapaTtoB, Ha
NeKkapCTBEHHbIE NpenapaTbl, BKIYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOOAMMbBIX U BaXKHEWLIMX NeKapCTBEHHbIX
npenapaTos;

6) yCTaHOBNEHWs MpederibHbIX pPasMepoB ONTOBbIX HAaA0aBOK W npefesfibHbiX pPasMepoB PO3HUYHbIX
Haa0baBOK K pakTUYECKMM OTMYCKHbLIM LieHaM, YCTaHOBEHHbIM NPON3BOAMTENSMM NIEKAPCTBEHHLIX MpenapaTos, Ha
NeKapCTBEHHbIE NpenapaTbl, BKIYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOOAMMbBIX U BaXKHEWLINX NeKapCTBEHHbIX
npenaparos;

7) yTBEpXAeHUs nopsiaka BblAayum NpeanucaHuMin opraHam UCNONHUTENbHON BNacTn cyGbekToB Poccuiickon
degepaumm O npuBedeHMN B COOTBETCTBME C 3akoHogaTenbcTBoM Poccuiickon degepaumm peweHun ob
YCTaHOBIEHUN nNpefenbHbIX pa3MepoB ONTOBbIX HaAbaBOK M MpedernbHbIX pa3MepoB PO3HMYHBIX HaabaBoOK K
aKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENSAMU NEKapCTBEHHbIX MpenapaTtoB, Ha
neKkapCcTBEHHble npenapaTbl, BKMIOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOANMBIX N BaXKHEMLUMX FEKAaPCTBEHHbIX
npenapaToB, €CfM OHU MPUHATBHI C HapyleHMeM 3akoHogaTtenbcTBa Poccunckon ®depepaumm, B nNopsiake,
ycTaHoBneHHoM [NpaBuTtenbcTBom Poccuiickon depgepaumm;

8) HanpaBneHust yMNofIHOMOYEHHbIM defepanbHbiM  OpraHOM  UCMOJSIHUTENBHOM  BriacTM  OpraHam
WCNONHUTENBHON BnacTn cyobekTtoB Poccuiickon denepaumm npeanucaHnin 0 NpuBELEHUMU B COOTBETCTBME C
3akoHopaTtenbcTBoM Poccuickon ®Pegepaumm NpuvHATBIX C  HapylweHWem 3akoHopaTtenbcTBa Poccuiickon
depepaummn peweHnii 06 yCTaHOBIEHUN MpeferibHbIX pa3MepoB OMTOBbIX HAA0ABOK M MpederibHbIX pasMepoB
PO3HUYHbLIX HaabaBoOK K LleHaM Ha flekapCTBEHHbIE nNpenapaTbl, BKNIOYEHHbIE B NepeYeHb XNU3HEHHO HEOOXOAMMBIX
N Ba)KHEMNLUNX NEKaApPCTBEHHbIX NpenapaTos;

9) ocywecTtBneHua denepanbHOro rocyaapcTBEHHOrO Hazasopa B cdepe obpalleHus nekapCTBEHHbIX
CPeACTB U permoHanbHOro rocygapCTBEHHOro KOHTPONSA 3a NMPUMEHEHMEM LieH Ha nekapCTBEHHble npenapaTtsbl
COOTBETCTBEHHO YMOMHOMOYEHHbIMU  beaepanbHbIMU  OpraHamMu  UCMOMHUTENbHOW BRacTM W opraHamu
UCNONMHUTENBHON BRNacTn cybbekToB Poccunckon depepaumm COrMacHO WX KOMMETEHUUM B NOopsike,
ycTaHoBneHHoM [NpaBuTtenbcTBom Poccuiickon deagepaumm;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHNs NpeayCMOTPEHHbIX 3aKkoHoAaTenbcTBOM Poccunckon ®egepauum mep OTBETCTBEHHOCTH 3a

HapyLLeHne nopsiaka LLeHoobpa3oBaHUSA Ha XXM3HEHHO HEOOXOAUMbIE N BaXKHENLLME NeKapCTBEHHbIE NpenapaTsbl.

Cratbas 61. [ocymapCTBeHHasi perncrpaumsi yCTaHaBfIMBAEMbIX MNPOU3BOOUTENSAMU  JEKAPCTBEHHbIX
npenapaToB NpefenbHbIX OTMYCKHbIX LEH Ha NeKapCTBEeHHble npenaparbl, BKMIOYEHHbIE B MepevYeHb >XU3HEHHO
HEeo6X0OUMbIX U BaXKHENLUNX NIEKAPCTBEHHbIX NpenapaTos
(B peq. ®enepansHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcTaHaBnMBaemble NPOU3BOAMTENSMMU NEKapCTBEHHbIX MpenapaTtoB npeferibHble OTMYCKHble LieHbl Ha
nekapcTBEHHblE Mpenaparbl, BKIIOYEHHbIE B NEpeYeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLUUX FeKapCTBEHHbIX
npenapaToB, nogsexar rocygapcTBEHHOM pernctpaumm B nopsake, yctaHoBrneHHoM [paBuTtenscTsoM Poccumnckon
depepauyun.

(vactb 1 B peg. PenepanbHoro 3akoHa ot 08.03.2015 N 34-93)

2. Ha ocHoBaHun nogaHHOro o 1 okTsabpsA kaxgoro roga 3asiBNEeHMs Mpou3BOAWUTENS JEKapCTBEHHbIX
npenapaToB, BKMOYEHHbIX B MEpPeYeHb XMU3HEHHO HEOOXOAMMbIX M BaXKHEWMLIMX NeKapCTBEHHbIX NpenapaTtos,
3aperucTpypoBaHHasi npegernbHas  OTMYyCKHas LUeHa Ha JeKapCTBEeHHbIM npenapatr MoOXeT  ObITb
nepeperucTpMpoBaHa OAuMH pa3 B KaneH4apHOM rogy B nopsiake, yctaHoBreHHom [lpaButenbcTtBom Poccunckom
depepauyuu.

(yacTb 2 B pea. ®enepansHoro 3akoHa oT 08.03.2015 N 34-93)

2.1 -2.2. Ytpatunu cuny ¢ 1 nons 2015 roga. - PegepansHbiit 3akoH ot 08.03.2015 N 34-03.

3. PacuyeT npegenbHbIX OTNYCKHbIX LEH, YyKasaHHbIX B 4Yactax 1 M 2 HacTosiwen cratbW, Npu KX
rocyfapCTBEHHOW perncrpaummM wunu nepeperncTpauum ocyLlecTBNseTcd B COOTBETCTBUM C  METOAMKOWN,
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yTBepxaeHHon MNMpasutenbctBom Poccuiickon ®egepaunn n yumTbiBaloLWEeN, B YaCTHOCTMU:

1) cobntogeHne 6anaHca MHTEPEeCOB NOTpebuTenen NekapCcTBEHHbIX MpenapaToB, BKIIKOYEHHbIX B NepeYveHb
M3HEHHO HeoOXOAMMbIX W BaXKHEWLWWMX §eKapCTBEHHbIX MpenapaTtoB, W MNpPOU3BOOUTENEN FeKapCTBEHHbIX
npenapaToB, BKNIOYEHHbIX B NepeYeHb XXM3HEHHO HEOOXOAMMBIX 1 BaXXHENLLNX NeKapCTBEHHbIX NpenapaTos;

2) dakTnyeckyto OTMYCKHYIO LieHY Ha nekapcTBeHHble npenapaTel B Poccuiickon ®epgepaunn, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccunckyio ®defepaumio, a Takke LEeHbl Ha aHanoruvHble nekapCTBEHHblE
npenapartbl, Haxoaswmecs B obpawieHumn B Poccuiickon denepaunm;

3) 3aTpaTbl NpoM3BOAUTENSA NEKAPCTBEHHOro npenapara Ha NpovM3BOACTBO U peann3aunio NnekapcTBEHHOro
npenapara;

4) ueHy Ha nekapcTBEHHbIN NpenapaTt MHOCTPaHHOIO NPOM3BOACTBA, €ro LeHy B CTpaHe Npou3BoauTEnNs U B
CTpaHax, B KOTOpbIX MpenapaTr 3aperncTpuMpoBaH U (MnM) B KOTOPble MOCTaBMSIETCH WMHOCTPaHHbIM
Npou3BogauTENeM.

(wacTb 3 B pea. PenepanbHoro 3akoHa oT 08.03.2015 N 34-93)

4. He ponyckaloTcs peanu3aums u OTNyCK JIEKapCTBEHHbIX NMpenapaToB, BKIYEHHbIX B MepPeYeHb XU3HEHHO
HEeOOXOAMMbBIX W BaXXHEWWWUX TEeKapCTBEHHbIX MpenapaToB, Ha KOTOpble MNPOM3BOAUTENAMW NEKapCTBEHHbIX
npenapaToB He 3apeructTpupoBaHa npefenbHasi OTNYCKHas LeHa, peanusaums M OTMNyCK MNpoM3BOAUTENSMMU
nekapcTBEHHbIX MpenapaToB No LeHaM, NpeBbILLALLNM 3aperncTprpoBaHHbie npeaeribHble OTNYCKHbIe LieHbl Ha
nekapcTBeHHbIE NpenapaTthl, a Takke peannsaunst U OTMYCK NekapCTBEHHbIX NpenapaToB opraHM3auusamMm OnToBOK
TOProBNM M pPO3HWMYHOW TOPrOBMU NEKapCTBEHHbIMWU npenapaTtaMuM MO LeHaMm, YPOBEHb KOTOPbIX C Yy4eToM
npenenbHonM oOnToBoM HagbaBkM WM NpedenbHOW PO3HUYHOW HaabaBku npeBbilaeT pasMep dakTuyeckon
OTMNYCKHOW LiEHbI.

(4acTb 4 BBegeHa depepanbHbiM 3akoHoM OT 08.03.2015 N 34-93)

5. OcobeHHOCTM TroCyaapCTBEHHOTO PEryrnupoBaHUsS nNpeAenbHbIX OTMYCKHbIX LEH Ha JeKapCTBEHHbIE
npenapaTtbl, BKIOYEHHbIE B MepeYeHb XU3HEHHO HEOBXOOMMBIX W BaXKHEWLIUX NeKapCTBEHHbIX NpenapaTtoB, B
3aBMCMMOCTU OT 3KOHOMWYECKMX W (UNW) coumarnbHbiX KpUTEpueB (M3MEHeHWe YCMOBWIA, Mopsidka U CTOMMOCTU
Npou3BOACTBA JIEKAPCTBEHHbIX MpenapaToB, WCMOMb30BaHWE HOBbIX (OpPM, METOAOB M CrnocoboBs
rocy4apCTBEHHOIO pEerynupoBaHns LEeH Ha JlekapCTBeHHble MpenapaTtbl, B TOM 4YUCIie Ha OCHOBE MexaHu3ma
pecepeHTHOro ueHoobpasoBaHVsl, USMEHEHUI MOpsSAKa OKa3aHWA MEeAMLMHCKON NOMOLUWN, U UHble U3MEHEHMS)
yctaHasnusatoTca NpasutensctsoM Poccuinckon ®enepaumn.

(yacTb 5 BBepeHa denepanbHbiM 3akoHoM OT 08.03.2015 N 34-93)

CraTbs 62. rocyﬂapCTBeHHblﬁ peecTp npenerfibHbIX OTMYCKHbIX LEH npomssop,meneﬁ Ha JneKapCTBEHHbIE
npenapartbl, BKIO4YEHHbIE B NepeYvYeHb XXN3HEHHO HEeO6X0OUMbIX U BaXKHEMLLNX NNeKapCTBEHHbIX NMpenapaTtoB

1. 3apeructpupoBaHHble MnpefernbHble OTMYCKHblE LieHbl Ha NeKapCTBEHHbIE MpenapaTbl, BKIHOYEHHbIE B
nepeyvyeHb XM3HEHHO HEOOXOAMMbBIX W BaXKHEWWUX JEeKapCTBEHHbIX MpenapaToB, MNOANeXaT BKIYEHUIO B
rocy4apCTBEHHbIN peecTp MpedenibHbIX OTMNYCKHbIX LeH MpoM3BoAUTENEeN Ha fekapCTBEHHble npenaparbl,
BKITHOYEHHbIE B NepevYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHENLLNX flekapCTBEHHbIX NpenapaTos.

2. 'ocypapcTBeHHbIN peecTp npefdesibHbIX OTAYCKHbIX LeH NPOM3BOAUTENEN Ha NekapCTBEHHbIE Npenaparhbl,
BKIMIOYEHHbIE B NEpeYEHb XXU3HEHHO HEOOXOAMMbIX U BaXKHEWLUMNX NeKapCTBEHHbIX NMpenapaToB, coaepxut B cebe
cneayoLLyo MHdopmauuio:

1) HauMmeHoBaHWe pfepxaTens wnuv Bragenbla pPerucTpaumoHHOrO YAOCTOBEPEHUSA NEKapCTBEHHOro
npenapaTa, HauMeHOBaHMe MPON3BOANTENS NEKapPCTBEHHOro npenapata, MECTO HaxoXAeHUs NPOU3BOOCTBEHHbIX
nnowanok, y4acTByloLWmnX B NpoLecce NponM3BOACTBA JleKapCTBEHHOrO npenaparta, C ykasaHmem ctagum npouecca
Nnpou3BoACTBA;

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

2) HaMMeHOBaHWe NekapCTBEHHOIo npenaparta (MexgyHapogHOe HenaTeHTOBaHHOEe, MK rPYMNnMpoBOYHOE,
UNN XMMNYECKOE N TOProBOE HaMMEHOBaHWS);

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HoOMep perncTpaLmMoHHOro yaoCTOBEPEHMS NekapCTBEHHOIO nNpenapaTa;

4) nekapcTBeHHas opMa C yKasaHMeM [O3MPOBKU FeKapCTBEHHOrO Mpenapata W ero KonmyectBa BO
BTOPWYHOM (NOTPEBUTENBLCKON) YNakoBKe, a Takke KOMMMEKTHOCTb;

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

5) sapeructpvpoBaHHas npegenbHas oTNyckHas LeHa B pybnsx;

6) pata “ HOMep npuKasa YNONMHOMOYEHHOro beaepanbHOro opraHa WCMNOMHUTENbHOW BriacTn o
rocygapCTBEHHON perncTpauum, nepeperncrpaumm npegefnibHon OTNYCKHOW LieHbl Ha fiekapCTBEHHbIN npenapar,
BKITFOYEHHBIN B NEPeYEHb XN3HEHHO HEOOXOANUMbIX N BaXKHENLLMX FIEKAPCTBEHHbIX NpenapaTos.;
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(n. 6 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7) WTPUXOBOW KoL, HAHECEHHbIA HA BTOPUYHYIO0 (MOTPEOUTENBCKYIO) YNAKOBKY NIEKAPCTBEHHOIO Npenapara;
(n. 7 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) ko4 nekapcTBEHHOro npenapata MO aHaTOMO-TepaneBTUYECKO-XMMUYECKOW  Kraccudumkauuu,
pekomeHaoBaHHOM BcemMupHon opraHusaumen 3gpaBooxXpaHeHus.

(n. 8 BBeoeH ®epepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

3. TocynapcTBeHHass perucTpauusi npefenbHbiX OTMNYCKHbIX LEH Ha JIeKapCTBEHHble npenaparhbl,
BKMIOYEHHbIe B MNepeveHb XU3HEHHO HEeOoOXOAMMbIX W BaXKHEWLIMX IeKapCTBEHHbIX MpenapaTtoB, BeaeHue
rocy4apCTBEHHOTO peecTpa npefesibHbIX OTMNYCKHbIX LIEH MPOM3BOAUTENEN Ha neKapCTBEHHble npenapaThl,
BKITOYEHHbIE B NEpeYvYeHb XU3HEHHO HEOOXOOAUMbBIX U BaXKHENLLMX FIEKAPCTBEHHbLIX NMpenapaToB, OCYLLECTBMASTCSA
B nopsigke, ycTaHoBrneHHOM [NpasutenscTBom Poccuiickon ®egepaumn.

Cratba 63. YcTaHOBreHWe opraHamu WCNOSNIHUTENBHOM BRactn cybbektoB Poccuickon Pepepaumm
npefenbHbIX pa3mMepoB ONTOBbIX HaabaBOK WM MpedenibHbIX Pa3MepoB PO3HMYHBLIX HagbaBOK K (haKTUHECKUM
OTMYCKHBbIM LieHaM, YCTaHOBIIEHHbIM MPON3BOAUTENSAMU JIEKapCTBEHHbIX MpenapaToB, Ha JleKapCTBEHHbIE
npenapaTtbl ANg MeOULUHCKOrO NpUMEHEHUs

1. OpraHbl ucnonHUTENLHOM BRacTn cybbekToB Poccuitckon Pepepauumun ycTaHaBnMBaKOT NpedernbHble
pasmepbl ONTOBbIX HaAbaBOK U NpefenbHble pasMepbl PO3HUYHBLIX HaABGaBOK K haKTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBIIEHHbIM MPOM3BOAUTENSMIN NEKAPCTBEHHbIX NpenapaToB, Ha NekapCcTBEHHbIE npenapaTbl, BKMIOYEHHbIE B
nepeyeHb XU3HEHHO HEOBXOOUMbBIX U BaXKHENLLMX NeKapCTBEHHbIX NpenapaToB, B COOTBETCTBUU C YTBEPXKOEHHOM
B nopsgke, yctaHoBrieHHOM [lpaButenbctBoMm Poccuiickon Pepepauunm, METOAMKON YCTAHOBIEHUS OpraHammu
ncnonHuTenbHon Bnactn cybvektoB Poccunckon Pepepaunm npefenbHbIX pa3mMepoB OMTOBbIX HaabaBoOK W
npegenbHbIX pPa3mMepoB  PO3HWMYHBIX HagbaBOK K (PAKTUHECKMM  OTMYCKHbIM  LieHaM, YCTaHOBIIEHHbIM
npou3BoauTensiMM NEKapCTBEHHbIX MNpenapaToB, Ha IleKapCTBEHHble MpenapaTtbl, BKIOYEHHbIE B MepeyeHb
XKMU3HEHHO HeoOXOOUMBIX W  BaXHEMWWX JleKapCTBEHHbIX npenapaTtoB. [lpoekTbl peleHuMn opraHoB
WCNONHUTENBHON BNacTu cyobekTtoB Poccuiickon dPepepauumn 06 ycTaHOBNEHUM U (MN) U3MEHEHUM NpeneribHbIX
pasmepoB OMNTOBbIX HaA6aBOK M NpeaenbHbIX pa3MepoB PO3HUYHBLIX HaABaBOK K (PaKTUHECKMM OTMYCKHbIM LieHaM,
YCTaHOBIIEHHbIM MPOM3BOAUTENSMIN NEKAPCTBEHHbIX NpenapaToB, Ha NeKkapCcTBEHHbIE npenapaTbl, BKMNIOYEHHbIE B
nepeyYeHb >XU3HEHHO HeobXOAMMbIX M BaXKHEWLUUX IeKapCTBEHHbIX MpenapaToB, noAnexar CornacoBaHuio C
denepanbHbIM OpraHoOM UCNONHUTENBbHOW BNACTW, YNOMHOMOYEHHbIM OCYLLECTBNATL NpaBoBOE perynvpoBaHue B
chepe rocygapCTBEHHOIO perynupoBaHus LeH (TapudoB) Ha ToBapbl (ycnyru), B nopsigke, YCTaHOBMEHHOM
MpaButensctBoM Poccuitckon depepaumm.

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHu3aumm onToOBOM TOProBnv U (MnNW) anTeyHble opraHu3auuun, UHAMBWUAYyarnbHbIE NPeanpuHMMaTeni,
UMelLWwne JIULEH3NI0 Ha QapMaueBTUYECKY0 OeATEeNbHOCTb, OCYLIECTBMAT peanusauuio neKapCTBEHHbIX
npenapaToB, BKIOYEHHbLIX B MEpeYeHb XMU3HEHHO HEOOXOAMMbIX U BaXXHENLWUX fekapCTBEHHbIX MpenapaTos, no
LeHaM, ypOBEHb KOTOPbIX HE MPEBbILAeT CyMMY (hakTUYECKON OTMYCKHOW LieHbl, YCTAHOBIIEHHOW MPON3BOANTENEM
NeKapCTBEHHbIX NpenapaToB U He MNpeBbILlakLen 3aperMcTpupoBaHHON NpeaesibHON OTNYCKHOW LieHbl, 1 pasmep
ontoBon HagbaBkm u (unu) pasmep PO3HUYHOW HanbaBkM, He MpeBblllalolwne COOTBETCTBEHHO pasmepa
npeaensHON onToBOW Hanbasku u (UNun) pasmepa npeaenbHOW PO3HUYHOW HanbaBKW, YCTAaHOBMNEHHbIX B CybbekTe
Poccumnckon ®epepauun.

3. OpraHbl ncnonHuTenbHOW BnacTn cybbektoB Poccuiickon depepauun pasmeltarot B cetn "UHTepHeT"
unu onybnukoBbIBaOT MHOPMALUIO O 3aperMcTpUpoBaHHON NpeferibHOW OTMYCKHOW LeHe Ha nekapCTBEHHble
npenapaTbl, BKNOYEHHbIE B NepeyYeHb XMU3HEHHO HEOOXOAMMBIX N BaKHEWMLLMX NeKapCTBEHHbIX npenapartos, 06
YCTaHOBIEHHbIX B cyObekTe Poccunckon denepaunm pasmepe npenernbHOM ONTOBOW HagbaBkum u (Mnu) pasmepe
npegenbHon pPO3HWYHOM HagbaBKM K YCTAHOBMEHHBIM  MPOM3BOAMTENSAMW  JIEKAapCTBEHHbIX MNpenapaTtoB
aKTMYeCKMM OTMYCKHbIM LieHaM Ha JeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MEpPeYeHb KMU3HEHHO
HeobXoaMMbIX M BaXXKHEMLUNX NIEKAPCTBEHHbIX NpenapaToB, U 06 yKazaHHOW B YacTu 2 HaCTOSILLEN CTaTbu CyMMe.
Nudpopmauus, npegycMoTpeHHas HacTosILWEeN YacTbio, OIPKHA pa3MeLlaTbCsa Takke B anTeYHbIX OpraHM3auusix B
OOCTYMHOW ANsi CBeAEHWS BCEX 3aUHTEPECOBaHHbIX NUL, opMe 1 OOHOBMAATHCS MO Mepe ee onybnmnkoBaHus.

4. TllpuHaTble C HapyweHuem 3akoHoaatenoctBa Poccuiickon ®epepauumn  pelleHnss OpraHoB
ucnonHuTensHoOn Bnactn cybwekta Poccuiickon ®enepauum o6 ycTaHOBNEHUM MNpeaernbHbIX pasMepoB ONTOBbIX
HanbaBoK W npefenbHbIX pPasMepoB PO3HUYHLIX HaAbaBOK K 3aperucTpyMpoBaHHbIM NpefefibHbIM OTMYCKHbIM
LeHaMm Ha nekapcTBeHHble npenapartbl, BKMAOYEHHbIE B MEepeyvYeHb XU3HEHHO HEeOBXOOAUMBIX W BaKHEMLUMX
nekapcTBEHHbIX MpenapaTtos, noanexart oTMeHe B cyaebHoM nopsiake.
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Maea 13. MOHUTOPUHI QO PEKTUBHOCTU U BE3ONACHOCTHU
NEKAPCTBEHHbBbIX MPEMNAPATOB, HAXOOALWUXCA B OBPALLEHUA
B POCCUNCKON ®EOEPALIUN
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CtaTbs 64. ®apmakoHaasop
(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapatbl, Haxogswwmecsa B obpaweHun B Poccuickon Pepepaumn, noanexar
MOHUTOPUHIY 3(PEKTUBHOCTU U GE30NacHOCTM B LENAX BbISABIIEHUS BO3MOXHbIX HEraTvBHbIX MOCAEACTBUMA WX
NPUMEHEHWs1, HOUBMOYaNbHON HENepeHOCUMOCTW, NpeaynpexaeHns MeavMuMHCKMX paboTHUKOB, BeTepUHapHbIX
CneumnanvcToB, NauMEHTOB WNWN BriagenbLeB XXMBOTHBbIX M MX 3aWwuTbl OT MPUMEHEHUS TaKMX JeKapCTBEHHbIX
npenapaTos.

2. ®dapmakoHag3op OCyLLeCTBNSAETCS COOTBETCTBYIOLUM  YMOSTHOMOYEHHbIM begepanbHbiM  OpraHoMm
WUCNONMHUTENBHON BMacTM B YCTAHOBMEHHOM WM MoOpsaKke nyTeM aHanmsa npefocTaBnseMon cybbektamm
obpalleHns nekapcTBEHHbIX CpeacTB MHOpMauun O MOBOYHbIX [OENCTBUSIX, HexenaTenbHbIX peakuusx,
Cepbe3HblX HeXenaTernbHbIX peakuusix, HenpeaBUOEHHbIX HexXenaTenbHbIX peakunsax npu  nNpyMeEHeHUK
nekapcTBeHHbIX MpenapatoB, 06 UWHAOUBMAyANbHOW  HENEepPeHOCUMOCTM, OTCYTCTBMM  3(PPEKTUBHOCTU
nekapcTBEHHbIX NpenapaToB, a Takke 06 MHbIX dhakTax 1 06CToATENbCTBAX, NMPEACTABASIOLNX YTPO3Y XKUSHU UMK
300pOBbI0 4ernoBeka NMOO XUBOTHOIO MpPU MPUMEHEHMU NEKapCTBEHHbIX MpenapaTtoB WM BbISIBMEHHbIX Ha BCeEX
aTanax obpalleHuns nekapcTBeHHbIX NpenapaTtoB B Poccuiickon ®egepauun 1 gpyrnx rocygapcraax.

3. CybbexTbl 0OpalleHusi feKapCTBEHHbIX CpeacTB B MOpsiAKe, YCTAHOBEHHOM  YMOSIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENBHON BracTu, 00si3aHbl cOOOLaTh B YNOSIHOMOYEHHbIN heaepanbHbli OpraH
WCMOMHUTENbHOW BNactu O MOBOYHbIX OENCTBUSAX, HeXenaTemnbHbIX peakunsiX, Cepbe3HbIX HexeraTenbHbIX
peakuusix, HenpeaBUOEHHbIX HeXenaTenbHbIX peakuusix Mpyv MPUMEHEHUN §eKapCTBEHHbIX npenapaTtoB, 06
WHAMBUOYanbHOW HEMEPEHOCMMOCTU, OTCYTCTBMM 3(PPEKTUBHOCTU NEKapCTBEHHbIX NPenapaToB, a Takke 06 MHbIX
dakTax M 06CTOATENLCTBAX, NPEACTaBNSAOLWMX YrpO3y XW3HW UMM 300POBbI0 YernoBeka nmMbo >XMBOTHOro npwu
NPUMEHEHUMN NEKapCTBEHHbIX MNpenapaToB W BbISBMIEHHbIX Ha BCeX dTanax obpalleHuss nekapCTBeHHbIX
npenapaToB B Poccuinckon deanepalmm u Apyrux rocygapcraax.

4. [epxatenn wunu BRagenblbl pPerucTpauMoHHbIX YAOCTOBEPEHUN MEeKapCTBEHHbIX NpenapaTos,
opuandeckme nuua, Ha MMSA KOTOPbIX BbldaHbl paspelleHusl Ha MnpoBefeHne KIUHUYECKMX UCcCnefoBaHun B
Poccuiickon ®epepaunn, nvbo YNOMHOMOYEHHbIE UMW Opyrve lopuandyeckve nuua B pamkax obecneyeHus
f©esonacHOCTV MeKapCTBEHHbIX MpenapaTtoB B Mopsigke, YCTAaHOBMEHHOM COOTBETCTBYHOLLMM YMONTHOMOYEHHbIM
degepanbHbIM OpraHoM MCMOMHUTENBHOW BriacTu, 0bs3aHbl OCYLeCTBNSATbL npueM, ydeT, obpaboTky, aHanms u
XpaHeHve MnocTynawwmx B WX agpec OT CyObekToB obpalleHus neKapCTBEHHbIX CpeacTB U OpraHoB
rocygapCTBEeHHON BMnacTM CooOLWeHMn O MOoBOYHbIX OENCTBUSAX, HeXernaTemnbHbIX peakuusix, Cepbe3HbiX
HeXenaTenbHbIX U HENpPeABUAEHHbIX HeXenaTerbHbIX peakumsx npu MPpUMEHEHUN NEeKapCTBEHHbIX NMPenapaTtoB,
06 0CcOBEeHHOCTAX WX B3aUMOZEWCTBUS C OPYTMMW  NEKapCTBEHHbIMM Npenapatamu, WHAWBUAYyanbHOW
HenepeHoCMMOCTHU, a Takke 06 MHbIX hakTax N obcToATeNnbCTBaX, NPEeACTaBSIOWNX YIPO3Y XU3HU UMK 300POBbIO
yenoBeka NUMBO XXUBOTHOMO UNWU BAUSIOLWNX HA U3MEHEHWE OTHOLLEHUSI OXXUOAEeMOKN NOMNb3bl K BO3MOXHOMY PUCKY
NpUMEHeHNs NekapCTBEHHbIX NpenapaTos.

5. Tpu BbiIIBNEHUM WUHOPMaAUMM O Cepbe3HbIX HeXenaTernbHbIX peakuusax W HenpeaBuUAEHHbIX
HexenaTenbHbIX peakumsax Npy NpUMeHeHNn nekapcTBEHHbIX npenapaToB, 06 0COBEHHOCTAX NX B3aUMOAENCTBUSA
C OpYruMu rnekapCTBEHHbIMU npenapataMmu, UHAMBUMAYANbHOW HENEPEeHOCMMOCTU, a Takke 00 WMHbIX dakTax u
obcToATENBCTBAX, BMMSIOWNX HA U3MEHEHME OTHOLLEHWUS] OXUOAEeMOM NOfb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMUS
NeKapCTBEHHbIX MpenapaToB, AepXaTenu WM Bnagenblbl PEermcTpauMoHHbIX YOOCTOBEPEHWUN feKapCTBEHHbIX
npenapaToB, lOpuOMYECKME IMua, Ha MMS KOTOPbIX BbldaHbl paspelleHnss Ha MpOBEeAeHUe KIMHUYECKUX
uccnegoBaHun B Poccuinickon depepaumm, nMb0 YNoSIHOMOYEHHbIE UMW OpyrUe puanyeckue nuua o0si3aHbl
MPUHATb MEepbl, HanpaBrieHHble Ha YCTpaHeHMEe HEeraTUBHbLIX MOCHeACTBUMA MPUMEHEHUS TakuX NeKapCTBEHHbIX
npenapaToB, nNpegynpexaeHne nNpuYMHeHNs Bpeda >KU3HU UMM 300POBLI0 YeroBeka fiMbo XKMBOTHOTO, 3aLLMTY MX
OT NPUMEHEHNs1 TakUX NeKapCTBEHHbIX npenapaToB, Ha OOMNOMHUTEMNbHbIM COOP AaHHbIX 00 adpekTUBHOCTU ”
©e30MacHOCTU TakMX NeKkapcTBEHHbIX NpenapaTos.

6. 3a HecooOlleHMe wnn CcokpbITUE WHOPMaLUK, NPeayCMOTPEHHOW YacTbito 3 HacTosdlen cTaTbM,
Jepxatenu unu Brnagenblbl perncTpaumoHHbIX YAOCTOBEPEHWI NEKapCTBEHHbIX NpenapaToB, lopuanyeckue nuua,
Ha UMS KOTOPbIX BblAaHbl pa3pelleHusl Ha NpoBeAeHne KNMHMYeCKUX nccrnenosaHuin B Poccuinckon depepauun,
nnbo ynonHOMOYEeHHbIE UMK ApYyrne topuanyeckme nuua, a Takke AOMKHOCTHbIE nuua, KOTOPbIM 3Ta nHdopmaLms
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cTana u3BecTHa MO pogy WX npodeccroHanbHOM OeATEeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogatenbcTBoM Poccuiickon deagepaumu.

7. Tlpn nony4yeHun YMNOMHOMOYEHHbIM deaepanbHbIM  OpraHOM MWCMOSIHUTENbHON BrlacTM B pamkax
OocyllecTBneHus wuMm papmakoHaa3opa [oka3aTenbCTB O HECOOTBETCTBUM fEKapCTBEHHOro npenapaTta
YCTaHOBIEHHbIM TpeboBaHUAM MNK Npu NONy4YeHUU UHPOPMaLIMM O HECOOTBETCTBUMN AaHHbIX 06 3¢bdEKTUBHOCTU
n o 6e30nacHOCTU NeKapCTBEHHOro npenapata [aHHbIM O NeKapCTBEHHOM npenapare, COAepXallumcs B
WHCTPYKUMM MO ero npuMeHeHuto (B TOM 4YMUCRE BbISBMIEHHbIX B XO4e OCYLLeCTBreHus dapmakoHansopa
KOHTPOJSIbHO-HAA30PHBIMW  OpraHaMuM  MHOCTPaHHbIX OCYAapCTB), YNONHOMOYEHHbIN deaepanbHbii - OpraH
WCNONHUTENBHOW BfacTU B YCTAHOBMNEHHOM MM NMOpAAKe pacCcMaTpUBaeT BOMPOC O MPUOCTaHOBNEHUN NMPUMEHEHUS
TaKoro NekapcTBEHHOro npenapaTa.

Cratbs 65. NpuoctaHoBNeHE NPUMEHEHNS NIEKAaPCTBEHHOIO NpenapaTa
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. lpu nonyyeHun wuvHdOPMaLUM O HexenaTernbHbIX peakuuMsx npu MNpUMEHEHUM NEKapPCTBEHHOro
npenapaTta, He VYKa3aHHbIX B WHCTPYKUMM NO MPUMEHEHUI0 FEeKapCTBEHHOro mnpenapata, CepbesHbIX
HexenaTenbHbIX peakuusx, 06 0COBEHHOCTAX ero B3avMOAENCTBUA C APYrMMU fNIeKapCTBEHHLIMU MpenapaTamu,
KOTOpble MOFyT nNpeacTaBnATb Yrpo3y >KU3HWM UMW 300pOBbI0  YenoBeka nubO XKMBOTHOrO, a Takke o
HECOOTBETCTBUM [AaHHbIX 06 9ddeKTMBHOCTM M O 6Ge3onacHOCTM neKapCTBEHHOro npenapata [AaHHbIM O
nekapcTBEHHOM Mpenaparte, coAepXalMmMcs B MHCTPYKUUMM 1O €ero npuMeHeHuo, B TOM 4ucne oOT
YMOSTHOMOYEHHbIX OpPraHOB MWHOCTPaHHbIX rocygapcTB, OOMEH KOTOpPOW OCyLecTBAsieTCa B COOTBETCTBUMM C
cornalleHnsMm Mexay YrnorHOMOYEHHbIM befeparnbHbIM OpraHoOM UCMONMHUTENBbHOW BRAcTU U YNONMHOMOYEHHbIMU
opraHamMm MHOCTPaHHbIX rOCYgapcCTB, YMOMHOMOYEHHbIN defepanbHbld  OpraH  UCMAOMHUTENBHOW  Briactu
paccmaTpvBaeT BOMPOC O BO3MOXHOCTWM MPWOCTAHOBIEHWUs] ODpalleHMs Takoro feKapCTBEHHOro npenaparta B
nopsake, yCTaHOBIIEHHOM YNOJTHOMOYEHHbIM befeparnbHbIM OPraHoOM UCTMOMNHUTENBHOW BriacTu.

2. Tlpy HeuCnoMHEHMU WM  HEeHaanexalwlem MWCMOMHEHUW AepXatensamu unu  Bnagenbuamu
pPErncTpaumoHHbIX YOOCTOBEPEHUA NEeKapCTBEHHbIX MpenapartoB, PUANYECKUMM NMLAMU, Ha WMS KOTOPbIX
BbldaHbl paspelLleHus Ha npoBedeHMe KIUHUYECKMX wuccnegosaHunm B Poccuiickon ®depepauun, wunu
YNONTHOMOYEHHBIMU UMW OPYTMMA IOPUANYECKMMY NLaMmn 0693aHHOCTEN, YCTaHOBMNEHHbIX YacTamu 3 1 4 ctatbu
64 HacTosiwero deagepanbHOro 3akoHa, NUMBo B criyyasdx npeacTaBneHusi COOTBETCTBYIOLMM YNONHOMOYEHHbIM
denepanbHbIM OpraHOM WCMONHUTENBbHOW BNACTW 3aKIOYEHUss O HEJOCTOBEPHOCTU Pe3ynbTaToB KIMHUYECKOro
nuccneaoBaHusa NekapcTBEHHOro npenaparta Ans MeAMLMHCKOro NpUMeHeHUs, KOTOpoe OCHOBAHO Ha pesynbTaTtax
NpOBEPKN MEOWLMHCKOW OpraHv3auuv, NpoBOAMBLUEN YyKa3aHHOE KIIMHWYECKOe MWCCNedoBaHMe C HapyleHWeM
npaBui Hagnexawlen KIMHWYECKON MPakTUKW, M NPUBENO K MOMyYEeHUIO HeOOCTOBEpHbIX pe3ynbTaToB, MGO B
criyyae HeBbIMOMHEHUSA MpeanucaHunsl, Bbi4AHHOMO YMOMHOMOYEHHbIM ddefeparnbHbiM OpraHoM MCMOMNHUTENbHON
BMNacTM MO MTOraM OCYyLeCTBNeHMs BblOOPOYHOrO KOHTPOMA KayecTBa JieKapCTBEHHOro npenapaTa,
YNOSTHOMOYEHHbIV (befeparnbHbIf OpraH UCMONTHUTENBHOW BNAacTy B YCTAHOBIIEHHOM UM MOPSAKe paccmatpuBaeT
BOMPOC O NPUOCTaHOBIIEHNW MPUMEHEHUNSI TAKOrO NieKapCTBEHHOro npenapaTa.

CraTtba 66. UHdopmaLma o pesynbTaTtax hapmakoHazsopa
(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

YNonHOMOYEHHbIN heaepanbHbIi OpraH WCNONHUTENBbHOW BNAacTW, OCYLLECTBSKWNA dapMakoHaasop,
Haxoaswmxcsa B obpalleHun B Poccuickon deaepaumu, no pesynbtatam papmakoHaasopa pasMeLlaeT Ha CBoeM
omumanbHom cante B cetTn "UHTepHeT" uHopMauuilo O MNPUHATBIX PeLleHUAX O BHECEHUU W3MEHEHUA B
WHCTPYKUMIO MO MPUMEHEHUIO NEKapCTBEHHOIO Mnpenaparta, O MPUOCTaHOBMEHUN NMPUMEHEHUS] JIeKapCTBEHHOMO
npenapata, 006 u3bATMM U3 OOpaLleHWs JeKapCTBEHHOro npenapata WM O BO30OHOBMEHUN MPUMEHEHUS
rneKkapCTBEHHOrO npenapara.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Maea 14. UHOPOPMALIUA O NEKAPCTBEHHbBIX NMPEMAPATAX
Cratbsl 67. MHbopmaLus 0 NekapcTBEHHbIX NpenapaTax

1. MHd)OpMaLI,I/IFl O NnNeKapCTBEHHbIX npenapartax, OTnyCKaeMbIX No peuenTty Ha J'IeKapCTBeHHbIVI npenapart,
OOJDKHa coaepxXaTbCA TOJNMbKO B cheunann3mpoBaHHbIX WU3OaHUAX, MNpegHa3Ha4dYeHHbIX And MeauumnHCKUX,
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hapmMaLeBTUYECKNX, BETEPUHAPHbIX paboTHNKOB. MHopMaLmst 0 NiekapCTBEHHbIX NpenapaTtax Asfs cneumanucToB
B 06nacTu obpalleHusi NekapCTBEHHbIX CPEACTB MOXET COAEepKaTbCs B MOHOrpadvsix, CrpaBOYHMKAX, HayYHbIX
cTaTbsIX, B 0KNa4ax Ha KOHrpeccax, KOHepeHUUsX, CUMMO3nyMax, Hay4HbIX COBETaX, a TakKe B UHCTPYKLMSIX MO
NpYMEHEHMI0 NeKapCTBEHHBIX NpenapaTos.

2. NHdopmaumsa o nekapcTBEHHbIX MpenapaTax, oTrnyckaemblX 6e3 pelienTta Ha NekapCTBEHHbIN npenapar,
MOXET cofepXaTbCsl B MyOnMKaLmuax U oGbsBNEHNAX cpeacTB MacCcoBOW MHGOPMaLUUK, creluanMaupoBaHHbIX U
obLWMX MeyaTHbIX W3OAHWUAX, MHCTPYKUMSX MO MNPUMEHEHUI0 NeKapCTBEHHbIX MpenapaTtoB, MHbIX W3AaHUsAX
CyObekToB 0OpallleHns NeKapCTBeHHbIX cpedcTB. PeknamHble MaTtepuanbl O reKapCTBEHHOM Mpenapare,
oTnyckaemoM 6e3 peLienTta Ha NekapCTBEHHbI NpenapaT, A0MKHbI COOTBETCTBOBaTb UHCTPYKLMW MO NPUMEHEHMIO
nekapcTBEHHOro npenapara.

3. JonyckaeTcs Ucnonb3oBaHue NobbiX MaTepuasbHbIX HOCUTENEN, NO3BOSISIOWMX XpaHWUTb, NepedaBaTtb U
MCnonb3oBaTb MHGOPMALIMIO O JIeKapCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHWsl.

Mnasa 14.1. OTPAHUYEHUA, HAJTATAEMbIE
HA OPTAHU3ALIUN, OCYLLUECTBNAOLWINE AEATENBbHOCTb
NO OBPALLEHUIO NIEKAPCTBEHHbIX CPELICTB

(BBeaeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuyeHusi, Hanaraemble MNpPU OCYLLECTBMEHUN OeATeNbHOCTM B cdepe obGpalleHus
nekapcTBEHHbIX cpeacTs

1. OpraHusauuu, 3aHuMMmaroLwmecs pa3paboTKoW, MPOM3BOACTBOM U (MNM) peanu3auven fekapCTBEHHbLIX
npenapaToB AN MEAULMHCKOTO NPUMEHEHUS], OpraHM3aLlmmn, obnagatoLime npasamm Ha UCMoSib30BaHUE TOProBOro
HaMMEHOBAHWA NEKAPCTBEHHOrO npenaparta Ans MeAWLUHCKOro NMPUMEHEHWUs!, OpraHu3auMuM OMNTOBOW TOProBnv
neKkapcTBEHHbIMU CpeacTBaMu, anTedHble opraHusauuy (Mx NpeacTaBUTENU, UHblEe (PU3NYECKNE U topuanYeECKne
nmua, OCYLLECTBMSOWME CBOK [EATENbHOCTb OT WMMEHW 3TUX OpraHu3auuil) B OTHOLUEHUW MEeOMLMHCKMX
pabOoTHUKOB M PyKOBOAUTENEN MEQULIMHCKUX OpraHn3aLmin He BNpaBe:

1) Bpy4aTb NoOfapku, BbiNfadMBaTh AEHEXHbIE CPEACTBA (32 MCKMYEHNEM BO3HArpPaXXaeHUn no 4oroBopam
npu MPoOBeAEHUN KIUHUYECKMX WCCREeOOBaHUM NEeKapCTBEHHbIX MpenapaToB Anst MEAWULMHCKOrO NPUMEHEHUS,
BO3HarpaxgeHui, CBsi3aHHbIX C OCYLLECTBIEHMEM MEOULMHCKUM PabOTHWKOM Mefarorndeckon n (Mnv) HayydHon
[esTenbHOCTH), B TOM YMCIE OnflavnBaTb pasBrievYeHusi, oTabIX, NPoe3q K MeCTy OTAbIXa, a Takke NpuBrekaTtb K
y4acTuIo B pa3BriekaTenbHbIX MEPONPUSATUSX, MPOBOAMMbIX 32 CHET CBOUX CPEACTB;

2) 3akn4yaTh cornalleHnss 0 HasHauYeHnn UnuM pekoMeHZauun NauneHTam fiekapCTBEHHbIX NpenapaToB Ans
MEANLMHCKOrO MNPUMEHEHNs1 (32 MWCKMYEeHWEeM [OrOBOPOB O MNPOBEAEHWM  KIMHUYECKUX UCCRenoBaHWUiA
neKkapcTBEHHbIX NpenapaToB A MEAULMHCKOrO NPUMEHEHUSI);

3) npepoctaBnaTb obpasubl NeKapCTBEHHbIX NpenapaTtoB Ans MeAUUMHCKOTO MNPUMEHEHUs B LEensix
BPYYEHMST MauueHTaM (3a WCKIIOYEHMEM CIlydaeB, CBSA3aHHbIX C MNPOBEAEHMEM KIUHWUYECKUX MWCCreaoBaHuii
neKkapCcTBEHHbIX NpenapaToB A MEAULMHCKOrO NPUMEHEHUSI);

4) npepocTaBnsATb HEAOCTOBEPHYD M (MNM) HEMOJSHYD MHAOPMALMIO O NEKAPCTBEHHbLIX Mpenapatax Aans
MEAULMHCKOrO NPUMEHEHWS;

5) nocewate ux B pabovee Bpemsa Ha pabounmx MecTax, 3a WUCKNIOYEHMEM Chny4aeB, CBHA3aHHbIX C
NPOBEAEHNEM KITMHUYECKUX WCCNEenoBaHWUA FeKapCTBEHHbIX MNpenapaToB ANs MEeOUUMHCKOrO MPUMEHEHUs], C
y4acTvem B MOpsiAKe, YCTaHOBMEHHOM PYKOBOOUTENEM MEAMLMHCKOW OpraHmsauuun, B cOOpaHUsAX MeAULMHCKUX
pabOTHUKOB M WHBLIX MEPOMPUSATMSAX, HanpaBrieHHbIX Ha MOBLILEHNE WX NPOJECCUMOHANBLHOIO YPOBHSA UMM Ha
npefocTaBneHne MHopMaLun, CBSI3aHHOW C OCYLLECTBMNEHWEM MOHUTOPWMHra 6e30MacHOCTM NeKapCTBEHHbIX
npenapaTos;

6) nobyxaaTb K BbINMUCbIBAHWUIO NEKAPCTBEHHbLIX MpenapaTtoB Af1si MeAULMHCKOrO NMpUMEHEHUs Ha GnaHkax,
cogepXawmux UHOpPMaLMIO PEKTAMHOMO XapakTepa, a Takke Ha peLenTypHbIX GnaHkax, Ha KOTOpbIX 3apaHee
HaneyaTaHO HaMMeHOBaHWE NeKapCTBEHHOro npenaparta i MeauLUMHCKOro NPUMEHEHWS.

2. OpraHusauun, ykasaHHble B ab3aue nepBoM Yactu 1 HacToswen ctaTbW, U UX NpeactaBuTenn B
OTHOLLEHUN (bapmaLeBTUYECKNX pabOTHMKOB U PYKOBOAMUTENEN anTeyHbIX OpraHnu3aLumi He BnpaBe:

1) Bpy4aTb NOAaApkM, BbiMnavyMBaTb AEHEXHbIE CPeacTBa, B TOM YMCIE OMavyMBaTth Pa3BIievYeHUs, OTAbIX,
npoesn K MecTy oTAbixa, M NpUBIEKaTb K y4acTUO B pasBriekaTenbHbIX MeponpusaTUsaX, NPOBOAUMBLIX 3a cueT
CBOWX CPEACTB;

2) npepoctaBnsATb 0Opasubl NIEKAPCTBEHHbLIX NpenapaToB Anst MeOULMHCKOTO MPUMEHEHUs ONs BpydeHust
HaceneHuo;
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3) 3aknioyaTh CornalleHusl O MPEeASIoKEeHUN HacereHVo onpeaeneHHbIX JIeKapCTBEHHbIX NpenapaToB Anis
MEAULIMHCKOTO MPUMEHEHUS;

4) NpedocTaBnsATb HELOCTOBEPHYIO W (MNM) HEMOMHY MHGOPMaUWIO O FeKapCTBEHHbIX MpenapaTtax Ans
MEOULIMHCKOrO MpUMEHeHVsl, B TOM YWUCMEe WMEeKLWMX OOMHAKOBOe MeXAyHapogHoe HenaTeHToBaHHoe
HanMeHoBaHue.

Cratbsa 67.2. TpeGoBaHMA K OpraHvM3auuv W MNPOBEAEHUIO Hay4YHbIX MepOonpUSATUIA, WHBLIX MEpPONpPUATUIA,
HanpaBneHHbIX Ha NOBbILIEeHWE NPOMECCUOHANBHOIO YPOBHS MEAMLIMHCKUX paGoOTHUKOB UMW Ha NpegocTaBreHne
MHpopMaLIMK, CBA3AHHOW C OCYLLIECTBIIEHNEM MOHUTOPUHIa 6e30nacHOCTU NekapCTBEHHbIX NpenapaTos

1. Tpn npoBegeHMN Hay4YHbIX MEPOMPUATUIA, WHbIX MEPOMNPUATUIA, HanpaBfeHHbIX Ha MNoBblEHWEe
NpoheCccnoHanbHOro YpoBHS MEOULMHCKUX PabOTHUKOB MM Ha NpeaocTaBfieHMe CBSI3aHHOW C OCYLLEeCTBIIEHMEM
MOHWUTOpMHra 6e30MacHOCTU FeKapCTBEHHbIX MNpenapaTtoB MHGOpMauun, OpraHU3yeMblX OpraHu3auusamu,
yKka3aHHbIMW B ab3aue nepBom Yactu 1 ctateu 67.1 HacToswero degepanbHOro 3akoHa, UX NpeacTaBuTENSaMU U
(unu) cpmHaHCKMpyeMbIX 3a cHeT CpeacTB 3TUX OpraHn3auunin U UX NpeacTaBuTeNnen, 3anpeLwaeTcs NpensaTCTBOBaTh
Yy4acTUIO B yKa3aHHbIX MEepPONpUATUSX MHbIX OpraHu3aunii, KOTopble NPOU3BOAAT UMM peanuayloT nekapcTBEHHbIe
npenapaTbl Ans MEeAULMHCKOrO MPUMEHEHUS CO CXOXUM MeXaHW3MOM dhapMaKofornyeckoro aencrasus, nnbo
co3fgaBaTb AWCKPUMMHALMOHHbIE YCNOBUS ANS OAHMX YYACTHUKOB MO CPaBHEHUIO C APYrMMU ydacTHMKamu, a
UMEHHO:

1) NnpegocTaBNATb pa3fMyHOe KONMMYeCTBO BPEMEHU AN BbICTYNMNEHUIA YHaCTHUKOB, pasnuyHbie No pasmepy
3aHMMaeMon nnowiaan MecTa Ans AeMOHCTpauum obpasLioB NeKapCTBEHHbIX npenapaTtoB Ans MeAUUMHCKOro
NPUMEHEHUS UMW PeKnaMHblX MaTepuanoB O JeKapCTBEHHbIX npenapaTtax Ans MeaUUMHCKOro MpUMEHEHUs Ha
3KCNOo3MLMAX, CTeHAaX, 3a WUCKIIYEHUEM CcrydaeB, ecnn Takme YCIoBWUS 3akpernrneHbl B COrmalleHusx 9Tux
opraHusauumn, ux npeacrasuTenen 0 UHAHCMPOBAHWW YKa3aHHbIX MEPONPUATUA U OOYCMOBMNEHbI PasfnMYHbIMU
3aTpaTtaMmu y4aCTHUKOB Ha UX OpraHusaumio;

2) ycTaHaBnuBaTb pa3Mep B3HOCA AN Y4aCTHUKOB MEpPOMPUATUI, yKka3aHHbIX B ab3ale nepBoM HacToswen
YacTu, MPEeBbILLAIOWMI CyMMY 3aTpaT Ha OpraHM3auuio ykasaHHbIX MeponpuUsaTAA U Begywmn K HeOGOCHOBaHHOMY
OrpaHNyYeHunto Ymcna nx y4acTHUKOB.

2. OpraHusalmu, ykasaHHble B ab3ale nepBom yactu 1 ctatbu 67.1 HacTosiwero ®eaepanbHOro 3akoHa, mx
npeacTaBuUTenu, OCYLLECTBSAIOLINE OpraHM3auuio U (Mnu) uHaHCMpoBaHNE MepPONPUATUA, YKa3aHHbIX B YacTtu 1
HacTodlen ctatbn, obdA3aHbl obecneumBaTb AOCTYN K MHOpMauUuu O faTe, MecTe U BpeMeHW npoBeaeHus
yKa3aHHbIX MepornpuaTUin, NnaHax, nporpaMmMax npoBefeHUs YyKasaHHbIX MeponpuaTUiA U Temax, NnaHupyeMbixX
ONns pacCMOTpEHUsi, COCTaBe WX YYaACTHMKOB MyTEM pasMeELLeHWs COOTBETCTBYKOLEN MHGPOPMAaLMM Ha CBOUX
odmumanbHblix cantax B cetn "MHTepHeT" He nos3gHee ABYX MecsueB 00 Hadana npoBefeHus YKasaHHbIX
MepPONPUATUNA.

3. WHdopmauma o npoBedeHUn MeponpUSaTUNA, YKasaHHbIX B 4actu 1 HacTosAweWn cTaTbW, B CPOK,
YCTAHOBMEHHbIN 4YacTblo 2 HaCTosIWEen cTaTbW, [JOJPkHA OblTb HamnpaBneHa B dedepanbHbii  opraH
WCMONHNTENBHOWN BAcTW, OCYLLECTBRAIWMIA OYHKLNN NO KOHTPOSIKO M Haa3opy B cdepe 34paBoOOXpaHeHus, ons
nocregylouero pasmeLleHus ee Ha omumanbHOM cante 3Toro opraHa B cetn "MIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENBCTBA
POCCUNCKOWN ®ELQEPALIUN NPU OBPALLEEHUN NNEKAPCTBEHHbIX CPELCTB
M BOSMELWEHUE BPEOA, MPUYUHEHHOIO 300OPOBbLIO rPAXAOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 68. OTBETCTBEHHOCTb 3a HapylleHne 3akoHogaTenbcTBa Poccunckon depepauum npy obpaleHun
neKkapCcTBEHHbIX CPeaCTB

1. HapyweHne 3akoHopaTenbctBa Poccuickon Pepepauum npu obpalleHun rekapCTBEHHbIX CPeacTB
BrneYyeT 3a coboN OTBETCTBEHHOCTb B COOTBETCTBUUN C 3aKOHOAATENLCTBOM Poccuiickon deaepaumm.

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

2. 3a HenpeacrtaBneHue uvHopMauun u (Unu) AaHHbIX, NPedyCMOTPeHHbIX HacTodAwmM deaepanbHbIM
3aKOHOM, CybbekTbl OOpalleHnss nekapCTBEHHbIX CpPeacTB HEeCYyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHoaaTtenbcTBoM Poccuiickon deanepaumu.

(yacTb 2 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Cratba 69. BosmelleHne Bpena, nNpu4nHEHHoro 340pOBbKO rpaxpgaH Bcneacrtene npuMeHeHunsa
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NeKapCTBEHHbIX NpernapaToB

1. MpounsBoguTens fekapcTBEHHOro npenaparta o6s13aH BO3MECTUTb Bpes, NPUYUHEHHbIV 300POBbI0 rpaXaaH
BCneacTBUE NpUMEHEHUs NekapCTBEHHOro npenapaTta, ecnu 4okKasaHo, YTo:

1) nekapcTBeHHbIN NpenapaTt NPUMEHSANCA N0 Ha3Ha4YeHU0 B COOTBETCTBUM C UHCTPYKLMEN NO MPUMEHEHNIO
nekapcTBEHHOro npenapaTta M NpPUYMHON Bpeda SBWIMCH BBOA B rpaxaaHCkui obopoT HenobpokauyecTBEHHOro
nekapcTBEHHOro npenapara;

2) Bpen 340pOBbIO MPUYMHEH BCREACTBME HEQOCTOBEPHOW MHGOPMAaLUK, CoaepXallencs B MHCTPYKLUUM MO
NPUMEHEHUIO NeKkapCcTBEHHOro nNpenapaTa, u3gaHHoM NPou3BOAMTENEM NeKapCTBEHHOro npenapara.

2. B cnyyae, ecnn Bpeg 300pOBbl rpaxgaH MPUYMHEH BCReACTBME MPUMEHEHUS JeKapCTBEHHOrO
npenapaTa, npuweawero B HErogHOCTb B pe3ynbTaTe HapyleHWs NpaBwuil XpPaHeHWs NEeKapCTBEHHbIX CpeacTB,
NpaBui ONTOBOW TOProBfM NeKapCTBEHHbIMY MpenaparamMu, NpaBu OTMyCcKa JIeKapCTBEHHbIX MpenapaToB, NpaBusl
M3roTOBIMEHNST U OTMNyCKa JIeKapCTBEHHbIX NpenapaTtoB, BO3MELLlEeHMe Bpeda OCYLLECTBSETCS COOTBETCTBEHHO
opraHusauven OnTOBOW TOProBNWM NEKApPCTBEHHbIMU CpeacTBaMu, anTeyHOW OpraHu3auven, UHAMBUAyanbHbIM
npegnpvHuMaTeneM, WMeELWUMN JUUEH3NI0 Ha apmaueBTUYeCcKylo OeaTeNbHOCTb WM NULEH3NI0  Ha
MEOMLMHCKYI0 [OesiTENbHOCTb, MEOULUHCKOW opraHu3auven, uUMelolen nuueHsnio Ha gapmaleBTU4ecKyto
nedarenbHocTb (ee obocobneHHbiM noapasgeneHveM (ambynatopuen, denballepckum u - genbalepcko-
aKylepCKMM MNyHKTamu, LeHTpoMm (oTtaeneHunem) obuien BpayebHoOM (CemMenHOW) MpakTUKK), PacnofOXEHHbIM B
CenbCKOM HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHas opraHusauusd), ONYCTUBLUMMU NPOAAXY UMK
OTNYCK TaKOro fnekapcTBEHHOro npenaparTa.

(B peq. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-®3)

3. BoswmelleHne Bpeda, NPUYMHEHHOrO 300pOBbIO rpaxgaH BCNEACTBUE MPUMEHEHMUST FNeKapCTBEHHbIX
npenapaToB WX COBEPLUEHUS MPOTUBOMPAaBHbLIX AENCTBUN CyObekTamy obpalleHWst NeKapCTBEHHbIX CPeacTB,
OCYLLECTBISIETCA B COOTBETCTBUN C 3aKoHOZaTenbCTBOM Poccuiickon degepaumu.

Mnasa 16. 3AKNIOYUTENBbHbIE NMONOXEHUA

Cratba 70. O npu3HaHUW yTPaTUBLUMMW CUMY OTAEMbHbIX 3aKOHOAATEelbHbIX aKTOB (MOMOXEeHWI
3aKoHoAaTenbHbIX akToB) Poccuickon denepaunm

MpusHaTb yTpaTUBLLUMMM CUNY:

1) ®epepanbHbii 3akoH OT 22 uioHa 1998 roga N 86-®3 "O nekapctBeHHbIx cpeactBax” (CobpaHue
3akoHopatenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) depepanbHbii 3akoH oT 2 sHBaps 2000 roga N 5-&3 "O BHECEHMM WM3MEHEHMSI U OOMOSIHEHMI B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpepcTBax” (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaumm,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa ot 10 gaHBapsa 2003 roga N 15-®3 "O BHeceHWM U3MEHEHUI U
[OMOSHEHWIA B HEKOTOPbIE 3akoHodaTenbHble akTbl Poccuickon Pepepauun B cBA3M ¢ NpuHATMEM DefeparnbHOro
3akoHa "O nuuUeH3MpoBaHWM OTAENbHbIX BUOOB AesternbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®depepauuu, 2003, N 2, cT. 167);

4) cratbtlo 31 PepepanbHoro 3akoHa oT 30 uoHa 2003 roga N 86-®3 "O BHeceHUN WU3MEHEHUIN U
OOMONHEHMI B HEKOTOpble 3akoHopaTernbHble akTbl Poccuiickon Pepepaunu, NpU3HAHUKM YTPATUBLUMMWU CUNY
oTAenbHbIX 3akoHodaTenbHblX akToB Poccuiickon ®edepaunn, nNpeaocTaBrieHMM OTAENbHbIX rapaHTUi
COTPyAHVMKaM OpraHOB BHYTPEHHWMX [J€er, OpPraHoB MO KOHTPOMK 3a O6OPOTOM HApPKOTUYECKMX CpeacTB U
NMCUXOTPOMHbLIX BeLEeCcTB W ynpasaHsemblx eaepanbHbiX OpraHoB HaroroBor NONMuUMM B CBSAA3UM  C
OCYLLECTBIIEHMEM Mep MO COBEPLUEHCTBOBAHMIO rOCygapcTBeHHOro ynpasneHus" (CobpaHune 3akoHoAgaTernbCTBa
Poccunckon ®epepauun, 2003, N 27, cT. 2700);

5) cratbio 101 dPepepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-03 "O BHeCEHMM U3MEHEHWI B
3aKoHogaTernbHble akTbl Poccuiickon ®egepauumn 1 NnpusHaHMM yTpaTUBLUMMUN CUITY HEKOTOPbIX 3aKOHOA4ATENbHbIX
aktoB Poccunckon depepaumm B CBsA3M C nNpuHATHMEM PepepanbHbix 3akoHOB "O BHECEHMM WM3MEHEHUR U
pononHeHun B ®egepanbHblvi 3akoH "O6 06LWMX NpyHLUMNax opraHM3auumn 3akoHoAdaTenbHbIX (MpeacTaBUTENbHBIX)
W MWCMOMHUTENbHBIX OPraHoB rocyaapcTBeHHOM Bnactu cybwektoB Poccuiickon ®depepaumn” mn "O6 obLumx
npuvHUMNax opraHu3aumu MecTHoro camoynpasneHus B Poccuiickon ®enepaunn” (CobpaHne 3akoHopaTenscTBa
Poccunckon ®enepauun, 2004, N 35, cT. 3607);

6) ctatbio 28 denepanbvHoro 3akoHa oT 18 aekabpsa 2006 ropa N 231-d3 "O BBegeHUU B AeUCTBME YacTu
yeTtBepTon [paxgaHckoro kogekca Poccuiickon depepaumn” (CobpaHue 3akoHoaatensctBa Poccuiickon
depnepauuu, 2006, N 52, cT. 5497).
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Cratbsa 71. BcTynneHue B cuny HacTosiwero degepanbHoOro 3akoHa

1. Hactosawwmin ®enepanbHblvi 3akoH BCTynaeT B cuny ¢ 1 ceHTabps 2010 roaa.

2. JlekapcTBeHHbIE CpPeACTBa, 3aperMcTpMpoBaHHble A0 OHA BCTYNNEHUs B cuny HacTosulero deaepanbHOro
3aKoHa, noanexaTt BKIIOYEHUIO B rOCYAapCTBEHHbIE PEECTPbl NEeKapCTBEHHbIX CPEACTB C BHECEHMEM YKa3aHHbIX B
yactn 1 crtatbm 33 HacTtosiwero depepanbHOro 3akoHa cBefeHW 00 9TUX NeKapCTBEHHbIX cpeactsax 6e3
NPOXOXAEHNs BHOBb NpoLeaypbl FOCyAapCTBEHHOW perncTpaLmmn nekapCTBEHHbIX NpenapaTos.

3. locymapcTBeHHasa perucTtpauusi nekapCTBEHHbIX MpernapaToB, 3a WCKMOYEHUEM NeKapCTBEHHbIX
npenapaToB ANs MEOULMHCKOTO NPUMEHEHNS, NPEACTaBNEHHbIX HA YKa3aHHYI0 perncTpaunio 4o AHSA BCTYMNNEHWS B
cuny HacTosiwero PegepanbHOro 3akoHa, OCyLLEeCTBIISIETCS B COOTBETCTBUM C HacToswmum degepanbHbIM 3aKOHOM
Ha OCHOBaHUWM OOKYMEHTOB W AaHHbIX, MpeACTaBneHHbIX OO0 OHA BCTyMNMeHus B cuny Hactoswero ®degepanbHOro
3aKoHa.

(B peq. ®epepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHasi pervctpaums fekapCTBEHHbIX MpenapaTtoB Af MEeOULMHCKOTO MpPUMEHEHMs,
npeacTaBrneHHbIX Ha roCcyAapCTBEHHYIO perncTpaumio OO0 OHA BCTyNneHusa B cuny Hactoswero deaeparnbHOro
3aKOHa, M rocyaapCTBeHHasi perncTpauus nekapcTBeHHbIX npenapaTtoB And MeOULUHCKOTO MpUMEHEHMSs,
npeacTaBrneHHbIX Ha 3KCNepTU3y NeKapCTBEHHbIX CPEACTB OO0 AHSA BCTYNNEHUs B cuny HacTtosiwero ®eaepansHoro
3aKOHa B Lensix ux nocneaytoLlemn rocyaapcTBEHHOM pernctpaLmm, OCyLLEeCTBASITCH Ha OCHOBaHUN JOKYMEHTOB U
OaHHbIX, NpeacTaBneHHbIX A0 AHSA BCTYMMEHUs B cuny HacTosduero ®eaepansHOro 3akoHa, a Takke 3asiBNeHust o
rocyfapCTBEHHOW perucrpaumm nekapCTBeHHOro npenapara, npeacTaBneHHOro Npon3BoanTenem NnekapCcTBEeHHbIX
npenapaToB WM YMNOMHOMOYEHHLIM WM FMUOM B COOTBETCTBUM C HacToswum OPegepanbHbIM 3aKOHOM B
YMOTHOMOYEHHBIV befieparnbHbI OpraH UcnonHuTenbHon Bnactn go 1 mapta 2011 roga, 6e3 TpeboBaHms ynnaThl
rocy4apCTBEHHOW MOLNMHbBI, NPEeAyCMOTPEHHON 3akoHodaTenbcTBoM Poccuiickon Pepepauum o Hamorax wu
cbopax.

(wacTb 3.1 B pea. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. lNogTeepxaeHne rocyqapCTBEHHOW perncTpaumMm fekapCTBEHHbIX MpenapatoB Ans MeAMUUHCKOro
NPUMEHeHUs, NPeaCTaBNEHHbIX ANS NOATBEPXKAEHUS rOCYAapCTBEHHON perncTpaunm 0o OHA BCTYNNEHUs B cuny
HacToswero ®eaepanbHOro 3akoHa, W MOATBEPXAEHWE roCydapCTBEHHOW perucrpauun fnekapcTBEHHbIX
npenapaToB A MeAULMHCKOro NpUMEeHeHusl, NpeACTaBeHHbIX Ha 3KCNEPTU3Y MNeKapCTBEHHbIX CPeacTB A0 AHS
BCTYNNeHns B cuny Hactoswero ®eaepanbHOro 3akoHa B Lensx nocrneaylolero noaTBEpPXAEHUs KX
rocyfapCTBEHHOW perncTpaunm, ocyLLeCTBNATCA HA OCHOBaHUM AOKYMEHTOB U AaHHbIX, NpeacTaBnNeHHbIX 00 OHSA
BCTYMNNeHnsa B cuny Hactoswero deaepanbHOro 3akoHa, a Takke 3asBrneHus 0 NoATBEPXKAEHUU rocyaapCTBEHHOM
permctpaumm fnekapCcTBEHHOro npenapata, nNpeAcTaBeHHOro Npou3BoAMUTENEM feKapCTBEHHbIX NpenapaToB unu
YMOSIHOMOYEHHBIM MM JIMLOM B COOTBETCTBMM C HacTodwum ®PegepanbHbiM 3aKOHOM B YMOSTHOMOYEHHbIN
denepanbHbIN opraH ucnonHuTenbHon Bnact Ao 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTbl rocygapCTBEHHOM
MOLUIMHbI, NPeAYCMOTPEHHOW 3akoHoAaTenbCcTBoM Poccunckon ®enepaumm o Hanorax n cbopax.

(wacTb 3.2 B pea. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATME pelleHna 0 BHECEHUN U3MEHEHUI B LOKYMEHTbI, COAepXalimecs B permctpaumoHHOM SOCbe
Ha 3aperMcTpupoBaHHbIN NEeKapCTBEHHbIM NpenapaTt Angd MeAULUHCKOrO NPUMEHEHUs 1 NpeAcTaBneHHble A0 OHS
BCTYNNeHna B cuny Hactosiwero deaepanbHOro 3akoHa, U MPUHATUE pELUeHUA O BHECEHUUM MU3MEHEHWA B
[OKYMEHThI, coepalleecs B permcTpaumoHHOM A0Cbe Ha 3aperncTpmpoBaHHbIA NeKapcTBEHHbIM npenapaT ans
MEAMLIMHCKOro NMPUMEHEHUS N NpeacTaBeHHble Ha 3KCNepTU3y NeKapCTBEHHbIX CPeACTB A0 AHSA BCTYMMEHUs B
cuny  Hactosiwero deaepanbHOro  3akoHa, OCYLUECTBASAOTCA Ha OCHOBaHUMM  [JOKYMEHTOB W [AaHHbIX,
npeacTaBrneHHbIX A0 OHA BCTYNMNEHNUs B cuny Hactosiwero ®eaepansHOro 3akoHa, a Takke 3asBreHus 0 BHECEHUN
U3MEHEHW B OOKYMEHTbI, coAepXallnecss B permcTpauMoHHOM OOCbe Ha 3aperMcTpupoOBaHHbIN NEKapCTBEHHbIN
npenapaT Anst MEAULMHCKOrO NMPUMEHEHUS, NPpeACTaBNEHHOro NPou3BOaUTENEM JNIEKAPCTBEHHbIX NpenapaToB unu
YMOSIHOMOYEHHLIM MM JIMLOM B COOTBETCTBMM C Hactoawum PegepanbHbiM 3aKOHOM B YMOSTHOMOYEHHbIN
degepanbHbIN opraH ucnonHuTenbHon Bnacti Ao 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTbl rocygapCTBEHHOM
MOLUIMHbI, NPeAYCMOTPEHHOW 3akoHoAaTenbcTBoM Poccunckon ®enepaumm o Hanorax n cbopax.

(wacTb 3.3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bbigava paspelleHuin Ha NpoBedeHMe KIMHUYECKUX WCCMeAOoBaHUn NekapCTBEHHbIX npenapaTtoB Ans
MEAMLMHCKOro NPUMEHEHUS NO 3asdBMNEeHUAM, NOAAHHbIM 0 AHSA BCTYMNNEHWs B cuny Hactosiwero deaepanbHOro
3aKOHa, a Takke Mo 3asBMNeHWsM, NOAAaHHbIM Nocne AHA BCTYNMEHUs B cuny HacToswero ®eaepansHOro 3akoHa Ha
OCHOBaHWM 3KCNepTu3, MPOBEAEHHbIX [0 [AHS BCTYNNeHust B cuny Hactoswero ®deagepanbHOro 3akoHa,
OCYLLEeCTBNSETCA B COOTBETCTBMM C HacToswum denepanbHbiM 3aKOHOM Ha OCHOBaHUW AOKYMEHTOB U [AaHHbLIX,
npeacTaBrneHHbIX NN NONyYeHHbIX OO AHA BCTYNNeHus B cuny HacTtosiwero ®efepanbHOro 3akoHa, a Takke Ha
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OCHOBaHWM KOMWM MNpeABapUTENbHOIO JoroBopa 0653aTenbHOro CTPaxoBaHWS KWU3HW, 300POBbS MALUMEHTOB,
Yy4acTBYKOLINX B KIMHWYECKOM MCCNEeAOBaHWMM NeKapCTBEHHOMO npenapaTa Afs MeOULMHCKOTO MPUMEHEHMWS, UIn
Konuu [JorosBopa 00S3aTeNnbHOrO CTPaxOBaHUSA >KU3HW, 300POBbS MALUMEHTOB, YYaCTBYOLMX B KIMHUYECKOM
uccneaoBaHUM fEKapcTBEHHOro npenapata Ans MeOULMHCKOro npuMeHeHusi, nubo npeacTaBneHHOW Konum
[orosopa 06a3aTensHOro CTpaxoBaHWs, 3aKYEeHHOro B COOTBETCTBMM C TUMOBbLIMU MpaBuiamMmu oba3aTtenbHoro
CTpaxoBaHUs, C yka3aHWeM npeaerbHOM YMCNEHHOCTU NaLMEHTOB, YY4aCTBYIOLMX B KITMHUYECKOM UCCMeaoBaHUM
NekapCcTBEHHOro npenapaTta Ansg MeOMLMHCKOro npuMeHeHus, 6e3 TpeboBaHuWs ynnaTbl rocyaapCTBEHHON
NOLUMNMHBI, NPeayCMOTPEHHOW 3akoHoaaTenbLCcTBOM Poccuiickon ®epepavium o Hanorax n cbopax.

(yacTb 3.4 B pea. ®enepancHoro 3akoHa oT 29.11.2010 N 313-93)

3.5. 3apernctpmpoBaHHble B MHOCTPAHHOW BanoTe OO0 AHS BCTYNNeHUs B cuny Hactoswero degepansHoro
3aKOHa MpedenbHble OTMNYCKHble LEeHbl WHOCTPAaHHbIX MNpPOM3BOAUTENEN Ha JleKapCTBEHHbIe npenaparbl,
BKITIOYEHHbIE B MepeyeHb XW3HEHHO HeobXoOAMMbIX W BaXHEWWMX JeKapCTBEHHbIX MpenapaToB, nognexart
nepecyety B pyonm no kypcy LleHTpanbHoro 6aHka Poccwuiickon Pepepauum Ha paTy, YCTAHOBEHHYHO
MpaButensctBoM Poccuiickon depepaumm, 6e3 NpeAacTaBrieHUs 3asiBIIEHUS O nepecdeTe LeHbl C BHECEHUEM
COOTBETCTBYIOLUNX U3MEHEHWA B rOCy4apCTBEHHbLIN peecTp npederfibHbIX OTMYCKHbIX LieH npou3BoguTenen Ha
nekapcTBeHHble npenapaThbl, BKMYEHHbIE B NepeYeHb XMU3HEHHO HeOBXOOAMMbIX U BaXXKHEWLIMX NeKapCTBEHHbIX
npenapaTos.

(yacTb 3.5 BBegeHa depepanbHbiM 3akoHoM OT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble OO0 OHA BCTYNNeHWs B cuny Hactoswero degepanbHOro 3akoHa npeferbHble
OTMNYCKHblE LieHbl POCCUWCKMX MpPOU3BOAUTENEN Ha fekapCcTBEHHble npenapaThl, BKMNIOYEHHble B MNepevyeHb
XN3HEHHO HEOBXOOUMbIX U BaXKHEWLUMX NeKapCTBEHHbIX NpenapaToB, nognexar uHaekcauuum ¢ 1 Hoabps 2010
roga MCXods M3 MPOrHO3MPYyeMoro ypoBHS MHMAUMK, ycTaHoBneHHoro PepepanbHbiM 3aKOHOM OT 2 gekabps
2009 roga N 308-93 "O depepanbHom GogkeTe Ha 2010 rog n Ha nnaHoBbin nepuog 2011 n 2012 rogos" Ha
2011 rog.

(wacTb 3.6 BBeaeHa PepeparnbHbiM 3akoHoM OT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He pgonyckarTcsa NPOM3BOACTBO M BBO3 B Poccuiickyto depepaumio
NeKapCTBEHHbIX NpenapaToB B yrnakoBKax C MapKUPOBKOW, KoTopas Obina HaHeceHa OO AHS BCTYMMEHUSA B CUNy
HacToswwero ®eaepansHoro 3akoHa. o ncTeyeHUn ykasaHHOrO Cpoka AaHHbIEe NeKapCTBEHHbIe npenapaTbl MoryT
OTNycKaTbCsl, peanv3oBbiBaThCs, NepeaaBaTbCs U NPUMEHSTLCA OO UCTEUEHMS UX CPpOKa FOAHOCTW.

(B peq. ®enepanbHbix 3akoHoB oT 29.11.2010 N 313-93, ot 06.12.2011 N 409-93)

4. Co gH4a BCTynneHus B cuny Hactoswero ®enepansHoro 3akoHa v no 30 anpens 2011 roga BKAOYNTENBHO
JonyckaeTca npoBedeHWe 3KCNepTU3bl NEeKapCTBEHHbIX CPEACTB 3JKCMepTaMu 3IKCMEPTHOro yupexaeHus Ao
NPOXOXAEHNs WMW aTtTecTauMM B NOpsike, YCTAHOBNEHHOM YMNOMHOMOYEHHbIM deaepanbHbIM - OpraHoMm
UCMNOMHUTENBbHONW BNacTu.

5. Co pgHa BcTynnewnsa B cwuny Hactoswero ®PepepanbHoro 3akoHa u no 31 pgekabpsa 2013 ropa
BKITHOYMTENBHO OCYLLECTBIISAETCS Nepexo K MPON3BOACTBY NeKkapCTBEHHbIX CPeACTB B COOTBETCTBUM C NpaBuiamu
opraHusaumm NpousBOACTBa U KOHTPONSA KayecTBa JIeKapCTBEHHbIX CPeACTB, yKasdaHHbIMM B Yactu 1 cTtatbu 45
HacTosiwero PegepanbHOro 3akoHa, B nonHoM obbeme. Cpokun nepexona NPOM3BOACTBA NEKapCTBEHHbIX CPeacTB
K MX NMPOM3BOACTBY B COOTBETCTBMU C KOHKPETHbIMU TPEOOBaHUSIMM JaHHbLIX NPaBWi, BKITOYas CPOKM arTecTaumm
YNONHOMOYEHHbIX TNWL, YKa3aHHbIX B 4Yactax 6 u 7 cratbn 45 Hactoswero ®enepanbHOro 3akoHa,
yctaHasnusatoTca NpasutensctsoM Poccuinckon ®enepaumn.

6. JlnueH3nMm Ha Npou3BOACTBO NEKApCTBEHHbLIX CPeAcTB, BblAaHHble A0 1 aHBapsa 2014 roga, OEWCTBYIOT
nocne 1 aHBaps 2014 roga 40 MCTeYeHUs Cpoka UX AEUCTBUS MpU YCrOBUM COOTBETCTBUA NULieH3naTa npasunam
opraHusaumMmM NpoM3BOACTBA U KOHTPOMS KadeCTBa NeKapCTBEHHbIX CPeACTB, YKa3aHHbIM B Yactu 1 crtatbu 45
HacTosdwero PenepansHOro 3akoHa.

7. dopmupoBaHMe TOCYyAapCTBEHHOIO 3adaHus Ha NpoBedeHMEe 3KCMepTU3bl NEeKapCTBEHHbIX CPEACTB
degepanbHOMy rocygapCTBEHHOMY OHOIKETHOMY YYpEXOEHWI0 MO MPOBEOEHWIO 3JKCMepTu3bl JeKapCTBEHHbIX
cpencTB u pmHaHcoBoe obecneyeHme BbIMONTHEHWS 3TOr0 3aaHusl OCYLLECTBIISIOTCS B Nopsake, YyCTaHOBIIEHHOM
depepanbHbiM 3akoHOM OT 12 aHBapsa 1996 roga N 7-03 "O HekoMMepYeCcKkux opraHnsaumsix”.

(4acTb 7 BBeaeHa PepepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

MpesngeHT
Poccuiickon depepaumu
O.MEOBELEB
Mocksa, Kpemnb
12 anpena 2010 roga
N 61-®3
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®depnepanbHblid 3akoH oT 12.04.2010 N 61-03
(pen. ot 13.07.2015)

"06 obpalleHn NeKapCTBEHHbIX CpeacTB”

(c u3Mm. v gon., BCTyMN....

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 13.08.2015
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