I[IPABUTEJIbCTBO POCCHVICKOM ®EJEPAIIAN
ITIOCTAHOBIJIEHHWE

oT 3 anpensa 2020 r. No 441

MOCKBA

06 ocobeHHOCTSIX OOpalleHHs JIeKaApPCTBEHHbIX NpenaparoB AJs
MeIHIHHCKOro NPHMeHeHHs1, KOTOopble NpeAHa3HA4YeHbl AJIsl TPUMeHeHHs
B YCJIOBHSIX YIPO3bl BOBHHKHOBEHHS1, BOSHHKHOBEHHS H THKBHAALHH
Yype3BbIUaiiHON CHTyallNH H JUIS OPraHU3aLMH OKA3aHHUA MeINIMHCKOH
MOMOIILM JIHIAM, IOCTPaAAaBIIHM B pe3yJibTaTe Ype3BbIUaiiHbIX CHTYal Ui,
npeaynpexaeHHs Ype3BbIYaiiHbIX CHTYAIlHH, IPOPHIAKTHKH
H JieyeHHus 3a00/1eBaHiH, IPeACTABJISIOIHNX ONACHOCTh
JJ1S1 OKPY3KaIOIIHX, 320071eBaHHH H NOPAsKeHHH, MOJY4YeHHbIX
B pe3yJibTaTe Bo3/eiicTBUS HeOJIAroNPUSITHLIX XHMHYECKHUX,
OHMoJIOrH4YecKHX, paIHallHOHHBIX (PaKTOPOB

B cooTrBeTcTBUM ¢ myHKTOM 2 yactu | crateu 17 @epepanbHOro 3aKoHa
"O BHeceHHH W3MEHEHHI B OTZAEJIbHBIE 3aKOHOJIaTelbHble akThl Poccuickoi
denepand MO BOIPOCaM MPeIyNpEeXACHUS H JUKBUIALUM Ype3BbIYAHBIX
curyanuii”, 4actero 8 ctarbi 13 u dactero 9 crathu 61 PenepanbHOro 3aKoHa
"O0 oOpameHu JekapcTBeHHbIX cpeAcTB" IlpaBurensctBo Poccuiickoit
DemepallMMF NOCTAHOBJASAET:

1. YTBepauTh mnpuiaraeMble OCOOGHHOCTH OOpaIeHHs JIeKapCTBEHHBIX
npernapaToB AJds MEIMLMHCKOIO NPHMEHEHHS, KOTOpble NpeJHa3Ha4yeHbl IS
IpUMEHEHUsI B  YCIOBHUAX  yIrpo3bl  BO3HUKHOBEHHS, BO3HHUKHOBEHUS
M JIMKBHAAIIMK Ype3BbIYallHOM CUTyaUMd W Ui OpraHu3allyd OKa3aHWs
MeJMIMHCKON MOMOLIY JIMLaM, IOCTPaIaBlIUM B pe3yJibTaTe Ype3BBIYANHBIX
CHUTyallni, TpeNyNpeXACHUs Ype3BbIYAMHBIX CUTyallud, DPOPUIAKTHUKH
U Jedenus 3aboJieBaHUM, MPEeACTABISIOMIMX ONACHOCTh ISl OKPYXKAIOLIUX,
3a00/leBaHM ¥ TOPaXXEHUU, TOJYyYEHHBIX B pe3ylbTaTe BO3AEHCTBUS
He6IaronpUsATHBIX XUMUYECKHUX, OHOIOrMUYeCKHUX, paJHallUOHHBIX (PaKTOpPOB.
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2. Buectu B IlpaBuna BefeHusl rocyJapcTBEHHOIO peecTpa MpeaedbHBIX
OTIYCKHBIX II€H ITPOU3BOJUTENEN Ha JIeKapCTBEHHbIE Mperaparhbl, BKIIOUYEeHHBIC
B IepeyeHb JKA3HEHHO HEOOXOAMMBIX M BaXKHEHMIINX JeKapCTBEHHBIX
npenaparoB, YTBEpXKXIEHHbIe NocTaHoBlIeHUeM IIpaBurensctBa Poccuiickoit
@deneparmun = o 29 okTsaOps 2010r. Ne865 "O  rocymapcTBeHHOM
pETyJIHPOBaHHUM LIEH Ha JIEKApCTBEHHBIE IPENapaThl, BKIOYEHHEBIE B MEPEeYeHb
YKU3HEHHO HEOOXOAMMBIX M BaXHEWIIMX JIEKapCTBEHHBIX IMpernaparos”
(Cobpanue 3akoHonatensctBa Poccuiickoil ®enepanun, 2010, Ne 45, cr. 5851;
2018, Ne 6597, ct. 43; 2019, Ne 51, c1. 7649), cnenyouine n3MeHEHHS:

a) MyHKT 5 JONOJHUTE OJIIYHKTOM neln CJIETYIOLIETO COAEPKAHMS:

"e'yiara W HoMep TpHMKa3a MUHHCTEPCTBA  3APABOOXPAHEHHUS
Poccuiickoii @enepauuu 00 YCTAaHOBIEHMH TPEJENBHON OTITYCKHOH LIEHBI
MPOM3BONUTENS HA JIEKapCTBEHHBIA IIpernapaT B COOTBETCTBUM C YacThio 9
ctaThk 61 @enepanbHOro 3akoHa "O6 obpallleHNH JIeKapCTBEHHBIX cpeacTB”;";

0) myHkT 6 mocne ad3ala YeTBEPTOro NOMONHUTH ab3aueM CIeqyIOLIEero
co/iepXKaHus:

"mpuHATH MUHHCTEpCTBOM 3ApaBooxpaHeHus Poccuiickoit @enepaunu
pellleHHsS 00 yCTaHOBJIEHHH IIpeleNbHON OTIYCKHOM LIEHBI NMPOM3BOMUTENS Ha
JeKapcTBeHHbI IIpenapar B COOTBEICTBUM C 4acTelo 9 craThu 61
®enepanpHoro 3akoHa "O6 oOpalieHny TeKapCTBEHHBIX cpeAcTB".".

3. YcTaHOBUTH, 4YTO Ha INEpUOJ JEHCTBUS YIpo3bl BO3HHUKHOBEHHUS,
BO3HMKHOBEHHUS M JUKBHAAIMM Ype3BbIYAHHOM CHUTyalUH ISl OpPraHU3aIuH
OKa3aHWsg MEIULMHCKOM IOMOUIM JIMLAM, [OCTpajJaBlIMM B pe3yJjbTare
Ype3BbIYalHbIX CUTyallHil, IpeAylnpeXIeHUs 4Ype3BbIUYANHBIX CHUTYyalUil,
IpOQUIAKTHKH M JieueHUs 3a00JieBaHUH, MPeNCTaBISIOMIUX OMACHOCTh JJIA
OKpYXXaloluX, 3a00oneBaHMH H MNOpPaXKEHUH, IMOIYyYEeHHBIX B pe3yJbTaTe
BO3/IEHCTBUS HEOIArONPUITHBIX XUMHUYECKHX, OHOIOTHYECKUX, paIHallHOHHBIX
(bakTOpoB, OCOOEHHOCTH IPOBEAEHHUS AKCIEPTU3Bl KadyecTBa JIEKAPCTBEHHBIX
CPEICTB M JKCIEPTU3bl OTHOILIEHHUS OXHAAeMOH IOJIb3bl K BO3MOXXHOMY PHCKY
NpPUMEHEHHUs JIEKAPCTBEHHOrO Ipenapara i MEIULUHCKOrOo INpPHUMEHEHHUS
MOTYT yCTaHaBIMBaTbcid pabodeil rpynmol, co3gaHHOW npu MHUHHCTEpCTBE
3npaBooxpaHeHusi Poccuiickoi ®denepanuy, B TOM YHUCIE B YaCTH:

COKpallleHus1 o0beMa TaKUX OKCIEPTU3 MPU BHECEHHWH B JOKYMEHTHI
PETHUCTPALIMOHHOIO JIOChEe Ha 3aperuCTPUpPOBAHHBIN JIEKAPCTBEHHBIM Npemnapar
H3MEHEHHMH, CBS3aHHBIX C  3aMeHOH, Job0aBlieHHeM, HCKIIOYCHHEM
IIPOU3BOACTBEHHON IUTOIIAJKH NPOU3BOAMTENS AKTUBHOH (hapMaleBTHYECKOIM
cyOcTaHIIMH W TOTOBOM JIEKapCTBEHHOM (OpPMBI, H3MEHEHHEM IEepPBUYHOM
YIaKOBKUY;
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BO3MOX>XHOCTH 3aM€Hbl J1aDOpaTOpPHBIX 3KCIEPTU3 HCCIEHOBAHUSIMHU
(MCnBITAHUSAMH), NPOBOAMMBIMH B OTHOLIEHHWH JIEKAPCTBEHHOTO IIperapara
B LEAX ero BBOJA B TPAXKIAHCKHH 06OPOT B COOTBETCTBHH CO CTaThed 52
®enepanbHOTO 3aK0Ha "O06 00pallieHuH JIEKAPCTBEHHBIX CPeCTB".

[TonoxxeHWst HACTOSIIEr0 IIyHKTAa paclpOCTPAHSIOTCS Ha  Clly4au
NPOBEACHUS YKa3aHHBIX DKCINEPTH3 [0 3asBIEHUSM O TOCYyJapCTBEHHOH
perucTpauy JIEKapCTBEHHBIX IIPEIApaToB Ul MEIMUMHCKOTO NpPUMEHEHUs,
MMOJAaHHBIM B YCTAHOBJEHHOM MOpsAKe B MHHHUCTEPCTBO 3paBOOXpPaHEHUS
Poccuiickoit @enepauuu [0 JHS BCTYIUIGHHST B CHJIY  HACTOSIIETO
MIOCTaHOBJICHHUS.

4. B nepuox HOEUCTBUS 4YPE3BBIYAMHON CHUTyallUH, MPEeAyCMOTPEHHOH
B TYHKTE 3 HACTOALIETO IIOCTAHOBJIICHUS, IIPEJICTaBICHUE JOKYMEHTOB
U CBeJeHHH, yKa3aHHBIX B ctaThax 18- 21, 23, 27 - 30, 32, 34, 38 - 40,
47, 61 u 62 ®enepansHoro 3akoHa "OO oOpallleHHH JIeKapCTBEHHBIX CPEACTB",
a Tak)Xe B HAcTOsSIIeM [IOCTAHOBIEHUWU [UIS 1Lejled NpedocTaBiIeHUs
rOCyJapCTBEHHBIX YCIyr B cdepe oOpalleHHs JIeKapCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO0 MPUMEHEHUS, MOKET OCYILUECTBIATHCA B (OpMe IJEKTPOHHOIO
JOKYMEHTO0OOpOTa 6€3 IOMOTHUTENBHOrO MPEACTABIEHH COOTBETCTBYIOIIMX
JOKYMEHTOB M CBEN€HHH Ha OyMaXHOM HOCHUTEeNe, B TOM UHCIe IpHU
HEOOXOIUMOCTH C 3aBEPEHUEM UX TOJIBKO 3asBUTEIIEM.

5. Hacrosinee nocraHosieHue aeictByer 1o 1 ssaBaps 2021 r.

[Tpencenarens HpaBI/ITN" A
Poccuiickoit Genephs
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VTBEPYJIEHBI

nocta”oByieHueM I IpaBuTenscTBa
Poccuiickoit ®enepanuu
ot 3 anpens 2020 r. Ne 441

OCOBEHHOCTHU OBPAILIEHUS

JIeKaApCTBEHHBIX Npenaparos JJsi MeJHUHHCKOr0 IPpMMeHEeHHs], KOTOpble
npeAHa3HAY€eHbI /I IPHUMEHEHHs B YCJIOBHAX YIpo3bl BOSHHKHOBEHHS,
BO3HUKHOBEHHS H NTHKBHIAUHH Ype3BbIYallHON CUTYallHH H AJIA
OPraHU3aliHH OKa3aHUA MEeJHIHHCKOH NOMOLIH JHIAM, NOCTPAJaBUIUM
B pe3yJ/ibTaTe Ype3BbIYaHHbIX CHTYAUHH, NPeAYNPeKICHHUA YpPe3BbIYaiHbIX
CHTyauui, NpOPHIAKTHKH H JiedeHHs 3a00/1eBaHMH, IPeCTABJISIIOIIMX
ONACHOCTh JIfl OKPY>KAIOIIHX, 3200/ 1eBaHHIl H OPAXKEHHH, MTOJTyYEeHHbIX
B pe3yJibTaTe BO3J¢HCTBHSA HeOIaronpusTHBIX XHMHYECKHX,
OHOJI0THYeCKHX, PaAHALIHOHHBIX (PAKTOPOB

1. HacTosuii JOKYMEHT ompeAessieT  YCJIOBHUSA oOpailieHus
JIeKapCTBEHHBIX [IPENapaToB JUIsl MEAMLMHCKOTO MpHUMEHEeHHs (naigee -
JIeKapCTBEHHBIE IIpernaparbl), KOTOpble MNpedHa3HayeHbl Ui IpPHUMEHEHUS
B YCJIOBUSX YIpO3bl BO3HUKHOBEHHS, BO3HMKHOBEHMUS U JIMKBHAALHH
Ype3BBIYAHON CUTYalLUU U JUIsl OpraHU3allMy OKa3aHHs MEIUIIMHCKON MTOMOIIH
JdnaM, — TOCTPaJaBIIMM B pe3ylibTaTe  Ype3BbIYAMHBIX  CHTYaIlHi,
OPeOyTIPeKISHUSI 4YPE3BbIYAHBIX CUTyalMi, NPOPMIAKTUKA U JIeUCHHS
3aboJleBaHM, MPEACTaBIAIONINX OMACHOCTb JI OKPYXXAIOIIHX, 3a00JIeBaHMM
M TOpaXeHUH, IONY4YEHHBIX B pe3yJbTaTe BO3JASHCTBHUS HeOJaronmpUSTHBIX
XHUMHYECKHX, OHONOrMuecKux, pagulalvoHHBIX  ¢GakTopoB  (maisee -
4Ype3BbIYaifHas CUTyallus).

2. TocynapcTBeHHas perucTpalius JIeKapCTBEHHBIX IIpernapaToB, KOTOPhIE
npelHa3HauYeHbl /JI1 INPUMEHEHHMS B YCIOBUSX YpPE3BBIYAMHON CHTyallduu
(manmee - TrOCYyIApCTBEHHAs perucTpalus JIeKapCTBEHHBIX IIpernaparos),
ocymiecTBiseTcs MHHUCTEpPCTBOM 31paBooxpaHeHus Poccuiickoit ®enepanuu
(manee - MHUHUCTEPCTBO).

3. lna rocynapCTBEHHOM perucTpalu JeKapCTBEHHOTO Iperapara
IOpUAMYECKOe JIMIO, JeicTBylolllee B COOCTBEHHBIX HHTEpecax WA
YIOJHOMOYEHHOE IPEJCTaBIATh HMHTEPEChl JPYroro HOPUIHYECKOro JIUIa
W 3asBIISIFOIIEe JIEKApCTBEHHBIN MpenapaT Ha roCyIapCTBEHHYIO PETHCTPAIIHIO,
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aub0 YIMOJHOMOYEHHbBIH MpeACTaBUTENb 3asBUTENS (Jajnee - 3asBUTENb)
npeacraBisieT B MUHHCTEPCTBO B (oOpMe 3JIEKTPOHHBIX JOKYMEHTOB,
[IOAMKCAHHBIX SJEKTPOHHOH MOAMNKMCHIO, JOKYMEHTBI, YKa3aHHBIE B YacTIX 2
u 4 -7 crareu 18 ®enepansHoro 3akoHa "OO oOpalleHUH JEKapCTBEHHBIX
cpeAacTB", 3a  HCKJIOYEHHEM KONMM  3aKIIOYeHUs] O  COOTBETCTBHH
[IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPENCTB TpeOOBaHMAM MpaBWIl HamJexalneh
MPOW3BOJICTBEHHON IIPAKTHKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (efepantbHbIM
OpPTraHOM HCIIOJIHHTEIBHOM BIACTH B OTHOLICHUH NPOU3BOACTBEHHOM IIOLIAIKH
pPETHCTPUPYEMOIO  JIEKAPCTBEHHOro  Iperapara, HWIM KONUU  peIIeHUs
YIOJIHOMOYEHHOIO0  (pefiepalibHOTO  OpraHa  HUCHOJHHUTENBHOM  BiAcTH
O IMPOBEJEHUH HHCIEKTUPOBAaHUS TMPOU3BOJIUTENS JIEKApCTBEHHBIX CpPeNICTB
B Cily4yae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOrO Ipemnapara OCYIIEeCTBISETCS
3a npenenamu Poccuiickoi ®Oeneparyi.

4. Jlonyckaetcs NpeJCTaBleHUE B pasjieie KIMHUYECKOH JOKYMEHTALHH
IIpeLyCMOTPEHHOI O 4acThio 7 cTaTthu 18 ®denepanbHOrO 3aKOHa
"O6 oOpalmieHuH JEKapCTBEHHBIX CpPEACTB" CBOJHOIO KpaTKOrO OTYeTa
00 HMeINUXcs Ha MOMEHT T[OoJa4yd 3asBIeHUST O TOCYAapCTBEHHOM
perucTpauuu JIEKapCTBEHHOrO0  Ipernapata  pe3yjibTatax  H3y4YeHHs
3¢ (heKTUBHOCTH M 0€30MacHOCTH JIEKapCTBEHHOI'O Iperapara B paMKax
KIMHAYECKUX HWCCIEJOBAaHUM, CO/epXkallero BCIO JOCTYNHYIO HH(MOPMAIHIO
0 (du3MYeckuX, XHMHUYECKHX, (apMaleBTUYECKUX, (HapMaKoIOrHUECKHX,
TOKCHKOJIOTHYECKHUX, (PapMaKOKHHETHUECKUX, META0OOIMUECKUX H KIHHUYECKHX
CBOMCTBaXx JIEKapCTBEHHOTO Ipernapara.

JlommyckaeTcsi rocyJJapcTBEHHAsl perucTpaius JeKapcTBEHHOro mpernapara
IpU MpEeACTaBICHUU HEe B MOJHOM 00beMe AOKYMEHTOB, YKa3aHHBIX B YacTH 7
cratel 18 denepanpHoro 3akoHa "O6 oOpallleHNH JieKapCTBEHHBIX CPECTB" .

JlekapCTBEHHBIN Ipenapar, 3aperuCTPUPOBAHHBIA C YYETOM HACTOSIIIErO
NMYHKTa, TIOJUIGKUT [IOCEpUHHOMY BBIOOPDOYHOMY KOHTPOJIFO KaudecTBa
JIeKapCTBEHHBIX CPEACTB B COOTBETCTBHM C 3aKOHOAATEILCTBOM Poccuiickoit
depepauui.

5.B cuy4asx, yKa3aHHbIX B IIyHKT€ 4 HACTOSIIEro JOKYMEHTa,
He0OXOIMMO MPENCTABICHUE PE3YJIbTATOB JIOCTATOUHOIO 00BEMa MPOBEAEHHBIX
JOKIIMHUYECKUX  HCCIIEIOBaHUM, KOTOpbIE COOTBETCTBYIOT  CIIEIYIOLIAM
YCJIOBUSIM!

a) 6maronpusITHBIN 3¢QeKT NexapCTBEHHOTO IpenapaTta PerucTpupyercs
Ha HECKOJILKMX BUJIaX )KMBOTHBIX, B TOM YHCJIE HA OJHOM KPYITHOM BHUJIE;

0) pe3ysbTaT HUCCIEJOBAaHHUS Ha >XUBOTHBIX OJHO3HAYHO M SBHO CBS3aH
C OXHIaeMbIM IOJOXUTENBHBIM 3(hdeKToM AeHCTBYyIOMEro BelEeCcTBa
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JIEKapCTBEHHOI'O0  INperapara,  KOTOpbIM  TpOSIBISETCS  yBeJIUYEHUEM
BBDKMBAEMOCTH WM COKpAIIEHUEM YUCJa OCII0KHECHUH;

B)IpM  aHalM3€  [JaHHBIX 1O  MU3yYeHUIO  (HapMaKOKHMHETUKH
u (dapMakoAMHAMHMKM JIEKapCTBEHHOTO [ipernapara MOJdy4YeHbl pe3yJbTaThl,
MO3BOJISIOIIME BBIOPATh 3¢ (DEeKTUBHYIO H0O3Y AJIS YeloBeKa.

6.[Ipu rocynapcTBEHHOW perucTpaliy JeKapcTBEHHOro IIperapara,
SBIISIOIIETOCST KOMOWHAIMEH paHee 3aperHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
MpernaparoB Uil MENULHMHCKOTO IPUMEHEHHUs], [OOMYyCKaeTcs BKIIFOUECHUE
B COCTaB paszjeia (papMakoOIOTHYECKOH, TOKCHKOJOTMYECKOH IOKyMEHTALUU
M pa3feia KIMHAYECKOM [OKYMEHTallMM BMECTO oOTdera pa3padoTdmka
0 pe3yibTaTax COOCTBEHHBIX NOKIMHUYECKHX HCCIIeJ0OBAaHUH JieKapCTBEHHBIX
cpeacTB 0030pa Hay4HBIX paboT O pe3ylbTaTax JOKIMHHUYECKUX HUCCIIeI0BaHUN
JIEKapCTBEHHBIX IPENaparoB, BXOAAMIMX B COCTaB KOMOWHAIIUU JIEKapCTBEHHBIX
npemnaparoB, 1 00 OTCYTCTBHH HX B3aMMOACHUCTBUSA B OJHOM JIEKApCTBEHHOM
dbopme.

7. MHHHUCTEPCTBO MPU OCYIIECTBIECHUHA TOCYJAPCTBEHHOM perucrpaiuu
JIEKapCTBEHHBIX IPENApaToOB B CIy4YastX, YKa3aHHBIX B IYHKTe 4 HACTOSIIEro
JIOKyMEeHTa, YCTaHaBJIMUBA€T NpPU HEOOXOJUMOCTH OJIHO MM HECKOJIBKO
CJIEIYIOIINX YCIOBUM:

a) BBEJICHHE OIPaHHYEHUHN MO MPUMEHEHHUIO JIEKapCTBEHHOIO Ipernapara
IJIs1 ero 0€30MacHOro NpPUMEHEHHS;

6) yBenomiienue @expepanbHoit cnyx0bl 1o Ham3opy B cdepe
3IPaBOOXPAHEHHUS O KaXKI0M (aKTe NpUMEHEHHS JIEKAPCTBEHHOTO Mpernapara;

B) 00s13aTENIBHOCTh IIPOBEACHUS [MOCTPETUCTPALMOHHBIX KIMHHUYECKHX
UCCIIENOBAaHUM, pPE3yJIbTaThl KOTOPBIX SIBJISIOTCS OCHOBAaHMEM [JISI OLIEHKH
OTHOILECHHUS OXXHUJAeMOW TONb3bl K BO3MOXHOMY PHUCKY IpHUMEHEHUs
JeKapCTBEHHOI0 IIpernapara MNph MOATBEPKIAEHUU €ro TocydapCTBEHHOM
perucTpalmy;

r) 0053aTeJIBHOCTh TOCEPUHHOr0 BBIOOPOYHOTO KOHTPOJI KavyecTBa
JEKapCTBEHHBIX CPEJICTB B COOTBETCTBHM C 3aKOHOAaTelbCcTBOM Poccuiickoit
Oenepauuy;

1) TpeOOBaHUs K MapKHPOBKE JIEKAPCTBEHHOTO IIpernapara.

8. ['ocynapcTBeHHas perucrpanus JIEKapCTBEHHOT O Ipernapara
ocyulecTBingeTcss MUHHCTEPCTBOM B CPOK, He MpeBblinatomuii 20 pabounx aHe
CO IHA INOCTYIUIEHUs 3asBICHHUS U JTOKYMEHTOB, yKa3aHHBIX B IyYHKTax 3 u 4
HACTOSILIETO JOKYMEHTA.

9. MunuctepctBO B TedeHHe 2 pabodux AHed co OHSA MOCTYTUICHHS
3asBJIEHUS U JOKYMEHTOB, IPEAYCMOTPEHHBIX IIyHKTaMu 3 M 4 HaCTOAILIEro
JOKYMEHTA, OCYHIECTBIISET CIENYIOIINe MEPOTIPUSITHS :
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a) MPOBOAUT MPOBEPKY KOMIUIEKTHOCTH MIPECTABICHHBIX TOKYMEHTOB,;

0) MpyUHMMAaeT peUleHHe O BblAade OSKCIEPTHOMY  YUPEXAECHHIO,
yKkazaHHOMy B cTartbe 15 @DepepanbHoro 3akoHa "OO6  oOpauieHUH
JeKapCTBEHHBIX CpeAcTB" (Hanee - DJKCIEPTHOE YUpeXKIeHHe), 3adaHus
Ha TPOBECHHUE YKCIEePTU3bl KayecTBa JIEKAPCTBEHHOTO CPEACTBA U SKCIIEPTHU3BI
OTHOINIEHHS OXXUAAEMOH TMONB3bl K BO3MOXHOMY PpHCKY TNpPHMEHEHHUS
JIeKapCTBEHHOTO IIpenapara;

B) MPUHUMAET PELICHHE O MPOBEASHUH STHUYECKON IKCIIePTH3BL;

') yBeIOMJISIET 3asBUTENs B MUCbMEHHOH ¢opme u (wiu) B dopme
DJIEKTPOHHOTO JOKYMEHTa O TPHHATOM pelleHHd W HeoOXOAHMOCTH
NpeACTaBIeHUs] B OKCIEPTHOE YyupexaeHHe oOpa3loB JIeKapCTBEHHOTO
npenapara, 00pa3snoB  (apMalleBTUYECKOW CyOCTaHIMM, TECT-IITAMMOB
MHKPOOPTaHU3MOB, KYJIBTYPHI KJIETOK, OOpa3lLiOB BEILIECTB;

J) HAaITpaBJIsIeT COOTBETCTBYIOIIEE 3aJaHHE B SKCIEPTHOE YyUYpexkKIeHHE
M COBET IO JTHUKE.

10. JlonmyckaeTcs HCKIIOYEHHE IIPOBENIEHHS OKCIEPTHU3bl KadecTBa
JIEKAPCTBEHHOTO CPEICTBAa U OJKCIEPTH3bl OTHONICHUS OXXUAAEMOHW IOJB3bI
K BO3MOXXHOMY PHUCKYy NMPUMEHEHHs JIEKapCTBEHHOI'O IMpernapara B OTHOLIEHHH
JIEKapCTBEHHBIX NIperapaToB, 3aperUCTPUPOBAHHBIX B YCTAHOBIEHHOM MOPAIKE
B ToOCyAapcTBax - wieHax EBporeiickoro coto3a, B Coenunennsix Illtatax
Amepuku, KaHazge WiauM HMHOM TrocylnapcTBe IO MEPEYHIO, YCTaHOBICHHOMY
MunucrepctBoM. [ocynmapcTBeHHass perucTpauus TaKuX JIEKapCTBEHHBIX
[pernapaToB OCYyIIeCTBIsieTcsi MUHUCTEpCTBOM B TedeHHE S5 pabounx IHei
CO ITHS MOCTYIUIEHHUS 3asiBIE€HUS U JOKYMEHTOB, NPEAYCMOTPCHHBIX TyHKTAMH 3
¥ 4 HACTOAIIEro JOKyMeHTa. JlekapcTBeHHbIE Ipenaparthl, 3aperuCTPUPOBaHHbIE
C Y4eTOM J[aHHOIO [IOJIOKEHHs, TMOMJIeKaT IOCEPHIAHOMY BbIGOPOYHOMY
KOHTPOJIO  KadecTBa  JIEKAPCTBEHHBIX CpPEACTB B  COOTBETCTBHH  C
3aKoHOHaTenscTBOM Pocculickoit denepanuu ¢ o0s3aTeNbHBIM ITPOBEJICHHUEM
TIOCTPETUCTPALlMOHHBIX KJIMHHUYECKUX HCCIEIOBaHUN, pe3yJbTaThl KOTOPBIX
SBJSIOTCS OCHOBaHMEM /Ul OLIEHKM OTHOUICHUS OXHIaeMOW TOJb3Bl K
BO3MOXKHOMY PUCKY IMPHUMEHEHUS TaKUX JIEeKapCTBEHHBIX IPEnapaTos.

11. DxcnepTu3bl J1€KapCTBEHHOrO0 Mpenapara IPOBOASTCS KOMHCCHEH
HKCIIEPTOB SKCHEPTHOTO YYPEXKACHUS, KOTOpas Ha3HaueHa ero pyKOBOAMTEJIEM.
B cocTaB KOMHCCHH [0 PELICHHIO PYKOBOJUTENS 3KCIEPTHOTO YUPEXKICHHS
MOTYT OBITh BKJIIOUEHBI B KaUECTBE HKCIIEPTOB JIULA, HEe padOTaIOIHE B JAHHOM
SKCIIEPTHOM YUPEXICHUH, €CIM HX CIEel[HaNbHble 3HaHUS HEOOXOOMMEI IS
[IPOBEACHUS OKCIEPTHU3bl M TaKhe JKCHEePTHl OTCYTCTBYIOT B JAHHOM
OKCIIEPTHOM yupexxaeHHH. [IpoBeeHne 3KCIepTU3 JIEKapCTBEHHOTO Mpernapara
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(MX dYacTeil) MOXXET OCYIIECTBIATHCS B IOMEHICHUSX C KCIOJIb30BAaHHEM
000pyIoBaHUs 3assBUTENS WK pa3padOTUHKa JeKapCTBEHHOTO Ipernapara.

12. DkcneprHoe ydpexJeHHEe B CpPOK, HE MpeBbiatolui 15 pabounx
JHEW co OHA MoydeHHs 3aganus MUHUCTepCTBa, YKa3aHHOTO B MOAMyHKTE "0"
IyHKTa 9 HacTOAIIEro T0KyMEHTa, 00eCIIeYHBAET:

a) IPOBEACHUE DKCINEPTU3bl KadecTBa JIEKAPCTBEHHOTO  CpENCTBa
W OKCIIEPTH3bl OTHOLUEHUS OKUAAEMOH TONb3bl K BO3MOXXHOMY pHCKY
MpUMEHEHHS JIEKapCTBEHHOTO Npenapara;

0) obopMileHHEe KOMHCCHUEH O3KCIEpPTOB 3aK/IOUEHHUs M0 pe3yibTaraM
NPOBEIAEHHBIX JKCIEPTU3bl KAYeCTBA JIEKAPCTBEHHOI'O CPEACTBA M JKCIEPTHU3bI
OTHOILEHHUS OXHMJAEMOM TMOJB3bl K BO3MOXXHOMY pHUCKY MpHMEHEHHS
JIeKapCTBEHHOTO Npenapata 1no ¢opme, yTBepkAeHHOH MUHHCTEPCTBOM, U €ro
HalpaByieHre B MUHHUCTEPCTBO.

13.B ciny4ae HEIOCTATOYHOCTH MPEACTABICHHBIX MaTepUalIOB [JIs
MIPOBEAEHUS 3KCIEPTHU3 3KCIIEPTHOE yupexXIeHue HanpaBJiseT
COOTBETCTBYIOIIMHA 3anpoc B MHMHHCTEPCTBO, KOTOpO€ B TeUcHHE 2 pabodmx
JHEeH co JAHS ero IOCTYIUIEHHs HalpaBisieT 3asBHUTENIO  3ampoc
O TpeAcTaBI€eHUH HEOOXOAMMBIX MaTepHalIOB, KOTOPBIA MOXeT ObITh INepenaH
3asIBUTEJTIO JIMYHO 0]l PaCIUCKY, HalpaBieH MO MoYTe 3aKa3HBIM MUCEMOM HITH
repeiaH B 3JEKTPOHHOH (popMe MO TeNEeKOMMYHUKAIIMOHHBIM KaHalaM CBS3H.
3asBuTenp 00f3aH NPEACTaBUTH OTBET Ha 3ampoc MUHHCTEPCTBZ B CpOK,
He TpesblmatonMi 10 pabounx gHe#l co AHA ero moiy4yeHus. MUHHCTEPCTBO
B TeuyeHue 2 pabouumx [AHEH €O MAHS TOCTYIUICHHS OT 3asBHUTES OTBETa
HaIPaBIISET €ro B 3KCIEPTHOE yUPEXKACHHE.

B ciyuae HenpexacTasieHHs o ucredyeHuu 10 pabouux nHeil 3asBUTENEM
oTBeTa Ha 3anpoc MuHHCTEpCTBO B TedeHue 2 pabouux AHell HampaBisier
B JKCIEpPTHOE YUYPEXKJICHUE YBEIOMIIEHHUE O HENpEJCTaBICHUHU 3asBUTEIEM
OTBETA.

Bpemst co nHs HampasieHus 3anpoca MUHUCTEpPCTBA 0 JHS MONTYYEHUS
Ha Hero OTBETA 3asBUTEIIS HE YUYUTHIBAETCS [IPY UCUUCIIEHUH CpPOKa MPOBeACHUS
IKCIIEPTU3 JIEKAPCTBEHHOIO IIpemapaTra, YyKa3aHHOro B ab3ale MepBoM
MyHKTa 12 HaCTOSIIEro JOKYMEHTA.

14. MMBHCTEPCTBO B CPOK, HE MPEBBILAIOLIMN 2 pabouux mHeH co MHA
MOJTYYEeHHS 3aKII0YEHHUS] KOMUCCUH IKCIIEPTOB U 3aKJIIOUEHUS COBETA IO 3THKE:

OCYILIECTBJIET OLEHKY 3aKIIOYEHUH IS ONpefeNieHUs] UX COOTBETCTBUS
3aIaHUsIM Ha [IPOBEJICHUE IKCIIEPTU3 JIEKAPCTBEHHOTO TIpernapara;

MPUHUMAET pEeUIeHHE O OCYAapCTBEHHON perucTpauuu JIeKapCTBEHHOTO
npenapara Wik 00 OTKa3e B IOCYJapCTBEHHON pEervcTpalyd JeKapCTBEHHOIO
nperiapara, yBEIOMIIAET 3asiBUTENs O IPHHATOM pelIeHHWH Ha OyMa)KHOM

4454323



HocuTesie W (WIM) B BHUAE DJEKTPOHHOIO J[OKYMEHTa, BBIJAeT 3asBHTENIO
pPErUCTpAlMOHHOE YIOCTOBEPEHHE CO CPpOKOM JnelcTtBusd 1o 1 auBapsa 2021 r.,
COrJIaCOBaHHbIE HOPMATHUBHYIO JOKYMEHTALUIO, UHCTPYKIHUIO 10 TTPUMEHEHHIO
JIeKapCTBEHHOr'O IIpernapara U MakeTbl MEePBUYHOM YMaKOBKHM W BTOPUYHOK
(mToTpebuTENBCKON) YIIAKOBKHM C yKa3aHHEM Ha HUX HOMepa pervucTpPaliOHHOTO
yIOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIperapaTa MU JAaTbl €ro ToCyAapCTBEHHOM
perucTpanuu.

3a BBIAAYY  PETUCTPAlMOHHOIO  yIOCTOBEPEHHUS  JIEKAPCTBEHHOTO
npenapata  B3UMAaeTCs  [OCylapCcTBeHHass IOLUIMHA B COOTBETCTBUH
C HAJIOTOBBIM 3aKOHOAaTeNbCTBOM Poccuiickoii Menepanuu.

15. OcHOBaHMsIMM 1O OTKa3a B TOCYJapCTBEHHOW peTHUCTpalldd
JIEKapCTBEHHOI'O Mpernapara sBIsSIOTCS:

a) HelpeACTaBJIIEHHE 3asBUTENIEM IOKYMEHTOB, YKa3aHHBIX B ITYHKTE 3
HACTOSIIIEr0 JOKYMEHTA;

0) HECOOTBETCTBUE 3asBJICHHOIO Ha TIOCYJApCTBEHHYIO PErHCTPALMIO
JIEKapCTBEHHOI O Mpenapara yCJIOBHSIM H LENSIM, [IPEAYCMOTPEHHBIM ITyHKTOM |
HACTOSIIETO JOKYMEHTA,;

B) HAJIUYME 3aKIIOUCHUSI KOMHUCCHM OKCHEPTOB M (WJIH) 3aKIIOYeHUs
COBeTa II0 DJTHKE O HEBO3MOXHOCTH TIOCYyHapCTBEHHOW pEerucTpaluu
JIeKapCTBEHHOI'O Ipenapara, IpeJHa3HauYeHHOro JJisl NMPUMEHEHHS! B YCJIOBUSX
Ype3BhIYaliHONW CUTYAIUH.

16. CBegeHnst O TrocylapCTBEHHOM  perucTpauuu JIeKapCTBEHHBIX
[pernapaToB BHOCSTCS B TI'OCYJapCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEACTB
B COOTBETCTBUH C TpeOOBaHMAMM 3aKoHomaTenbscTBa Poccuiickoii denepanyu
06 oOpallieHUH JIEKapCTBEHHBIX CPEJCTB.

17. MUHHUCTEPCTBO MPUHUMEET pelIeHHEe 00 OTMeHe roCyIapCTBEHHOM
perucTpaly JIEKapCTBEHHOIO Ipernaparta B Clydae HecOOIIONEeHHS YCIOBHH,
NpeAyCMOTPEHHBIX IIYHKTOM 7 HAacTOSIIEro NOKYMEHTa, U B cilydyae, €Clid IO
pe3yJibTaTaM aHajf3a JaHHBIX, IPEACTABICHHBIX B COOTBETCTBUH C YKa3aHHBIM
MIyHKTOM, BBISBJIEHO, YTO BO3MOXHBIA DPHCK NPUMEHEHHUS JIEKapCTBEHHOTO
npernapara MpeBbIIIAeT 0)XKUAAEMYIO M10J1b3Y €ro MPUMEHEHHUS.

Homyckaercss oOpamieHue Ha Ttepputopuri Poccuiickoii ®Denepauuun
JeKapCTBEHHBIX  IIPENapaToB, 3apEeTUCTPUPOBAHHBIX B  COOTBETCTBUM
C HACTOSIIIIMM JOKYMEHTOM, 10 UCTEUEHHUS UX CPOKA FOJHOCTH.

18. IIpy 4upe3BBIYAWHONW CUTyauMH MHUHHCTEPCTBO BBIJAET pa3pellecHUe
Ha BpeMmeHHoe oOpameHue no 1sHBaps 2021 r. cepun (mapTuun)
JeKapCTBEHHOIO Ipenapara, He 3aperucTpupoBaHHOro B Poccuiickoi
®enepauyy ¥ paspelICHHOTO [UIsi MEAULUHCKOrO NPUMEHEHUS Ha TEPPUTOPHHU
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HHOCTPAHHBIX TOCYJAapCTB YNOJHOMOYEHHBIMM OpraHaMM COOTBETCTBYIOIMX
WHOCTPaHHBIX FOCYAapCTB (Jlanee - pa3pelleHre Ha BpeMeHHOe oOpallleHue ).

19. Pazpeluenne Ha BpeMeHHOE OOpallleHWe BBIJIAETCS B OTHOIIEHHUH
cepum (maptuun) JIEKapCTBEHHOTO rpenapara, HE UMEIOIIIETO
3aperucTpupoBaHHbeIXx B Poccuiickod @Pefepauuu aHaJIoOroB IO TEM Ke
JEACTBYIOHIEMY BELIECTBY U JIEKAapCTBEHHOU (hopMe MO0 UMEIOIIEero aHajloru
3aperucTpupoBaHHbIX B Poccuiickoit ®Penepaluuy J€KapCTBEHHBIX IPenapaToB
C OJHUM JICUCTBYIOIIMM BEIIECTBOM M B OJHOM JIEKapCTBEHHOH (dopme,
IIPOTHO3UpYeMBble 00BEMBI NTOTPEONEHUS B YCIOBUAX YPE3BbIYaHON CHUTyaluH
KOTOPBIX MPEBBIIIAIOT NPOrHO3UpPYyEeMble 00BEMBI UX BBO32 WIIM MPOU3BOACTBA
B Poccutiickoii denepanun.

Pazpemenre Ha BpeMeHHOe oOpallleHHe BblIaeTcsi MUHHCTEPCTBOM Ha
OCHOBAHHUH 3aKIIIOUYEHHUSI MEXBEJIOMCTBEHHON KOMHMCCHUHU IIO BONIPOCY TIPHHSATHSA
peleHUs] 0 BO3MOXXHOCTH BPEMEHHOI0 OOpallleHus JIeKapCTBEHHOTo IMpernapara
IIpH BBEICHUHU PEXKHUMa UpE3BBIYAHHON CUTyallUH (Jajiee - MeXBEJOMCTBEHHAS
KOMMCCHS), B COCTaB KOTOpPOH B TOM WYHCJE BKIIOYAIOTCSA NpPEACTABUTENH
®denepanbHOW TaMOXeHHOH ciy)XObl. CocTaB Me)XBEIOMCTBEHHON KOMHCCHH,
MOJIOXKEHHE O HEH, MOPSIAOK €€ NeSTENbHOCTH, TpeOoBaHUs K KBATH(HUKAIUN U
ONBITY pabOThI, IPEABIBISIEMBIC K IKCIIEPTAM KOMHUCCHH, MOPSIOK OpraHU3alluu
H PacCMOTpPEHHUs [OKYMEHTOB, (opMa 3aKIFOYEHHs] MeXBEIOMCTBEHHOM
KOMHCCHM O BO3MOXXHOCTH (HEBO3MOXXHOCTH) BBIJAYHM pa3pelleHus Ha
BpeMeHHOe oOpallieHHe yCTaHaBIUBalOTCs! MUHUCTEPCTBOM.

20. JIns  mnonmydeHHs ~ paspelleHHs] Ha  BpeMEHHoe  ofpalneHue
IOpUAMYECKOe JIMLO, MOEWCTBylolllee B COOCTBEHHBIX HHTEpecax HIIU
YIIOJTHOMOYEHHOE TPEACTaBIIATh HMHTEPECHl APYroro IOPHAWYECKOro JIMIA,
npeacTaisieT B MUHHCTEPCTBO B GOpME IEKTPOHHOIO JOKYMEHTA CIIEAYIOIIHE
JIOKyMEHTHI U CBEICHUS:

a) 3asBJICHHE O BbIJAY€ pa3pelieHds] Ha BpeMeHHOoe oOlpalleHHe,
ITOJITHCAaHHOE 3JIEKTPOHHOM ITOANUCHIO, B KOTOPOM YKa3bIBalOTCH

HAaMMEHOBaHUE, aJpec 3asiBUTENS M IIPOM3BOIUTENS JIEKapCTBEHHOTO
npenapara Juisi MEAMLIMHCKOrO INPHMEHEHMs, CBEIEHHs 00 WX perucrpanuu
B Ka4yecTBE HAJIOTOIUIATENbIIUKA B CTpaHE perucTpauvu (I POCCHHACKHUX
IOPUAMIECKUX JIULL - HISHTU(DHKALMOHHBIH HOMep Hanoromiarensiuka (MHH),
JUIS MHOCTPaHHBIX IOPUAMYECKHUX JIMI[ - CTpPaHa PErMCTpAali, HAaUMCHOBaHUE
PErUCTPUPYIOLIETO OpraHa, pErMCTPalMOHHBIA HOMEp, KOJl HaJIOTOIlIaTeNbIIuKa
B CTpaHe perucTpalyy (MHKOPIOpAaLMM) WM €ro aHajlor) U ajpec MecTa
OCYILECTBJIEHUS ITPOU3BOACTBA JIEKAPCTBEHHOTO Ipernapara (B cilydae HaTu4us
HECKOJIbKMX YYacTHUKOB IpoOliecca €ro IPOM3BOJICTBA HEOOXOAMMO YyKa3aTb
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KaXIOr0 Yy4YaCTHHKa B COOTBETCTBUHM C  OCYUIIECTBJISEMOH  CTaauel
IPOU3BOJCTBA);

HaHMEHOBaHHE JIeKapCTBEHHOTO npernapara (MexayHapoaHOe
HENaTeHTOBAaHHOE, WIM T[PYNIHPOBOYHOE, WJIM XUMHUYECKOE U TOProBOe
HarMEHOBAHMS ),

repedeHb [EHCTBYIOIIUX M BCIOMOTATENbHBIX BEIIECTB, BXOMASAIIMX B
COCTaB JIEKAPCTBEHHOI'O MIpenapara, ¢ ykazaHhueM KOJMYEeCTBa KaXI0Tro U3 HHX;

JeKapcTBeHHas (QopMa, JO3MPOBKA, CIOCOOBI BBEACHHS W MPUMEHEHHUS,
CPOK FOJTHOCTH JIEKAPCTBEHHOIO Mpernapara;

dapmakoTeparneBTH4eCKas [pynna, KoJ  aHaTOMO-TepaneBTHYeCKO-
XUMHYECKOW KiacCU(UKAIMK, pekoMeHAoBaHHOW BcemupHOW opraHu3zaiuei
3IPAaBOOXPAHEHMUS], 3asIBIsSIEMble MOKa3aHUsl ISl NIPUMEHEHHs JIEKapCTBEHHOTO
npenapara;

pPEKBU3UTHl cepuM (MapTUU), 3aABIEHHOM Uil 1eNed IOJIydeHHs
pas3pellieHHs Ha BpEMEHHOE o0pallleHue;

0) 3aBepeHHasi B yCTaHOBJIIEHHOM MOPSAKE KOMUS TOKYMEHTa Ha PYyCCKOM
S3BIKE, ITOATBEPXKIAIOLIETO IMOJTHOMOYME 3asBUTENS Ha MOHa4yy 3asBICHHUS
0 BblJaue pa3pelleHHs Ha BpeMeHHoe oOpallieHHe JIEKapCTBEHHOIO Tperapara
(1OBEPEHHOCTB );

B) KOTIHSI BBIIAaHHOM YTIOJIHOMOYEHHBIM OPTraHOM CTPaHBI-IIPOU3BOIUTEIIS
JIMIIEH3WH Ha IPOU3BOJACTBO JIEKAPCTBEHHOTO IIperapara U ee IepeBo] Ha
PYCCKHit SI3BIK, 32aBEPEHHbIE B YCTAHOBJICHHOM IOPSIZIKE;

I') KOIKS BBIA@HHOTO YIIOJIHOMOYEHHBIM OPTraHOM CTPaHBI-IIPOU3BOIUTENS
3aKIIOY€HHUST O COOTBETCTBUM IPOU3ZBOAUTENSL JIEKAPCTBEHHBIX CPENCTB
TpeOOBaHUSAM TMpaBUJl HaJUIeXallled MPOU3BOJACTBEHHOH IMPAaKTHKH H €ro
MIEPEBO/T HA PYCCKUH 53bIK, 3aBEPEHHBIE B YCTAHOBICHHOM IOPSI/IKE;

1) 3aBEpEHHbIE B YCTAHOBJIEHHOM [MOpSAKE KOMWH JOKYMEHTOB,
HOATBEPXKAAIOMMX (aKT perucTpalldd JIeKapCTBEHHOrO0 IIpermapaTa 3a
npegenamu Poccuiickoit @enepaiyiy B cTpaHe-MIPOU3BOUTENE U (UIIH) CTpaHe -
JieprKaTesie peruCTpalMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOTO Tpenapara;

€) KoMK UHCTPYKLMU 110 MEIULIMHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara, OJOOpPEHHON YIIOJTHOMOYEHHBIM OpPTraHOM CTPaHBI-ITPOU3BOIUTENS U
(unu) cTpaHsl - Jep)KaTelisi perucTpallMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernaparta, ¢ JaTOi IOCJIEIHEro nepecMoTpa U €€ NepeBoJl Ha PYCCKHH S3BIK,
3aBepeHHbBIC 3aABUTENIEM;

X) uHpOpMaLHs 0 dhapMmaiieBTHUECKON cyOCcTaHIMH WIn
dbapMaleBTHYECKUX CYOCTaHUHUAX, BXOAAIIMX B COCTaB JIEKAPCTBEHHOIO
npernapara;
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3) KOMUSl JOKYMEHTa, YCTaHaBJIMBAIOLIEro TPeOOBaHUS K KOHTPOJIIO
KauecTBa JICKApCTBEHHOIO mpenapata (coAepikallero crenddukanumio ¢
OIMKCaHHE AaHATUTUYECKUX METOJMK U UCIBITAHUI WM CCBUIKM Ha HHX, a TaKXe
COOTBETCTBYIOLLME KPUTEPUU TPUEMIIEMOCTH [IJISl YKa3aHHBIX IOKa3aTeseH
Ka4ecTBa), OJIOOPEHHOT0 YHOJHOMOYEHHBIM OpPraHOM CTPaHBI-IIPOM3BOAUTESA
u (WIK) CTpaHbl - BIajenbla (Aepxareis) perucTpaldoOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTI'O IIpelapara, ¢ JaTOoi NOCIeIHEro NePecMOTpa 1 ero nepeBo/i Ha
PYCCKUH SI3bIK, 3aBEPEHHBIE 3aBUTENEM;

W) KOnMsi  OKyMEeHTa O cucreMe (papMakoHaa30pa  Biajeiblia
(mepxatrensi) PErHCTPALlHOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara
U ero NepeBoJl Ha PYCCKHUH A3BIK, 3aBEPEHHBIE 3asIBUTENIEM;

K) IUIaH YIIpaBJIEHUs pUCKaMHU ISl JICKApCTBEHHOIO Ipenapara;

J) 0030p Ppe3yJbTaTOB JOKIMHUYECKUX HCCIIEIOBAHUN JIeKapCTBEHHBIX
CpeACTB M KJIIMHUYECKUX HCCIIEJOBAaHUH JIEKApCTBEHHOI'O Iperapara, BKItouas
pY HATAYUH 0030p ONBITA MOCTPErUCTPALMOHHOTO IPUMEHEHHUS.

21. JlonmyckaeTcss HCHONB30BaHUE MAaKETOB IIEPBUYHOM M BTOPUYHOM
YIAKOBOK Ha SA3bIKE CTPaHbBI-IIPOM3BOAMTENS MpPH HAIWYMM Ha TMEPBHYHON
M BTOpPUYHOM  YNAKOBKax  CaMOKICIOIUEWCSA  ITUKETKH, CoJeprKaulen
COOTBETCTBYIOIIYI0 HMH(OPMAIIMIO O JIEKQPCTBEHHOM IIperapare Ha pPYCCKOM
a3plke W oOpailleHue,  MpUBIEKalollee  BHAMAaHHE  MEAMIIMHCKOIO
H  (dapManeBTHYECKOro paboOTHHKAa K (akTy BpEMEHHOro oOpalleHHs
JIEKapCTBEHHOI'O Npenapara Ha IEpUOJ BBEACHUS YpE3BbIYAHON CUTYaLIUH.

22. MUHUCTEPCTBO B TedeHHe 2 pabouyux [OHEH cO IOHS TOCTYIUICHHS
JOKYMEHTOB M CBEIECHUM, YKa3aHHBIX B IyHKTe 20 HACTOAILIEro JOKyMEeHTa:

a) IpOBOIUT MPOBEPKY IIOJHOTBI M JOCTOBEPHOCTHU IMPEACTaBIEHHBIX
JIOKYMEHTOB;

0) mpuHHUMaeT peuleHue o0 OTKa3e B BblAaye pa3pelleHHs Ha BPEMEHHOE
oOpalleHHe B CJIy4ae BBIABICHHS HEINOJHOTBI MWIM HEJOCTOBEPHOCTH
IIpe/ICTaBJIE€HHBIX JOKYMEHTOB U CBEICHUH.

B) HalpaBJseT JOKYMEHTBl M CBEINEHHs, YyKa3zaHHble B IIyHKTe 20
HACTOSIIETr0 JOKYMEHTA, B MEXBEIOMCTBEHHYIO KOMUCCHIO;

I') OpraHu3yeT NPOBEAECHUE 3aCEJaHUsI MEKBEJOMCTBEHHOW KOMHUCCHH, T10
UTOraM KOTOpPOro oopMIIsieTcsl 3aKItoUeHHEe O BO3MOXKHOCTH (HEBO3MOXXHOCTH )
BBIIaUd pa3pelleHus] Ha BpEMEHHOE 00pallieHue;

o) IpA  NPHUHATUM  MEXBEAOMCTBEHHON  KOMHCCHEH  pellleHHUs
O BO3MOXHOCTH (HEBO3MOJXXHOCTH) BBIJaud pa3pellieHUss Ha BpPEeMEHHOE
oOpalllcHAe HalpaBiiieT 3asBUTENIO B (OpME JNIEKTPOHHOTO [TOKYMEHTa
paspelieHrie Ha BpEMEHHOe oOpalleHHe, NOJIUCaHHOe YCUIEHHOU 3IIeKTPOHHOM
KBATTUGUIUPOBAHHOMN NOAIUCHIO.
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23. OcHOBaHUSIMU Uil OTKa3a B BblJAUYe pa3pellUcHUs Ha BPEMEHHOE
obOpallieHue sIBJISIFOTCA:

a) BBISIBJICHUE HEIOJHOTHl HJM HEJNOCTOBEPHOCTH IMPEACTaBICHHBIX
JIOKYMEHTOB M CBEJCHUH, YKa3aHHBIX B NyHKTe 20 HACTOSLIEro JOKYMEHTA;

0) BBIHECEHHUE MeXBeJOMCTBEHHOM KOMHCCHUEH 3aKITHOYEHUS
0 HEBO3MOXKHOCTH BbIJIa4M pa3pelleHus] Ha BpeMeHHOe o0pallieHue.

24. Peinenue 00 oTka3e B BblJaue pa3pelieHnsl Ha BpeMeHHOe oOpalleHune
II0 OJIHOMY H3 OCHOBaHMM, yKa3aHHBIX B IMyHKTe 23 HACTOSIIEro JOKYMEHTa,
npuHaMaeTrcss MHUHHCTEpCTBOM B TedyeHue 1| pabouero mHd co JOHA
YCTaHOBJICHUS COOTBETCTBYIOLIETO daxTa I MOCTYIUIEHUS
COOTBETCTBYIOLLETO 3aKIIOYEHUs. YBEIOMIICHUE 3asABUTENSS O MPUHITOM
pellieHHH OCYLIECTBISeTCS B (popMe 3JIEKTPOHHOIO JOKYMEHTa, MOJMHCaHHOTO
YCHIIEHHOM 3JIEKTPOHHON KBaTM(ULHUPOBAHHON MOAMUCHIO.

25. MUHUCTEPCTBO BelleT peecTp BBLIAHHBIX pa3pelleHUi! Ha BpeMEHHOE
oOpailieHre, KOTOpBIH  pa3MellaeTcss Ha ero OQHUIMAILHOM  caiite
B HH(GOPMaNMOHHO-TEJIEKOMMYHUKAIIMOHHOM ceT "MHTepHeT" ¢ cobmoneHneM
OTrpaHHYEHHH, YCTAaHOBJIEHHBIX 3aKOHOJaTelbcTBOM Poccuiickoli denepanun
0 MepPCOHANBHBIX JJAHHBIX, KOMMepYeCKO! U (1K) rocy JapCTBEHHOH TaliHe.

26. B OTHOILEHMH JIEKapCTBEHHBIX MPeNnapaToB, BBEACHHBIX B OOpalleHue
Ha OCHOBaHHMM pa3pellieHUs] Ha BpEeMEHHOe oOpallleHHe, He MPUMEHSIOTCS
monoxenuss 4actw 7 crateu 9, crareit 52' u 67 DenepanbHOr0 3aKOHa
"6 obpaleHnHt JEKapCTBEHHBIX CPEACTB".

27. ®apmaKoHaa3op JIEKApCTBEHHBIX [Ipernaparos, BBEJICHHBIX
B of0palleHne Ha OCHOBaHMM pa3pelleHdss Ha BpeMeHHoe oOpallleHue,
OCYIIIECTBIISIETCS. B COOTBETCTBHM cO cTaThed 64 dDenepaibHOro 3aKoHa
"O6 oOpaleHus J€KapCTBEHHBIX CPEACTB" .

28. llomyckaeTrcsi obpaineHre Ha Teppuropun Poccuiickoit deneparuu
JIeKapCTBEHHBIX IIpENapaTroB, BBE3€HHBIX Ha OCHOBaHUHM pa3pellieHus Ha
BpeMeHHOe oOpallleHHe M He 3aperMCTPUPOBAHHBIX B COOTBETCTBHHU C
tpeboBanusamu DenepanbHoro 3akoHa "OO oOpallleHUM JileKapCTBEHHBIX
cpencTB", 10 OKOHYAaHUA HX CPOKa TOAHOCTH.

29. IlpuMeHeH e JIEeKapCTBEHHBIX IPENapaToOB B MEPUOJ Ype3BbIYANHON
CHTYalluH 110 NOKa3aHMSIM, HE yKa3aHHBIM B MHCTPYKLHIX [0 MEAULMHCKOMY
OPUMEHEHHIO, C LENbl0 H3y4eHUs HUX JPGEKTUBHOCTH [UIsi TMPOBEICHUS
npodUIaKTHIeCKUX U JIe4eOHBIX MEpONpUATHH (Zanee - IIpUMEHEHHe
JIeKapCTBEHHBIX IIPENapaToB) BIpPaBE OCYLIECTBISITb MEOUIMHCKUE U UHBIE
OpraHM3alli¥, KOTOpbI€ HUMEIOT JIMLEH3MIO HAa OCYIIECTBIEHHE MEIULMHCKOM
JEATEIbHOCTH, BKJIIOYEHBl B IIEpe4YHH, YTBEpXKAEHHblE (he/epaabHbBIMU
OpraHaM{d HCIOJIHATENbHOM BJIacTM M OpraHaMH TOCYJapCTBEHHOW BIACTH
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cyopekToB Pocculickoit denepanyu B cepe oXpaHbl 340POBbS B COOTBETCTBUH
C HX MOJBEIOMCTBEHHOCTBIO, M B KOTOpPBIX IUTAaHUPYETCS U (WJH)
OCYIIECTBIAETCS MEIULMHCKAs JCSTENbHOCTh, HAlpaBlI€HHas Ha OKa3aHHe
MEIUIIMHCKOM IMOMOILIM B YCIOBUSX YPE3BbIYaHON CUTYALUH.

30. [I[pumeHenne JIEKapCTBEHHOTO IIpenapara OCYILECTBISeTCs Ha
OCHOBaHMM PpelIeHUs BpaueOHOW KOMHCCUM MEIUIIMHCKOH OpraHd3allvH,
oOpMIICHHOTO  INPOTOKONOM, C BHeCEHHEM HH(popManuu 00 3IToM
B MEQULMHCKYIO JOKYMEHTALUIO MalleHTa.

[IpumeHeHne JIEKapCTBEHHOIO Ipenapara BO3MOXHO TakXe Ha
OCHOBAaHHHM KOHCHUJIMYyMa Bpaded C BHECEHHEM peIleHHS KOHCHJIMyMa
B IPOTOKOJ, KOTOPBIH IIOANMCBIBAETCS YYAaCTHUKAMM KOHCHIMyMa Bpadew,
U C YKa3aHHEM COOTBETCTBYIOLIEH HH(POPMALIMU B MEAULIMHCKON 1I0KyMEHTaIH
MalyreHTa.

31. Ilpu Bauase NpUMEHEHUS JIEKAPCTBEHHOTO Mpenapara OTBETCTBEHHOE
U0 MEOWULIMHCKOW  OpraHuM3aluu  TNpeAcTaBiIsieT B MHHHCTEPCTBO
u QDenepaipHylo Clyxk0y 10 Haazopy B cdepe 3ApaBOOXpaHEHHs B Qopme
3JIEKTPOHHOTO  JOKYMEHTa HH(OpMaluio, CcoJAep)Kallylo [JaThl Hadyaja
M OKOHYAHMWS [PUMEHEHMs JIeKapCTBEHHOro mpenapara, HaHuMEHOBaHHE
JIEKapCTBEHHOTO  Ipemapara, Ha3BaHue 3abojieBaHHMA  (COCTOSIHMS) IO
MEXAYHApOOHOU KiaccHuukanuu Oone3Hed, Ans NpOPHIAKTHKH U (WUJIIH)
JeYeHHusl KOTOPOro NpUMEHSETCs JIEeKapCTBEHHBIN Mpernapar, ¢ MPUIOKEeHUEM K
3TOM MH(POPMALUH KOIIMY UHCTPYKLUHUHU [0 MEAULIUHCKOMY IPUMEHEHHIO TaKOro
JIEeKapCTBEHHOTO IIpenapaTa.

32. VzyueHue 3 peKTHBHOCTH NPUMEHEHUS JICKapCTBEHHBIX MpenapaToB
OCYIIECTBIIAETCS B  paMKaX  MaJIOMHTEPBEHLIMOHHOIO  HCCIIEJJOBaHUS
¢ coOiromeHHEM [PUHLMIIOB  HaJIeXalled  KIMHUYEeCKOH  MpPaKTUKU
B COOTBETCTBUHM C IMPOTOKOJIOM (MporpaMMoi) HAyYHOrO HCCJIeNOBaHHUS,
yTBEpXK/IaeMbIM  HE3aBUCHUMBIM  3THYECKUM  KOMHMTETOM,  CO3[aHHBIM
opraHu3alel, yKa3aHHOM B IIyHKTe 29 HacTodllero AOKyMeHTa (Jaiee -
[POTOKOJ UCCIIENOBAHHS).

33.B POTOKOJ HCCJIeI0BaHMUS JOITyCKaeTcs BKJIFOUEHHE
COBEPIICHHOJNIETHUX IIaLIUEHTOB MWIIM 3J0POBBIX JIOOpPOBOINBLIEB C YYETOM
nonoxenuii crateu 20 @enepanbHOro 3akoHa "OO OCHOBaX OXpaHBI 3I0POBBS
rpaxnaan B Poccuiickoit @enepanun’.

34. Pe3ynbTaThl Hay4yHOTo HcclefoBaHUs 3(PPEKTUBHOCTH MPUMEHEHHUS
JIEKApCTBEHHBIX MPENapaToB HCIOJB3YIOTCS IS (GOPMUPOBaHUS KIHHUYECKUX
pEeKOMEHAlMi, a TakkKe MOIyT CIy>)KWTb OCHOBAaHHMEM [Uisi BHECEHHUs
pa3pabOTYMKOM JIEKAPCTBEHHOIO IIpernapara M3MEHEHHH B MHCTPYKIHIO IO
MeIUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOTO IIpernapara.
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35. Opranuzanys, ykKasaHHass B IIyHKTe 29 HacTosliero IOKyMEHTa, B
teyeHrne 10 JHEH mocie 3aBepUICHUs] IPUMEHEHUs JIEKAPCTBEHHOTO Ipernapara
HampaBisieT B MuHHCTEpPCTBO B (opMe 3JIEKTPOHHOTO IOKYMEHTa OT4YeT
O pe3yJbTarax I[PUMEHEHHUs JIEKapCTBEHHOIO Ipemnapara ¢ CoONoJAeHUuEM
OTpaHWYEHMH, YCTaHOBJEHHBIX 3aKOHOHATeNbCTBOM Poccuiickoit ®depepaunu
B 00J1aCTU EPCOHAIBHBIX JAHHBIX.

36. MMHHUCTEPCTBO  IIPOMBILUIEHHOCTH H  TOproBiu  Poccutickoit
@denepallyd B paMKax YCTAaHOBJICHHBIX [IOJIHOMOYHM [0 OCYIIECTBJICHUIO
GbyHKIMHA [0  OKas3aHUIO  TOCYJAapCTBEHHBIX  YCIyI,  YNPaBJICHHUIO
rOCyJIapCTBEHHbIM UMYIIECTBOM B cepe MEOULIUHCKON U (papMarieBTHYECKOM
npombiiieHHOocTH U PefepansHas ciyxba 1o Hamzopy B cdepe
3paBOOXPAHEHHU B PaMKaX YCTAHOBJIICHHBIX IIOJHOMOYMH IO OCYHIECTBIECHHUIO
MOHHTOPHHTA aCCOPTHMEHTA U 1IEH Ha )XKU3HEHHO HEOOXOAMMBIE W Ba)KHEHIIHe
JIeKapCTBEHHBIE IIpenapathl, BbJA4Ye€ pa3pelleHMd Ha BBOJ B TpaKHaHCKUA
000pOT NEeKapCTBEHHBIX MpENapaToB €XEKBAPTAILHO (OPMUPYIOT CBEICHHUS
o nedextype 1100 00 OTCYTCTBHH B OOpalleHUH JEKapCTBEHHBIX MPENapaToB,
BKIIIOYEHHBIX B IlepedyeHb JKU3HEHHO HEOOXOOWMBIX U  BaKHEHIIMX
JIeKapCTBEHHBIX MpenapaToB (fajiee - BaKHEHIINE JeKapCTBEHHBIE MpeapaThl),
B CBSI3H C [IEHOOOPa30BaHUEM Ha HUX.

37.1Ipu BbIABIEHHM MUHUCTEPCTBOM NPOMBIIUIEHHOCTH M TOPIOBIIH
Poccuiickoii ®enepauuu, @DenepanbHoil cuyxboil Mo Hamg3opy B cdepe
3/paBOOXpaHEHUs] OePEeKTypbl JHOO OTCYTCTBHA B OOpAllleHHH Ba)KHEHIIUX
JIEKAPCTBEHHBIX IPenapaTroB B CBS3U C [EHOOOpa30BaHHEM Ha HUX yKa3aHHBIE
denepaibHble OpraHbl HKCIOJHHUTENBHON BIACTH MPEACTABIAIOT B TeUYEHHE
S5 pabounx HHEN CBENEHUs, YKa3aHHBIE B IIyHKTE 36 HACTOSIIEro JOKYMEHTa,
B MUHHCTEPCTBO IO (pOpPME COTTIaCHO MPHIIOKEHHIO.

38. MuHucTepcTBO B TedyeHue | pabodero gHS €O JAHS IOCTYIUIEHHS
oT MuHucTepcTBa MPOMBILUIEHHOCTH U Toprosinu Poccuiickoit ®depepauuu,
DenepanbHOil ciiyxObl 1O Hag3opy B cdepe 3ApaBOOXpaHEHHsS CBEIECHHMH,
yKa3aHHBIX B IYHKTe 36 HACTOALIEro JOKyMEHTa, oOpaliaeTcsi K BiafelbIly
(IeprxaTento) peruCTPallMOHHOIO YAOCTOBEPEHUS BaYKHEHIIIETO JIEKAapCTBEHHOTO
npernapara € NPEUIOXKEHHEM O TOCYyNapCTBEHHOHW PpErucTpaluy IpedenbHOU
OTIIYCKHOM LIEHBI HAa HEro, KoTopas OyJeT MpUMEHATHCS Ha MepHol AeHCTBUA
Ype3BbIYAtHON CUTYalLUH.

39.1lpy nocTymiieHMM Biagenbly (Jep)KaTenio) PperucTPalOHHOTO
yIOCTOBEPEHUS BAXHEHIIEro JIEKApCTBEHHOrO IIpenapaTa MpeaIoKeHHs,
yKa3aHHOTO B IIyHKTe 38  HAcCTOSIIEro  JOKyMeHTa, MUWHHUCTEPCTBO
ofecreynBaeT 3afBUTEIIO AaBTOPU30BAHHBIA [OCTYN K JHYHOMY KaOHWHETY
3agBUTENss Ha I@OpTajJje B HHGPOPMALMOHHO-TEJIEKOMMYHUKAITHOHHOW ceTH
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"MHTepHeT" IO BEAEHUIO T'OCYAAPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPECTB
(masee - JWAYHBIA KaOWHET) Ul MPEACTABICHUS CIEIYIOIUX JOKYMEHTOB
W CBEIEeHUM:

a) 3asBJieHHEe 00 YCTAaHOBJIEHHM TIPEJENbHONH  OTIYCKHOM  I[EHBI
NIPOM3BOAUTENISL Ha JICKapCTBEHHBIH IIpenapar ¢ yKa3aHWEM MpeaaraeMou K
roCyIapCTBEHHON PErMCTpalUU MPEAEIBbHON OTIYCKHOW IIEHbI MPOM3BOAUTENS
Ha JIeKapCTBEHHBIN IIpenapar;

0) pacueT IpeaylaraeMoy K rocyAapCTBEHHOM PETUCTpalMM MpeaebHON
OTITyCKHOM II€HBI IPOU3BOIUTEINS HA JIEKAPCTBEHHBIN NIPENapar ¢ MpUIoKeHHEM
000CHOBBIBAIOILIUX JOKYMEHTOB, MOATBEPHKAAFOLIUX HEOOXOAMMOCTh
roCy/apCTBEHHOM pPEruCTpaly TaKOH LIEHBI;

B) HHQOpMaLMsi 0 MUHUMAaJIbHBIX OTIYCKHBIX L[€HAX Ha JIeKapCTBEHHBIN
mpemapaT B HMHOCTPAaHHBIX TIOCyJapcTBaxX, IMpEeACTaBisieMas B COOTBETCTBHUH
¢ mnpwioxeHueM Ne3 k [IlpaBunaM  00s3aTeNbHOM — mIepeperucTpanuu
B 2019 - 2020 romax 3aperucTpMpOBaHHBIX MPEAENBHBIX OTIYCKHBIX LeH
MpOU3BOAMTENIEH Ha JIEKapCTBEHHBIE IIpelapaTrhl, BKJIIOYEHHbIE B IepeueHb
KM3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKQpPCTBEHHBIX IIperapaTos,
yTBep KI€HHBIM MocTtaHoBjienueM IIpaBurensctBa Poccuiickoit ®epepanmu
or 29 oktsi6ps 2010r. Ne 865 "O rocymapcTBEHHOM peryJIMpOBaHUM IIEH
Ha JIeKapCTBEHHbIE MpemlapaThl, BKJIIOYEHHbIE B MepedYeHb IKU3HEHHO
HEeOOXOMUMBIX U BaXKHEHIINX JIEKapCTBEHHBIX MpenaparoB”.

40. MUHHACTEPCTBO B TeueHUe 3 pabouux AHEH cOo AHS MOCTYILIEHHS
JOKYMEHTOB M CBEJICHUM, yKa3aHHBIX B IIYHKTe 39 HacTrosliero JOKyMeHTa,
OCYIIECTBIISIET IPOBEPKY HX IIOJHOTHI M HampaBisieT UxX B DenepalbHYIO
AHTMMOHOIIOJIBHYIO CIYXKOY Ul OCYIIECTBJIEHHS SKOHOMUYECKOI'O aHaIM3a
3asBJIEHHONW K TOCYJapCTBEHHOW pErucTpaluyyd NpEeNEeTbHON OTIYCKHON IE€HBI
TIPOM3BOIMTENS HA BAXKHEHUILIUI TIeKapCTBEHHBIN Npenapar.

4]1. ®enepanbHas aHTUMOHOIIONBHAS Cy)k0a B TeyeHWe 5 pabodux AHeH
CO JHSA ITOCTYIUIEHHS AOKYMEHTOB, YKa3aHHbIX B IyHKTe 40 HacCTOSIIEro
JOKYMEHTA, POBOAUT SKOHOMHYECKUN aHAIU3 3asBJIEHHON K roCcy1apCTBEHHOU
perucTpali IpeNelbHOH OTIYCKHOM IEHBl, B TOM 4YHCIE€ C YyYeTOM
UMEIOIINXCS B €€ pPacHoOpsHKEHUM JaHHBIX B CBSI3U C TOCYIapCTBEHHOH
peructpauneil  (mepeperucrpanued, o0s3aTeNnbHON  IMepepervcrpanmeit)
npefeNpHOM OTIIYCKHOM II€HBl Ha Ba)KHEHIIMHM JIEKapCTBEHHBIM Ipemapar,
U mpeAcTaBisseT B MMHMHHCTEPCTBO pEIIEHHE O COIIACOBAaHUM 3asBIIEHHOU
TpeieJIbHOIM OTIYCKHOH LEHBI (Jajee - pelleHHe O COIJacOBaHUHU LIEHBI) WA
peumieHne 00 OTKa3e B COMNIaCOBAaHHWU MPEAENbHOH OTIIYCKHON UeHBI
(c W3NmoXXKeHHeM IMPUYHH OTKa3a) (majnee - pelieHUe o0 OTKaze B COTJIaCOBaHHU
L[EHBI).
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42. MUHHCTEPCTBO B TeueHHUE 2 pabouux AHEH co JHS MOIyUYEHUs:

a) pelIeHHUs] O COMIaCOBaHMM LIEHB! - M3/aeT MpHKa3 O TOCYAapCTBEHHOM
pEervcTpalnyy IMPEAENbHON OTITYCKHOH LIeHBI IPOU3BOJUTENS HA JIeKapCTBEHHBIH
npernapar, HEHCTBYIOIIMH Ha MEPUOJ 4Ype3BBIYAHHOM CUTyalliM, BHOCHUT
COOTBETCTBYIOLLME [aHHblE B T[OCYIapCTBEHHBIH peecTp IpeneibHbBIX
OTITyCKHBIX LI€H IPOU3BOIUTENECH HA JIEKApCTBEHHBIE MpENapaThl, BKIIOYEHHBIE
B II€peueHb HKU3HEHHO HEOOXOOUMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
nperapaToB,  BBIAAET  BIAAENbLY  (OEpXKATeNl0)  PETUCTPALIOHHOTO
yIOCTOBEPEHHs BaKHEHIIEro JIEKapCTBEHHOIO Ipenapara (yNOJIHOMOYEHHOMY
UM JIMIly) BBIIIMCKY U3 3TOr0 IMpHKa3a U pPa3MeUIaeT COOTBETCTBYIOIIYIO
HHpOpMaIMI0O Ha CcBoeM OGQUIMaNbHOM calTe B  HWHQPOPMAMOHHO-
TeJIEKOMMYHHKAUUOHHOM ceTH "HHTepHeT";

6) pemreHuss 00 OTKa3e B COIIACOBAaHMM LEHBI - NPUHHMAET peEIeHHE
06 oTkaze B T'OCYHAPCTBEHHOM DPETUCTPALUU MNpeAeSbHOH OTIYCKHOMW IeHBI
¥ yBEJOMJISIET 3asBHUTEIS] B JIMYHOM KabOMHETE O TMPHHATOM pelIeHHU
C M3JIOXKCHHUEM IIPHUYHMH OTKa3a.

43. OcHOBaHMAMU [l OTKa3a B TIOCYJapCTBEHHOH perucTpaiyu
npe/ieIbHOM  OTIIYCKHOH [I€EHBl Ha Ba)XHEHIIMH JIEKapCTBEHHBIM IMpenapar
B COOTBETCTBUU C HACTOSIIKUM HOKYMEHTOM SIBIISIOTCS:

a) oOpailieHHue B MunucrepctBo BJla/lebla (mepxarens)
PErrCTPALIOHHOIO YJIOCTOBEPEHMS Ba)KHEHILEro JIEKapCTBEHHOTO Mperiapara,
K KOTOPOMY HE IOCTYIHJIO NpPEUIOXKEHHE B COOTBETCTBHH C ITyHKTOM 38
HACTOSIIEr0 NOKyMEHTA;

0) HermonHoTa JOKYMEHTOB H CBEAEHUH, NpeCTaBICHHbIX
B COOTBETCTBHUM C IIYHKTOM 39 HacTOsIIEero JOKyMeHTa;

B) peiieHre QelepanbHOW aHTUMOHOIIONBHOH CIyXOBl 00 oOTKase
B COITACOBAHMH IpEACIIBHON OTIyCKHOH LIEHBI Ha Ba)XXHEHUIIHNI JIeKapCTBEHHBIH
npenapar.
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[TPUJIOXKEHWE
K 0COOEHHOCTSAM OOpallleHUs JIEKapCTBEHHBIX
npenaparoB AJisl MEAUIIUHCKOIO IPUMEHEHUS,
KOTOpBI€E NpeAHa3HAYEHb! [J1 IPUMEHEHUS B
YCJIOBUSX yI'PO3bl BOBHUKHOBEHHS, BOSHUKHOBEHUS
W JMKBUJALKUU YPE3BbIYANHON CUTYALlUH U IS
OpraHu3aly OKa3aHUsI MEIULMHCKOM [TOMOIIIH JIKLIaM,
[IOCTpaZaBIlIUM B pe3yJIbTaTe Ype3BbIYaHbIX
CUTYAaLIUH, IpeRYNPEXKACHUS YPE3BbIYANHBIX
CUTyaLuil, IpoGMITAKTUKHU U JiedeHHs 3a00eBaHmH,
IMPEICTaBIAIOIIUX ONACHOCTb JIsl OKPYXKaIOUIUX,
3a00eBaHNA U MOPAKEHUH, MOTYYeHHBIX
B pe3yJibTaTe BO3AENUCTBHS HEOIAronpusTHRIX
XUMUYECKNX, OMOJIOTHUECKIX, PaAualliOHHbBIX
¢dakTopoB

(dopma)

CBEAEHMHNIS

o AepeKkType JIHOO0 00 OTCYTCTBHH B 00pallieHHH JIEKAPCTBEHHbIX
NpenapaToB B CBSI3H C LeHOOOpa30BaHHEM HA HUX

PexBU3MTHI peecTpoBOii 3amucH
roCyJJapCTBEHHOFO PeecTpa MpeAesIbHBIX

Toprosoe .
Jepxatens wiu OTILYCKHBIX LIEH IPOU3BOIUTENCH
HauMEHOBAHUE,
BJIaZAEIIeLl Ha JICKapCTBEHHbIE IIpenaparsl,
MeXAyHapOaHOe
Ne | peructTpallHOHHOTO BKJIIOYCHHBIE B [1IEPEYECHB )XU3HEHHO
HENaTeHTOBAaHHOE .
n/m yIOCTOBEPEHUS HEOOXOMMMBIX M BOKHEUIIIMX
HaUMEHOBaHHUE,
JIEKapCTBEHHOTO JIEKapCTBEHHBIX NPENaparoB,
JIEKapCTBEHHAs

npenapara COZIEpXKAIUEH CBEEHUS O NpENEIbHON
OTILyCKHOM LIEHE NPOU3BOAUTENS

Ha JIEKapCTBEHHBIHN Npenapar

¢dbopma, 103UpOBKa
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