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Poccuiickont ®enepauyu M. MuryctuH



YTBepKaeHbl
rioctaHoByieHneM [IpaBUTenbCTBa
Poccuiickor @eneparu
OT «__» 2026 1.

N3meneHnus,
KOTOpbIe BHOCATCA B nocraHoB/ieHue [IpaButenncrBa Poccuiickon
Depepanuu ot 12 maprta 2022 1. Ne 353

B INpunoxennn Ne 28 «OcoOeHHOCTH pa3peluTe/bHBIX PeXXUMOB B cdepe
OXpaHbI 37I0POBbsI TPaKAaH U 00pallleHus IeKapCTBeHHbIX CPeZICTB /i MeJUI[THCKOTO
NpUMEHeHus» K mnocTaHoBineHut0 IlpaBurtenbctBa Poccuiickor ®epepauyu
ot 12 mapra 2022 . Ne 353:

1. ITyskr 9 nocne cnoB «1o 31 gekabpst 2027 1.» [OMOJHUTH CJIOBAMU: «, TyHKTHI
10 - 33 HacTosII[ero OKyMeHTa MpUMeHsTIoTcst 1o 31 fekabpst 2029 r.»;

2. Jonomuutk myHkTamu 10 - 33 cyieayroLero cojepkaHusi:

«10. YcTaHOBUTS, 4uTo MIOJTBEepXK/eHue BBITIO/IHEHUSA Jlep>karesem
PErnCTPALMOHHOIO YJOCTOBEPEHHS Ha JIeKapCTBEeHHbIM Mpenapar AJi MeJULIMHCKOTO
npUMeHeHus (Jjanee — iep)KaTe/lb PerucTpaljMoOHHOTO Y0CTOBepeHust) 00s13aTe/IbCTB
no (apmMakoHa[30py, MNpeAycMOTpeHHbIX [lpaBWiamMy Hazsexalleld MNpakKTUKA
(dapmakoHa3opa EBpa3niiCKoro 3Kk0HOMHUUYECKOT0 COk03a, YTBePKAEeHHBIMU pellieHreM
CoBeta EBpasuiickoii skoHOMUYecKod komuiccuu OT 3 Hosiops 2016 1. Ne 87
«006 ytBepxkaeHunu I[1paBun HafexKallleid IpakTUKK (apmMakoHa/30pa EBpa3suiickoro
5KOHOMUUECKOTO COro3a» (/asee — Hajjexailas TpakTUKa (apmMakoHazA30pa),
obecrieuriBaeTCsi TIOCPeJCTBOM TIPOBeZieHUs] MHCIeKTUPOBaHUs ((hapmarieBThueCKUx
VHCIIeKLIUN) (Janee — MHCTIEKTUPOBaHUe hapMaKOHa/30pa).

11. "ncnektrpoBaHue  (papMakoHaZ30pa  OpPraHU3yeTcsi W TPOBOJMUTCS
B TOpSiIKe, YCTaHOBJIEHHOM HaJjjie)kallleld MpaKTHUKOW (hapMaKOHaZJ30pa, pelieHueM
CoBera EBpa3suiickor 3skoHOoMuueckor kommccud ot 03.11.2016 Ne 83
«O06 yTBepKAeHHWU TIpAaBWI TIpoBeJeHUs  (hapMalleBTUUeCKUX  MHCITeKIIWiN»,
benepanbHbBIMU roCy/lapCTBeHHbIMU OrOKeTHBIMU yUpeX/IeHUSIMU,
noAiBeloMCTBeHHbIMU DefepanibHOM Ccykbe 10 Haf3o0py B cepe 3ApaBOOXpaHEHUST
(Zasee — roiBeJOMCTBEHHOE YUpEX/eHHe).

[TepeueHb MOABEJOMCTBEHHBIX YUpeXKAeHUI MyOvKyeTcs Ha calite desepanbHON
CJ1y>KOBI TI0 HaJ30py B cdepe 37paBOOXPAHEHUSI.

12. Tlopsimok oripefiesieHUs1 pa3MepoB IUIaThl 3a MPOBEJEeHHe WHCIIeKTUPOBAHUS
cdapMakoHazi30pa  Ha COOTBETCTBUE TpeOOBaHWSIM  HajJeXkalleld TpPaKTHUKU
dapMakoHa/j30pa ycTaHaBAMBaeTCsi MUHUCTEPCTBOM 37paBoOXpaHeHus1 Poccuiickoi
@eneparyu.



13. lHcniekTpoBaHUe hapMaKOHa/[30pa OCYILeCTB/SIeTCS B C/Ie/IyIOIIe CPOKHU:

a) B TeyeHWe TpeX JieT CO [JHS BBOZAA B TPa)KJAaHCKWN 000pOT JieKapCTBEHHOTO
rperiapata B OTHOLLUEHWM JiepKaTesleld  perMCTpalOHHBIX Y 0CTOBepeHUr
Ha BIlepBble MpousBefeHHble B Poccuiickon ®enepaljui Wid BIepBble BBO3WMbIe
B Poccuiickyto ®Peziepalivio JieKapcTBeHHble mperaparbl (6e3 yueTa [J03UPOBKU)
B paMKaxX OJHOTrO PErrMCTPALMOHHOrO YAOCTOBepeHUs (IJIAHOBOE WHCIEKTHPOBaHHE
(dapMakoHa/30pa);

06) B TeueHuWe Tpex JieT CO /[HS OKOHUaHUS TIPOBeieHUs I1JTaHOBOTO
VMHCIIeKTUPOBaHUsl  (hapMakoHaz30pa, €eCAM B XO/e  TPOBeJeHUs  TaKoro
WHCTIEKTUPOBaHUSI ObUIM  BBLISIBJIEHBI HECOOTBETCTBHUS  HAJIIeXKallled  MpaKTHKe
(apmakoHa/30pa (TOBTOPHOE MHCTMIEKTHPOBaHUE (papMaKOHaZ30pa);

B) B TeueHWe TpeX MecsieB cOo JHs BbiHeceHUs1 DemepanbHOU CyKOOM
10 Hazi30py B cdepe 3paBoOXpaHeHUst TPeOOBaHUS O TIPOXOKIEHUU BHeQUepegHOTO
VMHCIeKTUPOBaHUsl (hapMaKoHa/30pa, MpeAyCMOTPEHHOr0 TMyHKTOM 14 HacCTosliero
JOKyMEHTa WM CO [JHS TOJauyd 3asiBJieHUs] O TIPOBEJEeHWU WHCIIEKTUPOBaHUS
cdapMakoHa/;30pa, ecyii B Xo/ie TIPOBe/leHus TpebIAyIlero NHCIeKTUPOBaHus ObuIn
BbISIBJIEHbl ~ KDUTHMYECKWEe HEeCOOTBETCTBUS  (BHEIJIAaHOBOE  WHCIEKTHPOBaHUE
(hapMakoHazA30pa).

14. B cnydae BbISIBIEHUSI B MPeJOCTaB/AEHHBIX B TeUeHHe KajeHZApHOIo roja
Jlep)kaTesieM DPerucTpalOHHOTO YAOCTOBepeHUsl TepuofhyeckKux OOHOB/ISIEMBIX
oTyerax T0 0e30MMaCHOCTH JIeKAPCTBEHHBIX TIPerapaToB OTCYTCTBUSI OLIeHKH
COOTHOLLIEHUS  «TI0JIb3a-pUCK»,  OCHOBAHHOM  HAa  aKTyaJlbHbIX  JIJAHHBIX
rno 0Oe3omacHOCTH M 3(PQPEKTUBHOCTU TPUMEHEeHUs JIeKapCTBEeHHOI'o TMperapara,
BK/IFOYAsl aHa/M3  HeXe/laTe/bHbIX peaklUl JIeKapCTBeHHBIX  IIpernaparos,
copepXamuxcs B 0aze faHHBIX «®PapmakoHag3zop/Monutopudr KU JIC»
ABTOMaTU3MPOBAaHHOW  MH(OPMALMOHHOW  cucTeMbl  DeflepajsibHOM  C/TY>KObI
no Haza3opy B cdepe 3apaBooxpaHeHusi, PemepanbHOl Cayboii 10 Haj30py
B cdepe 3ApaBOOXpaHeHUsI Jep)KaTe/l0 PerucTpaldoOHHOTO  yA0CTOBEpeHHs
Harpap/isieTcsi TpebOBaHMe O TIPOXOXKJEHWM BHETUIAHOBOTO WMHCIIEKTUPOBAHUS
dhapmMakoHaj30pa.

15. UHcniekTpoBaHue ¢apMakoHa/[30pa MOKeT ObITh TIPOBeZieHO Ha OCHOBaHWU
3adB/IeHUs]  JlepKaTesiss  PervCcTpaliOHHOIO — YZIOCTOBEpPeHWs I10  OCHOBAHUSM,
He TIpelyCMOTPeHHBIM MYHKTOM 13 HacTosIero JOKyMeHTa.

16. 3asiBneHue O TIpOBeJieHWM WHCIEKTUPOBaHUS (hapMakKoHa/[30pa I0ZaeTcs
B 3/IEKTPOHHOM BH/Ie B MOJBEJOMCTBEHHOE YUPEXIeHUe B C/IeAYIOIINe CPOKU:

a) B TeueHWe 3 MeCsIeB CO JHS BBOJA B TPa’KJAHCKU 000DOT JieKapCTBEHHOTO
riperiapata (/i/is MpoBe/leHUs] MJIAHOBOTO MHCTIeKTUPOBaHUS (hapMaKoHa/[30pa);

6) B TeueHue 3 MecCsIieB CO [JHSI TIOJNyueHHUsI JepykaTeleM perucTpaliOHHOTO
YAOCTOBEPEHUSI UHCIEKLMOHHOIO0  OTYeTa, COCTaB/AE€HHOIO TI0 pe3y/braraM
VHCITeKTUPOBaHUS (apmakoHa/30pa 17| coeprKallero VH(}OpMaLHIo
O HEeCOOTBETCTBUM HaJjieXxallled NpakTUKe (apMakoHazA30pa (/151 MpOBeAeHUst
TIOBTOPHOT'O MHCITEKTUPOBaHUs (papMaKoHaz30pa),



B)B TeueHWe 30 Ka/JeHAApHbIX [HEWM CO [JHS TIOMy4YeHUs JieprKaTesemM
PerucTpaloOHHOr0 YI0CTOBepeHHst TpeO0BaHusl, yKa3aHHOTO B TTYHKTe 14 HaCTOSIIero
NOKyMEeHTa, WIA CO [JHA TOJlydeHUs] WHCIEKIMOHHOTO OTueTa, COZAeprKallero
VH(OpMAallMI0 O HA/MUMKA KPUTUUECKUX HECOOTBETCTBUU HajjieXxalllel MpaKTHKe
(dapmakoHa/30pa (anst TpOBeJIeHNs BHEIJIAHOBOTO VMHCIIEeKTHPOBaHHUs
dapmakoHaz30pa).

[IpeaycmMOTpeHHbIV TTOAMYHKTOM «B» HACTOSIIEr0 MYHKTA CPOK MOZ,auu 3asiBlIeHUs
MOJJ/IeKUT ~ TIPUOCTAHOBJIEHWIO  Ha  Tlepuof,  obG)kajioBaHUsSI  Pe3y/IbTaToB
VHCIeKTUPOBaHUsl (hapMakoHaJ30pa B COOTBETCTBUMU C IMyHKTOM 20 HaCTOSILEro
JIOKYMeHTa B CJly4yae, eCJId JiepyKarejieM PerdCTpaLiOHHOIO Y[0CTOBEpeHUs MOAAaHO
3asiB/ieHre 00 00yKa/JIoBaHWM pe3y/IbTaTOB MHCIIEKTUPOBaHUs (hapMaKoHaZ30pa.

B cnyyae Henojaud B yCTaHOB/IEHHBIM CPOK 3asiBJIeHUM O TIPOBeJeHUU
WHCTIEKTUPOBaHUs (hapMaKOHa/i30pa, yKa3aHHBIX B IMOAITYHKTaX «a» U «b» HaCTOsIIero
TyHKTa, MOJBeJOMCTBEHHOE YUpeXJeHue YBeOM/IsSeT leprKaTessi peruCTpaljuOHHOTO
yAOCTOBepeHusi 0 HeoOX0AUMOCTH TOAAYM TaKOTo 3asiBjieHusi. B ykazaHHOM ciyuae
3asiB/ieHHe O TIPOBeJieHNM MHCTIeKTUPOBaHUs (hapMaKoHaz30pa JO/DKHO OBbITh TIOZaHO
He TI03/IHee MecsLa CO [JHS MOJIyYeHUs! JaHHOTO yBeOM/IEHUS.

17. IlogBeqomMcTBeHHOe yupeXkJeHue B CPOK A0 15 ampesss Tekyijero roza
dbopmupyeT MepeueHb UHCTEKIMM Ha TEKYIIUM U TOC/AeAYIOI[1Mi o] HA OCHOBaHUHU
3asiB/IEHUH, YKa3aHHBIX B MOAMYHKTaX «a» U «0» MyHKTa 16 HaCTOSIIero JOKyMeHTa,
MOCTYTUBILNX B MPeJbIAYILEM oy, a Takke A0 31 MapTa TeKyIlero roja.

[TogBemoMCcTBeHHOE yupeskJieHe B TeueHue 2 pabounx AHel Co AHS TTOCTYIIIeHUs
3asB/ieHUsi O TIpOBe/leHWH BHEIJIAHOBOTO WHCIEKTHPOBaHUsS (hapMakoHaz30pa
Ha3HauaeT [laTy TMPOBEJ€eHHsS BHEIJIAHOBOIO HWHCIEKTUPOBaHUS (papMaKOHaA30pa
Y B JIeHb Ha3HaueHWs yKa3aHHOW AaTbl BHOCUT COOTBETCTBYIOLIYIO UH(MOPMAIUIO
B IlepeuyeHb HWHCOEKIWM U  yBeJOMJIIET O [IPOBEJEeHWU BHEIUIaHOBOIO
VHCIIEKTUPOBaHUS JlepyKaTesisi PerMCTPALMOHHOTO YI0CTOBEPEHUS.

[Ipy omnpenmeneHWd [JaT TNPOBeJEeHUs] UWHCIEKTUPOBaHUSI (hapMakoHa/30pa
MO/IBEIOMCTBEHHOE  yupeXJeHue  PYKOBOACTBYeTCS  CPOKAMM  [POBeJeHHs
VMHCIeKTUPOBaHUsl (PapMaKOHaZA30pa, YKa3aHHbIMM B TyHKTe 13 HaCTOsIero
JIOKyMeHTa.

[lepeueHb UWHCIEKIWW, BHOCHMMble B Hero U3MeHeHMs] pa3MellaroTCs
Ha o(ULMaTbHOM CaiiTe MO/IBeJOMCTBEHHOTO YUPeXKJeHUSI.

18. [loroBop O MpoBeJeHUM MHCIEKTUPOBaHUS (hapMakOHa/30pa 3aK/IHdaeTcs
[0 JaThl TPOBE/IeHUs TAaKOTO WHCIIEKTUPOBAHUSI MOC/e HaripaB/eHUs Jep>KaTesito
PErUCTPALMOHHOIO YAOCTOBEPEeHUs! YBeAOMJIEHHS O TIPOBeJEHUN WHCIIeKTHPOBAHUS
(apmakoHazzopa’.

19.B cayuae Hernojgauud 3adB/ieHUS O TIPOBEJEHUM  UHCIEKTHPOBaHHUS
(dapmMakoHaJ30pa B CPOKH, YCTaHOBJIEHHble MyHKTOM 16 HACTOSIEro JOKyMEHTa,

! IynkT 9 IpaBun nposeAeHus (apMarieBTUUeCKMX MHCIIEKLMI Ha COOTBETCTBUE TPeOOBAHMAM TIPaBU/ Hajlexxaliei
TIPAaKTUKU (hapMaKoHa/30pa EBpa3suiiCKoro SKOHOMHUYECKOTO CO03a, YTBEPXKIeHHbIX pemieHreM CoBeTa EBpasuiickoit
SKOHOMHYe Kol komuccuu oT 03.11.2016 Ne 83 «O6 yTBep>x/1eHHH MpaBUJI ITPOBeIeHuUsT (papMarieBTHUe CKUX MHCTIEKIHI»
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a TaKke B C/yuyae He3aK/JIHUeHHUs [0roBopa, yKa3aHHOro B MyHKTe 18 HacTosero
JOKYMeHTa, WIA Ha/JWuvsi HeyCTPaHeHHbIX B paMKaxX TMpOBeJeHUsI UHCIeKLUU
KPDUTUUECKUX HapylLlIeHWW, rnpenycMoTpeHHbIX [lpunokenvem Ne 5 k IlpaBuiam
npoBe/ieHus hapMalieBTHUeCKUX WHCTIeKIMiA Ha COOTBeTCTBUe TpeboBaHusM [TpaBus
Hajie)kalerd MNpakTUKY ¢apMakoHaj3opa EBpa3uiickoro 3KOHOMHYECKOrO CORO3a,
yTBep)KJeHHbIX pelleHMeM CoBeta FEBpa3uiCKOM 3SKOHOMMYECKOW KOMHCCHU
ot 03.11.2016 Ne 83 «O6 yTBepxJeHUM TIpaBW/ MPOBeJeHUs (apMalleBTHUeCKUX
VHCIEKLW», BbISBJIEHHbIX TI0 MWTOTaM WHCIIEKTUPOBaHUs (hapMaKOHaZ30pa,
TIOJjBE/IOMCTBEHHOE yUpeX/ieHre B TeueHHe TISTH pabouux AHed CO AHS HCTeueHUs
COOTBETCTBYIOILIMX CPOKOB WM HallpaB/ieHUsl [Jep)KaTell0 PpPerucTpaljiOHHOIOo
YZA0CTOBEpPEHUST MHCITEKLIMOHHOIO OTYeTa COOTBETCTBEHHO, 3a UCK/TFOUEHHUEM C/Tyuaes,
eC/IM B 3TOT CPOK I0/IaHO yKa3aHHOe B MyHKTe 20 HaCTOosIIIero JOKyMeHTa 3asiBJieHUe
00 oO)Ka/loBaHUM pe3y/bTaTOB WHCIIEKTUPOBaHUS (hapMaKOHa/[30pa, HarpabJ/isieT
COOTBETCTBYIOLIYI0 MH(OPMALUIO C TIPWIOKEHWEeM TMOATBEP)KJAILIUX JOKYMEHTOB
(nmpu Hamuuuu) B PeznepanbHy0 CIy»kKO0y 1o Hazzopy B cdepe 3ApaBOOXpaHEHUS.
denepanbHasi caykba 1o Hag3opy B cdepe 3ApaBOOXpaHEHHWsS] HalpaB/isieT
TIpe/iCTaB/IeHHbIe JOKYMEHTHI U CBeJeHWs B TeueHWe MSTU pabounx [gHeH co AHS
nojsiydeHuss B  MuHUCTePCTBO  37paBooxpaHeHuss Poccuiickori  @Pepnepanuu
[UIA TIDUHATUS pellieHus, MpegyCMOTPeHHOro InyHKToM 159 IIpaBun perucrpauuu
W SKCIepPTU3bl JIeKapCTBEHHBIX CPEJCTB /s MEAULMHCKOTO TMPUMEHEeHUs,
yTBepXJeHHbIX Pemenriem CoBera EBpasuickol 5KOHOMHUYECKOW KOMHCCHU
ot 3 Hos16pst 2016 1. Ne 78.

20. B cnyuae Hecornacusi jep)karesisi PervCTPaldOHHOTO  Y[O0CTOBEpPEHUs
C pe3y/ibTaTaMH MHCIIEKTUPOBaHuUs (hapMaKOHa/30pa, JiepKaTesieM PeruCcTpaliOHHOTO
yAOCTOBepeHusi B TeyeHWe 5 paboumx AHel CO [HS TOAyuYeHUs] WHCIeKLMOHHOTO
otyeta mojaetcsi B ®efepanbHyr0 C/y>k0y 1Mo HazA3opy B cepe 3ApaBOOXpaHEHUS
3asBNieHre 00 o0Oka/oBaHUM pe3y/bTaTOB WHCIEKTUPOBaHUS (apMaKoHa/30pa,
KOTOpOe MOJJ/IEXKUT  PAaCCMOTPEHUIO B CPOK, He  TIpeBbILIAIOIIUM
30 KaneHAapHBIX JHEH CO [JHS MOCTYI/IeHUsI YKa3aHHOTO 3asiB/IeHUS.

21.Tlo wrtoram paccMOTpeHHUs 3asiBieHUss 00 o0O)KaJioBaHWUM pe3y/IbTaToOB
WHCTIeKTUpOBaHus (papmakoHazizopa denepanbHOUM CTy»K00M TI0 Hazi30py B cdepe
3paBOOXpaHeHHs TIPUHUMAaeTCsl pellleHHe 00 yAOBAeTBOPeHUM (YaCTUYHOM
yAOBNETBOPeHUM) 3asiBlieHHss 00 o0kanoBaHWM pe3y/bTaTOB HMHCIIEKTHPOBAHUS
dapmakoHaz30pa ¥ 00si3aHMM  TIOJBEJOMCTBEHHOTO  YUPEXJeHWs BHECTHU
COOTBETCTBYIOI[€ H3MEHEeHUs] B HWHCIEKLWOHHbIM OTYeT B C/IydyasiX BbISIB/IEHUS
HapyIlleHs TIOZiBeIOMCTBEHHbIM yupexx/eHreM TpeOoBaHWI Ha/jijiekallel TpakTUKu
cdapmakoHa/30pa, TpeboBanuii [1paBun rpoBejeHuUsT (hapMal|eBTHUeCKUX WHCTIEKI[Hi
Ha COOTBETCTBHe TpeOOBaHWSIM TIpaBW/ HaJjiexalled MpakTUKU (apmMakoHa/30pa
EBpasuiiCKoro 5KOHOMHWUECKOTO COK3a, YTBepXKAeHHbIX perieHueM CoBeTa
EBpaswuiickoii skoHOMHueckoit komuccuu oT 03.11.2016 Ne 83 «O6 yTBepxkaeHUH
MpaBWI MpPOBeJleHUs1 (PapMalieBTUYeCKUX WHCIEeKUU» ¢ (WIM) yCTaHOB/IEHUS



HEZIOCTOBEPDHOCTH  BBIBOJOB,  COZAEpPXKAIMXCSi B MHCHEKLMOHHOM  OTYeTe,
0o(OpM/IEHHOM 10 pe3y/ibTaTaM MHCIeKTUPOBaHUs (hapMaKoHa/30pa.

WHCMeKLIMOHHBIN 0TYeT CO BHeCeHHbIMU M3MeHeHUsIMU B TeueHue 5 paboumnx fHeit
CO [JHS TIDUHATUS YKAa3aHHOTO peLIeHWsl HamnpaB/seTCs [0/ABEeJOMCTBEHHBIM
yUpeXK[eHheM JlepKare/it0 PervCTpalOHHOrO yzaocTtoBepeHus U B denepasbHyro
C1y>k0y TI0 HaZi30py B cepe 3ApaBOOXpaHEHUS.

depnepanbHasi cy»x0a 1o HaZ30py B cdepe 3paBoOXpaHeHus B TeueHHe 5 pabounx
JHell T1ocie TIDUHATUS pellieHUsi 00 ocTaBjeHUM 3asiBieHHsi 00 00)KasoBaHUU
pe3y/IbTaTOB MHCIEKTUPOBaHUS (apmakoHazzopa 06e3  yaoBieTBOpeHUs, JHMOO
pelleHrss 0 YaCTUYHOM YZIOBJIETBOPEHUM YKa3aHHOIO 3asiB/IeHUs TPU COXpPaHeHWH
B MHCITEKLIMOHHOM OTYeTe CBeJleHW O HeyCTPaHeHUH BCeX KPUTUYECKUX HapyLIeHUH,
Harpas/sieT B MUHUCTEPCTBO 3ApaBooxpaHeHuss Poccurickor ®enepaliuy CBeJleHUs
0 HEYCTPaHEHWH KPUTHUYECKUX HAapYIlIeHUM B COOTBETCTBUM C MYHKTOM 19 HacTos11ero
JIOKyMeHTa.

22. YCTaHOBUTH, UTO MOATBEpP’KJeHHe COOTBETCTBUS TNPOBOAUMBIX KIMHHAYECKUX
WCC/Ie[IOBaHMM JIeKapCTBEHHBIX TperiapaTtoB TpeGoBaHusiM [IpaBusiam Hazyiexaiei
K/IMHAYECKOM TpaKTUKM EBpasuiCKOro SKOHOMUUECKOTO COK03a, YTBEP’KIEHHBIX
petiienrieM CoBeTa EBpa3suiickoii 3koHOMUUeCcKol Komuccuu oT 3 Hostopst 2016 1. Ne 79
«O6 yrBepxkaenun [lpaBui HajeXxalned KIMHAYECKOW ITPaKTUKM EBpa3uiickoro
5KOHOMMYECKOro COro3a» (fanee — Hajjexaljas K/IMHUYeCKas IIPaKTHKa)
obecrieurBaeTCsl TIOCPe/ICTBOM TIPOBe/IeHUs] UHCTIEKTUPOBaHUs ((hapMalieBTHUeCKUX
VHCIIeKLIUN) (Janee — MHCIIeKTUPOBaHUe).

23. lHCieKTHpOBaHWe OpPraHU3yeTCsl U MPOBOAUTCSA B MOPsJKe, YCTaHOBJIEHHOM
HaJyle)kallerd  K/IMHAYeCKOM TpakTUKoW, pemteHveM Coseta  EBpasuiickon
kKoHOMHYeckor komuccuu oT 03.11.2016 Ne 83 «OO6 yTBepXKAeHWH TIpaBUJI
ripoBeZieHUs1 (hapMalleBTUUeCKUX WHCIeKLU», degepaibHbIMUA TOCyJapCTBeHHBIMU
OIOMKeTHBIMU ~ YUPEeXXJeHUsMH, ToABeJOMCTBeHHbIMU  DezepasibHONM  cyx0Oe
T10 HaZ130py B Cdepe 37paBOOXPaHeHUs (Jaee — Mo/iBeJOMCTBEHHOE YUpeX/eHre).

[TepeueHb T10/[BeJOMCTBEHHBIX YUPEXX/[eHUI MyO/MMKyeTcs Ha caiite degepanbHOM
CJTy>KOBI TI0 HaZ;30py B cdepe 37paBOOXPAHEHUSI.

24. TlopsaioK oripefiesieHUs1 pa3MepoB IIaThbl 3a MPOBeJEeHWe WHCIEKTHPOBAHUS
Ha  COOTBeTCTBMe  TpebOBaHWSAM  HajjieXkalled  KJIMHUYeCKOW  TpaKTHUKU
yCTaHaB/IvMBaeTcss MUHUCTEPCTBOM 3/jpaBooxpaHeHurs Poccurickon ®eneparum.

25. VIHCIieKTHpOBaHMe OCYLeCTB/ISeTCA B CJIeAYIOLe CPOKU:

a) B TeUeHHe TpeX JieT CO IHS PerrucTpaLyu JieKapCTBeHHOr o nperapara (Ij1aHoBoe
VHCIIEKTUPOBaHUe);

06) B TeueHHWe Tpex JIeT CO [HS OKOHUaHUS TIPOBeAEeHUs ILJIAHOBOTO
WHCIIEKTUPOBaHUS], eC/i B XO/e TIPOBe/IeHUS] TaKOro WHCIEKTHPOBaHUS Obuin
BbIsSIB/IeHbl HECOOTBETCTBUS HajJjiekallleld K/IWHUYeCKOW TMpakTHKe (TTOBTOPHOe
VHCIEeKTUPOBaHUe);



B) B TeueHUe 3 MecCslleB CO HS BbIHeceHUs1 PeepasbHOM C/Ty>KO00M MO HaZ[30py
B cdepe 3apaBoOXpaHeHHs] TpeOOBaHUS O TIPOXOXKAEHHWH BHEQUEpeJHOTrO
VHCIIEeKTUPOBaHUsA, TNPEeAyCMOTPEHHOTO MNYHKTOM 26 HaCTOSIero /JOKyMeHTa
WM CO [JHS TIO/lauM 3asiB/ieHUs1 O TIPOBeJeHWH WHCIIEKTUPOBaHUs, €C/Id B XOje
TIpOBeZieHUsT TIPeAbIAYIero WHCIEeKTUPOBaHUS ObUlM  BbIsIBJIEHbl KPUTHUECKHe
HEeCOOTBETCTBUS Ha/JlJieKalien KJIMHWUYe CKOU TPaKTHKe (BHem1aHOBOE
VHCITIeKTUPOBaHue).

26.TIpu mocTyriieHUH U3 (QefepajibHOTO TOCYapCTBEHHOTO OrOKeTHOTOo
yUpeXXJeHUs, MOJBeJOMCTBEHHOr0 MUHHCTepCTBY 3ApaBoOxXpaHeHus Poccumickon
®deneparu “HGOpPMALIMM O BO3MOXKHOM (anbCcUUKALMM JaHHBIX KIMHWUYECKUX
YCCriel0BaHUM JIeKapCTBEHHOT'0 Tiperiapara, mbo MOCTYIJIEHUH
Y3 T0/IBEIOMCTBEHHOTO YYpeXXJeHusi WH(OPMalMM O BO3MOXXHBIX HapyILIeHUsX
MpU TPOBEJEeHUM K/IWHUUEeCKWX MCCAe0BaHUM, TMOJyYeHHOM TpPU MPOBEJEeHUU
VHCITeKLIAU CHUCTEMBI (dapMakoHaj30pa  Jeprkaressi PerucTpaLiOHHOIO
yAOCTOBEpeHUsi, aHa/u3a Mepuofuueckux 0OHOB/ISIEMBbIX OTYETOB IO 6e30MacHOCTH
JIeKapCTBEHHBIX TperapatoB W TIepUOAUYeCKHUX OT4YeTOB 10 6e30macHOCTH
pa3pabarbiBaeMoro (UCCaeqyeMoro) JieKapCTBEHHOTO —Tiperiapatra, CooOIeHui
O Cepbe3HbIX HeNpe/IBUIEHHBIX HeXXe/aTelbHbIX PpeaklUsX JieKapCTBeHHOIO
Tiperiapata Ha JTarie ero pa3paboTKH, a TakKe C YUeTOM OOCTOSITe/IbCTB, yKa3aHHBIX
B nyHkTe 115 ITpaBun nipoBesieHyst hapmalieBTUUeCKHUX WHCIIEKIMI Ha COOTBETCTBHE
TpeOOBaHMSIM TIpaBWI HajyleXkailleld K/JIMHUYeCKOW TIPakTHKYA EBpa3uiickoro
5KOHOMHUUECKOTO0  CO03a, YTBepxZAeHHbIX pewieHneM CoBera EBpasurickoun
sKoHOMHYecKor Komuccuu oT 03.11.2016 Ne 83 «O6 yTBepKAeHWH TIPaBUJI
npoBeZieHNsT (hapMalleBTUUeCKHUX WHCIEKIU», PeiepanbHOM CTy»KO0H M0 Ha30py
B chepe 34paBOOXPAHEHUSI CIIOHCOPY® K/IMHHUUYECKOTO HCC/Ie[OBAHUS HAIpaB/IsieTCs
TpeOOBaHMe O MPOXMK/eHUH BHEOUepeHOTO NHCITeKTHPOBAHUSI.

27. VIHCIIeKTHpOBaHe MOXKET OBITh TIPOBEJEHO TPH OTCYTCTBUM YKa3aHHBIX
B TIyHKTe 25 HaCTOSIEr0 /[AOKYMeHTa OCHOBaHHMW TIO 3asiB/IEHUIO CITOHCOpA
KJIMHUYeCKOT0 UCC/IeJOBaHUS.

28. 3agBneHre O TNPOBeJeHUM UHCIIEKTUPOBAaHUSA M0JaeTcsl B 3/IeKTPOHHOM BU7e
B I[10/1B€ZIOMCTBEHHOE yUpeX/eHle B C/IelyIoLe CPOKU:

a) B CPOK, YCTAHOBJIEHHBIM B 3KCIIEPTHOM OTYeTe 00 OIjeHKe 0e30racHOCTH,
3¢ (deKTHBHOCTH U KauecTBa, TipefaycMoTrpeHHoM IIpunoxenveMm Ne 16 K IlpaBunam
PETUCTPALlMM M  SKCIePTU3bl JIEKADCTBEHHBIX CPEACTB /i1  MeJULIMHCKOTO
TIpUMeHeHUs], yTBepXKJeHHbIM peleHreM CoBeTa EBpa3uiickoll 3KOHOMUUECKOU
komuccuu 0T 03.11.2016 Ne 78 «O IIpaBuiax peructpanud M SKCIIEPTU3bI
JIEKAPCTBEHHBIX CPEeACTB [JI1 MEeAULMHCKOrO TIpUMeHeHUs» (AJ/1si TpOBeJeHus
TJIAaHOBOT'O MHCITEKTUPOBaHUS);

06) B TeueHue 3 MecCslieB CO [HsS TIOAy4YeHUs CIIOHCOPOM KJ/IMHWUYeCKOTo
VCC/Ie[IOBAaHUS ~ MHCIIEKLIMOHHOTO  OTYeTa, COCTaB/JeHHOrO0 TI0  pe3yJsbraraMm

2 [Myunkr 1.59 TMpaBun Hajexallel KIMHAUECKON MPaKTHKM EBPasuiiCKOro 5KOHOMHMYECKOTO COH03a, YTBEPXKIEeHHBIX
Permtenrem CoBeTa EBpa3uiickoli 35KOHOMUYeCKOM KoMUCCHU OT 3 Hosiopst 2016 1. Ne 79



VHCIIEKTUPOBaHUS Y COJepKalllero MH(POPMalui0 O HeCOOTBEeTCTBUHU HaJyleXKalllen
KJIMHAYEeCKOM MPaKTUKe (/151 TPOBeJjeHusI IOBTOPHOTO UHCITIEKTUPOBaHMs),

B) B TeueHure 30 KaJieHAApHBIX JHEU CO JHS MOTyUYeHUs] CIOHCOPOM K/TMHHAYECKOTO
vccieioBaHyss TpeOOBaHMS, yKa3aHHOTO B TIyHKTe 26 HACTOSIIEro /[JOKYMEHTa,
WM CO [HS TIOJlyYeHUs] HHCIIEKI[MOHHOrO OTYeTa, cofep)kallero WH(OpMaLuo
0 Ha/MUMU KPUTUYECKUX HEeCOOTBETCTBUM HaJjexallled KIWMHUYEeCKOHW MpaKTHUKe
(#J1s MpoBejeHYsI BHETLJIAaHOBOT'O MHCTIEKTUPOBAHUS).

[IpeaycMoOTpeHHBIV TTOAIMYHKTOM «B» HACTOSIIEr0 MyHKTAa CPOK MOZ,auu 3asiBlIeHUs
TOJ/IEKUT ~ TIPUOCTAHOBJIEHWIO  Ha  Tlepuof,  obG)kajioBaHUSI  Pe3y/IbTaToB
VHCIEKTUPOBaHUs B COOTBETCTBUU C MYyHKTOM 32 HACTOSILEro JOKyMEeHTa B CJiyyae,
eC/T CIIOHCOPOM KJTMHHUYECKOTO WCC/IeJOBaHUS MO/IaHO 3asiBjieHre 00 00yKa/oBaHUH
pe3yJIbTaTOB MHCIIEKTUPOBAHUSL.

B cnydyae Hemojaud B yCTaHOB/JEHHbIM CPOK 3asiBIeHUM O TIPOBEJEeHUU
WHCTIEKTUPOBAHUS, YyKa3aHHBIX B TIOANYHKTaX «a» M «0» HACTOSIINEro IMyHKTa,
T0/IBEIOMCTBEHHOE yUupeXKieHre yBeJoM/IsieT CIIOHCOPa KIIMHUYeCKOT0 UCCIIeJOBaHUs
0 HeoOXOJWMOCTHM TIOAAYM TAKOTO 3asiB/ieHWs. B yKa3aHHOM cCjyuae 3asiB/ieHHe
O TIPOBeJIeHWM WHCITEKTUPOBAHUS [JOJDKHO OBITH TIOZIAHO He TI03/[Hee Mecsiija Co JHS
TO/TyUeHHs IaHHOTO YBeIOMJ/IEHHSI.

29. ITogBeOMCTBEHHOE YyupeXxZeHue B CPOK A0 15 aripesis TeKyLlero roja
dbopMuUpyeT repeueHb UHCTIEKLIWNM Ha TeKYLMWA U MOCAeAYIOLIUNA roJ, Ha 0CHOBAaHUU
3asiB/IEHUH, YKa3aHHBIX B MOJAIMYHKTaX «a» M «0» MyHKTa 28 HaCTOSAIIEro JJOKyMeHTa,
MOCTYTIMBIINX B MPeJbIAYILEM rofy, a Takke 70 31 mapTa TeKyl1ero roja.

[TogBemoMCTBEeHHOE yUupeskieHHe B TeueHHe 2 pabounx Hel Co AHS TTOCTYTIIeHUs
3asiB/IeHHMs. O TIPOBEJIEHWU BHEMJIAHOBOTO WHCIEKTUPOBAHUSI Ha3HauaeT [ary
TIpOBe/IeHNsI BHEIJTaHOBOT'O MHCIIEKTUPOBAHUS U B IeHb Ha3HAUeHUs1 yKa3aHHOU [1aThl
BHOCUT COOTBETCTBYIOLYI0 MH(GOPMAaLMIO B MepeyeHb WUHCMEKLUKA U UH(POPMHUPYeT
O TPOBEJEHWU BHEIJIAHOBOTO WHCIIEKTUPOBAHUSI  CIIOHCOpPA  KJIWHAUYECKOTrO
WCCJIe[JOBaHUSI.

[Ipy omnpejeneHvy n[ar TIPOBeJeHUST WHCIIEKTUPOBAHUSA I10BEJOMCTBEHHOE
ydpeskJieHre PYKOBOZCTBYeTCSl CDOKaMU MPOBeIeHUs] THCTIEKTUPOBAHMUS, YKa3aHHBbIMU
B MMyHKTe 25 HaCTOSIIIETr0 JOKYMEHTa.

[lepeueHb UWHCIEKIWW, BHOCHMMble B Hero U3MeHeHMs] pa3MellaroTCs
Ha o(ULMaTbHOM CaiiTe MO/IBeJOMCTBEHHOTO YUPeXKJeHUSI.

30. /loroBop 0 NMpoBe/leHMH UHCIIEKTUPOBAHUS 3aK/IF0YaeTCs 10 [1aThl [IPOBeIeHUs
VHCIIEeKTUPOBaHUs T[0C/ie HarpaB/eHus1 CIIOHCOPY K/IWHUYEeCKUX WCC/eJOBaHUM
yBeJOM/IEHHs O TIPOBEIeHUH MHCIIEKTUPOBAHUS',

31. B cnyuae Hermomauu 3asiB/ieHHs O TIPOBEAEHWM UHCIIEKTUPOBAHUSI B CPOKH,
yCTaHOBJIEHHbIE TIYHKTOM 28 HaCTOSIIero AOKyMeHTa, He3aK/IHUeHWsl [0roBopa,
yKa3aHHOro B MyHKTe 30 HACTOSL[ero JOKyMEHTa, WM Ha/luuusl HeyCTPaHEeHHBIX

® [lyHkT 58 mpaBw/I NpoBeeHys (papMaLleBTHIeCKMX MHCIIEKLIMM Ha COOTBETCTBUE TpebOBaHMAM IpaBU/I HajleKallei
K/IMHUYeCKOW TpakTuKKM EBpa3suiiCcKoro 5KOHOMHUYEeCKOrO COr03a, yTBepKIeHHbIX peliieHMeM CoBeTa EBpasuiickoit
SKOHOMHYe Kol komuccuu oT 03.11.2016 Ne 83 «O6 yTBep>x/1eHHH MpaBUJI ITPOBeIeHuUsT (papMarieBTHUe CKUX MHCTIEKIHI»



B paMKax [IpOBeJleHWs]  UHCIEeKTUPOBAaHUSI  KPUTUUECKUX  HapyLIeHWM,
nipeaycMoTpeHHbIX [TpunoxkenreM Ne 8 K ITpaBusiam rpoBe/jeHUsl (papmaljeBTHUe CKUX
WHCTIEKI[MH Ha COOTBETCTBHe TpeOoBaHUsM [IpaBui Hafjiexailed KIWHHYeCKOH
npakTUKX EBpa3uiicKoro S5KOHOMHYECKOTO COK03a, YTBEpP K eHHbIX perieHueM CoBeTa
EBpasuiickoii 3koHOMMueckoii kKomuccuu oT 03.11.2016 Ne 83 «O0 yTBep)KIeHHU
TpaBU/ TIpoBefieHUs (hapMal|eBTUUeCKUX WHCIEeKIW», BbISB/IEHHbIX II0 WTOraM
WHCTIEKTUPOBaHUS, TIOAIBEIOMCTBEHHOE yUPeXXJeHHe B TeueHue TISATH pabouux gHei
CO [HSI WCTeUeHUs] COOTBETCTBYIOIIMX CPOKOB WJ/IM HarpaB/ieHUs CIIOHCOPY
KJIMHUYEeCKUX  MCCAe[NOBAaHWUM  MHCIIEKLJMOHHOTO  OTYeTa  COOTBETCTBEHHO,
3a UCKJIFOYEHHEM CJIydaeB, eC/IM B 3TOT CPOK IOJAHO NpeAyCMOTPeHHOe MYHKTOM 32
HaCTOSIIEro JOKyMeHTa 3asBjieHre 00 00)KaloBaHUU pe3y/IbTaTOB MHCITEKTHPOBAHHS,
Harpae/sieT COOTBETCTBYIOLYI0 MH(GOPMALUIO C TPUIOKEHHWEM IO TBeP KAAr0INX
JOoKyMeHTOB (mpu Hanmuuu) B PefepasibHyr0 CiaykOy 10 Haza3opy B cdepe
3apaBooxpaHeHusi. DezepasbHasi ciykba 1o Hazi30py B cdepe 3ApaBOOXPAHEHUS
Harpap/sieT Npe/iCTaB/IeHHbIe JOKYMEHThI U CBeJleHUs B TeueHre TATH pabounx gHel
CO [OHS moJjiyueHUs: B MUHUCTEpPCTBO 37paBooxpaHeHMsi Poccuiickor Pepepaniyn
J/1s1 TIDUHSITHS peLleHus, MpeayCMOTpeHHOro myHkToM 159 IlpaBun perucrpauuu
W OSKCIepTu3bl JIeKapCTBEHHBIX CPeJCTB [J/Is1 MEAUIIMHCKOTO TMpUMeHeHUs,
yTBepXaeHHbIX Pemenvem CoBeta EBpasuiCkoM 5KOHOMMYECKOW KOMHUCCHU
ot 3 Hostopst 2016 1. Ne 78.

32.B cnayuae  Hecornacusi  CIIOHCOpa  KJIWMHWUYECKUX  MCC/IeI0BaHUM
C pe3y/abTaTaMd HWHCIEKTHPOBaHUS, CIIOHCOPOM KJIMHUUECKUX WCC/Ie[0BaHUN
B TeueHWe 5 pabouux [JHeW CO [JHS TIOMy4YeHWs WHCIEKIMOHHOTO OTYeTa ToZaeTcs
B ®deznepasnbHyto caykOy 10 HazA30py B cdepe 37paBOOXpaHeHUs 3asiBlieHHe
00 006yka/moBaHUM pe3y/bTaTOB MHCTIEKTUPOBAHUS, KOTOPOe TIO/IJIEXXUT PaCCMOTPEHUIO
B CPOK, He npeBblmatoniuy 30 KajeHJapHbIX JHEW CO JHS MOCTYIUIeHHUS] YKa3aHHOIrO
3asiB/IEHUSI.

33.1lo wroram paccMoTpeHusi 3asiBieHUss 00 00)Ka/JlOBaHWK pe3y/bTaToB
vHcneKTUpoBaHusi PefiepasbHOM Cy>kO00M 10 Haj30py B cepe 3ApaBOOXpaHeHUs
TIPUHUMAETCS pellieHre 00 yI0BIeTBOPeHUH (UaCTUUHOM Y/IOB/IETBOPEHUHN ) 3asiB/IEHHS
006 06)Ka/loBaHWM pe3y/IbTAaTOB WHCIIEKTUPOBAHHWS W 00si3aHWUH TIOZ[BEIOMCTBEHHOTO
yUpeXK[leHWsi BHEeCTHM COOTBETCTBYIOI[Me W3MEHEeHUsI B WHCIIEeKI[MOHHBIM OTYeT
B CJydasiX BBISIB/IEHUS] HApYIlIeHUsS TO/BEeJOMCTBEHHBIM yUpexxaeHrneM TpeOoBaHUM
HafyieXKaleld  KJIMHUYeCKOW TpakTHKH, TpeboBanwii IlpaBusi  mpoBefeHUs
dhapmalieBTUUeCKUX UHCTIEKIIUM Ha COOTBETCTBHE TpeOOBaHUSM MpaBU/I Hajljiekallei
KJIMHUYEeCKOW TNPAKTUKU EBpa3suMCKOro >KOHOMHUYECKOrO CO3a, YTBepXKIEHHBIX
pemenueM Coeta EBpasuiickor 3koHOMHYeckor komuccum oT 03.11.2016 Ne 83
«O06 yTBep)KIEHWM TIpaBWI TIpOBeieHUs  (hapMalleBTUUeCKUX  WHCIIEKI[HAN»
Y(WIKM) yCTaHOBJIEHHSI HeZJOCTOBEPHOCTH BBIBOZOB, CO/I€PXKALLMXCS B UHCITEKIL[MOHHOM
oTueTe, 0()OPMJIEHHOM TI0 pe3y/ibTaTaM UHCIIEKTHPOBaHMUSI.



VHCTIeKITMOHHBIN 0TYeT CO BHECeHHBIMU M3MEeHEeHUsIMU B TeueHue 5 pabounx gHei
CO [HA TPUHATUS YKA3aHHOIO peLleHUs Harpas/iseTcs I104BeJOMCTBeHHbIM
yupekIeHHeM CIIOHCOPY KJIMHUYeCKOTO HCC/iefioBaHus U B PefiepaabHYIO CIyXOy
T10 HaZ30py B cdepe 37paBOOXPaHEHMS.

denepanbHasi cy»kba 1o HaZi30py B cepe 31paBoOXpPaHeHus B TeueHre 5 pabounx
CO [JTHS TIDUHSATHS pelilieHnst 00 0CTaB/IeHHH 3asiB/ieHus1 00 00’kaioBaHWN pe3y/bTaToB
WHCTIEKTUpOBaHUs  Ge3  yJoB/eTBOpeHHs, JIMOO pelleHuss O  YaCTUYHOM
yZIOBJIETBOPEHUU YKa3aHHOTI'O 3asiBJIEHUs TIPU COXPaHEHUU B UHCIIEKLIMOHHOM OTYeTe
CBEJEHWA O HeyCTPaHeHWM BCeX KPUTUUECKWX HapyIIeHWM HarpabJ/isieT
B MuHucTepcTBO  3ApaBooxpaHeHusi  Poccuiickor — Pefepauyu  CBefeHUS
0 HEeYCTpaHeHWH KPUTHUYeCKUX HapyIlIeHUH B COOTBETCTBUM C MYHKTOM 31 HaCTOSIIIero
JIOKYMEeHTa.».



