[IPABUTEJIECTBO CBEP/IJTOBCKOM OBJIACTU

MUHUCTEPCTBO 3JJPABOOXPAHEHHS CBEP/IJIOBCKOH OBJIACTU
MUHUCTEPCTBO IUPPOBOI'O PA3BUTHA Y CBSI3U
CBEP/J/IOBCKOHM OBJ/IACTHU

ITPUKA3

1202 206 \Wele] n/j’ 4

r. ExaTepunbypr y

O BHeceHMH M3MeHeHUH B NpMKa3 MuHHCTEPCTBA 3/jpaBooxpaHennst CBep/IoBCKoi
o61acru 1 MuHNCcTEepCTBa IH(POBOTo pa3sBUTHA U CBA3M CBepAIOBCKO# 06/1acTH
oT 26.11.2025 Ne 435/2209-11 «O06 yTBepXXAeHNH perjiaMeHTa HH(OPMaLHOHHOT0
B3alMO/IelICTBHSA MY Y4aCTHUKAMH IIPOLIECCOB 110 Hano/HeHHI0 dDeiepabHoOro
perucrpa rpax/jaH, HMeIIIHX IIPaBo Ha o0ecreyeHne J1eKapCTBeHHBIMU NperapaTaMH,
MeJHLIAHCKUMH H3/(e/THAMM H CIeHa/IH3NPOBAaHHBIMHY ITPOAYKTAMH JIeueGHOoro
MUTAHNA 3a cueT 0I0/PKeTHBIX aCCUTHOBaHUM (pefiepajibHOro OI0HKeTa U GI0/)KeTOB
cyopexToB Poccuiickoit @epepanum»

C gesnpio obecrieueHHs] MOHUTOPHHTA ABWKEHUS M yUeTa IPaXIaH, UIMEIOIUX IIpaBo
Ha ofecrieueHne  JIeKAapCTBEHHBIMHM  TIperapaTamMd, MeQWIMHCKUMH  U3AETUSMM
W CIIeLMa/IM3MPOBaHHbIMK TIPOAYKTaMKM TIMTAaHUS 32 CUeT OHOPKETHBIX aCCHTHOBaHMIMA
GdenepansHOoro Oromkera u OwopkeToB  cyObekToB  Poccuiickod  ®epepanud,
CBOEBPEMEHHOI'0 U B IIOJIHOM 00Bheme obecrieueHUs yKa3aHHBIX IPaXK/aH B COOTBETCTBUU
c IlpaBuiamu  BefieHuss DefepaZbHOrO  perucrpa TIpaxjaH, WMEIIUX [IpaBo
' Ha obecrieyeHHe  JIEKaPCTBEHHBIMM  NpelapaTaMy,  MeAUIMHCKUMH  WU3/eIUIMU
Yl CTIeLUaIU3UPOBAaHHBIMI  NIPOAYKTaMH JIeueOHOro IMTaHUS 3a CUeT OHO[PKeTHBIX
accurHoBaHui (hefepasibHOro 6ropKera u 6r0KeTOB Cy6BHekTOB Poccuiickoit ®Pepepaiiyy,
yTBepXJeHHbIMU rocraHoBjeHneM  [IpaBuTenbcTBa  Poccuiickoit ®epnepanyu
oT 12.10.2020 roga Ne 1656 «O06 yreepxaenvu ITpaBui Begenus @enepasHOrO perucTpa
rpaX/JaH, WMeLMX npaBo Ha ofeclieyeHde JleKapCTBEHHbIMU  lIpellapaTamy,
MeJULIMHCKUMY U3Je/THSMY U CTIeLMa/IM3UPOBAHHBIMU NIPOyKTaMU JieueOHOro IMUTaHus 3a
cuer OOPKETHBIX acCUTHOBaHWM (efepaibHOro Oro/pkera U OHOIKETOB CyOBEKTOB
Poccuiickoy Pegeparum»

ITPUKA3BIBAEM:

1. BHectn B mpwka3 MwuHHCTepCTBa 37paBooxpaHeHusi CBepAnoBckoit obmacti
1 MuHuctepcTtBa mudpoBoro pas3sutus U cBsizu CeepzsioBckod obsacty ot 26.11.2025
Ne 435/2209-m «0O6 yTBepJeHWW perjaMeHTa HMH(OPMALMOHHOTO B3alMOZAENCTBUA
MeXJy Yy4YacCTHHKaMH IpoljeccoB I0 HamonHeHutro PefepasbHOr0 perucrpa Ipakiad,
MMEIOIIMX IpaB0 Ha obecrieueHue JieKapCTBEHHBIMH IIperiapaTaMy, MeLULMHCKUMHU
W3IeMUSAMU U CITEI[Ma/IM3UPOBAHHBIMH  TIPOJYKTaMM JleueOHOIO IIMTaHUS 3a CueT
Or0/PKETHBIX aCCHIHOBaHUM (pefepanbHOro OiofpkeTa u 010/keToB CyObekToB Poccuiickoi
depeparun» (ganee — nprkas oT 26.11.2025 Ne 435/2209-11) criefyrolye U3MeHeHus:
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1) npeambyny mpukasa or 26.11.2025 Ne 435/2209-n1 v3oKUTL B Clefyromieit
De/laKLK: .

«C 1enbio obecrieueHUss MOHUTOPUHTA [[BVDKEHUS M yueTa MPaKAaH, UMEHOIIHX IIPaBo
Ha ofecreueHWe JIEKAPCTBEHHBIMU  [IpellapaTaMH, MeAWIIMHCKUMM  U3[eIUsIMU
1 CTIIL[HA/IM3UPOBAHHBIMU TIPOAYKTaMU TMTaHHUA 3a cueT OFO/KETHBIX aCCUTHOBAHUH
(hesiepasibHOTO biomkera u  OwomxeroB  CcyOwektoB  Poccuiickoii — @epmepaiyy,
CBOEBPEMEHHOI0 W B MOJHOM 00BheMe obecTieueHUs yKa3aHHbBIX I'PaXKaH B COOTBETCTBUH
c [Ipapunamu  Befenuss PefepajbHOIO  PeruMcTpa paX[JaH, HWMEIOUMX IIpaBo
Ha obecrieueHre  JIeKAPCTBEHHbIMU  TIperlapataMyd,  MeAULMHCKUMM  U3AeTHUIMU
Y CIIELIMa/IM3MPOBAHHBIME  TIPOAYKTAMU JieyeOHOTO TIMTaHWsI 3a CyeT OMOHKETHBIX
ACCATHOBaHWH (ejepanbHOro OromKera u 610pKeToB CyObeKTOR Poccutickoit defepariyy,
YTBEPXK/JeHHBIMH ITocTaHoB/IeHHeM [IpaBuTtenscTBa Poccuiickoit @egeparuu ot 12.10.2020
roga Ne 1656 «O6 yrBepxgeHur llpaBui BefeHuss PeflepalbHOTO PETWCTpa TPaXkIaH,
UMEIOIMX TpaB0 Ha ofecrieueHWe JIeKapCTBEHHBIMU IIperapaTtamyl, MeIUI[HHCKUMHI
WU3JEe/UIMU U CIelMaJM3MPOBaHHBIMY  TIPOAYKTaM{ JieuebHOrO MMUTAaHWS 3a CUeT
O10/DKETHBIX aCCUTHOBaHUM deepaabHOTO 6ro/keTa U 610KeToB cyOBeKToB Poccuiickoii
®emepanyin».

2. B pernameHT MH(OPMAlLMOHHOIO B3aUMOJEHUCTBUA MEXJY YYaCTHHUKAMHU
MPOLIeCCOB 110 HarosnHeHUt0 PefiepajbHOrO perucrpa rpaXkAaH, WMEIOIIMX IIpaBo
Ha obecrieueHre  JleKapCTBeHHBIMM  IIpeliapaTaM{,  MeJULMHCKUMH  U3/Ie/IUsAMU
W CIIeI[UA/TH3UPOBAHHBIMUA  TIPOJYKTaMH J1eyeOHOr0 TIMTaHWS 33 CYeT OopKeTHBIX
aCCHMTrHOBaHUM deepansHOTO 6romKeTa 1 610/pKeToB cyObekToB Poccuiickoii @eneparm»,
YTBEP>KJEeHHOr'0 NMPHKa3oM 0T 26.11.2025 Ne 1435/2209-11, BHeCTH C/ieyIoIyie H3MeHeH!:

1) nyskT 1.1. U3M0XKUTE B C/IeVIOL[eN peJaKIvu;

«1.1. Hacrosuuii PernamMeHT MH(pOPMALMOHHOTO B3aUMOJIEWCTBUA  MEXKIY
YUYaCTHUKAMHK TIPOLIECCOB I10 Hano/HeHuto PefiepanbHOI0 PerucTpa IrpaaH, UMEemmx
NpaBo Ha ofecrieueHue JieKapCTBEHHbIMH IIperapatamMi, MeIWLIMHCKHUMH M3Ze/HIMU
U CrelLanM3upOBaHHbIMU NIPOJIyKTaMH JieuebHOTO nutaHus (manee — JIIT, MU, CIT JIIT)
3a cueT OO/PKETHBIX aCCMIHOBAHWM (pefepasbHOTO OrofpKeTa M OIOHKETOB CYOBEKTORB
Poccurickoii @efepaiun (fanee — PernaMeHT), orpefensieT NOPsSJoK WH(GOPMALIMOHHOIO
oOMeHa MeX/ly y4aCTHUKaMM CMCTeMbl MH(OPMAITMOHHOTO B3aMMOIEHCTBUA Jisi oOMeHa
CBeJleHHsIMU IIPU MCIIOJb30BaHMM Ha TeppuTtopu CBepAsioBCKOW 00/IaCTH JIbIOTHBIX
pesierrtoB Ha JITT, MI, CITJIII, opopMiIeHHBIX ITIOCPeICTBOM KOMIIOHEHTA roCyZapCTBeHHO
MH(pOPMalMOHHOM cucTeMbl B cdepe 31paBooxpaHeHuss CBepAJIOBCKOR o061acTu
(pamee —I'MC3 CO)  aBTOMAaTM3MPOBAHHOM CHCTeMBl YIIDABIEHUsS JIeKapCTBEHHBIM
obecrieuennem Hacenenus «ACYJIOH M-ATITEKA TIIFOC JIITY» (nanee — ACYIJIOH).»;

2) nyHKT 1.3. U3/I0KUTE B CIeyrol[eH peJaKIuu:

«1.3. PernaMeHT pacrnpocCTpaHsieTcs Ha WH(QOPMAlMOHHBI OOMEH YYaCTHHMKOB
CHCTeMbl HH(POPMALIMOHHOTO B3aUMOAeHCTBYA 1IpU odopMiIeHud U otycke JITT, MU, CIT
JITT Ha JBrOTHBIX YCIOBHSX IO MPOrpaMMaM JIbFOTHOIO JIEKAPCTBEHHOTO OfecreueHws,
KOTOpble TIDH BBLIIMCHLIBAHMM pellenta B ¢opMe OYMaKHOTO JOKYMEHTa IIOJJIeXKaT
oopMIIeHHIO Ha peLjenITypHoM Os1aHke opmbl Ne148-1/y-04 (i1).»;

3) nyHKT 1.8 U3M0XKUTh B C/eytolledl pe/TaKkII|u:

«1.8 3arpysky csegenuii B ®PJIJIO Heob6X0[UMO OCYILIECTB/ISATE B COOTBETCTBUU
c [lpapunamu  Befenusi (defiepaibHOTO  PervcTpa TIpakaH, HMEIOHUX-  IIPaBo
Ha obecrieueHre  JIeKAPCTBEHHBIMU = TIperapartamM¥,  MeWIMHCKUMHU  W3Je/UsIMU
Y CTIELMaNTU3UPOBAaHHBIMU  NIPOJYKTAMK JIeueOHOTO THTAaHUS 3a CUeT OMO/PKeTHBIX
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ACCUTHOBAHUM (eepanbHOTO OromKeTa U O10pkeToB CyOBekToB Poccuiickoii ®enepariuy,
YTBEep>KIeHHbIMY NocTaHoB/IeHreM [IpaButenscrea Poccutickol ®epepauuu ot 12.10.2020
Ne 1656 «O6 ytBepkernu ITpapun Besierns PefiepanbHOrO PerucTpa rpaykaaH, MMEIOIHX
npaBo Ha ofecrieueHWe JIeKapCTBEHHBIMU IIpeliapaTamMH, MeJULMHCKUMH W37Ie/UsAMHU
¥ CrielMani3MpOBaHHbBIMUA  TIPOAYKTaMM  JieueOHOTO IIMTaHMsA 32 CueT OO/KeTHLIX
accurHoBaHuM  (emepampHOro Oromkera W OrompkeToB  cyObeKTOB  Poccuiickoi
Qepeparin».»;

4) nyHKT 1.9 H3/I0)KUTh B CJIeflyIoLlel peJaKkiyu:

«1.9 TIpouecc 3arpy3ku ganHbix U3 ACYJIOH B ®PJIJIO fo/mKeH COOTBETCTBOBATh
TpeOOBaHUAM  3aKOHofaTenbcTBa  Poccuiickod — ®Pefepari 06 wHbopManymuy,
WHPOPMAIIMOHHBIX TeXHOJIOTHAX WM O 3aluTe WH(POpMALM{, a TakKKe HOPMaTHBHBIM
TIPaBOBBIM akTam CBep//IOBCKOW 00J1acTu.»;

5) yHKT 2.5. U3/I0KUTh B C/leyIOlled pelakIuu:

«2.5. OTnyck neKapCTBeHHBIX IperaparoB IO peLeNTy OCYIIeCTBISeTcS B
COOTBETCTBUM C TMpaBW/IaMH OTIyCKa JIeKADCTBEHHBIX IIPerapaToB /i1 MeTUIIMHCKOrO
MpUMeHeHUsT alTeyHbIMH OpraHM3alUaAMY, WHIUBUAYaIbHBIMM IpeANpHHUMATe/IIMH,
UMEIOIITUMM  JTMI[EH3HUI0 Ha  OCyllecTB/leHUe  (apMalleBTHUeCKON  JIedaTebHOCTH,
MEeJUIUHCKUMY  OpraHM3alUsiMM, MMEILUMHM  JIMLEH3UI0 Ha  OCYIeCTBJIEHUE
dapMarieBTMUeCKOW  JlesiTeIbHOCTH, W WX  000cob/eHHBIMU  TIOZIpaszie/leHusIMH,
pacIio/Io>KeHHbIMU B Ce/IbCKMX HAaCe/IeHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeuHbIe
OpraHM3aluy, IpaBWIaMM OTIIyCKa HapKOTHUYECKHUX CpeJiCTB M TNCUXOTPOIHBIX BeIIeCTB,
3aperucTpUpOBAHHBIX B KauecTBe JIKAPCTBEHHBIX IIpernapaToB [JJsl  MeJUI[HHCKOIO
IIpMMeHeHWs, JIeKapCTBEHHbIX MpeaparoB i MeJMIIMHCKOTO [IPUMEeHeHHs, CO/Iep KalllixX
HApKOTWUeCKUe  CpeJCTBa U [ICUXOTPOIIHBIe BellecTBa, YTBEP)KIEHHBIMHM IIPHKA30M
MunncrepcrBa 3apaBooxpaHeHus Poccuiickoit @epepanuu ot 07.03.2025 Ne 100H «O6
yTBepxJeHuA [lpaBul  OTHycka JIeKapCTBEHHBIX IIPeraparoB  [jIsi MeIHI[HHCKOro
TIpUMeHeHUs] anTeuHbIMU OpraHM3alUsM{, WHAWBUAYAIbHBIMY TIpeIPMHAMATEISIMH,
MMEIOUIMMM  JIMI[EH3WI0 Ha  OCyulecTB/ieHue  (papMaleBTUYeCKOH  edaTehHOCTH,
MeJULMHCKAMU  OpraHM3alysAMK,  HWMEHIIMMM  JIMIEH3WI0  Ha OCYIIeCTB/eHHe
dapmarieBTUUECKOM  [esTebHOCTH, U UX  0060COO/IeHHBIMH  TIO/Ipa3ze/ieHIsAMH,
pacCIo0XeHHBIMU B Ce/IbCKMX Hace/leHHBIX IYHKTax, B KOTOPBIX OTCYTCTBYIOT alTeuHbIe
opranusauuy, IlpaBun oTHycka HapKOTHYeCKUX CPeZACTB U ICUXOTPOIHBIX BEIIeCTB,
3aperucTpUpOBaHHbBIX B KauecTBe JIEKADCTBEHHBIX IIpelapaToB /IS MeJUI[MHCKOrO
TIpUMeHeHNs], JIEKApCTBEHHBIX NPerapaToB [ MeUIMHCKOTO NIPUMeHEHHs], COIePIKaLAX
HAapKOTWYeCKye Cpe[CTBa M ICUXOTPOIHBIe BelllecTBa, Ilopska oTmycka rpakiaHam
anTeyHbIMM OpraHU3alMAMU HMMMYHOOMOTIOTHUECKHX JIeKapCTBEHHBIX IIperapaToB Jis
UMMYHOIPO(QUITAKTHKL» . ». '

3amecturesns I'ybepHaTOpa MuHUCTp 1IM(DPOBOTO pa3BUTHS
CBep/I/IOBCKOM 06/1acTH U cBs13u CBep//ioBCKOM 06acTH
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