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r. ExaTepunbypr

O BHeceHNH W3MeHeHMI B NpMKa3 MuHucTepCcTBa 3paBooxpaHeHnsa CBepIoBcKoM
o61acTu 1 MuHUCTEpCTBa IH(POBOTo Pa3sBUTHA U B3N CBepAIOBCKOI 06/1acTH
oT 26.11.2025 Ne 435/2209-11 «O06 yTBepXXAeHNH perjiaMeHTa HH()OPMaLHOHHOT0
B3alMO/IelICTBHSA MY Y4aCTHUKAMH IPOLIECCOB 110 Hano/HeHHI0 DeiepabHoOro
perucrpa rpax/jaH, HMeIIIHX [IPaBo Ha o0ecreyeHne J1eKapCTBeHHBIMH NperapaTaMH,
MeJULMHCKUMH U3/ie/TMsIMH H CTIel{Ha/Ti3HPOBaHHBIME NPOAYKTaMH JiedyeGHoro
NMUTAHNA 32 cueT 0I0/PKeTHBHIX aCCUTHOBAaHUM (pefiepa/ibHOr0 OI0HKeTa U GI0/)KeTOB
cyopexkToB Poccuiickoit @epepanum»

C gespio obecrieueHHs] MOHUTOPUHTA ABWKEHHUS M yUeTa IPaXIaH, UIMEIOIUX IIPaBo
Ha ofecrieueHne  JIeKAPCTBEHHBIMHM  TIperapaTamMy, MeQWIMHCKUMH  U3AETUSMM
Wl CIIeLMa/IM3MPOBaHHbIMK TIPOAYKTaMKH TIMTaHUS 32 CUeT OHO/PKETHBIX aCCHTHOBaHMIMA
GdenepaneHOoro Oromkera U OwopkeToB  cyObekToB  Poccuiickod — ®enepanud,
CBOEBPEMEHHOI'0 U B ITOJIHOM 00Bbeme obecrieueHUs YKa3aHHBIX I'PaXK/JaH B COOTBETCTBUU
c IlpaBuiamu  BefieHust DeflepaZbHOrO  pervMcrpa TIpaxjaH, WMEIIUX I[IpPaBo
' Ha obecrieyeHHe  JIEKaPCTBEHHBIMM  NpelaparaMy,  MeAWUIMHCKMUMH  W3[eUIMU
Yl CTIelUaIM3UPOBAaHHBIMI  NIPOAYKTaMH JIeueOHOrO IMTaHUS 3a CUeT OHOJPKeTHBIX
accurHoBaHui (dhefepasibHOro 6roKeta u 6r0KeTOB Cy6BhekTOB Poccuiickoit ®epepaiivy,
yTBepXJeHHbIMU rocraHoBjeHneM  [IpaBuTenscTBa  Poccuiickoit ®epnepanyu
ot 12.10.2020 roga Ne 1656 «O06 yrepx/mennu ITpaBui Begenus @enepaibHOrO perucrpa
IpaXJaH, WMeNIUX npaBo Ha ofecreyeHde JieKapCTBeHHBIMU IIpellapaTaMy,
MeJULIMHCKUMY U3Je/THSMY U CTIelMa/IM3UPOBAHHBIMU NIPOyKTaMU JieueOHOro IMUTaHus 3a
cuer OOMKETHBIX acCUTHOBaHWM (efepaibHOrO Oro/pkeTa U OHOIKETOB CyOBEKTOB
Poccuiickoy Pegeparium»

ITPUKA3BIBAEM:

1. BHectn B mipwka3 MwuHHCTepCTBa 37paBooxpaHeHusi CBepanoBckoit obmacti
1 MuHuctepcTBa mudpoBoro pas3putus ¥ cBsisu CeepzsioBcKo obsacty ot 26.11.2025
Ne 435/2209-m «0O6 yTBep)XJeHWW perjaMeHTa HMH(OPMALMOHHOTO B3alMOZAENCTBUA
MeXJy Yy4YacTHHKaMH IpoljeccoB I0 HamonHeHuiro PefepasbHOro perucrpa Ipakiad,
MMEIOIIMX IpaB0 Ha obecrieueHue JieKapCTBEHHBIMH IIperiapaTaMy, MeAULMHCKUMHU
W3Ie/USAMUA U CITEI[Ma/IM3UPOBAHHBIMK  TIPOJYKTaMM JleueOHOIO IIMTaHUS 3a CueT
OIO/PKETHBIX aCCHIHOBaHUH (pefepansHOro O1o/pkeTa U 010/KeToB CyObekToB Poccuiickoi
depeparun» (ganee — nprkas ot 26.11.2025 Ne 435/2209-11) crefyrolye U3MeHeHuUs:
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1) npeambyny mpukasa or 26.11.2025 Ne 435/2209-n1 v3/0oKUTL B Crefyomiei
De/laKLMK: .

«C 1enbio obecrieueHUss MOHUTOPUHTA [[BMDKEHUS M yueTa MPaKAaH, UMEHOIIHX IIPaBo
Ha ofecreueHHe JIEKAPCTBEHHBIMU  [IpellapaTaMH, MeAWIIMHCKUMM  U3[eIUsMU
Y CIIeAAIM3HPOBAHHBIMA TIPOAYKTaMU IMTAaHWSI 3a cueT OMOMKEeTHBIX aCCUTHOBAHWH
(hesrepasibHOTO biomkera u  OwomxetoB CcyOwektoB  Poccuiickoii  @epmepaiyy,
CBOEBPEMEHHOI0 W B IOJHOM 00BheMe obecTieueHUs yKa3aHHbBIX I'DaXKJaH B COOTBETCTBUH
c [Ilpapunamu  Befenuss @PefepajlbHOIO  PeruMcTpa IpaX[JaH, HUMEIOUMX IIpaBo
Ha obecrieueHre  JIeKAPCTBEHHbIMU  TIperlapataMyd,  MeAULMHCKUMM  U3eTHUSIMU
Y CIIELIMa/IM3UPOBAHHBIME  TIPOAYKTAMU JieyeOHOTO TIMTaHWsI 3a CYeT OMOHKETHBIX
ACCATHOBaHWH (eepanbHOro OromKera u 610/pKeToB CyObeKTOR Poccutickoit deepariyy,
YTBEPXK/JeHHBIMH ITocTaHoB/eHHeM [IpaBurtenscTBa Poccuiickoit ®egeparuu ot 12.10.2020
roga Ne 1656 «O6 yrBepxgeHnr llpaBui BefeHuss PeflepalbHOTO PETWCTPa TPaXkKIaH,
UMEIOI[UX TpaB0 Ha ofecrieueHWe JieKapCTBEHHBIMU IIperapaTtamyl, MeIUI[HHCKUMHI
U3JEe/UIMU U CTIelMaJM3MPOBaHHBIMU TIPOAYKTaMH JieueOHOrO MMUTAHWS 3a CUeT
O10/DKETHBIX aCCUTHOBaHUM deepanbHOTro 6ro/KeTa U 610KeToB cyOBekToB Poccuiickoii
®enepayin».

2. B pernameHT MH(OPMALMOHHOIO B3aUMOJEHUCTBUA MEXJY VYaCTHHUKAMHU
MPOLIeCCOB 110 HarosHeHUt0 PejiepaJbHOrO perucrpa rpaXkAaH, WMEIOIIMX IpaBo
Ha obecrieueHre  JleKapCTBeHHbIMHM  IIpeliapaTaM{,  MeJULMHCKUMH  U3/Ie/IUAMU
W CIIeI[UA/TH3UPOBAHHBEIMUA  TIPOJYKTaMH J1eyeOHOTr0 TIMTaHWS 33 CYeT OopKeTHBIX
accUrHoBaHui desepanbHoro 6romKeTa 1 bro/mxkeToB cydbekToB Poccuiickoit degeparn»,
YTBEP>XTEHHOr0 MpuKasoM oT 26.11.2025 Ne 1435/2209-11, BHeCTU C/1eAyIOIIME U3MEHeHMS:

1) nyskT 1.1. U310XKUTE B CIeYIOL[eN pelaKIiu;

«1.1. Hacrosuuii PernamMenT MHGOPMALMOHHOTO B3aUMOJEWCTBUA  MEXIY
YUYaCTHUKaMHK TIPOLIECCOB I10 Hamo/HeHuto dezlepanbHOI0 PerucTpa IpaiaH, UMEemux
NpaBo Ha ofecrieueHue JieKapCTBEHHbIMH IIperapatamMM, MeIWLIMHCKHUMH M3Ze/HIMH
U CrelanM3upoBaHHbIMU NIPOJIyKTaMH JieuebHOTO nutaHus (manee — JIIT, MU, CIT JIIT)
3a cueT OO/PKETHBIX aCCMIHOBAHWM (pefepaJbHOTO OrofpKeTa M OHOPKETOB CYOBEKTOB
Poccurickoii @efepaiuy (fanee — PernaMeHT), orpefensieT NOPSJ0K WH(GOPMALIMOHHOIO
oOMeHa MeX/ly y4acTHUKaMM CMCTeMbl MH(OPMAITMOHHOTO B3aMMOEHCTBUA /I oOMeHa
CBeJleHHsIMU IIPU MCIIOJAb30BaHMM Ha TeppuTopu CBepAsoBCKOW 00/IaCTH JIbIOTHBIX
pesierrtoB Ha JITT, MI, CITJIII, opopMiIeHHBIX ITOCpeCTBOM KOMIIOHEHTA roCyZapCTBeHHOI
MH(pOPMAalMOHHOM cucTeMbl B cdepe 31paBooxpaHeHHs CBepAJIOBCKOR o061acTu
(pamee —I'MC3 CO)  aBTOMaTM3MPOBAHHOM CHCTeMBbl YIIDABIEHUsS JIeKapCTBEHHLIM
obecrieuennem Hacenenus «ACYJIOH M-ATITEKA TIIFOC JIITY » (nanee — ACYIJIOH).»;

2) IyHKT 1.3. U3/I0XKUTE B CIeyroll[el peJaKIuu:

«1.3. PernameHT pacripocTpaHsieTcs Ha WHGOPMALMOHHBI OOMeH YYaCTHHKOB
CHCTeMbl HH(POPMALIMOHHOTO B3aUMOAeHCTBYA 1IpU odopMiIeHud U otmycke JITT, MY, CIT
JITT Ha JIbTOTHBIX YCIOBMSX IO MPOrpaMMaM JIbFOTHOIO JIEKAPCTBEHHOTO OfecreueHws,
KOTOpble TIPH BBIIMCHIBAHMM pellenta B ¢opMe OYMaKHOTO JOKYMEHTa IIOJJIeXKaT
o(opM/IeHNIO Ha peLienTypHOM OsiaHKe hopmbl Nel148-1/y-04 (51).»;

3) nyHKT 1.8 U3N0XKUTh B C/ieytolledl pe/laKkI|u:

«1.8 3arpysky csegenuii B ®PJIJIO Heob6X0qUMO OCYILIECTB/ISATE B COOTBETCTBUU
c [lpapunamu  Befenusi (defiepalbHOTO  pPervcTpa  IpakfaH, HMEIOHUX-  IIPaBo
Ha obecrieueHre  JIeKAPCTBEHHBIMU = TIperapaTtaM¥,  MeWIMHCKUMHU  W3Je/sIMU
Y CTIeLMaNTU3UPOBAaHHBIMU  NIPOJYKTAMK JIeueOHOTO THTAaHUS 3a CUeT OMO/PKeTHBIX
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ACCUTHOBAHUM (eepanbHOTO OromKeTa U O10pkeToB CyOBheKkToB Poccuiickoi ®emeparuy,
yTBep>KIeHHbIMY NocTaHoB/IeHreM [IpaButenscrea Poccutickol ®epepauuu ot 12.10.2020
Ne 1656 «O6 yTBepkeHnu ITpapun Besierns PefiepanbHOrO PerucTpa rpaXkaaH, MMEIOIHX
npaBo Ha obecrieueHWe JIeKapCTBEHHBIMU IIpeliapaTamMH, MeJULMHCKUMH W37Ie/UsAMHU
¥ CrielMani3MpOBaHHbBIMUA  TIPOAYKTaMM  JieueOHOTO IIMTaHMsA 33 CueT OO/KeTHLIX
accurHoBaHu¥  (emepampHOro Oromkera W OrompkeTtoB  cyObeKTOB  Poccuiickoi
Qepeparin».»;

4) nyHKT 1.9 W3/I0)KUTH B CJIefiyIOLIel peJaKkLyu:

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

5) IyHKT 2.5. U3/I0KUTh B C/leyIOlied pelakIuu:

«2.5. OTnyck neKapCTBeHHBIX IpeNapaToB IO peLeNTy OCYIIeCTBISeTca B
COOTBETCTBUM C MPaBM/IaMH OTIyCKa JIeKADCTBEHHBIX IIPENapaToB /i1 MeTUIIMHCKOrO
MpUMeHeHUsT alTeYHbIMHU OpraHM3alUaAMY, WHIUBUAYaIbHBIMM IpeATpHHUMAaTe IIMH,
UMEIOIITUMM  JTMI[EH3HUI0 Ha  OCyllecTB/leHUe  (apMalleBTHUECKON  JIedaTebHOCTH,
MeJUIUHCKUMY  OpraHu3al[UsiMM, MMEILUMHM  JIMLEH3WI0 Ha  OCYIeCTBJIEHUE
(dapMarieBTMUeCKOW  JIeiTeIbHOCTH, W WX  000cob/eHHBIMUA  TIOZIpaszie/leHusIMH,
pacIio/Io>KeHHbIMU B Ce/IbCKMX HAaCEe/IeHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT arTeuHbIe
OpraHM3aluy, IpaBWIaMH OTIIyCKa HapKOTHUYECKUX CpeJiCTB M TNCUXOTPOIHBIX BeIIIeCTB,
3aperMCTPUPOBAHHBIX B KaueCTBe JIeKAPCTBEHHBIX IIpernapaToB [ MeJUI[HHCKOTO
IIpMMeHeHWd, JIEKapCTBEHHbIX [pernaparos A1 MeAMLMHCKOTO NPUMeHeHus, COZlepKalllixX
HAapKOTWYeCKUe  CPeACTBA U [ICUXOTPOIHBbIe BelecTBa, YTBEPXKIEHHBIMU IIPHKA30M
MunnctepctBa 3apaBooxpaHeHus Poccuiickoit @epeparuu ot 07.03.2025 Ne 100H «O0
yTBep/eHMd [lpaBu  OTHycka JIeKapCTBEHHBIX IIPeraparoB  [jIsi MeAHI[HHCKOro
TIpUMeHeHUs anTeuHbIMU OpraHM3alUsM{, WHAWBUAYAIbHBIMY TIpeIPUHAMATEIIMHU,
MMEIOUIMMHM  JIMI[EH3WI0 Ha  OCyujecTB/ieHue  (papMaleBTUYeCKOH  edare/hHOCTH,
MeJULIMHCKUMHU  OpraHM3alysAMK,  HWMEHIIMMM  JIMIeH3WI0  Ha OCYIIeCTB/eHHe
dapmarieBTUUECKOM  [esTebHOCTH, U UX 0060COO/IeHHBIMH — TIOfipa3ze/ieHisAMH,
pacIo0KeHHbIMU B Ce/IbCKMX Hace/leHHBIX ITYHKTax, B KOTOPBIX OTCYTCTBYIOT alTeuHbIe
opranusauuy, IlpaBun oTmycka HapKOTHYeCKHX CPeZACTB U ICUXOTPOIHBIX BEIeCTB,
3aperucTpUpOBaHHBIX B KauecTBe JIEKADCTBEHHBIX IIpenapaToB /IS MEJUI[MHCKOrO
TIpUMeHeHNs], JIEKApCTBEHHBIX NIPerapaToB i MeIUIIMHCKOTO NIPUMEHEHHs, CO/IePIKallixX
HApKOTWYeCKye CpefCTBa M ICUXOTPOIHBIe BelllecTBa, Ilopsaka oTmycka rpakiaHam
anTeyHbIMHA OpraHU3alMAMU HMMMYHOOMOTIOTHUECKHX JIeKapCTBeHHBIX IIperapaToB Jis
UMMYHOIPO(QUIAKTHKL» . ». '

3amecturesns I'ybepHaTOpa MuHUCTp 1M(DPOBOTO pa3BUTHS
CBep/I/IOBCKOM 06/1aCcTH U cBs13u CBep//IoBCKOM 06acTH
— Munuctp

___T.JI. CaBuHOBa E.B. Illosos



