[PABUTEbCTBO YEMABHHCKON OB/TACTH
MOCTAHOBJUEHHUE

18.03.2026 r. 205-1I1

oT Ne
Yennbuuck

O peanusauuu IpaBa OTHENBHBIX
KaTeropuil rpaxaad Ha IOJIyYeHHe
COLIMAJIbHOH YCIIyTH o
obecreyeH!Io  JIEKapCTBEHHBIMHU
npenaparamMi JUisi MEQULIMHCKOIO
NpPUMECHEHHUS, MEIULUHCKUMU
U3JENHSIMH, a TaKXe
CrelHa/IM3UPOBaHHBIMU
NpOAYKTaMH JIe4eOHOro NHUTaHUS
bl b JeTel-UHBAIHIO0B c
HCIOJIb30BAHUEM  DJIEKTPOHHOTO
ceprudukara

B coorBerctBUM ¢ DenepanbHbiM 3aKOHOM «O NPHOOPETEHUH OTIENBHBIX
BUJOB TOBapoB, paboT, yCIyr C HCIIOJNB30BaHHEM 3JIEKTPOHHOrO cepTH(HKaTay,
®enepanbHbIM 3aKOHOM «O rocyJapCTBEHHON COLMAIEHON TOMOIIIN

IIpaBurtensctBo Yensabunckoit obnactu [IIOCTAHOBJIAET:

1. YTBepauTh npunaraemsie:

Ilopsimok monaun rpaxzaaHaMH 3asiBJIeHUs Ha MOJIyYeHUE COLHANIbHOH yCIyru
no o0eclevYeHUI0 B COOTBETCTBUH CO CTaHAApTaMH MEIHWIHHCKOM ITOMOLIM
He00XOAMMBIMH JIEKAPCTBEHHBIMH IIpenapaTaMi AJIS MEIUIIHHCKOrO NPUMEHEHHS B
obbeMe He MEHee, YeM 3TO NPEeNLyCMOTPEHO MepedyHeM >KU3HEHHO HEOOXONHUMBIX U
BaXXHEHIMX JIEKapCTBEHHBIX MpenapartoB, CHOPMHPOBAaHHBIM B COOTBETCTBHH C
DenepansHbiM 3akOHOM OT 12 ampens 2010 roma Ne 61-03 «O6 obpaiennu
JEKapCTBEHHBIX CpEACTB», [0 pelUenTaM Ha JIEKApCTBEHHblE TIpenaparkl,
MEIMLMHCKMMH M3JCIMAMH NO pelenTaM Ha MEJWUMHCKHE H3OEIHus, a TaKke
CIEUAIM3UPOBAHHBIMU IIPOAYKTAMH JIeueOHOro MUTaHus Ui JeTeH-HHBAIUIOB C
HCIIOJIb30BaHHEM DJIEKTPOHHOTO CepPTU(DHUKATA;

Ilopsnok oTka3a rpaxJaHvHa OT NPHOOPETEHHS JIEKApCTBEHHBIX IpernaparoB
AN MEIWLUMHCKOrO NpPHMEHEHUsi B 00beMe HE MEHee, YeM 3TO INPEeAyCMOTPEHO
IepeYHEM XHU3HEHHO HEOOXOAMMBIX M Ba)XHEHIIMX JIEKapCTBEHHBIX Npenaparos,
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chOpMHUpOBaHHEIM B cooTBeTcTBHM ¢ DenepasbHBIM 3aKOHOM OT 12 ampeins
2010 roga Ne 61-®3 «O6 obpailleHHH JIEeKapCTBEHHBIX CPEACTBY», I10 pelentaM Ha
JICKapCTBEHHbIE IIpenaparbl, MEAUIMHCKUX H3IEIUHN 10 pelenTaM Ha MEQUIIMHCKHE
H3JIENHS, a TaKXKe CIELHaTH3MPOBaHHbIX IPOJYKTOB JI€4eOHOr0O IIMTaHUs AJid NeTeH-
HHBAJIHJIOB C MCHOJF30BaHHEM DJIEKTPOHHOTIO CEpTH(HKATA;

[Topsinok omnpeneneHus MpeesHON CTOMMOCTH €OMHUIBL (TIPENENIEHOIO
pasMepa OILIaThl) JIEKAPCTBEHHBIX IpenapaToB [UId MEIHLHHCKOro MPHMEHEHHS B
00beMe He MeHee, YeM 3TO MpedyCMOTPEHO MEpeYHEM >KH3HEHHO HEOOXOAMMBIX M
BaXXHEHILNX JIEKapCTBEHHBIX IMpenaparoB, CHOpMHPOBAHHBIM B COOTBETCTBHHU C
denepansueiM 3akoHOM OT 12 ampens 2010 roma Ne 61-@3 «O6 obpawmenuu
JeKapCTBEHHBIX CpPEeACTB», [0 peuenTaM Ha JIeKapCTBEHHBle Mpenaparsl,
MEIMIIMHCKUX HM3ACJIUMH 10 peuentaM Ha MEAMIMHCKHE M3JEIHA, a TakKe
CHEeLMATIN3UPOBAHHBIX MHPOAYKTOB JIe4eOHOro NHUTaHWs JUIS JeTel-WHBAINUIIOB,
IpHOOPETaEMBIX C UCIIOJIE30BaHHEM JIEKTPOHHOTO CEpPTHU(HKATA.

2. HacTosmee nocraHoBleHHE NOUIEXUT OPHIIHATEHOMY Oy 0IHKOBAaHUIO.

IIpencenarens

IIpaBurennsctBa YensOunckoit obaacTu A.JL Tekcnep
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YTBEPXEH
nocranosieHreM [IpaBurenscTBa
Yeaa6HHCKOH obnacTn

oT 18.03.2026 rNe 205-01

Ilopsimok nona4u rpaxxgaHaMH 3asBJIeHHA Ha MOJIY9eHHE COLMAbHOM
YCIIyTH I10 00ECIIeYeHUIO B COOTBETCTBHH CO CTAHIAPTAMM MEIUIMHCKOM
NIOMOIIX HEOOXOANMBIMHU JI€KapCTBEHHBIMU MpenapaTaMH I MeAUIHHCKOIO
IpUMEHEHUs B 00BEME HE MEHEe, YeM 3TO MPEYCMOTPEHO TepedHeM XXH3HEHHO
HEOOXOAUMBIX M BaXXHEHIKX JIEKAPCTBEHHBIX NIPernapaToB, ChOPMHPOBAHHBIM
B COOTBETCTBUH ¢ DenepanbHbiM 3akoHOM oT 12 anpens 2010 roga Ne 61-03
«O06 obpallieHHH JIeKapCTBEHHBIX CPEACTBY, [0 PELENTaM Ha JIeKapCTBEHHEIE
Npenaparsl, MEAMLUHCKUMH U3ENMAMH MO pelieliTaM Ha MeIUIIMHCKHE U3 /eIH,
a TaKKe CIeUATM3UPOBAHHBIMH IPOYKTaMH JIeueOHOro MUTaHHUS JJIs JAeTell-
HHBAJIMIOB C UCIIOJIB30BaHHUEM JJIEKTPOHHOI 0 CEpTU(PHKAaTa

1. Hacrosmuii Ilopsnox mnomayu rpaxgaHaMmu 3asBIEHHS Ha MOJIy4YeHHE
COLHABHOM YCIYTH 10 OOECNEYEeHHI0 B COOTBETCTBMM CO CTaHJIapTaMH
MEIUMUMHCKONM IIOMOIIM HEOOXOQUMBIMHM JIeKapCTBEHHBIMH MpenapaTaMi IS
MEIMUIHUHCKOTO IPUMEHEHHUS B 00beMe He MeHee, YeM 3TO MPeTyCMOTPEHO MepeyHeM
KM3HEHHO  HEOOXOOMMBIX UM  BaKHEHUIIHMX  JIGKAPCTBEHHBIX  IIPENApaToB,
COpMHUPOBaHHBIM B COOTBEeTCTBUM c DelnepanbHBIM 3aKOHOM OT 12 ampens
2010 roma Ne 61-®3 «OO6 oOpalieHHH JTE€KapCTBEHHBIX CPEACTB», MO pelenTaM Ha
JIeKapCTBEHHbIE IIpenapaTrbl, MEIULMHCKUMHU H3AENUsAMH 10 peuentaM Ha
MEIMLMHCKHE HU3MeNHs, a TaKKe CNEeLUATU3UPOBaHHBIMUA MPOAYKTaMH JiedeOHOro
NUTaHUS Ui JeTel-UHBAJIUIOB C HCIIOJNIB30BAHUEM DJIEKTPOHHOTO cepTH(HUKaTa
onpejesseT MpaBUia U MOPSAAOK MoAaYd Ha TeppHTopud YensOuHckoil obnactu
rpaXJaHWHOM 3asiBJIICHUs Ha IOMYy4Y€HHE COLMAIBHOW yciayru mo obecnedeHHIO B
COOTBETCTBUM CO  CTaHJApTaMHU MEIHULMHCKOM MOMOWM  HeOOXOAUMBIMHU
JIEKapCTBEHHBIMH TMpenaparaMy Uil MEAMLUHCKOTO IIPUMEHEHUS B 00beMe He
MEHee, YeM 3TO MPEeNyCMOTPEHO MepedHeM XU3IHEHHO HeOOXOAMMBIX U BaKHEHIIUX
JIEKapCTBEHHBIX MpenapaToB, CYOPMUPOBAHHBIM B COOTBETCTBUU C PelepalbHBIM
3akoHOM oT 12 ampens 2010 roma Ne 61-®3 «0O6 obOpameHnn jiekapCTBEHHBIX
CPEACTB», MO peLeNTaM Ha JIEKapCTBEHHBIE pernapaThl, MEAULIMHCKAUMU H3ACTUIMU
IO peuentaM Ha MEIULMHCKHE MU3IEeNHd, a TaKXke ClIeHAIN3UPOBaHHBIMH
OPOAYKTaMH JiedeOHOro MHTaHWS Ui JAeTeH-WHBAJIMAOB C HCIOJB30BaHHEM
SJIIEKTPOHHOTO cepTudUKaTta (ajsiee HMEHYIOTCS COOTBETCTBEHHO — 3asBlICHHE,
CoLlMalIbHAas yCiIyra).

2. C HCronbp30BaHUEM JJIEKTPOHHOIO cepTU(dUKaTa MOIYT MpUOOpeTaThCs
JeKapCTBeHHbIe Npenaparsl A1 MEJULUHCKOTO NMpUMeHeHUs B oObeMe He MeHee,
4eM OJTO MPEeAyCMOTPEHO IMEepeYyHEM I>KM3HCHHO HEOOXOOMMBIX W Ba)KHEHIINX
JIEKapCTBEHHBIX MpenapaToB, cOPMUPOBAaHHBIM B COOTBETCTBUH ¢ DeaepalibHbIM
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3akoHOM 0T 12 ampens 2010 roma Ne 61-O3 «O06 obpaiieHHH JIEKapCTBEHHBIX
CpEeACTBY», MO pelenTaM Ha JIEKapCTBEHHbIE Npenaparhl, MEAUIMHCKHAE H3AETHA I10
pelieriTaM Ha MEAMLMHCKHE H3MENHsl, a TaKXe CIIELMaTu3UpOBaHHBIE MPOIYKTh
ne4eOHOro MMUTAHWA IS JAeTed-MHBaIWIOB, onpernensemsle IIpaBUTENnbLCTBOM
Poccuiickoit ®enepalyl B COOTBETCTBHHM C IyHKTOM 1 dactd 1 crateu 67
denepanbroro 3akoHa oT 17 urons 1999 roma Ne 178-®3 «O rocynapcTBeHHOM
COLUAIIBHOH TTIOMOIIKY.

3. IIpaBo Ha nosy4eHHe COLUATBEHOM YCIYTH C HCIIOIB30BaHHEM 3JIEKTPOHHOTO
ceptudurkara ¢ yuetom ronoxennit ®enepanpHoro 3akoHa ot 30 gexabps 2020 roxa
Ne 491-®3 «O mnpuobperTeHHH OTHENBHBIX BHIOB TOBapoB, paboT, ycuyr ¢
UCTIONE30BaHUEM BJIEKTPOHHOIO cepTU(dUKaTa» HMMeeT TIpaXIJaHUH U3 4YHucla
KATEropHii, YKa3aHHBIX B cTaThe 6! MemepanbHoro 3axkona ot 17 wmions 1999 roxa
Ne 178-®3 «O rocylapcTBEHHON COLMAIBHON ITOMOIIWY», BKIIOYECHHBIH B
QenepaibHBIA PErHCTpP JIML, UMEIONIMX MPaBO Ha MOJNydeHUEe TOCyAapCTBEHHOM
COLIMANILHOM MOMOIIM, U He OTKAa3aBIIUUCS OT MOJy4YeHHUS COLMAIIbHOH YCIYrd B
YCTaHOBJIEHHOM 3aKOHOJATEIbCTBOM MOPSAKE (ajiee UMEHYETCS — 3asBUTEIH).

4. 3asBneHue no QopMme, yTBepX AeHHOH MHUHHCTEPCTBOM 31paBOOXpaHEHHS
Yenabunckoil obnactu (aajee UMeHyeTcs — MHHHACTEPCTBO), MOJAETCA 3asBHTENIEM B
MHHHCTEPCTBO MMyTEM €ro 3aMOJIHeHUS B MEAULIMHCKON OpraHW3alrd, B KOTOPOH OH
[10JIy4aeT NEPBUYHYIO MEAUKO-CAHUTAPHYIO TOMOIIb:

JIMYHO JTU00 Yepe3 MpeacTaBUTeNs (3aKOHHOTO MPeACTaBUTENS ) 3aBUTEIIS,;

B JJICKTPOHHOM BHJE C HCIOJB30BaHUEM (¢elepaIbHOH T'OCyIapCTBEeHHOH
UH(OPMALIMOHHOM cHCcTeMBb! « EXUHBIN mOpTall rOCyAapCTBEHHBIX U MYHHIUIIAIBHBIX
yeayr (pyskuui)» (nanee nmenyetcs — Equnbiil moprai) mocpencTBOM 3amoHEHUs
nojell HHTepakKTUBHOM HopMEI B IMIHOM KabuHeTe Ha ExuHoMm nopTaite.

5. B ciyyae nu4HOro oOpallleHUS 3asBUTENb MPEACTaBIsEeT ClIeAyIOlIUe
JIOKYMEHTBI:

JIOKYMEHT, YAOCTOBEPSAIOIIUA TUYHOCTD 3asiBUTES;

NOKYMEHT,  YJIOCTOBEDPSIOIIMN  JIMYHOCTH  MpeJCTaBUTENS  (3aKOHHOTO
NpeNCTaBUTETIs ) 3assBUTEIS;

JOKYMEHT, IIOATBEP)KIAIOIINNA MMONHOMOYHS MpeACTaBUTENd (3aKOHHOTO
IPEICTaBUTEN ) 3assBUTEIS.

6. 3asBieHHe NOAAETCS B OTHOIIEHHH KaXXJOro Ha3HA4YEHHOIrO II0 PELEINTY
JIEKapCTBEHHOI'O IIpemnapara i MEeJULUUHCKOIrO0 NpPUMEHEHHS, METUIMHCKOTO
H3enus, CHEUUAIM3MPOBAHHOIO IMPOAYKTa Jie4yeOHOro MWTaHUsA IUIa  JAeTeH-
VHBAJIH/IOB.

7. T'omoBoil 00OBEM CpeACTB, Ha KOTOPHIA TIpaKTaHUH MOXET MOJYYHTh
JIeKapCTBEHHBIE Ipenaparbl JUisl MEJUIUHCKOTO IPUMEHEHMS, MeIULIMHCKUE
U3JeNHsl, CIeLHATU3UpOBaHHbIe IMPOAYKTHl JIe4eOHOrO TMHTaHUsA [ JeTeid-
WMHBAJIKUJIOB C HCIIOIb30BAaHUEM BJIEKTPOHHOTO cepTHUdHKATa, ONpeaeaseTcs HCXOAS
13 HOpMAaTKBa (PMHAHCOBBIX 3aTpaT B MeECSI] Ha OJTHOTO TPaKJaHUHA, MOJyYaloero
roCyJapCTBEHHYIO0 COLMAIbHYIO IIOMOUIb B BUJe Habopa COIHUaNbHBIX YCIyT,
ycraHoBieHHOro [IpaBurensctBoM Poccuiickoit denepanuu.



YTBEPXJIEH
nmoctaHoByieHHeM [IpaBuTenscTBa
YenaOMHCKOH 001acTH
0or18.03.2026 r. Ne 205-0]

[Topsamok 0TKa3a rpakIaHiHa OT NPUOOPETEHHS
JIeKapCTBEHHBIX MPENapaToB s MEAUIIMHCKOIO IPUMEHEHHS B 00BEME HE
MeHee, YeM 3TO MPeIyCMOTPEHO NepeyHeM XU3HEHHO HEOOXOIUMBIX U
BaXKHEHIIMX JIEKapCTBEHHBIX MpernapaToB, CGOpPMUPOBAHHBIM B COOTBETCTBHH C
®enepanbHbiM 3akoHOM 0T 12 anpenst 2010 roxa Ne 61-®3 «O6 obpaniennu
JIEKapCTBEHHBIX CPEICTBY», 10 peLieliTaM Ha JIEKapCTBEHHEbIE Npenaparsl,
MEIULMHCKUX M3CIIHI 10 pelenTaM Ha MEANLUHCKUE U3ACIIHS, a TAKKE
CHEIHAIU3UPOBAHHBIX IPOAYKTOB JIe4e0HOIr0 MUTAHUS IS AETeH-UHBAIUIOB
C UCIIOJIb30BAHHEM JJIEKTPOHHOTO cCepTH(UKATA

1. Hacrosmmii Ilopsagok oTkasa TrpaxIaHWHA OT IIpHOOpETeHHS
JIEKapCTBEHHBIX IIpenapaToB A/ MEAULHHCKOrO MPUMEHEHHA B 00beMe He MeHee,
YeM I3TO MNPEAYCMOTPEHO IepevyHeM >H3HEHHO HEeOOXOAMMEIX M BaXKHEHIIHX
JIEKApCTBEHHBIX IPENAapaToB, CGOPMUPOBaHHEIM B COOTBETCTBHH ¢ DenepanbHbIM
3akoHOM OT 12 ampens 2010 roma Ne 61-®3 «O6 obpallieHHH JIEKapCTBEHHBIX
CPENCTB», 1O peLeNTaM Ha JIeKapCTBeHHbIE Mpenaparhl, MEIUIIUHCKHX U3eNIHiH 1Mo
pelenTaM Ha MEIUIHMHCKHE H3JIeNHs, a TaKKe CHEeLHAJIU3UPOBAHHBIX MPOIAYKTOB
ne4yeOHOro MUTaHWA A JETeH-MHBAJIMIOB C HCIOJNb30BAHHEM 3JIEKTPOHHOIO
cepTudHKaTa ompejessieT NpaBWia M HOPSJOK IOJAYd OTKasa IPaXTaHHHA OT
NpHOOpPETEeHHs JIEKAPCTBEHHBIX IpENapaToB JUIA MEAMLIHUHCKOrO NPHMMEHEHHS B
ob6beMe He MeHee, YeM 3TO IPeyCMOTPEHO MEpevuHEM XHU3HEHHO HEOOXOIUMBIX U
Ba)XXHEHIIMX JICKapCTBEHHBIX NpenapaTtoB, CGOPMHUPOBAHHBIM B COOTBETCTBUHU C
®enepanbHbIM 3aKkOHOM 0T 12 ampens 2010 roga Ne 61-@3 «O6 obpamennu
JIEKapCTBEHHBIX CPEACTB», IO pelLenTaM Ha JeKapCTBEHHBIE Mpenaparhl,
MEIMIMHCKHX H3JENUH 1O pelentaM Ha MeIULMHCKHE H3JENHsI, a TakKxe
CHELMaTU3UPOBAHHBIX INPOAYKTOB JIeUeOHOro ITUTaHWS IUIA JeTeH-HMHBAIHIOB
(manee HMEHYIOTCS — JieKapCTBEHHBIE IIpenapaThl 111 MeTUIIMHCKOTO IPHMEHEHHMS,
MEIHUUHCKAE H3JC/IHSA, a TAaKXe CIENUaIU3UpPOBaHHBIE MPOIAYKTHl JieYeOHOIO
NMTaHHA Ui AeTeH-HHBaJIHJIOB) C UCIIOIB30BaHHEM 3IEKTPOHHOTO CepTHU(HKATA.

2. 'paxknaHuH W3 YHCJIa KaTeropui, yKasaHHEIX B CTaThe 6' MenepaipHOro
3akoHa OT 17 uronsa 1999 roma Ne 178-@3 «O rocynapCTBEHHOH COLMATIBHOM
NOMOLIM», BKIIOYEHHBIH B (DenepaibHbI pErdCTp JIML, UMEIOMIMX MpaBO Ha
NOJTyYeHHe TOCYJapCTBEHHOH COLMAJIBHONW MOMOIIM (Janee HMEHYeTcs —
I'PaXXJaHWH), BIIpaBe OTKa3aThCs OT MPUOOPETEHHS JIEKapCTBEHHBIX IIPEIapaToB
VIS MEIMUMHCKOTO INpPUMEHEHHS, MEIHUUMHCKUX U3MeNnuii, a Takxke
CTIEL{HATM3HPOBAHHBIX MPOAYKTOB JIEYeOHOrO IUTAHUA IS JeTeH-HHBAIHIOB C
HCIOIb30BaHUEM 3JIEKTPOHHOTO CepTH(HKATa B TeYeHHE CPOKa €ro AeHCTBHs, HO
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He Oojee cpoka JeHCTBUS pellelTa Ha JieKapCTBEHHBbIE MpenapaThl s
MEIULIMHCKOTO NpPHUMEHEHUH, MEIUIIMHCKHE U3eNus, a TaKKe
CHenHaATU3HPOBaHHEIE IPOAYKTHI JIe4eOHOro NUTAaHUA A AeTCH-HHBAJIUIOB.

3. Ilpu otka3ze OT mnpuUOOpeTeHUs JEKapCTBEHHBIX IMpPenaparoB [yis
MEAUIIMHCKOTO MTPUMEHEHU, MEIUIIUHCKUX U3JENINH, a TaKXe
CNEIUAN3HPOBAHHBIX NPOJAYKTOB Jie4eOHOro NMUTAHMS I JETEH-UHBAIMIOB C
MCIIOJIb30BaHHEM JJIEKTPOHHOro cepTH(dHKaTa I'pak[JaHUH NoJaeT 3asBieHHe 00
OTKa3e OT NpUOOpEeTeHUsA JEeKapCTBEHHbIX IIpeNapaToB MUl MEAUIUHCKOIO
MPUMEHEHUs, MEAUIIMHCKUX U3JENUH, a TaKKe CleLUaTU3UPOBAHHBIX IIPOLYKTOB
Ne4eOHOro MNUTaHUA VIS AETEH-UHBAJIHMIOB C HCIOJIB30BAHHEM 3JIEKTPOHHOIO
ceprudukara (Hajee HMEHYeTCs — 3asABIeHHe) Mo (opMe, YTBEPXKIACHHOIM
MuHuctepcTBoM 31paBooxpaneHus UensOuHckod obnactu (majee MMEHyeTcs —
MuHHCTEpPCTBO), NHMYHO, JUOO dYepe3 CBOEro MpeAcTaBUTENs (3aKOHHOIO
npeAcTaBuTeNs) B MHuUHUCTEPCTBO, JHOO C HCMONb30BaHHEM (denepanbHOi
rocyapCTBEHHOI HH(OPMallHOHHON CHCTeMBI « EIMHBIH OpTaJl rocyJapCTBeHHbBIX
¥ MYHUIUNIATBHBIX YCIyT (QYHKLIHN )».

3asBlieHHe INOJAeTCs B OTHOMIEHUH KaXIOr0 Ha3HAYEHHOrO MO PEIenTy
JIEKapCTBEHHOrO Ipenapara i MEAULIHUHCKOTO NPHMEHEHHS, MEIUIMHCKOTO
U3AEIHS, CNEeHUANH3UPOBAHHOTO NPOAYKTa JIeYeOHOro IWTaHWUA IS JeTeid-
MHBAJIMJIOB.

MuHHCTEpCTBO B TeueHHe OJHOro padoyero HHA CO AHS TONY4YEHHS
3asBJICHUA 00€CIIeYMBaEeT €r0 PETUCTPALHIO.

3asBiicHHE, HAllpaBJIEHHOE NOCpeACTBOM EfuHOro noprana, perucTpupyercs
B aBTOMAaTHYE€CKOM pEXHUME.

4. MuHHCTEpPCTBO B CpOK He MO3[Hee Cielqyrouiero pabodero AHSA mocie
PETrHCTPaliMH 3as1BJICHUS IPaKJaHUHA OCYIIECTBIISIET BHECEHUE U3MEHEHH B paHee
CO3aHHYIO 3allUCh DIIEKTPOHHOTO cepTudukara (gajiee HMeHyeTcs — OJIOKHPOBKa
3JIEKTPOHHOTO cepTU(dUKaTa) MOCPEACTBOM CHUCTEMBI MEXBEZOMCTBEHHOTO
3JIEKTPOHHOTO  B3aUMOJEWCTBUS IyTeM Iiepeiadyd B  TOCYAapCTBEHHYIO
nH}popMalMoHHYI0 cucteMy «EnHMHas neHTpanu3oBaHHas UUGpoBas miaThopma B
comuaipHOR cdepe» mnd mocienywoomed mnepemadd B [ocymapcTBEHHYIO
HHQOpPMALHOHHYIO  CHCTEMY JJIEKTPOHHBIX CepPTHU(HUKATOB B  IOPSIKeE,
ycraHoBineHHOM [lonoxeHueM o I'ocymapcTBeHHONM HMH(POPMAaLMOHHOH CHCTEMe
3JIEKTPOHHBIX CEPTU(HUKATOB, YTBEPXKIEHHBIM IMOCTaHOBJIEHHEM IIpaBHTeNbCTBA
Poccuiickont ®enepauun ot 23 ampens 2021 r. Ne 630 «O TocymapcTBeHHOI
HH(OPMALHOHHON CHCTeMe 3JIEeKTPOHHBIX CepTH(HMKATOB», CBeJEHHMM 06 OTKase
rpaxJlaHUHa OT NMpHOOpeTEeHUs JIEKAPCTBEHHBIX MpenapaToB IS MEIHIIMHCKOrO
NpUMEHEHHs, MEHIIMHCKHUX H3JEIUH, a TaK)Ke CIIeLHATH3HPOBAHHBIX ITPOIYKTOB
Ne4eOHOr0 MUTAHUS U JeTel-WHBAIHUAOB C HCIIONb30BaHHEM 3JIEKTPOHHOIO
ceprudukara.

5. MunncrepcTBo moiay4aeT MHGOpMALUIO O OIIOKHPOBKE 3IEKTPOHHOTO
cepTudHKaTa IOCPEACTBOM TOCYAapCTBEHHONH WHGMOPMAIIMOHHOM CHCTEMBI
«Ennnas nenTpanusoBanHas Hupposas riargopMa B COIHAIBHOH cdepey.

6. MuHHCTEpCTBO B TedeHHe OJHOro pabodero OHA co JHsA OJOKHPOBKH
3JIEKTPOHHOI0 cepTudukara nepenaeT cBeleHUs O OJOKHPOBKE DJIEKTPOHHOTO
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ceptu(dukara B OeepalibHBIN pErucTp rpaxaaH, UMEIONIHX NpaBo Ha obecnieueHue
NIeKapCTBEHHBIMH npernapaTamy, MEAULIUHCKUMH U3JICTHAMH )7}
CHIEIUATU3NPOBAHHBIMA NPOAYKTaMHU JIe4eOHOro MHUTAaHUA 33 CYET OIOMKETHBIX
acCUTHOBaHUH ¢enepanbHoro Oromkera u OromkeroB cybbekToB Poccuiickoit
denepanuy, a TakxkKe OCYILLECTBISET HHGOPMHUPOBaHHE rpaklaHWHA O GJIOKUPOBKE
3JIEKTPOHHOrO CepTU(UKaTa C UCHOIb30BAaHUEM JIMYHOro KabuHeTa (pemepasbHOM
rocyaapcTBEHHOH HHPOPMaITMOHHOM cucTeMbl « EMHBIA NOpTal rocy1apCTBEHHBIX
¥ MyHMUUNAIBHBIX YCAYr (QYHKIHH)» MM HOCPEICTBOM BBIJJAYd IPaXIaHUHY
MMOO ero mpencTaBUTENO (3aKOHHOMY IPEACTABHTENIO) PELIeHHs O OJIOKHPOBKE
3JIEKTPOHHOTO CepTH(HKAaTa H3 peecTpa OdIEKTPOHHBIX CEPTHHUKATOB Ha
OyMaXHOM  HOCHTeNe, [OAMHCAHHOIO  YCHJIEHHOH  KBaIM(DPHLHMPOBaHHOM
3JIEKTPOHHOHM MOJIMCHIO YMOJIHOMOYEHHOIO Ha MOAMKCaHHE TaKOro JAOKyMEHTa
JOJDKHOCTHOIO JiMLa, JHUOO IyTeM HampaBleHHS YKa3aHHOTO pelleHHs Ha
YKa3aHHYIO B 3asIBJICHHH JJIEKTPOHHYIO [TOYTY.



YTBEPXIEH
nocTtaHoBieHHeM [IpaBuTenncTBa
YensaOuHCKOM 00acTH
0T 18.03.2026 r.  Ne 205-11

[Topsinok onpeneneHus MpeaeNnbHON CTOUMOCTH €HHULIBI
(npenesipHOrO pasMepa OIIAThI) JIEKAPCTBEHHBIX IIPENapaToB s
MEIULIHCKOTO IIPUMEHEHNS B 00BEMe HE MEHee, YeM 3TO NPeyCMOTPEHO NIepeyHeM
KHM3HEHHO HEOOXOUMBIX U BaXKHEHIIHX JIEKAPCTBEHHBIX IIPENaparos,
chOpMHUPOBAHHEIM B COOTBETCTBUH ¢ VenepansHbBIM 3aKOHOM OT 12 arnpend
2010 roma Ne 61-®3 «O6 obpaiieHUH JIeKapCTBEHHBIX CPELICTBY», 10 peLenTaM Ha
JIeKapCTBEHHBIE NTpenapaThbl, MEJULUHCKAX U3EIHI N0 pelenTaM Ha MEJULIMHCKUE
U3JENNs, a TakKe CIeUATH3HPOBAaHHBIX MPOAYKTOB JIe4eOHOro MUTaHUA 1A JeTel-
HUHBallU0B, IpHoOpeTaeMbIX C HCIIOIB30BAHUEM JJIEKTPOHHOTO cepTHdHKaTa

1. Hacrosumit Ilopsamox ompenencHWs HpeAeIbHOM CTOMMOCTH €IUHHIIBI
(IpeiebHOrO pa3Mepa OIUIAaThl) JIEKAPCTBEHHBIX IPENAapaToB IS MeIULHHCKOrO
NpUMEHEHNs B 00beMe He MEHee, YeM 3T0 HpPeAyCMOTPEHO NepevyHeM >KH3HEHHO
HeoOXOMMBIX M BaXHEHIIMX JIEKapCTBEHHBIX IMpernaparoB, cHOPMHPOBaHHBIM B
cooTBeTcTBUU ¢ DenepansHbiM 3akoHOM oT 12 ampenss 2010 roma Ne 61-03
«O0 oOpameHnn JeKapCTBEHHBIX CPEICTB», MO pelentaM Ha JieKapCTBEHHBIE
Npenaparsl, MEAUIHUHCKUX U3AE/IHMH 110 peliellTaM Ha MEAUIMHCKHE H3/ENIHA, a TAKXKE
CTNEUUAIN3UPOBAaHHBIX TPOAYKTOB Jie4eOHOro MHTAaHUA JIA J€TeH-HHBAJIH/OB,
IpUoOpeTaeMbIX C HCIIOJIb30BAaHUEM DJIIEKTPOHHOrO cepTH(dUKaTa, yCTaHaBIUBAET
NOPSIOK ONpeleNieHHs] NpeleNnbHOH CTOMMOCTH eAUHMIBI (MpeAeasHOro pasmepa
OILJIaThI) JIEKapCTBEHHBIX [IPENaparoB ISl MeJUIIMHCKOTO IpUMEHEHHUs B 00beMe He
MEHEee, YeM 3TO NMPEAYCMOTPEHO NEpevYHEM XHU3HEHHO HEOOXOAUMBIX M BaXKHEHIIINX
JIEKapCTBEHHBIX IpenapaToB, cPOPMHUPOBAaHHBIM B COOTBEeTCTBHU ¢ PDenepanbHBIM
3akoHoM oT 12 ampens 2010 roga Ne 61-®3 «O6 obpameHun nekapcTBEHHBIX
CPEACTB», 0 pelienTaM Ha JIEKapCTBEHHbIE IpernapaThl, MEAUIIMHCKUX H3JeJIUi 10
pelienTaM Ha MEOUUMHCKHE H3[eNus, a TaKKe CIEeLHAIU3UPOBAHHBIX MNPOAYKTOB
ne4yeOHOro MUTAHHUA JUIS NETEH-WHBAIMNOB (Jajiee HUMEHYIOTCS — METWIMHCKas
NPOIYKUHMS ), NPHOOPETAEMBIX C UCIIOIB30BaHHUEM 3JIEKTPOHHOIO CepTH(HUKATA.

2. Ilpenenpnas cTOMMOCTB eOMHHLBI (MIpENENBbHBIR pa3sMep OIUIATHI)
MEJMLMHCKON NpOAYKUMH, NpHOOpeTaeMOH C HCIOJNIb30BAaHHEM JIJIEKTPOHHOI'O
ceprudHkaTa, omnpejenserci MHHUCTEPCTBOM 3ApaBooOXpaHeHHs YensOHHCKOI
oOnacTu (aajiee UMeHyeTCs — MHUHHCTEPCTBO).

3. IlpenenpHass CTOMMOCTh eOUHHULIBI (IpedeNBHBIA pa3Mep OIUIATHI)
MEIUIMHCKON MpPOAYKIHH, HPHOOpPETaeMOM C HCIIONE30BaHUEM JJIEKTPOHHOrO
ceprudmKara, ompenelseTcs IO pe3yibTaraM IOCIeOHell 10  BpeMeHH
OCYILIECTBJICHUS 3aKYIIKU OJHOPOJHON MeAULIMHCKOHN IPOAYKLIHH, IpuodpeTaeMoi ¢
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HCIIOJIb30BaHUEM DJIEKTPOHHOr0 cepThduKkaTa, HHPOpMALMsI O KOTOpOH pa3MellieHa
B eIWHOM MHPOPMALIMOHHOH CHCTeMe B cdepe 3aKynoK, IpOBEIECHHON
MuHUCTEpCTBOM B NOpSAAKE, YCTAHOBIEHHOM 3aKOHOJATENBCTBOM Poccuickon
Depepai 0 KOHTPAKTHON cucTeMe B cdepe 3aKyIOK TOBapoB, paboT, yciayr Iuis
obecriedeHus roCy1apCTBEHHBIX H MyHHLIMIAIBHBIX HYX.

IlocnenHedi o BpeMeHH OCYILLECTBIEHHUS 3aKyIIKOH MEIMIMHCKON TPOAYKIIUH,
npuobpeTaeMoil ¢ HCIONB30BaHHEM JNEKTPOHHOrO cepTUdMKaTa, CUHUTaeTCs
NOCHIENHAS 3aBeplLI€HHas TMpoLeAypa OCYLICCTBICHHUS 3aKyNKU MEIULIMHCKOH
NpOAYKUHH (3aKIIOYeHHBIH MHUHHUCTEPCTBOM KOHTPAKT, 00513aTeIbCTBA 110 KOTOPOMY
UCIIOJIHEHB! CTOPOHAMH KOHTPAKTa B MOJIHOM o0beMe Ha JaTy NoAa4vd IpakKJaHUHOM,
UMEIOIUM IIPaBO Ha IOJIYYEHHE COLMAIBHON YCIYIH, 3asBICHHUS Ha MOIYy4YEHUE
COLMANbHOW YCNYTH, TMpPEeAYCMOTPEHHOM myHKToM 1 wactd 1 craten 62
@enepanpHoro 3akoHa ot 17 mions 1999 roma Ne 178-®03 «O rocynmapcTBeHHOMR
COLHAJIEHOM MOMOIIM», C HCIONB30BaHMEM »JJIEKTPOHHOro cepTHdHukarta (manee
HMEHYIOTCS COOTBETCTBEHHO — IPaXkJaHHH, 3asdBJICHHE Ha MOJy4YEHHE COLIMAJIBbHOMN
YCIyTH).

4. B cimyuyae ecnau 3aKynmka MeQUIMHCKON NpoXyKIMH, npuobperaeMoil c
HCIIOJIE30BaHUEM DIIEKTPOHHOTO cepTU(HUKATa, He OCYIIECTBIIAIACH, THOO Mpoleaypa
OCYIIIECTBJICHHS 3aKyIKM TaKOH MEIULMHCKOM NpOAYKLMH HE COCTOsUIach, aubOO
3aKylKa TaKOM MEAMLMHCKON MPOAYKLHUH OCYIIEeCTBIANAch Ooyee yeM 3a 3 roaa 1o
JAHA TI0JaYd TpaXJaHUHOM 3asBICHHS Ha IOJy4eHHE COLMAIBHON YCIYTH,
npefeinbHas CTOMMOCTh  (TIpedenbHBIM  pa3sMep OIUIaThl) COOTBETCTBYIOIIEH
MEIMIIHHCKOH MPOAYKUHH OIpEeNesIeTCA IO pe3ylibraraM IOCICJHEH [0 BpEMEHH
OCYILIECTBJICHHUS 3aKyIIKH OJHOPOJHON MEJUIIMHCKOM MPONYKIHH, pHOOpeTaeMoii ¢
UCIOJIB30BAHUEM IJIEKTPOHHOTO cepTU(duKaTa, HHGOpMaLUs 0 KOTOPOH pazMelleHa
B eIMHOH HHGOpPMALMOHHOW cHcTeMe B cdepe 3aKylmoK, MPOBEAEHHOH JFOOBIM
apyruM cyosektoM Poccuiickoit ®epeparnm, pacrnolioXeHHBIM B mpejesiax
TEPPUTOPHUHU Y palIbCKOTO deaepaibHOro OKpyra.

5. B cnyuae ecnM 3akynka MeXUUMHCKOM NpOAYKUHH, NpuoOperaeMod ¢
UCIIONB30BAHMEM  JJICKTPOHHOrO  cepTuduKara, B Mpefenax Y paabCKOTo
¢enepalbHOrO OKpyra He OCYILIeCTBIsAiach, JHOO mNpoueAypa OCYIIECTBICHHS
3aKYNKH TaKOM MEIULIMHCKOM MpONYKLHUH HEe COCTOSLIach, JUOO 3aKyIllka TaKoOH
MEIUIMHCKON NPOAYKLMH OCYHIECTBIsIAch Oonee 4eM 3a 3 roja A0 NaThl MMOJA4H
rpaXxJaHUHOM 3asBIE€HHS Ha MOJNy4CHHE COLMAIBHOM YCIOyrd, ImpeaenbHas
CTOUMOCTh (TpelenbHBIE pa3Mep OIUIaThl) COOTBETCTBYIOIIEH MeIHLUHCKORM
IPOAYKIIHH OIpeNeIsseTCs 10 pe3yJbTaTaM IOC/IeNHEN 110 BPEMEHH OCYIIECTBICHUA
3aKyIIKH  OJHOPOZHOM  MEOUUMHCKOW  NOpOAyKLUHM,  InpHoOperaeMo ¢
MCIIOJIb30BAHHEM JIEKTPOHHOIO ceptu(ukaTa, HHGOpMalUs O KOTOPOil pa3MelleHa
B eAvHOM HMH(OpMALlMOHHOH cHucTeMe B cdepe 3aKymoK, MPOBEAEHHOH JIHOOBIM
ApyruM cyosekToM Poccuiickoit @eneparum.

6. Ecmm 3akynka MeAWIMHCKOM  HpOXYKLMH, NpHOOpeTaeMoii ¢
HCIIOJIL30BaHMEM 3JIEKTPOHHOTO cepTU(HUKaTa, B Ipejenax Tepputopun Poccuiickoi
Qenepauud HE OCYLIECTBIANIACh, TO 3a MPEIEIBHYI0 CTOMMOCTh (IpeAebHBbIM
pasMep oOIIaThl) COOTBETCTBYIOIIEH MEQUIMHCKOH MpPOAYKHHH I[PHHAMAETCH
MaKCUMallbHOE 3HaYEHHE LIEHBI 110 JaHHBIM I'OCYJapCTBEHHOT'O peecTpa NpeaesibHbIX
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OTIIyCKHBIX L€H ITPOU3BOJUTENIEH Ha JIEeKapCTBEHHbIE Ipenaparthbl, BKIIOYEHHbIE B
IepeueHb >XH3HEHHO HEOOXONMMBIX M Ba)KHEHIIUX JIEKAPCTBEHHBIX INpeNapaTosB,
c(OpMHPOBaHHBIH B COOTBETCTBUH ¢ DelepanbHbIM 3aKOHOM OT 12 ampens
2010 roga Ne 61-03 «O6 obpaliieHHH IEKaPCTBEHHBIX CPEACTBY.

7. He nomyckaeTcst HCIIONIB30BaHKE IS ONPENEIeHHs NPEAEIbHON CTOMMOCTH
eIMHULbl  (TIpelenbHOro  pa3Mepa  OIJIAThl)  MEJAMIIMHCKOM  NPOJIYKIIUH,
NpHOOpeTaeMoOil C HCITONB30BaHHEM 3JIEKTPOHHOro ceptudukaTta, HHGOPMAIMH O
3aKyllKaX OJIHOPOAHOH MEIUIMHCKOM NpPONYKIHHM, B OTHOIIEHHUHA KOTOPBIX
NPUMEHUINCh aHTUACMIIMHIOBBIE MEpBl B COOTBETCTBHHM C 3aKOHOAATEILCTBOM
Poccutickoit @enepanivu 0 KOHTPAKTHON cucTeMe B cdepe 3aKyrnoK TOBapoB, pabor,
yclyr i obecrneyeHus rocy1apCTBEHHBIX U MyHUIIUTIAJIBHBIX HY XK.



