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00 yreep:xaennn MeTogH4ecKHX yKa3aHHH
N0 OCYLIeCTB/JI€HHIO HCTIOJIHHTE/IbLHLIMH OPraHaMH Cy0bLeKTOB
Poccuiickoii ®eaepanun nepefaHHbBIX MOJTHOMOYHI 0 OPraHH3aLHH
obecnevyeHus rpakIaH, BKIYeHHbIX B DegepajbHblil perncTp JHL, HMEIOMHX
NpaBo HA NOJIyYeHHe IroCy1apCTBEHHOH COHAILHON NOMOIIH, JIEKAPCTBEHHBIMH
npenapaTtam AJS MeAHUHHCKOro NPHMEHEHHU s, MEAHIIHHCKHMH H3AeTusIMH,
a TaKiKe ClelHAJTH3HPOBAHHBLIMH NPOAYKTAMH JIeYeOHOr0 MHTAHHSA JJI51
JeTel-HHBAIH/I0B, B TOM YHCJIe ¢ HCNOIb30BAHHEM JIEKTPOHHOTO cepTHdHKATa

B coorseTcTBHH ¢ myHKTOM 2 YacTH 7 ctathu 4! denepansHoro 3akona ot 17 urons
1999 r. Ne 178-@3 «O rocynapcTBEeHHOH COUMATBHOM IOMOIIMY», MYHKTOM 3 YacTH 5
cratek 3 DenepansHoro 3akoHa ot 30 mexabps 2020 r. Ne 491-®3 «O mpuobperenuu
OTAETBHBIX BUIOB TOBAPOB, paboT, yCIIyT ¢ HCIONB30BAHHEM JJIEKTPOHHOIO CEPTH(HUKATaY
u myEKTOM 1 Ilonoxenus o MunucTepcTBe 3/paBooxpaHenus Poccuiickoi Meneparm,
YTBEPXKAECHHOro nocraHosiaeHueM [IpaBurenscta Poccuiickoit @eneparnyu ot 19 uons
2012r. Ne 608, mpu K a3 5l Bal: |

1. YTBepauth mpmiaraeMble MeTOAMYECKHE YKa3aHMS IO  OCYIIECTBICHHIO
MCTIONIHUTENBHBIME ~ OpraHamMu  cyObekToB  Poccmiickoii @emepanuu  mepesaHHBIX
TIOJIHOMOYMH II0 OpraHW3aluu OOeCledeHHs TIPakKJaH, BKIIOYEHHBIX B DemepasbHbIiA
PETUCTD JIKL, UMEIOMIKX MPaBoO Ha IOdy4eHHE TOCYNapCTBEHHON COLMAIbHOM IOMOIIH,
JEKapCTBEHHBIMU IpernapaTaMM [JIi MEAWLKWHCKOTO IPHUMEHEHUS, MEIAULHUHCKUMH
U3JIENMAMH, a TaKXe CHELMalu3HPOBAHHBIMU TPOIYKTaMH JIe4eOHOTO IMTAHUS
JUIs NeTeH-WHBAIUIIOB, B TOM 9UC/IE C HCIOTB30BAHHEM 3JIEKTPOHHOTO CEPTH(UKATA.

2. TlpusHaTe yTPaTWBIIMMM CHIY HpUKa3sl MUHHMCTEPCTBA 3IPaBOOXPAHCHHS

Poccuiickoii ®enepanmu:




or 23 oktsabps 2019 r. Ne 8771 «OO0 yTBepkAeHUH MeTOAMYECKUX YKa3aHHA
o OCYIIIECTBICHHUIO opraHamu rocyJapCTBEHHOM BIIACTH CyOBEKTOB
Poccuiickoit Defepanny IepelaHHBIX MMOJHOMOYWN II0 OpraHU3alud OOeCHEeYeHHs
rpaXkJaH, BKIIOUYEHHBIX B DefepanbHbIA PETUCTDP JIMI, UMEIOIINX TIPaBO HA TONy4YeHHE
roCyIapCTBEHHOM COLMaNbHOM OMOILHY, J1€KapCTBEHHBIMHU NpernapaTaMu, MEAMIIMHCKUMHU
U3IEIUAMH, 4 TAK)KE CIIEIHATH3APOBAHHBIMY MTPOAYKTaMH Je4eOHOrO MUTaHHs I NeTeH-
HMHBAJIMIOBY (3aperucTpUpoBaH MHUHHCTEPCTBOM IocTULUH Pocculickoii Penepauuu
16 anpenst 2020 r., peructpanuoHHsi Ne 58109);

or 22 ceutsopsa 2020 r. Ne 10025 «O BHeceHMH HM3MeHEHUH B MeTtoauyeckue
yKa3aHHsd 110 OCYIIECTBJIEHHIO OpraHaMd TOCYJapCTBEHHOH BIAcTH CyOBEKTOB
Poccuiickon @enepaumd' NepeaHHbIX MOJHOMOYMHM II0 OpraHW3allud OOecHeYeHus
rpaXkaaH, BKIIOUeHHBIX B DeliepalbHBI PEruCTp JIML, HMEIOLIMX MPaBO Ha IMOIy4YeHHE
rocyIapCTBEHHON COLMANbHOM MOMOIIY, JEKapCTBEHHLIMHU IIPENIapaTaMu, MeTUITHHCKUMHA
U3LEIUSIMH, a TaKkKe CIeNHATM3HPOBAHHBIMY - IIPOTYKTaMHU JIe4eOHOrOo IHTaHUs
Ui OeTeH-WHBATUIOB, YTBEPXKICHHbIE MpPUKa3oM MHUHHCTEpCTBA 3ApaBOOXPaHEHUS
Poccuiickoit ®enepanurr ot 23  oktabps 2019 1. Ne877H» (3aperucTpvpoBaH
MunncrepcTBoM rocTrimn Poccutickoit @eneparun 14 suBaps 2021 r., perucTpaioHHLINA
Ne 62086).

3. Hactosmmii mpuka3 BCTymaeT B cuily ¢ 1 sHBaps 2025 rona.

MunucTp M.A. Mypauiko



YTBEPKXJIEHBI

npuka3zoM MuHHCTEPCTBA 3paBOOXPaHEHUS
Poccnﬁc;goﬁ Qenepanuu ‘
oT «d » /{M{{(};’/ZJ 2024 r. Ne ﬁ/ /7

MeTtoauveckue ykazanus
M0 OCYIIEeCTBJIEHUI0 HCTOJIHUTEIbHBIMU OPraHaMH Cy0bEeKTOB
Poccniickoii @eaepannu nepeaaHHbIX NOJHOMOYHH 10 OPraHHU3ALHHA

obecrmeveHNs rpaxkaaH, BKJIKYeHHbIX B PeepalibHbIH PErucTp JHI, HMEIMHX

NpaBo HA HOJIYYeHHE IoCyAapCTBEHHOH COUHANBLHON NOMOIIH, JIeKAPCTBEHHLIMH
npenapaTamMy AJsi MeAHLHHCKOT0O NPMMeHEeHHUs, MEIHIIHHCKHMH H3eJIHAMH,
a TaK)Ke CMeHATH3HPOBAHHBIMH NPOAYKTAMH J1e4eOHOIr0 MUTAHMSA AJIA JeTe-
HHBAJH/I0B, B TOM 4YHCJI€ ¢ HCNOJIb30BAHHEM 3JIeKTPOHHOIO cepTU(PHKaTa

1. Hacrosimme  Meroanmdeckne  yKa3aHHS  YCTaHaBIMBAIOT  TpeOOBaHUS
K OCYIIECTBIEHUIO HCHOJNHUTENBHBIMH OpraHaMu cyOwbekToB Poccuiickoit ®exnepanuuy,
oTpeielIeHHBIMH BBICIINMH JOJDKHOCTHBIMH JIHLIaMH cyObekToB Poccuiickon ®eneparuun
(pyxoBOOUTENIMH BBICIIUX HCTIOJTHUTEbHBIX OpraHoB CyOBEKTOB
Poccuiickoii @enepanmy) W agMMHMCTpauued ropona  balikoHypa (nmamee —
UCTIOJTHUTEIbHbIE OpraHbl CyObEKTOB), NIepeJaHHbIX UM JJISl OCYIIECTBIEHUS MTOTHOMOYHM
Poccutickoii ®eaepaunn B 00JacTH OKa3aHHUS TOCY/JAPCTBEHHOW COIMABHOM ITOMOIIN
B BHAe Habopa couManbHBIX YCIyr, B 4YacTU OpraHu3allMd OOecCIedeHHs TIpaxiaH,
BKIIOYeHHBIX B DenepanbHblli pEerucTp JHIL, HMEIOLMX I[PaBO Ha [OJIy4YeHHUe
rOCylapCTBEHHOM  colpanbHOi  momowrn' — (nanee —  DemepanbHBIl  perucTp),
Y HE OTKa3aBILUUXCS OT MOJTYYEHUs] COLUHMATIBHON YCIyTrd MO 00ECIIEYeHUIO B COOTBETCTBHH
CO CTaHAapTaMH MEIUIMHCKON MOMOIIM HEOOXOUMBIMHU JIEKapCTBEHHBIMH TTperapaTamMmu
JUTsl MEJTMLIMHCKOrO IPUMEHEHUsI B 00beMe He MeHee, YeM ATO NMPEAYCMOTPEHO TepeuHeM
KHU3HEHHO HEOOXOIUMBIX U BaKHEHWIIMX JIEKAPCTBEHHBIX IIpenapaToB, C(OPMHUPOBAHHBIM
B coorBercTBUM ¢ DepepanbHeiM 3akoHOM oT 12 ampenss 2010 roma Ne 61-P3
«O6 ofpallieHnH JeKapCTBEHHBIX CPEJICTBY, MO pelenTaM Ha JeKapCcTBEeHHBIE Mpenaparsl,
MEIUIMHCKUMHU H3JEIUsMH 10 pelentaM Ha MEJMUMHCKHE UW3/elus, a TaKke
CIIEIMATTN3UPOBAHHBIMH MIPOLYKTAMH JIeueGHOro IUTaHMs I AeTeld-uHBanu 0B (qanee —
ColMalIbHAasl yCJIyra), B TOM YHCJIe C UCIIOJIb30BaHNEM AJIEKTPOHHOIO CepTU(HKATA.

2. llenpro HacTosmMXx Meroauuecknx YyKa3aHHMH SBISIETCS HNpeayNpexiaeHUe
HapylleHuid TpeboBaHMII  3akoHonaTenbcTBa  Poccwiickodt Penepaliii H  HMHBIX
HOPMATHBHBIX IIPABOBBIX AKTOB O TIOCYAApCTBEHHOW COLMAIBHOW IIOMONIM, a TaK¥Ke
noBbilIeHHE 3 (HEKTUBHOCTH pacXoJ0BaHMs CPEACTB (heepalibHOro OloIKeTa.

3. K nonromouusim Poccuiickoii @enepauuu B 0671acTH OKa3aHUs roCyqapCTBEHHOM
COLIMAIIbHOM ITOMOLLY B BUJIe HA0Opa COLMATILHBIX YCIIYT, IepeJaHHbIM IS OCYILIECTBICHHS
UCIIOJIHUTEIBHBIM ~ OpraHaM CyOBEKTOB, OTHOCSATCA  CIEAYIOUIME  IOJIHOMOYMS

! Cratbs 6.4 ®epepanbHoro 3akoHa oT 17 monsa 1999 r. Ne 178-®3 «O rocyaapcTBeHHOM COLMANBLHON MOMOLIMY
(nanee — ®enepanbHblii 3akoH Ne 178-03).
2 Tyukr 1 yactu 1 crateu 6.2 @epepansHoro 3akoHa Ne 178-D3.
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no opraHu3anuu ofecreueHHss Tpak[aH, BKIIOYEHHBIX B MDenepalbHBIH perucIp
¥ HE OTKa3aBIIMXCSA OT IIOJIyHeHHS COLMAIBHOW YCIYTH JIEKapCTBEHHBIMU IIperapaTamu
IS MEAMIMHCKOTO  TpUMEHEHHS,  MEAMIIMHCKMMHM  M3JeNusMH, a  TaKkke
CIEeLMATA3UPOBAHHBIMY POXYKTaMH JiedeOHOro IUTaHMs i JAeTeH-MHBAIUIO0B (Janee —
nepeaHHbIe TIOJTHOMOYHS ) : | |

1) ocyIecTBIEeHHE 3aKYIIOK (B TOM YHCJIe OpTaHU3alMs ONpeAeNeHus MOCTaBIINKOB)
JeKapCTBEHHBIX TpenapaTroB Ui MEIUIHMHCKOTO MPUMEHEHHUs, MEAMLMHCKUX W3JeNNH,
a TaKXKe CHEIHaIM3UPOBAHHBIX MMPOIYKTOB JieueOHOro NUTAaHUs AJIS AeTeH-MHBAIH/IOB;

2) opraHuzaniss  obecrieyeHHs]  HaceJeHUS  JIEKQpCTBEHHBIMU  IIperaparaMu
IS MEIMUMHCKOTO  NpUMEHEeHMs,  MeJMLUUHCKUMH  M3JeNHsiMH, a  TaKke
CIEIHATU3UPOBAHHBIMH  TPOAYKTAaMH JiedeOHOro MHTAaHWS IS JAeTed-WHBAIUIIOB,
3aKyIUICHHBIMH IO TOCYJapCTBEHHBIM KOHTPAKTaM.

4. ®unaHcoBoe olecliedeHHe pAacxoJOB Ha  OCYILISCTBICHHE  IlepelaHHBIX
[IOJIHOMOYMIA OCYIIECTBISETCS 3a CYeT CPelCTB, IPedyCMOTPEHHBIX B (eaeparbHOM
OrojpKeTe Ha COOTBETCTBYIOIIMK TOJA, Ha OKa3aHWe TpaXgaHaM, BKJIIOYEHHBIM
B @elepalibHBIN PETHCTP, COIMMAIBHOM YCIyrH MO O00eCNeYeHHUIO JIeKapCTBEHHBIMU
npenaparamMi Ui MEAUIUHCKOro IMPUMEHEeHUs 10 pelenTaM Ha JeKapCTBEHHBIE
npernaparsl, MeIMLMHCKAMU U3JEIHUSIMU 10 pelenTaM Ha MeJUIMHCKUe M3ICNHs, a TaKkKe
CIIENUAIA3UPOBAHHBIMU [IPOAYKTAMH J1e4e€6HOr0 MATAHMUS IS JeTeH-HHBAIU0B? .

5. CpenctBa Ha OCYLIECTBIICHUE IM€peJaHHBIX IOJTHOMOYHMHA IpPEeAyCMaTPHBAKOTCS
B BHIE CyOBeHIMIA U3 penepanbHOro OropKera.

6. O0Mii 00BeM CpeaCTB, MPEIyCMOTPEHHBIX B (elepalbHOM OIOKETE B BHJE
cyOBeHuuii Owomxeram cyOwsekToB Poccuiickoit @enepanun u ropony baiikoHypy

(mamee — cyOmexTsl Poccuiickoit @epepaiui) Ha OCYHIECTBICHHE IepeJaHHBIX
MIOJTHOMOYHH, OTpeieNieTCss UCXOAS U3:
1) uncnenHocTn  rpaxnaaH, — BKIOYeHHbBIX B DejepaibHBIH  pErucTp,

Y HE OTKa3aBIIHUXCA OT MOJYYEHHUS COLIMAIbHOMN YCIyTH,

2) HopMaTuBa (DUHAHCOBBIX 3aTpaT B MECAIl Ha OJHOTO TIPaXIaHHHA, BKIIOYEHHOTO
B DestepanbHbiii perucTp, MOMYYAIOLIErO I'OCYIAPCTBEHHYIO COLUAIBHYIO TIOMOIIS B BHE
COLMAJIBHON YCIyI'd, YycCTaHaBiIuMBaeMoro exerogHo IIpaBurtensctBoM Poccuiickoit
Denepanyn’.

7. CpencTsa Ha OCyIIECTBIIEHHE TI€pEAaHHBIX TOTHOMOYMIT HOCAT LEeNIeBOi XapakTep
U HE MOTYT OBbITh MCIIOJIB30BAaHbI HA IPYTHE LENTH.

8. 3asBKM Ha IlepeduciieHne cyOBeHLUH U3 ¢enepanbHoro OrpkeTa Ha PUHAHCOBOE
obecneyeHre OKa3aHMS TpakJaHaM, BKIHOYeHHBIM B DenepanbHBIA perHcTp, COLMANBHOMN
YCIYTH, NPEICTABIAIOTCS MCIIONHUTEIbHBIMU OpraHaMu CcyObeKTOB B MUHHCTEPCTBO

3 Yacte 1 craten 4.1 OenepansHoro 3akoHa Ne 178-03.

* BeloMCTBeHHast CTPYKTypa pacxoos ¢enepanbHoro Gomketa Ha 2024 rog W Ha mmaHoBslii mepuox 2025
u 2026 ronos (npunoxenue Nel2 k ®egepanbHoMy 3akoHy oT 27.11.2023 Ne 540-03 «O denepansHom Gromkere Ha 2024 rog
Y Ha naHoBbli nepuon 2025 u 2026 roaosy).

° Yacte 3 crathi 4.1 ®enepansHoro sakona Ne 178-@3, Metoauka pacdeta 06beMa CPEeICTB, IPEIyCMOTPEHHBIX
Ha ¢uHaHCcOBOe obecrevyeHHe PacXomOB MO MPEZOCTABIECHHIO I'PaXIAHAM T'OCYJapCTBEHHONM CONMATbHOH MOMONIM B BHIE
Habopa COUMANBHBIX YCITYT, yTBEpXKAEHHAA NOCcTaHOBeHHeM IIpaButenscrsa Poccuiickoit @enepaunn ot 29 nexabps 2004 r.
Ne 864 «O nopsanke ¢uHaHCOBOro 0OECHEYEHHS PacXOIOB MO MPeJOCTABICHUIO TPaX[AaHaM rocylIapCTBEHHON COLMATbHOIl
NOMOWM B BHAE Habopa COLMANBHBIX YCIyr» C W3MEHEHMAMH, BHECCHHBIMH [IOCTaHOBNEHHMeM IIpaBHTENbCTBA
Poccuiickoii ®eneparuu ot 30 HoaOps 2022 1. Ne 2176.



3npaBooxpaHeHus: Poccuiickoit denepanuu B TeueHHe NMATHAAUATH paboyuMX JHEH CO JHS
opuumansHoro omybnukoBaHus akToB  IlpaButenbctBa  Poccuiickoit @enepaunu
O pacmpeelieHUd CyOBEHIMH, BHECEHHH H3MEHEHHl B paclpejelieHHe CyOBCHLMH
o dbopme, YTBEPXKAESHHOU npukazoM  MuHUCTEpCTBa  3/ApaBOOXPaHEHUs
Poccuiickoit ®enepanuu ot 8 mrons 2020 r. Ne 55508,

9. UcnonHuTenbHble OpraHbl  CyOBEKTOB IMpENCTaBISIIOT B MUHHCTEPCTBO
3npaBooxpaHeHus: Poccuiickoit @enepanun exekBapTalbHO, He mno3fHee 10-ro uucna
MecsIa, CJIeAYIOIero 3a OTYETHBIM KBapTalloM, OTYEeT O pacxojiaX O0/IKETOB CYOBEKTOB
Poccuiickoii @efepauny, UCTOYHUKOM (PUHAHCOBOTO OOECHedYeHHs] KOTOPBIX SIBISETCS
cyOBeHIIus, B cooTBeTcTBUM ¢ [IpaBunamu npenocraBineHus cyOBeHINNA U3 denepaabHOro
Oromxkera OromkeraM cyObekToB Poccuiickoit @enepauuu u Oroxety r. baiikoHypa
Ha (uHAHCOBOE obecrnedeHHe OKa3zaHMsl OTHEIBHBIM KaTeropusM TpaxaaH COLMaIbHOM
YCIIyTH 110 00€CIIeYeHUIO JIEeKapCTBEHHBIMU MpenapaTaMy A1 MEJULIUHCKOTO TPUMEHEHUS
II0 pelenTaM Ha JICKApCTBEHHbIE IpenapaTsl, MEAULUHCKUMU H3JETUSIMH 0 pelernTam
Ha MEAMIMHCKHE H3[eNMs, a TakXKe CIEelHaIU3UPOBAHHBIMU IPOJYKTAMH JI€4eOHOTO
NMTaHUS Ui AeTel-uHBanumoB’ (manee — IlpaBuna npenocTaBieHUs cyOBEeHIIHIA )
no dopwme, YTBEpKAECHHOM NpuKazoM  MuHucTepcTBa  3/paBOOXpaHEHHUS
Poccuiickoii ®enepauun ot 15 asrycra 2018 r. Ne 53318,

10. Otyer 006 OCYIIECTBIEHHM HCIIOJHUTEIBHBIMH OpraHaMHd CYOBEKTOB
IepeaHHbIX TOJIHOMOYMM npenacTasisgerca B OenepanbHyro cnyx0y 1o Haazopy B chepe
3paBOOXPaHEHUs KaX bl KBapTal U 110 UTOraM 3a roj o 15 ducia Mecsna, clienyiomero
3@ OTYETHBIM NEPHOJOM .

11. Ouenxka 3¢peKTUBHOCTH M Ka4eCTBa OCYIIECTBIESHUS UCIIOJHUTEIBHEIM OPIaHOM
CyObekTa MepelaHHOro TOJHOMOYMs ONpedeNseTcss KaKk CymMma IIoKasaTrelel
>QQEeKTUBHOCTY M KadecTBa BBINOJNHEHHS cyObekToM Poccuiickoii ®eneparyn

6 3aperucrpuposan MusnctepctBoM toctiumn Poccuiickolt ®enepauuu 16 centsbps 2020 r., perucTpanMOHHbII
Ne 59909.

7 IToctaHoeneHnue [pasurensctBa Poccuiickoii ®enepauyn ot 27 asrycra 2014 r. Ne 865 «O6 yrsepxaennu [Ipapun
npenocTapiieHus cyOBenuuit u3 denepanbHoro Oromxera OrouketaM cyGbextoB Poccuiickoit ®enepaunn U GlomKeTy
r. balikoHypa Ha (JuHaHCOBOE OOecreYeHNe OKa3aHHA OT/AEIbHEIM KaTeropHsM rpaXk1aH COUMANLHOM YCIyTH No 06ecreueHHIo
JIEKapCTBEHHLIMH NpeTiapaTaMH JUTA MEJIMIMHCKOTO MMPHMEHEHHS 110 PELIEHTaM Ha JIEKapCTBEHHbIE MPENapaThl, MeJHLUHCKUMU
H3JENUAMM 110 PelenTaM Ha MEIMUMHCKHE HW3Je/uA, a Taroke CHelHalTH3UpOBaHHBIMU MPOAYKTAMM JIie4eOHOro NMUTaHHA
IS JETeH-MHBATMIOB U O NPH3HAHWM YTPAaTHBLIMMHM CHIly HEKOTOphIX akToB [IpaButensctBa Poccuiickoii @enepaimm»
C U3MEHEHUAMH, BHECEHHBIMH I0CTaHOBJIeHHeM TIpaButenscTa Poccutickoii @enepanun ot 20 despans 2024 r. Ne 191.

¥ ZapeructpupoBan MutncrepctBom toctuuuu Poccuitckoit ®enepammn 10 oktaéps 2018 r., PErHCTPALIMOHHBINA
Ne 52389.

% Tynkr 4 Ilopsiaxka NMPEACTABICHUS OTYETOB 00 OCYIIECTBJIEHMHM OPTraHaMH roCyIapCTBEHHON BIACTH CYObEKTOB
Poccuiickolt ®enepauun nepefanHbIX MNojiHoMouuii Poccuiickoit ®enepauun mo opraHuzaumy oOecredeHMs TpakiaH,
BKJIIOYeHHbIX B DefepanbHElil PerdcTp ML, UMEIIIMX MPaBo Ha MOJNYYEHHE [OCYHApPCTBEHHON COUMANBHON TOMOLIH
JEKapCTBCHHBIMH TPEMapaTaMu, H3AEIUAMHM MEIHMUHMHCKOrO Ha3HauyeHus, a TaKKe CHELMAIM3MPOBAHHBIMH IIPOLYKTAMH
7e4eOHOro NUTaHUs 471 J€Tel-WHBAIMAOB, H OTYETOB O PACXOJOBAHMM MPENOCTABICHHBIX CYOBEHUMi HA OCYILECTBICHHE
OpPraHoM rocynapCTBEHHOM BiacTH CyOnekta Poccuiickoit defepauuu nepenaHHBIX moiaHoMouwit Poccwiickoit @enepauyu
MO OpraHu3auMu oOecredeHus IPaxIaH, BKIIOYEHHbIX B (DelepasbHblif PErHCTp JMLU, MMEIOWHMX NPaBO Ha INOJyueHHEe
rocyJapCTBEHHOM COLMANLHON MOMOUIM JIEKAPCTBEHHBIMHM TpernapaTaMy, W3AeNHAME MEAULMHCKOTO HA3HAYEHMS, a TaKkkKe
CICLMATH3UPOBAHHBIMM TIPOAYKTAMH JIEU€OHOTO NUTAHKsA s AeTel-MHBAINIOB, YTBEPXKACHHOTO NPHKa3oM MMHACTEPCTBA
3ApaBOOXPaHCHMS M COLMaNbHOrO passuTus Poccuiickoil ®enepaunu or 29 mexabps 2007 r. Ne 816 (3aperucTpupoBan
MuHuctepcTBoM tocTHIMK Poccuiickoit @enepauun 28 siwaps 2008 r., peructpaumondsiii Ne 11022), ¢ u3MeHEHUsIMH,
BHECCHHBIMH  NPUKA30M MHHHCTEPCTBA 3paBOOXpAHEHMS ¥  COLMANLHOTO pasBuThsi  Poccuiickolt  Degepauun
or 4 despand 2011 r. Ne 790 (3apeructpupoBaH MunucTepcTBoM tocTuimn Poccuiickoit ®enepauuu 23 mapra 2011 T,
peructpatmonHslil Ne 20252).
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MEPOIPHUATHUI, HANIPABJIEHHBIX HA PEAN3alIMIO IePEIadHbIX OJTHOMOuM! .

12. Ocy1iecTBiieHHEe 3aKyNOK JIEKAPCTBEHHBIX MNPENapaToB IS MeIMIIHHCKOro
OpUMEHEeHUs, MEAMLMHCKUX M3[eNHi, a Takke CHNeldaTu3upOBaHHBIX IIPOIYKTOB
Ne4eOHOro NUTaHus AN JeTeH-WHBAIUIOB OCYIIECTBISICTCS HMCXOJS W3 YHCIEHHOCTH
rpakJiaH, BKJIIOYEHHbIX B DefepainbHbIN perucTp.

13. Yyer npaBa Ha NOJy4YeHHE COLMAIBHOW YCIYrM OCYIIECTBISETCS IO MECTY
KUTENbCTBA IPaXKIaHNHA, BKIIIOUeHHOTro B DenepanbHblil perucTp, ¢ AaThl YCTaHOBIEHHUS
€My B COOTBETCTBHHM C 3aKOHOIATeNbCTBOM Poccuiickoit ®enepanuu'' exemecsuHoi
JICHEXHOM BBITLIATHI 2.

14. I'paxxanvH, BKIIOYEHHbI B denepanbHbBld PerucTp, HMEIOLIHA MpaBo
Ha IOJIyY€HHEe COIMAIBHOM YCIYrH, MOXXET OTKa3aTbCs OT €€ IMOJy4eHHs, OOpaTHBIIKNCH
C 3asBJICHHEM B TeppUTOpUaNbHBIM opraH POoHJa TMEHCHOHHOIO H COLMAIBHOIO
crpaxoBanus Poccuiickoit @enepanuu, ocyleCTBISIONMN eMy €XeMeCSIHYI JeHEXHYIO
BBIILIIATY.

15. Opranuszauus obeclieueHus rpakaaH, BKIIOUYEHHbIX B DenepanbHbIi peructp,
JIEKapCTBEHHBIMH IIpenapaTaMHd JUIsi MEJHIMHCKOro NPHMEHEHHS, MeIUIIMHCKUMU
U3/ICNIASMH, a TAKXKE CTIeMAIM3UPOBAHHBIMU NMPOAYKTAMHU JIeYeOHOr0 MUTAHUS IS AETEH-
MHBAJIUJIOB, OCYLIECTBIISAETCS UCIIONHUTENbHBIMA OpraHaMHi CYOBEKTOB B COOTBETCTBHHU
C NOpsAAKaMH OKa3aHWsl MEIMLUMHCKOHW ITOMOILNH, C YYeTOM CTaHIapTOB MEIULHHCKOM
IIOMOILIY, HA OCHOBE KIIMHUYECKUX PEKOMEHJAlMM, a TakKe B OTHOLIEHUH JIEKApCTBEHHbIX
IpenapaTtoB s MEIMUMHCKOrO IPUMEHEHHUs, CHEIUaTN3UPOBAaHHBIX IMPOAYKTOB
neyeOHOro MUTaHUA AJIS IeTEH-UHBAIUIIOB C YYETOM CpeIHe KypCOBOM J103Bbl.

16. I'paxxnane, BkimtoueHHble B DenepanbHblii  perucTp, obGecreYnBaroTCs
JIEKapCTBEHHBIMM TIpenapaTaMu i1 MEJULUHCKOrO0 NpUMEHEeHHs B o0beMe He MeHee,
YeM JTO MNOpPeAyCMOTPEHO NepeYyHeM IKH3HEHHO HEeOOXOOMMBIX M  BaXKHEMIIUX
JIEKapCTBEHHBIX IIPENapaToB, CPOPMHUPOBAHHBIM B COOTBETCTBUH ¢ DeepaabHbIM 3aKOHOM
or 12 ampens 2010 1. Ne61-O3 «OO6 oOpamieHuH JEKApCTBEHHBIX CPEICTBY,
MEJUUMHCKMMH M3JENHsAMH B COOTBETCTBUM C TI€PEYHEM MEIULMHCKUX W3HEIHH,
OTIYyCKaeMbIX MO pelenTaM Ha MEIULMHCKHE M3JeNUs NpH NpeRocTaBieHun Habopa
COITHATBLHBIX YCIyT, YTBEPXJCHHBIM pacnopsiKkeHHeM ITpaButenbcTBa
Poccuiickont ®enepanun ot 31 pexabps 2018 1. Ne3053-p, a  Takxke
CIIEUAJIM3UPOBAHHBIMUA TNPOAYKTAaMHU JIe4eOHOro IMTaHud MUid  JAeTeli-UHBAJIUIOB
B COOTBETCTBUM C IIEPEYHEM CIEHAIU3UPOBAHHBIX MPOAYKTOB J€4eOHOr0 IUTAHHUS
JUIST JleTe-UHBAIHJIOB, YTBEP>KI€HHBIM pacropsiKeHueM IIpaBuTenncTBa

' TIpunoxenne Ne2 x TlopsiaKy OCyuIeCTBIEHHS KOHTPONA 3a 3(B(EKTHBHOCTBHIO M KaYeCTBOM OCyLIEeCTBACHUS
OpraHaMH rocylJapcTBeHHOMH BracTu cyGbekToB Poccuiickoii Denepauuu nepenaHsbix nomHoMouuii Pocceuiickoit @enepauuu
B 001aCTH OKa3aHus rOCY/apCTBEHHOM COLMANBHON MOMOLIH B BUe Ha00pa COLMANLHBIX YCIYT, YTBEPXKIEHHOMY MPHKA30oM
MuHncrepcTa 31paBooxpaHenus Pocculickoit ®enepauny ot 6 mas 2022 r. Ne 3120 (3aperucTpipoBa MUHKCTEpPCTBOM
toctuunn Pocceniickoit @eaepauuu 1 mrons 2022 r., peructpauoHHbIN Ne 68687).

1 AIMHHHCTPATHBHBI/ DETJIAMEHT MpEeJOCTABICHUA |ICHCHOHHBIM tonmom  Poccuiickoii  @enepauuu
rOCYJapCTBEHHOM YCIYFH MO YCTAHOBJIEHHIO €XEMECSYHOH JEHEeXKHOW BBILIATHI OTAE/IBHBIM KAaTEropHAM TIpaxaaH
B Poccuiickoit denepauuu, yTBepXKIeHHbIH nocTaHoBieHneM [lpasnenus [leHcuonuoro ¢oupa Poccuiickoit ®enepaumu
ot 19 asrycra 2019 r. Ne 414n (3apeructpuposaro MuHHCTepcTBOM I0CTULMK Poccuiickoii ®enepaunu 19 nexabps 2019 r.,
peructpauuoHHeli  Ne 56895), ¢ H3MeHeHHAMH, BHECEHHbIMM TOcTaHOBjleHWeM IlpaBnenus Iledcmonnoro @ownma
Poccuiickoit @epepaumn ot 23 cenmibpa 2020 r. Ne703m  (3aperucTpHpoBaHO MMHHMCTEPCTBOM  IOCTHLHH
Poccniickoit ®enepanun 9 nexabps 2020 r., peructpannosseiii Ne 61346).

2 Yacts 1 cTaths 6.3 @enepanbHoro 3akona Ne 178-D3.




Poccuiickoit ®eneparuu ot 11 nexadpst 2023 r. Ne 3551 -p.

17. IloTpeOHOCTH B JIeKapCTBEHHBIX NpernapaTtax s MeAULMHCKOrO MPUMEHEeHHUS,
MEIUIUHCKIX U3JIEeNUSAX, a TakKe ClelHau3UPOBaHHBIX MPOAYKTAX JeueOHOTO MTUTAHUA
JUIS IeTel-WHBAIIMO0B OINpeAeseTcss MCXOAs U3 exeMecsuHol pakTuueckoit norpeGHOCTH
rpaxaaH, BKIIOYeHHbIX B (DenepanbHBI perucTp, a Takke € y4eToM HEeOOXOAMMOCTH
(dhopMHpOBaHU HECHUXKAEMOT'0 3aIraca Ha TpH — YeThIpe MecsLa.

18. O6beM MOCTaBOK JIEKAPCTBEHHBIX TMPeTNapaToB /Il MeAUIIMHCKOTO IIPUMEHCHHS,
MEeIUIIMHCKHX H3[CNIHH, a TakXe CIHeHUaATH3UPOBAHHBIX MPOAYKTOB JISYEOHOTO ITUTAHHUS
JUISL TeTeld-uHBATHAOB (HOPMHUPYETCS UCXO/A W3 HOpMAaTUBa (PUHAHCOBEBIX 3aTPaT B MECHI]
Ha OJIHOrO TrpaxJaHWHa, BKIOYeHHOro B @DenepalbHbI perucTp, MOJyHarolero
roCyJJapCTBEHHYIO COLMAaJIbHYIO MOMOIIb B BUIE COLMAaNbHOW yCIYrd Mo obOecredeHuto
JIEKapCTBEHHBIMHM TIpenaparamMy Uil MEJIUIMHCKOTO MNPUMEHEHHUS, MeIHIIMHCKUMH
U3JICNUSIMH, a TAKXe CIelUaM3UPOBAaHHBIMHU MTPOAYKTaMH JJe4eOHOro MUTaHus JIS AeTei-
VHBAJIM/IOB, ycCTaHaBliuBaeMoro exerogHo IlpasurensctBoMm Poccuiickoit ®denepaunw,
a TaKxe JMMHTOB OIOJKETHBIX 00s3aTeNbCTB, JAOBEACHHBIX MUHHCTEPCTBOM
3apaBooxpaHeHus Pocculickoil Pepepanyy 10 HCHOJHUTENBHBIX OPraHOB CYOBEKTOB
B COOTBETCTBUU ¢ ITyHKTamu 3 u 4 [IpaBun npegoctapieHus CyOBeHIIUH.

19. C yyetoM copMHpPOBaHHBIX OOBEMOB IOCTaBOK JIGKAPCTBEHHBIX IIPeNapaToB
JUIs1 MEAULMHCKOTO NIPUMEHEHUS, MEJUIMHCKUAX U3JIENUH, a TaKkKe ClielMaln3upOBaHHBIX
IPOAYKTOB JieueOHOIro MUTAHUs 7S AeTei-WHBATUAOB MCIIOMHUTEIbHBIA OpraH cyObeKkTa
B COOTBETCTBUH C 3aKoHozAaTenbcTBOM Poccuiickoit Menepain 0 KOHTPAKTHON CHCTEME
B c(epe 3aKkymok TOBapoB, paboT, ycuyr ans oOecledeHHs TOCyAapCTBEHHBIX
¥ MYHULIMOATBHBIX HYXA'> OCYIIECTBISET 3aKyNKy JIeKapCTBEHHBIX MNPEnapaToB IiIs
MEJUUUHCKOTO IPUMEHEHHUs, MEIULMHCKUX H3JeJUi, a Takxe CIeHUaTu3uPOBAaHHBIX
HIPOYKTOB JIeUeOHOT0 MUTaHUS IS JeTeH-HHBAIUIOB.

20. UcnionuurtensHblil Oprad cyObeKTa OCyIECTBISIET KOHTPOIIb ABH)KEHUA U yUeTa
JIEKapCTBEHHBIX IPENaparoB Uil MEAULMHCKOrO NMPUMEHEHHUs, MEIUIIMHCKUX W3JeIHii,
a TakXke CIEeHUAJM3UPOBAHHBIX MPOJIYKTOB JIeUeOHOTO IHUTAHMA JJIs JeTel-WHBAIHIOB
B cyOpekre Poccuiickoii ®enepanuu 10 HOMEHKIAType, KOJHUYECTBY M CTOMMOCTH,
B TOM 4uCle (UKCUPYET OTCYTCTBHE IOTPEOHOCTH JINOO IOSBIIEHHS IOIOIHUTENBHOM
HOTPeOHOCTH B CBA3U C U3MEHEHUEM YHCIIEHHOCTH IPaXKiaH, BKIIOYEHHBIX B PenepanbHblii
pErHCTp, HM3MEHEHMEM B Ha3HA4YCHUSIX MEIWIMHCKUMU paOOTHUKAMH TpakIaHaM,
BKIJTIOUEHHBIM B DeflepalibHblii perucTp, NEKApCTBEHHEBIX MPEapaToB /s MeIHUIIHHCKOTO
OPUMEHEHUs, MEIUUMHCKUX H3JEeIHid, a TaKkKe CHeqUaTU3UPOBAHHBIX IPOIYKTOB
Je4eOHOro MUTaHus AJis JIeTeH-UHBAJTHIOB.

HcnonHuTenbHbIl oprad cyObekTa 00s3aH NPUHAMATh MeEPHI [0 0OECIeYeHHIO
IpaxIaH, BKIIOYEHHBIX B (esepanbHbIl PEerducTp, JIEKAPCTBEHHBIMH TpernaparaMu s
MEAMIMHCKOr0 MPUMEHEHM S, MEIUIIMHCKUMU U3/IeTIUSIMH, a TAKXKE CIeUaTU3UPOBAHHBIMHU
OpOAYKTaMH JIe4eOHOro MHUTaHUs U JeTei-WHBAINUAOB, B CBS3H C YeM BEJET y4eT
rpaxkaaH, BKIIOYeHHbIX B PenepanbHblil peructp, obecrnedyMBaeMBbIX JIEKapCTBEHHBIMM
npenapataM sl MEAMUMHCKOTO MPUMEHEHUS, MEOULIMHCKUMH H3AEIHAMHU, a TaKXKe
CHEUHMAIM3UPOBAHHBIMA NPOAYKTaMH JieUeOHOTO MHTAHUA IS JeTeH-UHBAIUIOB,

13 @enepanbHblil 3akon 0T 5 anpens 2013 . Ne 44-®3 «O KOHTpaxTHOl cucTeMe B cdepe 3aKynok ToBapos, pador,
YCIIyT JJ1s1 00eCHeYeHHs roCy JapCTBEHHBIX U MYHHIIUIATEHBIX HYHKI».



3aKyTUICHHBIMU IO IOCY/IJapCTBEHHBIM KOHTPAKTaM.

21.B memsx rapaHTHPOBAHHOIO HCIIOIHEHUS T[OCYJIapCTBEHHBIX COMMAIBHBIX
00s3aTENILCTB TI0 CBOEBpPEMeHAOMY U OeciiepeOOWHOMY OOeCHeUeHHIO0 Tpak/iaH,
BKIIOYeHHBIXx B DenepanbHblii  peructp,  JeKapCTBEHHBIMHM  MpernapaTamu
IUIsE ~ MEIWIMHCKOro  NPUMEHEHMs,  MEJUUMHCKUMH  M3JeNUsIMH, a  Takxke
CHENMATU3UPOBAHHBIMI  TPOAYKTaMH JIEYEOHOTO0 THUTaHUs JUIsS  JeTeH-MHBAJIUIOB,
CO3JaHuA YCIOBUU I SKOHOMHUH OFOJKETHBIX CPEICTB BO3MOXKHO IIPOBEIEHHE 3aKyIIOK
IOCPEICTBOM NPOBEIEHHS COBMECTHBIX ayKIHOHOB',

22.3a TmpemoCTaBIeHHEM pelenToB Ha JIeKapCTBeHHBIE TIpenaparbl IS
MEAMIIMHCKOTO TPUMEHEHUs, MEIUIMHCKUE H3JeNus, a TaKXe ClelHaJTu3upOBaHHbIC
NPOAYKTBI JIe4eOHOTO IWTaHUS [JS JeTel-MHBATUAOB TpaxaaHe, BKJIKOYCHHBIE
B DenepaibHblii perucTp, OOpaILLAIOTCA IO MECTy JXKUTEJNbCTBA MWIM HPHUKPEIICHHS
B MEIULUHCKHME OPraHU3alliK, OKa3bIBAIOLINE IEPBUYHYIO MEINKO-CAHMTAPHYEO IIOMOILb .

23. HazHaueHMe JeKapCTBEHHBIX TMpenapaToB Jisi MEIUUHUHCKOTO MPUMEHEHHS
rpaxxaaHaM, BKIIOYeHHBIM B denepanbHBIA perucTp, OCYLIECTBISETCS B COOTBETCTBUH
¢ mpukazoMm  MuHucTepcTBa  3ApaBooxpaHeHus — Poccuiickoit Denepanuu
oT 24 Hosa6ps 2021 r. Ne 1094n «O6 yrBepxaenuu Ilopsika Ha3HauYeHUS JIEKaPCTBEHHBIX
npenaparoB, (HOpM peLenTypHbIXx OJaHKOB Ha JieKapCTBeHHBIE mpernapaTsl, [lopsiaka
odopMIeHUsT yKa3aHHBIX OJaHKOB, MX y4yeTa M XpaHeHus, (GopM OJaHKOB peEIEerNTOB,
CoJiep KallNX Ha3HauYeHUEe HApKOTHYECKHUX CPEICTB I TICHXOTPOIHBIX BellecTs, [Topsiaka
WX W3TOTOBJICHHUS, pacrhpeelieHns, perucTpalluy, y4eta W XpaHeHws, a Takke [IpaBuir
odopmiieHus 6J1aHKOB PELIENTOB, B TOM 4UCIIE B (OPME 3NEKTPOHHBIX JOKYMEHTOBY '°.

24. HazHauyeHHe MEeTMLMHCKIX U3eNUii rpaXkilaHaM, BKIIOYeHHBIM B DeepaTbHbli
pEerucTp, OCyIIECTBISETCS B COOTBETCTBHM € MpUKa3oM MHUHHUCTEPCTBA 3/IpaBOOXPaHEHHUS
Poccuiickoit ®@enepauun ot 20 gexabps 2012 r. Ne 11811 «O6 yTBepxaeHHU HOpAKa
Ha3HAY€HUs] U BBINMCBHIBAHUS MEIULMHCKMX M3AeNHid, a Takke (OpPM peLenTypPHBIX
OJIaHKOB Ha MEAULIMHCKHE U3JIENIHS U TTOpsiika OpOopMIIeHHS YKa3aHHBIX OJJaHKOB, UX ydeTa
¥ XpaHeHus» '’

25. Ha3znaueHHe crieIMaIu3upOBaHHbIX MPOAYKTOB JIedeOHOTO MUTaHUs OIS JeTeii-
MHBAJIHUIOB OCYLIECTBISETCS B COOTBETCTBHM C npuioxenuemM Ne 14 k mpukasy
MuHucTEepcTBa 3ApaBOOXPAaHEHUs W coLMalbHOro pasBuTHs Poccuiickoit ®denepanuu
oT 12 despans 2007 r. Ne 110 «O nopsiaxe HazHaueHUs U BBHIIHCHIBAHUS JIEKAPCTBEHHBIX
IpenaparoB, H3AEIUH MEAUIUHCKOIO Ha3HAYeHWs M CHEIMaIH3HPOBAHHBIX MPOIYKTOB

14 Crares 25 ®enepanbHoro 3akoHa Ne 44-03 «O KOHTPaKTHOW cHCTeMe B Cepe 3aKymok ToBapos, paboT, yCayr
JUTs1 06€CTIEYEeHHS roCy IapCTBEHHBIX ¥ MYHHLMIANBHBIX HYX/T».

13 TTynkr 12 [opsiaka npegocTaBieHus HaGopa COUMANBLHBIX YCIYT OT/AEIbHBIM KATETOPHAM IPakIaH, YTBEPKIACHHOTO
npukasoM MuUHHCTEPCTBA Tpyla K COLMaNbHOH 3awuTel Poccwmiticknii @enepauun m MunHucTepcTBa 3ApaBOOXpaHEHMs
Poccuiickoit @enepaunu ot 21 nekadbpa 2020 r. Ne 9291/1345H (3aperucTpupoBaH MUHHCTEPCTBOM HOCTULIMM PocchiicKoi
@enepauun 11 mag 2021 r., peructpauvonnsiii Ne 63365), ¢ m3MeHeHHAMH, BHECEHHBIMM TPHKa3oM MuHTpyaa Poccuu Ne 519H,
Munzapaea Poccun Ne 506m ot 1 oxtabpsa 2024 r. (3apericTpupoBaH MHUHHCTEpPCTBOM locTulinu Poccuiickolt ®enepanun
31 oxta6ps 2024 r., peructpaunoHHbiii Ne 79988).

16 3apernctpupoBaH MunucTepcTBOM roctuimn Poccuiickoit ®eneparmu 30 HosaGpa 2021 r., pErucTpaLMOHHbI i
Ne 66124. Cpok aeiicTsus npukasza MuHHCTepCTBa 3apaBooxpaneHus Poccuiickoii @epepauuu ot 24 Hoabpa 2021 r. Ne 1094n
jo 1 maprta 2028 r.

'7 3apeructpupoBaH MuUHHCTEpPCTEBOM FocTHLMH Poccuiickoil @enepaumn 25 urous 2013 T, perncTpaudoHHbII
Ne 28882. '



Neue6HOro mUTaHus» 'S

26. OTniyck  JI€KapCTBEHHBIX MpenapaTtoB i MEIUIMHCKOTO TMPUMEHEHUS
rpaxkaaHaM, BKIIOYEHHBIM B (enepasibHBIA PEerucTp, OCYLIECTBISETCS B COOTBETCTBUH
c [IPUKa30M MunucrepcTBa 31paBOOXpaHeHUs Poccuiickoit Oenepauuu
ot 24 HosOpss 2021 r. Ne 1093 «O6 ytBepxaenmm [IpaBun oTmycka JeKapCTBEHHBIX
mpernaparoB S MEAWIMHCKOTO  TMPUMEHEHHWs  alTeYHBIMM  OpraHu3allysMH,
WHIWUBUIYyJIGHEIMA TPEANPUHAMATENSIMH, WMEIOIIMMH JIMIIEH3WI0 Ha OCYIIECTBICHHE
dbapMalleBTUUECKOH  JesTeTbHOCTH, MEJUIIMHCKUMH  OpraHW3alWsIMH, HMEILUMHU
JULEH3MIO Ha OCYLIECTBICHHE (apMalleBTHIECKON [IeSATEIbHOCTH, U UX 000COGIEHHBIMH
TNO/pa3ieNeHuAMH  (aMOynaTopusaMy, (elbIMIepCKUMH H  (BellbAIIepCcKo-aKyIIepCKAMY
NYHKTaMH, LeHTpaMud (OTHOeNeHusMU) oOuieil BpadeOHON (ceMelHOM) NpPaKTHKH),
pacHoJIOKEHHBIMU B  CENIbCKHX IIOCENeHHSX, B KOTOPBIX OTCYTCTBYIOT AalTEYHbIE
opranmzalyy, a Takke lIpaBui oTmycka HapKOTHYECKHX CPEACTB M IICHXOTPOITHBIX
BEIIECTB,  3apErHMCTPUPOBAHHBIX B  KayeCcTBE  JIGKAPCTBEHHBIX  MpeNapaToB
JUIsT MEAMIMHCKOTO IIPUMEHEHHs, JIeKapCTBEHHBIX TMPernapaTtoB I MEIUIHHCKOIO
NIPUMEHEHHUs, COAEPXAIIMX HAPKOTHYECKHMe CPeJCTBA M IICHXOTPOIHBIE BEILIECTBa
B ToMm umcie [lopsaka OTIycka anTe4HBIMH OpPraHW3aLHSIMH HMMYHOOHOJIOTHYECKHUX
JIEKAPCTBEHHBIX IIPENapaToB»

27. Tlo BBIOOpY rpaxaaHuHa, BKIOUeHHOro B MenepalibHbIM perucTp, MoxyvueHHe
UM COLHMAIbHON YCIYIM MOXET OCYIUECTBISATBCS C HCIOIB30BAHHEM 3JIEKTPOHHOTIO
ceprudukara’® ¢ yderom nonoxenuii @PegepaibHoro 3akona or 30 mekabps 2020 r.
Ne 491-®3 «O npruoOpeTeHUH OTAENBHBIX BUAOB TOBAPOB, paboT, yCIIYT ¢ HCIONb30BaHUEM
3JIeKTPOHHOTO cepThduKaTa» (nanee - GenepanbHbli 3akoH Ne 491-D3).

28. 3asBneHue Ha [10Jy4eHHe COLMAIBHOM YCIYTH C HCIIOIb30BaHUEM 3IEKTPOHHOIO
ceprudukata (ganee — 3asiBlicHHe) NOJAeTCs IPaXXIaHUHOM, BKITIOUeHHbIM B DetepanbHblii
perucTp (ero 3aKOHHBIM IIPEICTABUTEIEM) B UCTIONIHUTENBHBINA Opral cyObeKTa B MOPSAIKE,
OIpe/ie]IeHHOM BBICIIMM HCHONHHUTEILHBIM OpraHoM cyonsekra Poccuiickoi ®enepanun’!
B OTHOUIEHMHM Ka)XX[IOTO Ha3HAUYEHHOIO0 MO peLEeNTy JEeKapCTBEHHOTo IIpernapara s
MEJMIMHCKOrO NPUMEHEHHUs, MEIULIUHCKOTO U3Aeus, CelHaTH3UPOBaHHOTO MPOIYKTa
le4eOHOro NUTaHus A AeTeH-UHBAIUIO0B.

29. 3asBreHue QOJHKHO COZepXKaTh cne;[y}omne CBEJICHUS:

1) bamunus, wuMsa, otdecTBO (NpH HAIWYMM) TPaXKAAHHWHA, BKIOYEHHOTO
B DeiepalibHbII perucTp;

2) ampec pErucTpaldy TpaAaHWHA, BKIOUYeHHOro B @elepalbHBIA pErUCTD,
10 MECTY XXHTEJIbCTBA HJIH [T0 MECTY TpeObIBaHMS;

'8 3aperucTpupoBaH MMHMCTEPCTBOM ocTHuMU Poccuiickoit ®enepanun 27 anpens 2007 r., PperucTpaLMOHHbIH
Ne 9364, ¢ U3MEHECHUAMH, BHECEHHBIMU MPHKa3oM MHHHCTEPCTBA 3/[PABOOXPAHEHMS M COLMALHOTO pa3BUTHS PoccHilckoii
@enepauun ot 20 auBapsa 2011 r. Ne 131 «O BrHeceHUM H3MeHeHHIT B Tpuka3 MUHHCTEPCTBA 3APABOOXPAHEHUS M COLMAITBHOTO
passutus Poccuiickoii Qenepanun ot 12 deppans 2007 r. Ne 110 «O nopsiake Ha3HAYEHUS U BbIMMCHIBAHMS JIEKAPCTBEHHBIX
CPEACTB, M3E/Uil MEIULMHCKOIO HAa3HAYEHUs W CIECHMATH3HPOBAKHbIX MPOTYKTOB JIE4eOHOr0 MHTaHUs» (3aperuCTPHPOBaH
MuHuncTepeTsoM roctuumu Poccuiickoit ®enepanmu 15 mapta 2011 1., perucrpaunodHsiii Ne 20103).

19 3apernuctpupoBan MuHKMcTEpCTBOM tocTULMH Poccuitckoit ®exeparun 30 HOs10ps 2021 1., perucTpalMOHHBIR
Ne 66142. Cpok neilicTus npuka3a Munncrepcrsa 3apaBooxpalerus Poccuiickoit Oeaepatmu ot 24 H0ﬂ6p$[ 2021 r. Ne 1093u
Jo 1 mapra 2028 r.

2 Yacry, 6 cratby 6.3 (Dez[epanbﬂoro 3akoHa Ne 178-®@3.

2 Yacrs 2 craten 3 @enepanbHoro 3akona Ne 491-03.



3) cTpaxoBoii HOMEp MHAUBUIYAJIBHOTO JTUIIEBOTO CUYeTa IpakJaHNHA, BKIIIOUEHHOIO
B QDejiepallbHBIN PETUCTP B CUCTEME 0053aTeILHOIO MEHCHOHHOTO CTPaxOBaHHS;

4) HoMmep TmonKca 0053aTeNbHOI0 MEAMIIMHCKOTO CTPAXOBaHHMS,; -

5) abOHEHTCKHII HOMep TIpaX[IaHWHA, BKIIOUeHHOro B @elxepalbHBIA pErucTp
(ero  3aKOHHOTO  TIPEACTABUTENsI),  BBIJICJICHHBI  OMEPATOpPOM  MOJBHIKHOM
paanorenehoHHO CBA3U (IPU HATUYIHH ),

6) HOMep HAIMOHAIBHOIO TUIATEXXHOIO HWHCTPYMEHTA IPaKIaHWHA, BKIIIOYEHHOTO
B ®enepabHOTO perucTp (ero 3aKOHHOIO WM YIOJTHOMOYEHHOI'O NPEACTABUTESN );

7) HoMep peLenTa.

30. MicoTHUTENBHBIN OpraH CyObeKTa OCyIEeCTRISET MPOBEPKY:

1) Hanmuuus uHbOpPMAIMK O JHIe, YKa3aHHOM B 3asBJIEHHHU, B KaUeCTBE MOJIyJaTelis
colMaJIbHOM ycnyry, B @eniepalibHOM perucTpe;

2) HoMepa peleNnTa Ha JIeKapCTBEHHBIE IIpernaparsl A1 MeIUIIMHCKOTO IIPUMEHEHHS,
MEJMLUHCKHIE U3JIeIUs, a TAKOKE ClIeUUaATIM3UPOBaHHbIe TPOTYKTHI JIEYEOHOTO TMTUTAHUS IS
JETeH-UHBANMAOB B €IMHOM TIoOCyJapCTBEHHOH WHGOpPMAallMOHHONH cucTeMe B cdepe
3/IpaBOOXpaHEHUS.

31. UcnonuurensHblil oprad cyObeKkTa MOCPEACTBOM CUCTEMBI MEXBEIOMCTBEHHOIO
DJIEKTPOHHOIO B3aUMOJIEHCTBUS fepenaeT B TOCYJAapCTBEHHYIO HH(OPMALUOHHYIO
cucreMy «ExnHas neHTpanusoBaHHas IMdpoas miaTGopMa B CONHAILHON chepen??
B CPOK, HE IIPEBBIIIAIOIINN CeMH paboYNX JHEH, CO THS MOAaYM 3asiBICHUS IPaXKIaHHHOM,
BKIIOYEHHBIM B PenepallbHBI PErucTp, €ro 3aKOHHBIM IPEICTABUTENEM CllEAYIOIIHE
CBEJICHUA:

1) cBeilenys, ykasaHHble B 3asBICHHH B momanyHkrax 1, 3, 5 u 6 mnynxra 30
HACTOSIIIIMX MeTOoIMYEeCKNX yKa3aHMIA,

2) naTel HaYana ¥ OKOHYAHUS NEeHCTBHS ANEKTPOHHOIO CEPTU(HKATA,

3) nadopmanuio 06 opraHe, NpPeAOCTaBISIONIEM MepY MOMIEPKKH (COLUAILHYIO
YCIIyTy), BKIIIOYAIOLIYI0 KOJ U HalMEHOBaHHE B COOTBETCTBHU C PEECTPOM yYACTHUKOB
OFOJDKETHOrO TIPOLIECca, a TAKKe IOPHAMYECKHX JIMII, He SBIIAIOIMXCHA yYaCTHHKAMH
OIO/KETHOTO Mpoluecca, HACHTH(OUKALMOHHLIA HOMEp HAIOromaTeNbliika H  KOJ
TIPUYHUHBI TOCTAHOBKH Ha YYET B HAIOTOBOM OPTaHE; o

4) npefieNbHyI0  CTOMMOCTH ~ €IWHHLBI  (HOpelenbHbI  pa3Mep  OIUIATHI)
JIeKapCTBEHHOTO TIperapara il MEeJULMHCKOIO NPHUMEHEHUs, MEJUIIMHCKOTO H3/eNIHs,
a TaKxe CHEeLMATU3MPOBAHHOIO NPOAYKTA JIedeOHOTO NMHUTaHUA I JeTeH-WHBAIUIOB,
KOJIMYE€CTBO €AMHHUI[ JIEKApCTBEHHOI'O IIpemnapara A MEeIULIWHCKOTrO0 NpHMEHEHHS,
MEIUINHCKOTO M3MelHs, a TAKXKe CIEeNMATM3UPOBAHHOIO MPOIYKTa JIeUeGHOro MUTAHUS
IJIs IeTEH-UHBAIMIOB, KOJ| JIEKApCTBEHHOT'O Ipernapara Juisi MEOULIMHCKOTO [IPUMEHEHHUS,
MEJIMLMHCKOTr0 U3J€eNus, CIeLaIn3UPOBAHHOTO MTPOIYKTA JIEYeOHOro NUTAaHUS IS AeTei-
WHBA/IM/OB, BKIOYEHHOIO B COOTBETCTBYIOUIUI NepeyueHb, MPeIyCMOTPEHHBIN YacThiO 6
ctatby 3 PenepanbHoro 3akoHa Ne 491-@3,

32. CBegeHus, pasMellleHHbIE B TOCYJapCTBEHHOM WH(DOPMALMOHHON cHCTeMe
«EnuHas nenTpanusoBanHas uMdpoBas MaTgopMa B COLMATBHON cdepe» MOCTYHaloT
B I'ocynapcTBeHHYI0 HHGOPMALHOHHYIO CUCTEMY JJIEKTPOHHBIX CepTH(HHUKATOB B TIOPSIKE,

22 Cratbs 6.12 @enepansHoro 3akona Ne 178-@3.
2 Yacte 2 crathi 4 ®eaepaibHOro 3akona Ne 491-03



ycraHoBieHHOM [lonoxenuem o l'ocynapcTBeHHOH UWHGOPMAIIHOHHONW CHUCTEME
3JIEKTPOHHBIX  CEPTU(UKATOB, YTBEP)KACHHBIM  IOCTaHOBIeHHWeM [IpaBuTenbcTBa
Poccuiickoit ®epepanuu ot 25 anpena 2021 r. Ne630 «O TocymapctBeHHO
MH(OPMAIMOHHON CUCTEME BNIEKTPOHHBIX CepTU(HHUKATOBY.

33. McnonHuTenbHBIM OpraH cy0bekTa HoiaydaeT MHPOpManuio o (GOpMHPOBAHHH
3JIEKTPOHHOTO cepTHdHrKara, MPUCBOEHHOM €My pPeTrHCTpalldiOHHOM HoMmepe?* (manmee —
HOMEp 3JIEKTPOHHOTO cepTU(UKATA) MOCPEACTBOM TOCYIapCTBEHHOM HMHMOPMALMOHHOMN
cucteMsl «EnuHas UeHTpanu3oBaHHas (UPpoBas miargopMa B CONMANBHOH chepen.

34. UcnonuurtenbHbli  opraH  cyObeKkTa, IONYy4YHB HOMEP  3JIEKTPOHHOIO
CepTH(QHKATA, B CPOK HE NPEBHIIIAIOLINN TpeX pabouux aHel, GopMHUpYyeT pacnopsHKEHHe
(3aABKy Ha KacCOBBIM pAcXOjl WM IUIaTEXHOe NMOpy4EeHHE), HA OCHOBAaHHMH KOTOPOIO
obecrieunBaeTCss HaIpaBIE€HUE JMACHEXHBIX CpPEACTB MO JIIEKTPOHHOMY CepTH(MKATY,
U HampabjsieT ero B YnpasieHue PeepanbHOro KasHauenucTBa 110 MECTY OOCITy KMBAHMS
UCIIOJTHUTENBHOTO OpraHa cyobeKTa.

35. UcnonuuTtensHbI opraH cyObekTa B TE€YeHHE OMHOTO pabodvero AHS CO IHS
Nojgy4yeHus HWHQOpPMalMKM 00 KCIONHEHWH pacliopshDKeHHsi M IONYYeHWs cTaryca
3JIEKTPOHHOIO cepTH(UKaTa «aKTHUBUPOBaH» M3 [ ocynapcTBeHHON HH(POPMALMOHHOMN
CHCTEMbl  DJIEKTPOHHBIX CEePTU(UKATOB [epejaeT CBEACHUS O (HOPMUPOBAHUH
DJIEKTPOHHOIO CEpTU(HKATa, CoAepXKallhecs B TrOCYIapCTBEHHON HH()OPMaLMOHHON
cucreMe B cepe 3apaBooxpaHeHus cyobekta Poccuiickoii @enepauun, B PenepansHelit
PErucTp rpaxJaH, MMEIIIUX IPaBo Ha oOecriedeHHe JIeKapCTBEHHBIMH IperapaTaMH
I MEIUIHUHCKOIO  IPUMEHEHHUsl, MEIWIMHCKHUMH  H3JEIUSIMH, a  TaKkxke
CIIELMAIM3UPOBAHHBIMA  MIPOAYKTAaMHU Je4eOHOro MNHMTaHUA 3a CYET OIOKETHBIX
accurHoBaHui (enepansHoro 6romxera u O101KeToB cyObekToB Poccuiickoit ®eneparum,
a TaKKe OCYIIECTBIsET WH()OPMUPOBAHUE I'paKHaHHMHA, BKIIOYEHHOro B MelepabHbIi
peructp, o copMHUPOBAHHOM JIEKTPOHHOM cepTU(dHUKATE, ETr0 HOMUHAJIE ¥ BO3MOXHOCTH
€ro MPUMEHEHHS, C UCIIOJIL30BAHNEM JIMYHOIO KaObKHeTa (eaepanbHON rocy1apCcTBEHHOM
MH(QOPMALMOHHOH cucTeMBbl « EMHBINH MOPTa FOCYAapCTBEHHBIX ¥ MYHULMIATLHBIX YCIyT
(bynkumii)» (manee — enMHBIH TOPTAT) MM HOCPEACTBOM BBIIAYH TPaXJIaHUHY,
BKIIOUYeHHOMY B (ejiepalbHbIi perucTp (ero 3aKOHHOMY IIPEACTABUTENIO) BBIMUCKU
U3 peecTpa OJJIEKTPOHHBIX CEPTHPUKATOB HA OYMaKHOM HOCHTENE, IOAMNUCAHHOMN
YCHUICHHOH  KBAIM(QUUMPOBAHHOW  SJIEKTPOHHOW  MOJMHUCHIO  YIIOMHOMOYEHHOTO
Ha MOJNHCaHKe TAKOT0 JJOKYMEHTA JODKHOCTHOTO JIULA>,

36. I'paxnanuH, BKIIOYeHHBIH B ellepaibHblil PETHCTP, BIpPaBE OTKA3aThCs
OT mpuoOpeTeHHs IIeKapCTBEHHBIX IIPeaparoB Ul MEOULUHCKOTO IPUMEHEHMS,
MEJULUHCKUX U3JEJIMH, a TaKKe CHelUaTIu3UpPOBAHHBIX MPOIYKTOB Je4eOHOro MUTaHUs
AUl IeTeH-UHBATUIOB C MCIOJAb30BAHUEM JDJIEKTPOHHOTO CepTH(HUKATa B TEYEHHE CPOKa
ero NeHcTBus, HO He Oonee Cpoka jAeiicTBUs pelenTa Ha JIEKapCTBEHHBIE MpENapaThl
AU MEIULHCKOTO NIPUMEHEHUS, MEULIMHCKUE U3JENHsS, a TaKXKe ClelHaTu3npOBaHHbIE
IPOAYKTHI JieyeOHOro MUTaHUsA AT AeTel-MHBAIKIOB B HOPAAKE, OIPENEIEHHOM BBICIIINM
HCIIOJIHUTENIbHBIM OpraHoM cybnekTa Poccuiickoii denepaliny, B OTHOIIEHUH KaXKIOTO
HA3HAYEHHOTO 110 PeleNTy JIeKapCTBEHHOTO MpenapaTa i MeJHIIMHCKOrO MPHMEHEHHS,

*Yacte 3 crateu 4 OenepanbHoro 3akona Ne 491-@3.
2 Yacts 5 crathu 4 OenepanbHore 3akona Ne 491-03.
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MEAMIIMHCKOTO U3JETUS, CIICIMaTN3NPOBaHHOTO MPOIyKTa JeueOHOro MUTaHus AJis AeTek-
WHBAIHA/IOB.

37. icnoMHATENbHBIN Opras CyOBEKTa AR OCYLUECTBIEHUS BHECEHMS] U3MEHEHUS
B paHee CO3JaHHYIO 3alHiCh »3JIEKTPOHHOro cepruduxata (maiee — OJIOKHUPOBKA
3JIEKTPOHHOTO- CepTU(UKATA) ITOCPEICTBOM CUCTEMBI MEKBEIOMCTBEHHOIO 3JIEKTPOHHOIO
B3aMMOJEHCTBHS IlepelaeT B TOCYAapCTBEHHYIO HHGOpMallMOHHYIO0 cucTeMy «EnuHas
[leHTpaJi30BaHHas IHQpoBas Tuiar¢popMa B COLHMANBHOW cdepe» M Mocienyrouen
nepeaaydd B I'ocyaapcTBeHHYI0 HHGOPMALMOHHYIO CUCTEMY 3JEKTPOHHBIX CEPTU(HHKATOB
B YCTAaHOBJIEHHOM TOpsAIKE CBeAeHHs 00 OTKa3ze TIpaxJaHWHA, BKIOYEHHOrO
B @DenepalbHBIi PETUCTP, OT MPHOOpETEHUS JIEKAPCTBEHHBIX IIPeNapaTtoB UL
MEJHUIUHCKOrO0 TPUMEHEHHUs, MEAWLMHCKUX H3Jenil, a Takke CHeHUaTIu3UpPOBAHHBIX
MPOAYKTOB JIeueOHOTO MUTaHUsl sl IeTeii-UHBAIUIOB ¢ UCIOIb30BAaHUEM 3JIEKTPOHHOTO
ceprudHKaTa Ha OCHOBaHMHU OOpallleHus TpaxkJaHUWHa, BKIIOYEHHOro B DejnepasbHBbIi
peructp (ero 3aKOHHOTO TMpPeACTaBUTENsI) B CPOK, HE MO3JHEe cleayroiiero pabodero gs
nocJiie MOJYYeHHsI TaKoro oOpallieHusl.

38. UcionuuTtenbHplil opran cybbekTa mosyyaeT uHopManuioo o OJOKHPOBKE
3JIEKTPOHHOTO CEPTH(UKATa TOCPE/ICTBOM I'OCyIapCTBEHHONH MH(MOPMALIMOHHON CHCTEMBI
«EnuHas neHTpanu3oBaHHas Hudposas miardopMa B COLUMAIBLHOM cheper.

39. icnonHUTeNIbHBINA Opran cy6beKTa B TedeHHe OfHOro pabodero AHs IepenaeT
CBeJIeHUS O OJIOKMPOBKE JJIEKTPOHHOTO CepTHU(HUKATA, COAEPXKALIUECS B TOCYTapCTBEHHOM
MHPOPMaIMOHHOM cucTeMe B cepe 31paBooxpaneHus cyobekTa Poccuiickoit @enepanuu,
B DenepanbHblil perucTp rpaxiaH, MMEIOLMX MpaBo Ha oOecriedeHue JeKapCTBEHHBIMHU
npermaparaMd A8 MEOUUMHCKOrO  TIPUMEHEeHMS, MEOULHUHCKUMH  HW3JeITHsIMHA
M CICNUaTU3UPOBAHHBIMH MPOAYKTaMH Jie4eOHOTO THTaHHsS 3a CYeT OOJKEeTHBIX
ACCUTHOBaHMIi (pefepanbHOro 6romkera 1 OromKeToB cyobekToB Poccuiickoit @eneparumy,
a TaKXXe OCYIIECTBIsAeT MH(OpPMUpOBaHHE TpaJaHMHA, BKIOYeHHOro B MenepaibHEIH
peructp, o OJOKHMPOBKE 3JIEKTPOHHOTO cepTU(UKATA C UCIIONB30BaHUEM JTUYHOTO KaOHWHEeTa
eIMHOTO TIOpTalla WM MOCPEACTBOM BBIAAYH IpaXKJaHUHY, BKIt0OUeHHOMY B DeiepanbHbIi
peructp (ero 3aKOHHOMY MpPEJCTABHTENIO) pelIeHHs O OJOKMPOBKE 3JIEKTPOHHOTIO
cepruuKara U3 peecTpa IJIEKTPOHHBIX cepTU(PUKATOB HAa OYMa)XHOM HOCHTEJIE,
IOATIUCAHHOM YCUJIEHHOU KBaM(UIMPOBAHHOM 3JIEKTPOHHOM MOJIHUCBIO
YIOJTHOMOUYEHHOTO Ha MTOANKMCAHNe TaKOro TOKYMEHTa JOKHOCTHOTO JIUIIA.

40. McniomHUTEeNpHBIA oOpraH cyObekTa Tnody4daeT HHpopMaluio o dakTe
NPUOOPETEHUs] TPAXAAHMHOM, BKIIOYEHHBIM B (DenepasbHBIM PerucrTp, J1eKapCTBEHHbBIX
rmpenaparoB s MEIWLIUHCKOTO TpPHUMEHEeHHWS, MEIUIUHCKUX W3JISIHi, a TaKkKe
CHELMATU3UPOBAHHBIX  MPOAYKTOB  JIe4eOHOTO MUTaHHS NI JieTeHd-HHBAJIUIOB
C HCIONB30BaHUEM JJIEKTPOHHOTO cepTH(dUKaTa IOCPEICTBOM TOCYAapCTBEHHOM
uHpopMalMOHHON cucteMbl «EnuHas neHTpamu3oBaHHas mudpoBas 1iardhopma
B COIMANbHOM cheper.

4]. UcnionHUTENbHBI OpraH CcyOBeKTa yBENOMIISIET TIpakJIaHWHA, BKIKOYEHHOTO
B DenepanbHbld peructp (ero 3akOHHOrO TMpEACTaBUTENs), Ha €JUHOM IopTaje
M HanpaBiseT cBeleHus B DeJlepalbHbIl PETUCTP TIPAKAAH, HMEIOLIMX IIPaBO
Ha obecreueHUe JIEKapCTBEHHBIMU TMpenaparaMH [ MEIUIUHCKOTO IpUMEHEHHS,
MEIULUHCKUMH M3JENUMSIMU U CTeNHTIU3UPOBAHHBIMUA MPOAYKTaMH JIeYeOHOro MUTAHUS
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3a cyeT OFOKETHBIX acCCUTHOBAaHUN (elepasibHOro OrokeTa U OIOKETOB CYyOBEKTOB
Poccuiickoit ®enepaunu o dakte nOpuoOpeTeHHs JIEKApCTBEHHBIX IIpeIapaToB
IUTSE MEIMIIMHCKOTO MIPUMEHEHMs!, MEAUIIMHCKUX U3/IeNHH, a TakkKe CIIelHaATH3UPOBAHHBIX
NIPOAYKTOB JIe4eOHOro NUTaHUs ISl IeTeH-UHBATUAOB C MCIOIB30BAaHHEM 3JICKTPOHHOTO
cepTudHKaTa B TEYEHHE OJHOrO paboYero JAHA CO JAHS €ro IPHHATHS.

42. GopmMupoBaHWEe U YTBEpXKIEHHE TIepedHeld JIeKapCTBEHHBIX IpenapaToB
JUTSE MEIULIMHCKOTO TPUMEHEHHS], MEAULIMHCKUX U3/IeTINH, a TaKXKe CIEHATH3NPOBaHHBIX
NPOAYKTOB  JieYeOHOTO  NUTaHusl I JIeTel-WHBAIHIOB, MpUOOpEeTaEMBIX
C WCIIOJIB30BaHUEM DJJIEKTPOHHOTO CepTH(HUKATA, OCYIIECTBISIETCS HCIOJTHUTEIBLHBIM
opraHoM cyObeKTa B COOTBETCTBMH ¢ IlpaBunamMu QopMmHpoBaHHS M YTBEpXIECHHUS
nepedHel OTAeNbHBIX BUAOB TOBApOB, paboT, yciIyr, MPHOOpeTaeMbIX ¢ HCIIOIb30BaHHEM
BIEKTPOHHOIO cepTu(duKara 3a c4YeT CpeACTB OI0/KETOB CyObekTOoB PoccuiicKoi
®enepanuu U OIOIKETOB TEPPUTOPUATBHBIX T'OCYIapCTBEHHBIX BHEOIOKETHBIX (OHIOB,
YTBEpXKICHHBIMU  mnocTaHoBieHueMm  llpaBurensctBa  Poccuiickoit  Pemepanuu
ot 23 anpens 2021 r. Ne 631. \

43. Tlopsnok onpeneneHus npeaeabHONH CTOUMOCTH eAMHULBI (TIPEAebHOTO pa3Mepa
OMJIaThl) NEKAPCTBEHHBIX NpEenapaTtoB IS MEIUIIMHCKOIO HMPHMEHEHHUS, MeIUIMHCKHUX
U3JIeTNi, a TakKe CIelUUaTu3UpPOBAaHHBIX MPOAYKTOB JIEYEOHOrO0 MUTAHUS I JeTeid-
UHBAIUJIOB, MPUOOpPETaeMBIX C HCHOJIB30BAaHMEM JIIEKTPOHHOTO cepTH(]HKaATa 3a CYer
cpeacTs 6romxeToB cyobpekToB Poccuiickoit Menepanyin U OrOIKETOB TEPPHUTOPHATBHBIX
rocy1apCTBEHHBIX BHEOIOKETHBIX (POH/IOB, YCTAHABIMBAETCS BBICIIIUM HCITOTHUTEILHBIM
opranoM cyonekta Poccuiickoit ®enepaunn®.

44. Onnara JeKapCTBEHHBIX IpenapaToB M - MEAWIHUHCKOrO0 MpUMeEHEHus,
MEIULIMHCKUX W3AENuH, a TakKe CIelUaTu3uPOBaHHbBIX MPOAYKTOB JIe4eOHOro MUTaHHs
JUIs  IeTeH-UHBAJIMIOB OCYLIECTBISIETCd HAa OCHOBAaHWW CBEICHHMU, COAEPKAIIUXCS
B 3JIGKTPOHHOM CepTH(puUKare, B pa3Mepe, He MPEBHIMIAIONIEM NPEAeTbHYI0 CTOMMOCTD
JIEKapCTBEHHBIX IPENaparoB s MEeAULMHCKOTO TPUMEHEHHS, MEIULUHCKMX W3IEIIHIA,
a TaKKe CHEeLMAJIU3UPOBAHHBIX IMPOIYKTOB Je4eOHOr0 MUTAHMS IS JeTeH-MHBAJIHUIOB,
YCTaHOBJIEHHOM B 3JIEKTPOHHOM cepTudukare?’.

45. B cnydae, eciu CTOMMOCTH JIEKapCTBEHHBIX MpENaparoB OIS MeIUIMHCKOro
NPUMEHEHHS, MEJULUMHCKHX U3JEeJUH, a TakkKe CHelUaTM3UPOBAaHHBIX I[POIYKTOB
nedyeOHOro NUTAHUSA JUId JIeTei-WHBAIMJOB, INPHOOPETAEMBbIX C MCIIONb30BAHHEM
DJIEKTPOHHOIO CePTH(UKATA, IpPEBLIIAET IPENeNbHYI0 CTOMMOCTh JIEKAPCTBEHHBIX
[IpenapaTtoB s MEIULUHCKOTO IPUMEHEHHS, MEIULIMHCKUX W3IeJIUid, a TakkKe
CIEHHAIIM3UPOBAHHBIX  IPOAYKTOB  JIEYEOHOrO IUTAHUSA Ui JIeTeH-MHBAIUIOB,
YCTaHOBJIEHHYIO B JJIEKTPOHHOM CepTH(UKATe, IPaXIaHUH, BKIIOYeHHbIH B DenepaabHblii
PETUCTp, €ro 3aKOHHBIM NIPeCTaBUTEIb BIPaBe OCYILIECTBUTH HOILIATY JI0 UX (PaKTUUECKOM
CTOMMOCTH 3a CYET COOCTBEHHBIX CPeACcTB.

46. B cimy4ae, ecnu CTOMMOCTH JIGKAPCTBEHHBIX IIpeNnapaTtoB I MEJUIMHCKOTO
INPUMEHEHNs, MEIMUMHCKUX M3AeIUH, a TaKkKe CIeUaIU3UPOBAHHBIX IPOAYKTOB
NeyeOHOro NHTAaHUS [ JeTeH-WHBAIMJOB, MNPHOOPETAEMBIX C WCIIOJIB30BaHUEM

% Yacte 3 craten 7 @enepaibHoro 3akoHa Ne 491-03.
27 Yacte 1 cratby 7 GenepanbHoro 3akona Ne 491-@3.
28 Yacts 2 crathy 7 DenepanbHoro 3akona Ne 491-03.
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3JIEKTPOHHOTO cepTuduKaTa, HUXKe MpeleNbHON CTOMMOCTH JIEKAPCTBEHHBIX IpenapaToB
JUISE MEJULUHCKOIO IPUMEHEHUs, MEeTMITMHCKIX U3JIENHH, a TakKe CrieluaTIn3upOBaHHBIX
[OPOAYKTOB JIeYeOHOrO NMHUTAHUS Ui feTeH-WHBaIHJIOB, YCTAHOBICHHONH B 3JIEKTPOHHOM
cepTudHKaTe, TpaXIaHUH, BKIOUYEHHbI B DenepaibHbll peructp (ero 3aKOHHBIN
[IpeICTaBUTENb) OCYIIECTBIAIOT OIUIaTy Mo uX (akTHdeckoil croumoctu. PazHuia Mexmy
(aKTHYECKOM CTOMMOCTBIO U YCTaHOBJIEHHOH B 3JICKTPOHHOM CepTU(UKaTe Mpe/e/bHOM
CTOMMOCTBIO JIEKAPCTBEHHBIX MPENapaToB I MEIULUHCKOTO IPUMEHEHUS1, MEUITTHCKAX
U3Jeni, a TakXKe CIeNUaTU3UPOBAaHHBIX MPOAYKTOB JieUeOHOro MUTaHUS IS JeTei-
WHBAJIUIOB, TPaXJaHWHY, BKIOYeHHOMY B ®elepanbHblid peructp (ero 3aKOHHOMY
TIpeJICTaBUTEIIO) HE BO3MEILIACTCS.



