Mpuka3 MuHucTepcTBa TpyAa 1 coumnansHom 3awmTel PO, MuHuctepcTBa 3apaBooxpaHeHms PO ot 21 gekabps

Mpuka3 MuHucTepcTBa Tpyaa U coumanbHomn 3awmnTbl P®, MuHuctepcTBa 34paBoOOXpaHeHuUs
P® ot 21 pekabpsa 2020 r. N 929H/1345H "O06 yTBepxxaeHuun MNMopsgka npegoctaBneHus Habopa
coumanbHbIX YCIyr oTAeNbHbIM KaTeropusam rpaxaaH" (C UsameHeHUsAMU U [ONOSIHEeHUAMM)

Mopsiaok NpegocTaBneHns Habopa coumanbHbIX YCRyr OTAENbHbIM KaTeropusiM rpaxaaH

II. IIpexocraBiieHHe rpakIaHaM COUMAJIBHBIX YCJIYT B YACTH
ob0ecrnieyeHnst HEOOXOIMMBIMU JIEKAPCTBEHHBIMH MpenapaTamu,
MeIUMIMHCKUMH U31eJIUsIMH, a TAKKe
CHeNUATU3UPOBAHHBIMH MPOAYKTAMH Je4eOHOro
NMUTAHUA JJIS JeTeli-HHBAJINI0B

12. 3a mpenmocraBieHHEM pEIENTOB Ha HEOOXOAMMBIC JIEKAPCTBEHHBIC IMpENaparhbl, MEAUIUHCKHE
U3JIETHS U CTICIMAIM3UPOBaHHbBIE TPOAYKTHI JISUeOHOT0 MUTAHUS IS eTeH-UHBAIMIOB IpaXkJaHe 00paInarTcs
[0 MECTy JKHTEIbCTBA WJM NPHUKPEIUIEHHWS B MEIWIMHCKHE OpTaHM3allid, OKAa3bIBAIOIINE MEPBUYHYIO
MEINKO-CAaHUTAPHYIO MTOMOIIIb.

B peructparype MeOMLIMHCKOH OpraHM3alliy, OKAa3bIBAIOIIEH IEPBHYHYIO MEIUKO-CAaHUTapHYIO
IIOMOIL[b, 10 MECTY JKUTEIbCTBA WM MIPUKPEIJICHNS Ha TPaKAaHNHA 3aBOAUTCS MEIULIMHCKAs KapTa IalueHTa,
MOJTYYarONer0 MEANIIMHCKYIO TIOMOIh B aMOYJIaTOPHBIX YCIOBHAX, (DOPMa KOTOpOH yTBepkaeHa MPUKasom
MunncrepctBa 3npaBooxpanenus Poccuiickoit @enepannu ot 15 mexadbps 2014 r. N 8341 "OO0 yTBepkaeHUH
YHU(DUIUPOBAHHBIX (OPM MEIMLMHCKON TOKYMEHTAIMH, HCIIOJIb3YEMBIX B MEAWIMHCKHUX OpPTraHU3aLMIX,
OKa3bIBAIOIIMX MEIULIUWHCKYI0 IMOMOIIb B aMOyJaTOpHBIX YCIOBHSIX, M MOPSJIKOB MO HMX 3alOJHEHUIO"
(3apeructpupoBan MunuctepctBoM tocTuuuu Poccuiickoii @eneparnuu 20 gespains 2015 1., perucTpaioHHbIH
N 36160), ¢ wu3MeHeHHsMM, BHECEHHBIMU IpHKazaMd MuHHCTEpCTBa 3ApaBooxpaHeHus Poccuiickoit
@epeparun 0T 9 aHBapa 2018 r. N 2H (3apeructpupoBaH MUHHCTEPCTBOM OCTHIMK Poccuiickoi
denepanun 4 anpenst 2018 r., peructpaionnsiii N 50614), ot 2 Hos6psa 2020 r. N 1186H (3apeructpupoBan
MunucrtepctBoM 1octuiinu Poccutickoit deneparmm 27 wHosopst 2020 r., peructparmonnsiit N 61121), (nanee -
npuka3 MuHHCTepcTBa 3ApaBooxpaHeHus Poccuiickoit ®enepanmu ot 15 nexabps 2014 r. N 834n), c
MapKHpoBKOH nuTepoit "JI" W ykazaHHMEM CTPaxoBOTO HOMEpa HHAMBHAYAIHHOTO JIMIIEBOTO cueTa (maiee -
CHWJIC) unm uctopust pa3BuTHS pedeHKa ¢ MapKupoBKoil mutepoit "JI" u ykazannem CHIJIC.

HUndhopmayus 06 usmenenusix: Ilynkm 13 usmenen ¢ 5 smeaps 2024 o. - [lpuka3 Muwmpyoa Poccuu u
Munszopasa Poccuu om 14 cenmsabps 2023 2. No 718H/481H
Cwm. npedbidywyro pedakyuro

13. Ilpn oOpameHur B MEAMLUUHCKYIO OpPraHM3alUI0 TPaXTAaHUH MPEIbSBISET JOKYMEHT,
YIOCTOBEPSIIOIUI TMYHOCTD, JOKYMEHT, HOATBEP>KAAIOLINN PaBO Ha MOJyYeHHE Ha0Opa COLUAIbHBIX YCIYT, a
TaK)Xe BBITHUCKY.

Ao3arn yrpartun cuiy ¢ 5 suBaps 2024 r. - [Npvkas Muntpyna Poccun u Munzapasa Poccun ot 14
centsiops 2023 r. N 718H/481H

Hupopmayus 06 usmenenusx: CM. npedbiOyuwyro pedakyuro

CBenieHus 0 KaTeropuu JbroThl TPpaXkJaHWHA, CPOKE, B TEUEHUE KOTOPOr0 MPpaXJaHUHY MPEIOCTaBICHO
[IPaBO Ha MOJIyYCHHE TOCYAapPCTBEHHOM COLMAILHON IMOMOIIM B BHJIE HA0Opa COLMAIbHBIX YCIIYT, BHOCATCS B
MEAUIUHCKYI0 KapTy MalieHTa, MOJyYarolmero MEAMLMHCKYI0 MOMOILIs B aMOyJaTOpHBIX YCIIOBHAX, WIIH
HCTOPUIO pa3BUTHs peOeHKa, KOTOphle MapKupyroTcs nutepod "JI'" ¢ ykasaHueM CTpaxoBOro HOMepa
uHAMBUAyabHOTO JuieBoro cuera (CHUJIC).

14. Tlpu oOpamieHun TpakJaHWHA B MEAWIMHCKYIO OpraHW3aluio Jedamuii Bpaud (denpamep,
aKyliepka B ciiydae BO3JIOXKEHHUS] Ha HUX MMOJHOMOYHI JieUallero Bpaya) (fajee - MeJUIWHCKHH paOOTHHK) 1O
pe3yibTaTaM OCMOTpa TMalMeHTa, HA3HAYaeT JICKAPCTBEHHBIC Iperaparhl, MEIUIMHCKUE W3JIeNus |
CHCIHAM3UPOBAHHBIC TPOMYKTHl JICUeOHOrO0 MUTAHUS ISl JIeTelH-HMHBAIHUIOB, OGMOpPMIISIET pelenT Ha
OyMa)KHOM HOCHUTEJE 3a CBOEH MOANUCHIO M (WIM) C COIJIacHs MAIMEeHTa WIM €ro 3aKOHHOTO IPEACTaBUTENI
peuent B ¢GoOpME D3JIEKTPOHHOIO JIOKYMEHTAa C MCIIOJb30BAHUEM YCWJIEHHOH KBaJM(QULUUPOBAHHON
SMNEKTPOHHOM NOAMVCY MEIMIMHCKOTO Pa0OTHHKA B COOTBETCTBUH C TOPSAAKOM HAa3HAUCHHUS JEKapPCTBEHHBIX
IpenapaToB, MEAWLUMHCKUX W3IENHi, (GopMamu pelenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIE IperapaThl,
MEAWIUHCKAE H3AEIHA, HOPSIKOM OQOPMIICHHS 3TUX OJIAHKOB, MX ydYeTa W XPaHEHUs, YTBEPKAAEMBIX
(enepa’abHBIM OPraHOM HCIONHUTENBHOMN BIIACTH, OCYLIECTBIAIOMMM (PYHKIMU TO BHIpabOTKE W pealn3aliu
rOCYJapCTBEHHOH TMOJMTHKH W HOPMAaTHBHO-IPABOBOMY peETyJIMpOBaHUIO B cdepe 3ApaBOOXpaHEHHS, B
COOTBETCTBHH C MYHKTOM 16 yacTtn 2 ctaten 14 denepanbhoro 3akoHa ot 21 Hos6ps 2011 r. N 323-03 "O06
OCHOBaX OXpaHbl 3710poBbs IpaxnaaH B Poccuiickoit ®eneparnuu” (Cobpanue 3akoHojaTenscTBa Poccuiickoit
Oepepanuu, 2011, N 48, ct. 6724).
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15. Koncynpranmsa manueHTOB ¥ (WJIM) UX 3aKOHHBIX TIPEACTaBUTENICH C TNPUMEHEHHEM
TEJeMEIUIIMHCKUX TEXHOJIOTUH OCYIIECTBISIETCS B COOTBETCTBHM C MOPAAKOM OpraHM3allMd M OKa3aHHA
MEAMIMHCKON IOMOIIM C TNPUMEHEHHEM TEIEMEAUIMHCKAX TEXHOJOIHH, YTBEP)KICHHBIM [PUKa30M
MununcrepcTBa 3apaBooxpaneHus Poccuiickoit @enepanmu ot 30 Hos0ps 2017 . N 9651 (3apeructpupoBaH
MunncrepctBoM roctuiinu Poccniickoit @enepannu 9 saBaps 2018 r., peructpanuonusii N 49577), cornacHo
KOTOPOMY MEAMLMHCKHM PaOOTHHKOM MOXKET OCYIUECTBISTHCA KOPPEKLHs paHee Ha3HAYCHHOTO MALUEHTY
JICYEHHUsI, B TOM 4Hcie 0QOPMIIATECS PelenT B (hopMe 3JIEKTPOHHOTO AOKYMEHTa, IIPH YCIOBUH YCTaHOBIICHHS
JeyalyM BpayoM JIWarHo3a M Ha3HAueHHs JICYCHHUS M0 JaHHOMY OOpalleHHI0 Ha OYHOM Hpueme (0CMOTpe,
KOHCYJIbTAIIH).

Hngpopmayus 06 usmenenusix: Ilynkm 16 uzmenen ¢ 12 nosops 2024 e. - [Npukad Munmpyoa Poccuu u
Munszopasa Poccuu om 1 oxkmsabps 2024 2. Ne 519H/506H
Cwm. npedbidywyro pedakyuro

16. OTyck IeKapCTBEHHBIX IPENapaToB rpa’kaaHaM OCYIIECTBISIETCS B COOTBETCTBUU C:

MpaBWJIaMH OTITyCKa JIEKAPCTBEHHBIX MpPENapaToB JUIsi MEIUIUHCKOTO TNPUMEHEHHS aIllTeYHbIMU
OpTraHN3alysIMHU, WHIAWBUAYAJIbHBIMA NPEANPHHAMATEISIMH, UMCIOIIUMH JHIEH3UIO Ha (apMameBTHUECKYIO
JEeSTeNbHOCTh, @ TaKXKe IMpaBHJIaMH OTIIYCKAa JEKapCTBEHHBIX MpENaparoB IS MEIUIIMHCKOTO MPUMEHEHHS
MEIUIMHCKUMY OpTaHW3alUsAMH, WMEIONIMMH JIMIEH3WI0 Ha (apMaleBTHYECKyI0 [eSTeNbHOCTh, M UX
000COOIEHHBIMU  TTIOJIpa3/ICTICHUSIMHA, PACIIOIOKEHHBIMA B CEJIbCKUX HACENeHHBIX IyHKTaX, B KOTOPBIX
OTCYTCTBYIOT AaNTE4YHblE OPraHU3alUM, YTBEP)KJACMbIMU YIIOJIHOMOYEHHBIM (hellepalbHbIM OpPraHOM
HCIIOJHHUTEIBHON BJIACTH B COOTBETCTBHM C YACTbO 2 cTaTbh 55 depepanbhoro 3akoHa N 61-®3 (Cobpanue
3akoHOMaTenbeTBa Poccuniickoit @eneparum, 2010, N 16, ct. 1815; 2013, N 48, ct. 6165);

MOPSIAKOM  OTIIyCKa HApKOTUYECKUX CPEACTB M MCHXOTPONHBIX BeweCTB (HU3MUSCKUM JIMIAM,
yCTaHaBIUBacMbIM (pelepaibHbIM OPraHOM HCIHOJHUTEIBHON BIACTH, OCYIIECTBISIIOIUM (YHKIHH II0
BbIpabOTKE M peaju3alud TOCYJapCTBEHHON MOJUTHKH M HOPMAaTUBHO-IPABOBOMY PETYJIMPOBAaHHUIO B cdepe
3IpaBOOXpaHEHUsI, TI0 COTJIACOBAHMIO ¢ (pefepaibHBIM OPTaHOM MCIIOJIHUTEIBHOM BIIACTH B cpepe BHYTPEHHUX
Jie7, B COOTBETCTBUHM C MYyHKTOM 3 cTatbh 25 depepanpHoro 3akoHa ot 8 suaps 1998 r. N 3-03 "O
HApKOTUYECKUX CpeACTBaxX W mcuxoTponHbix BemiectBax" (CoOpaHue 3akoHOAATENBCTBA Poccuiickoi
®enepaunu, 1998, N 2, ct. 219; 2016, N 27, c1. 4238).

17. B mensix MOBBIMIEHUS TOCTYIMTHOCTH 00eCIeueHus JIEKapCTBEHHBIMH IperapaTaMi, MEANIIUHCKAMHA
W3JIeNUSAMH OpTaHbl UCTIOTHHUTEIHHOHN BiacTu cyOBrekToB Poccuiickoii deneparyl BIipaBe ONpeAessaTh yCIOBHS
JIOCTaBKH JIEKAPCTBEHHBIX INPENapaToB, MEIUIUHCKUX HM3ACIUI B NpeAenax MOTHOMOYHUH, yCTaHOBIIEHHBIX

cratbeil 4' denepanbroro 3akona ot 17 uroms 1999 r. N 178-D3.

18. I'paxkmaHaM, TPOXUBAIOIIAM B CTAIlMOHAPHBIX OPTaHHU3AIUAX COITHAIBHOTO OOCITY)KMBAHUS, HE
AMEIOIUM BO3MOXKHOCTH CaMOCTOSITEIIHO OOPATUTHCS B alTEYHbIC OPraHU3allld, a TAKXKe OCYKICHHBIM K
JIMIICHUIO0 CBOOOJBI, HAa3HAYCHHBIC MEIUIIMHCKAM DPa0OTHHKOM JICKAPCTBEHHBIC IMpenapaThl, MEIUIIMHCKHE
U3JICNTUsl U CHCHUATN3UPOBAHHBIC MPOAYKTHI JICUCOHOTO THTAHHS JUIS JICTCH-UHBAJIHMIOB, MPHOOPETAIOTCS
COOTBETCTBEHHO TMPEICTABUTEISIMHM CTAI[IOHAPHOTO WJIM HCIPABUTEIBHOTO YUPSKICHUSA, HA KOTOPBIX
AJIMUHUCTpAIEH TaHHBIX YIPEXKISHHIH BO3JI0XKEeHa 003aHHOCTD UX ITOJTy4eHUs (MIPHUOOpETEHHS).

19. B ciny4yae BpEeMEHHOTO OTCYTCTBUS B aNTCYHOW OpraHM3allMd yKa3aHHOTO B peIlenTe
JICKApCTBEHHOTO Tpernapara, MEIUIUHCKOTO W3ACIUs WIH CICHUATM3UPOBAHHOTO MPOJYKTa JIe4eOHOrO
MUTAaHUS A0S AeTeH-WHBATUAOB PEUENT MPUHUMAETCS Ha OTCPOUYCHHOE OOCIY)KMBAaHHE C JaThl OOpalleHHS
MnanyueHTa B aNTCUYHYIO OpraHru3alyuio B CPOKH, YCTAHOBJICHHBIC IIpaBUJIaMU OTIyCKa JICKAPCTBECHHLIX
nmpenaparoB A1 MEAUITUHCKOTO NIPUMEHCHU.

Hupopmayus 06 usmenenusx: I[lynkm 20 usmenen ¢ 5 ameaps 2024 o. - [Mpuka3 Munmpyoa Poccuu u
Munzopasa Poccuu om 14 cenmsbps 2023 2. No 718H/481H
Cwm. npedbidywyto pedakyuro

20. B cinyuae Bble3na rpakaaHHHA 3a mpenenbl cyObekTa Poccuiickoit denmepannu, B KOTOPOM OH
MIPOXXUBAET, HAa TEPPUTOPHIO Apyroro cyomekra Poccuiickoit dexeparyn Ha CpPOK, HE MPEBBIMIAIONINN 6
MeCSIEB, TAKOMY IAIMEHTY OPTaHOM TOCYAapCTBEHHOH BiacTu cyOwpekra Poccuiickoit Pexepanmu B chepe
OXpPaHBI 3I0pOBbSl OPraHU3yeTCs HA3HAYCHHE JIEKapCTBEHHBIX IIPENapaToB, MEOWLIHMHCKAX H3ICIHA HIN
CHELUAM3UPOBAHHBIX IPOIYKTOB JIEYEOHOTO MUTAHUS JUISl JeTeH-MHBAIMIOB HA CPOK X NPUMEHEHHUsS JIH00
OpPraHOM TOCYIapCTBEHHOM BiacTH cyObekra Poccuiickoit @enepaumn B cdepe OXpaHbl 370pOBbHS
opraHusyercs 00ecriedyeHre TaKoTo MaleHTa JIEKapCTBeHHBIMHU NpenapaTaMy, MEAUIUHCKAMH H3AEIUAMHI HIIH
CHEeLUATM3UPOBAHHBIMY MPOAYKTaMH JIEY€OHOTO MUTAHUS JUIS AeTEeH-UHBAIUIOB HA COOTBETCTBYIOLINIA CPOK.

B cnyuae Bbie3a rpaskaaHuHa 3a Mpeaelisl TeppuTopun cyobekra Poceuniickolt @enepanuu, B KOTOPOM
OH MpPOXXKUBAET, Ha TEPPUTOPHUIO Apyroro cyObekra Poccuiickoit Pdenepanun Ha CpOK, MPEBHIIAIOMNNA 6
MCCALICB, WJIM B ClIy4a€ HU3MCHCHHSA MCECTA KXUTCIBCTBA, TAKOMY MAIMCHTY HA3HAYAaIOTCA JICKAPCTBCHHLIC
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npernaparbl, MCIUIMUHCKUC U3ACIIUA WJIN CIOCHHUAIU3NPOBAHHBIC ITPOAYKTHI JIe4eOHOTO MHUTAHUS I
JeTeli-uHBAIMIOB Ha CPOK MpUMEHEHHs He Oosee 1 Mecsma b0 opraHoM ToCyJapCTBEHHON BIACTH CyObeKTa
Poccuiickoit @enmeparuun B cdepe OXpaHbl 3J0POBBS OpPTaHM3yeTCS OOecleueHrne TaKoTo TalueHTa
JIeKapCTBEHHBIMU TIperaparaMy, MEAWIWHCKAMH W3JENUSIMHA WIH CICMUAIN3UPOBAHHBIME IPOTyKTaMH
Te4e0HOTO MUTaHUs /IS IeTei-HHBaINIOB Ha CPOK ITPUMEHEeHHs He Ooree 1 mMecsa.

B cnydae, ykazanHoM B ab3ale BTOPOM HACTOSIIETO MYyHKTA, MOCTE MPOXOXKIACHHS MPOIEIyPhl
nneatudukanuy B DefepansbHOM PErucTpe CBEICHUS O TPaKIaHaX MEpearoTcsl B YIIOJIHOMOYECHHBIE OpPTraHbI
rOCy/IapCTBeHHOUM BlacTH cyObekra Poccuiickoii ®eneparuu B cdepe OXpaHB 370pPOBbS B paMKax
JICHCTBYIONIETO MEXKBEIOMCTBEHHOT'O COTJIAIICHUSI.

CBGI[GHI/ISI 0 KOJIMYECTBC HAa3HAYCHHBIX W OTIIYHICHHLIX MAUCHTY HUJIU €r0 3aKOHHOMY IIPEACTABUTCIIIO
B CoOoTBeTCTBHMH ¢ ab3auamu nepBbiIM W BTOPbIM HACTOSIIETO IMyHKTA JICKAPCTBEHHBIX Mperaparax,
MCOUIMUHCKUX H3ACIIUAX WK CICHUAJIN3UPOBAHHBIX MPOAYKTax JIEYeOHOTr0 MUTAHUS JJIsL Z[GTCIZ-I/IHB&HPI}Z[OB
BHOCATCS B DenepaibHbId pErucTp TIpaxaaH, HMMCEIONMX IpaBO Ha OO0ECIeUeHHE JICKapCTBEHHBIMHU
npernaparaMu, MEAUIUHCKUMU U3JACIIUAMU U CIICMUATIU3UPOBAHHBIMU ITPOAYKTAMU JIEYEOHOTO MTUTAHMS 33 CUET
OI0O/DKETHBIX aCCUTHOBAHUH (enepaabHOro 00 mKeTa 1 010 KeTOB CyOheKTOB Poccuiickoit Denepammm.
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