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1. 'opuo-Aurraiick

O nopajaxe
JLFOTHOrO OheCHeeHust JICKAPCTBCHIILIMH penaparamMu, MEAHUMHCKUMU U3eAUSIMH
H CHCUHANH3UDOBAHHBIMH IIPOJIYKTAMHU J1e4eGHOr0 MUTAHAS npu amOyJaTopHom
JICHCHUN IPAZAAN 32 CUET CPEACTB PecnydIMKAHCKOro GIoIKeTa Pecny6auku Anraii

B uensx opranumsauuum obecricuenms JICKapCTBEHHBIMU TPENapaTaMm, MEAULIMHCKUMHI
U3JICTTMAMHU 1 CHICLIMATTU3UPOBAHHBIMY NIPOJIY KTAMU Te4eOHOr0 IIMTaN s npu aMOyIaTOpHOM
JICICHUM TPAK/IAH 34 CHET CPEJCTB pecnyBaukanckoro GromkeTa PecnyOnuku Anrait, na
OCHOBAHMM noAnyHkra & nymnxra 8 paspena Il Tlonoxkenuss o Mpunucrepcrse
3ApaBooxpaticHust PecnyOnuku Anrai, yTRepAACHHOrO MOCTAHOBICHHEM [TpaBuTenscrra
PecuyGnuku Anrait ot 16 mons 2009 r. Ne 160 «O6 yreepxkaenun [lonoxkenus o
Munucrepcrse 3ipaBooxpanenust PecnyOnvkn Antail u npusHanun YTPaTUBIIUMU CUJTY
tekoropbix Hocranosnenunii |pasuiennersa Pecrnybnuku Anrraiix NPpHKA3BIBaIo:

YTBepauTh npuiiaraemblii [lopsiiok  nbrotuoro obecnieuenus JICKapCTBEHHBIMHU
MPCHApaTaMu, — MEIMUMHCKUMU  H3IACHUSAMH W CHICIMAM3HPOBAHHBIMH MPOAYKTAMHU
JICUCOHOTO  nuTaHMs  Opu amOyJaTopHOM  JedeHuu FpaXKJaH 3a CYET CpPEeACTB
peciydnnranckoro Otojukera PectyGinku AnTaii.

Muuuctp B.A. Enbikomos




YTBEPXJIEH
HPUKA30M MUHHCTEPCTRA 3ApaBOOXPAHCHHUS
Pecrybnuku Anrait

Lol W AL A//JZ*W—

[

[HOPSIIOK
JABLLOTHOro ohecueuenus JEKAPCTBEHHBIMU PENAPATAMH, MeTHIHHCKUMHE M3 CIMSIMH
H CHEIMATHINPOBAHHBLIMM IPOAYKTAMH JIe4e0HOr0 NUTAHUS IIPH aMOyIaTOPHOM
ACTECHHHM IDATKIIAN 32 CHET CPEACTB pecnyduKkanckoro 61oukera PeenyGuuku Asnraii

I. Hacrosuwmii [lopsinox nproraoro obecnedenus JIEKAPCTBEHHLIMU TIperapaTamH,
MCAMUMHCKHMIT H3/ICIHAMU U CIICUMANIM3UPOBAHHBIMHU LIPOYKTAMH JICYeOHOr0 MUTAHMS
Npu amMOYIIATOPHONM JICUCHUM TPAXN/IAH 3a CUET CPEJCTH pecnyOnuKkanckoro Gromaxera
Peeny6nnkn - Anrait (nanee - llopsiiok) YCTAHAB/IMBACT MpaBuna 1o o0ecneyeHuro
JCKAPCTBCHHLIMU HnpernaparamMi, MCAMIMHCKUMM  MU3JCIUIMUA U CHBL{HELI'[HBMPOBEIHHMMH
HPOJLYKTAMU JIeucOHOTO MTUTanUs npu amOyIIaTOpPHOM Teuennm rpaXaaH, OTHOCSIIMXCS K
ONPCACTCIHIBING IPNTIIAN HACCICHHS. B COOTBCTCTBMM ¢ llepeynem rpynm nacencuust u
Ka1eropuii sado.icsanmii, upu amOyJIa10pHOM JIEUEHUH KOTOPbIX JICKApPCTBEHHbIE CpeICTRA
HMCRLHICKIC W3/1CIHSL OTILY CKAIOTCS 10 pelenTaM Bpayeii OeciilaTHO, v nepeuHem rpyrnn
Hacesichust, npit amOy1aTOpHOM JIGHECHHH KOTOPBIX JIEKAPCTBEHHBIE CPEICTBA OTIMYCKAKOTCS
no peuenram Bpadeit ¢ S0-npoueHTHOW CKUAKOH cO CBOGOMILIX EH. YTBEPIKACHHBIX
nocraHosiciuem [pasurenscrsa Poccuniickoit @egepauun ot 30 mions 1994 r. Ne 890 «O
FOCYNAPCTBEHHON M0OJUICPKKE PA3BUTUST MEAULMHCKONW MPOMBILITIEHHOCTH U YIy4LIEHU N
00CCICUCH M 1IACCICH U W YUPSIKACHHH 3PaBOOXPAHEHUST JICKAPCTBEHHBIMU CPEJICTBAMU U
W3ACTUAMM MCJMLIMECKOTO HA3HAYEHUSIM(AAJICE - PpakK/1aHe ).

2. Opranmsanmio  obecnedeHus JIeKapCTBEHHBIMHU npenaparamy, MEIUMUMHCKUMHU
M3ACIMAMU 11 CHCIAIM3HPOBANIILIMU IPO/LY KTAMU NUTaLMs [p1 aMOy1aTOPHOM JICUCHUH
PPk ocyieeTBIseT MUHHCTEPCTBO  3parooxpatetms PecnyGauku Antaii nyTem
(bopmupoBanis FOCY/APCTBEHHONO 3aka3a Ha TMOCTABKY JIEKAPCTBEHHBIX [penaparos.,
MEJIMITMHCKIIN H31C/HIT B COOTBETCTBUH € 3aKOHOAATE/ILCTBOM [Poccuiickoii Deepaumm 0
ROHTPaKTHoii chciene B cdepe 3akynox topapos, pabot, yeayr s obecledeHus
l'OC_\';’lZlI‘)C’I'RL"iH!];].X HAMMYHHUMITAIIBHLIX LR (o I8

dopautposaniie  rOCYIapeTBCHIIOTO  3aKaza  Ha  JICKAPCTBEHHBIE Mpenaparsl,
MC/MUMHCKNC  W3/ICHHS W CHELUMAIM3UPOBAIHBIE  NPOJYKTbl [IMTAHUsS [POU3BOLUTCS
MUHHCTEPCTBOM  31paBoOXpaHenus PecnyGiukn  Anrail B Gopme um B Ccpoxnu,
YTBCPIKACHHDBIC IpuKasoM MuHucrepersa 3paBooxpadenius Pecny6nuku Anraii.

3. Ilpaso wa  sbrorHoe  obecredyeHHe — NEKAPCTBEHHBIMM IIperaparamu,
MCMLIAHCKIMI M3JICITUSIMU U CICHMANIM3MUPOBAHHBIMU TIPOJIYKTAMU MMUTAHUS BOZHUKAET Y
PPAAIIAIL TIOCIC BHCCCHNS  CBE/ICHUI O 1IMX B PErHONAILHBIT cermenT DenepanbHoro
PCTUCTPA TPAIaH, MMEIOIMX 1PaBO HA OOeCmeveHue NeKapCTBEHHBIMU MPENapaTaMy,
MCAHLHHCKUMU H3JCNUSIMA U CHCUMATIU3UPOBAHHBIMU TPO/Ly KTAMH J1eueOHOrO MUTaHus 34
cuer  OIOJUKCTHLIX  ACCHTHOBAHME  (DEUCPANbHOrO  BI0/pKeTa M BIOUKETOR cyObeKkToB
Poceniickoii deepattinn. ¢ NPUCBOCHNEM YHUKATBHOIO HOMEpA PerucTpoBOM 3anucu B
Hopsake.  yeranosiciiiom  Tpasniamn  senenus  defiepaibHOro  perucTpa  rpaxia,
MMETIOLIMXN  1paBo  Ha ooccIeUCHe JICKAPCTBCHHDIMH HpelparaMmd, MCAMUMHCKHUMH
H3JICTTHSIN 1 1 CHCIHAIH3ZMPOBAHHBIMHA NpoAyKTaMu I[C‘-I(:‘GHOI‘O MMTaAHHUA 3d CYUYEeT
OIOJDKETHBIX ACCHITIOBANKEA (eaepanbloro GIo/uKeTa 1 G10JUKETOR cyowekToB Pocciiickoit



Genepaunu, yrepaictipive noctanosiennem [pasurenncrea Poccuiickoit Deaepaunu
ot 12 okTadps 2020 r. Ne 1656.

4. Hasnaucime  JIGKapCTBCHHBIX  NPENaApaToOB,  MEMIMHCKUX — W3AeNuil W
CHCLMANH3MPOBAHHLIX  [IPOAYKTOB  JICUEOHOrO OMTaHWSl TpaXKJaHaM  OCYIIECTBISIETCS
Jjeuarimm BPayoOM. {I)CJIE;LLLLEC[J()NI B CJIYHAC BOMIOMCHMA HA HHUX [HOJHOMOYUM JieHaulero
Bpava B 1opsiiKe. NCTAHOBICHHOM HPHKA30M Nh-'lliHL"l'CpL"l'B’d 3APABOOXPAHCHUS H
couranbHoro passurust Poccuiickoit ®depepaumn or 23 mapra 2012 r. Ne 2520 «06
yreepaiennn - Hopsyika  Bosnoskenuss na  (enbaimiepa, aKylwlepky —pyKOBOAMTENEM
MEAMIMHCKON OpraHu3alll NPy Oprauu3aly OKa3aHHs NEPBHYHON MEIUKO-CaHUTAPHOM
[IOMOIIM M CKOPOH MCIMLMHCKOW IMOMOLIM OTAENbHBIX (DYHKUMI I€Yaliero Bpaua mo
HCIIOCPENICTBCHIIOMY OKA3aHUIO MEIULUHCKOM MOMOWIM MALUEeHTY B Mepuo HaGNIOACHUS
30 HAM M Cro JICUCHHMA, B TOM YMCIIC MO HA3HAYEHMIO W NPUMEHEHWIO JIEKapPCTBEHHBIX
NPenapaTos,  BKIOYAS  HAPKOTHYCCKHME JICKAPCTBEHHLIC MPEIAPAThl U [CHMXOTPOIHBIE
JICKAPCTBEHHLIC — 1Iperapars  (Jajnee- MEAWUMHCKUC pabOTHWUKHM), TPH  OKa3aHUW
MCJIMIMHCKOH  [IOMOIIM B MEQULUMHCKUX  OPraHu3auusX,  [OABEIOMCTBEHHBIX
MunucrepeTy  3jpaBooxpanenus PecnyGuuku AnTail ¥ OKas3bIBAIOIIUX [IEPBUYHY 1O
MCMKO-CAHMTAPHY IO TIOMOIIb 110 MCCTY SKMTENILCTRA (NPUKPErIeHus) rpaxian (nasee —
MCIHUMIICKHE L)i)l'il[ill'iiilllllfl).

5. Jlekapersennpie npenapathl. MCIMIMHCKME W3JIEINS M CHICLUATH3HPOBAHHEIE
HPOJIVKTBI [RRSNEARRRES ] HpH li.\l()_\'.'lill()pl[t}.\! JdeHCHHH BBLIHTHCLIBALOTCS rpaxjldHam B
CoOTBETCTBHM ¢ lICpeunem  JIEKAPCTBEHHBIX MPENapaToB, MEJMLUUHCKUX M3AeIUui U
CHCHMATHUPOBALIBIN - HPOAYKTOB  JeHCOHOIO  NUTAHMSL  OTHYCKAEMbIX HACEJCHUIO B
COOTBETCTBHM € TICPEUHEM  TPYMI  HACCICHWs M KaTeropuit 3alojeBanmit, npu
amOy1aTOPHOM JICUEHUM KOTOPBIX JICKAPCTBEHHBIE MPENapaThl U WU3ACIUS MeIHIMHCKOTO
Ha3HA4E€HMsI OTNYCKAKTCS IO pelenTtaMm Bpadeld OecniaTHo, a TAKKE B COOTBETCTBUU C
MCPCUHEM  I'DYTINT  HACENICHUS, NpuU aMOyNaTOPHOM JIEUCHHH KOTOPBIX JIEKAPCTBEHHbIC
CpeacTBa OTHYCKAIOTES 10 peuentam Bpaded ¢ S50-npoueHTHONW ckuakoi( janee —
NCPCUCHD). YTBCpAIACMbIM  eKeroaHo llpasutenscroM PecriyOnuku Anrail B pamkax
Teppuropnanbiioii  nporpaMmbl - rocyapeTBEHHLIX  rapaithii  OCCNIaTHOr0  oKazaHus
IPAsKIaHaM MCJIMIMHCKON IOMOLILHA.

Jlekapersennpie  mpenaparbl,  MEAMUMHCKHE W3JICTUA. HE  MPELYCMOTPEHHbIE
[lepeunenm, yrasanubiM B nyHKre 5 Hactosiwero Ilopsiika. BbINMCHIBAIOTCS 10 peIleHUI0
RI}le]C()II{}I‘% KOMBCCHH B Ccnvyadax # MOPSLIKC., VCTAHOBICHLIX NMOPAOAKOM CO34aHHA H
JACATCIBHOCTH  BPAUCONOH  KOMMCCHH  MC/IMIHHCKON  OPIaln3ailid B COOTBETCTBUM  C
npukasom  Miniciepersa 3ApaBOOXPAHCHMS W COLMAILHOIO pasBuTus PoccuiicKoii
DGeacpanmn o1 S mast 2012 1. Ne 502n.

6. Peuenrrbl Ha  iekapeTBEHHBIE  Mpernaparthbl.  MEAMIMHCKHE W3AEeNus W
CHCUMANIM3UPOBAHHBIC HPOAYKTHI MUTAHUsI NPU aMOyJaTOPHOM JIEYEHUU BbITUCHIBAIOTCS
MEJIMLUMHCKUMK PalOTHUKAMM MEMUMHCKNAX OPraHH3auMii B COOTBETCTBHM C MPHKA30M
Murucrepersa siapasooxpanenus Poceniickoit Gpenepaunn or 24 nosbps 2021 r. Ne 1094n
«O0 yteepuienun Hopsjika Ha3HAUCHNS ICKAPCTBEHHBIX TIPETapaTos, (Gopm penenTypHbIx
OJIAHKOB Ha JeKaperielubie npenaparel, [lopsaka odopmienus ykasaHHbiX OIaHKOB, MX
yuera u xpauenus. (opm GJaHKOB PELENTOB, COACPKALINX HA3HAYEHUE HAPKOTHIECKHUX
CPCACTB Ml HICUNOTPONHBIX  BeweeTs, llopsaka uX W3roTOBiNCHMs, pacrpencacHus,
perucTpanin, yuera u XpaHenus, a takke [Ipasun odopmienus 61aHKoB pelenTos, B ToM
HUCIIE B (POPME DICKTPOHHBIX TOKYMEHTOBY.

Bbliiicka penenitoB Ha JIekapeTBEHHbIE NPENaparhl, NCKapCTBEHHBIE rpenaparsi,
MCAMUMHCKHC  H3/IIHS W CHICHHANH3UPOBAHHBIC  HPOJIVKTLE  N1e4eOHOro  MUTaHus
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POM3BOAMTCS HA OYMQKHOM HOCHTEIC WAM B (opme UIEKTPOHHBIX JAOKYMEHTOB B
COOTBETCTBUM C lpuKasamu MunucrepeTsa 3apasooxpanenus Pecny6inken Anrai.

7. OTnyck  NCKAapCTBEHHBIX  [IPEHAPATOB,  MEAMIHHCKHX 1763 (S 1717 SN ¥
CHCHUHATTMZHPOBAIILIN HPOAYKTOB MUTAHUS OCYLUECTRIISICTCS alTEYHbIMU OpraHU3aLUIMH,
MCJMIIMHCKUNMH  OPIaHU3aUMAMH.  UMCIOUIMMH  JIMICH3HIO  HA (papmanesruueckyo
ACATENBHOCTD, Mo ux  000CODIeHIBIMU  TIOApAa3AeICHUIMH (amOynatepusmu,
(besbamepekumi 1 (hesabAIIEPCKO-aKy HICPCKUMMU MyHUKTaMH1, HEHTPaMH (OTACNICHUAMM)
00lICH BpauchOI (cemeiiHoM) MPAKTUKK), PACHOJOKCHHBIMU B CEMbCKHX MOCCICHHUSIX
Pecnybnukn Asrraii. B koTOpbIX OTCYTCTBYIOT anTe4Hble OpraHu3auuu (Janee - anrteka) B
COOTBETCTRII ¢ HpHEa3om Munerepetsa 3apasooxpancius PecnyGiuku Antaii |

B ciyuae OrcyTCTBUS JIeKapCTBEHHBIX npenaparoB, MCAWUMHCKUX U3NEIUNH U
CTCLHATM3NPOBAHHLIN  [IDOJLYKTOB [UTAHMS, YKa3aHHBIX B PeLEnTe, Mpu obpauenuu
TPA/IAKMHA B anTeKy peuenT TNPUHMMAETCS Ha OTCPOUYECHHOE OOCHYKHBAHWE W
Municreperso 3apasooxpaucius Peerry6nuku Anraii NPUHAMAET MEPBI MO 00ECIICUCHUIO
rpasjian B cpok He Gonee 10 aHeil ¢ naTel o0paluenus rpaxanuna B anTeKy.



