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VYBaxaemsiit fOpuit Anexcangposuy!

[lenaprameHT pa3BuUTUS  (QapMalleBTHYECKOTO pbIHKA U phIHKA
MEOUIMHCKONX TEeXHUKHM, paccMoTpeB Baie oOpallileHde, MOCTyNHUBIIEE U3
Anmapata IlpaButensctBa Poccuiickoii ®epepaumu ot  15.12.2011
No TI12-53015, mno Bompocy BKIIOUEHHS JIEKapCTBEHHOIO Ipemnapara
«AHTUUHTHOUTOPHBIA KOATYJISSHTHBINA KOMITJIEKC)» B IEpedYeHb JOPOTOCTOSIIUX
JIeKapCTBEHHBIX MIPerapaToB, 3aKyNMaeMbBIX 3a CUET CpEeICTB (eaepaibHOro
OromKeTa, COOOIIAeT ClIeayIOIEee.

OfecneueHue JEeKapCTBEHHBIMM CpeICTBaMM OOJNBHBIX TreMoMUIHe,

MYKOBHCLHM/030M,  THINOGH3apHBIM  HAaHU3MOM,  OonesHso  [ore,
37I0Ka4E€CTBEHHBIMU HOBOOODPa30BaHUSAMH JUMGMOUIHOH, KPOBETBOPHOH U
POACTBEHHBIX MM TKaHEH,  pacCessHHBIM CKJIEPO30M, a TaKKe Iocie

TPAHCIUIAHTALlUM OPraHoB M (MJIM) TKaHEH 3a cYeT CpeACTB (eaeparbHOIo
Oro/KeTa OCYILECTBISETCS B COOTBETCTBUM ¢ IlepeyHeM JekapCTBEHHBIX
TIpernapaToB, 3aKylaeMbIX LEHTPAIM30BaHHO 32 CYET CpeACTB (heAepalsHOro
Olo/KeTa ¥ TpefHa3HAYEHHBIX JJIsS JIeYeHUs Ha3BaHHBIX 3a0omneBaHUi,
YTIBEPXACHHBIM pacnopsikenueM IlpasurensctBa Poccuiickoit enepauyn ot
31.12.2008 Ne 2053-p, xoTopplii BKIOYaeT B ce0s 18 MexAyHapOAHBIX
HEeNaTEeHTOBAaHHBIX HaUMEeHOBaHUl (najee — [lepeyuens).

B nensx ydera nui, HMeOUMX MPaBO Ha JONOJHUTENBHBIE MEPEI
roCyJapCTBEHHOH COLIMAJIbHOM MOJAAEPXKKH, M peanusalyyd IpaBa B
COOTBETCTBHM C 3aKOHOJATeNbcTBOM Poccuiickoir denepauuu, a Takxe
DOBBIIEHUST  3(P(HEKTUBHOCTH  pacXOAOBaHUS  (UHAHCOBBIX  CPE/CTB,
HalpaBJsieMbIX ~ Ha  OpraHM3alMi0  JIEKapCTBEHHOTo  obecnedyeHus,
Munsnpagcoipazputusi Poccum  ocymiectBiusieT BeneHue DenepansHoro
peructpa OONBHBIX  reModuiued, MYKOBUCLMJIO30M, TUNOPU3APHBIM
HaHU3MOM, OoJie3Hpl0 ['owre, 3MOKaYeCTBEHHBIMH  HOBOOOpa3OBaHUSAMU
JMM(OUIHOM, KpOBETBOPHOX M POACTBEHHBIX UM TKAHEH, pPaCCESHHBIM
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CKJIEpO30M, a TaKXe IMocie TPaHCIUIAHTALMK OpraHoB M (WIM) TKaHeH ¢
UCIIONH30BaHHEM UH()OPMAIIIOHHBIX TEXHOJIOTUH.

Haszgauedue U OTIyCK JIEKapCTBEHHBIX IPENaparoB, NPesyCMOTPEHHBIX
IlepeuHem, OCyLIeCTBIISIETCS B OTHOIIEHUH KXJOTO OOJIEHOTO MEPCOHANBHO B
COOTBETCTBUU C [MaHHBIMHU Perucrpa, craHmapTaMd OKa3aHUsA MeTULMHCKON
IIOMOILIA, KOTOpBIE SBISIOTCS OCHOBOM I IUTAHUPOBAaHHUS OMOMXKETHBIX
aCCUTHOBAaHMM Ha OpraHM3alMio JIeKapCTBEHHOro olecrieyeHust JaHHOU
KaTeropur O0JbHEBIX.

O6mue TpeOOBaHHS K CTPYKType U OOBEMY JOXOJOB M pPacxoloB
penepanpHOro OroXKeTa, B TOM YHcle K 00beMy OFOJKETHBIX acCHTHOBaHMA
Ha  (¢uBHaHCOBoe  ofecrmeueHHe  MEPONPHUSTHUA 10  NpUOOpETEeHHUIO
JOPOTrOCTOSIIMX JIEKAPCTBEHHBIX IpenapatoB B 2012 rofy, omnpenaeseHbl
®enepanpubM 3ak0HOM OT 13.12.2010 Ne 357-03 «O denepansroMm OromxeTe
Ha 2011 rox 1 Ha iaHoBsId nepuog 2012 u 2013 rogos».

Bo wucnonmenue Ilopyyenus Ilpesmnmenta Poccuifckoif ®eneparuu
J.A. Mezsenepa 0 NOATOTOBKE MpPEUIOKEHUN IO ONTHMHU3ALMHU NepeuHs
JOPOTOCTOSIIMX JIEKAPCTBEHHBIX IpenapaToB JUIs OOecrevyeHus TIpaxaaH
Poccuiickoii ®enepamuu nposeneHo 3acefganue Komuccun MuHucTepcTBa
3[paBOOXpaHeHuss U couuanpHoro passutus Poccuiickol Denpeparuu 10
(OPMUPOBAHUIO NPOEKTa NEepeyHs >XU3HEHHO HEOOXOMUMBIX U BaXHEHIINX
JIEKapCTBEHHBIX cpeAcTB (nanee — Komuccus), Ha KOTOpOM OBLIH pacCMOTPEHBI
[IOCTYIIUBIIME B YCTaHOBJIEHHOM IIOpsALKE IIPeJIOKEHUS IO JAHHOMY BOIIPOCY
OT IVIaBHBIX BHEINTATHBIX CcleUUaIUCcTOB MunsapascoupasButus Poccun,
OOLIeCTBEHHBIX MAI[MEHTCKUX OpraHu3ainuit W cyOBeKToB oOpalleHus
JIEKapCTBEHHBIX CPEJICTB.

C yueToM CTPYKTYypHl HeHCTBYOIIUX U (OPMHUPYEMEBIX CTaHAAapTOB
OKa3aHUs  MeAuUMHCKoM  nomomu  Komuccuedl — IpoaHaM3UpPOBaHEI
npeanoxeHus 1o ontuMuzanuy Ilepedns exapcTBEHHBIX NIPENapaToB.

ITo pesynpraTam paboTel Komwuccuell NpUHATO  pellleHHe O
11eJ1eCO00PA3HOCTH IONOJHUTENIBHOTO BKIIOUEHUs B JaHHBIA IlepeueHs IByX
npenaparoB NEPBON JTMHUM 1aTOI€HETUYECKOU Tepalliy, a UMEHHO, BXOIAIIEr0
B JAelicIByromge  CTaHZAPTHEI  OKa3aHUs  MEJMUMHCKOM  IoMoIx
UMMYHOCYIIPECCUBHOIO  JIEKAPCTBEHHOI'O CpPEACTBA €  MEXAYHAapOIHBIM
HEeNaTeHTOBAaHHBIM HAaWMEHOBaHMEM «JBEpOJUMYC», HEOOXOAUMOro I
NPOMUIAKTUKH OTTOPXKEHHUS TPAHCIUIAHTHPOBAHHBIX CepAlia U II0UKH, a TakKe
NIEKapCTBEHHOTO CpPEACTBa «AHTUMHIMOMTOPHBIM KOAryJsHTHBIH KOMILIEKC),
NpeqHa3HAueHHOTo I Tepanuy U NpOoQUIaKTUKA KPOBOTEUEHUN Y NMALMEHTOB
C  uHrubutopmodl  ¢Gopmoi  remMopmIMHM, U  HeLEIecOoOOPa3HOCTH
JOTIONTHUTENILHOTO BKIIIOUEHHUS B NaHHbIHN [lepeuenn npenapaToB BTOPOH JIMHUH
NaTOreHeTUYECKOM Tepanui.

B  ycraHoBieHHOM IOopsAKke HHGOpMAlMg 1O  HCIOIHEHMIO
BellieykazanHoro  Ilopyuyenns  Ilpesumenta  Poccuiickonn — ®elepanuu
JILA. MenBenesa Obula HanpaBieHa MHUHUCTEPCTBOM 3ApPaBOOXPAHEHUS H
colanbHOrO  pa3BuTUs  Poccuiickoit ®eneparmun B [IpaBUTenbCTBO
Poccuiickoit ®Denepanuu (mucbma ot 10.02.2011 Ne 25-3/10/1-693, ot






