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MUHUCTEPCTBO 30PABOOXPAHEHUA N COLMATIBHOIO PA3BUTUA
PECNYBJIUKUN KAPENUA

NMPUKA3
ot 27 man 2016 r. N 1008

O HEKOTOPbIX BOMNPOCAX
OPIrAHU3ALUNUN OBECINEYEHUA NEKAPCTBEHHbLIMU
NMPENAPATAMMU NNL, BOJIbHbIX FEEMO®UITUEA, MYKOBUCLIMAO3OM,
MMNOo®nU3APHbIM HAHU3MOM, BOJIE3HbIO NOLWIE, 3IOKAYECTBEHHbIMU
HOBOOBPA30OBAHUAMW NUMOOUAHON, KPOBETBOPHOMN Y POACTBEHHbIX
UM TKAHEW, PACCEAAHHbIM CKITEPO30M, L, MOCJE
TPAHCIJTAHTALMU OPIFAHOB U (UNTN) TKAHEW

B nensx opranmzanuu Ha Tepputopun PecnyOmmku Kapenusi obecnedeHus jekapCTBEHHBIMHU
npemnapaTamMy JIdil, OOJBHBIX TeMO(pUINeH, MyKOBUCIUAO030M, THMO(U3APHBIM HAHU3MOM, OOJE3HBIO
lomre, 37MOKaYeCTBEHHBIMH HOBOOOPA30BAHUSAMHU JMM(OUIHON, KPOBETBOPHOH W POJCTBEHHBIX UM
TKaHEeH, pPaCCeHHBIM CKJIEPO30M, JIMII MTOCIIE TPAHCIUTAHTALIMU OPTaHOB U (UJIM) TKaHEW MPUKa3bIBalo:

1. PykoBoguTenssM MEAMLMHCKUX OpraHu3aluid M Y4YpEeXKIEHUN COILMAIbHOTO OO0CITyKUBAaHUS
PecnyOonuku Kapenus, BkmroueHHbIX B IlepeueHb MEIMIMHCKUX OpraHU3alUMil U yupexIeHUH
COLIMAJIBHOTO  OOCIy)KMBaHMSI, OKAa3bIBAIOIIMX MEPBUUHYKD  MEIUKO-CAHUTApHYIO IOMOIb B
amMOyJIaTOPHBIX YCJIOBHUSX, B 4YacTH oOecrneueHus HaceneHus PecnyOmuku Kapenus OecruiaTHbIMU
JIEKapCTBEHHBIMU IpenaparaMy, MEIULIUHCKUMHU H3ACIUSAMU M CHEUAIN3UPOBAHHBIMU MPOAYKTAMU
Je4eOHOro MUTaHUsA (Jlasee - MeIUIMHCKUE OPTaHU3alK U YUPEKICHHUS COLUAIBHOTO 00CITYKUBaHUS),
YTBEPKIACHHBIA MpuKa3oM MUHHCTEPCTBA 3/pPaBOOXPAHEHUS M COLMAIBHOrO pa3BuUTUs PecmyOnuku
Kapenus (nmanee - MuHucTepcTBO), O0ecneuuTh NPEACTABICHHE B TOCYIApCTBEHHOE OIOKETHOE
yupexnaeHue  3apaBooxpaHeHus — PecrmyOmukm  Kapenus — "PecnyOnukaHckuil — METUIIMHCKUEN
uHpOpMalMOHHO-aHanuTHUeckuit neHtp" (manee - I'BY3 "PMUALL") nHampaBneHuil Ha BKIIOYEHUE
CBEJICHUI (BHECEHHE WM3MEHEHMH B CBEJEHHsS) O OOJIbBHOM B peruoHaibHbI cermeHT denepaabHOro
peructpa Jul, O0NbHBIX reMopuIneii, MyKOBHUCLIHI030M, TUIO(U3apHBIM HaHU3MOM, Ooise3Hbio ['ore,
3JI0KAYECTBEHHBIMH HOBOOOPA30BaHMUSAMHU JTUMQPOUIHON, KPOBETBOPHOH M POJICTBEHHBIX MM TKaHEMH,
paccessHHbIM CKJIEPO30M, JIUII [TOCe TPAHCIUIAHTAIMM OPraHOB M (WJIM) TKaHEH (Jajiee - peruoHaIbHBINA
cerMeHT @DenepanbHOrO PETUCTPa) U BbIJAYYy H3BEIIEHUNH OO0 HCKIIOYEHUHM CBEACHUNH W3 JTAHHOTO
pETHOHAIBHOTO cerMeHTa PenepanbHOrOo PETHCTpa, a TaKKe BEIEHUE JKYPHAJIOB YydyeTa BbIIayu
HaIpaBJICHUH Ha BKJIOYEHHE CBEJCHUM (BHECEHHE U3MEHEHUN B CBEJCHMSI) O OOJIBHOM B PETMOHAJIbHBIN
cerMeHT denepalbHOTO PErUCTpa W BbIIAYM M3BELIEHHH 00 MCKIIOYEHWH CBEACHUH U3 JaHHOTO
peruoHanbHoro cermenta denepanbHoro peructpa no Gopme NpuIoKeHus 1.

2. TbY3 "PMUALL" oGecnieuntb 0OpabOTKY CBENEHMH, yKa3aHHBIX B IYHKTE | HacTOALIEro
MIpHKa3a, ¥ BKIIOYEHUE B PETHOHANIbHBIN cerMeHT PeepaibHOro perucTpa.

3. PykoBoauTeNnssM MEAMLUMHCKUX OpPraHM3aluil M YUYPEKICHUH COLMAIBHOIO OOCIYKUBaHMS,
[IOMMEHOBAaHHBIM B IIyHKTE€ | HACTOSILIEro IpuKas3a, TJaBHbIM BHEIITATHBIM CHELHUATUCTAM
MuHHCTEpCTBa IO HANPABJICHUIO JESATEILHOCTH, ONPEAEICHHBIM NPUKa30M MUHHUCTEpCTBA OT 25 sIHBaps
2013 roma N 151 "O rnaBHBIX BHEMITATHBIX CHENMATUCTaX MMHHCTEpPCTBA 3/1pPaBOOXPAHEHUS U
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coumanpHoro passutus Pecny6nuku Kapenus" (B penakuuu npukazoB Munucrepcrsa ot 10.02.2015 N
246; ot 29.10.2015 N 1957), obecneunth mnpenocTaBieHrue B MuUHUCTEPCTBO HHGOPMAIUU O
noTpeOHOCTH B JIGKAPCTBEHHBIX IperapaTrax I0 MEepedHIo, yTBepkaaemMomy I[IpaBUTEnsCcTBOM
Poccuiickoit ®enepanun, npu GOpMHUPOBAHUH 3aIBOK HAa OUYEPEAHOW TOJ Ha MOCTAaBKY JICKAPCTBEHHBIX
IpernaparoB, NPEAHA3HAYCHHBIX [UIs OOecledYeHus: I, OONbHBIX reMo(puiInell, MYKOBHUCIHIO30M,
runou3apHbIM HaHU3MOM, Oose3Hblo ['omre, 370Ka4eCTBEHHBIMH HOBOOOpPA30BaHUSMH JTUM(OUITHOM,
KPOBETBOPHOW W POJCTBEHHBIX WM TKaHEW, PACCESIHHBIM CKJIEPO30M, JIMI[ TOCJIE TpPaHCIUIAHTALUU
OpPraHoB U (WUJIM) TKaHEH.

4. YCcTaHOBUTH, YTO MPABO BBINHUCKU PELENTOB HAa JIEKAPCTBEHHBIE MpENapaThl, NpeIHa3HAYCHHbIE
IUIST OOCSCTICUCHUsST JIUI], CBEJACHHUS O KOTOPHIX BHECCHBI B PErHOHANBHBIN cerMeHT demepanbHOro
perucrpa, UMEIT MEIUIMHCKUE PAOOTHHUKH, CBEIECHHS O KOTOPHIX BHeceHbl B CHpaBOYHUK Bpauei
(benpamepoB), UMEIONIMX MPABO BBHIMKHCHIBATH PEIENTH HA JIEKAPCTBEHHBIE MpENapaThl, MEIUIIMHCKUE
U3JIeNHsl W CHEIHATU3UPOBAHHBIE TMPOIYKTHl JIEUEOHOTO THUTAHHUS TMPH OKAa3aHUU NEPBUYHOU
MEIMKO-CaHUTAPHON TTOMOIIN B aMOYJIATOPHBIX yCIOBUAX (nanee - CripaBOYHUK Bpadel ((enpamepos)),
yYTBEPXKACHHBII MpruKa3oM MUHUCTEPCTBA.

Boinucka penentoB Ha JIEKApCTBEHHBIE IPENapaThl OCYIIECTBISETCS COIVIACHO CXEMaM JIeYeHUs,
nonobpaHHeiM B (efepa’dbHBIX  KIMHUKAX, TOCYJapCTBEHHOM  OIOKETHOM  YUPEKICHHH
3npaBooxpaneHus: Pecrryonmuku Kapenus "Jlerckas pecnyOnmkanckas 6onpanna” (nanee - 'bY3 "JIPB"),
roCcyJJapCTBEHHOM OIOIPKETHOM YUpPEKICHUU 31paBOOXPaHEHUs Pecny6nuku Kapenus
"PecnyOnmkanckas 6onpHuIA UM. B.A.bapanoBa" (manee - 'BY3 "PB"), B cooTBeTCTBHU C 3asBKOM Ha
OUYepeHOM ToJ Ha JIEKApCTBEHHBIC MpernapaThl, MpeIHa3HauYeHHbIC i1 oOecredeHus JUl, OOJIbHBIX
reMopuIneii, MyKOBHUCIUIO30M, TUNO(HU3apHBIM HAHW3MOM, Oo0se3HpI0 ['omie, 370KadecTBEHHBIMU
HOBOOOpa30BaHUAMU TUM(OUTHON, KPOBETBOPHOU M POACTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
JUI] TOCHEe TPAaHCIJIAaHTAlUM OpraHoB W (WiIM) TKaHEW, yTBEpKACHHOM MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickon denepanuu.

5. PykoBoaurensiMm MEAMIMHCKMX OpraHU3alluii W Y4YpEeXKJIEHUN COLMAJIBLHOTO OO0CIyKUBaHMUS,
[IOMMEHOBAHHBIM B ITyHKTE | HACTOAILIErO NpHUKa3a, OPraHu30BaTh:

5.1. obecneueHue JIEKaApCTBEHHBIMU TMpeNapaTaMy JIUI, OOJBHBIX THIOPHU3APHBIM HAHU3MOM,
COIJIACHO CXEeMaM JICUEHUs, MOJOOpaHHBIM B (elepajbHbIX KIMHUKAX, COIJIACOBAHHBIX C TIJIaBHBIM
BHEUITATHBIM JETCKUM CIIELUAINCTOM SHIOKPUHOJIOTOM MUHUCTEPCTBA, Ha OCHOBAaHUM PELENTOB,
BBINMCAHHBIX B YCTAHOBJIEHHOM IOPSAIKE B MyHUIIMIAIBHBIX pailoHax (ropoackux okpyrax) PecmyOmuku
Kapenus, - MenuuuHcKkuMU paOOTHUKAMU MEIULMHCKUX OPTaHU3alMN [0 MECTY JKUTENIbCTBA FPAXKIaH;

5.2. obecmneveHue JIeKapCTBEHHBIMU TIpenapaTaMHu JIHIl, OOJIBHBIX MYKOBHUCIIHI030M, HA OCHOBaHHUU
pElENTOB, BBINMMCAHHBIX B YCTAHOBJIECHHOM Topsnke, B IleTpo3aBoJCKOM TOPOJICKOM OKpyre -
MEIUIIMHCKUMHU  paOOTHUKaMH  MeAuKo-TeHeThdecko koHcymbrammu [BY3  "PB", B  wuHbBIX
MYHHIIMITAIGHBIX paiioHaX (ropoJckux okpyrax) PecnyOnwku Kapenus - MeTUIIMHCKUMU PaOOTHHKaAMU
MEIUIIMHCKUX OpraHU3aluii MO MECTy J>XUTENbCTBA TPa)<IaH, B COOTBETCTBUU C PEKOMEHIAIMSIMHU
[JIABHOTO BHEIITATHOTO CTCIHAIKMCTA 110 MEIUIIMHCKON reHeTHKe MUHHUCTEPCTBA;

5.3. obecrieyeHue JEKapCTBEHHbIMM IMpenapaTaMM JIML, OOJBHBIX PAacCEeIHHBIM CKIEPO30M, Ha
OCHOBAHUU PELIENITOB, BHITMCAHHBIX B YCTAHOBJICHHOM NOPSAKE, B MyHULIUIIATbHBIX palloHax (TOPOACKUX
okpyrax) Pecny6nuku Kapenust - MeIMIMHCKUMHU paOOTHUKAMU MEAMLMHCKUX OpraHu3alui 1Mo MecTy
KUTEIbCTBA TPaXJAaH B COOTBETCTBHMM C PEKOMEHJAIMSMHU TJABHOTNO BHEIITATHOTO CHELHATUCTa
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HeBpoJsiora MUHHUCTEPCTBA;

5.4. obGecrieueHHe JIEKapCTBEHHBIMHU MperapaTaMy Jidil, OONbHBIX reModuivueld, Ha OCHOBaHUH
PELENTOB, BBIMCAHHBIX B YCTAHOBJICHHOM IOpsiAKe, B [IeTp03aBoICKOM IrOpOJCKOM OKpYyTe - BpadyaMH -
crienranucTaMu remarojorundeckoro otaeneHus ['bY3 "PB", B uWHbIX MyHHMIIMNIANBbHBIX pailoHaX
(ropoackux okpyrax) PecriyOnuku Kapenus - menuuuHckuMu pabOTHUKaMU MEAULIMHCKUX OpraHU3alui
M0 MECTy JKHUTEIbCTBA TpaXkJaH, B COOTBETCTBUU C PEKOMEHAAIMSAMHU TJIaBHOTO BHEIITATHOTO
crieruanucTa remarojgora MuHucTepcTBa;

5.5. obecneueHue JeKapcTBEHHBIMHU Tpenapatamu "boprtezomu6", "dmymapaOun" mwi, OOIBHBIX
37I0Ka4eCTBEHHBIMH HOBOOOPa30BaHUSAMH JIUM(OHUIHON, KPOBETBOPHOH M POJCTBEHHBIX MM TKaHEW, Ha
OCHOBAaHMH PELIENTOB, BBIIIMCAHHBIX B YCTAHOBICHHOM NOpsAKe, B [1eTpo3aBOACKOM rOpOACKOM OKpYTE -
BpauaMH - CleHuaJucTaMu reMartosioruyeckoro otaeneHus ['bBY3 "PB", B MHBIX MyHHIMIIAIbHBIX
paiioHax (roponckux okpyrax) Pecrmyomukm Kapenus - MemuuuHCKMMH PaOOTHHKAMHU MEIUIIMHCKHUX
OpPraHM3allMii IO MECTy JKUTENbCTBA TpakJaH, B COOTBETCTBUH C PEKOMEHIALUSIMH TJIABHOTO
BHCHITATHOI'O CII€IHUAJIMCTAa reMaToJiora MI/IHI/ICTepCTBa;

5.6. obecrneuenue yekapcTBeHHbIMU npenapatamu "Jlenamumomun", "Putykcumab", "Mmatunn6"
nvtL, OOJIBHBIX 3JI0KAYeCTBEHHBIMH HOBOOOPA30BaHMSIMH JIMM(OHUIHONW, KPOBETBOPHON M POJICTBEHHBIX
UM TKaHeil, Ha OCHOBAaHMHU pELENTOB, BBIMUCAHHBIX B YCTAaHOBJIEHHOM IOpSJKE, - BpayaMu -
CIIEIUAJIMCTaMH TeMaToyiorudeckoro oraeienus I'bY3 "PB";

5.7. obecrieyueHne NEeKapCTBEHHBIMU MpenapaTaMy JUI] MOCJIe TPAHCIUIAHTAI[MH OPTraHoB M (WJIH)
TKaHE Ha OCHOBAaHHMHM PEIENTOB, BBIMUCAHHBIX B YCTAHOBJIECHHOM Topsiake, B lleTpo3zaBoackom
TOPOJICKOM OKpyre - BpayaMu - choenuaiucramu otaenenus remomuanu3a ['BY3 "PB", B uHbIX
MYHHIIMITAIGHBIX paiioHaX (ropoJckux okpyrax) PecnyOnwku Kapenus - METUIIMHCKUMU PaOOTHHKaAMHU
MEJUIIMHCKUX OpTaHM3aIlMi [0 MECTy KHUTENbCTBA TPaXKJaH, COTJIAaCHO CXeMaM JIeUeHUs, MOJA00paHHBIM
B (eepalIbHBIX KIIMHUKAX, COTJIACOBAHHBIX C TJIABHBIM BHEIITATHBIM CIEIHAIMCTOM TPAHCILIAHTOJIOTOM
Munucrepcrsa.

6. I'maBHOMy BHEIITaTHOMY CHEIHAINUCTy TIeMarosory MuHucrepcTBa 0O€CneduTh KOHTPOJIb
UCIIOJIHCHUA 3asABKM HAa OYEPEIHOM TIOJ Ha JIEKapCTBEHHBIC IIpenaparsl, MpeIHa3HAYCHHBIC I
oOecrieyeHns JUI, OONBHBIX TEeMO(WINEH, B YaCTH OpraHU3alMd OOCIEIOBaHMSA ITAlMEHTOB,
CTpajalouXx reMopmineil 1 He MPOXOJUBIINX OOCIIEZJOBaHHE 110 OCHOBHOMY 3a00JIEBaHUIO B TE€UEHUE
TpeX JIeT, C IIeJIbI0 KOPPEKIUU MOJ0OpaHHBIX PaHEE JT03UPOBOK JIEKAPCTBEHHBIX IPENapaToB U CXEM
JIeYCHUs, B COOTBETCTBUU CO CTAaHAAPTAMM OKa3aHWUS MEAULMHCKON IOMOILUM U YTBEPXKICHHOM 3asBKON
Ha JICKapCTBEHHBIE IIPENapaThl Ha OUYEPEAHON IO,

7. Hupextopy I'BY3 "PMHAILL" oGecnieuuTh NpoBeneHUE MEAMKO-3KOHOMUYECKOIO KOHTPOJIS
yCIIyI HO OTIYCKY YHOJHOMOYEHHOH (papMaleBTUUECKONW OpraHM3alMel JIEKApCTBEHHBIX IpEnapaToB
rpaxkJaHaM, CBEJIEHUs O KOTOPBIX BHECEHBI B PErMOHANIBHBIN cerMeHT DeepaibHOro perucTpa.

8. Ilpu3Hath yTpaTUBLUIMM CHITy pUKa3 MUHHUCTEPCTBA 31paBOOXPAHEHUS U COLUATIBHOIO Pa3BUTHUS
Pecny6nukn Kapenust ot 6 oxts0pst 2014 roga N 1773 "O HekOTOpbIX BONpOCaX OpraHU3aLUU
oOecrieyeHHs JIEKAapCTBEHHBIMU  TIperapataMu  JIUI, OONBHBIX TeMOQIINEH, MYyKOBUCIIHIO30M,
runogu3apHelM HAHU3MOM, OoJie3HbIO [olle, 370KadyecTBEHHBIMH HOBOOOPAa30BaHUSAMH JTMM(OUIHOM,
KPOBETBOPHOM M POJICTBEHHBIX UM TKaHEH, pacCesHHBIM CKJIEPO30M, JHI] IOCJIE TpaHCIUIAaHTAIUH
OpraHoB U (UJU) TKaHEH".
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9. KoHTpoJIb MCHOJIHEHMSI HACTOALLETO MpHUKa3a BO3JI0KUTh Ha IlepBoro 3amecturens MunHucTpa
O.C.Konomumony.

Munuctp
E. A XUIULIAH

[Tpunoxenue 1

K [IpUKa3y
MuH3apaBCcOLPa3BUTHS
Pecniy6nuku Kapenus

ot 27 mag 2016 roga N 1008

dopma N 03-0P

XYPHAJI
ydeTa BHIOAUM HalpaBJIEHUM
Ha BKJIOUEHME CBeIeHuM (BHeceHMue
V3MEHEHUM B CBeIeHMd) O DoJbHOM B dermepalibHOM
perucTpe Juni, OOJIBHEIX T'eMOoduUIMelr, MyKOBUCLMIO3OM,
runodm3apHEIM HaHM3MOM, OOJIe3HbK ['olme, 3JI0KaUeCTBEHHBMU
HOBOODOPasz30BaHMAMM JIMMOOMIHOM, KPOBETBOPHOM M POICTBEHHEIX
VM TKaHeM, pacCesHHBM CKJIEPO30M, JIMI IIOCJe TPaHCIJIaHTalUM
OPT'aHOB U (MJM) TKaHEM M BHIAUYM M3BEUIEHUM
06 MUCKJIOUEHUM CBEIOEeHUM M3 OAaHHOTO
demepanbHOTO permucrpa <*>

(HaMMeHOBaHME MEeIMLMHCKOM opraHmu3auum cyoOwbekTa Poccumickoy denepaumuiu,
MEeOMUMHCKOM OpraHM3aluM MyHMLMNAJbHOM CHUCTEMH 3OPaBOOXPaHEHMUT)

N Ha|®.1.0. |Beinann |Homep |Kon nnm d.1.0. d.1.0. d.1.0.
n/n |Ta |OOJNBHO |BIH Hanpasi | HOMEp Bpaua, CeKpeTaps | mpeaceaTe
ro JIOKyMe | €HHs MEIULMHCKON | BBIIABLIET | BpaueOHO | JIst
HT (u3BelIe |KapThl 0 71 BpaueOHOM
(HampaB | HUA) aMOyJIaTOPHOT | HApaBje | KOMHUCCUM | KOMUCCHU
JIeHUE 0 0oJIbHOTO HUe , yUpeXKIECHUS
1003 (ucropun (u3BemieH |ohopMHUB |3apaBOOXpa
U3BEIlIe pa3BUTHUA ue) 1I1eTo HEHU,
HUE) pebeHka) 3aIuCh BBIJIABIIICTO
HaIlpaBJICHU
e
(u3BeLIeHNE
)
1.
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<*> YXKypHan MpoIIHYypOBBIBAETCSI, IPOHYMEPOBBIBAECTCS, HA TUTYJIBHOM JIUCTE OTMEYAIOTCS JAThl
Hayajla ¥ OKOHYAaHMsI BEIEHUs IKypHalla, 3aBepseTcsl MOAMNHNCHI0 PYKOBOIUTENS] MEIULUHCKON
OpraHu3alHH.
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