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MUHUCTEPCTBO 3PABOOXPAHEHUA PECMNYBJIMKU KPbIM

NMPUKA3
ot 15 cheBpansa 2019 r. N 215

O NOoPAAKE OPTAHU3ALIMN OBECNEYEHUA NIEKAPCTBEHHBIMU NMPEMNAPATAMU
nuu, BONbHbIX FTEMO®UITMEA, MYKOBUCLMOO30M, TMNO®U3APHbLIM
HAHU3MOM, BOJIE3HbIO NOWE, 3JIOKAYECTBEHHbIMA HOBOOBPA3OBAHUAMUA
NMMM®OUOHON, KPOBETBOPHOU U POACTBEHHbIX UM TKAHEW, PACCEAHHbIM
CKINEPO30OM, rEMOJINTUKO-YPEMUYECKUM CUHAOAPOMOM, FOHOLUECKUM
APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOIMOJINCAXAPAOO3O0M |, Il U VI
TUNOB, NUL, NOCNE TPAHCIMNAHTALUN OPFTAHOB U (UNN) TKAHEN
HA TEPPUTOPUUN PECMNYBJIMKU KPbIM

B cootBercTBUn ¢ ®enepanbubiM 3akoHOM Poccuiickoit denepanuu ot 21 HosiOps 2011 roma N
323-®3 "OO ocHOBax OXpaHbl 370poBbs TpaxaaH B Poccuiickoit ®enepanuu", [locTanoBieHnem
[IpaButensctBa Poccuiickoit @enepanyu ot 26 Hosi0ps 2018 roma N 1416 "O nopsiake opraHusanuu
o0OecrieyeHHs JIEKapCTBEHHBIMHM IpemapaTaMu JUI, OONBHBIX TeMO(GUINEeH, MYKOBHUCIIHIO30M,
runogu3apHeIM HAHW3MOM, Oo0Jie3HBIO [ ole, 370KadyecTBEHHBIMH HOBOOOPAa30BaHUSMH JTHM(OUIHOM,
KPOBETBOPHOM M POACTBEHHBIX WM TKAHEH, pPACCESIHHBIM CKJIEPO30M, TIE€MOJHMTHKO-YPEMUYECKUM
CHUHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadasioM, Mykomnoiucaxapuao3oM I, II u VI tumnos,
JUI] TIOCTie TPAHCIUIAHTALlMM OPraHoB W (WJIM) TKaHEH, a TakKe O MPU3HAHUU YTPATUBLUIUMHU CHUITY
HekoTophIxX akToB [IpaBuTenbctBa Poccuiickoit @enepanuu", cornacHo [lonoxenuto o Munucrepcrse
3npaBooxpaHeHusi PecmyOnuku KpeiMm, yTBepkaeHHOMY mocTaHoBieHHneM (CoBeTa MHHHCTPOB
Pecny6mmuku Kpeim ot 27 utonst 2014 roga N 149 (¢ uaMeHeHHSIMH), TPUKA3bIBAIO:

1. YTBepauTh mpuiaraeMelii MOPsIOK OpraHu3aluyd 0OecTeueHus JeKapCTBEHHBIMU IpenapaTaMu
i, OoNIbHBIX TreModwined, MYKOBUCIMIO30M, TUNO(U3apHBIM HaHU3MOM, Ooje3Hbto [omre,
3JI0KAYECTBEHHBIMH HOBOOOPA30BAHMUSAMHU JTUMQPOUIHON, KPOBETBOPHOH M POJICTBEHHBIX MM TKaHEMH,
pPacCestHHBIM CKJIEPO30M, I€MOJINTUKO-YPEMUUECKUM CHHIPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM
HayasioMm, MmykononucaxapuaoszoM I, II u VI tunos, nui nocie TpaHCIUIAHTAllMU OPTaHOB U (UJIM) TKaHEeH
(nanee - mporpamMma BbICOKO3aTpaTHBIX HO30J10TUi) Ha Tepputopun Pecriy6nuku Kpbim.

2. Mupextopy I'BY PK "KpbiMckuii MeauInHCKUN HH)OPMAIIMOHHO-aHATTUTUYECKHH LIEHTP" B CPOK
1o 25 ¢espans 2019 roga Ha3HAUMTH JIML, OTBETCTBEHHBIX 3a BHECEHHE MH(OpMALUU 00 OTIYLIEHHBIX
IO peLenTaM JeKapCTBEHHbIX IpenapaTax Mo IporpaMMe BbICOKO3aTpaTHBIX Ho3osoruil. Konuto npukasa
NPEJCTaBUTh B YTpaBJICHHWE JEKAPCTBEHHOTO OOecredYeHus, MH(POpPMATU3alKi, OXpaHbl Tpyla H
rpakJaHCKOM 3aIlUThl HaceaeHus MuHHUCTepeTBa 31paBooxpanenus PecryOnmku Kppim.

3. Ha3naunmTe nuIIOM, OTBETCTBEHHBIM 3a BeleHue PermonHanpHOro cermeHnra ®PenepanbHOro
peructpa OOJBHBIX BBICOKO3ATPAaTHBIMU HO30JIOTUSAMM, KOHCYJIbTaHTa OTJAE€Ja JIEKapCTBEHHOTO
obecrieyeHHss yNpaBICHUS JIEKApCTBEHHOro o0ecredyeHus, HHPOpMaTU3alUKh, OXpaHbl Tpyla U
rpa)<IaHCKOM 3alUThl HaceseHuss MunucrepcTsa 3apaBooxpanenus Pecniyonuku Kpeiv bakosy E.1O.

4. Ilpuka3 MunucrepctBa 3apaBooxpanenus Pecryonuku Kpemv ot 1 Hos6pst 2016 rona N 1833 "O
MOPSIIKE BEJCHUS pErMOHANBHOTO cermeHta demepaiabHOro perucTpa Juil, OOJBHBIX TeMOQIIHEH,
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MYKOBHUCIII/I030M, TUNOQHU3apPHBIM HaHU3MOM, 00J1e3HbIO I'owe, 3JI0Ka4€CTBEHHBIMU
HOBOOOPA30BaHUAMM JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, paCCEIHHBIM CKIEPO30M,
JIMI] T10CJIE€ TPaHCIUIAaHTAllMKM OPraHoB U (WIN) TKaHEH" NpU3HaTh yTPAaTUBLINM CHUITY.

5. KoHTposnb 32 MCIIOJIHEHHEM IpUKa3a BO3JIOKUTh HA 3aMECTUTENII MUHHUCTpA 31paBOOXPAHEHUs
Pecniy6muku Kpeim Jlepkaua H.H.

Munuctp
A.T'OJIEHKO

[Ipunoxenue

K [IpUKa3y

MuHucTepceTBa 34paBOOXpaHEHUS
Pecniy6nuku Kpeim

ot 15.02.2019 N 215

NOPAAOK
OPIrAHN3ALNN OBECIMNEYEHUA NEKAPCTBEHHbLIMU NMPEMAPATAMMU JIUL,
BONbHbIX FEMO®UNUEA, MYKOBMCLMOO30M, TMNMO®U3APHLIM HAHU3MOM,
BOJIE3HbIO NOUWE, 3IOKAYECTBEHHbIMN HOBOOBPA3OBAHUAMU
NMMM®OUOHON, KPOBETBOPHOW U POACTBEHHbIX UM TKAHEW, PACCEAHHbIM
CKNEPO30OM, FrEMOJIUTUKO-YPEMUYECKUM CUHOPOMOM, FOHOLUECKUM
APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOIMOJIMCAXAPUOO30OM
I, 1A VITUNOB, NNLU NOCNE TPAHCINTAHTALUN OPITAHOB
W (UNW) TKAHEA HA TEPPUTOPUN PECMYBJIMKN KPbIM

1. O6wWwume nonoxeHus

1.1. Hacrosmmii Ilopsiiok pa3paboTaH C IeNbl0 OpraHM3aludu 00ecredeHUs! JEeKapCTBEHHBIMU
mperapatamMi, a Takke MpaBwi BeleHHs DenepalbHOTO PpETrucTpa JHI, OOJNBHBIX TEeMO(WIHEH,
MYKOBHUCLII030M, TUNoQpHU3apHbIM HaHU3MOM, 00J1€3HbI0 ['omre, 3JI0Ka4E€CTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
TFEMOJIUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM €  CHCTEMHBIM  HayaloM,
mykonoiucaxapunozom I, II, m VI tumos, naui mocie TpaHCIUIAaHTAlMM OpPraHOB W (WMJIM) TKaHEH,
yrBepxaAeHHbIX [locTanoBnenuem IlpaBurensctBa Poccuiickoii denepanuu ot 26 Hoa6ps 2018 roga N
1416 "O nmnopsake opraHu3anuy oOOECIEUEHUsl JIEKapCTBEHHBIMH IpernapaTaMu JuL, OOJbHBIX
reModuineil, MyKOBUCIUI030M, THUNo(U3apHBIM HAHU3MOM, Oose3Hbio ['omie, 3710KayecTBEHHBIMHU
HOBOOOpa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHOU M POACTBEHHBIX UM TKaHEH, PACCESIHHBIM CKIIEPO30M,
TFEMOJIUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTpPUTOM €  CHCTEMHBIM  HayaloM,
mykonoaucaxapuno3om I, 11, u VI tunos, nun nocne TpaHcmiiaHTalMu OpraHoB U (WJIM) TKaHEH, a Takxke
O NPU3HAHUM YTPATUBIIUMH CHIIy HEKOTOpbIX akToB IIpaBurensctBa Poccuiickoit denepanun” (nanee -
[Toctanosnenue N 1416).
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1.2. Hactostmmii [Topsiiok ycTaHaBiuBaeT Opoueaypy:

1.2.1. Benmenus PerunonanpHOrO cermeHTa DenepasbHOTO PErucTpa OOJBHBIX IO TPOrpaMMme
BBICOKO3aTpaTHBIX (Janee - Peructp);

1.2.2. popmupoBaHusl 3adBOK Ha JIEKAPCTBEHHBIC MpernapaThl I METUIIMHCKOTO TPUMCHEHHS,
NpCAHAa3HAYCHHBIC JIsI  JICUCHUA 336OHeBaHHﬁ, BKJIFOYCHHBIX B IPOrpaMmMy BbICOKO3aTPATHBIX
HO30JIOTHIA;

1.2.3. oOecriedyeHuss JEKapCTBEHHBIMH TMpemapaTamMu i  MEIUIUHCKOTO TMPUMEHECHHS,
MpeAHa3HAYEeHHBIMU Il JIeueHUs 3a00JIeBaHUM, BKIIOUYEHHBIX B IMPOTrpaMMy BBICOKO3aTPATHBIX
HO30JIOTHi;

1.2.4. ydc€Ta JICKApCTBCHHBIX ITperapaToB i1 MCAUIHUHCKOIO NPpUMCHCHUS, MPCAHA3HAUCHHBIX JJIA
JICUCHUA 38.6OJ'ICB8.HI/II71, BKIIFOUCHHBIX B IIPOrpaMMy BbBICOKO3aTPATHBIX HO30JIOTHIA.

2. BegeHue PernoHanbHoro cermeHta ®eaepanbHOro perucrpa
OONbHbIX MO NporpaMmMe BbICOKO3aTPaTHbIX HO30JI0MMW Ha TePPUTOPUM
Pecny6nuku Kpbim

2.1. Peructp OONBHBIX MO MPOrpaMMe BBHICOKO3ATPATHBIX HO30JOTUH SIBISETCS COCTABHOM YacThIO
deneparbHON HHPOPMAITMOHHON CUCTEMBI, COCTOSIIEH 13 PerHOHATBHBIX CETMEHTOB.

MunucrepcTBo 31paBooxpaHeHus PecryOnuku KpeiM siBasiercss onepatopoM HHGOpPMaMOHHON
cucremsl Peructpa Ha Teppuropun PecrryOmmku Kpbim.

Koncynprantllntoc: mpumeudanue.
Hywmepaius myHKTOB JaHa B COOTBETCTBUU C OPUIIMATBHBIM TEKCTOM JIOKYMEHTA.

2.1.2. T'nmaBHble BHEWITaTHBIC CHEUUATUCTHI (JIUUA, WX 3ameniaronme) MwuHUCTEpCTBa
3npaBooxpaHeHus PecnyOnuku Kpbim:

TJ1aBHBIN BHEIITATHBIA CICHAINCT - T€MaTOJIOT;

TJIaBHBIN BHEINTATHLIA ACTCKHI CICITUAIIMCT - OHKOJIOT-TE€MAaTOJIOT
[JIaBHBIM BHEIITATHBIN CIIELUAIUCT - IIYJIBMOHOJIOT;

IJIABHBIM BHEIITATHBINA JETCKUN CIIELUAIIACT - aJUIEPTOJI0T-1IyJIBMOHOJIOT;
[JIABHBIM BHEIITATHBIN JETCKUN CIIELIMAIIUCT - SHIOKPUHOJIOT;

IJ1aBHBIA BHEIITATHBIN CIIEIUATIUCT - HEBPOJIOT;

TJIaBHBIM BHEIITATHBINA JETCKUM CIIELIMAIIUCT - HEBPOJIOT;

IJ1aBHBIA BHEIITATHBIN CIIEIIUATIUCT - TPAHCILJIAHTOJIOT
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IJIaBHBIA BHELITATHBIN JETCKUN CIIELUATIUCT - PEBMATOJIOT;
TJ1aBHBIA BHEIITATHBIN CIIEIIUATIUCT - PEBMATOJIOT;
TJIaBHBIM BHEITATHBIN CIEUAINCT 110 MEITUIIMHCKON T'€HETHUKE.

2.1.3. Ilpu ycTaHOBIIEHNH BIIEPBBIC AMAarHO3a 3a0oieBanus, ykazanHoro B [loctanoBnenun N 1416,
HE mo3/iHee 5 pabouMx AHEW ¢ 1aThl YCTAHOBIICHUS AMArHO3a MPEIOCTABISIOT Ha OyMa)kHOM HOCHTEJE B
OTAEN JIEKapCTBEHHOTO OOecHeueHMsl YNpaBlIEeHHs JIEKAPCTBEHHOro oOecredyeHus, MH(pOpMaTU3ALNHY,
OXpaHbl TPyJa M I'pa)XIAaHCKOW 3aIIMThl HaceleHus MuH3npaBa 3apaBooxpaHeHus PecnyOumku Kpbim
(mamee - oTen IekapcTBEHHOTO obecrieueHus Y npasinenns Mun3zapasa PK) Hanpasienue Ha BKITIOYSHHE
CBeleHUI (BHECEHME W3MEHEHHMH B CBEIEHUs) C TNPUWIOKEHHEM MEIUIMHCKUX JOKYMEHTOB,
MOJTBEPXKIAIONINX JUArHO3 3a00JICBaHUA U COJIEPXKAIIUX PEKOMEHIAIMU 10 JEKApCTBEHHOH Teparnuu
nanueHTa, B Peructp mo ¢opme N 01-OP (mpunoxkenue 2 Ilpukaza MuHucTepcTBa 31paBOOXpPaHEHHUS
Poccuiickoit ®eneparuu N 691).

2.1.4. B cnyuyae M3MEHEHHs CBEICHHMI O CTPaxXOBOM HOMEpPE MHAMBUAYAIBHOTO JHIIEBOIO cueTa
OONIPHOTO B CHCTEME OO0S3aTEIbHOTO IIEHCHOHHOTO CTPaxOBaHMS M CEpUM M HOMepa IIoIHca
00513aTeIbHOTO0 MEIUIIMHCKOTO CTpaxoBaHMs OOJIBHOTO M HAMMEHOBAHUS BbIIABILIEH €ro CTpaxoBOM
MEUIIMHCKONW OpraHU3allii B CPOK, HE MpeBbILaoMuil 3 pabouux AHs, MPEIOCTABIAIOT Ha OYMaKHOM
HOCUTENIe B OT/AEN JICKapCTBEHHOro obecriedeHuss YmpasineHuss MunzapaBa PK HampaBnenue Ha
BKJIIOUEHUE CBEJCHUN (BHECEHNE U3MEHEHHUI B CBEJICHUS).

2.1.5. B cpokx He Oonmee 10 nHeil ¢ JaTbl MONy4eHHUS COOTBETCTBYOLIEH HHOpMaruu
IPEJOCTaBIAIOT Ha OyMa)KHOM HOCHTENIE B OTHEN JICKapCTBEHHOro oOecneueHus YTpaBJICHUs
Munzapasa PK uzBemnienne 06 uckmodennu u3 Peructpa no ¢popme N 02-®OP (nmpunoxenue 3 Ilpukasza
MunuctepctBa 3apaBooxpanenus Poccuiickoit ®enepaunu N 691).

2.1.6. Benyt ¢opmy N 03-OP "Xypnan ydera BblAaud HalpaBlICHUN Ha BKIIIOUEHUE CBEICHHI
(BHeceHHe u3MeHeHuU B cBeneHusi) o 6oiapHOM B Peructp" (IIpunoxenue 4 Ilpukaza MuHucrepcTBa
3npaBooxpaneHusi Poccuiickoit @enepanyu N 69H).

2.1.7. Exemecs4HO B Cpok 10 21 umcia Kaxkaoro Mecsua NpeAoCTaBISIIOT CBEIEHUS O HOBBIX
nalueHTax, Ha3HauYeHHbIX JIEKAPCTBEHHBIX MpenapaTax, a TakkKe M3MEHEHHBIX pEeKHUMax J03MpPOBaHUS
JIEKapCTBEHHBIX MPETapaToB U POTAIMH JIEKAPCTBEHHOW TEPAINuy B OTAET JEKAPCTBEHHOTO 00ECTICUYCHHS
VYnpasnenus Munszapasa PK.

2.1.8. Hecyr OTBETCTBEHHOCTb 3a IOJHOTY, JOCTOBEPHOCTb, CBOEBPEMEHHOCTb M 3aILUTY
NePCOHU(UITMPOBAHHBIX JaHHBIX B COOTBETCTBUU C JEHCTBYIOIUM 3aKOHOAATEIbCTBOM.

2.2. OTnen nexapCcTBEHHOTO oOecrieueHus: YnpasieHuss Munzapasa PK:

2.2.1. OcymecTBisieT BefeHHe Perucrpa i, cTpagarolmx 3a00JeBaHUSIMH, BKIIOYCHHBIMU B
MpOrpaMMy BBICOKO3aTPATHBIX HO30JIOTHMA.

2.2.3. OOecneunBaeT BHECEHHWE CBEJCHUH O OOJBbHBIX, CTpajaroIuX 3a00JIEeBaHUAMY,
BKJIFOUEHHBIMHM B MPOTpaMMy BBICOKO3aTpaTHBIX HO30JI0TUH (nanee - O00ibHBIE), B Peructp B Cpok, He
NPEBBILIAIONIMNA 5 pabounx OHEH co JHS NPeAOoCTaBIEHHs TJIaBHBIMH BHEIUTATHBIMM CIIELUATUCTAMU
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Munsapasa PK HanpaBineHus Ha BKIIOUEHHE CBEACHUH (M3BELICHUE 00 UCKIIIOYCHUN CBEICHUH).

2.2.4. ObGecnieunBaeT MCKIIOUYCHHE U3 Perumcrtpa cBefeHUil O OOJBHBIX, BBIEXABIIUX 3a IMPEACIIbI
tepputopun PecriyOmuku Kpbim Ha Teppuropuio apyroro cyonekra Poccuiickoit @enepannu Ha CpoK,
MpeBbIIIalONMi 6 MecsueB, W nepenady HHGOpManud O HeM (B TOM 4YHCIE C HCIOJIb30BAaHHEM
MH(OPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX ~TEXHOJIOTUH) OpraHy TOCYIapCTBEHHOW BJIACTH CYOBEKTa
Poccuiickoit ®eneparuu B chepe oXpaHbl 310POBBS, HA TEPPUTOPHIO KOTOPOTO BheXal O0THHOM.

2.2.5. CoTpyaHMKH OTAENa JIEKapCTBEHHOro obecreueHus Ympasienuss MunsapaBa PK necyt
OTBETCTBEHHOCTh 3a TOJHOTY, JOCTOBEPHOCTh, CBOEBPEMEHHOCTh M 3aIIUTy NEPCOHUPHUIIMPOBAHHBIX
TaHHBIX B COOTBETCTBHH C JICHCTBYIOUIMM 3aKOHOIATEIbCTBOM.

2.3. MGI[I/IHI/IHCKI/IC oprannsanyu, OCYHICCTBJIAIOIINWEC BBINMHMCKY PCLCITOB IJIA JIMIL, CTpaJdaromux
38.60J'IeBaHI/I5{MI/I, BKJIFOUCHHBIMU B IIPOTPpAMMY BBICOKO3aTPATHBIX HO30JI0THIi:

2.3.1. B ciyuae BwIe3na OonpHOTO 3a mpenenbl PecnyOmmku KpbiM Ha cpok Oojiee 6 MecsIeB WiH
W3MEHCHHS TMOCTOSIHHOTO MECTa JKUTEIbCTBA WJIM B ClIy4yae CMEPTH IMAlMEHTOB, B JICHb IOJYYCHUS
nH(pOpManUK TOBOIAT €€ J0 CBEACHUS TJIaBHBIX BHEIITATHBIX creruanuctoB Munsnpasa PK (ymi, mx
3aMEIAIoNINX ) U COTPYAHUKOB OT/IeNIa JIEKapCTBEHHOTo obecrieueHus Ynpasienus Munsnpasa PK.

2.4. TBY PK "KpbIMcKHif MEAUIIMHCKUI WH(OPMAITHOHHO-aHATUTUIECKUNA TISHTP"":

2.4.1. Opranm3yer paboTy u o0ecreunBaeT BHECEHHE [aHHBIX JIOJDKHOCTHBIMHM JUIAMH,
HaJICJICHHBIMH TIPAaBOM TIOJIb30BAHUS KJIIOYOM JOCTyINa B WH(OPMAIMOHHO-aHAIUTUYECKYIO CHUCTEMY
Munucrepctsa 3apaBooxpaneHus Poccuiickonn denepanuu, B Peructp ¢ uCnonb3oBaHUEM CIIELIUATIBHO
MpeTHA3HAYEHHBIX JIJIS 3TOTO CPEJCTB 3aIIUTH HH(POPMAIIHIH.

Koncynbrantllntoc: npumeuanue.
B o¢punumanbHOM TEKCTE TOKyMEHTA, BUIUMO, JOIYIIEHa oneyaTka: umeercs B Buay ¢popma N 05-OP,
a He ¢popma N 06-DP.

2.4.2. ExxeMecs4HO B CpPOK 110 15 umcna Mecsua, CIEQYIOIIEro 3a OTUYETHBIM MEPHOJOM, BHOCST
JlaHHbIe 00 OTIYIIEHHBIX IO peleNnTaM JIEKAPCTBEHHBIX Npernaparax s MEIUIMHCKOTO NMPUMEHEHUS B
paMKax MpOrpaMMBbl BEICOKO3aTPaTHBIX HO30JI0THH B Peructp 60nbpHBIM B TeueHune 10 paboumx mqHEH co
nust npenoctasienus nHpopmanuu I'VII PK "KpeiM-®apmanusa" no ycranosiaeHHoit popme N 06-OP
(npunoxenue 7 Ilpukasza MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepanuu N 69h).

2.4.3. PerynupoBaHuE€ OTHOIIEHUM, CBSI3aHHBIX C BeJEHHMEM Perucrpa, ocymiecTBisercs B
COOTBETCTBUHM C 3aKOHOAATeNbcTBOM Poccuiickoii ®enepannu 00 wuHbopMamu, HHPOPMATUOHHBIX
TEXHOJIOTUSX U O 3aIuTe HH(pOpMaIuu.

2.4.4. MunuctepcTBo 31paBooxpaneHus Pecyonukun KpeiM obecrieunBaeT KOH(PHICHIMATHLHOCTD
cBesleHui, conepxanmxcs B Perucrpe, a Takke XpaHeHUE U 3aIIUTY TaKUX CBEJIEHUH B COOTBETCTBHUH C
®enepasbHbIM 3aKOHOM "O MEepCOHAIBHBIX TaHHBIX".

2.4.5. Pa3memenne uHopmauuu B Permcrpe ocymiecTBisieTcss ¢ NPUMEHEHUEM YCHUJICHHOM
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KBAJTM(HUIMPOBAHHONW HJIEKTPOHHON moanucu B coorBeTcTBUM ¢ DenepanbHpiM  3akoHOM "OO6
AJIEKTPOHHOMU MOMUCH".

2.4.6. Peructp BeneTcsi B UIEKTPOHHOM BHJE C IPUMEHEHHUEM aBTOMAaTU3MPOBAHHOW CHCTEMBI
IIyT€M BHECEHMs PETUCTPOBOM 3alUCH C NPUCBOCHUEM YHUKAJIbHOI'O HOMEpA PEruCTPOBON 3alUCH U
yYKa3aHHEM JaThl €€ BHECEHMUSI.

2.5. Peructp coliepuT caeayromue CBEICHHUS:

a) CTPaxoBOM HOMEp HMHIUBUAYAJIHLHOTO JIMIIEBOTO cUeTa OOJBHOTO B CHUCTEME 0053aTelbHOTO
MIEHCMOHHOTO CTpaxoBaHus (MpU HAIUYHUH);

0) baMumus, UMs, OTYECTBO OOJIBLHOTO, a TaKXKe (paMIIIUs, JaHHAS TIPH POKICHHH,
B) J1aTa pOXJIE€HUs OOJIBHOTO;
T') MoJ O0JIBHOTO;

1) aipec MecTa )KUTEIbCTBA WM MECTa NMpeObIBaHUs (B CIIyyae €CIM CPOK MPEObIBAHUS MIPEBBIILIACT
6 wMecsaueB) OonmpHOro (¢ ykasaHueM Kkoaa 1o OOmepoccuiickoMy KiacCUPHUKATOpy OOBEKTOB
aJIMIHUCTPATUBHO-TEPPUTOPUATBHOTO JICIICHUS);

e) Cepud M HOMCp IacropTa (CBI/I,Z[eTeJ'ILCTBa (6] pO)K,Z[eHI/II/I) WK YAOCTOBCPCHUA JIMYHOCTHU
60J'II)HOF0, a TaKKC aTa BblJAa4YM YKA3aHHBIX JOKYMCHTOB;

) cepus U HOMEp Mojuca 0053aTeIbHOr0 MEIUIIMHCKOTO CTPaXOBaHMs OOJIHHOTO U HAMMEHOBAaHUE
BBIJIABIIEH €r0 CTPAXOBOW MEAUIIMHCKON OpraHU3alnH;

3) uHpopMalrs 00 MHBAIHIHOCTH (B Cllydae YCTAHOBJICHUS TPYIITbI MHBAJTHIHOCTH HIIH KaTETOPUHU
"pebeHok-uHBanu");

M) IUarHo3 3a0oJeBaHus (COCTOSHUS), BKJIIOYAs €ro KoJ 1Mo MeXIyHapOJHOH CTaTHCTHYECKOM
kinaccuukanuu 0oJe3He M MpoOJieM, CBA3aHHBIX CO 37I0POBBEM, a TAaKXKE JaTa OCMOTpa OOJBHOTO U
JTaHHBIC O TUHAMUKE COCTOSHUS,

K) uH(poOpManusg O MEIUIUHCKOM opraHuzanuu (HaMMEHOBaHHE, OCHOBHOW TroOCYJapCTBEHHBIH
perucTpanoHHbIil HoMep, Koz o O0mepoccuiickoMy Ki1accu(puKaTopy NPEeANpHUITUN U OpraHu3anuil),
BBIJIABIIICH HaIpaBJICHUE Ha BKIIOUYCHHME CBEJACHHI O OOJNBbHBIX B Peructp (HampaBieHHE HAa BHECECHHE
U3MECHEHHUH B CBEIEHHs, cojaepikamiecs B Perucrpe (mamee - HampaBleHHE), a TaKKe H3BEIIEHHE 00
UCKJIIOUEHHUH CBeJIeHUH 0 00IbHBIX U3 Peructpa (nanee - u3BelleHue));

J) JaTa BKIIIOYEHMS CBEJEHHUH O OOJBHOM M JaTa BHECEHHs M3MEHEHHMH B CBEJEHMS O OOJILHOM B
Perucrp;

M) HH(bOpMaHHH O Ha3HAYCHUH JICKAPCTBCHHBIX ITPCIIapaTOB;

H) wuHbopMamus 00 OTHyCKEe JICKapCTBEHHBIX IpermaparoB (nata Havdana oOecTrieueHHs
JIEKapCTBEHHBIMHU TIperapaTaMy U (pakTHUECKH OTIYCK JIEKAPCTBEHHBIX MIPENapaToB);
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0) Jara MPUHSATHS pEIIeHHs OO0 OKOHYAHWU OOECIeUeHHUs JIEKapCTBEHHBIMU TpenaparaMu C
yKa3zaHHeM TpUYHHBI (BbIe3] 3a mpenenbl Poccuiickoit denepanuu Ha MOCTOSTHHOE MECTO KUTEIHCTBA
WM MECTO MpeObIBaHUs (B Cy4yae €Clid CPOK MpeObIBaHMs MPEBBIMIACT 6 MECAIEB), CMEPTH OOJIBLHOTO,
OTCYTCTBHE MMOKa3aHUU K JajbHEHIIeMy NMpueMy JIeKapCTBEHHOTO Mpemnapara) U o neperade CBeICHUIl B
apxuB Perucrpa;

n) uHbopMaIus O BKIIOYEHUU OosbHOTO B DepepalbHBI PETUCTP JIHI, UMEIOIUX MpaBO Ha
MOJIy4YEHUE TOCYJApPCTBEHHON COIMAJIbHOM TIOMOIIM, W HHBIE PErUCTPbl, MPEAYCMOTPEHHBIC
3aKOHOJAaTeIbCTBOM Poccuiickoit deneparnyn, B Hensx oOecredeHus JIeKapcTBEHHBIMU TIpenapaTaMu 3a
cueT OroKeToB OrKEeTHOU cucTembl Poccuiickoit denepanuu;

P) YHUKaJIbHBIA HOMEP PETUCTPOBOM 3aMKcCH;

C) BBIINIKNCKA M3 MGHHHHHCKOﬁ AOKyMCHTalUU 6OJ'ILH01"O, coJeprKaliasa CBCACHHUA O HA3HAUYCHUU U
HCIIOJIb30BAHHNHU JICKAPCTBCHHBIX ITPCIIapaToOB.

3.1.6. CBenenus o 00JIbHOM (HANpaBJICHUs, U3BEILEHHS), IPEIOCTABISEMbIE B 3JIEKTPOHHOM BUJE,
MOAJICKAT 3aBEPEHHUIO DJIEKTPOHHOM IOANMCHIO JOJDKHOCTHOIO JHIA OTAENIA JIEKAPCTBEHHOTO
obecnieueHus: Ynpasinenuss Munzapasa PK.

2.5.1. B cnyuae Bble3ga OosibHOTO 3a mpenensl Teppuropun Poccuiickoit denepauunu Ha
MOCTOSTHHOE MECTO JKUTEIBCTBA MIIM MECTO NMPEObIBaHuUS (B CIy4ae €CIii CPOK MPEObIBaHUS NPEBBIIIACT 6
MECSHIIEB), a TAK)KE B CIy4ae CMEPTH OOIBHOTO O HEM MOAJIEKAT apXUBUPOBAHUIO.

3. PopmMmupoBaHUe 3aABOK Ha JleKapCTBEeHHbIe npenaparhbl
ANA MeAULMHCKOro NpMMeHeHus, npegHa3HavYeHHble onsa nevYeHus
3aboneBaHU, BKNOYEHHbIX B MporpamMmmy
BbICOKO3aTpPaTHbIX HO30J10TMMN

3.1. I'maBHble BHewTaTHble crneuuanuctsl Munszgpasa PK  npum  moctymnenun 3ampoca
MununcrepcrBa 3apaBooxpaneHus Pocculickor denepanuy COCTaBIAIOT 3aBKM HA JIEKAPCTBEHHBIE
npenaparsl Ul MEIUIMHCKOTO TNPUMEHEHUs, IpelHa3HaueHHble ii olecreueHus OOJBHBIX B
COOTBETCTBUM C Perucrpom, yTBEpXKIACHHBIMM CTaHAAPTAMHM OKa3aHHUs MEAUIMHCKONM ITOMOIIH,
KJIMHUYECKUMH PEKOMEHIAIUAMU (IIPOTOKOJIAMHU JICYEHUS ), 110 YCTAaHOBJICHHBIM (OpMaM U MepearoT ux
B MuHucTepcTBO 31paBooxpanenus Pecrryomuku KpbeiM 1o HO30510THsIM:

3JI0KaueCTBEHHbIC HOBOOOpa3oBaHMs JUM(OUIHON, KPOBETBOPHOW M POJICTBEHHBIX UM TKaHE,
remodwmus u 6oe3Hs ['orme:

TJIaBHBIN BHEIITATHBINA CIIEIHAINCT - TEMaTOJIOT

TJIaBHBIM BHEIITATHBIM JETCKUH CIIEIMAIIMCT - OHKOJIOT-IreMaTOoJIOT
MYKOBHCIIH/I03:

IJ1aBHBIA BHEIITATHBIN CIIEIIUATIUCT - ITyJIbMOHOJIOT

TJIaBHBIM BHEIITATHBIM JETCKUI CIICIMAIUCT - AJJICProJIor-1ryJbMOHOJIOT
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rUunopu3apHblii HAHU3M:

IJ1aBHBIA BHEIITATHBIN JETCKUM CIEIIUAIUCT - SHAOKPUHOJIOT
pacCesHHBIN CKIIEPO3:

IJ1aBHBIA BHEIITATHBIN CIIEIIUAIUCT - HEBPOJIOT

TJIaBHBIA BHEIITATHBINA JETCKUM CIIEIIUATUCT - HEBPOJIOT
MOCJIC TPAHCIUTAHTAIIMN OPTaHOB M (WJTN) TKAHEHU:

[JIABHBIM BHEIITATHBIN CIIELUAIUCT - TPAHCILIAHTOJIOT
TEMOJIMTUKO-YPEMUYECKUN CUHIPOM:

TJIABHBIM BHEIITATHBIN CIIELUAIIUCT - TPAHCIIJIAHTOJIOT
IOHOIIECKHUI apTPUT C CUCTEMHBIM Ha4aJIOM:

[JIABHBIM BHEIITATHBINA JETCKUM CIIELIMAINUCT - PEBMATOJIOT
TJ1aBHBIA BHEIITATHBIN CIIEIIUATIUCT - PEBMATOJIOT
Mykonosncaxapunos I, II, VI tunos:

TJIaBHBIM BHEIITATHBIM CHEIIUAINCT IO MEIUITMHCKON TeHEeTHKE.
3.2. MunuctepcTBo 3ApaBooxpanenus Pecryonuku Kppim:

3.2.1. He nmo3nuee 1 HOSIOpsI TEKymIero roja MpeocTaBisieT B MUHHUCTEPCTBO 3paBOOXpPAHEHHUS
Poccuiickoit ®enepannu 3asgBKM Ha IIOCTAaBKYy JIEKAPCTBEHHBIX MPENaparoB s MEIUIMHCKOTO
npuMeHeHus 1o (opme, yTBepkIeHHONH MUHHCTEpCTBOM 31paBooxpaHeHus Poccuiickoit ®enepannun
(nanee - 3asBKH), ¢ IPUIOKEHHEM OOOCHOBaHUI MO MX 00BEMY, a TaKXe IepeyeHb OpraHU3alui,
UMEIOIINX JIMICH3UIO Ha OCYIIECTBICHHE MEIUIIMHCKOW ¥ (WiH) (papManeBTHYECKON NeATeNIbHOCTH
(lanee - opraHM3alMU-TIONyYaTeNn), B LENAX MOCTABKU OpraHU3alMsAM-IOIydaTeNlssM JIeKapCTBEHHBIX
[IpenapaTos;

3.2.2. ompexpensieT MOTPeOHOCTH (00BEM TIOCTaBKM) B JICKAPCTBEHHBIX Mpemaparax C Y4eToM
KIIMHUYECKUX pPEKOMEHAAIui (MPOTOKOJOB JIEUEHHUs), CPETHEKYPCOBOM JI03bI JIEKAPCTBEHHOTO
mpemapaTta, e€XeMecsayHOW  (aKTUYecKOo MOTPeOHOCTH  JIMI, CTpajaloluXx  3a00JEBaHUSMU,
BKJIFOYCHHBIMHA B IIPOIrpaMMy BbBICOKO3aTPAaTHBIX HOBOHOFHﬁ, B COOTBETCTBHUHU CO CBCACHUAMU Pemcrpa u
HE00X0IUMOCTHIO (POPMHUPOBAHUS 3amaca JIEKapCTBEHHBIX MpenaparoB Ha 15 Mecslies;

3.2.3. mpoBOIUT € y4acCTHEM IJIaBHBIX BHELITATHBIX cnenuannctoB Munsnpasa PK 3amury 3asBok
Ha TIOCTaBKy JIEKAPCTBEHHBIX MPENaparoB, MpelHa3HAUYE€HHBbIX M o0ecrieyeHus OOJIbHBIX, B
Mununcrepcrse 3npaBooxpanenus Poccuniickoit @enepanun.

3.2.4. MunucrepctBo 3apaBooxpaHeHus Poccuiickoil  ®exnepauMu B YCTaHOBJIEHHOM
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3aKOoHOIATenbCcTBOM Pocculickori @exepauuu  MOPSAKE OCYLIECTBISET 3aKYIKy JIEKapCTBEHHBIX
IPENnapaToB C y4e€TOM pELICHUSs KOMHCCHHM B COOTBETCTBUU C OOBEMaMM IOCTABOK JIEKAPCTBEHHBIX
MpenapaToB, yTBEPKICHHBIX MHUHUCTEPCTBOM 37paBooxpaHeHus Pecyonuku Kpbim.

3.2.5. MunuctepcTBO 3apaBooxpanenust Poccuiickoit @eneparuu B Teuenue 10 pabounx mHEH co
JIHS IOCTYIUICHHUS aKTa NpHeMa-Iepefadd NMPUHUMAET Ha y4eT JICKapCTBEHHBIE Iperaparbl U HU34acT
pacnopsAUTENbHbIE aKThl O Iepeaaye JIEKApCTBEHHBIX MpenaparoB MHHHCTEPCTBY 3paBOOXpPAaHEHUS
Pecny6niuku, ¢ ykazaHHEeM HOMEHKJIATYpbl, KOJIMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX MPETapaToB.

3.2.6. MuHnucrepctBo 31paBooxpaHeHust Pecny6nuku KpbiM B TedueHue 5 pabouyux AHEH co 1HA
MOJTyYEHHUsI U3BEIICHHSI O TTOCTABKE JICKAPCTBEHHBIX MPENapaToB M akTa MpueMa-rnepeaadn MmoAnuChiBacT
U 3aBepseT MeuyaThlo 00a HK3EMIUIApa M3BELIEHMsS] O IOCTAaBKE JIEKapCTBEHHOI'O Ipermapata M oba
SK3EMILUIsApa akKTa MpUeMa-Tlepeaayu, Mocle Yero Bo3Bpamiaer B MUHHCTEPCTBO 3ApaBOOXpPaHEHUS
Poccuiickoii @enepauri OOUH JK3EMIUIIP YKAa3aHHOTO W3BCIICHUS M OJWH DJK3EMIUIIp aKTa
npreMa-fepeadn.

3.2.7. MunuctepctBo 31paBooxpaneHust PecryOonukn KpeiM Ha OCHOBaHMM akTa MpHeMa-Tepe1adyn
NPUHUMAET Ha y4eT JIeKapCTBEHHbIE Mpernaparbl U B TedeHue 5 pabouux THEH co IHSA MOJy4YeHMs aKTa
IIpUeMa-nepeIadyd U3JaeT pacHoOpsAUTENbHBIN akT O Iepefade JeKapcTBeHHbIX mnpenaparoB ['YII PK
"Kpbm-@apmanus" ¢ ykazaHMeM HOMEHKJIATYpBbl, KOJIMYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX MPENapaToB
B OTHOIICHUH KaXKJOW OpraHU3alMU-1101ydaTes.

3.2.8. IT'VII PK "Kpsim-Papmanus" B TedeHue 2 paboyux JHEH cO JHS MOJy4YeHHs JTOKYMEHTOB,
MOJATBEPKIAIOIIUX Tepelady UM JIEKApCTBEHHBIX MPENaparoB, MPUHUMAET JEKAapCTBEHHbIE MpenapaThl
Ha y4eT, o0ecreunBaeT UX COXPaHHOCTD U 1I€JICBOE UCIIOJIb30BaHHE.

3.2.9. MunucrepctBo 3apaBooxpaHeHus PecrnyOnukn KpbiM B yCTaHOBIEHHOM WM MOpPSIKE
OCYILECTBIIIET MOHUTOPHHI JBIJKEHHS M y4yeTa JIeKapCTBEHHBIX mpemnapaToB B PecmyOnuke Kpbiwm,
JOBOAUT 10 cBeneHuss MunHucrepcTtBa 3apaBooxpaHeHus Poccuiickoin dexpepanuy MOJy4YEHHBIE IO
pe3ysibTaTaM MOHUTOPMHIA JaHHbBIE, B TOM YMCIIE CBEICHHS O HOMEHKJIATYpE, KOJIMYECTBE U CTOMMOCTH
JIEKapCTBEHHBIX IPENapaToB, 00 OTCYTCTBHH IMOTPEOHOCTH B OTHENBHBIX JEKAPCTBEHHBIX Mperaparax
7100 O MOSIBICHUH JTOTIOJIHUTEIbHON NOTPEOHOCTH B JIEKAPCTBEHHBIX MpenapaTax B CBA3M ¢ H3MEHEHHEM
B Pecny6muke KpbiM uncieHHOCTH OONBHBIX, HM3MEHEHUSMH B HA3HAUYCHUSX MEIUIIMHCKAMHU
paOOTHHKaMHU  JIEKapCTBEHHBIX IpernaparoB OOJbHBIM M  COIVIacOBbIBaeT ¢ JlemaptameHTOM
JICKApCTBEHHOTO OO0ECTIEYCHUSI M PETYIMPOBAHMS OOpalleHuss MEIUIMHCKUX H3enuii MUHUCTEepCTBa
3npaBooxpaHeHus Poccuiickoil denepaunn nepepacrpenencHie JIEKapCTBEHHBIX IPENAapaTOB MEXIy
cyowsektamu Poccuiickoit denepanuu.

3.2.10. Ilepemaua nexkapCTBEHHBIX MpemaparoB ogHUM cyOwbekToMm Poccuiickoit denepanuu B
coOcTBeHHOCTh Jpyroro cyowekta Poccuiickoit denepanmu OCyIIECTBIsETCS Ha OCHOBAaHUU aKTa
nmpueMa-nepenadyd. MuHHCTEpPCTBO 31paBooxpaHeHus Poccuiickoit denepauuu  yBEJOMISIETCS O
nepeaye JEKapCTBEHHBIX NpernapaToB B 10-IHEBHBIN CPOK IMOCiE MOAMNMCAHUS aKTa IMpHeMa-Nepenadyu
YIOJTHOMOYEHHBIMH OpraHaMH.

4. O6GecneyeHne nekapcTBeHHbLIMU NpenapaTaMu AN MeAULUHCKOro
NpUMeHeHusA, NpeaHa3Ha4YeHHbIMU ANA neYeHus 3aboneBaHui,
BKNIOYEHHbIX B NPOrpaMmMy BbICOKO3aTpPaTHbIX HO30M0rUMn
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4.1. B nenax oOecrieueHust OOJIbHBIX JIEKAPCTBEHHBIMHU IIpETapaTaMu B MOPSIKE, YCTAaHOBICHHOM
3aKoHOJaTeNnbcTBOM Poccuiickoit denepanyu, OCyleCTBISIETCS HAa3HAYEHUE JIEKAPCTBEHHBIX MpenapaToB
1 opopmIIeHHE PELIeNITOB HA JIEKAPCTBEHHBIE MPENapaThl.

4.2. TlpaBo OonpHOTO Ha OOECTEUCHHE JICKAPCTBEHHBIMHU IIperapaTaMd BO3HHUKAET CO JHS
BKJIFOUECHMS CBEJICHUI O HEM B Peructp.

4.3. JlexapCTBEHHBIC IIpemapaTsl Il MEIUIMHCKOTO NPHMEHEHUS, IPEIHA3HAYEHHBIC U
obecrieyeHus: OONBHBIX, 3aKymnaloTcss MMHUCTEPCTBOM 37paBooxpaHeHusi Poccuiickoit Denepanuu 3a
CYET cpeacTB (henepaabHOro OrmKeTa.

4.4. JlekapcTBeHHbIE Mpenaparbl s MEAUIUHCKOIO NPUMEHEHUs, MpeJHAa3HAUYCHHbIC s
obOecrieueHHsT OOJBHBIX, HA3HAYAIOTCS TJIABHBIMU BHEIITATHBIMH crenuaimcramMu Mun3apaBa PK B
COOTBETCTBUM C Peructpom M 3asBKOM, 3allUILIEHHON B MuHUCTEpCTBE 3apaBoOXpaHeHus Poccuitickoi
denepanuu.

4.5. B cinyuae Ha3HayeHUs JICKApCTBEHHBIX NPENapaToB CIELUAIUCTAMHU JAPYTHMX CYOBEKTOB
Poccuiickoit denepanyn METUIIMHCKAE OPTaHW3ALWU JOJDKHBI JIOBECTH WH(POPMAIHMIO 10 CBEACHUS
IJIaBHBIX BHEIITATHBIX cnenuanncroB MunszapaBa PK. B ciiyuae HeoOXoauMocTH - OpraHu3oBaTh U
IIPOBECTH OYHYIO (320YHYI0) KOHCYJIBTALMIO COOTBETCTBYIOILETO IT1ABHOIO BHEIITATHOTO CIELIMAINCTA.

4.6. B ciyyae Ha3HauyeHMs JIEKAPCTBEHHBIX IPENApaTOB, 3aKYIUIEHHBIX B paMKaxX MpPOrpaMMbl
BBICOKO3aTPAaTHBIX HO30JIOTHM, TJIABHBIA BHEIITATHBIA crenuanucT Munsapasa PK Beimaer manueHTy
pEeKOMEHalMI0 Ha OyMa)XHOM HOCHUTENE C YKa3aHHEeM MEXIyHapOJHOTO HEMaTeHTOBAHHOTO
HAaMMEHOBAHMS JICKAPCTBEHHOTO Tpernapara, A03bl Ha OJJHO BBEJICHHE (MPUEM), KPAaTHOCTH MPUMEHEHUS
mpemapaTa, Havala M JJIMTENBHOCTH €ro TPUMEHEHHus, [uarHosa MW Koja 3aboneBaHus IO
MexayHapoaHoi knaccupuxanuu 6onezneit MKb-X. PekoMmenganust qomkHa ObITh 3aBEpEHA IEYAThIO
MEIMLUMUHCKOM OpraHu3allii MW JMYHOW MOJIMUCHI0 COOTBETCTBYIOUIETO TIJIaBHOTO BHEIITATHOIO
cnenuanucra Munsapasa PK.

4.7. MeauuuHCKasi OpraHu3aiys MPeJoCTaBIsIeT OOJILHOMY WM €r0 3aKOHHOMY IPEICTABHTEIIO
uHpopManuio 00  OpraHW3aUsAX, OCYHICCTBISIOMIMX  OTIHYCK  JIEKAPCTBEHHBIX  IPENaparos,
PAcCIIOJIOKEHHBIX 0 MECTY JKUTEIbCTBA WJIM MECTy NpeObIBaHUS (B Cllydae €CJIM CPOK MNpeObIBaHUS
npeBblIaeT 6 MecsAleB) OOJBHOTO M OCYIIECTBISIFOIIMX OCCIUIATHBIA OTIYCK JICKAPCTBEHHBIX
NpernaparoB, HA3HAUYCHHBIX JICUAIUM BPaYoOM.

4.8. Ilocne BKIIIOUEHUS CBEICHUI 0 HOBOM OOJBHOM B Peructp HazHaueHHE M OTIYCK €My WJIH €To
3aKOHHOMY IIPEJICTaBUTEIIO JIEKAPCTBEHHBIX MTPENapaTOB OCYIIECTBISCTCS B CPOK, HE MpeBbIIaronmii 20
pabouux AHEH CO JHS BKIIOUCHHUS.

4.9. Ilpu HazHayeHHH OOJBHBIM JICKAPCTBEHHBIX MpENaparoB Jedaluil Bpad HHPOPMUPYET €ro o
BO3MOYXHOCTH TIOJTYYCHHUS UM COOTBETCTBYIOIIMX JICKAPCTBEHHBIX IMpemapaToB 0e3 B3WMaHUS IUIATHI B
COOTBETCTBUU C JEHUCTBYIOLIMM 3aKOHOIATeNbCTBOM Poccuiickoit deneparum.

4.10. B umensx nauHaMu4eckoro HaOMIOAEHMS 3a OOJBHBIM M COONIOAECHUS TEPUOJUYHOCTH
MOCEIIEHNUs UM  MEJUIMHCKOM OpraHM3aldy  JIeYalldM BpadyoM ONpeJensieTcss KOJIMYECTBO
JIEKapCTBEHHOTO IIpernapara, €JMHOBPEMEHHO 0()OPMIICHHOTO Ha PELENTypHOM OJTaHKE, B COOTBETCTBUH C
PEKOMEHI0BAaHHOM CPEeIHECYTOYHON KypCOBOH /10301 M CPOKOM, HA3HAYEHHBIM JIJIS IIOCEILICHHSL.
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4.11. Opranuzanus oOecredyeHusl JICKapCTBEHHBIMH IIpernaparaMu OOJbHBIX, MPOKUBAIOIIUX B
CTALlMOHAPHBIX OPraHU3ALUAX COLUAIBHOIO OOCIYKMBAHUSA WIM OTOBIBAIOUIMX HAaKa3aHHE, CBS3aHHOE C
JUIIEHHEM CBOOOIbI, OCYIIECTBISETCS COOTBETCTBYIOIIEH OpraHu3amuei.

4.12. CnenmayMcThl OTHAENa JIEKapCTBEHHOTo obOecmedeHuss MunsapaBa PK  exemecsyHo Ha
ocHoBaHuu uHopmanuu, npencrasieHHoil I'VII PK "Kpsim-®apmanus" o Hanu4yuM JIeKapCTBEHHBIX
IpenaparoB, IVIaBHBIMM BHEIUTATHBIMU crenuanucraMu MunsapaBa PK, ¢opmupyror B mporpamme
Microsoft Office Excel nepconn¢unupoBannyio pasHapsaKy Ha BBITUCKY M OTIIYCK HEHTPAIM30BaHHO
3aKYIJICHHBIX JIEKapCTBEHHBIX IpENapaTroB IO IPOrpaMMe BBICOKO3aTpPAaTHBIX HO30J0THH (nmanee -
pasHapsaka) u nepenatot ee B I'YII PK "Kpbim-Dapmanus".

4.13. Pa3znapsiika DOJDKHA COJACpPKaTh CIEAYIONIyI0 WHpOpMaiuioo: ANTeka - HaNMEHOBaHUE U
HOMEp CTPYKTYpPHOI'O MOJpPAa3/eeHus] alTeyHoro yupexaeHus B pernone Pecny6muku KpeiM mo mecty
XKHTENbCcTBA OONMpbHOrO; MO - HamMEHOBaHME MEIWIIMHCKOH OpraHM3allié IO MECTy JKHTEIbCTBA
6onbHoro; ®UO - ¢damunmsa, ums, OTUECTBO OONBHOTO; JaTa POXKACHUS - YHUCIO, MECSHL, TOoJ
(U4/MM/TTTT) poxaenusi 00IBHOTO; anpec - aapec (HaKTHIECKOTO MECTa MPOKUBAHMS OOIBHOTO; MHH
JI - MEXJyHapOoJHOEe HENaTeHTOBAaHHOE HAMMEHOBAaHUE JIEKAPCTBEHHOIO Ipemnapara; ¢opma BBITYCKa -
dopma BBITyCKa JIGKAPCTBEHHOTO Tperapara; pEeXUM JO3MPOBAHUS - PEKUM  JO3HPOBAHUS
JIEKapCTBEHHOI'0 Tpernapara; KOJIWYECTBO - KOJUYECTBO JIEKAPCTBEHHOIO Ipernapara A BBIIUCKH U
OTITyCKa B YIIaKOBKaX B MECII.

4.14. B cpok 1o 5 umcna exemecsuHo MunsznpaB PK mo pasHapsnke u3gaer mnpukasz o
pacnpeeNeHnu JIEKapCTBEHHBIX MPENnapaToB MO MpOrpaMMe BBICOKO3aTPAaTHBIX HO30JIOTUH 110 pernoHam
Pecny6niuku KpbIM 1 HampaBiisieT ero B aiTe€YHOE YUPEXkKIeHUE U METUIIMHCKUE OpraHu3aIiH.

4.15. B cpox nmo 23 wuyucina exemecsuno ['YII PK "Kpsim-®apmanusa" oOpamaercs 3a
nepcoHU(UIMPOBAHHON pa3sHAPAIKON B OTIEN JIEKapCTBEHHOro oOecrieueHus YmpaBieHUs MuH3apaBa
PK u obecneunmBaeT B COOTBETCTBHMM C HEW JOCTaBKY JICKAPCTBEHHBIX IMPEMAPATOB B CTPYKTYPHBIC
noJipasiesieHus mo peruonam PecmyOmuku Kpbim.

4.16. B cpok mo | uncna exxeMecsyHO METUIIMHCKHAE OpTaHM3alyy OOpaIaroTcs 3a MOydYeHUEeM
NepCOHU(UIMPOBAHHON pa3HapsSIKU B OTJIEN JIEKapCTBEHHOro obecrneueHus YmpasieHUs MuH3apaa
PK, noBoxsar ee no ceeneHust Bpaued (¢enbAlIepoB), UMEIOIMIMX MPaBO HA OCYILIECTBICHHE BBINHUCKU
PELIENTOB Ha JILTOTHBIX YCIOBUAX, U OCYIIECTBIISAIOT KOHTPOJIb €€ UCIIOJTHEHMUS.

4.17. bonpHOM ¢ pekoMeHAalMeN IIaBHOIO BHEIUTATHOTO CIIELUAINCTA, 3aBEPEHHON €ro MOANUCHIO
U TeYaThio MEUIIMHCKOM OpraHu3anuy, oopalaercs K jgevaiieMy Bpady B MEAMLMHCKOE YUpEKACHUE 110
MECTY KUTEJIbCTBA.

4.18. Jlewammii Bpau (Qenpamiep) Ha OCHOBAHMU PEKOMEHIAIMM W PA3HAPSJIKU OCYIIECTBISET
BBINKCKY peIenTa Mo MeXIyHapOJHOMY HENaTeHTOBAaHHOMY HaWMEHOBAaHUIO JIEKAPCTBEHHOTO Tperapara
Ha peuentypHoMm Onanke mo ¢opme N 148-1/y-06(x1), yTBepkIeHHOM mpukazoM MunzapaBa PO ot
20.12.2012 N 11751 "OO6 yTBepKIE€HUU MOpAJKAa HA3HAYEHUS U BBIIHCHIBAHUS JIEKAPCTBEHHBIX
IpenaparoB, a Takke (opM pelentypHbIX OJAaHKOB Ha JIEKAPCTBEHHBIE IIpernapathl, IMOpsAIKa
oopmieHns yka3zaHHBIX OJIAaHKOB, WX ydeTa M XpaHEHHs', ¢ yKa3aHHEM KOJAa JbIOTHI, YKa3aHHOTO B
pasHapsiKe.

4.19. bonbHON C BBIMMCAHHBIM PELIETITOM OOpallaeTcss B CTPYKTYpPHOE MOApa3/eiICHUE alTeUHON
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opraHu3anuvu 1o MECTY KHUTCIILCTBA.

4.20. JlekapCTBEHHBIM mpenapaT OTIYCKAETCS CTPYKTYPHBIM TOAPA3NACICHUEM aNTEeYHOMN
OpraHM3allMid  COIJIACHO  BBIIIMCAHHOMY  pELENnTy II0 MEXKIYHApOIHOMY  HEIATE€HTOBAHHOMY
HAaUMEHOBAHMIO B COOTBETCTBUHU C pa3HAPAIKOM.

4.21. B ciyyae OTCYTCTBHS JIEKAQpCTBEHHOTO IIperapara Ha MOMEHT OOpalieHuss OOJBbHOTO
COTPYAHUKOM CTPYKTYpHOIO MOJpa3A€iICHUs aNTeYHOI'O YUYPEXKAECHUS PELENnT BHOCUTCA B XKypHAl
"oTcpoyeHHOro oOecrieueHus" yCTaHOBICHHON (DOPMBI.

4.22. Oo0ecriedeHre JIGKAPCTBEHHBIM  MpenaparoM 1o  "OTCPOYEHHOMY  oOecreueHuro"
OCYILIECTBIISICTCSI B TCUCHHUE JIECATH pabOYMX JHEH C MOMEHTa OOpalieHusi OOJBHOTO B CTPYKTYpPHOE
MO/Ipa3/IeICHUE allTEIHOTO YUPEIKIACHUSI.

4.23. B ciyuasx Bble3nga 0oibHOro 3a mpenensl tepputopun PecnyOnuku KpbiM Ha cpok, He
MPEBBIIIAIOIMMNA 6 MecsIeB, OTHEN JIEKApCTBEHHOTo obecriedueHus YmpasineHuss Mun3apaBa PK
opraHusyer o0ecrieuyeHHe JeKapCTBEHHBIMU ITpernapaTaMy Ha CPOK MPHEMa, paBHBINA CPOKY €ro BbI€3/a 3a
npenensl Tepputopun PecnyOmuku KpbiM, 1160, yduThiBasi CpOKHM TOJHOCTH HMEIOUIMXCS OCTATKOB
JIEKapCTBEHHBIX IIPEnapaToB, OOecleYeHWe TaKoro OOJBHOIO JIEKAPCTBEHHBIMU IpernapaTaMu Ha
COOTBETCTBYIOIINI CPOK.

4.24. B cimyuae Bble3a 00JBHOTO 3a mpenensl Tepputopun PecnyOmuku KpbiM, B KOTOpOM OH
MIPOXKUBAET, HA TEPPUTOPHIO Apyroro cyonekra Poccuiickoit ®enepanuu Ha CpOK, MPEBBILIAIOMUN 6
MECSIIIEB, WIH B CIIy4ae U3MEHEHHS MECTa KUTEIbCTBA OT/IEJ JIEKapCTBEHHOTO 0OecrieueHus Y IpaBieHus
MunzapaBa PK opranmsyer obecnedeHue Takoro OOJBHOTO JISKAPCTBEHHBIMH IperapaTaMi Ha CpPOK
npuema He 6osiee 0JJHOrO MecsLa.

CBeneHusi 0 TakoM OOJBLHOM TOJJIekKAT MCKIIOYEHUI0 W3 Perucrpa, ¢ TeppUTOPUH KOTOPOTO
BbI€3KaeT OOJIbHOM, U mepeaaye (B TOM YHCIIe ¢ UCTIOIb30BaHUEM HH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX
TEXHOJIOTHI) OpraHy rocyJapCTBEHHON BiacTu cyObekTa Poccuiickoit ®eneparuu B chepe oxXpaHbl
3I0pOBbsI, Ha TEPPUTOPHIO KOTOPOTO BbEXan OOJIHHOW, IJIsl BKJIIOUYEHHS B PErHOHATBHBIA CETMEHT
depnepanbHOTO peructpa 3Toro cyonrekra Poccuiickoit deneparuu.

JlaToil BKIIOYEHHS CBEJCHMH O OOJILHOM B pErMOHANbHBIM cermeHT denepanbHOTO perucTpa
cyobekToM Poccuiickoit ®Denepanuu, Ha TEPPUTOPUIO KOTOPOTO BhEXal OOJLHOM, SIBIAETCS JICHD,
CIENYIOIIMNA 3a JHEM HCKIIOUEHHUS CBEIEHUM O HEM H3 peruoHaiabHoro cermeHra denepanpHOro
peructpa cyobekroM Poccuiickoit @enepanuu, ¢ TEpPUTOPUH KOTOPOTO BbleXasl OOJIbHOM.

5. YyeT nekapcTBeHHbIX NpenapaTtoB A MeAULMHCKOro
NPUMEHEeHUA, NpeaHa3Ha4YeHHbIX ANA nevyeHus 3aboneBaHun,
BKITHOYEHHbIX B NPOrpamMmy BbICOKO3aTpaTHbIX HO30510MMM

5.1. Ilpuem, XpaHeHHME M OTIYCK LIEHTPAJIU30BAHHO 3aKYIUICHHBIX JIEKAPCTBEHHBIX IPENApPaTOB,
MpelHa3HauYeHHBIX s oOecredeHuss OONBHBIX, BKIIOUEHHBIX B MPOTPaMMYy BBICOKO3aTPaTHBIX
Hoszonorui, ocymectsisieT ['YII PK "Kpeim-Dapmanus".

5.2. I'VII PK "Kpbmm-®@apmarnus":
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5.2.1. mpu MOCTYIUICHUHM JIEKaPCTBEHHBIX NPEMapaToB OCYIIECTBISIET NE€peaadyy OpPUTrMHAJIOB
TOBapHBIX HAaKJIAJHBIX, aKTOB IpHUEMa-Nepeaayu, cueToB-pakTyp B YmpasiieHue (UHAHCUPOBAHUS U
OyxranTepckoit ordeTHOCTH MuHn3npasa PK.

5.2.2. T'VII PK "Kpemm-®apmarus" B TeueHHe 2 pabouux ITHEW CO JHS TOJYyYECHHsI JOKYMEHTOB,
IMOATBEPKIAIOIINX ITOCTABKY JIEKApCTBEHHBIX IIpENapaToB, NPUHUMACT JIEKAPCTBEHHLIE IIpPErapaThl Ha
y4eT, 00ecreunBaeT UX COXPAaHHOCTD U IIeJIEBOE HCIIOIb30BaHHE.

5.2.3. I'VII PK "KpsiM-@apManus" eXeMeCIYHO B CPOK 10 5 YMcia, CIEAYIOLIEr0 3a OTYETHBIM
IIEPUOJIOM, MPENOCTaBiIsAeT B YnpasieHue Munsapasa PK oTder o mocryruieHuM, OTIYCKE, OCTAaTKE H
CpPOKax TOJHOCTH LEHTPAJIN30BAaHHO 3aKYIJICHHBIX JIEKAPCTBEHHBIX IPENApaTOB II0 MEKIYHapOIHBIM
HETMaTeHTOBaHHBIM HAMMEHOBAHUSM, TOPrOBBIM HAMMEHOBAHHSAM, ()OPMAM BBIITyCKa B KOJTMYECTBEHHOM U
CYMMOBOM BBIPa)K€HUH, a TAKXKE KOJIMUYECTBE 0OCTYKEHHBIX PELIENTOB U YEJIOBEK 10 3JIEKTPOHHOM 1modre
1 Ha OyMa)KHOM HOCHUTEIIE.

5.2.4. 'VII PK "KpsiM-@apmanus" 1 MEIULIUHCKUE OPTaHU3ALUU €KEMECIYHO B CPOK 10 1 ymucna
MecsIa, CIeAYIOMIero 3a OTYETHBIM TMEPHOJIOM, NPOBOJSAT CBEPKY HCIOJHEHHS pasHApSAKUA TI0
BBIMMCAHHBIM U 00ECTIEYeHHBIM perienTaM. MeIulMHCKUE OPTaHu3allK M0 UTOTaM CBEPKH €KEMECSUHO
B CPOK JIO 5 yucCJa HaMpaBisSioT OTYETHI B OTACI JIGKapCTBEHHOTO obecrieueHus Y paBiaeHuss MuH3apasa
PK.

5.2.5. I'VII PK "KpsiM-@apmanus" exeMecsI4HO B CPOK 10 5 yMcia, CIEAYIOIIEro 3a OTYETHBIM
NEpUOJIOM, HampaBisieT B OTAEN JIEKapCTBEHHOro obecredyeHuss Ymnpasnenuss MunsapaBa PK
NepCOHN(UITMPOBAHHBIN OTYET 00 OTHYIICHHBIX JIEKAPCTBEHHBIX mpemnaparax mo ¢opme N 06-OP
(mpunoxenue 7 mpukaza MuHucTepcTBa 31paBooxpaHeHusi Poccuiickoiri ®Depeparuu N 69H),
c(OPMHUPOBAHHBIN TIO 0OOECTICYCHHBIM PEIIETITaM.

5.2.6. I'maBuble BHemTaTHble cnenuanuctel Munsapasa PK, I'VII PK "Kpsim-®apmanus”,
COTPYIHUKH OTHEJa JIGKApCTBEHHOTo oOecreueHus YnpapineHuss Munzapasa PK onuH pa3 B kBapran
MIPOBOMASAT CBEPKY MH(POPMAIIUU O ABMKCHHUU JIEKAPCTBEHHBIX MPEMapaToB.

5.2.7. CoTpyaHUKH OTzENa JeKapCTBEHHOTo obecnieueHus: Ynpasinenus Munsnpasa PK onun pas B
KBapTaJl 1O pe3yjbTaTaM CBEPKH WH(OPMAIMK O JBW)KEHHH JIEKAPCTBEHHBIX IMPENapaToB COCTABISIOT
IMPOrHo3 3araca JICKAPCTBCHHBIX MPCrapaToB W AOBOAAT €ro OO0 CBCACHHSA TIABHBIX BHCIITATHBIX
CIIEIIMAJIMCTOB (3aMEIIA0IINX X J0JKHOCTH) MuHn3apasa PK.

5.2.8. Tlepemaua JeKapCTBEHHBIX IMpenapaToB oaHUM cyObekToM Poccuiickoit ®eneparuu B
coOCTBEHHOCTh Jipyroro cyowekta Poccuiickoit denepanuu OCYyIIECTBISETCS HAa OCHOBAaHMM aKTa
nmpueMa-nepenadd. MuHHCTEpCTBO 3apaBooxpaHeHuss Poccuiickoit @Pexepanyu  yBEAOMIIETCS O
nepenadye JEKapCTBEHHBIX IpenaparoB B 10-OHEBHBIM CpOK IIOCIE MOANKCAHUSA aKTa Meperadu
YIIOJITHOMOYEHHBIMHM OPTaHAMM.

HadvanpHUK yrnpaBiIeHuUs JIEKAPCTBEHHOTO 00ECTICUCHHS,
nH(pOpMaTH3aIMH, OXPAaHbI TPY/Ia U TPAXKIAHCKOM
3alIUThI HAacelleHNs MUHICTEpCTBA 31paBOOXPAaHEHHUS
Pecniy6nuku Kpeim

J.PBICKMH
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