MUHUCTEPCTBO 3/IPABOOXPAHEHHUS PECITY BJIMKHI KPbIM

IPUKA3

ot « 5% 072  2019r. Ne o244

r. Cumdepomnoin

O Ilopsodke opeanuzayuu obecneueHus.
NeKAPCMEEHHBIMU NPEnapamami. iuy, GoneHvIx
cemounuets, MyKoSUCYuO030M, 2unopusapHeIm
nanusmom, bonesnvio I oute, 310Ka4eCmMEeHHbIMU
HOBOOBPA306AHUAMU TUMPOUONOLL, KPOBEMBOPHO

U pOOCMBEHHBIX UM MKAHEU, PACCESHHbIM CKIEPO30M,
2eMONUMUKO-YPEMUYECKUM CUHOPOMOM, TOHOUIECKUM
apmpumom ¢ CUCHEMHBIM HAYANOM,
myxononucaxapuoosom LI u VI munos,

Uy nocie MpanchIaHmayuu OpeaHoe U (ui mxaneu)
na meppumopuu Pecnybnuxu Kpvim

B coorBercTBUH ¢ @esepaibHbIM 3aKOHOM Poccuiickoit  ®Demepanuu
or 21 mos6ps 2011 roma Ne323-®3 «OO6 ocHOBax OXpaHBI 3[0pPOBbA IPAKIAH
B Poccumiickoit Denepanum», Ilocranosnenuem IIpaBurenncrsa Poccuiickon
deneparuun ot 26 HoA6psa 2018 roma Ne 1416 «O mopsaaxe OpraHu3aluH
obeCIeUeHHs. JIGKAPCTBEHHBIMU  TIperapataMi  Jdl, OONBHEIX TreMoQuimei,
MYKOBHCIIH/I030M, o U3apHEIM HaHU3MOM, OOJIE3HBIO [ome,
3JI0KAa4€CTBEHHBIMH HOBOOOpa30BaHWSIMU  JTUM(OHHOM, KPOBETBOPHOMU
¥ POJCTBEHHBIX UM TKaHeH, pacCeAsHHBIM CKIIEPO30M, TeMOJIHUTHKO-YPEMUICCKAM
CHHIIPOMOM, IOHOIIIECKUM apTPUTOM o CHCTEMHBIM HavaJloM,
mykomonucaxapuzozom I, II, u VI Tumos, mun nociae TpaHCTUIAHTALMKA OPTaHOB
1 (Mnu) TKaHel», a TakkKe O IPH3HAHMM YTPATUBIIMMH CHIy HEKOTODBIX aKTOB
[IpaButrenscTaa Poccuiickoi Qenepanumy, COIJIACHO [TonoxeHuto
o Munncrepctee 3zpaBooxpaHeHus PecmyOmuku KpeiM,  yTBEpXKIEHHOMY
nocranosienreM Cosera MUHHCTpOB Pecny6muku Kpeim ot 27 urons 2014 rozxa
Ne 149 (¢ usMeHEHHMSIMHU),

MNPUKA3BIBAIO:

1. VTBepAUTh IpUJIAraeMblii TOPSIIOK OpraHu3aluu  oOecredeHus
JIeKapCTBEHHBIMU TIpeTiapaTaMu JUll, OOJBHBIX TeMOQUIMEH, MyKOBUCIHI030M,



rUno(pu3apHbIM HAHU3MOM, 00JIe3HBIO [Nome, 3JI0Ka4eCTBEHHBIMHU
HOBOOOPA30BAHMAMH JTHMQPOHMIHOH, KPOBETBOPHOH M POACTBCHHBIX MM TKaHel,

paccesHHbIM CKJIEPO30M, IeMOJUTHKO-yPEeMHYECKUM CHHIPOMOM, FOHOIIECKUM
ApTPUTOM C CUCTEMHBIM HAYaJIOM, MyKOIOIHCAXapHI030M, I, II, u VI Tumnos, JHI
[0cie TpaHCIUIAHTALMK OpraHoB u (MnM) TKaHed (janee — TIporpamma
BBICOKO3aTPATHBIX HO30JIOTHIT) Ha TeppuTopun Pecmybikn Kpbim.

2. Jupextopy I'BY PK «KpbiMcKuil MeIUIMHCKHMEA HH(MOPMAIHOHHO-
AHANUTUYECKUH IIeHTp» B cpok 1m0 25 ¢eBpant 2019 roma HasHAYUTE JHL,
OTBETCTBEHHbLIX 3a BHeceHue HWH(OpMAIMKU 00 OTMYIIEHHBIX II0 perenTaM
JIeKapCTBEHHBIX TIpernapaTax 1o MporpaMMe BRICOKO3aTPaTHBIX Ho3o0rui. Kommo
IpMKa3a  TPeJCTABATH B YIPABIEHHE  JEKApCTBEHHOTO  OOCCICYCHHMH,
MHPOPMATH3AI[MY, OXPaHbl TPyAa M IPAKIAHCKOM 3allUTBl  HACCICHMS
MunucTepcTsa 3apaBooxpanenus PecyOmuku Kpreim.

3. HaznauuTk JIMIIOM, OTBETCTBEHHBIM 3a BeJleHHe PernoHalbHOrO CerMeHTa
defepanbHOro  peructpa  OONBHBIX ~ BBICOKO3ATPATHBIMM ~ HO30JIOIMAMM,
KOHCYJIBTaHTa OT/ieJia IEKapCTBEHHOI0 00eCIeueH s yIpaBICHHUs! JIEKAPCTBEHHOTO
obecrieuenus, HWHGOPMATH3allMK, OXpPaHbl TpyJa M TPaXKIAHCKOW 3allUTBI
HacesneHus MuHKCTepcTBa 3apaBooxpanerus Pecmy6muxu Kpeim bakosy E.1O. '

4. Tlpukaz MunucrepctBa 3apaBooxpaHeHus PecnyOmuku — Kpemm
or 01 HOs6ps 2016 roma Ne 1833 «O nopsaxe BeeHUs PErHOHATBHOIO CErMEHTA
MefepalbHOrO PErucTpa IHI, OOJNBHBIX TIeMO(MINEH, MYKOBHCIHIO30M,
runo(u3apHbIM HaHHU3MOM, ©0JIe3HBI0 [omue, 3JI0KaueCTBEHHBIMU
HOBOOOPA30BaHUSIME JTHMQPOUIHOM, KPOBETBOPHOH M POACTBEHHBIX MM TKaHEH,
paccessHHBIM CKJIEPO30M, JIMI[ TIOCTIE TpaHCHJ'[aHTaI_[PII/I OpraHoB M (MJIK) TKaHEH»
MPU3HATH YTPATUBILINAM CHILY.

5. KoHTponp 3a HCIOJHEHHEM npm<a3a BO3JIOKNTL HA 3aMECTHTEIS
MUHHCTPA 3ApaBOOXPaHEHHUS PBCHy6HHKH Kpemv epxaua HJH.

j

/

Munucrp é A. Tostenko



[Ipunoxenne
K puKasy MuHHCTEpPCTBa

3/[paBoOXpaHenus Pecryonuku Kpmi\
or« 18y  ©O©Jd 20191 Ne L45

Hopsiiok opraHu3anuu obecrneyeHust JeKapCTBEHHBIMH NMpenapaTaMu

U1, 00JbLHBIX reMo(pHIHeH, MyKOBHCUH/I030M, runogu3apHbLIM HAHH3MOM,
Gonesnpio Iowe, 310KkaYeCTBEHHBIMH HOBOOOPA30BAHHIIMH JumdounaHoi,
KPOBETBOPHOMN M POACTBEHHBLIX HM TKaHEeH, pacCesHHBIM CKICPO3OM,
reMOJHTHKO-YPEMHUYeCKHM CHH/IPOMOM, IOHOIIECKHM apTPHTOM
¢ CHCTeMHBIM HAYaJI0M, MyKonoJucaxapuosom, LII, n VI Tunos,
JTMI IOCJIe TPAHCIUIAHTAIMH OPTaHOB M (MJIH) TKaHe#
Ha Teppuropun Pecny6mukn Kpbim

1. O0onue MoJIoKeHus

1.1. Hacrosiuuii [Topsiiokx pa3paboTaH ¢ IeJIbI0 OpraHnu3aliu obecredyeHus
JIeKapCTBEHHBIMH IIpeTapaTaMH, a TaloKe IIPaBuil BEACHUS denepanbHOro
peructpa JIMI, OOINBHBIX TeMO(MIHeH, MyKOBHCHHI030M, runo(u3apHbIM
HAaHH3MOM,  0OJe3Hpl0  [ollle,  3/I0KAYECTBEHHBIMH  HOBOOOPa3sOBaHHAMM
nmiMQpOUIHON, KPOBETBOPHOM U POJCTBEHHBIX MM TKAaHEH, pPacCesHHBIM
CKJIEPO30M, T€MOJUTHKO-yPEMUYECKAM CHHIPOMOM, IOHOMIECKMM apTPUTOM
¢ CHCTEMHBIM HauajioM, MyKomojmcaxapupozom, I, II, u VI Tumnos, JMI[ MOCIE
TpaHCIUIAHTALIMA OpPTaHOB M (MIIM) TKaHeH, YTBEpPIKIEHHBIX IlocTaHOBIEHHEM
[TpaButenscTBa Poccuiickoit Penepanuu OT 26 nosiOpa 2018 roma Ne 1416
«O mnopske opraHu3aliH 00ecCreYeHus JICKapCTBEHHBIMM TIpeTiapaTtamu JInil,
GOTBHBIX reMOMHIHel, MyKOBUCIUI030M, THIOMU3APHBIM HAHA3MOM, OOIE3HBIO
[olle, 370KAYECTBEHHBIMHM HOBOOOPA30BAHMSMHI TUM(OUIHON, KPOBETBOPHOMH
M POICTBEHHBIX UM TKaHEH, PaCCESHHBIM CKIIEPO30M, I'€MOJHUTHKO-YPEMHIECKUM
CHHAPOMOM, FOHOILIECKUM apTPUTOM & CUCTEMHBIM HAYalloM,
mykoromucaxapugozom I, II, u VI Tumos, auIil nocie TpaHCIiaHTalluk OpraHoB
u (Unu) TKaHeW», a Takxke O MPU3HAHWM YTPATUBLIMMHU CHIY HEKOTOPBIX aKTOB
[IpaBuTensctsa Poccuiickoii Penepanumy (nanee — [loctanopneHne No 1416).

1.2. Hactosuuii [Topsok ycTaHaBIuBaeT NpoLeaypy:

1.2.1. BemeHusi PermonanpHoro cermenra @eepanbHOTO perucTpa
GOJIBHBIX TT0 TIPOrpaMMe BEICOKO3aTpaTHBIX (fanee - Peructp);

1.2.2. dopMmupoBaHusl 3asgBOK Ha JIEKApCTBEHHbIE Ipenaparbl Ui
MEUIIMHCKOrO TMPHMEHeHHs, IIpeJHa3HauYeHHble JUIs JIeueHus 3aboneBaHuH,
BKJIFOYEHHBIX B IIPOrPAMMY BBICOKO3ATPATHBIX HO3O0JIOIHIA;

1.2.3. obecneyeHus JIEKapCTBEHHBIMU IpenaparaMid Uil MeJHLIHHCKOIO
IpUMEHEHHs], TpeHa3HAYEeHHbIMH JUIsl JiedeHHus1 3a00JleBaHUH, BKIIIOYEHHBIX
B IIPOrpaMMy BEICOKO3aTPATHBIX HO30JIOTHH;

1.2.4. yuéTa JeKapCTBEHHBIX IPENnapaToB Ul MEIHIIHHCKOTO NPUMEHEHNS,
npelHa3HAUYEeHHBIX Ul JledeHHus 3a00NeBaHui, BKIIOYGHHBIX B IIPOrpaMmy
BBICOKO3aTPATHBIX HO30JIOTHH;



2. Benenne Peruonansnoro cermenta ®eiepajbHOro perucrpa
00JILHBIX 110 nporpamme BbICOKO3aTPaTHBIX HO30JIOTHH HA Te[)pHTO[)HH
Pecny6anku Kpbim

2.1. Permctp OGOJBHBIX IO TPOrpaMMe BBICOKO3aTPATHBIX HO30JIOTHI
gBISleTCA  COCTABHOH  4YacThio  (esiepalbHON UH(POPMAIMOHHON  CHCTEMBI,
COCTOSILEH U3 perMOHAIbLHBIX CEIMEHTOB.

MHUHHCTEPCTBO 3/paBooxpanenus PecryOnuku KpeIM sBisieTCs O1iepaTopoM
HMH(QOPMAMOHHON CHCTEMbI PerucTpa Ha TeppUTOPHH Pecmy0mxu KpbiM.

2.1.2. TaBHble BHEIITATHBbIE CIEHUATHCTHI (JIMUA HX 3amMelnalonme)
MunHcTEpCTBA 3paBooxpaHenus: Pecnyoinku Kpbim:

rJIaBHBIM BHEINTATHBIM CIIELHAJIMCT FeéMaTOJIOr,

[TaBHBIM BHEIITATHBIN JETCKUN CIIEIIHAIKCT OHKOJIOI-TeMaTOoJIOT;

ITABHBINA BHEIITATHBIM CIIEIMAIMCT I1YJIBMOHOJIOT]

[TTaBHBIM BHEMITATHBINA JETCKHI CIIEHUAIHUCT aJlJIeProaor-IyIbMOHOIIOT,

[JIaBHBIH BHEIITATHBINA JETCKUM CIIEIMAIMCT 3HAOKPHHOJIOL,

[JIABHBIN BHEIITATHBIN CIIEIIHAIMUCT HEBPOJIOT,

IJIaBHBIHA BHEINTATHBIA JETCKUH CIIE[{HAIUCT HEBPOJIOT,

I'JIAaBHBINA BHEIITATHBIM CHEUAIMCT TPAHCIUIAHTOJIOT,

IJIaBHBIN BHELUTATHBIN JIETCKUN CIIELMAINCT PEBMAaTOJIOT,

IJIABHBINA BHEIITATHBIM CIIEIHAIMCT PEBMATOJIOT,

IJIaBHBIN BHEINITATHBIH CIIENMAIKCT 10 MEJUIUHCKOW TeHeTHKE.

2.1.3. Tlpu ycTaHOBJICHHH BIIEPBbIE IMArHO3a 3a00JieBaHUsA, YKa3aHHOI'O
s TTocranopnennu Ne 1416, He nosgHee 5 pabouux jaHed ¢ JaThl YCTaHOBJIEHUA
IMArHo3a TIPeJIOCTABISIIOT Ha OyMaXHOM HOCHTeNe B OTHEN JICKapCTBEHHOTO
obecreueHis YIpaBIeHHsT JIEKapCTBEHHOTO O0ecTeueHH s, THGOOpMaTH3aALKH,
OXpaHBI TPY/Ia M I'PAXKIAHCKOM 3alUThl HaceneHuss MHMH3paBa 3/paBOOXpaHeHHU
Pecny6nuku Kpeim (ajiee — oT/ell JIEKapCTBEHHOTO obecrieyeHusl Y IIpaBICHHU
Munsgpasa PK) HampaBlieHHe Ha BKIFOUCHHE CBEICHMH (BHECEHHE W3MEHCHHM
B CBEJIEHUA) C NMPHJIOKEHHEM MEIHUHMHCKHX JOKYMEHTOB, MOATBEP:KIAIIHX
AMArHO3 3a200JIeBAHHS M COAEPKANHX PEeKOMEHAAUHH M0 JIeKApPCTBEHHOM
Tepanuu nanuenta B Peructp mo dopme NeQl-OP (mpunosxenne 2 Ilpukasa
MunncrepeTa 31paBooxpanerns Poccuiickoit Deepain No69H).

2.14. B cnyuae U3MEHEGHHE CBEIEHHH O CTPAaxOBOM  HOMEpe
WHIMBUYaJIbHOTO JIHIEBOro cuéra OOJNBHOrO B  CUCTEME 00s13aTeNIEHOIO
[EHCHOHHOTO CTpaxOBaHHA W Cepud M HOMepa [oIuca 00s3aTesbHOro
MEIHIMHCKOrO  CTPAXOBaHHA  OOJBHOrO W HAUMEHOBAHMEM  BBIIABIICH
ero CTpaxoBOH MeIUUMHCKON OpraHn3alluy, B CPOK, HE NpeBBIIAoNHi 3 pabounx
AHS ~ TPENOCTABISIIOT HAa OyMa)KHOM HOCHTENIE B OTAE] JICKApCTBEHHOTO
obecrieuenns YnupasieHns Munszjpasa PK HarnpaBienue Ha BKIIIOUCHNIE CBEJICHUN
(BHeceHHe U3MEHEHHH B CBEIEHHS).

2.1.5. B cpox He Gonee 10 mmeil ¢ MaTel MOJIyYEHHUs COOTBETCTBYIOLEH
MHQOPMALEK TIPEJOCTABIAIOT Ha OyMaKHOM HOCHTEIIE B OT/CI JIEKapCTBEHHOIO
obecriedenus YripasieHus Mun3zapasa PK wus3Bemenue 00 MCKIOYEHHH



w3 Perucrpa mo Qopme Ne02-®OP (mpmmoxenue 3 Ilpukasa Munncrepcrsa

snpaooxpanenns Poccutickoit Oenepariiin No 69H).

2.1.6. Benyr dopmy No 03-OP «Kypuan yuéra BblOauu HANpaBIeHUH
Ha BKJIIOYEHHE CBeIeHHil (BHeCeHME HM3MEHEHHH B CBENEHHA) O OOJBHOM
B Peructp (Tlpunoxenwe 4 Ilpukaza MuHHCTEpCTBA 31PABOOXPAHEHHS
Poccuiickoit @enepanuu Ne 69H).

2.1.7. ExxeMmecssuHO B Cpok 70 21 yHce/Ia KaKI0ro Mecsina IMpeoCTaBIA0T
CBEJIGHMSI O HOBBLIX TIAIlMEeHTaX, Ha3HAYEHHBIX JIEKapCTBEHHBIX Ipernaparax,
a Takke WM3MEHEHHBIX pEXKUMax [O3UPOBAHMs JIEKAPCTBEHHBIX TIperapaToB
M pOTALME JeKAPCTBEHHOW Tepamud B OT/HEN JEeKAapCTBEHHOro OOeCIedeHu s
Ynpasnenust Munzapasa PK.

2.1.8.  Hecyr  OTBeTCTBEHHOCTH  3a  IIOJHOTY,  JIOCTOBEPHOCTS,
CBOEBPEMEHHOCTh W 3AIUTy NEPCOHU(PHUIMPOBAHHLIX JaHHBIX B COOTBETCTBHH C
NEHCTBYIOIUM 3aKOHOATEIECTBOM.

2.2. Otgen JiekapeTBeHHOro obGecneveHuss Ynpapjenus Munzapasa
PK:

2.2.1. OcyiecTBiser BeeHre PerucTpa v, cTpafalolluX 3a00IeBaHusIMHY,
BKJIFOUEHHBIMH B IIPOIrPaMMy BBEICOKO3aTPATHBIX HO30JIOTHH.

2.2.3. O0ecreyuBaeT BHECEHHE CBeIEeHHM O OONBHBIX, CTPANAIOLIUX
3a00/IeBaHUAMH, BKIIOUEHHBIMH B MPOTPaMMy BBICOKO3aTPaTHBIX HO30JIOTHH
(namee — OONBHBIX), B PervicTp B CpoK, He NIPEBLIIAIONINA 5 paboyuX AHei co JIHs
NpeNOCTABIEHNs] TJIABHBIME BHEIITATHBIME cllenuanucramu Munsapasa PK
HaIpaBlIeHKs Ha BKIIOUEHHE CBeIeHHUIT (M3BeleHre 00 NCKIIFOYEHUH CBEICHHMI).

2.2.4. ObecrneuuBaer MCKIOYeHHe u3 Permcrpa cBejieHMH O OONBHBIX,
BLICXABIIUX 3a Mpeaelsl Tepputopun PecnyOnmuku KpeiM, Ha TEPPUTOPHIO JIPYTOTO
cyowekTa Poccuiickoit @epepallil Ha CPOK, NPEBLIINAIOUIHH 6 MecHlEB,
W nepenadyy WHpOpMauMd O HeMm (B TOM UHCIIE C  HCIIOJIb30BaHHEM
MHPOPMAIHOHHO-KOMMYHUKALIMOHHBIX TEXHOIIOTUH) OpraHy rocyaapCTBEHHON
piacT cyOobekrta Poccmiickoit @emepauuun B chepe OXpaHBl  310POBB,
Ha TEPPUTOPHIO KOTOPOTO BheXasl OONBHOM.

2.2.5. CoTpymHHKH OTHEJa JIEKapCTBEHHOTO obecriedeHus YIpaBleHHs
MunznpaBa PK  HecyT OTBETCTBEHHOCTb 3a IIOJIHOTY, JOCTOBEPHOCTH,
CBOEBPEMEHHOCTh M 3allUTy NEPCOHU(PHUIUPOBAHHEIX HaHHBIX B COOTBETCTBUH
C JIEUCTBYIOIIMM 3aKOHOIATENIECTBOM.

2.3. MeauuuHCKHe OpPraHU3aldH, OCYLIECTBJIAIOMIHE  BBIMHCKY
peuenToB JJsl  JIML, CTpajalomuX 3a00JieBAHMSIMH, BKJIIOYEHHBIMH
B POrpaMMy BbICOKO3ATPATHBLIX HO30JIOMHN:

2.3.1. B ciyuae Bee3ja GonpHOrO 3a mpezaens! PecryOnuku KpbiM Ha cpok
GoJiee 6 MecsieB, HJIM U3MEHEHUH TTOCTOSIHHOI'O MeCTa JKUTEIIbCTBA, UJIH B CIIy4ae
CMEPTH TaIlMeHTOB, B NIeHb MOJy4YeHUs HHGOPMAUH JOBOIAT €€ 10 CBEJCHHS
IJIaBHBIX BHEMITATHBIX crienuanucTtoB Munsgpasa PK (nur ux 3amellnarolnux)

U COTPYIHHKOB OTJeNa JeKapCTBEHHOro obecrieueHus! YmpasieHus Munsapasa
PK;




24. TBY PK «KpbiMckuii MeIMIHMHCKMI — MH(OpPMAIHOHHO-

AHATHTHYECKHH LEHTP»:

2.4.1. Opranmsyer pabory U oOecreuuBaeT BHECEHHE JAHHBIX
JTOJDKHOCTHBIMM JIMI[AMHU, HAACJICHHBIMA IIPAaBOM IIOJIB30BAHUS KJIHOYOM JOCTYIIA
B MH()OPMALMOHHO-aHATUTHYECKYI0 CHcTeMy MMHMCTEpCTBA 3APABOOXPAHEHHSA
Poccuiickoit  ®emepanmu, B Permerp ¢ HCIONB30BaHMEM  CIICIIMAIBHO
TpeaHa3HaYeHHbIX U1 9TOr0 CPEACTB 3alUThl HHPOPMALHH.

2.4.2. ExemMecsyHo B cpok 710 15 uucsia Mecsina, CleAyOLUIero 3a OTYETHBIM
[IEPHOJIOM, BHOCAT [aHHble 00 OTIYIIEHHBIX I10 pelentaM JEeKapCTBEHHBIX
nperaparax Uil MEIMIMHCKOrO IPUMEHEHMS B paMKax  I[POrpaMMBI
BBICOKO3aTpaTHEIX Hozojoruii B Peructp GombHBIM B Tedenne 10-u paGounx
aneii co qusn npegocrasiaenust uadpopmanuu I'VIL PK «Kpeim-@apmanusp» 110
ycranosnenHoi ¢popme Ne 06-OP (mpunoxenwe 7 Ilpukaza MuHucTepcTBa
3apaBooxpanenus Poccuiickoit Peneparyn No 69H).

2.4.3 PerynupoBaHWe OTHOLIEHWUM, CBSI3aHHBIX C BEICHUEM Peructpa,
OCYILIECTBIISIETCSI B COOTBETCTBUH C 3aKOHOJaTeNbeTBOM Poccuiickoit @enepanyn
06 uH(popManyK, HHGOPMAIIMOHHBIX TEXHOJIOTHSX U O 3alINuTe HH()OPMAIIHH.

2.4.4. MunucrepcTBo 3apaBooxpanenus Pecryomikn Kpeim obecneunBaet
KOH(HIeHIIMAIBHOCTD CBEJICHUH, coepKaIuXcs B Peructpe,
a Tak)Ke XpaHEeHHe M 3alUTy TaKuX CBEIEHHH B COOTBETCTBUH ¢ DenepaibHbIM
3aK0HOM «O MEePCOHAIBHBIX TAHHBIXY.

2.4.5. Pasmemenue wuHbopMmaruu B Perucrpe  OCyIIECTBISETCS
C TpPUMEHEHHEeM YCHIIEHHOH KBaTU(QHUUMPOBAHHOW JJIEKTPOHHOW  IOJITHCH
B COOTBETCTBHH ¢ DejiepaibHBIM 3aKOHOM «O0 271eKTPOHHOM IOAIUCHY.

2.4.6. Peructp Benércss B 3IEKTPOHHOM BHIE C IIPUMEHEHHEM
ABTOMATU3MPOBAHHOW  CHCTEMBI IYTEM  BHECEHHs  PETHCTPOBOM  3alliCH
C TIPUCBOECHHEM YHHMKAJIbHOI'O HOMEpPA PErMCTPOBOM 3aIlMCH M yKa3aHHEM JaTbhl
€€ BHECCHHUS.

2.5. Perucrtp coaep:cuT cjieaylonue cBeIeHus:

a) CTpaxoBOH HOMEp WHAMBUAYAIbHOIO JIMIEBOTO cueTa OOJIBHOTO
B CHCTEME 00s13aTeIbHOI0 IEHCHOHHOIO CTPaxoBaHus (IpH HATU4YHH);

0) Qamunus, WMs, OTYECTBO OONBHOrO, a TalkKe (aMUIUs, HdaHHasI
TIPU POXKJICHUH;

B) JiaTa pOXKIEeHNs OOIHHOTO;

T') T10J1 OONBHOTO;

1) aJpec MecTa YKUTEeNbCTBA WM MecTa NpedbiBaHus (B cioydae eClH CPOK
npeObIBaHMs  TIpeBBIIaeT 6  MecdarneB) OonbHOro (¢ ykasaHHeM  Koja
nmo  OOmiepoccHiickoMy — KIacCH(pHUKATOpy  OOBEKTOB  aJAMHHHUCTPATHBHO-
TEPPUTOPHAIILHOTO JeJICHUs);

e) cepust W HOMep racrnopra (CBHAETENLCTBA O  POXKJICHHM)
HIIM YIOCTOBEPEHHUS JIMYHOCTH OOJBHOro, a TakKXKe JaTa BBIIAYM YKa3aHHBIX
JIOKYMEHTOB;

)K) CepHsl U HOMEp IMojuca 00s3aTeJIlbHOT0 MEIHULHUHCKOIO CTPaXxOBaHHS
OOJBHOIO W  HAMMEHOBAaHMWE BBIJABIIEH €ro CTPaXxoBOM  MEIULMHCKOH
OpraHu3aluy;



3) wuHpopMals 00 WMHBAIMIHOCTH (B Cilyyae YCTAHOBJIEHHMS TPYIIIBI

MHBATHIHOCTY WA KATETOPHE «pedeHOK-UHBATHT);

u) JmarHo3  3aboseBaHds  (COCTOAHHMA), — BKJIIOYWAs — €ro KO
o MesKIyHapoIHOM CTATHCTHIECKOH Kiaccu(ukanuu Oojne3Hed U npodieM,
CBSI3QHHBIX CO 3/I0POBBEM, a TAKIKE J1aTa OCMOTpa OOJIBHOTO U JAHHBIC O TUHAMUKE
COCTOSIHHUS

k) uE(GOPMAIMS O MeJUIMHCKOH OpraHH3aluy (HaMMEHOBaHHE, OCHOBHOH
rocyZlapCTBEHHBIH  PErMCTPAllMOHHEI  HOMep, Kox mo Oobuiepoccuiickomy
KITaccu(GpUKaToOpy TPENTPHATHI M OpraHu3aluii), BBIAABIICH HANPaBIeHHE HA
BKJIIOYEHHME CBEINEHHI O OONBHBIX B Perucrp (HampaBieHHE Ha BHECCHHUE
M3MEHEHMI B CBeIeHHs, cojepskaiuecs B Perucrpe (mamee - HanpapJIeHUE),
a TaKKe W3BElIeHHe 00 MCKIIOUEHMH CBeIeHHH 0 GonbHBIX U3 Peructpa (naiee -
U3BEIIEeHHE);

J1) jata BKITIOUEHHs CBEIEHHH O GONBHOM M JlaTa BHECEHMs H3MEHEHHH
B cBeJieHus 0 00IpHOM B Peructp;

M) HH(POPMALHS 0 HA3HAUYCHHH JIEKAPCTBEHHLIX MPENapaTos;

H) uHdopManus o6 OTIYCKE JEKapCTBEHHBIX IPEnaparoB (ata Havana
obecrieueHusl  JIGKAPCTBEHHBIMH  OperapataMM M (DAKTHYECKUH  OTILYCK
JIeKapCTBEHHBIX IIPENapaToB);

0) JaTa NPUHATHS pelleHus 00 OKOHYAHWH 00ecredyeHus JIeKapCTBeHHBIMU
TpenaparaMi ¢ yKazaHHeM IpUYuHb! (BbIe3]] 3a npezensl Poceniickoii Denepanun
Ha IIOCTOSIHHOE MECTO KMTENLCTBA MJIM MECTO IpeObIBaHus (B Cllydae eCJid CPOK
npeGBIBaHUS TIPEBLINIAET 6 MECSIER), CMePTh OOJIBHOTO, OTCYTCTBHE IMOKAa3aHWM
K JajbHeleMy MpreMy JeKapCTBEHHOTO IIperapara) M O mepefade CBEACHHUM
B apxuB Perucrpa;

n) uHpopmarus 0 BKIOYEeHHH O0nbHOro B PejiepalbHBIA PETHCTD JIUIL,
UMEIOIIMX MPaBO Ha TMOMyYeHHe IOCy/JapCTBEHHON COIMAIbHOM ITOMOIIH, W HHEIE
PETUCTPBI, TPEIYCMOTPEHHbIE 3aKOHOJATeNbcTBOM Poccuiickoi  Dejeparm,
B IIediX OOeclieueHmsl JeKapCTBEHHBIMH IIperaparaMi 3a cueT OIOJDKETOB
OromxeTHOM cucteMbl Poccutickoit @enepalivu;

P) YHUKaJIBHBIA HOMED PEruCcCTPOBOM 3aInCH;

C) BBLINMCKA W3 MEJUIMHCKONW JOKyMEHTAlUd OOJNBHOTO, comepiKalias
CBEJIEHHUS O HA3HAYEHWH U MCIIOJIb30BaHHH JIEKApCTBEHHBIX IIPENapaTos.

3.1.6. Ceenenus o 6onbHOM (HaAIlpaBlIeHUs], U3BEIIEHHs ), IPeJOCTaBIIsIeMble
B OJEKTPOHHOM BHJE, IIOJJIeXKAT 3aBEPEHMIO  DJIEKTPOHHOU  TOIMHMCHIO
JNOJDKHOCTHOIO  JIMIIAa OTAeNla JIeKapCTBEHHOro olecreueHus  YIIpaBJICHHs
Munzgpasa PK.

2.5.1. B ciyudae Bble3sia OOJBHOTO 3a Ipeenbl TeppuTopuu Poccuiickoi
denepaluy Ha TOCTOSHHOE MECTO JKUTEIBCTBA MIIM MECTO IpeObIBaHus (B Cllyyae
€ClIi CpPOK TMpeOBIBaHUS IIpeBBIIIaeT O MecsAleB), a TakkKe B Cllydae CMEpTH
OONBHOr0 0 HEM TIO/IIeIKAT APXUBHPOBAHUIO.



3. @opMupoBaHHe 3as1BOK HA JIeKAPCTBEHHbIE NpenapaThl 15

MeMIIHCKOr0 IPUMeHeHus], MpeHa3HayeHHbIe 1 JCHCHH 3a00J1eBaHuii,
BKJ/IIOYEHHbIX B IPOrpaMMy BbICOKO3aTPATHBIX HO30JIOTHH

3.1. TiaBuble BHewTaTHble cnemuaauerel Mumsapasa PK mpu
MOCTYIUIEHHH 3arpoca MUHHCTEPCTBA 3APaBOOXPAHCHUS Poccuiickoii Dejiepanus,
COCTABJIMIOT 3asBKM Ha JIEKQpCTBEHHBIE IIperapaTrbl Ul  MEAMITMHCKOI'O
npUMeHeHus, lpeiHa3HaueHHble s oOecreueHus OOJILHBIX B COOTBETCTBHU
¢ Peructpom, yTBepKIEHHLIMH CTaHJApTaMH OKa3aHH MEIUIIMHCKONW IIOMOIIIH,
KIMHAYIECKAME  PEeKOMEHIaUaAMU  (IPOTOKOJIOB JIEYEHHsT) IO YCTaHOBJICHHBIM
Gopmam U mepearoT ux B MHUHHUCTEPCTBO 3ApaBOOXPAHCHUA Pecrryomuku Kpreim
10 HO30JIOI'HSAM:

3j0KavYecTBeNNbIle HOBOOGpazoBanusi JUMQOHAHON, KPOBETBOPHOM
H POACTBEHHBIX HM TKaHeii, remo¢puus u 6ose3np I'ome

rJIaBHBIM BHEIITATHBINM CIIELMAIUCT FeMaToJIor

IIABHBIM BHEIITATHEIN JETCKUM CIIEIMaIKCT OHKOJIOr-reMaTosior

MYKOBHCLH/I03

IJIaBHBIN BHEIITATHBIM CIIELHATNCT IIyJIbMOHOJIOT

IJIaBHBINA BHEINTATHBIN ASTCKUH CHEUAIHUCT ajlJIeprojaor-myJbMOHOI0T

runou3apHbId HAHH3M

IJIaBHBINM BHEIITATHBIA JeTCKUH CIIEIIUAIUCT DHIOKPHHOIOT

paccessHHBIN CKJIepO3

[JIaBHBIA BHEIITATHBIN CHELMUAIHUCT HEBPOJIOT

IIABHBIA BHEINTATHBIN JETCKUN CIIELIMATHUCT HEBPOJIOT

nocJie TPAHCIUIAHTALMH OPraHoB U (WJIM) TKaHeH

TJIABHBIM BHEIITATHBIN ClIe[UalCT TPAaHCINIAHTONOr

reMOJIMNTHKO-ypPeMUYeCKHH CHHAPOM

[UIABHBIM BHEIITATHBIN CIIEIIMaNUCT TPAHCIIAHTOJIOr

IOHOIIECKHH aPTPHT ¢ CHCTEMHBIM HAYaJI0M

[NIABHBIM BHEINITATHBIN JETCKUN CIIELIHAIKCT PEBMATOJIOT

IIABHBIA BHEINITATHBIN CIIEIUAIUCT PEBMATOJIOT

mykonojucaxapuaos LILVI tamos

IJIaBHBIM BHEIITATHEIM CIEIHAIICT 110 MEJUIUHCKON T€HETHKE

3.2. MunucTepcTBo 3apaBooxpanenust Pecnny6mkn Kpbim:

3.2.1. He mno3anee 1 HosOpsi Tekymero roaa IIPEAOCTABIAET
B MuHUCTEPCTBO 3apaBooxpaneHus Poccuiickoit Menepaiivy 3as8BKH Ha TIOCTaBKY
JIeKApCTBEHHBIX TPENapaTtoB sl MEJMIMHCKOro TIpHMeHeHHs o  Qopwme,
YTBEPHKACHHOH MMHHMCTEPCTBOM 3IPaBOOXPAHEHHUA Poccuiickoit ®@enepanuu
(manee — 3asBKH), C IPUIOKEHHEM 000CHOBaHMH 110 UX 00BeEMY, a TaKiKe nepeyeHb
OpraHU3allUi, MMEONNX JULEH3HIO Ha OCYLIECTBICHME MEIULMHCKOH 1 (vnn)
dapMareBTIIecKoil JesTenbHOCTH (Jaee - OpraHH3aluH-ToTyYaTely), B LemsxX
[OCTABKH OPTaHU3aLMsIM-I10JTydaTeNaM JIEKapCTBEHHBIX MPENapaToB,;

3.2.2. Omnpenensier MOTPeOHOCTh (00BEM IIOCTABKH) B JIEKAPCTBEHHBIX
pemaparax ¢ y4éTOM KIHMHUYECKHX PEKOMEHIAllui (IIPOTOKOJIOB  JICUSHUST),
cpesiHe-KypCOBOi JI03bI JIEKAPCTBEHHOTO TperapaTa, eKeMeCS 4HON (paKkTHIecKoM



HOTpe6HOCTH JIUI, CTpagarOoIlHX 3a00JIeBAHUSIMHY, BKIFOYEHHBIMH B IIPOrpaMMy

BEICOKO3aTPATHRIX HO30JIOTHH, B COOTBETCTBAM CO CBEACHUAMH Peructpa
1 HeoOXOIUMOCTBIO  (DOPMHpOBAaHMS —3amaca JIeKapCTBEHHBIX — IIPCHAapaToB
Ha 15 mecsines;

3.2.3. DOpOBOJUT C YydYacTHEM TIAaBHbIX BHEIITATHBIX CIIEIHAIHNCTOB
Munsgpasa PK 3amury 3agBOK Ha IOCTaBKY JICKApCTBEHHBIX IIPENapaTos,
npejHA3HAYeHHbIX 1l obecedenns 0obHbIX B MIHHCTEPCTBE 31paBOOXpaHCHH
Poccuiickoit Denepanuu.

3.2.4. MusucTepcTBo  3]paBooxpaHeHuss Poccuiickoit  Dejepanyn
B YCTAHOBIIEHHOM 3aKOHOJATEeNbCTBOM Poccuiickoil Oenepanun  NOPAIKE
OCYIIeCTBIsAeT 3aKyIKy JIEKAPCTBEHHBLIX MPENaparoB ¢ y4YETOM PEIICHHUS
KOMMCCHHM B COOTBETCTBHM C 00BeMaMH I10CTABOK JIEKAPCTBEHHBIX IPENaparos,
yTBepIKIeHHBIX MUHUCTEPCTBOM 3/1paBooxpanetus Pecryoimku Kpsim.

3.2.5. MuHHUCTEpCTBO 3apaBooxpanenus Poccuiickoi Pejiepaliin B TEHEHUE
10 paGounx AHeil co JHA IIOCTYIUICHHs aKTa INpHeMa-Iepeadd IPHHMMACT
Ha yuéT JIeKapCTBEHHBIE Ipenaparbl ¥ H3[aeT PaCHOPANUTENBHBIC AKThI
0 mepejadye JIEKapCTBEHHBIX IIpenaparoB MUHHCTEPCTBY 3ApPaBOOXPaHCHUS
PecmyOnuxwy,
¢ yKasaHHeM HOMEHKJATyphl, KOJIMYECTBA M CTOMMOCTH JIEKapCTBCHHBIX
Tpernaparos.

3.2.6. MunucrepcTBo 3apaBooxpaneHus PecmyOmukn KpeiM B TedeHHH
5 paGoumx [aHeil CO IHA INOJIydYEeHWs W3BEIICHHS O MOCTaBKE JIEKAPCTBCHHLIX
IpenapaTtoB M aKTa IpueMa-Tiepefadu IOJIHACHIBAeT M 3aBEPAET IEYaThIO oba
SK3eMIULIpa M3BEIIEHHs O [MOCTaBKe JIEKapCTBEHHOTO TIpemapara . oba
SK3eMIUIIpa aKTa MpHeMa-Tiepeaty, 10clie Yero Bo3ppamaiorT B MHUHHCTEPCTBO
sapaBooxpaHeHus Poccuiickoii @expepaiv  OAMH  OK3EMIULID  YKa3aHHOI'O
W3BEIeHNs U OJMH SK3eMIULIP aKTa-IpHeMa-repeiaqu.

3.2.7. MUHHCTEPCTBO 37paBooxpaHeHus Pecrybnuku KpbiM HAa OCHOBAHHMU
aKTa IpudeMa-Tiepefadyd IpUHMMAaeT Ha Yy4YeT JICKapCTBEHHbIC IIpenaparThbl
U B TeueHre 5 paboyMX JAHEH co JHA IOJNYYCHHs aKTa mpueMa-lepeiadu u3acT
pacIopsaMTeNbHEIN akT o Iepefade JekapcTBeHHbX mpemapatos I'YIT PK
«KppiM-@apManus» ¢ yKazaHMeM HOMEHKIATYPbI, KOIMYCCTBA M CTOMMOCTH
JIeKapCTBEHHBIX TIPETapaToB B OTHOIEHHH KayKI01 OpraHn3aluu-110J1y4aTeIs.

3.2.8. TVII PK «Kpeim-@apMmarsi» B TedeHHe 2 padouux AHEH CO JHA
MOJyYEeHUs. JIOKYMEHTOB, MOIATBEPKIAIONINX Tiepeiady MM  JIEKapCTBEHHBIX
IIperaparoB, MIPUHUMAIOT JIEKAPCTBEHHBIC TIPerapaThl Ha Y4YeT, 00eCIednBaoT HX
COXPaHHOCTBH U LIEJIeBOE MCIOJIE30BaHNUE.

3.Z.9. MuUHHUCTEPCTBO 31paBOOXPaHEHUS PecryOnuku Kpsim
B YCTAaHOBJIEHHOM UM TIOPAJKE OCYLIECTBJISIET MOHHUTOPHUHI JBIDKEHMA M y4deTa
JIeKapCTBEHHBIX NperniapatoB B Pecnybnmuke KpeiM, moBOaMT A0  CBEACHHMSA
MunncTepeTBa  3/paBooxpaHeHust Poccuiickoit @emepanyy, IOITyYeHHBIC IIO
pe3yJibTaTaM MOHUTOPUHIA JIaHHBIE, B TOM YHCIe CBEICHHA O HOMEHKIATYype,
KOJIUYIECTBE M CTOMMOCTM JIEKAPCTBEHHBIX —IIpernapaTtoB, 00 OTCYTCTBHH
MOTPeOHOCTH B OTHENBHBIX JIEKAPCTBEHHBIX IIpenapaTax JiMbO O TOSBICHAU
NOTIOJIHATENBHOM  [OTPeOHOCTH B JIEKAPCTBEHHBIX —IIperapatax B  CBIA3H



¢ msMeHenueM B Pecry6mmke KpbIM YHCIEHHOCTH OOJIBHBIX, H3MEHCHHSIMH

B HA3HAUCHMAX MEMUIMHCKUMU pAOOTHUKAMM JIEKAPCTBEHHBIX IPEAPaToOB
GONMBHBIM U COTIACOBLIBaeT ¢ JlemapTamMeHTOM JIeKapCTBEHHOro obecredeHus
M peryjiupoBaHUs  OOpalleHUs — MEJAMIMHCKHUX u3nenuii  MuHHCTEpPCTBA
3ipaBooxpanenust Poccuiickolt Oejepallni nepepacrnpenenceiue JeKapCTBeHHbIX
npenaparos Mexx 1y cyOnexTamu Poccuiickoi denepaiuu.

3.2.10. Ilepemaya JeKapCTBEHHBIX TpenaparoB  OJHUM CyOBEKTOM
Poccuiickoit @eiepaniuu B COOCTBEHHOCTH JIPYTOro cyObeKTa Poccuiickoi
denepalu  OCYIIECTBIsIETCS ~ Ha ~ OCHOBAaHMM — aKkTa  IpUeMa-Nepelatu.
MHuUHHCTEPCTBO — 37paBooxpaHenHus Poccuickoin  Denepallidl  yBEIOMIACTCA
0 Tepesiaye JEKApCTBEHHBIX MpenaparoB B 10-AHeBHbIH CPOK NOC/IE MOANNCAHHST
aKxTa rpremMa-Tiepeiadl yroJHOMOYEHHLIMU OpTaHaMU.

4. OGecneuyeHue JieKAPCTBEHHBIMH NIpenapaTaMu sl MeIHUHHCKOro
NpUMeHeHHsl, IpeJHA3HAYEHHBIMH JJIsl JieueHus 3a00/1eBaHH i, BK/IIOYEHHBIX
B POrpaMMy BBICOK03aTPAaTHBIX HO30JI0THH

4.1. B unemsax obecredeHusT OOJIBHBIX JIEKAPCTBEHHBIMU IIpenapaTamu
B TIOpANKE, YCTAHOBIIEHHOM 3aKOHOJIATEIbCTBOM Poccuiickoit  Depnepanuu,
OCYIIECTBIISIETCS HA3HAYEHWE JIEKapCTBEHHBIX TMPemapaToB U O(QOpMICHHE
PEIETITOB Ha JIEKApPCTBEHHEBIE IIPETapaThl.

4.2. IlpaBo GonbHOrO Ha obOecledyeHHe JIEKapCTBEHHBIMH TIperapaTamMu
BO3HMKAET CO JHs BKIIOUCHUs CBeeHUH 0 HeM B Peructp.

4.3. JlexapcTBeHHBIE Tpemaparbl JJIs MEIUIMHCKOro IPUMEHEHHI,
IpeaHasHayeHHble s obecredeHnst OONBHBIX, 3aKyNaloTcss MHHHCTEPCTBOM
3ppaBooxparenus Poccuiickoit Pemeparuu 3a CYET CPEACTB  (eiepanbHOro
OromxKeTa.

4.4, JlekapcTBeHHBIE TIIpemapaTbl I MEIHIMHCKOTO TPUMCHEHHH,
npeaHasHayeHHbIe Uil oOecrieueHust OOJBHBIX, HA3HAYAIOTCS — [IIABHBIMH
BHEIITATHBIMHU crenuanucramu MunzapaBa PK B cooTseTcTBHM ¢ Permctpom
W 3asABKOH, 3alIMINEHHOM B MMHHCTEPCTBE 3ApaBOOXpPaHEHMsT POCCHIMCKOM
denepaluu.

4.5. B ciayuae Ha3HaueHHUs JIEKAPCTBEHHBIX IIperapaTroB CIENUaIMCTaMU
npyrux cyosexkToB Poccuiickoit @enepand MEIUIMHCKHE OPraHU3allid JIOJIKHBI
JIOBECTH HWH(POPMALIMIO IO CBEIEHHs TIJIaBHBIX BHELITATHBIX CICLHAIUCTOB
Munszgpasa PK. B ciaydae HeoOXOAMMOCTH OpraHM30BaTh M IPOBECTH OYHYIO
(3a04HYI0)  KOHCYJNBTALMIO  COOTBETCTBYIOLIErO  TJIABHOIO  BHELITaTHOIO
CIIeLMAITACTA.

4.6. B cnyvyae Ha3HA4YCHMs JIEKQpPCTBEHHBIX IIPENIapaToB, 3aKyIUICHHBIX
B paMKax MHpPOrpaMMbl BBEICOKO3aTPATHBIX HO30JOTHH, ITaBHBIM BHEINITATHBIN
crienmanucT Munzapasa PK BBIIa8T MmanmeHTy peKOMEHJAlMIoO Ha OyMaKHOM
HOCHTEJIE C YyKa3aHHeM: MEXIyHapOIHOIO HENaTeHTOBAHHOIO HAaWMEHOBAHHS
JNIeKapCTBEHHOIO Iperapara, [03bl Ha OJHO BBeJleHHE (IpuéMm), KpaTHOCTA
IpUMEHEeHHsl TIpenapaTa, Hayaja M JUIMTENIbHOCTH €ro NpHMEHEHMs, AuarHosa
u xoja 3a00NeBaHUS IO MEXIyHapoaHoW Kiaccupukauuu Oonesneir MKb-X.



PexoMeHaMs JO/KHA OBITh 3aBepeHa MedaThio MEJMIMHCKOM OpraHM3alnu
W JTHYHOM IIOJMHMCEI0 COOTBETCTBYIOIIErO TTTABHOI'0 BHEIITATHOT'O CreuuaIncTa
Munzzapasa PK.

4.7. MenuuMHCKas OpraHM3anusi MpeocTapseT OOJbHOMY HIH  €ro
3aKOHHOMY NpEJCTaBUTENII0 HHOPMaLMo 00 OpraHu3alusiX, OCYIIECTBILIOMMX
OTIYCK JIEKAPCTBEHHBIX MPENaparoB, Paclo0oKEeHHBIX 10 MECTY XKUTCILCTBA WK
MecTy npebbiBanus (B Cilydae €clld CPOK TpeObIBAHHS MPEBBIIIAET 6 MecsIeB)
OOIBHOIO U OCYIIECTBISFOIIIX OeCIIaTHEIM OTIYCK JIEKapCTBEHHBIX TPENapaTos,
Ha3HAYEHHBIX JIeHallldM BPaioM.

4.8. Tlocye BKIIIOUEHHS CBEJICHUI 0 HOBOM 00JpHOM B Peructp HazHayeHHe
M OTIIYCK €My WM €ro 3aKOHHOMY IPEICTaBUTENI0 JIEKapCTBEHHBIX IMPEIapaToB
OCyILIeCTBISETCS B CPOK, He mnpesblmatomuii 20 paGoumx JHed co JHdA
BKJTIOYEHHSI.

4.9. TIpu Ha3HaueHuu GOJNBHBIM JEKapCTBEHHBIX MPENapaToB Jedalluil Bpay
MHPOPMHUpPYET €ro O BO3MOXKHOCTH IMOJyYeHHs HM  COOTBETCTBYIOIIHX
IeKapCTBEHHBIX — mperapaToB  0e3  B3WMMaHMSA  IUIATBl B COOTBETCTBHU
C IEUCTBYIOLIUM 3aKOHOIATEIbCTBOM Poccuiickoit @enepanuu.

4.10. B nensx AMHAMUYECKOro HaOJIFOJEeHUs 3a OOJBEHBIM M COOJIIOIEHHS
NEePUOJUYHOCTH [OCEINeHNsT UM MEeAMIMHCKON OpraHu3alliy JieyalluM BpauoM
onpeesieTcss  KOJIMYeCTBO — JIEKapCTBEHHOIO  Mpemapata,  eJAWHOBPEMEHHO
0OPMITEHHOTO Ha PELENTYPHOM OJIaHKE B COOTBETCTBUM C PEKOMEH/[OBAHHOM
CpeHEeCYTOYHOM KYPCOBOH 10301 M CPOKOM, Ha3HAUCHHBIM JUIS TIOCEILCHHMS.

4.11. Opranusanus obecreueH s TeKapCTBeHHbIMU NpenapaTaMi OOBHBIX,
IPOKHBAIOLIMX B CTAI[MOHAPHBIX OPraHU3AIUAX COLHAIBHOIO OOCITy)KHBAHHUS
WJTH OTOBIBAIOIINX HaKa3aHHe, CBA3aHHOE C JIUIICHUEM CBOOOJEI, OCYIIECTBISICTCS
COOTBETCTBYIOIIEH OpraHu3auei.

4.12. CreuuallucThl OTAeNa JeKapcTBeHHoro obecreyenus Munsapasa PK
e)XkeMecsluHO Ha ocHoBaHMH uH(popMmanuu, npexctasieHHoil ['YIT PK «Kpsim-
MQapmarnus» 0 HaTHUUM JIEKAPCTBEHHBIX IPEnapaToB, ITIABHBIMK BHEIUTATHBIMA
creranucraMd Munsapasa PK, dopmupyior B mporpamme Microsoft Office
Excel mepcoHM(UIIMPOBAHHYIO  pa3HapsJAKy Ha  BBIIMCKY M OTIYCK
IIEHTPAIM30BAaHHO 3aKyIUIEHHBIX JIEKapCTBEHHBIX IIPENapaTroB IO Mporpamme
BBICOKO3aTpAaTHBIX HO30JI0THH (nanee - pasHapsika) u nepejator e€ B ['VII PK
«Kpbim-Qapmanusny.

4.13. Paznapsjika M0JKHA COAEPIKATH CIELYIONTYI0 HH(pOpMaLuio: ATITeKa —
HAMMEHOBAaHHE U HOMEp CTPYKTYPHOTO IMOApa3JeJICHMs alTeYHOro YHUpPeKICHUS
B pernoHe PecryGmuxu KpeiM 10  MeCTy  JKMTENIbCTBA  OOJNBHOIO;
MO — HauMeHOBaHHWE MEIUIIMHCKONW OpraHM3alud II0 MECTY JKHTeJIbCTBA
6onpHOro; MO — damunusa, UMs, 0TIECTBO OOIBHOIO; AaTa POKIACHUSI — THCIIO,
Mecstl, rog (YU/MM/ITIT) poxpenus G0JIBHOTO; agpec — aapec PpaKTUYeCKOro
MecTa TMPOXKHUBAHUS OOJIBHOIO; MHH JIII — MEXAYHapoJHOe HEIaTeHTOBAHHOE
HaMMEHOBAaHME JIEKApCTBEHHOTO Mperapara; (popMa BbITycka — (opMa BBIITYCKa
JIEKapCTBEHHOIO Iperapara; pPeXHM JO3MPOBAHUSI — PEXUM JO3UPOBAHUA
JIEKAPCTBEHHOTO  Iperapara; KOJMYECTBO — KOJUYECTBO JIEKAPCTBEHHOTO
mperapara st BRITACKH U OTIIyCKa B YIIAKOBKaX B MECSILL.



4.14. B cpox mo 05 ymuesaa exeMecsiMHO Munznpas PK mo pasnapsike

W3aéT TIPUKA3 O PAcTpeNieNieHd JeKapCTBEHHBIX IIPEenapaToB [0 IPOrpamMme
BBICOKO3aTPATHBIX HO30JOrHi 1o pernoHam PecryOmuku KppiM # Hampas/sieT
ero B alTeuHOe YUPEKICHUE U METULIUHCKHE OPraHU3aliH.

4.15. B cpok jo 23 umcaa exemecsiudo ['VII PK «Kpbmv-®apmarus
obpamaercst 3a MepcoOHUPUIMPOBAHHON pPa3sHAPSAKOH B OTACH JIEKAPCTBCHHOTO
obecriedenus Ympasinenws MunszzipaBa PK u obecriednBaeT, B COOTBETCTBHU
¢ Helf, JOCTaBKYy JIEKAPCTBEHHBIX IIPENapaToB B CTPYKTYypHBIC IOJAPA3AEICHHUS
o peruonam Pecmy6nuku KpbiM.

4.16. B cpok mo 01 umciaa exxeMeCSIYHO MEAMIMHCKHE OpraHM3alNH
oOpalaoTes 3a IMONyYeHHeM IIePCOHM(PUUUPOBAHHON pasHapsIKM B OTACH
NeKapcTBeHHOro obecrievenust YmpapineHus Munsnpasa PK, nosopdar eé
1o cBemenus Bpauel (denbaiiepoB), MMEIOIIMX TPaBO HA OCYIIECTBICHHE
BBINUCKH PELENTOB Ha JIBIOTHBIX YCIOBHSX M OCYIIECTBISIIOT KOHTPOJIL €8
WCIIOTHEHUS.

4.17. BonbHOH ¢ peKOMEeHIalMeld IJIaBHOTO BHELITATHOIO CIIEHajIuCTa,
3aBEPEHHOMN €ro MOJIUCHI0 W MEYaThI0 MEJAMIMHCKON OpraHu3aluy, obparmaercs
K JeJaleMy Bpady B MEIULMHCKOE YUPeKIEHHE 10 MECTY JKUTEIIbCTBA.

4.18. Jlewamuit Bpau (denpaiiep) Ha OCHOBAaHMM PEKOMEHAALNUU
W  pa3HapsOKH OCYLIECTBISET BBIMUCKY perenrta 10  MEXAyHapOLHOMY
HEMmaTeHTOBAHHOMY HAMMEHOBAaHMIO JEKapCTBEHHOI'O IIperapara Ha pelenTypHOM
onanke no gopme Ne 148-1/y-06(i1), yrBepxaeHHON npukazom Munznpasa PO
or 20.12.2012 Ne 11751 «O0 yTBep:KIeHUHU NIOPsJKa Ha3HAUYEHHUS U BBIITMCHIBAaHUS
JIEKAPCTBEHHBIX IIPENapaToB, a Takke (OpM pelenTypHBIX ONaHKOB Ha
JIeKapCTBEHHBIE MTPENApPAThL, MOpsaKa 0(GOPMIIEHHs yKa3aHHBIX OIaHKOB, X y9ETa
U XpaHeHUsD», C yKa3aHHeM KOJla JIbFOThI, YKa3aHHOI'0 B pasHapsIKe.

4.19. BonbHOM ¢ BBIIMCAHHBIM PELENTOM o0pallaeTcs B CTPYKTYPHOE
nojipa3/iesieHue alnTevyHOM OpraHu3aliu 110 MECTY KHUTEIbCTRA.

4.20. JlexapCTBEHHBIN npenapar OTITYCKaeTCs CTPYKTYPHBIM
[OJpa3/ie/IeHHeM allTedHO OpraHu3alMy COIVIACHO BBIMHCAHHOIO pelenTa
[0 MEXIYHapOJHOMY HENaTeHTOBAaHHOMY HAUMMEHOBAaHHIO B COOTBETCTBUM
C pa3HapSAIAKOM.

4.21. B cnyyae OTCYTCTBHUSl JIEKapCTBEHHOIO IIpenapara Ha MOMEHT
obpareHust 00JbHOTO, COTPYAHHUKOM CTPYKTYPHOIO IOJpa3JeIeHHs alTeYHOIO
YUPEKJIEHUSI PELENT BHOCUTCA B JKypHAI «OTCPOYEHHOTO O0OECIIECUEHUS
YCTaHOBJICHHON (POPMBEI.

4,22, ObecrnieyeHrde JIeKapCTBEHHBIM IIpENapaTroM II0 «OTCPOYECHHOMY
o0ecIieueHnio» OCYIIECTBIISIETCS] B TeUCHHE AECATH pado4yux JHEeH ¢ MOMEHTa
oOparteHust 60JTBFHOTO B CTPYKTYPHOE OAPA3AEIIEHHE alITeYHOr0 YUPEIK/(CHHUS.

4.23. B ciaydasx Bhle3na OOJILHOTO 3a TpeleNbl TeppuTopHH PeciyOnuku
KpelM Ha CpoK He mpeBblIIAIOMMUI 6 MecaueB OTAET JIEKAPCTBEHHOTIO
obecrieueHuss  YTIpaBiIeHHUs Munszapasa PK  opranusyer olecnedeHne
JIEKApCTBEHHBIMH TperapaTaMyd Ha CPOK IIpHeMa, paBHBbIA CPOKY €ro BbIe3la
3a mpejensl Tepputopun Pecrybnuku KpbiM, 11100, y4UTBIBAS CPOKU TOJHOCTH



UMEIOIUXCS OCTAaTKOB JIEKapCTBEHHBIX Ipenaparos, obecrieyeHrEe TaKOIo

GONBHOTO JeKapCTBEHHBIMH TIpenapaTaMu Ha COOTBETCTBYIOIIHHI CPOK.

4.24. B ciydae Bble3fia OONBHOTO 3a IIPEIENBl TEPPHTOPUH PeciyOnuku
KpbiM, B KOTOPOM OH IIPOKUBAET, Ha TEPPUTOPHIO npyroro cyobexra Poccuiickoi
denepauun Ha CpOK, npeBbLILAIIMI 6 Mecsies, WK B Clydac HM3MEHECHHS
MECTa JKUTEILCTBA OT/IEN JIEKAPCTBEHHOTO obecreyeHys Y IPaBIeHIs Munszpasa
PK opranusyeT oOecIicueHHE TaKoro GONBHOrO JIEKapCTBEHHBIMH IpernapaTaMmu
HA CPOK npHeMa He OoJiee OAHOI0 Mecsila.

CpefeHHss O TakoM OOJBHOM IIOIIEKAT MCKIIOYCHUIO 13 Perucrpa,
C TEPPUTOPHH KOTOPOTO BBIE3KAET GonpHOM, M Tepemade (B TOM HHCIE
C MCITONB30BAHUEM MH(POPMALMOHHO-KOMMYHHUKAIHMOHHBIX TEeXHOJIOTHI) OpraHy
rOCYJapCTBEHHON BIACTH CyOBEKTa Poccuiickoii @eneparniu B cepe OXpaHbl
370pOBbs, Ha TEPPUTOPHI0 KOTOPOro BbeXal OOJIBHOM, Ui BKJIFOUCHUSA
B perMoHaNbHBIM cerMeHT PenepanbHoro perucTpa 3Toro cybwrexTa Poccuiickon
denepalliu.

JlaToif BKIIOYEHHsT CBeleHMH O OOJBHOM B pPETHOHAJIBHBIM CETMEHT
deepanbHOr0 perucTpa CyoneKTOM Poccuiickoit @enepaiiu, Ha TEPPUTOPHIO
KOTOPOTO BbeXal OONbHOMU, SBISETCA ICHB, CIEAYIONMH 3a JTHEM HCKIIFOYCHUS
CBEJICHHI O HeM U3 perroHaTbHOro cerMenTa deepanbHoro perucTpa cyOBEKTOM
Poccuiickoii @enepaniu, ¢ TEPPUTOPHH KOTOPOTO BhICXAI OOJILHOM.

5. VyeT JleKkapCTBEHHBIX NPenapaTos /s MEAHIHHCKOro IPpUMeHeH s,
IpeaHaZHAYEHHBIX IS JedeHus 3a00/1eBaHuil, BKJIIOYEHHBIX B IPOTpaMmy
BBICOKO 3aTPATHBLIX HO30JI0THH

5.1. IlpuéMm, XpaHeHHe M OTIYCK IEHTPalM30BaHHO 3aKyIUICHHBIX
JIeKapCTBEHHBIX IIPEraparos, MpeAHa3sHAYCHHBIX s obecnieueHuss OOJBHBIX,
BKJTFOUEHHBIMHA B IIPOTPAMMY BbHICOKO3aTPATHBIX HO30JIOTHH OCYIIECTBIACT Y11
PK «KpsiM-Dapmarius.

5.2. T'VII PK «Kpbim-Dapmanusi»:

5.2.1. TIpE TOCTYIUIEHWH JI€KapCTBEHHBIX IPENapaToB OCYIICCTBIACT
nepejiauy OpPUIMHAIIOB TOBAPHBIX HAKIANHBIX, aKTOB IpHEMa-Tepeatm, cuér-
dbaxktyp B YnpaBieHue (UHAHCHPOBAHHUA W Oyxrantepckoil  0T4ETHOCTH
Munsapasa PK.

5.2.2. TYII PK «KpeiM-®apManus» B TeUEHHM 2-X pabo4ux ITHEH O JHA
MOTydeHHs  JIOKYMCHTOB,  IOJTBEPXKIAIOIIMX  MOCTABKY  JICKAPCTBECHHAIX
IIpenapaToB, NPYHAMAET JIEKapCTBEHHbIE Npernaparsl Ha y4er, o0ecreYnBaeT
UX COXPAaHHOCTH M LEJIeBOE UCITOJIb30BaHKE.

5.2.3. TVII PK «Kpem-®apmanus» €KeMeCS4YHO B CPOK O 05 wuwucna,
Cle/TyIOLIEro 3a OTUETHEIM NEPHOIOM, TIpeJlocTaBiseT B YipasneHne MuHsapasa
PK or4ér O IIOCTYIUIEHHH, OTIIyCKE, OCTarke U CpOKax TrOJHOCTH
IIEHTPATU30BaAHHO 3aKyTUIEHHBIX JICKapCTBEHHBIX IperapaToB
Mo  MEXAYHAapONHBIM  HENATEHTOBAHHBIM  HAMMEHOBAaHWAM, — TOPrOBLIM
HAaUMEHOBAHUSAM, (JOpMaM BBITYCKA B KOJMIECTBEHHOM M CYMMOBOM BbIPAKCHUM,




a TAKKe KOJMYECTBE 00CTY/KEHHBIX PELICHITOB M YelOBEK IO JJICKTPOHHOM IOYTE

1 Ha OyMaXxHOM HOCHTEJIE.

52.4. T'VII PK «Kpomv-@apmanus» #  MEIUIMHCKME OpraHH3aluu
exceMecsgHO B cpok Jio 01 uncna MecsIa, CIeayloero 3a oT4ETHBIM IEPHOJIOM,
IIPOBOJIAT CBEPKY MCIIOJHEHMS Pa3sHAPSJIKA MO BBITMCAHHBIM U O0ECHEYEHHBIM
penenTam. MeIUIMHCKUE OPraHu3alliy 110 UTOraM CBEPKH €KEMECSIHO B CPOK 10
05 4yMcia HANPABJASIOT OTYETHI B OTJEN JIEKapCTBEHHOTO 00ecIeyeHus
Vupasnenust Munszapasa PK.

5.2.5. TVII PK «Kpeim-®Papmanusi» exeMecsdHo B cpok xo 05 4ymena,
CIEYIOLIEr0 3a OTYETHHIM IEpPHOIOM, HANpaBlisieT B OTJEN JIEKapCTBCHHOTO
obecrieuenve Ynpapienune MunzapaBa PK  mepcoHHM(UIMPOBAHHBIA  OTYET
00 OTIyLIEHHBIX JeKapCTBEHHBIX Mpemnaparax 1o ¢gopme Ne 06-OP (mpunoxenue
7 mpukasza MuHucTepcTBa 3/paBooxpaHeHus Poccuiickoil @enepauyn No 69H),
cpopMHUPOBAHHEII IT0 00ECTIEUEHHBIM PEIETITAM.

5.2.6. I'maBuble BHemTaTHble crenuanuctsl Munsgpasa PK, T'VII PK
«Kpeiv-Dapmalus»,  COTPYAHHKH — OTJeNa  JIeKapCTBEHHOTO — obecreyeHus
Vnpasnennss Munzapasa PK  oaumn pas B KBapTajl HNpOBOAAT CBEpPKY
uH(pOpPMALHHU O JBHKEHHH JIEKADCTBEHHBIX NPenapaToB.

5.2.7. CoTpyJHHKH OTAeNa JIeKapCTBEHHOTo olecredyeHus YIpaBIeHus
Mumnzapasa PK oaum pa3s B KBapTajd [0 pe3ylbraTaM CBEPKH HH(OpMAIiu
O IBIKEHUH JIEKAPCTBEHHBIX IIpPernaparoB, COCTABIIAIOT IMPOrHO3  3amaca
JIEKapCTBEHHBIX TPENapaToB M JOBOMAT €0 [0 CBEJEHHS TIIABHBIX BHEUITATHBIX
CIIELMANIMCTOB (3aMelaronie ux JoinpkHoctn) Munsapasa PK.

5.2.8. Ilepemaya JIeKapCTBEHHBIX [perapaToB OJHMM  CyOBEKTOM
Poccuiickoit demepanuu B COOCTBEHHOCTH JApyroro cy0Omekra Poccuiickoit
Defepaliid  OCYIIECTBIISIETCST HAa ~ OCHOBAaHMM  aKkTa  MpHeMa-nepeiadu.
MunuctepeTBo  3/paBooxpaHeHus Poccuiickoin @enepanud yBeAOMIIAETCS O
nepejiade JIEKApCTBEHHBIX IpenaparoB B 10-IHEBHBIA CPOK MMOCIE MOAMUCAHHMS
aKTa-rnepeayn yroJHOMOUYEHHBIMH OpraHaMH.

HauanbHUK ynpaBJieHUs

JIeKAPCTBEHHOTI 0 o0ecne4yenus,

nadopmMaTH3aUUuU, OXPaHbl TPyaa

U IrpaskJAaHCKOH 3alIMThI HaceJeHHs!

MunucrepceTBa 3ApaBoOXpaHeHus

Pecny6auxu Kpbim JI. Poicknn



