PECIIYBJIMKA KPbIM

COBET MUHHUCTPOB

PAJIA MIHICTPIB
BE3UPJIEP IIYPACBI

MHUHUCTEPCTBO 3IPABOOXPAHEHUSA
I[TPUKA3

om «08»urona 2016 Ne 1056

r. Cumdepomnoinb

OO0 yTBEep>KIEHUHU PETIAMEHTOB B3aUMOICUCTBUS
YYaCTHUKOB TIPOTPAMM JIbI'OTHOTO JICKAPCTBEHHOTO
obecnieuenus Ha Tepputopun Pecniyomuku Kpeiwm,
HOPSIJIKA OCYIIECTBIICHUS U (HOPMBbI MOHUTOPHHTA
oOecrnieueHns He0OX0IMMOTr0 KOJIMYECTBA JIEKAPCTBEHHBIX
IpenapaToB /Ui OTJCIbHBIX KATErOPHiA TPaKIaH B
Pecny6muke Kppim

B cootBerctBuu co crathamu 15, 16, 83 denepanbHoro 3akoHa ot 21.11.2011
Neo 323-®3 «O0 ocHOBax oXpaHbl 370pOBbsl TpaxkaaH B Poccuiickoit deneparuny,
cratbssmMu 6.1-6.4, 6.7, 7, 12 ®denepanpHoro 3akona ot 17 uronsg 1999 roga
Ne 178-®3 «O rocymapCTBEHHOW COIMAIBHON TMOMOIIM», MOCTaHOBJICHHEM
[IpaButenscTtBa Poccuiickoin ®eneparmun ot 30 wmrons 1994 roma Ne 890
«O TOCYIapCTBEHHON TMOACPKKE Pa3BUTUSI MEIUIMHCKONW TMPOMBIIUIEHHOCTH H
YIY4YIIEHUH  OOECTeUeHUs]  HaceJIeHUs W YUYPEXKJICHUM  3apaBOOXpPAHCHUS
JIEKQpCTBEHHBIMU CPEJICTBAMU M U3JICTUSIMH MEIUIIMHCKOTO Ha3HAYCHUS», BO
ucnonHenue Ilopsiaka opraHuzanuu OOECIEUeHUs HACEJICHUS JIEKapCTBEHHBIMU
npenapaTaMy 1Ji1 MEAULUHCKOTO MPUMEHEHUS, MEAUIIMHCKUMHU U3JICIUSIMU, & TAKKE
CHEIUATN3UPOBAHHBIMKU TIPOJIYKTAMU JIEUeOHOTO TMHTAHUS JUIsSl JETeH-WHBAIUIOB,
3aKyIUIGHHBIMHA TI0 TOCYJApCTBEHHBIM KOHTpaKTaMm, Ha Tepputropuu PecmyOnuku
Kpbim, yTBepkaenHoro nocranorienrnem Coeta MUHHCTPOB Pecrybnuku Kpbim ot
3 uroHa 2015 roma Ne 305, TeppuTopHalibHOM MNPOrpaMMbl TOCYIAPCTBEHHBIX
rapanTuii OECIUIATHOTO OKa3aHUs TpakaaHaM MEIUIIMHCKON moMoIu B PecnyOnuke
Kpeim Ha 2016 roa, yTBepkIeHHOW mocTtaHoBieHMEM (CoBeTa MHMHHUCTPOB
Pecnyonuku Kpeim oT 23 nexaOpst 2015 roga Ne 837, B memsix peanvsaldu Mpas
OTJICJIbHBIX KaTerOpuil rpakaaH Ha oOecCleueHHE JIEKapCTBEHHBIMH IMperapaTami,
MEIUIMHCKUMHU ~ U3JICTUAMH, CHCIUATU3UPOBAHHBIMU  TPOJYKTaMHU  JIE4eOHOro
MUATAaHUS 3a CYET CPeAcTB ¢eaepaibHOrO0 W PETHMOHAIBHOTO OKOIKETOB H
COBEPIIICHCTBOBAHUS OpraHU3aIMOHHOTO B3aUMO/ICHCTBUS CyOBEKTOB,
OpPTraHU3YIOIIUX U OCYHIECTBIISIFOIINX OOECIEUCHUE OTACIIbHBIX KAaTeTOpHM I'pakIaH
Pocculickon @enepanuu, NOCTOSHHO WA BPEMEHHO MPOKUBAOIIMX HA TEPPUTOPUHU
PecniyOommuku KpbiM, JeKapCTBEHHBIMH MpenapaTamMi, MEIUIMHCKUMU H3CTUSIMHU U
CHEIUATN3UPOBAHHBIMY MPOTYKTAMH JICUEOHOTO MUTaHMs, coriacHo [lomoxxennro o
MunncrepctBe  3npaBooxpaHeHuss — PecmyOnmmku  Kpbim,  yTBepkIeHHOMY
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noctanoBjieHneM Coera MuHUCTpOB PecryOmuku Kpeim ot 27.06.2014 Ne 149, Bo

UCIIOJIHEHUE pElIeHHs] KoJulernu MUHHCTEpPCTBa 3apaBoOXpaHeHus PecrmyOnuku
Kpsim o1 26.05.2016,

ITPUKA3BIBAIO:

1. YTBepauts:

1.1. PermameHT B3aMMOJCHCTBHS yYaCTHHUKOB pealv3allud OOecreueHus
HEOOXOJAMMBIMH  JIEKAPCTBEHHBIMU  IIperapaTaMd, OTIYCKAa€MbIMU IO
perientaM Bpada (empamepa) Mpu OKa3aHUU OECIIATHOW METUITMHCKOU
MTOMOILM OTAEJIbHBIM KAaTerOpHsIM T'pa)kAaH, UMEIOIUX MPaBO Ha MOJIYYEHHE
roCyAapCTBEHHOW COLMAIBHON MOMOILY, U HE OTKA3aBIIUXCS OT MOJYYECHHS
HabOopa couuanbHbiX yciyr, B PecmyOnuke Kpeim (IIpunoxenue 1 k
HACTOSAIIEMY MPUKa3y).

1.2. PermaMeHT B3aMMOJCHCTBHS yYaCTHUKOB pealu3alud oOecredyeHus
OTAENBHBIX Kareropui rpaxaan Poccuiickon denepannu, NpoKUBAOLIMX HA
tepputopun  PecriyOnmku  KpbIM,  J€KapCTBEHHBIMH  IIpemapaTami,
MEIULUUHCKMMHU  W3JEIUSMH W CIICHUAIM3UPOBAHHBIMU  NPOAYKTaMHU
Je4eOHOro MUTaHUs, OTIYCKAaeMbIMU IO pelenTaM Bpayeil OeCIuIaTHO WU C
50% ckunkoit (I[Ipunoxenne 2 kK HACTOSIIEMY MTPHUKA3y).

1.3. Tlopsmok oOcCymIecTBICHUS MOHUTOPHHIa OOECTeueHus: HEO0OXOIUMOTO
KOJIMYECTBA JICKAPCTBEHHBIX IMPENaparoB M MEIWLUMUHCKUX W3ACIUNA IS
OTIENbHBIX KaTeropuil rpaxnaH B PecnyOnuke Kpeim (Ilpunoxxenune 3 x
HacToAIIeMy Npukasy) u popmy ykazanHoro Monutropunra (IIpunoxenue 4 x
HACTOSIIIEMY MTPHUKA3y).

2. VYOpaBleHHUIO JIEKapCTBEHHOTO oOecnedeHusi, HHPOpMATHU3aLUU, OXPAHbI
TPyJa M TPa)XJTAHCKOM 3alUThl HACEIEHHUS OCYIIECTBIISITh METOIUYECKOE
PYKOBOJICTBO M KOOPAMHALMIO JACATENBHOCTH YYAaCTHUKOB pealn3aluu
JIEKapCTBEHHOTO o0ecriedeHusi Ha Tepputopun Pecnybnuku Kpeim B
COOTBETCTBHUHM C IIYHKTOM | HacTOSIIEro MpuKasa.

3. PykoBoauTensMm yudpexAeHUN, TPEAIPUATHI U OPraHU3alUi, OTHOCSAIIUXCS K
BeqieHn0 MunuctepcTBa 31paBooxpanenus Pecyomuku Kpeim, oGecriednTs
WCTIOJIHEHHE HACTOSILETO TPUKA3a.

4. KOHTpOJb HMCHOJHEHUS HACTOSUIETO MpPHKa3a BO3JO0XKUTh HA 3aMECTUTENS
muHuctpa C.1U.YepHuiiony.

Munuctp A.N. T'onenko



Ipunoxenue 1

K IIprKa3sy MuHHCTEpCTBA 3[paBOOXPaHEHUS
Pecny6mmku Kpsim

ot «08»uroist 2016 Ne 1056

Pernamenr
B3aUMOJIEUCTBUS YYACTHUKOB PeaH3ally IPOrpaMMbl o0ecriedeHns He00X0AUMbIMU
JIEKapCTBEHHBIMHU IIpeNapaTaMu, OTIIyCKaeMbIMU 110 perienTaM Bpaya ((enpamiepa) npu
OKa3aHWUU OECIUIaTHON MEIULIMHCKOW MTOMOIIY OTJEIbHBIM KaTETOPUsM IpaXKaaH,
MMEIOIUX [IPaBO Ha MOJIYYEHHE IOCYJapCTBEHHON COLMAIBHON IIOMOLIY, U HE
OTKa3aBILIUXCS OT MOJy4YEHHUs COLMaIbHOM ycnyru, B PecniyOnuke Kpbim

1. O0ue MoI0KEeHUA

1.1. Hacrosammuii pernameHT (naisee — PernmameHT) pa3pa0oTaH BO HCIIOJHEHHE
nocranoBiaeHnil Coseta MuHucTpoB Pecriyonuku Kpeim ot 3 urons 2015 roma Ne 305 «O6
YTBEPKJIEHUU TOpsiiKa OpraHu3anuu  oOecleyeHHs HaceleHHUs  JIeKapCTBEHHBIMU
npernapaTaMu JUIsi MEIUIUHCKOTO NPUMEHEHUs, MEIUUMHCKUMU H3JCIUIMH, a TaKkKe
CHEUAIN3UPOBAHHBIMU  MPOJYKTaMU JIEYEOHOrO0 MWUTAHUA JJId  JIeTeH-WHBAJIUIOB,
3aKYIUIEHHBIMHU IO TOCYIapCTBEHHBIM KOHTpaKTaM, Ha Teppuropun Pecniyonuku Kpeim», ot
23 npexabpst 2015 roma No 837 «O TepputopuanbHOW mNporpamMme TOCYAapCTBEHHBIX
rapaHTuil 0EeCIUIATHOTO OKa3aHUs Tpa)kJaHaM METUIIMHCKOM momMorniu B Pecrybnuke Kpbim
Ha 2016 roa», a TakKe MHBIX HOPMATMBHBIX IPAaBOBBIX aKTOB Poccuiickoin denepannu n
Pecny6nuku KppiM, periiaMeHTHpYIOIIUX BOMPOCH! peanu3aluu (eaepaibHbIX MporpaMm
JIEKapCTBEHHOTO 00ECIICUCHHUS.

1.2. Ilensimu pazpaboTku PernamenTa siBISIOTCSA:

- OpraHM3alys CBOEBPEMEHHOTro, OecrepeOOMHOro M IOJIHOTO OOCECIeUYeHUs TpaKIaH
Poccuiickoit  @enepanuu, npoxuBaromux Ha Tepputopun Pecnyonmuku  Kpeim  u
BKJIIOUeHHbIX B DenepanbHblil peructp Jul, HMEOIIMX TMpPaBO Ha TOJydYeHHUe
rOCYapCTBEHHON COLMAIbHOM TMOMOIIM B BHAE Habopa COLMANBHBIX YCIyr (nauee -
Peructp), u He OTKa3aBIIUXCS OT TIOJy4eHUs Habopa COLMAJIBHBIX  YCIYT,
IpeaycMOTpeHHON MmyHKTOM 1 dactu | crareu 6.2. @enepanbHoro 3akoxa or 17.07.1999
Ne 178-®3, npu neyeHUn KOTOPBIX JIEKAPCTBEHHBIC MPENAPAThl, MEIULIMHCKUAE U3JCIUS U
CHElMAIN3UPOBAaHHBIE TPOIYKTH JIEYEOHOTO MUTAHUS JUIsl JeTeH-WHBaJIMIOB (najee —
JIeKapCTBEHHBIE Mperaparbl) OTIYCKAIOTCA MO pelentaM OecIlaTHO, HEOOXOIUMBIMU
JICKapCTBEHHBIMU TpernapaTaMl B COOTBETCTBUMU C TMEPEYHEM IKU3HEHHO BaXKHBIX H
HEOOXOJIMMBIX JIEKAPCTBEHHBIX IPENapaToB, €KEroJHO yTBepkaaeMbix [IpaBuTenbcTBOM
Poccuiickoit denepanny;

- COBEpIICHCTBOBAHHE CUCTEMBI JIEKAPCTBEHHOTO obecneueHus: B Pecniybnuke KpbiM myTem
VIOPSAOYEHUS! B3aMMOJACHCTBUS YYAaCTHUKOB pealn3aluu (eaepalbHON MpOrpaMMBbI
oOecrieueHUs] HEOOXOAMMBIMH JIEKAPCTBEHHBIMH TpemnapaTamMu (Jajee — mporpaMma
OHJIII);

1.3. PernamenT mnpencrtaBisieT coOoil neWcTBus ydacTHHKOB mporpammbl OHIJII,
HalpaBJICHHbIE Ha JOCTHXKEHHUE LeJel, MepedyuclieHHbIX B NyHKTe 1.2. HacTosIero
Pernamenra,  KOTOpble  Takke  IMPEAYCMOTPEHbl  KOHTpakTaMu  (JOTOBOpPaMH,
COTJIAIICHUSMM), 3aKIIOYEHHBIMU MEXJY pa3jJM4YHbIMU  YYaCTHUKAMH  YKa3aHHOU
IPOrpaMMBbl JIEKAPCTBEHHOTI'O 0OECTIEUEHHUSL.

1.4. Hacrosmmii PernamMeHT MOXET MCHOJB30BATHCA B KAa4€CTBE PYKOBOJCTBA JUIS
MCIIOJIb30BAHMS JTHOOBIMU JIMIIAMH, YYaCTBYIOLIMMH B peannsanuu nporpammsl OHJIIT Ha

3



tepputopun PecnyOnuku KpbiM, corfacHBIMH C LENsMH, yKa3aHHBIMH B TyHKTe 1.2.
PernamenTa, 3a HMCKIIOYEHHEM Tpak[aH, MOIYYalOMIMX JEKapCTBEHHBIE Mpemnaparbl Uis
JUYHOTO NOTPEOIICHUS.

2. YuactHuku nporpammsl OHJII

2.1. YyacTHUKamMu IpOrpaMMBbl SIBIISFOTCS:
e MunuctepcTBo 31paBooxpanenus Pecnyonuku Kpeim (nanee — Munsapas);
e TocynapcrBeHHoe yHutapHoe npennpustue Pecrydmuku Kpeiv «Kpemm-®dapmanus»
(manee — I'VII PK «Kpbim-dapmanus»);
e [locynapcTBeHHOe Ka3zeHHoe yupexjeHue Pecnyonmuku Kpeim «Kpeim3apas» (nanee

—I'KVY PK «Kpbsim3apasy)

e TocynapcrBeHHoe OrokeTHoe yupexaeHue Pecmyonukn Kpeim  «Kpbivckuii
MEIUIMHCKUN HMHPOpMalMOHHO-aHATUTHUEeCKU w1eHTp» (manee — IBY PK
«KMHUAIL);

e MenuiMHCKIE OpraHU3aliy, BBHIMUCHIBAIOIIME PEIENThl Ha JIEKAPCTBEHHBIC
npernaparsl JUIS OTIASNBHBIX KaTeropuid TpakIaH 3a CUeT CPEeACTB (eaepalbHOTO
Oromkera (anee — MEJUIMHCKHAE OpTraHU3allln);

e [ 7aBHBIC BHEIITATHBIC CIIEUATUCTHI MUH3IpaBa;

e @apMaleBTUYECKUE OpraHu3allud — TIOCTABIIMKH JIEKAPCTBEHHBIX CPECTB,
UCTIOJHSIIOIINE TOCYIapCTBEHHbIE KOHTPAKTHI HA OKAa3aHHE YCIYT 1O OOECIICUYCHHIO
OTJIEJIBHBIX KAaTEropHuil rpakiaH HeoOXOIUMBIMH JIEKAPCTBEHHBIMH TIperapaTamMu 3a
CYeT cpe/CcTB (penepanbHOro OI0KETa;

e Ortnenenue Ilencuonnoro ¢onna Poccuiickoit @enepaunn B Pecnybnmuke Kpbim
(mamee — OIIDP B Pecnydnuke Kpbim), ocyliecTBsAONIEe BEACHNE PETHOHATIBHOTO
cerMeHTa DenepanbHOrO perucTpa JHIl, HWMEIONMX IMpPaBO Ha MOJyuyeHHUE
roCcyJIapCTBEHHOM COIMaIbLHOM oMol (fanee — denepanbHbIN pETUCTD).

e OrtaenpHBIC KATETOPHH T'PaX/1aH, OTHECEHHBIE K (elepaTbHBIM JIbIOTONOTyYaTeIs M.

3. OcHOBHbIE TEPMUHBI, ONIPeJeJIeHUs] U COKPAIleHH:

TOCY/IapCTBEHHAs cOolMalbHas MNOMOUIb — MPEJOCTAaBIEHUE KaTEeropusiM TpaKJaH,
ykazaHHbIM B ®DenepanbHoMm 3akoHe oT 17.07.1999 Ne 178-®3 «O rocynapcTBeHHOM
COIMAJILHOM TIOMOIIM» COIMAIBHBIX MOCOOUIA, CyOCUIUH, COIIMANBHBIX YCIYT U KU3HEHHO
HeoOxoauMbIX ToBapoB (manee I'CII);

CBOJIHAas TOTPEOHOCTh — YBEJOMJICHUS MEIMLMHCKUX OpraHu3alil U TIJIaBHBIX
BHEIITATHBIX CHEIMATUCTOB MHMH3/IpaBa, COCTaBJICHHbIE B NHCHBMEHHOH (opme, O
noTpeOHOCTH Ha ONpEICIICHHBIM KaJeHAAPHBIM MEPHOJ B JIEKAPCTBEHHBIX INpernaparax,
MEAUIMHCKUX U3JENHSIX, CHEUUATU3UPOBAHHBIX NPOAYKTaX JIe4eOHOro MUTaHUS HX
HAaUMEHOBAaHMSX, JO3UPOBKaX, (hopMax BbIMycKa M KOJUYECTBE JJs1 00ecredeHus rpaxk/iaH
3a cUeT CpeACTB (henepaabHOro Or0IKeTa;

YTBEp)KJIEHHasl 3asBKa — 3asiBKa, MpOLIeAIIas MpOLEAypyY pPACCMOTPEHHS U
COrJacOBaHMS HA OCHOBAHUM CBOJHOM TOTPEOHOCTH U OCTAaTKOB JIEKAPCTBEHHBIX
IpernapaToB, COTJacoBaHHas TIJIABHBIMM BHEIITAaTHBIMU CHeHMalncTaMu MuH3ApaBa U
yTBepkIeHHas MuHucTpom 3apaBooxpanenus PecrryOnmku Kpoiwm;

Ha0Op COLMATIBbHBIX YCIAYT — MepedeHb COLMAIbHBIX YCIYT, MPEIOCTaBISIEMBbIX
OTZEJIbHBIM KaTE€ropusM IpakJiaH B cOOTBeTCTBUM ¢ DenepanbHbIM 3akoHOM OT 17.07.1999
No 178-®@3 «O rocyaapCTBEHHOH COIMATBHON MOMOIIM» B TOM YHCIIE, JOTOJHUTEIbHAS
OecruiaTHas MEAMLIMHCKAs TOMOIIlb, ITpelycMaTpHUBarolas o0ecredeHrne B COOTBETCTBUU CO
CTaHJapTaMu MEAMLMHCKON IOMOIIM IO peuentaMm Bpaya (Qenpiuiepa) HEOOXOIUMBIMU
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JIEKapCTBEHHBIMHU npenapaTamu, MEIUIUHCKUMU W3JIETUSIMH, a TaKxKe
CIIeUATM3UPOBAHHBIMU TIPOJYKTAMH JIEYEOHOTO THUTAHUS JJIs JeTeH-WHBAIHIOB (1anee
HCY);

[IacropT BpauyeOHOI'0 yYacTKa OTJICNLHBLIX KAaTETOpHH I'pakaaH, MMEIOIIMX IIPpaBoO Ha
[IOJIYUEHHE JIEKAPCTBEHHBIX IIPENAPATOB, MEIUIMHCKUX H3JIEIUNA, CHEIHATIU3UPOBAHHBIX
IPOJYKTOB JIeYEOHOTO THUTAaHUA — eXKEKBapTaibHas ydeTHas ¢dopma, ¢dopMHupyeMas
JeYaluM BpadoM i efepalibHbIX U PErHOHAIBHBIX JIOTHUKOB Ha OCHOBaHHUH (HOPMBI
Ne 030-IT/y, yTBepkaeHHOM MpHUKa30M MUHUCTEPCTBA 3APAaBOOXPAHEHUS U COLMATHHOTO
pasButusi Poccuiickoit ®enepammu ot 22.11.2004 Ne 255 «O [TIlopsiake okxazaHus
MEPBUYHON MEIUKO-CAHUTAPHON MOMOINM TpaxkJaHaMm, UMEIOIIUM MpPaBO HA IOJyYECHUE
Habopa conuanbHbIX ycayr» (nanee — [lacmopT BpaueOHOro y4acTka);

OYHKTBl OTIYCKa — aNTeKH, AalTeYHbIC ITYHKTBI, SBISIONIUECS CTPYKTYPHBIMU
MOJIpa3ACICHUAMU T'VII PK «Kpbim-Dapmanus», OCYIIECTBIISIOIINE OTITYCK
JIEKapCTBEHHBIX MpenapaToB, MEAUIIMHCKUX W3ACIUNA U CHEHUATU3UPOBAHHBIX MPOJYKTOB
Je4eOHOr0 MUTaHUS OTACIbHBIM KaTeTOPHUSAM Ipak/IaH 1Mo perenTaM OecIiaTHO;

PErucTp — WMEIOMUA TIPAaBOBOE 3HAYCHHE IIOJHBIH O(HUIIMATBHBIN TEepeUYeHb
(GUBUYECKUX JIMI, TPOLIEAININX yCTAHOBJICHHYIO MPOIEAYPY PETUCTpallid U BHECEHUS B
perucTp, TMOATBEpXKAAlONIyl0 (yCTaHaBIMBAIONIYyI0) MX TMpaBa U OOSI3aHHOCTH B
OTpe/IeICHHON CHCTEME OpraHW3aIl[MOHHO-IPABOBBIX OTHOIIECHUW (HampuMmep, MpaBo Ha
MOJIydeHUE JICKAPCTBEHHBIX IpErapaToB, MEIUIMHCKAX H3JCIUN, CICIHAIM3UPOBAHHBIX
MIPOJIYKTOB JIEYEOHOTO MUTAHUS 3a CUET CPEACTB (PeepanbHOro Or0IKeTa);

peecTp — COBOKYIMHOCTh TNE€PCOHH(HUIIMPOBAHHBIX  YYETHBIX JaHHBIX 34
ONpeeICHHbIN MTEPUO/T;

CHUJIC — cTpaxoBOMl HOMEpP HWHAMBUIYAJIBHOTO JHUIEBOTO CYETA B CHUCTEME
00s13aTeTbHOT0 IEHCHOHHOTO CTPAaXOBaHUS,

denepanbHbIe JILFOTOMOAYYATEIN — TpakJaHe, BKIIOYCHHbIE B DeaepalbHBIN

PEruCTp JIML, MMEIOUIUX IPAaBO HA IMOJY4YCHHE TOCYJAPCTBEHHOM COLMAIbHOM IIOMOILH
(nanee Peructp (enepasibHbIX JIbITOTHUKOB) U HE OTKA3aBILIMECS B YCTAHOBJICHHOM IMOPSIAKE
OT MOJTyYeHHsI Habopa YCIIyT B MTOJHOM 00BbEMe MM B 4aCTH 00ecTIeyeHHs! IEKapCTBEHHBIMU
npernapatamu, umewmue crnpaBky u3z OIIOP B PecmyOmuke KpbiMm Ha mnomyueHue
rOCyJapCTBEHHON COLMAJIbHON TOMOIIIH;

3. HeiictBus yuyacTHUKOB nporpammbl OHJIII B pamMkax peanu3anuy NporpamMmbl

3.1. Mun3apas:

3.1.1. PazpabatsiBaeT u yTBepkIaeT PeriiaMeHT Mo B3aMMOJCHCTBHIO yYaCTHUKOB
nporpammbl OHJIIT B PeciyOnmke Kpbim.

3.1.2. 3akmouaer ¢ OIIDP B Pecriybnnke Kppim cornamenue 00 nadpopManimoHHOM
OoOMEHE CBEJIEHUSMU O JIMIAX, HUMEIOIUX [pPaBO Ha IOJYyYEHHE TOCYJapCTBEHHOU
COILIMAJIbHOM MOMOIIM B BUJI€ HAOOpa COIMANIbHBIX YCIYT B COOTBETCTBUM cO cTaThel 4.1 u
nyHktom 5 cratbm 6.4  @enepanpbHoro 3akoHa ot 17.07.1999 Ne 178-®3
«O rocyapcTBEHHOI COLMAIBHONU MTOMOIITN.

3.1.3. /IBa pa3a B mecsu npunumaer or OIIDP B Pecnybnuke Kpoim nanubie
pernoHasibHOro cermeHTta MdenepanpbHOro perucTpa jJul, UMEKIINUX IPaBO Ha MOJy4YEHHUE
rOCyJapCTBEHHON COLMAIbHOM ITOMOIIH.

3.1.4. Tlony4yaeT HOpMaTUBHO-CIIPABOYHYIO HH(OPMALIMIO OT (eiepabHBIX OPraHOB
VCIIOJTHUTEIBHOM BJIACTH U IOBOJUT €€ A0 APYTUX ydacTHUKOB mporpammsl OHJIII.

3.1.5. Tlepenaer B I'bY PK «KKMUHAILl» Ha 31€eKTPOHHOM HOCHUTENE PETMOHAIbHBIN
cerMeHT @DenepanbHOrO0 pPETUCTpa  JML, MMEIOIUX M[PaBO Ha TOCYAapCTBEHHYIO
COLIMAIbHYIO NOMOUIb, B YaCTHU JOMNOJIHUTEIBHON OECIIaTHONM MEJUIIMHCKOM MOMOIIM B
COIJIaCOBAHHBIE CPOKH.



3.1.6. YTBepxkmaer mpuKa3zoM IepedyeHb MEIUIMHCKUX OpraHu3alui, BXOIAIINX B
nporpammy OHJITL.

3.1.7. KoopauuupyeT U KOHTpOIUpyeT BeleHue Peructpa Bpauei (¢enbamepon),
MMEIOIIUX [TPABO BBIMHUCKH JIbITOTHBIX PELENTOB.

3.1.8. Ompegenser NopsAI0K U CPOKU MPEJCTABICHHUS] OCHOBHOW W JOMOJHUTEIHHON
3asiBKM Ha JIEKApCTBEHHbIE TPeapaThl.

3.1.9. Koppektupyer u yTBEp)KIAET OCHOBHYIO M JIOTIOJHHUTEIBHBIE CBOIHBIE
3asiBKM Ha JIEKapCTBEHHBIEC TpenapaThl U MEAUIIMHCKUE U3ENHs A1 00eCieUeHUs Tpak/iaH
no mnporpamme OHIJIII oOT MeTUIIMHCKUX OpraHU3allMid ¥ TJIABHBIX BHEIITATHBIX
cnenuanuctoB Munzapasa. OCHOBaHHEM JUIs pacyeTa o0beMa 3aKyIlaeMbIX JIEKapCTBEHHBIX
IpernapaToB M MEAULMHCKUX HW3JETUN SBISAIOTCA 3asBKM MEIWLMHCKHX OpraHu3aluid U
IJIABHBIX ~BHEUITATHBIX CIEUUATUCTOB MWUH3IpaBa, COCTAaBIEHHbIE Ha OCHOBAaHUU
nepcoHn(UIIUPOBAHHOTO y4yeTa MOTpeOHOCTeW TrpaklaH, BKIIOUYEHHbIX B Peructp, mo
cpelHUM oObeMaM NOTpeOJIeHHs JIeKapCTBEHHBIX NPENapaToB 3a MPEIIeCTBYIOIIUN
KaJIeHJAApHBIM TEpHOJ BO BpeMsl HCHOJHEHUs mporpammbl (HaumHas ¢ 2015 roma) mo
Ka)XJIOMY JICKQpCTBEHHOMY Ipemnapary.

3.1.10. VTBepkmaeT NpPUKA30M pasHApAAKY Ha JIEKapCTBEHHBIC IMpemapaThl B
pa3pe3e MEIUIMHCKUX OpraHu3aluii B COOTBETCTBUU C 3aKIIOYEHHBIMU KOHTpPAKTaMHU
(ItoroBopaMu, COTTAIICHUSIMHI) Ha MOCTABKY JICKAPCTBEHHBIX MPENapaToB U HANPABIIAET €€
yuacTHUKaM nporpammbl OHJIIT.

3.1.11. Koopauuupyet u KOHTPOJIUPYET o0ecrieyeHue benepanbHBIX
JBTOTONONYyYaTeNIe JIEKapCTBEHHBIMU —TIperapaTaMd M MEIUIMHCKUMU  U3JEIHUSIMHU,
3aKyIJIEHHBIMHU T10 TOCYIaPCTBEHHBIM KOHTPAKTaM.

3.1.12. OcymecTrisiet KOHTPOJIb 3a HaJUIEKAIUM UCHOJIHEHUEM
dapmaneBtuueckumu  opranmzanusvMu U I'YII PK  «Kpbeim-@apmanus» KOHTPaKTOB
(TorOBOpOB, COTJIAIIIEHUI) B YACTH JICKAPCTBEHHOTO 00ECIICUeHHS.

3.1.13. OcymiecTBasieT KOHTPOIb 32  WH(OPMAIIMOHHBIM  COIPOBOXKICHHUEM
JBTOTHOTO JIEKAPCTBEHHOTO 00ECIIEUYEeHUsI OT/AENIbHBIX KaTeropuil rpa)x/iaH B COOTBETCTBUU
C YTBEPK/IEHHBIM PETJIAMEHTOM.

3.1.14. OcymiecTBisieT €XEeMeCAYHbI KOHTPOJIb HCIOJTHEHHUS pPa3HapsAKH Ha
JIEKApCTBEHHBIE IIPENapaThl B pa3pe3e MEAUIMHCKUX OpraHu3anui He no3aHee 20-ro yucna
Mecsla, CIEIYIOIIETo 3a OTYETHBIM.

3.1.15. Tlpou3BoguT  CBOEBPEMEHHOE  IepepaclpesieicHe  JIEKapCTBEHHBIX
IPEnapaToB C MUHUMAJIbHBIMU OCTATOYHBIMHU CPOKaMHU TOJHOCTH, IMPEANPUHUMAET HHbBIE
NEUCTBUSL C LENbI0 HEAOMYIICHUS HEpPAalMOHAIBHOTO HCIOJb30BaHUS JIEKApCTBEHHBIX
IpenapaToB U MEIULIUHCKUX U3JIEIHM.

3.1.16. OcymiecTBasieT MEPONPHUATHS IO OPraHU3AIMOHHO-Pa3bSICHUTEIBHON paboTe
Cpelly HaceJIeHUs, BeJIeT MPUeM IpaxkJaH 1o BOIPOcaM JIEKapCTBEHHOT0 00ecTeueHusl.

3.2. TKY PK «Kpsim3apaB»:

3.2.1. B exeHeneabHOM pEXHMME OCYIIECTBIISET aHAJIN3 HAJM4YUs JICKaPCTBEHHBIX
[penapaToB, MEAUIMHCKUX U3JEIUI B alITEYHOW CETH M HA LIEHTPAJIbHOM allTE€YHOM CKJIaJIe
I'VIT PK «Kpbim-®apmanys» (B TOM YKCIE HEIUMKBUIHBIX M C OTPAaHUYEHHBIMU CPOKaMU
TOJHOCTH), HMH(POPMHpPYET B MUCBMEHHOM BHAE€ MMUH3IpaB ¢ TMPUWIOKEHUEM
COOTBETCTBYIOILIMX aHAJTUTUYECKUX PACUETOB.

3.2.2. Ha3nauaet npuKa3oM JIML, OTBETCTBEHHBIX 32 MPUEM 3asIBOK OT MEAUIIMHCKUX
OpraHuM3alui Ha IIOCTAaBKy JICKAPCTBEHHBIX NPENApaToB W MEAMLMHCKUX HU3JIEIUH, H
oOecrnieunBaeT GOPMHUPOBAHHUE CBOJHBIX 3asBOK B yCTAaHOBJIEHHbIE MUH3/1paBa CPOKH.



3.2.3. B cpoku, ycraHaBiuBaeMble MUH3IpPaBOM, TOTOBUT COTJIACOBaHHBIE C
MuH31paBoM TEXHUYECKHUE 3aJaHus U pacyeThl IIeH, IOKYMEHTBI AJis IPOBEICHUS TOPTOB.

3.2.4. OcymecTBIsieT 3aKyNKH JEKApCTBEHHBIX MPENapaToB UiA HYkA MuH3apaBa
COTJIACHO JICHCTBYIOIIEMY 3aKOHOATEIbCTBY.

3.2.5. TIpoBOIUT MOHUTOPUHT JIEKAPCTBEHHOTO oOecrneuenus no nporpamme OHJITT
u uHbopMupyer MuH3IpaB MO YTBEPXKIEHHBIM (opMaM MOHUTOPUHIA U TO OTAEIbHBIM
MUCHMEHHBIM 3aIPOCaM.

3.2.6. Opranu3yer paccMOTpPEHHE MUCHBMEHHBIX U YCTHBIX OOpallleHUuH TpakKiaH,
MOJIFOTABIIMBAET MMChMEHHBIE OTBETHI M HAINpaBisieT B MUH3/paB.

3.2.7. B Teuenue 5 paboumx muerr ¢ momenrta nomydenus ot I'YII PK «Kpsim-
dapmanus» OCYIIECTBISIET AKCHEPTU3Y TPEACTABICHHBIX PEECTPOB 00ECIEYCHHBIX
peLenToB.

3.2.8. Tlpu mpoBeneHUH DIKCHEPTU3BI MPOBEPSET COOTBETCTBUE JAHHBIX,
NPEJCTaBICHHBIX B peecTpe OOECMEUYCHHBIX PEIENTOB, B YACTH HAIWYHUS TpakIaHWHA B
pEerucTpe OTACTBHBIX KAaTETOPHM Tpa)kJaaH, UMEIONIUX MPaBO Ha JBIOTHOE JEKApPCTBEHHOE
obecrieueHre, Haau4us Bpada (Jenpamepa) B perucrpe Bpader (¢eapamepoB),
COOTBETCTBHS JIEKApPCTBEHHOTO Mperapara o TOproBOMy HaMEHOBAaHUIO, OpPME BBITTYCKa.

3.2.9. Ilpu Hanmumu OmMOOK B peecTpe OOECIEYCHHBIX PEIENTOB HAIPaBIISET
uHpopManuio 00 omuOKax W akT MNPEABAPUTEIHLHOM HKCHEPTH3hI B TEUYCHHE OJHOTO
pabouero nus B ['VII PK «Kpeim-Dapmarus»;

3.2.10. IMocne ycrpanenuss ommbok [YII PK «Kpeim-®apmanwms» MTpoBOANUT
MOBTOPHYIO JKCIEPTHU3Y B TEUEHHE MATH PabouMX JHEW W BbIAET aKT OKOHYATEIHHOU
AKCIIEPTHU3BI, OJMH FK3EMIUISIP KOTOPOTo niepenaeT MuH3IpaBy.

3.3. T'n1aBHble BHeLITAaTHBIE crienUaIuCThl MUH3IpaBa

3.3.1. TIlpoBomaTr peTPOCNEKTUBHBIA aHAIM3 TOTPEOJICHUS JIEKapCTBEHHBIX
IpernaparoB Mo KypupyeMoMmy Mpo¢uiiio, BKIOYas 3aTPaTHOCTh JIGKAPCTBEHHBIX CPEACTB,
UX KIIMHAYECKYIO BAXKHOCTh U PABHOMEPHOCTH MOTPEOICHIS.

3.3.2. TIpoBomAT KOPPEKTUPOBKY MPEIJIOKEHUN METUIIMHCKUX OpraHU3aluil Ha
npuoOpeTeHre JIEKApCTBEHHBIX IPErnapaToB U OIEHKY IEeJIeCOO0Pa3HOCTH  3aKYIOK
JICKapCTBEHHBIX IPEmapaToB C LENbI0 (OPMHUPOBAHUS JTMKBUIHOTO 3amaca s TEeKYIIEeTo
UCTIOJB30BAHUA IO KypupyeMomy npodwto. [Ipu BeIHECEHNU pelieHus: 0 He0OXO0AUMOCTH
KOPPEKIUH aCCOPTUMEHTA U (UIM) 00BbeMa TOTO MM MHOTO 3aKy[aeMOro JIEKAPCTBEHHOTO
CpeICTBa TJaBHBIM BHEIITATHBIM CHELMAINCTOM HMPUHUMAIOTCS BO BHHMAaHHE OCHOBHBIE
(bakTopbl, BIUSIONINE HA CTPYKTYPY MOTPEOICHHS TaHHOTO Mpernapara:

e  XapakTep ero noTpedJIeHHs 3a COOTBETCTBYIOIIUI MPOIIEAIINI TEPHOS;

®  OpHUEHTHPOBOYHAS A0J OOJNBHBIX, KOTOphIE OyIyT HYXIAThCS B JaHHOM
npernapare;

e  TpeOOBaHMS NEHCTBYIONIMX CTAHIAPTOB MEIUITUHCKOM MTOMOIIIH;

e  HE0OXOJMMOCTh COOTBETCTBUS JIOKATBHOMY (DOPMYIIIPHOMY TTEPEUHIO.

3.3.3. VYuactByloT B (OPMHUPOBAaHHM M  YTBEP)KICHUH OCHOBHBIX U
JIOTIOJTHUTENIFHBIX CBOJIHBIX 3asBOK Ha JIEKAPCTBEHHbIC MpEnapaThl U MEAUIIUHCKNE U3
JU1st o0ecrieueHust rpaxaad o nporpamme OHJIIL.

3.3.4. VYuacTBYIOT B MOATOTOBKE DPa3HAPSAOK Ha JICKApPCTBEHHBIC TpenapaTrhl B
pas3pes3e MEeIUIMHCKUX OpPraHUu3aIuil 1o KypupyeMoMy npoduIro.

3.3.5. Hudopmupyror Mmun3gpaB 000 Bcex ciaydasX  BO3HMKHOBEHUS
HENpPEeIBUJIEHHOM MOTPEeOHOCTH B JIEKAPCTBEHHBIX Mpenaparax.



3.4. TVII PK «Kpbim-®apmanus»:

3.4.1. OOecreunBaeT TMpuUeM, BXOAHOM KOHTPOJb, XpaHEHHE U IEJIEBOE
MCIIOJIb30BAHUE MOCTYIMHUBIIUX JIEKAPCTBEHHBIX MPENapaToB, MEIWLMHCKUX HU3JEIHHA, U
7e4eOHOro MUTaHUS KOHTPOJUPYET HMX KOJMYECTBO, CPOKH TOJHOCTH, IMPOU3BOIUT HX
CBOEBPEMEHHOE IepepacIpeieICeHe B COOTBETCTBUHU € pa3HapsakaMu MUH3paBa.

3.4.2. OcymecTBisieT JTOCTaBKy JIEKAPCTBEHHBIX IMPenapaToB, MEIULIUHCKUX
M3JIENI B IIYHKTHI OTIIyCKa B paMKaX YTBEP KICHHOM MpukazoM MuH3IpaBa pazHapsaKu U
rpaduka T10CTaBKU HEHTPAILHOTO alTeYHOTO CKIIaja.

3.4.3. (OOecreynBaeT y4yeT IBMKEHHUS JIEKAPCTBEHHBIX IIPEMapaToB, W3ICIIUN
MEIUIIMHCKOTO Ha3HAYEHUs U JIEYEOHOTO MUTaHUSA, B TOM YHUCIE NMEPCOHU(PUIUPOBAHHOTO
ydera OTIYIIEHHBIX JIEKAPCTBEHHBIX MPEMapaToB, U3ACIUN MEAMIMHCKOTO Ha3HA4YEHUS U
Je4eOHOr0 MUTAHUs, PETUCTPAIIIO0, KOHTPOJIb 3a JBUKEHUEM JIEKAPCTBEHHBIX MpENapaTosB,
B TOM YHCJIE B IyHKTaX OTIIyCKa, CBOEBPEMEHHBIN BO3BPAT OCTATKOB.

3.4.4. KoHTpoIMpyeT CPOKH TOJHOCTH 3aKYIICHHBIX JICKApCTBEHHBIX MPENapaToB
U MEIUIMHCKUX W3JeNud, W exeMecauyHo wuHbopMmupyer MuUH3IpaB 0 HAIMYUU
JIEKAPCTBEHHBIX MPENapaToB C OrPaHUYEHHBIM CPOKOM TOJHOCTH 3a IIECTh MECALIEB 0 UX
UCTEYCHHUS.

3.4.5. Exemecsuno wuHpopMupyeT MuH3ApaB O NPOTHOZUPYEMBIX CIIydasx
neduImTa JIEKapCTBEHHBIX MPENapaToB 3a TPU MECsIa 10 UX BOSHUKHOBEHHUS.

3.4.6. OOecneynBaeT COXPaHHOCTh PEIIETITOB, PEECTPOB PEIEIITOB.

3.4.7. Opranu3yer TmpHeM OT IYHKTOB OTIYCKa OTYETHBIX JOKYMCHTOB
(peuenToB, peecTpoB pelenToB), ux ganbHenmyo nepeaady B ['KY PK «Kpbeim3apasy.

3.4.8. Hasznauaer OTBETCTBEHHBIX IHII, JOMYIIEHHBIX K pabote ¢ Perucrpom, c
BHECEHUEM COOTBETCTBYIOLIUX JOMOJIHEHUI B TPYAOBbIE 10T OBOPBI.

3.49. ®opmupyeT B MyHKTax OTIYyCKa 3amac MEIUKAMEHTOB B COOTBETCTBHUH C
3asiBKOM MPHUKPETVICHHON METUITMHCKON OpraHu3aliy B pa3Mepe MECSIUHON MOTpeOHOCTH B
paMKax yTBEpPKIACHHOW MUH31paBOM CBOAHOMN pa3HapPSIKH.

3.4.10. OOecrieunBaeT exXeIHEBHBIN (32 UCKITIOYEHUEM BBIXOJHBIX U MPA3IHUYHBIX
JTHEH) BBOJ MYHKTAMHU OTIIYCKa B JJIEKTPOHHYIO WHGOPMAIMOHHYIO 0a3y MaHHBIX 00
o0ecrieueHHBIX pelenTax v MOCTaBJICHHBIX HAa OTCPOUYEHHOE 00ecreUeHue.

3.4.11. B cpok o 20-ro uucna kaxzaoro Mecsaua gopmupyet u nepenaet B ['KY PK
«KpbIM31paB» peecTpbl 00€CTIEUCHHBIX PEIENTOB (IPOHYMEPOBAHHBIC, COPOITIOPOBAHHbBIC
COTJIACHO peecTpy 00eCIeYeHHBIX PElenToOB), 0pOpMIIEHHBIX 10 Tpuiaraemon gpopme PP-1
«PeecTp penenToB JIeKapCTBEHHBIX CPEJCTB, OTIMYIICHHBIX MPU OKa3aHUU JOMOTHUTEIHHOU
OecryiaTHOW METUIIMHCKON MOMOIIM OT/IEAbHBIM KaTEerOpUSIM Irpak/laH, UMEIOIUX MPaBo Ha
MOJIy4YeHUE TOCYJaPCTBEHHON COlMaibHOM momoimy (mpuioxenue No 1).

3.4.12. ExeHeneNnbHO MO MATHUIIAM (HaKaHYHE BBIXOJ/HBIX U MPA3JHUYHBIX THEH B
NPEAIICCTBYIOIIU IeHb) MUchbMeHHO nHpopMmupyeT Munszapas u [ KY PK «KpeiM3apasy:

® 0 HAJIMYUU JEKAPCTBEHHBIX IMpenapaToB, MEAUIIMHCKUX M3JEIUNA HA IEHTPaIbHOM
anteyHoMm ckinaae ['VII PK «Kpeim-@apmanus» (B TOM 4YUCiI€ HEMUKBUIHBIX U C
OTpaHUYEHHBIMU CPOKAMHU FOJTHOCTH).

® 0 peuenTax, HaXOJMUIMXCSd Ha OTCPOUYEHHOM OOECNEYeHHHM B IYHKTax OTITyCKa,
MPUHUMAEMbIX Mepax Mo 00eCleyeHUI0 TAaKUX PELENTOB.

® 0 nedeKType pelenToB Ha JbIOTHHIE JIEKAPCTBEHHBIE MPETapaThl.

3.4.13. Ilpenocrasisier B MuH37paB HEOOXOOUMYI0O MH(POPMAIMIO MO BOIPOCAM
nexapcTBeHHOro obecrnieuenus no nporpamme OHJIIT Ha teppuropun Pecriyonuk Kpbim no
OT/I€JIbHBIM [MUCHbMEHHBIM 3aIPOCaM.

3.5. TI'BY PK «KKMHAIl»:



3.5.1. Tlo mepe MNOCTYIJIEHUS OCYIIECTBISET 3arpy3ky B CHEHHATIU3UPOBAHHOE
nporpaMMHOe oOecredeHHe JaHHBIX PEernoHaJbHOro cermeHta MdenepanbHOTO PErucTpa
v, uMeromux npaBo Ha noiydeHue HCY, u mpenocTtaBisieT ero BceM Y4YacTHHKaM
nporpammbl OHJIIT mocpencTBoM cienuan3upOBaHHOTO IPOrPaMMHOI0 00€CIIEYEHUS.

3.5.2. Undopmupyer OIIDP o Hammunu ommuOOK B TEPEIaHHOM PETHOHAIBLHOM
cermente DejiepaabHOTO PErucTpa JIHII, UMEIOIUX NpaBo Ha noaydenue HCY.

3.5.3. ObecrieunBaeT eXEMECSUHYIO aKTyaJH3al{i0 CIPAaBOYHUKOB  Bpadei,
MEIUIIMHCKUX OpPTaHu3aliil B CIIEIMATU3UPOBAHHOM IPOTPAMMHOM OOECIICUCHHUHU.

3.5.4. O0GecrmeunBaeT BeJCHHE PETHOHAIBHOTO CerMeHTa (enepaibHOTO pEerucTpa
OO0NBHBIX TeMOo(duIne, MYKOBUCIUI030M, THIO(PU3APHBIM HaHU3MOM, Ooje3Hbio [oie,
3JI0Ka4€CTBEHHBIMA HOBOOOPA30BaHUAMHM JTUM(POUIHOM, KPOBETBOPHON U POACTBEHHBIX UM
TKaHEW, pacCesHHBIM CKIIEPO30M, a TaK)Ke MOocie TPAaHCIUIAHTALlUK OPTaHOB U (UJIK) TKaHE!
(ajee — mporpaMMa BBICOKO3aTPATHBIX HO30JIOTHI).

3.5.5. ®opmupyer  cTaHAAPTH3IUPOBAHHYIO OTYETHOCTH  II0  IPOTrpaMMe
BBICOKO3aTPaTHBIX HO30JIOTUH.

3.5.6. [loBomut [0  TONB30BaTENEH  CHEIMAIM3UPOBAHHOTO  MPOTPAMMHOTO
oOecreyeHus periaMeHTbl THPOPMAIIMOHHOTO B3aUMOIEHCTBHUSI.

3.5.7. OcymectBnsier BeaeHHEe  (QOPMYISAPHBIX  TEPEYHEH  JIEKAPCTBEHHBIX
MPErapaToB MO KaXKJ0M MporpamMme JIbIOTHOTO JIEKaPCTBEHHOT'O 00eCTIeueHusI.

3.5.8. ExerogHo akTyalM3upyeT CIPaBOYHUKH KAaTETOPUN JIbIOT, COOTBETCTBUS
kareropuil nerot kiaccupukatopy ATX (anaromo-tepaneBtuuecko-xumuueckas) 1 MKb
(MexxayHapoaHas kiaccuduxaims 6omnesneit) mo nmporpamme OHITIL

3.6. MeanuuHCcKHe OPraHU3AIUM:

3.6.1. Tlpuka3om Ha3HAYaIOT OTBETCTBEHHBIX JIMI[ JJISI CONPOBOXKACHUS MPOTPAMMBI
OHJIII no MeAWIMHCKOM  oOpraHu3alid, KOTOPbIM  BMEHSIETCS  IEepCOHaIbHas
OTBETCTBEHHOCTh 3a MOJAIOTOBKY M HCIIOJIHEHHME 3asiBKM MEIAMIMHCKON OpraHu3aluy Ha
JIeKapCTBEHHbIE TNpenapaThl U MEIULMHCKUE W3/eNus, B3aUMOACHCTBUE B ATOW CBA3MU C
NPUKPEIUIEHHBIMY IYHKTaMH OTIycka. Konuu npuka3oB HanpasistoT B MuH3pas.

3.6.2. IlpoBoIAT exXeHeleNbHbIC COBELIAHMs MOJ IPeICeAaTeIbCTBOM TJIABHOTO
Bpauya MEIMLMHCKOW OpraHu3aliu ¢ MpUTJalleHueM pPYKOBOJUTeNled 000COOIEHHBIX
CTPYKTYPHBIX TMojpa3JeieHuil ((puiananoB) U NPUKPEIJICHHBIX IYHKTOB OTIYyCKa I10
BOIlpocam peanuzanuu nporpammsr OHJIIL.

3.6.3. Opranm3yroT paboTy MO COCTABICHUIO 3asiBKH Ha JICKAPCTBEHHBIE TPETapaThl
U MEJIMUMHCKHE U3JIETUSl C YUYETOM 3asiBOK 00OCOOJICHHBIX CTPYKTYPHBIX MOJpa3ziesieHui
(punmanoB), HaIWYMS  OCTAaTKOB  3asBIISIEMBIX  JIGKAPCTBEHHBIX  MpPEMapaTroB |
COIJIACOBBIBAIOT €€ C IYHKTaMH OTIYCKa, OCYHIECTBIISIOUIMMH OTIYCK JIEKAPCTBEHHBIX
npenapatoB no nporpamme OHJIIL.

3.6.4. CocTaBIsSIOT OCHOBHYIO €XKETOAHYH0 H JOTOJHUTEIbHbIE 3asgBKH Ha
JIEKapCTBEHHBIE MpenapaTtbl U MeIuUuMHCKHe u3aenus no nporpamme OHIIII ¢ ywyerom
naHHbIX IlacmopToB BpadyeOHBIX YYAacCTKOB M OTIIyCKa JIEKApCTBEHHBIX IpENaparoB 3a
peabIIyIni nepuo u HanpasisitoT ee B Munsapas u ['KY PK «Kpeim3apasy.

3.6.5. PerynupyioT BKJIIOYEHHE/MCKIIOYEHNE METUIIMHCKOrO Pa0OTHUKA B CIHCKU
pabOTHUKOB, UMEIOIIMX IPABO BBIIMCKH pelenToB B pamkax nporpammbsl OHIIIL, cpasy
nociie u3JaHusl mpukasza o npueMe Ha padoty. Komuio mpukasza nampasisitor B I'BY PK
«KMUAILL.

3.6.6. ObecreunBalOT KOHTPOJh 3a KA4eCTBOM NPOBOJUMOTO JICYCHHS H 32
IIPABWJIBHOCTBIO Ha3HAYEHNH JIEKaPCTBEHHBIX IpenapaTos 1o nporpamme OHJIIL.



3.6.7. OGecreynBalOT ©KEMECIYHYIO aKTyaln3allii0 CIHMCKOB 000COOJICHHBIX
CTPYKTYPHBIX TMojApa3zaencHuil (punuanoB), NPUHUMAIOIMIMUX Y4YacTHE B peanu3aluu
MPOTPaMMBI, U METUITUHCKUX PAOOTHUKOB, UMEIOIIHUX MTPABO BBIMMHCKU PEIENITOB JIbITOTHBIM
KaTeropusiM TpaXkKiaaH.

3.6.8. OGecrneynBalOT KOHTPOJIb UCTIOTHEHUS 3asBKH Ha JIEKAPCTBEHHBIEC MTpenapaThl
U MEJMIIMHCKUE U3JeNIUs B 000COOIEHHBIX CTPYKTYPHBIX MOpa3aeneHusix (punmanax).

3.6.9. TIpoBomsaT paboTy 1O y4YETy BBIMUCAHHBIX PEIENITOB, PELENITOB, HAXOSIIHXCS
B OTCPOYEHHOM OOECIEYEHHH, KOHTPOJMPYIOT HaJUYHE JICKAPCTBEHHBIX MpernapaToB U
MEAUIIMHCKUX M3JENUA B TMYHKTaX OTMYCKa, TMPUKPEIUICHHBIX K MEIUIIMHCKON
OpraHu3aIlii, B COOTBETCTBUU C YTBEPKJACHHBIMA MUH3IPaBOM pa3HAPSIKAMHU.

3.6.10. Exemecsuno a0 10-ro 4Yucima CIEIYIOMIETO MeCAla COBMECTHO C
NPUKPETUIEHHBIM MYHKTOM OTITYCKa MPOBOAST WHBEHTAPU3ALIMIO PEIENTOB, HAaXOISIIMXCS
HAa OTCPOUYEHHOM OOCITY)KHBaHUU.

3.7. dapmaneBTHYECKHE OPraHU3ANMHU:

3.7.1. OcymiecTBISIOT CBOEBPEMEHHYIO TOCTAaBKY JIEKAPCTBEHHBIX IpPENapaToB B
COOTBETCTBUU C IOCYAapCTBEHHBIMU KOHTpakTamMu Ha anrteunbli ckiag ['YII PK «Kpeim-
dapmanusn».

3.7.2. Tlpencrapnstor anteunomy ckmany ['YII PK «Kpemv-Dapmanus» MOTHBINA
NMakeT JOKYMEHTOB Ha TIOCTaBJIEHHBIE JICKAPCTBEHHBIC IpernapaTbl B COOTBETCTBUU C
JNEHCTBYIOIIMMH HOPMATHBHBIMU TPABOBBIMHU aKTaMU JUIS MOCJEAYIOUIEH mepenayn ux B
I'KY PK «KpsiM3apas».

3.8.  OTtaejabHbIe KATErOPUH I'PAKIAH:

3.8.1. O6pamaroTcs 3a MEIMIIMHCKOH ITOMOIIBI0O B MEIHUIIMHCKYIO OpTraHU3aIHIo,
OKa3bIBAIOIIYIO MEPBHYHYI0 MEIUKO-CAHUTAPHYIO MOMOINL 10 MECTY JKHTEIhCTBA H/WIIA
MPUKPETUICHUS.

3.8.2. Tlpu mnepBUYHOM OOpalIeHUH B MEAUIIMHCKYIO OpPraHU3allMi0 IO MECTy
JKUTENIbCTBA 11 TOCTAHOBKM HA Y4Y€T MPEABABISIOT JOKYMEHTHI, YIOCTOBEPSIOIINE
JUYHOCTh TPaXKJIaHWHA, CTPAXOBOW TOJUC 00A3aTEIBLHOTO MEIUIIMHCKOTO CTPaXOBaHUS
rpaxxgannHa, CHWJIC u npenbsBiasiOT NOATBEPKACHUE BKIIOYEHHUS B PErMOHANIBHBIN
cermeHT Peructpa mnm o BKIOYEHHMH B Peructp rpaxkiaH, BpEeMEHHO NPUOBIBIIMX B
Pecny6nuky Kpoeim ¢ Tepputopuit apyrux cyobektoB Poccuiickoit @eneparuu, ot OIIDP B
Pecnybnuke Kpbim.

3.8.3. lns monydeHUs JIEKapCTBEHHBIX IMPENaparoB, W3ACIUNA MEIUIIMHCKOTO
HA3HAYEHUS U CHEIUAIU3UPOBAHHBIX MPOIYKTOB JICUEOHOTO MUTAHUS TPEABSBISIOT B
anTCYHbIC OPTraHW3AIMKM PEIENThl, BBIMHCAHHBIE MEIUIMHCKUMH paOOTHUKAMH Ha
amMOyJlIaTOpHOM IIpUEME.

4. Ha3zHayeHHe M BBINHMCHIBAHHE JIEKAPCTBEHHBIX NMPENapaToB, MEAHIHMHCKUX
W3/1eJINH M CIIeNMATN3HPOBAHHBIX MPOAYKTOB Je4e0HOr0 NUTAHUS.

4.1. Ha3HaueHMe U BBIIHUCHIBAHUE JIEKAPCTBEHHBIX NPENAPATOB, MEIULMHCKUX
U3JIEINI W CINEUMAIU3UPOBAHHBIX MPOAYKTOB JIEYEOHOTrO IUTAaHUS OCYILIECTBISAETCS
rpaxjaHaM, HUMEIOIMIMM B COOTBETCTBMM €  JeHCTByrOmMM  (erepaibHbIM
3aKoHOMaTenbCcTBOM Poccuiickoi @Penepanuu NpaBoO Ha IOJIYYEHUE JIEKAPCTBEHHBIX
OpernaparoB 3a CuUeT CpeAcTB (elepanbHOro OroKeTa, BKIIOYEHHBIM B Peructp
benepanabHBIX JIBIOTOMONYyYATEECH.

4.2. Tlpu nepBHUYHOM OOpAIIEHUH B MEAMIIMHCKYIO OPTaHU3AINIO JJIs1 BBITUCHIBAHUS
PELENTOB I'PAKIAHUH NIPEIBSABIISACT:

a) JOKYMEHT, YJOCTOBEpSIOLUI JUYHOCTH (MACIOPT, CBUIAETEIBCTBO O POXKIAECHUU

pebenka);
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0) MOKyMEHT, MOATBEpKIatounili npoxuBanue B Pecnyonuke Kpeim (mpommcka wnu
perucTparnus);

B) MOJIKC 0053aTEILHOTO MEAUIIMHCKOTO CTPAXOBAHMUS;

r) JTOKYMEHT, TOATBEPKAAIOIINI MPUHAMIEKHOCTh K KAaTETOPUHU TpaxaaH, UMEIOLIUX
IpaBO Ha I[IOJYyYEHHUE JIEKAPCTBEHHBIX IIPENapaToB, MEIULMHCKUX U3JIEIUNA H
CHEIUAIM3UPOBAHHBIX MPOIYKTOB JIeUeOHOTO MUTAHUS 33 CUET CPEJCTB (eaepaIbHOro
OI0KETA;

1) CTPaxOBO€ CBUJIETEIBCTBO TOCYJAapPCTBEHHOIO TIEHCHOHHOTO CTpPaxOBaHUS C
nomepom CHUIJIC;

€) B cay4asix OTCYTCTBHs MHpoOpManuu B Perucrpe QenepanbHbIX JrOTONOTyYaTENEH
B AJIEKTPOHHOM cucteMe Bbiucku penentoB crpaBky OIIDP B Pecnybnuke Kpeim Ha
TEKYIIUWA ToJ, MOATBEPKIAIOLIYI0 MpaBo rpaxiaanuHa Ha nonydenue ['CII B Buze
HCY;

4.3. BwImuchbiBaHWE PEIENTOB TIpakJaHAM  OCYIIECTBIICTCS B MEIUITMHCKUX
OpraHu3alusiX, BKJIIOUYEHHBIX B IEPEUCHb MEIUIIMHCKAX OPraHU3allil, UMEIOIINX IPaBO Ha
BBINIMCBHIBAHUE PEIENTOB Il OeCIIaTHOTO TMOJY4YeHHUsS JIEKApCTBEHHBIX IPEnaparos,
MEJIUIIMHCKUX  W3JEIuN, CHEHUATU3UPOBAHHBIX MPOJYKTOB  JIEYEOHOTO  MHUTAHUA,
YYaCTBYIOIIUX B MPOTpaMmax JIbIFOTHOTO JEKapCTBEHHOTO obOecnieuenus (nanee — [lepedenn
MEIUIIMHCKUX OpTaHu3aIlHii).

4.4. BpiOop TrpaxIaHWUHOM OJHOM MEIUIIMHCKONW OpraHu3alud M3  4ucia
BKJIIOYEHHBIX MuH3apaBoMm B IlepeueHb MEIUIIMHCKUX OpPraHU3alMil OCYIIECTBISETCS B
MOpsIIKE, YCTAaHOBJIEHHOM Ipuka3oM MuH3apascoupas3Butus Poccuiickoii denepauun ot
26.042012 Ne 406H «OO0 yTBepKJCHHH IMOpPSAKAa BbIOOpa TpaKTaHUHOM MEIUITUHCKOM
OpraHu3alMyd TMpPU OKa3aHUM €My MEIUIMHCKONW TIOMOIIM B paMKax MpPOTPaMMBbI
TrOCYJIJapCTBEHHBIX TapaHTUI OECIIJIATHOTO OKa3aHUs rpakIaHaM MEIUITUHCKON MTOMOIITN.

4.5. Tlpu wnaxoxpaenun Ha Tepputopuu PecnyOnuku KpbiM TpaxkmaH, MMEIOMUX
npaBo Ha oOecreYeHre HeOOXOIMMBIMU JICKAPCTBEHHBIMU TperapaTaMH 3a CUET CPEJCTB
dbenepanbHOr0 OIO/KETA, MPOKUBAIOIIUX U 3apPETHUCTPUPOBAHHBIX B HHBIX PETHOHAX
Poccuiickoit @enepanuu, npu oOpamieHud B MEIUIIMHCKUE OPraHU3aIUd UM MOTYT OBITh
BBINIMCAHBI JIbIOTHBIE PELIENTh Ha JIEKAPCTBEHHBIE MPENapaThl U MEAULIUHCKUE U3/IEIIHS.

4.6. WuoropomHue rpaxaaHe TpU OOpalleHUd B MEIUIMHCKUE OpTaHU3aluH
00s13aHBI TPEABSIBUTH CIACAYIOIINE TOKYMEHTHI:

a) IOKYMEHT, Y0CTOBEPSIIOUIUI JTUYHOCTb;

0) monuc 00s3aTENILHOTO MEAUIIMHCKOTO CTPAXOBAHMUS,

B) cnpaBky OII®P B Pecnybnuke Kpbim wunum gpyroro cyoOwekra Poccuiickoit
®depepanyy Ha TEKYIIUN TOJI, TOATBEPKAAIONIYIO NIPaBO T'paKJaHWHA HA TMOJyYEHUE
I'CII B Bune HCYVY;

I) CTpPaxoBO€ CBHUJECTEILCTBO TOCY/JapCTBEHHOTO TIEHCHOHHOTO CTPaxOBaHUS C
Homepom CHUJIC;

J) BBIMMHCKY W3 MEIUIIMHCKON KapThl aMOyJIaToOpHOro OOJNIBHOTO C YKa3aHHEM
NPOBEJICHHOTO paHee JICYCHHWS © T[epuojia Ha KOTOPHIM ObUIM  BBITMCAHBI
JIEKapCTBEHHBIC MpeTapaThl.

4.7. B cmydae ortcyrcTBUS (penepasibHOTO JNhIOTHHKA B Peructpe ¢emepanbHBIX
JBIOTHUKOB B AJIEKTPOHHOM CHCTEME BBIMHCKU PELENTOB, YIOJHOMOYEHHBIM CIEMAINCT
MEJUIIMHCKON OpraHu3allii Ha OCHOBaHUU CIIpaBkH, BhiIaBaeMoii B OIIDP B PecmyOnuke
KpbiM rpasknanam — mosrydaTessiM eKeMECSIIHON ICHE)KHOW BBITIATHI, MMEIOIINM MTPaBo Ha
nonyyerrne ['CII B Bune HCY nmubo npyrux ITOKyMEHTOB, MOATBEPKAAIONMINX BKIIOUCHUE
rpaxaaHuiHa B QeaepaibHblii PETrUCTP, CAMOCTOSITENBHO OCYIIECTBISIET BBINMHUCHIBAHUE
petienitoB 1o popme Ne 148-1/Y-04(i1) u Ne 148-1/Y-06 (7).
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4.8. Peuentbl BBINMMCHIBAIOTCS HAa UM THAIMEHTa, Ui KOTOPOTO MpeIHA3HAYEHBI
JIEKAPCTBEHHBIE MPENaPaThI.

4.9. Pementel MoOryT OBITh TOJYYCHBI TAIUEHTOM WM €r0  3aKOHHBIM
MPEJCTAaBUTENIEM B COOTBETCTBHM cO crarber 20 PenepanbHoro 3akona ot 21.11.2011
Neo 323-03 «O06 ocHOBaxX OXpaHbI 3JI0POBBA IpakaaH B Poccuiickoit deneparumy.

4.10. BeimucbiBaHUWE pELENTOB B MEAMIMHCKUX OpPraHU3alUiX OCYIIECTBIISIOT
Jedalye Bpaud, (enpaumepa, akylmlepKH B CIydyae BO3JO0KEHUS Ha HHUX IOJHOMOYHUUN
Jledalero Bpaua (Jajgee — Jieyaluii Bpad), UMEIONIUX MPaBO Ha BBHIMHCHIBAHUE PEILICTITOB B
pamkax okazanus ['CII B Bune HCY 3a cuet cpeacTs denepaibHOTO OI0KETA.

4.11. Jleyamue Bpayu BBINKUCHIBAIOT PELENTHI B MOPSAJIKE, YCTAHOBJIECHHOM IPUKA30M
MunncrepcrBa 3apaBooxpaHeHust Poccuiickor @epepanmu ot 20.12.2012 Ne 1175H
«O0 yTBepX JACHUM TOPAJIKA HA3HAYEHUS M BBIMTUCHIBAHUS JIEKAPCTBEHHBIX MperapaToB, a
Takke opM pelenTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE MpenapaThl, MopsaKa ohopmIiIeHUs
YKa3aHHbBIX OJJAHKOB, X y4€Ta U XpaHEeHUs» U IpukazoM MuHUCTEpCTBA 3paBOOXpaHEHUS
Poccutickoit ®enepannn ot 20.12.2012 Nel 1811 «O06 yTBepKIeHUH MOPSAIKA HA3HAYCHUS U
BBIMIMCBHIBAHUSI MEAMIIMHCKUX U3JENHA, a Tak e (opM pernenTypHbIX OJIaHKOB Ha
MEAUIMHCKUE HW3JAeNus M TopsAaka o(OopMIIeHHS YyKa3aHHbIX OJIAHKOB, HMX Yy4eTa U
XpaHEHUS».

4.12. Peuenitel 1t OECIUIATHOTO TOJYYEHHUS JIEKAPCTBEHHBIX TperapaToB U
MEIUIIMHCKUX  M3JEIMA  BBIMHCHIBAIOTCS ~ HA  PELENTYpHbIX  OnmaHkax  (opmbl
Ne 148-1/Y-04(11) u Ne 148-1/Y-06 ().

4.13. HapkoTuueckue W TICUXOTPOIHbIE JieKapcTBeHHbIe mpemnapaTtsl Croucka I
MepeYHs] HAPKOTUYECKHUX CPEJCTB U MCUXOTPOMHBIX BEIIECTB JIbTOTHON KaTETOPUHU rPakIaH
BBITIMCHIBAIOTCSL HA CHEIUaIbHOM pernentypHoMm Omanke ¢opmer  107-Y-HII Ha
HapKOTUYECKOE CPEACTBO M TIICUXOTPOMHOE BEUIECTBO, K KOTOPOMY JIOTIOJHUTEIBHO
BBINIMCBIBACTCS perenT B 1-oM DJK3eMIUIsipe Ha penentypHoMm OnaHke (opmbl
Ne 148-1/Y-04 (;1) wiu hopmbr Ne 148-1 /Y-06 (o).

4.14. TlcuxotponHsle JeKapcTBeHHbIE npenapatsl Crrcka I1l nepednst HapKOTHYECKUX
CpPEACTB U TICUXOTPOIHBIX BEIIECTB, HWHBIC JIEKAPCTBEHHbIE CPEACTBA, MOMJICKAIINE
MPEeIMETHO-KOJIMYECTBEHHOMY  y4YeTy, JICKapCTBEHHBbIE  TperapaThl, oO0iajaroliue
aHa0OJIMYEeCKOW  aKTMBHOCTHIO,  KOMOMHUPOBAHHBIE  JICKAPCTBEHHbIE  IperapaThl,
coJieprKalle KpoMe MaJlbIX KOJMYECTB HAPKOTUYECKUX CPEJCTB, ICUXOTPOIMHBIX BELIECTB U
UX MPEKYPCOPOB, Apyrue (papMakoIOrH4ecKnue akKTHUBHbBIE BEIECTBA, IPEIHA3HAUYCHHBIC IS
JICYCHUS TpaxJaH, UMEIONMX TMpaBo Ha OecIylaTHOE TOJyYeHHEe JIeKapCTBEHHBIX
mpenapaToB, BBINIUCHIBAIOTCS Ha penentypHoMm Omanke Ne 148-1/Y-88. Ilpu 3Ttom
JIOTIOTHUTENILHO BBIMIHCHIBACTCS B 1-M SK3EMIUISIPE PElenT Ha PelenTypHOM OnaHke GopMbl
Ne 148-1/Y-04 (1) umu Gopmsr Ne 148-1/Y-06 (i1). Cepust 1 1uana3oH HOMEPOB PELENTOB
JUTSI METMIIMHCKUX OpraHu3aluil yTBepKaaeTcss MUH3IpaBOM.

4.15. Jleqamuii Bpau odopmIIIeT pelenThl B 2-X SK3EMIUISIpax, UMEIOIUX EAUHYIO
ceputo v HoMmep. [lepBrlii SK3eMIUISIp pelenTa BblAaeTcs NAUeHTY Ha PYKH, KOIUS pelernTa
— TIOJIIIIMBAETCS B aMOYJIaTOPHYIO KapTy MaIueHTa.

4.16. Ha oOpaTHOI CTOpOHE pelenTa yKa3bIBaeTCs HoMmep TenedoHa, M0 KOTOPOMY
CHEIUANINCT TMYyHKTAa OTIyCKa MOXET COIVIacoBaTh C JIeYalluM BpadoM TOJI00p
JIEKAapCTBEHHOr0 Mpemnapara B paMKaX MEXJIYHapOJHOIO HEMATEeHTOBAHHOTO WIIU
IpyNIUPOBAHHOTO HAMMEHOBAHMUS (Jlaiee — CHHOHUMHUYECKHM oa0op).

4.17.B peuente yka3biBaeTcs Koja 3aboieBaHusi B cooTrBercTBUM ¢ MKB-10,
MEXTYHAapOJHOE HEMATEHTOBAHHOE WJIM IPYNIIMPOBOYHOE HAMMEHOBAHME JIEKAPCTBEHHOIO
npenapara, Ipu UX OTCYTCTBUM TOPIOBO€ HAaWMEHOBAHME, JIEKAPCTBEHHOTO Mpernapara Ha
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JATUHCKOM $f3bIKE, JIO3UPOBKa, (acoBka, (opma BBIIIyCKa, pa3oBasl 03a, KPAaTHOCTh U
0COOEHHOCTHU TIpHEMA.

4.18. PazoBele, CYTOYHBIE M KYpCOBBIE J03bI TpPH HA3HAYECHUH JICKAPCTBEHHBIX
IpernapaToB ONPENEISIOTCSA JIeHalllUM BpadyoM, HCXOJs M3 BO3pacTa, Macchl OOJIBHOTO,
TSOKECTH W XapakTepa 3a00JieBaHMS, HAJIWYUS CONMYTCTBYIONIEH MATOJIOTHU C YYETOM
CTaHJApPTOB OKa3aHMS MEAUIMHCKON TOMOIIH.

419.B pexoMeHIaNMAX JICKAPCTBEHHOW Tepamuu ¥ 3aKIIOYCHUSAX  Bpadei-
KOHCYJIbTAHTOB, TIJIABHBIX BHEHITAaTHBIX CHEHUAINCTOB MMuUH3/ApaBa JI€KapCTBEHHbIE
npenaparbl yKa3bplBalOTCS MO MEKIYyHapOJHBIM HENAaTEHTOBAHHBIM HAMMEHOBAHUSAM WIIU
rPYNIUPOBOYHBIM XMMHYECKMM HAaUMEHOBAaHUSAM, B CIIydae UX OTCYTCTBHS, a TakXKe MpuU
000CHOBaHHOM M JOKYMEHTAJbHO IOATBEPKIACHHOW HEOOXOAMMOCTH — IO TOPrOBBIM
HAaMEHOBAaHUSM B TNOpsAnKe, periaameHTupoBaHHOM [Ipukazom Mun3zapaBa Poccum ot
20.12.2012 Ne 11751 (pen. ot 30.06.2015) «O06 yTBepKICHHH TOpsJIKa Ha3HAYCHUS H
BBIIIMCBHIBAHMS JIEKAPCTBEHHBIX IPENapaTroB, a Takke (OpM pelenTypHbIX OJAaHKOB Ha
JIeKapCTBEHHBIEC TMpemnaparbl, MopsAaka o(QopMieHHs yKa3aHHbIX OJaHKOB, WMX y4yeTa U
XpaHECHUS.

4.20. Jleyamuii Bpay MMEET MPAaBO BOCIIOJIB30BATHCS PEKOMEHAANUAMHU (eaepaTbHbIX
MEIUIIMHCKUX OpraHu3alliid, TJIABHBIX BHEIUTATHBIX CIEUHUATUCTOB MuUH3/ApaBa, B TOM
qyclie B YacTH PEKOMEHJAlWi Ha3HAY€HHUs TOPrOBbIX HAWMEHOBAHUU JIEKAPCTBEHHBIX
MpernapaToB, UM OOOCHOBAHHO UX OTKJIOHUTb.

4.21. Jleyamuii Bpad CaMOCTOSITEIIEHO HA3HAYAeT W BBINHCHIBACT JICKAPCTBECHHBIC
npernapaThl, CHEIUAIU3UPOBAHHBIE MPOAYKTHI JIEYEOHOTO MHUTAHHUS B CIydae THIIHYHOTO
TedeHHs] 3a00JIeBaHMsI, UCXOJS M3 €ro TsHKECTHU M XapakTepa, B COOTBETCTBUU CO
CTaH/JapTaMu OKa3aHUs MEIUIIUHCKON TOMOIIIH.

4.22. Jledamuii Bpad caMOCTOSITEIbHO HMCIOJB3YeT ISl Ha3HAUYCHHS JIEKAPCTBEHHBIC
npernaparbl M0 Mpo(uITio, BKIIOYEHHBbIE B YTBEPXKICHHYIO MUH3IpaBOM pa3HapsIKy B
pa3pe3e MEJUIMHCKUX OpraHU3aluil B COOTBETCTBHUHM C 3aKJIIOYEHHBIMH IOCYJapCTBEHHBIMU
KOHTPAaKTaMH Ha MOCTaBKY JIEKapCTBEHHBIX MPENapaToB.

4.23. HaznaueHue U BBHINKUCHIBAHHE JIEKAPCTBEHHBIX IMIPENapaTroB, IO PEIIEHUIO
BpaueOHON KOMUCCHM MPOU3BOJUTCS MO MPEACTABICHUIO JIEYAIlEro Bpaya U PyKOBOJUTENS
MEAUIIMHCKON OpraHu3alyy B CIEAYIOMUX CIyqasiX:

- Ha3HAYEHUs JIEKAPCTBEHHOTO IIpernapaTta, HE BKJIIOYEHHOTO B YTBEPKIACHHYIO

MuH3ipaBoM pa3HapsAKy B pa3pe3e MEIULMHCKMX OpPraHHU3aluil B COOTBETCTBUM C

3aKJIFOYEHHBIMU TOCYJapCTBEHHBIMU KOHTPAaKTaMM Ha IIOCTaBKYy JIEKapCTBEHHBIX

Ipenaparos;

- Ha3HAYEHMUSI JIEKAPCTBEHHBIX NIPENApaToB, B TOM YHCJIE 10 TOPrOBbIM HAUMEHOBAaHUSAM

Opd HETHNWYHOM TEYEHUWH 3a00JI€BaHMSA, HAJIWYUM OCJIO)KHEHHUH OCHOBHOTO

3a007eBaHus U (MJIM) COMYTCTBYIOIMIMX 3a00JICBaHUM, MPU HA3HAUYCHHUH JICKAPCTBEHHBIX

npenapaToB, OCOOCHHOCTH B3aUMOJECHCTBUS W COBMECTUMOCTH KOTOPBIX COTJIACHO

UHCTPYKIMSIM 10 WX MPUMEHEHUIO TNPUBOAAT K CHIKEHHIO 3()()EKTUBHOCTH U

Oe3omacHoCTH (apMakoTepanud U (WIM) CO3/IaI0T MOTEHIUAIBHYIO OIMACHOCTH IS

YKU3HU U 3]I0pPOBbS MAIlMEHTA;

- BBIABJICHMM MOOOYHONM peakuuu C [PWIOKEHUEM KONUU M3BEUICHUS B

TEpPUTOpHUAIIBLHBIN oTen Poc3npaBHansopa;

- Ha3HAYEHUSl HAPKOTUYECKUX U MICUXOTPOIHBIX JEKAPCTBEHHBIX npenaparoB CNUCKOB

IT u I (B cnydae NpuHATUS PYKOBOJAUTEIEM MEAUIIMHCKON OpraHU3allMMd PEeUIeHUs O

HEOOXOJAMMOCTH COTJIACOBAHMS Ha3HAYCHHSI C BpaueOHON KoMHCcCHei);

- OJHOBPEMEHHOT'O HA3HAYEHUs OJHOMY TPa)kJIaHUHY MSATH U Oosee JIeKapCTBEHHBIX

[penapaToB B TEUYEHHE OJHMX CYTOK WJIM CBBILIE JECATH HAUMEHOBAHMM B TEUCHHE
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OJIHOT'O MecsIa.

4.24. Ha3zHaueHHe U BBINMHUCHIBAHWE HAPKOTUYECKUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB CrnuckoB Il u 11l mauuentam ¢ BbIpa)KeHHBIM OOJEBBIM CHHIPOMOM JIF0O0OOTO
reHe3a MOXKET OCYILECTBISATHCA CaMOCTOSATEIBHO JI€YallluM BPAauyoOM MM IO PELIECHUIO
BpaueOHON KOMHCCUU (B CiIydae MPHUHSTHS PYKOBOJWUTEIEM MEIUIIMHCKON OpraHu3aluu
penieHust 0 He0OOXOIUMOCTH COTJIACOBAHUS C BpaueOHOM KoMUCCHEH).

4.25. HaznaueHue, BBINHCHIBAHUE W OTIYCK  JIGKAPCTBEHHBIX  MPEMapaToB
OCYIIECTBIISIETCS B 00beMe MECSIUHOM MOTPEeOHOCTH.

4.26.Ins1  nmedeHWss XPOHMYECKUX 3a00JIeBaHUN  JIEKAPCTBEHHBIC  Ipemaparsl,
CHEUAIN3UPOBAHHBIE MTPOYKTHl MUTAHUS MOTYT BBIIIMCHIBATHCS HA KypC JIEUEHUS 10 TPEX
MECSLEB.

4.27. Cnenuaiuctbl MEJUIIMHCKON OpraHu3alii OTPAKAlOT BBIITMCAHHBIC PELENTHI B
yuetHoit ¢opme 030-JI/y «Kapra rpakmanuHa, uMeromiero npapo Ha noixydenue HCY mo
y4eTy OTIIyCKa JIEKAPCTBEHHBIX MpEnapaTroB», B JIPYrol MEAUIMHCKOW TOKYMEHTAlMH B
COOTBETCTBUU C JEHCTBYIOIIMMU HOPMATUBHBIMU JOKYMEHTAMH.

5. AaropurMm ofecnedeHusi rpPaKAaH JeKAPCTBEHHBIMHU NpenapaTaMu,
MEIHIUHCKMMH U31eJIUAMH, CeNMATN3NPOBAHHBIMHI NPOAYKTAMH JIe4eOHOI 0
nuranus no nporpamme OHJIIIL

51. OobecrneueHue JmHl, BKIIOYEHHBIX B PpErHOHAJbHBIM cermMeHT Peructpa 1o
nporpamme OHJIII Ha MOMEHT moJayuM M PACCMOTPEHMS 3asBKH, NPOU3ZBOJIUTCS IYyTEM
BBIIIMCKH PELICTITOB U IPEABbABICHUH PELENTa I'pakJaHaMU B ITYHKT OTIIYCKaA.

5.2. OO6cmyxuBaHHUE peLENTa, IPEAbSIBIEHHOTO B MMyHKT OTIIYCKa, OCYIIECTBISETCS B
COOTBETCTBUH C HOpPMAaTUBHBIMU akTamu Pocculickoin ®denepanuu, peraaMeHTHPYIOIUMU
YKa3aHHYIO J€ATEIbHOCTb.

53. TVII PK «KpeiM-@apmarus» oOecneynBalOT B IMYyHKTaX OTIYCKa HAWYHE
MECAYHOI0 HECHM)KAEMOT0 3aI1aca JICKaApCTBEHHBIX IPENapaToB U MEIULMHCKUX U3IEIIHMN.

5.4. B cnyyae n3mMeHeHMs MOTPEOHOCTU B Mpenapare B CTOPOHY YMEHbUICHHS (0TKa3
OT JIEYEHMS], JIETAJIbHBIM MCXOJI, OThE3/, U3MEHEHUE CXEMBI JICYEHHS U T.J.) MEAULIMHCKAs
opraHusaius B TedeHwe S5 pabouux nHed wuHbopmupyer 06 stom ['YII PK «Kpeim-
dapmarusn».

5.5. Jlns oOecrieyeHUs] BHOBb BBISBIIEHHOTO IMAalMEHTa, MOTPEOHOCTH KOTOPOTO HE
ObUIM YYTEHbI B OCHOBHOM 3asiBKE (WJIM MPH W3MEHEHUHM CXEMBbI JICUCHHUS), MEIUIIMHCKAS
opranuzamusi coryiacoBeiBaer ¢ ['YII PK «KpsimM-®apmanus» BO3MOKHOCTh BBIIUMCKH
peuenta. Ilpy HaaMuuM TOCTOBEPHBIX AAHHBIX (MHUCHbMEHHOrO MOATBEPXKIEHUs, JHO0 C
UCTIOJB30BAHUEM COOOIIECHUI IO 3JEKTPOHHONW MOYTe) 00 OTCYTCTBHHM HEOOXOAMMOTO
JIEKApCTBEHHOI'0 IIpernapara, MEIULMHCKOIO M3ZICNIHS B AlNTEYHOM CETHM M LEHTPAIBHOM
antreunoMm  ckiane [YII PK  «Kpemm-®apmanusa», MeAUIMHCKAs  OpraHU3alus
MIOATOTABIMBAET JIONOJIHUTENBHYIO 3asiBKY U HaIlpaBJIsieT ee B MUH31paB.

5.6. IT'VII PK «Kppmm-Dapmanusn» OCYILIECTBIICT MEPOIPUATHUSA 10
[IEPEPACTIIPEICIICHNIO 3asBJICHHBIX MEIMKAMEHTOB M3 MWHBIX IIYyHKTOB OTIyCKa M C
neHtpanbHoro amnreuHoro ckiaga ['YII PK «Kpemm-@apmanus». B ciaydae orcyrcTBHA
mpenapara Ha LEHTPAJIBHOM anTeyHoMm ckiane u B anteqHo cetu ['YII PK «Kppim-
@dapmanus» B TedueHue 3 pabouux aHel uHPopMHpyeT MUH3ApPaB O HEOOXOIUMOCTH
JIOTIOJIHUTEJIbHOM 3aKyIIKH JIEKAPCTBEHHOTO IIpenapara.

5.7. Mun3npaB B cilydya€ BO3HMKHOBEHHsI HENOCTAaTKa JIEKAPCTBEHHOI'O Mpernapara
HamnpasisieT B ['KY PK «KpbIM3apaBy ITONOIHUTENBHYIO 3a8BKY JIsl IPOBEICHUS 3aKyIKU
3a CYeT CPeACTB (peiepabHOrO OroIKeTa.
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5.8. Ilpyu HEBO3MOXKHOCTM OCYHIECTBICHHMsSI CPOYHOM 3aKyNKH MEIULUHCKAs
opranuzanus o0ecreuynBaeT MalueHTa HeoOXOAUMbIM JIEYEHUEM IyTeM TFOCIUTAIN3ALNN B
JTHEBHOM MJIM KPYTJIOCYTOUYHBIM CTAallMOHAP, 3aMEHBI CXEM JIEUEHUS, JTMOO0 3a CUET OropKeTa
MEJIUIIMHCKON OpraHU3aluy U UHBIX HCTOYHUKOB.

5.9. Jlns ompeneneHus HECHMXKAEMON MECAYHOM MOTPEOHOCTH B JIEKAPCTBEHHBIX
npenaparax B nyHkrax otmycka ['KY PK «Kpeim3apas» exerogno no 20 ¢espans
npenoctaisier B ['YII PK «KpsiM-@apmanus» uHQOpMAuUoo MO CpeaHUM oObeMaM
noTpeOieHns JeKapCTBEHHBIX MPenapaToB 3a MPEAIECTBYIOIINN KaJeHIapHbIi eproj BO
Bpems ucnoaHenus nporpamMMsl OHJIIT mo kakqoMy JIeKapCTBEHHOMY Ipernapary.

6. [deiictBus yuacTHuKOB nmporpammsbl OHJIII B pamkax peajm3anuu nNporpaMMbl
MPH MOCTAHOBKE pelernTa Ha 0OTCPOYeHHOe o0ecredyeHue

6.1. B cimydae OTCyTCTBHS JIEKapCTBEHHOTO Ipenapara B IIyHKTE OTIyCKa Ha
MOMEHT  OOpallleHHsi  TpakJaHe, OTHECeHHbIe K  Kareropuu  (denepaibHbIX
JBrOTOIONYyYaTeNe, UMEIOT IIPABO MOCTABUTh PELENT B MYHKTE OTIIYCKa HA OTCPOUYEHHOE
obecrieyeHue.

6.2. B cnydae OTCyTCTBHS JEKapCTBEHHOTO Ipenapara CIEIUaIuCT MyHKTA
OTIyCKAa OCYUIECTBJISIET NIPOBEPKY BBINMCAHHOIO pELeNnTa Ha MPEIMET MPABUIBHOTO
0(pOpMIICHHSI, PETUCTPUPYET PELENT B CICIMAILHOM XKypHAJe, IeJaeT Ha PElenTe OTMETKY
00 aapece, HOMepe WJIM HaUMEHOBAHWU aNTEKH, JaTe MpHeMa pelernrta Ha oOecredeHue,
BO3BpAIlA€T PELENT MAIlMEeHTY, BBOJIUT pelenT B 0a3y JaHHBIX OTCPOYCHHBIX PEIETOB,
cornacoBbiBaetT ¢ I'YII PK «Kpsim-Dapmanus» mocTtaBKy JIEKapCTBEHHBIX MPENapaToB s
oOecrie4eHusi OTCPOUYEHHBIX PEIIETITOB B CPOK, HE MPEBBIMIAIONINN AECATH pabOuuX THEH.

6.3. [Ipu mocTyruieHMH  JIGKQpCTBEHHBIX  MpemaparoB JUisi  oOecredeHus
OTCPOYEHHBIX PEIENTOB IMYyHKT OTIycka HHGOPMHUPYET TpaxaaH 1Mo TenedoHy u
COIIACOBBIBAET CPOKH MOCEIICHUS IPakJaHaMH IIyYHKTa OTIIYCKA.

6.4. Ecnu rpaxxnane, yBeJOMJICHHBIE B COOTBETCTBUM C 1. 6.3. B TeueHue 10 nHei
HE 0OpaTWIIMCh 3a ero o0ecleueHreM, MOCTABICHHbIC JIEKAPCTBEHHBIC MpemapaThl MOTYT
OBITh UCTIOJIB30BAHBI JIJIs1 00€CIIeYeHHs IPYTUX PEleITOB.

6.5. B ciaydae HEBO3MOXHOCTH meEpepacipeneseHus] TOBAPHbIX OCTaTKOB B ['YII
PK «KpeM-@apmanus» W MOCTaBKH JICKAPCTBEHHOI'O IMpenapara Ha NYHKT OTITYCKa,
PYKOBOJUTENh MYHKTA OTIyCKa MHPOPMHUPYET 00 ITOM MPUKPEIUICHHYIO MEIUIIUHCKYIO
opranusaiuio B TedeHre 10 pabodymx IHEH ¢ MOMEHTa B3STHs PEIENTOB HA OTCPOUYCHHOE
VCIIOJIHEHUE.

6.6. MenuniuHckass opraHuzaius TpU MOJy4eHHH HWHPOPMAIMU OT MyHKTa
OTIYyCKa O HEBO3MOXHOCTH OO0ECIEUYeHHUsl JIEKapCTBEHHBIMHM MperapaTaMu peELENnToB,
MIPUHSTHIX HA OTCPOYEHHOE UCITOJTHEHHE, PACCMATPUBAET BOIIPOC O CMEHE CXEMBI JIEYEHUS U
MPOBEJICHUY CHHOHUMHUYECKON 3aMEHbI JIEKaPCTBEHHOTO Mpenapara.

6.7. B cinydae HEBO3MOXXHOCTM H3MEHEHHUSI CXEMbI JICYEHUS U MPOBEICHUS
CHHOHMMHUYECKOM 3aMEHbl JIEKAPCTBEHHOI'O IIpernapara MEAUUUHCKAs OpraHu3alus
HampaBisieT B MUH3IpaB JTOTIOJHUTENBHYIO 3asBKY Ha oOOecrieueHue JIeKapCTBEHHBIMU
npenapaTaMd ¥ MEAUIIMHCKUMHU H3JEIUsIMU ¢ OOOCHOBaHMEM HEOOXOJMMOCTH TaKOU
3asBKkd. [Ipm 3TOM MemuIIMHCKasl opraHu3anus WHHOPMUPYET TpakaaH O CpOKax
obecrieueHus JOMOTHUTEIbHBIX 3asBOK Ha MOCTABKY JIEKAPCTBEHHBIX IIPENapaToB.

6.8. I'VIT PK «Kppim-@apmanus» B ciydae OOOCHOBAHHOM HEBO3MOXKHOCTHU
o0ecTieueHrs] OTCPOUCHHBIX PEIICTITOB 3a CUET MepepacrpeiesiCHUs] TOBAPHBIX OCTAaTKOB B
paMKax ACHCTBYIOIIUX KOHTPAKTOB MUCbMEHHO yBeAOMIIIET 00 3ToM MUH3IpaB B TE€UCHUE
5 pabouux AHEH.
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6.9. Munzapas Ha ocHoBanuu obOparmieHus ['YII PK «Kpeim-Qapmarus» u/wim
MEAUIIMHCKON OpraHu3alui MPUHUMAeT pelleHne o (OPMHPOBAHUU M YTBEPKICHUU
JIOTIOJTHUTENbHOM 3a8BKU Ha MPUOOPETEHNE JIEKAPCTBEHHBIX NIPENApaToOB U HAMPABJIISET €€ B
I'KY PK «KpsimM3apas».

6.10. B ciywyae HampaBieHUS MEAMIIMHCKOW oOpraHuzamueil ¢enepanbHOTO
JBrOTOIONYYATENS JUIsl CaMOCTOSITEJIBHOTO PEIICHHsT BONPOCAa €ro JIEKapCTBEHHOIO
oOecrieyeHus] B UHbIE OpraHu3alui MUH3/1paB paccMaTpuBaeT BONPOC O AUCHUUIIIIMHAPHON
OTBETCTBEHHOCTH PYKOBOJUTENS MEAULIMHCKON OpraHU3aliH.

6.11. B cnyuyae Oe3nelCTBUS TYHKTa OTIYCKa IO OOECHEYEHHIO pElENTOB,
NpeIbsABICHHBIX HAa OTCPOYEHHOE oOecrieueHue, MHUH3IpaB BIOpPABE PELIUTH BONpPOC 00
UCKIIFOYCHUM TIyHKTa OTIYCKa W3 TEPEYHs anTeK, OCYIIECTBIIONIUX JIBIOTHOE
JIeKapCTBEHHOE 0OecreueHue.
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IIpunoxenue 2

K IIprKa3y MuUHUCTEpCTBA 3paBOOXPAaHECHUS
Pecniyomuku Kpeim

ot «08»mromst 2016 Ne 1056

Permament
B3aUMO/ICHCTBUS YYACTHUKOB pealin3alliy MporpaMMbl 00€CTICUCHUS OTACIbHBIX KaTeropuii
rpaxaas, nmpoxkuparimux B Pecriyonuke Kpbim, TekapcTBEHHBIMU MpenapaTamMu 1
W3ICNUSIMHU MEAUIIMHCKOTO HA3HAUEHHUSI, OTITYCKAEMBIMHU 110 PElENTaM Bpauel OecriiaTHO U
¢ 50-mpouEeHTHON CKUAKOU

1. OOmue noJsiokeHus!

1.1. Hacrosmuii perinamenT (nanee — PerimameHT) pa3paboTaH BO MCIOTHEHUE CT.
16, 29, 83 ®epepanbHoro 3akoHa ot 21.11.2011 Ne 323-®3 «O06 ocHOBax OXpaHbl
310poBbsi  Tpaxknaan B Poccuiickonn @enepauun», 1nocraHoBiaeHus [IpaBurenscrBa
Poccuiickoit @enepannu ot 30 uronsg 1994 roga Ne 890 «O rocynapcTBEHHOM MOIIEPKKE
pa3BUTHA MEIULMHCKOW TMPOMBIIUIEHHOCTH W YIYYIIEHWH OOECIeueHuss HaceIeHUs u
YUPEKIECHUN 31paBOOXPAHEHUS JIEKAPCTBEHHBIMU CPEICTBAMU U U3JIETUAMHU MEAUIUHCKOTO
Ha3HauYeHUs», noctanoBiaeHnit CoBeta MUHUCTPOB Pecybmuku Kpbim ot 23 nexabps 2015
roga Ne 837 «O TepputopualibHOM MpOrpaMMe T'OCYIapCTBEHHBIX FapaHTUN OeCIIaTHOIO
OKa3zaHusl TpaxJaHaM MeIUIMHCKOM momomu B Pecnybmuke Kpeim nHa 2016 romy,
or 23 wuroHa 2015roma Ne340 «OO6 yrBepkaenuu Ilopsaka Bo3MeEIIeHHS 3aTpaT
['ocynapctBeHHOMY yHUTapHOMY npeanpuaruio Pecny6nuku Kpeim «Kpbim-@apmanus» B
CBSA3M C peanu3alueil Mep MO JIbFOTHOMY JIEKAPCTBEHHOMY OOECIEUEHHUIO0 M0 MEPEYHIO
TpyNN HacelleHWs W KaTeropuil 3a0oJjieBaHUi, MPU aMOYyJIaTOPHOM JIEYEHHUH KOTOPBIX
JIEKAPCTBEHHBIE CPEACTBA M U3JENUS MEJUUUHCKOrO Ha3HAYEHUs OTIIyCKAalTCAd IO
peuenTam Bpauel OecriaaTHO U ¢ 50-MPOIEHTHOM CKUIKON», a TaAKXKE MHBIX HOPMATUBHBIX
npaBoBbIx akToB Poccuiickoit ®enepanuu u PecnyOnuku KpbIM, periaMeHTHpYROMIMX
BOIMPOCHI peajH3ali PEerMOHAIbHBIX MPOTpaMM JIEKAPCTBEHHOTro oOecmeueHus (naiee —
nporpamma PJIO)

1.2.  ensamu pazpabotku PernameHTa sBIsSIFOTCS:

— OpraHM3alus CBOEBPEMEHHOro, OecrepeOOWHOr0 M MOJHOro OOeclevyeHus
rpaxaan Poccuiickoit @enepaiium, NpoXKUBAOIINX Ha Tepputopun Pecnyonuku KpbiM, npu
amMOyJIaTOPHOM JIEYEHUHM KOTOPBIX JIEKAPCTBEHHBIE CPENCTBA W M3ZENUS MEIUIIMHCKOTO
Ha3HAYCHUs OTMYCKAIOTCS IO pelenTaM Bpauel 6ecruiatHo U ¢ SO-IpOIeHTHON CKHUIIKOH, a
TaK)K€ JIUL, CTPAJAIOIIMX XU3HEYTPOXKAIOUIMMU U XPOHUYECKUMHU IPOTPECCUPYIOIIUMU
peIKuMH (opdhanHBIMHI) 3a00JIeBaHUSAMH, MPUBOIAILIMMU K COKPAILICHUIO
NPOAOKUTEIBLHOCTH KU3HH;

— COBEpUICHCTBOBAHME CHCTEMBI JIEKapCTBEHHOro oOecrmeueHusi B PecmyOnnke
KppiM myTem ynopsiiodeHus B3aMMOAEMCTBUS yUaCTHUKOB peanu3anuu nporpamm PJIO;

— obecrnieyeHre palMOHAILHOTO HUCIIOJIb30BaHUS CPEICTB, BBIJICISEMBIX U3 OOKETa
Pecny6muku Kpeim i1 peanuzanuu nporpammsl PJIO.

1.3. PersmameHT mnpencraBisieT coOOM JEHCTBUS Yy4acTHMKOB mporpammsl PJIO,
HaIlpaBJICHHBIX Ha JOCTUKECHHE 1I€JIeN MepEeUnCIeHHbIX B yHKTe 1.2. PernamenTa, KoTopsie
TaK)Ke MPEAYCMOTPEHBI KOHTPAKTAMU, 3aKIIOYEHHBIMU MEXIY pa3IMYHbIMU YYaCTHHUKAMU
yKa3aHHOW POTrpaMMBbl JIEKAPCTBEHHOT'O 00eCIIeUeHUsl.

1.4. Hacrosmmii PernameHT MOXeET MCHOJb30BaThCA B Kaue€CTBE PYKOBOJCTBA IS
NpPUMEHEHHs JI0OBIMU JIMLAMH, YYacTBYIOIIMMU B peanuzanuu mnporpammsl PJIO Ha
tepputopun PecnyOnuku KpeiMm, corjmacHeIMM C LEISMH, YKa3aHHbBIMHM B IIYHKTE
1.2. PernameHTa, 3a HCKJIFOUEHUEM T'PaKJaH, OJy4YaolUX JIEKapCTBEHHbIE ITpenapaThl s
JMYHOTO NOTPEOIICHUSI.
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2. YuyacTHuku nporpammsi PJIO
2.1. YyacTHUKamMu IpOrpaMMBbl SIBIISTFOTCS:
e MunucrepcTBo 3apaBooxpanenus Pecriyonuku Kpbim (nanee — Mun3snpas);
e TocynapcrBeHHoe yHuTapHoe npennpustue Pecrydmuku Kpeiv «Kpemm-dapmanus»
(mamee — I'YII PK «Kpreim-®apmariusy»);
e [ocynapcTBeHHOe KazeHHoe yupexjaeHue Pecnyonuku Kpeim «Kpbeim3npas» (nanee

—I'KY PK «KpsiM3npaBy)

e [ocynmapctBeHHOe OromxerHoe yupexnaenue PecnyOnuku Kpsim «Kpbeivmckuit
MEIUIIMHCKUN WH(pOpMallMOHHO-aHaTuTHYeckuii neHTp» (mamee — I'BY PK
«KMHAILy);

e MenuuuHCKUE OpraHU3alliy, BBIMMCHIBAIONINE PELENThl Ha JIEKAPCTBEHHBIC
npenaparsl i1 OTJIEIbHBIX KAaTeTOPHMl T'pakJIaH 3a CUYET CPEACTB PErHOHAIBHOTO
OrokeTa (anee — MEUITMHCKHAE OpTraHU3allin );

e [7aBHBIC BHEIITATHBIC CIICUATUCTHI MUH3IpaBa;

o @dapMmaleBTHUYECKHUE OpraHW3allUid — TOCTABIIMKUA JIEKAPCTBEHHBIX CPEJICTB,
UCIOJIHAIOIINE TOCYJapCTBEHHbIE KOHTPAKTHl Ha OKa3aHUE YCIYT MO 00eCreYeHHUIO
OTJIEIIBHBIX KAaTEropuil rpakiaH HeoOXOIUMBIMH JIEKAPCTBEHHBIMU TIperapaTamu 3a
CYET CPEJICTB PETHOHAIBHOTO OIOJIKETa;

e OtaenpHbIE KATETOPUU TPAXKIAH MO TMEPEUHIO TPYMI HACEICHHUS M KaTeropui
3a007eBaHMi, TIpU aMOyJIaTOPHOM JICUEHUHM KOTOPBIX JIEKAPCTBEHHBIE CPENICTBA U
U3JIeHs] MEIMIIMHCKOTO HAa3HAUEHUsI OTIYCKAIOTCS MO pelenTaM Bpadyei OecruiaTHO
u ¢ 50-TIpOLIEHTHOM CKUIKOH, a TakkKe JHIA, CTPAJAIONINe KU3HEYTPOKAIOIUMHU U
XPOHUYECKUMHU TMPOTPECCUPYIOMUMH  peAkuMHu  (opdaHHBIMHU) 3a00JEBaHUIMU,
MPUBOASIIMMU K COKPAILEHUIO MPOJAOKUTEIBHOCTH KU3HU (Jajiee — peruoHalIbHbIE
JBrOTOIOTYYATENN ).

3. OcHOBHBIE TEPMHHBI, ONIPe/ieJIeHUsI H COKPaIleHNsI:
pervoHalbHbIE  JIbroTOmoOAy4YaTeau — rpaxaaHe Poccuiickon  Depepanuu,
MpoKHUBaromye Ha Tepputopun Pecrryonmuku KpbiMm, mpu aMOy1aTopHOM JISYCHUH KOTOPBIX
JIEKapCTBEHHBIE CPEACTBA M U3JCNUS MEIUIMHCKOTO Ha3HAYEHUs OTIYCKAIOTCA TI0
perienitaM Bpaded OecruratHO W ¢ SO-TIPOIEHTHOM CKHJIKOW, B TOM 4YHCJE JIMIIA,
CTpPAJAlONINEe JKU3HEYTPOKAIOIMIMMUA U XPOHUUYECKHMH TMPOTPECCUPYIOMMUMHU  PEAKUMH
(opdhannbIMI) 32007IEBAHUSIMU;

CBOJHAs MOTPEOHOCTh — YBEIOMJICHUS MEIUIMHCKUX OpPraHu3alliid M TJIABHBIX
BHEIITATHBIX CIIEIMATUCTOB MUH3/IpaBa, COCTaBIEHHbIE B MHUCBMEHHOW Qopme, o
NOTPEOHOCTH HA OMPEJCIICHHBIN KalleHJapHBIA TMEepUoa B JIEKAPCTBEHHBIX Tperaparax,
MEJUIIMHCKUX W3JCNUSX, CHCIUATU3UPOBAHHBIX TMPOJAYKTaX JIEUeOHOTO MHUTAHUS UX
HAUMEHOBAHUSX, JO3UPOBKaX, (hOpMax BBIMyCKa M KOTUYECTBE JJIsi 00eCIeUeHHs Tpak/iaH
3a CHeT CpeACTB (eaepaabHOro OrIKeTa;

YTBEp)KJICHHAsl 3asBKa — 3asBKa, MpOIIEAIIas TMPOIEAYPY PACCMOTPEHUS W
COTJIACOBaHMSI Ha OCHOBAaHUHM CBOJIHOM TMOTPEOHOCTH W OCTATKOB JIEKAPCTBEHHBIX
npenapaToB, COIVIACOBaHHAsl TJIaBHBIMM BHEIITAaTHBIMHM cHeluaiucTaMu MuH3apaBa u
yTBepkIeHHass MuHucTpom 3apaBooxpanenus PecrryOnmku Kpoiwm;

[acrnopT BpaueOHOro ydacTKa — €KEKBapTalbHas ydeTHas ¢opma, GopMmupyemas
JedanuM BpadoM Juisl GefepaibHbIX U PETUOHAIBHBIX JILTOTHUKOB HA OCHOBAaHUU (DOPMBI
Ne 030-IT/y, yrBepxaeHHOU MpuKa3oM MUHHCTEPCTBA 3APABOOXPAHEHUS U COITUAIBHOTO
pa3Butusi Poccuiickoit ®enepammu ot 22.11.2004 Ne 255 «O TIlopsiake okazaHus
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MEPBUYHON MEIUKO-CAHUTAPHOM INOMOIIM TpaXkJaHaMm, MUMEIIIHUM MpPaBO HA IOJYyYEHHE
Habopa conuanbHbIX yeayr» (aanee — [lacnmopt BpaueOHOro yyacTtka);

INYHKTBl _OTIYCKa — AaITeKH, alTEeUHbIe MYHKTHI, SIBJISIOUIUECS CTPYKTYPHBIMU
noapasaeneHusmu - ['VII PK «Kpemm-@apmanus», ydacTByOIMe€ B OpPraHU3aLHH
CBOEBpPEMEHHOro, OecriepeOoitHOro M TModHOro obecrneueHus rpaxiaaH Poccuiickoi
Oenepanun, npoXHBalOUMX Ha Teppuropun Pecnybnuku KpbiM, npu amOysaTropHOM
JICYEHUU KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA W U3JCIUS MEIUIMHCKOTO Ha3HAuYeHUs
OTIIYCKAIOTCA IO perenTam Bpadeil OecriaTtHo U ¢ SO-MPOLIEHTHOM CKUAKOM, a TakKe JIMII,
CTpPaJaloIUX KU3HEYIPOXKAIOIUMA M XPOHUYECKUMU MPOrPECCUPYIOIMIUMU  PEAKUMHU
(opdannbiMH) 3a00J€BaHUSIMU, TPHUBOIAIIMMH K COKPALICHUIO NPOAOTKUTEIHLHOCTH
KU3HU,

perucTp — HMEIONIMI MpaBOBOE 3HAYEHUE TOJNHBIM O(UIMATBHBIN TMepedeHb
buznueckux U, MPOILIEANINX YCTAHOBIEHHYIO IMPOILENYPY PErucTpalid U BHECEHUS B
pEerucTp, TMOATBEPXKAAIONIYyI0 (yCTaHABIMBAIOUIYI0) WX TMpaBa U OOSI3aHHOCTU B
ONpE/IEIEHHON CUCTEME OPraHN3aLUOHHO-TIPABOBBIX OTHOIICHUH;

peecTp — COBOKYNHOCTb TNEpPCOHU(ULUPOBAHHBIX  YYETHBIX JAaHHBIX 34
ONPEAEICHHBIN TEPUO/T;
CHUJIC — cTpaxoBOM HOMEpP HHIMBUAYAIBHOI'O JIMLEBOIO CYETa B CHUCTEME

00513aTeILHOr0 IIEHCHOHHOTO CTpaxOBaHMH:,

4. JleiicTBus yyacTHUKOB nporpammbl PJIO B paMmkax peanu3anuu NporpaMmmbl

41. MuH3apas:

4.1.1. PazpabarbiBaeT U yTBepxkaaeT PerimameHT 1o B3aMMOJEHCTBUIO YYaCTHHUKOB
nporpammbl PJIO B PecniyGmnuke Kpbim.

4.1.2. Tlonyuaer (pa3pabaTbiBaeT) HOPMATHBHO-CIPABOYHYIO HWH(POpMALMIO W
nepesiaeT ee IPyruM yyacTHUKaM MPOTrPaAMMBI.

4.1.3. dopmupyeT U yTBEpXKIAeT MPUKA30M TepeueHb MEIUIIMHCKUX OpraHU3aIui,
BXO/s1KX B nporpammy PJIO.

4.1.4. KoHTponupyeT BeAeHHE peructpa Bpaued ((enpaiiepoB), UMEIOUIMX MPaBO
BBIIIMCKH JIbTOTHBIX PELIETITOB.

4.1.5. KoHTponupyer BelieHHE peecTpa PErMOHAIbHbBIX JIbIOTOMOIy4aTeNlei.

4.1.6. OmnpenensieT NOPSIOK MPEICTABICHUS] OCHOBHOW W JOMOJHUTEIHLHON 3asiBKU
Ha JIEKQpCTBEHHbIE TPENapaThl.

4.1.7. KoppektupyeT U yTBEpKJaeT NpPHUKa3aMU OCHOBHYIO U JIONOJHUTEJbHBIC
CBOJIHBIE 3asIBKU Ha JIEKAPCTBEHHBIE TperapaThl U MEAUIIMHCKHUE U3ENHs sl 0OecTieueHus
rpaxaad mo mnporpamme PJIO oT MEOUIIMHCKUX OpraHU3alMil M TJIAaBHBIX BHEMITATHBIX
cneruanuctoB Munznpasa. OCHOBaHHEM IS pacueTa o0beMa 3aKyIlaeMbIX JIEKapCTBEHHBIX
npenapaToB M MEAMIMHCKUX M3JEIUN SBISIOTCS 3asBKM MEIUIMHCKUAX OpraHu3allnii,
COCTaBJICHHbIE HAa OCHOBAHHUM TMEPCOHU(PUIIMPOBAHHOTO y4yeTa MOTPEOHOCTEH TpaxkiaH,
BKJIFOYCHHBIX B PETHOHAIBHBIM PETUCTP, 1O CPEIHUM CIOXHUBIIUMCI OO0BEeMaM
noTpeOIIeHUs JICKAPCTBEHHBIX MIPETApaTOB U U3ACIUN MEAUIIMHCKOTO HA3HAYCHHSI.

4.1.8. VYTBepxmaer pasHapsAKy B pa3pe3e MEAWIMHCKUX OpraHu3anuid B
COOTBETCTBUU C 3aKIIOUYCHHBIMH TOCYJApPCTBEHHBIMH KOHTpPaKTaMH Ha TIOCTaBKY
JIEKApCTBEHHBIX MPENapaToB U HANPABISET €€ yyacTHUKaM rporpammsl PJIO.

4.1.9. Koopaunupyet u KOHTPOJIUPYET o0ecrieueHue pErHOHANIBHBIX
JBTOTOMOTyYaTeIeH JICKAPCTBEHHBIMU TIpenapaTaMd W MEIUIIMHCKUMHU  U3JICTUIMH,
3aKyTUIEHHBIMHU 110 TOCY/IapCTBEHHBIM KOHTPAKTaM.
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4.1.10. OcymecTBaser KOHTPOJIb 3a HaJUISKALIUM UCHOJIHEHUEM
dapmanepTuueckumu opranuzanusMu u ['YII PK «Kpsim-Dapmanus» rocyaapcTBEHHBIX
KOHTPAaKTOB.

4.1.11. OcyuiecTBisieT KOHTPOJIb 32 UH(POPMAIIMOHHBIM COIIPOBOXKACHUEM JIbTOTHOTO
JIeKapCTBEHHOTO 0OecTeueHus OTATbHBIX KaTeroOpuil Tpax/iaH.

4.1.12. OcymiecTBIsIeT eKeMeCIYHbIN aHaIN3 UCTIOTHEHHS CBOIHBIX 3asBOK B pa3pese
MEIULIUHCKUX opraHu3anuii 1o 20-To yncia Mecsa, CIeIyoIero 32 OTYCTHBIM.

4.1.13. OcyIiecTBaseT MEPONPHUATHS TI0 OPraHU3AIMOHHO-PA3bICHUTEIHHON paboTe
Cpelly HaceJIeHUs, BEJIET MPUEM I'paXkKIaH 10 BOIPOCaM JIEKapCTBEHHOT0 00ecTieueHusl.

4.2. T'1aBHbIe BHELITAaTHbIE clienuaJaucTbl MUH3ApaBa:

4.2.1. TlpoBomaT pETPOCHEKTUBHBIA  aHAJINW3  IOTPEOJEHHUS  JIEKAPCTBEHHBIX
IpenapaTroB Mo KypupyeMoMmy Mpo¢uiiio, BKIOYas 3aTPaTHOCTh JIEKAPCTBEHHBIX CPEACTB,
UX KIMHUYECKYIO Ba)KHOCTh U PABHOMEPHOCTH OTPEOJICHUS.

4.2.2. TIpoBoIAT KOPPEKTUPOBKY NPEIJIOKEHUH MEIUIIMHCKUX OpraHu3anuil Ha
npUOOpEeTeHNEe JIEKAapCTBEHHBIX IpPEenapaToB U OLEHKY IeJIeCOOOPa3HOCTH  3aKyIOK
JIEKapCTBEHHBIX MpENnapaToB ¢ MeJbl0 (POPMUPOBAHUS JUKBUIHOTO 3amaca Jjsl TeKYILEro
UCIOJIb30BAHUS 110 KypupyemMoMy npoduito. [Ipu BeIHECEHUH pellIeHUss 0 HEOOXOAUMOCTH
KOPPEKIUH aCCOPTUMEHTA U (UIM) 00beMa TOr0 MM MHOTO 3aKylaeMOro JIEKAPCTBEHHOI'O
CpEICTBa TJaBHBIM BHEIUTATHBIM CIELMAIMCTOM MPUHHUMAIOTCS BO BHHMAaHUE OCHOBHbBIE
(bakTopbl, BIUSIONINE HA CTPYKTYPY NMOTPEOICHHS TaHHOTO Tpernapara:

e XapakTep ero norpelieHus 3a COOTBETCTBYIOLIMI MPOLIEe TN TepHO;

® OpPUEHTHPOBOYHAS J0Js OOJIbHBIX, KOTOpPbIE OyIyT HYKAAaThCs B JAHHOM IIpernapare;
e TpeOOBaHUs ACUCTBYIOMIMUX CTAHAAPTOB MEIUIIMHCKON ITOMOIIY;

® HE00XOJAMMOCTh COOTBETCTBHUSA JOKAITBHOMY (POPMYIISIPHOMY MEPEUHIO.

4.2.3. VYuacTBYIOT B (POPMUPOBAHUU U YTBEPKIECHUU OCHOBHBIX U JIOMOJHUTEIBHBIX
CBOJIHBIX 3asBOK Ha JIEKapCTBEHHbBIE MIPerapaThl 1 MEIUIIMHCKUE U3eNnus 11 obecreueHus
rpaxjas o nporpamme PJIO.

4.2.4. VYyacTBYIOT B NOJATOTOBKE pa3HapsAOK Ha JIEKapCTBEHHBbIE NpenapaThl B
paspese MEIUIMHCKUX OpraHu3aliil o KypupyeMoMmy IpoduIIio.

4.2.5. HWnadopmupyroT MunzapaB 000  Bcex  CIy4asX  BO3HUKHOBEHHS
HeNpeABUIEHHONW NOTPEOHOCTH B JIEKAPCTBEHHBIX MpernapaTax.

43. TKY PK «Kpsim3apas»:

4.3.1. ExxeMecsYHO OCYIIECTBIISIET aHAINW3 HAJIM4YUsl JIEKApCTBEHHBIX IPENapaTosB,
MEJUIIMHCKUX U3Jienuil Ha nieHTpanbHoM antedHoM cknane ['YII PK «Kpeim-®dapmanmsy (B
TOM YHUCJI€ HEJIMKBHUJIHBIX U C OTPAaHUYCHHBIMU CPOKAMHM TOJIHOCTH), MHGOPMUPYET B
IIMCBMEHHOM BHJIe MuUH3IpaB ¢ MPUIOKEHUEM COOTBETCTBYIOIIUX AHAJIUTUYECKUX
pacyeTos.

4.3.2. Tlpuka3zom Ha3HayaeT JIMIl, OTBETCTBEHHBIX 3a MPUEM 3asBOK OT MEAUIIMHCKUX
OpraHM3alui Ha IIOCTAaBKy JICKAPCTBEHHBIX INPENAapaToB W MEAMLUHCKUX HU3JIEIUN, U
oOecrnieunBaeT (OPMHUPOBAHHE CBOAHBIX 3agBOK B YCTAHOBJICHHBIE OTAEIBHBIM MPUKA30M
Munspasa CpoKH.

4.3.3. TIpoBOAUT MOHUTOPHHT JIEKAPCTBEHHOTO olecredeHus no nporpamme PJIO u
uHpopMHupyeT MUH3IpaB MO YTBEPXKACHHBIM (OpMaM MOHUTOPHHTAa ¥ TO OTAEIHHBIM
3anpocam (IMCbMEHHBIM, YCTHBIM).

4.3.4. Opranusyer pacCMOTPEHHE IUCBMEHHBIX M YCTHBIX OOpALIEHMH TIpakiaH,
IIOATOTABJIMBAET MMCbMEHHBIE OTBETHI U HANPABIISIET B MUH3ApaB.
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4.3.5. B Teuenue nmatu pabouux aHeit ¢ MmomenTa nonydeHus ot ['YII PK «Kpbim-
dapMmarnus» OCYHIECTBIISIET SKCIEPTU3Y MPEICTAaBICHHBIX PEECTPOB 00ECHEeYeHHBIX
pELENTOB.

4.3.6. [lpu mpoBeAeHWHM JKCHEPTU3bI  IMPOBEPSET COOTBETCTBHE  JaHHBIX,
MPEJICTaBJICHHBIX B peecTpe OOECHEUYEHHBIX PEIEeNTOB, B YAaCTH HAJMYMs TpaKIaHUHA B
perucTpe OTAENbHBIX KaTeropuil rpakiaH, UMEIOIUX MPaBO Ha JLIOTHOE JEKAapCTBEHHOE
obecrieuenne, Hanuuus Bpauda (Qenpamiepa) B perucrpe Bpade (denapamepos),
COOTBETCTBHUS JIEKAPCTBEHHOTO Tpenapara 1o ToproBoMy HauMeHOBaHUIO, (hOpMe BBIMYCKa,
[[EHE TOCYITapCTBEHHOTO KOHTPAKTA;

4.3.7. [lpu Hamuuuu OmHMOOK B peecTpe OOECIEUYEHHBIX PELENTOB HampaBiseT
uHpopMannio 00 omMOKax M akT MNpPEeABAPUTEIBLHOM HKCHEPTH3bl B TEYEHHE OJHOIO
pabouero B ['YII PK «Kpeim-Dapmarniusy;

4.3.8. Ilocne ycrpanenus omubok ['YII PK «KpeiM-Dapmanus» MOpoBOAUT
MOBTOPHYIO JKCIIEPTH3y B TEUEHHE IMATH padOYMX JHEH M BBIIAET aKT OKOHYATEIHHOU
AKCIIEPTHU3BI, OJMH SK3EMIUISIP KOTOPOTo niepenaeT MuH3paBy.

44. TYI PK «KpsiM-®apmanus»:

4.4.1. OcymecTBiseT pa3MeIIeHHE TOCyIapCTBEHHBIX 3aKa30B Ha 3aKYIKy
JIEKApCTBEHHBIX MpPEnapaToB sl HyxJ MHUH3apaBa MyTeM MPOBEAEHUS TOProB, 3aKI0YaET
JIOTOBOPHI € TTOOEIUTENSIMU YKa3aHHBIX TOPTOB.

4.4.2. llpm HEO0OXO0IMMOCTH JOTIOJIHATEIIbHON DKCTPEHHOMU 3aKyIKH
JIEKAPCTBEHHBIX MpenapaToB M WU3ACIUA MEIUIMHCKOIO Ha3HAYeHUs OCYLIECTBIISET
MOATOTOBKY JOKYMEHTALUH U MMPOBEJECHUE TOPrOB 10 MMCbMEHHOMY yKa3aHWuio MuH31paBa.

4.4.3. OO0ecrieunBaeT MpueM, XpaHEHUE W LEIEBOE MCIIONb30BAHNE TOCTYMHBIITNX
JIKapCTBEHHBIX MpEnapaToB U MEIULUMHCKUX H3JENHUH, CHeHalU3UPOBAHHBIX MPOAYKTOB
Je4eOHOr0 MUTAHUS JUI JeTeH-UHBAINI0B KOHTPOJIUPYET UX CPOKH TOJAHOCTH, TPOU3ZBOIUT
UX CBOEBPEMEHHOE IIEpPEPACIIPEACICHUE C LEJIbI0 HEAOINYIIEHHUs HUX HEpalUOHAIBHOIO
MCIIOJIb30BAHHUS.

444, ObecrnieunBaeT COXpaHHOCTh PEIEIITOB, PEECTPOB PEIICTITOB.

4.45. OpraHu3yeTr MpUeM OT IYHKTOB OTIIYCKa OTYETHBIX JOKYMEHTOB (pELENTOB,
PEEeCTpOB PELEeNnTOB), U X AaJibHENIIee XpaHEeHHE.

4.4.6. VYyacTByeT B COCTaBJICHMM OCHOBHOM U JOTOJHUTEIBHBIX 3asBOK
MEIUIMHCKUX OpPraHu3alMil Ha J€KapCTBEHHbIE ITpenapaThl U MEAULUHCKHAE U3/IETHS.

4.4.7. ®opmupyer B MNYyHKTax OTIYCKa HECHW)Xae€MbIi 3amac JIE€KapCTBEHHBIX
IIpenapaToB B COOTBETCTBUM C 3asBKOW MNPHUKPEIUICHHOW MEIUIMHCKON OpraHn3aluy B
pa3mepe MecsuHOW MOTPeOHOCTH, B paMKax yTBEep:kKIEeHHOW MUH3ApaBOM pa3HAPSIAKH B
pa3pe3e MEIUIMHCKIX OpraHU3aluil B COOTBETCTBHUHM C 3aKJIIOYEHHBIMH FOCYJapCTBEHHBIMU
KOHTpPaKTaMH Ha MOCTaBKY JIEKapCTBEHHBIX MPENapaToB.

4.4.8. ObecrneunBaeT €XETHEBHBIN (32 UCKIIOYEHHEM BBIXOAHBIX U MPa3THUYHBIX
JHeH) BBOJA NYHKTaMH OTIIyCKa B JJIEKTPOHHYIO HH(POpPMAIMOHHYIO 0a3y OaHHBIX 00
00€eCIIeYeHHBIX pELENTax 1 MOCTaBICHHBIX HA OTCPOYEHHOE 00€ecIIeueHueE.

4.49. KoHTponupyeT CpOKH TOAHOCTH 3aKYIUICHHBIX JIEKAPCTBEHHBIX MpPErnapaToB
U MEOUIMHCKUX U3JeNuid, U exemecauyHo 10 10-ro uucna claeAyromero Mecsia
uHpopmMupyeT MUH3ApaB O HAIWYMK JICKAPCTBEHHBIX IPENapaToB C OTrpaHHYECHHBIM
CPOKOM T'OJTHOCTH 3 IIECTh MECSIEB J0 UX UCTCUCHUSI.

4.4.10. Exemecsuno o 10-ro uncna cinegyromiero Mecsia napopmupyetr Mun3ipas
0 MPOTHO3UPYEMBIX CITydasx ne(puIuTa JeKapCTBEHHBIX MPEnapaToB 3a TPU Mecsla A0 UX
BO3HUKHOBEHHUS.

21



4.411. B cpok go 10-ro yucna kaxmoro mecsama popmupyet u nepeaaer B [KY PK
«KpbIM31ipaB» peecTpbl 00eCleueHHBIX PeLenToB (IPOHYMEpPOBaHHbIE, COPOLIIOPOBAHHbBIE
COIJIACHO PEECTPy OOECIIEUEHHBIX PELIENITOB).

4.4.12. He no3muee 15-ro ymncia Mecsia, CIeAyOMero 3a OTYSTHBIM, TPECTaBIISET
B MuH3apaB mnoAnucaHHble — JOKYMEHTBI, MOATBEPXKAAIOIINE OKa3aHHE YCIYyT [0
o0ecIeyeHnIo JIeKapCTBEHHBIMH MpenapaTaMmu JbFOTHUKOB 110 nporpamme PJIO:

— CYEeT Ha BO3MEUIEHHME CyMMBbI 3a OO€cleYeHHUE JIEKAPCTBEHHBIMU NpernapaTaMu

PETMOHAIIBHBIX JIBIOTOIOJy4aTEIIeH;

— cuer-(bakTypy Ha oOecrnedeHHe JIeKapCTBEHHBIMU TMpenapaTtaMu pPeruoHaIbHBIX

JBTOTONONYyYaTeNeH;

— KT CBEPKHU B3aUMHBIX PaCUETOB.
4.4.13. ExenenensHo mo maTtHunaM wuHQOpMEpyer Mumsgpae u ['KY PK
«KpbiM3paBy:

® O HaJUM4YUMU JIEKAPCTBEHHBIX IMpEnapaTroB, MEIUIIMHCKUX U3JEINN Ha
ueHtpanbHoM antedyHoM ckiaae ['YII PK «Kpeim-®apmarnus» (B ToM uuncie
HEJIUKBUJHBIX U C OTPAaHUYEHHBIMUA CPOKAMU T'OJAHOCTH).

® O pelentax, HaXOJSAIIMXCS Ha OTCPOUYCHHOM OOeCleYyeHUH B MyHKTaX
OTITyCKa, IPUHUMAEMBIX Mepax 1Mo 00eCleYeHUI0 TaKUX PEIETTOB.

e 0 gedeKType pelenToB Ha JbIOTHBIE JIEKAPCTBEHHBIE MTPENapaThl.

® O BBIIUCKE PELENTOB HA JIEKAPCTBEHHBIE IMpenaparbl, HE BKJIIOYEHHBIE B
YTBEPKIECHHYIO pa3HapsIKy MuH3apasa.

4414, TlpenocraBmsieT B MuH3IpaB  HEOOXOAUMYyK  HHpOpMANHUIO O
JexkapcTBeHHOM obecrieueHuu no nporpamme PJIO Ha teppuropun Pecnyomuk Kpbeim mo
OTJEJbHBIM 3ampocaM (MMMChbMEHHBIM).

45. TI'BY PK «<KKMHAIL»:
45.1. ITo Mepe mocTyrieHus: OCYECTBISIOT 3arpy3Ky B CIEIUATIN3UPOBAHHOE
mporpaMMHOE OOecCreueHrne MOCTYNAIMNX W3 MEAUIMHCKUX OpPraHu3aluil JaHHBIX O
PErMOHANIBHBIX JIBIOTOMONY4aTEIAX.

4.5.2. KoHTponmnpyeT  KOPpPEKTHOCTh  JAHHBIX  PETUCTpa  PETHOHAIBHBIX
JBTOTONONYyYaTeN e, HAPABISIEMbIX MEIULIUHCKUMH OPTaHU3alUsIMU.

4.5.3. [TpoBOAUT exXeMECSYHYI0 CBEpPKY NyONupoBaHHs (PUIUYECKUX JHI —
pPETrHOHAIBHBIX JTbIOTHUKOB.

4.5.4. OObecnieunBaeT €XEMECIUHYIO aKTyaJlu3aluio CIPaBOYHUKOB Bpayeil,
MEAUIMHCKUX OpPraHu3alyil B CIEUATU3UPOBAHHOM IIPOrPaMMHOM O0ECTIeUeHHUHU.

455. OOGecrieunBaeT BeACHUE U MOJJEPKAHUE B AaKTyalbHOM COCTOSIHUHU
perroHanbHoOro cermenTta denepaibHOro peructpa oppaHHbIX OOTHHBIX.

4.5.6. JloBoguT 110 Tmosb30BaTelield  CHEHATM3HUPOBAHHOTO IMPOTrPaMMHOIO
o0ecrieueHus periaMeHThl HHPOPMALMOHHOTO B3aUMOICHCTBUSI.

4.5.7. O0ecnieunBalOT BEJEHUE B  CIECHHMAIU3UPOBAHHOM  I[POTPAMMHOM

oOecrieyeHNH (HOPMYISPHBIX NEpeyHEH MEJUKaMEHTOB IO Ka)KJI0W MporpaMMe JIbIFOTHOTO
JeKapcTBeHHOro obecrnieueHus. GopMyIsipHbIi iepedeHb (OpMUPYETCs KaK COMOCTABIICHUE
CIIPABOYHUKA MEIAMKAMEHTOB CO CIPAaBOYHUKOM IPOTrpamMM JIbIOTHOTO JIEKAPCTBEHHOTO
o0ecrieueHusl.

4.5.8. E>xeronHo akTyanu3upyroT CIPaBOYHUKU KaTETOPUM JIbIOT, COOTBETCTBUS
kateropuii nerot knaccudpukatopy ATX (anaromo-tepaneBTruecko-xummuueckas) u MKb
(MexmyHaponHas kinaccudukanus 6onesneit) mo nporpamme OHILL.
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4.5.9. @opMUpyEeT  CTaHJAPTU3HPOBAHHYK)  OTYETHOCTb IO  Iporpamme
ophannbix 3aboneBanuil. [Ipegocrapnser ykazaHHblE cTaTUCTUYECKUE (OPMBI Ha MOPTAl
Mun3zpasa.

46. MeauuuHCKHe OPraHU3aALNU:

4.6.1. Ha3HauaroT nmpuKa3zoM OTBETCTBEHHBIX JIUI[ JJII CONMPOBOXKACHUS MPOTPAMMBI
PJIO no MenMuMHCKON OpraHu3anyy, KOTOPbIM BMEHSETCS MEPCOHAIbHASI OTBETCTBEHHOCTh
3a MOATOTOBKY M MCIOJIHEHHE 3asBKM MEIUIMHCKON OpraHM3alid Ha JIEKapCTBEHHBIE
npenapaTrsl 1 MEIULIHUHCKNAE U3JEIUs, B3aUMOJICHCTBUE B ATOW CBSI3U C MPUKPEIJICHHBIMU
NyHKTaMH OTITyCKa.

4.6.2. IIpoBOasT eXKEHEIENbHbIE COBEUIAHHWS TIOJ] IMPEICEAaTeITHbCTBOM TIJIABHOTO
Bpaua MEIUIMHCKOW OpraHu3alii ¢ MpUTJalleHueM pPYKOBOAHUTENEH 000CO0IeHHBIX
CTPYKTYPHBIX ToJpazfieieHuil (dpuinanoB) W NPUKPEIJICHHBIX IYHKTOB OTIYyCKa I10
BOITpocaM peannsanuu rnporpammsl PJIO.

4.6.3. Opranu3yroT paboTy MO COCTaBICHUIO OCHOBHOM M JIOTIOJHUTENBHBIX 3aIBOK
Ha JICKapCTBEHHBIC MpEenapaTbl U MEAUIIMHCKUAE U3/ETHUS C YUETOM 3asBOK 000COOIEHHBIX
CTPYKTYPHBIX NOApa3aeneHui (puinagoB), HAIMUKS OCTATKOB 3asBIIIEMbIX JIEKAPCTBEHHBIX
NpernapaToB M COIJACOBBIBAIOT €€ C IYyHKTaMU OTHYCKAa, OCYIIECTBIISIOIIMMH OTIIYCK
JIEKapCTBEHHBIX ITpenapaToB 1o nporpamme PJIO.

4.6.4. CocTaBNsilOT OCHOBHYIO €XKETOJIHYI0O M JOIOJHUTEIbHBIE 3asBKH Ha
JIeKapCTBEHHbIE MpernapaThl 1 MeIUIMHCKUE u3aenus no nporpamme PJIO Ha ocHoBaHuu
[TacmopToB BpaueOHBIX YYaCTKOB C YU4E€TOM JaHHBIX OTITYCKa JIEKAPCTBEHHBIX MpENapaToB
3a npeaplAynmi nepuoa u HanpasiisatoT ee B Munszapas u ['KY PK «Kpeim3apasy.

4.6.5. PerymupyroT BKIIOYCHHE/MCKITIOUCHUE MEAWIIMHCKOTO PaOOTHUKA B CIHUCKH
PabOTHUKOB, UMEIOIIMX MPABO BBIMKMCKHU PELENTOB B pamkax nporpammel PJIO, cpa3y nocne
u3JlaHusl TpuKaza o mnpueMe Ha pabory. Kommro mnpukaza wHampasmsior B [BY PK
«KMHUATL.

4.6.6. PerynupyioT BKJIIOUEHUE/HUCKIIIOUEHUE B PETHOHAJIBHBIN CErMEHT pEerucTpa
PETMOHAIBHBIX JIBFOTHUKOB JIML, HWMEIOIIMX [pPaBO Ha JIBIOTHOE JEKApCTBEHHOE
obecmieuenue B pamkax PJIO.

4.6.7. OcylecTBIAIOT BBIMUCKY pPEUENTOB MO JBMOTHOMY JIEKAPCTBEHHOMY
o0OecrieyeHNI0 IO TIEPEeyHI0 TPYII HaceleHUs W Kareropuid 3aboneBaHuil, mnpu
aMOyJIaTOPHOM JICUEHUH KOTOPBIX JIEKApCTBEHHBIE CPEJICTBA M M3ACIUS MEIULUHCKOTO
HA3HAYEHUS OTITYCKAIOTCS IO perenrtaM Bpadeit 6ecrinaTHo u ¢ 50-Tv MPOIEHTHON CKHUIKON
CTPOr0 B COOTBETCTBUHM C mocTaHoBiaeHueM [IpaBurenbcrtBa Poccuiickoit denepanuu ot
30.07.1994 Ne 890 «O rOCYynapCTBEHHOM TOINEPKKE pa3BUTHUS  MEIULUHCKOMN
OPOMBIIUIEHHOCTH W yIydlleHHs  oOecrleuyeHHs HaceleHHs W yUPeXACHUU
3IpaBOOXPAHEHUSI  JIGKAPCTBEHHBIMU  CPEJICTBAMU U M3ACIUAMHU  MEIULHUHCKOTO
Ha3HAYCHUS.

4.6.8. ObOecnieunBalOT KOHTPOJb 3a KAaueCTBOM TPOBOJUMOIO JICYCHUS M 3a
IIPABWJIBHOCTBIO Ha3HAYEHUH JIEKapCTBEHHBIX Mpernaparos 1o nporpamme PJIO.

4.6.9. OGecnieynBalOT E©XKEMECSIYHYIO aKTyallu3allii0 CIUCKOB 000COOJICHHBIX
CTPYKTYPHBIX ToOJpa3AeneHui ((puiuanoB), MPUHUMAIOIUX Yy4YacTHE B pealu3aluu
IPOrpaMMbl, 1 MEIULUHCKUX PAaOOTHUKOB, UMEIOIINX MTPABO BBIMHMCKU PELENTOB JIbTOTHBIM
KaTeropusiM rpax<aaH.

4.6.10. OGecrieunBarOT KOHTPOJb HCIIOMHEHHUS 3asBKA HAa JICKAPCTBECHHBIC
npenaparbl ¥ MEAWIHWHCKHE H3AETUs B O0OCOONEHHBIX CTPYKTYPHBIX MOIPa3ACICHHUIX
(punmanax).
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4.6.11. IlpoBomsT paboTy T™MO Yy4YeTy BBINMCAHHBIX PEIENTOB, PEIENTOB,
HAXOMAIIMXCSA B OTCPOYCHHOM OOECIICYCHUU, KOHTPOJIHMPYIOT HAJIMUYUE JIEKaPCTBEHHBIX
NpermapaToB ¥ MEAWIMHCKUX W3JCIUA B TYHKTaX OTIYCKA, TPUKPCIUICHHBIX K
MEIUIIMHCKON OpTaHW3allid W OCYIICCTBIISIONIMX OTIYCK MEIUKAMEHTOB OTICIbHBIM
KaTeTOpUsIM TPaXKJiaH, B COOTBETCTBUH C YTBEPKJACHHBIME MUH3ApaBOM pa3HaPSIKAMH.

4.7. PeruoHajbHbIe JbIOTOMOJYYATEH:

4.7.1. O6pamarTcs 3a MEIUIMHCKON IOMOIIBI0 B MEIUIMHCKYIO OpTraHU3aIHIo,
OKa3bIBAIOIIYIO MEPBUIHYIO MEIMKO-CaHUTAPHYIO MTOMOIITh 1o MECTy
KUTEIIbCTBA/TIPUKPETIIICHUSI.

4.7.2. llpu mnepBUYHOM OOpaIleHUH B MEAMIIMHCKYIO OpTaHU3AIMI0 TI0 MECTY
KUTEIIbCTBA/TIPUKPEIIJICHUST I TOCTAaHOBKM Ha Y4YeT TNPEIbSBISIOT JIOKYMEHTHI,
YIOCTOBEPSIOIIHNE JTUIHOCTh TPpKIaHUHA, CTPAXOBOH MOJIUC 00S3aTEIIHFHOTO METUITUHCKOTO
cTpaxoBanus rpaxxnannna, CHUJIC.

4.7.3. Jlns momydeHus] JIEKapCTBEHHBIX TMpENapaToB, H3ACIUA MEAUIIMHCKOTO
Ha3HAYCHUS W CHEIUAIM3UPOBAHHBIX IPOIYKTOB JICUEOHOTO IMHUTAHUS TPEABSBISIOT B
MYHKTBI OTIyCKa PEIEIThI, BHITUCAHHBIC MEIUIIMHCKIME pPaOOTHUKAMHU Ha aMOyJIaTOpHOM
npueme.

5. AuaroputM oGecnevyeHus TPaKAaH JeKAPCTBEHHBIMH NpeNnapaTamMu,
MeIUIUHCKUMHU M31eJIusIMHU 1o nporpamme PJIO

5.1.O0ecrnieueHne mMl, BKJIIOYEHHBIX B pErHOHANbHBIA cerMeHT Peructpa 1o
nporpamme PJIO, mpou3BoaWTCs IyTEM BBINMCKHA PELENTOB W NPEABABICHUM pELEITa
rpaxxaranamMu B myHKThI otnycka ['VII PK «KpsiM-@apmanus», 0CymeCTBIAIOMME OTIYCK
JIEKApCTBEHHBIX IMPENaparoB, U3AEIUNA MEAUIUHCKOIO Ha3HA4YCHUS M0 pPELenTaM Bpadeu
OecruratHo U ¢ SO-TIPOIIEHTHOMN CKUJIKOM.

5.2. O0cnyXUBaHUE pelenTa, MPeabsiBIEHHOTO B MyHKT OTIYCKa, OCYIIECTBIISIETCS B
COOTBETCTBUM C HOPMATUBHBIMHU akTamMu Poccuiickont @enepauuu, periaMeHTUPYIOIUMU
YKa3aHHYIO I€ATEIbHOCTb.

5.3.lns onpeneneHuss HECHU)KaEMON MECSYHOM MOTPEOHOCTH B JIEKApCTBEHHBIX
npenaparax B nyHkrax ormycka no nporpamme PJIO I'KY PK «Kpeim3apas» exeronHo ao
20 ¢despans mpenoctaisier B ['YII PK «Kpemm-Dapmaruio» uHOpMaIo M0 CpeTHUM
o0beMaM MOTPeOIeHHUS JIGKAPCTBEHHBIX IMPEnapaToB 3a MPEAIIeCTBYIOUINN KaJleHAapHbIN
IIEpUOJI BO BpeMs HCHOJHEHUs nporpaMmMbl PJIO mo kakaomy JeKapCTBEHHOMY Ipenapary
B pa3pe3e MEAMIMHCKUX opranu3anuii Pecriyonmku Kpsim.

54.TVII PK «Kpeim-@apmarus» oOecnedynBaeT B IMYyHKTaxX OTIYCKa HaJHM4ue
HECHMYKaeMOIr'0 MECSYHOIO 3amaca JIEKapCTBEHHBIX MPENapaToB U W3AEINA MEAUIMHCKOTO
Ha3HAYEHUS MO0 €KEMECSYHbIM 3asBKaM MEIUIMHCKUX OpraHu3alui (1Mo JTOMOJHUTEIbHBIM
3asiBKaM JJIs1 BHOBb BBISIBIICHHBIX MTAIIUEHTOB).

5.5.B ciydyae u3mMeHeHHs MOTPEOHOCTH B JIEKAPCTBEHHBIX IperapaTax B CTOPOHY
yMEHbIIeHUs (0TKa3 OT JIEYeHHUs, JeTAIbHbII UCXO/l, OTHhE3]], U3MEHEHHE CXEMBbI JICUCHUSI U
T.1.) MeIuIMHCKas opranuzanusi uHpopmupyer 06 stom ['YII PK «Kpeim-®apmarus»,
KOTOpasi IPUHUMAET PEIICHUE O JaJIbHENIIEM UCIIOIb30BAHUY IIpenapara.

5.6. /Ins obOecreueHusi BHOBb BBISIBICHHOTO TAIlMEHTa, MOTPEOHOCTU KOTOPOTO HE
ObUIM Y4TE€Hbl B OCHOBHOH 3asiBKe (MJIM MPU U3MEHEHUU CXEMbl JICUEHUs), MEeIULIMHCKAs
opranm3anus cornacoBbiBaeT ¢ ['YII PK «KpsiM-dapmanus» BO3MOXKHOCTB BBIIIUCKH
peuenta. Ilpn HamuuuM JOCTOBEPHBIX JAHHBIX (MMCBMEHHOI'O MOITBEPXKIACHMS, JHOO C
UCMOJIb30BAHUEM COOOIIEHUIN IO 3JEKTPOHHON moYTe) 00 OTCYTCTBHUHM HEOOXOAMMOIO
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JIEKapCTBEHHOTO TIpernapara, Meauiuackoro uzaenusa B anteyHoil cetu ['YII PK «Kpbim-
@apmanus», MEIULMHCKAsE OpraHu3alys IOATOTABIMBAECT JOMOJHUTEIBbHYIO 3asiBKy U
HarnpasJsieT ee B MUH3IpaB.

5.7.T'YIl  PK «Kppmm-Dapmanusn» OCYILECTBIIIET  MEPOINPHUATHS o
NepEPACIPEICTICHUIO 3asBJICHHBIX MEIMKAMEHTOB M3 HHBIX IIYHKTOB OTIyCKa M C
neHtpasnbHoro anteyHoro ckiaga ['YII PK «Kpeim-®apmanus». B ciydae oTcyTcTBHsS
Mperapara Ha UEHTPaJbHOM anTedHoM ckiane u B anrteyHou cetu ['YII PK «Kpeim-
dapmarusi» nHGopMupyeT MuH3Ipas.

5.8. MuH3zpaB, B cilydae BO3HMKHOBEHHS HEJOCTaTKa JIEKAPCTBEHHOT'O Ipernapara
HanpaBisieT B ['YII PK «Kpeiv-Dapmanus» IONOIHUTENBHYIO 3a8BKY A NPOBEIACHUS
CPOYHOM 3aKYIKH.

5.9.1lpyu HEBO3MOXXHOCTH OCYIIECTBICHHUS] CPOYHOM 3aKyNKH, MEIUIIUHCKAS
opranusaius 00ecreyruBaeT NalueHTa HeoOXOAUMBIM JICUEHUEM MYTEM TOCIUTAIN3AIUU B
JTHEBHOM MJIM KPYTJIOCYTOUHBIN CTallMOHAp, 3aMEHBI CXEM JICUEHHs, JTU00 3a cUeT OropKeTa
MEIUILIUHCKON OpraHu3alii U UHbIX HCTOYHUKOB.

6. HelicTBusi ydacTHHKOB nporpammbl PJIO B pamkax peajn3anuu NporpaMmsl npu
NOCTAHOBKE pelenTa Ha OTCPOYeHHOe o0ecrneyeHue

6.1. B ciyyae oTCYTCTBUS JIEGKAPCTBEHHOTO Mpenapara B MyHKTE OTIYCKa HA MOMEHT
oOpaleHus, TpakJaHe, OTHECEHHBIE K KaTErophuH PErHOHANBHBIX JIbIOTOMOIyYaTeleH,
MMEIOT IIPABO MMOCTaBUTh PELEIT B MYHKTE OTIIYCKa HA OTCPOUYEHHOE 00ECIIeUEeHHUE.

6.2. B crmydae oTCyTCTBUSA JIEKapCTBEHHOTO MperapaTa CHeHalIUCT MyHKTa OTIyCKa
OCYIIECTBIISIET HKCIIEPTU3Y BBHIITUCAHHOTO pEIenTa Ha MpeIMeT MPaBUILHOTO 0hOpMIICHUS,
PETUCTPUPYET PELENT B CHEUUATbHOM >KypHalle, JIeJaeT Ha peLernTe OTMETKY o0 ajpece,
HOMEpEe MJIM HaUMEHOBAaHWU aNTeKH, JaTe MpueMa pelenTta Ha oO0ecredyeHre, BO3BpallaeT
pEeLeNT ManueHTy, BBOAUT pelenT B 0a3y JaHHBIX OTCPOUYECHHBIX PEIENTOB, COTIACOBBIBAET
¢ I'VIT PK «Kpeim-@apmarus» MOCTaBKY JICKAPCTBEHHBIX MPENaparoB i oOecreueHus
OTCPOUYEHHBIX PELENTOB B CPOK, HE MPEBBIMAOMNNA 1ecATH paboyux JAHEW (MpU BHIITUCKE
pelenrta co CpOKOM JEMCTBHA TpPU Mecslla — CPOK OTCPOUYEHHOTO OOCTYXHBaHHUS HE
MPEBBIIACT MATHAANATA PAOOUHX JHEH)

6.3. Ilpu mocTyniaeHUM JeKapCTBEHHBIX MpEnaparoB A 00eCHeYeHHs] OTCPOUYEHHBIX
peuenToB MyHKT OTIMYCKa MH(OpPMHUpPYET rpaxaaH mo TeiaedoHy U COTIaCOBBIBAET CPOKU
MOCENICHUS TpaKJaHaMH MyHKTa OTITyCKa.

6.4. Ecmu rpaxkaaHe, yBEJIOMJICHHBIC B COOTBETCTBHUU C I. 6.3. B TEUCHHE IECATH
pabounx nHEW HE OOpaTWINCh 3a €ro OO0EeCleYeHWEM, IOCTaBJICHHBIC JIEKApPCTBEHHBIE
npernaparbl MOTYT OBITh UCTIOIB30BAHBI ISl 00ECTIEYeHHS JPYTUX PEIETTOB.

6.5. B ciydyae HEBO3MOXKHOCTHU TiepepacnpenenaeHust ToBapHbix ocratkoB B ['YII PK
«Kpbim-®apManus» ¢ TOCTaBKM JIGKAPCTBEHHOI'O TMpernapara Ha IYyHKT OTIIyCKa,
PYKOBOJIUTENb MYyHKTa OTIyCKa MHPOPMHUPYET 00 3TOM MPUKPEIJIECHHYI0 MEIULUHCKYIO
OpraHM3alMi0 B TEYEHHE JECATH paboyuMx JHEH € MOMEHTa B3STHS pELENTOB Ha
OTCPOUYEHHOE HCIIOTHEHHE.

6.6. MeaunuHcKkas opraiusainus npu NoJydeHud HHPOpPMaAUU OT TyHKTA OTITYCKa O
HEBO3MOXXHOCTH 00€CTIeueHusl JICKapCTBEHHBIMH TIperapaTaMi PEIeNnToB, MPUHSATHIX Ha
OTCPOUYEHHOE HCITOJIHEHHE, pACCMATPHUBAET BOIIPOC O CMEHE CXEMBI JICUEHUS U IIPOBECHUS
CUHOHMMMYECKON 3aMEHbI JIEKaPCTBEHHOI'O Mpenapara.

6.7. B cnyyae HEBO3MOXHOCTH M3MEHEHHUS CXEMbl JIEUEHHUS M MPOBEJCHUS
CUHOHMMMUYECKOM 3aMEHbl JIEKAPCTBEHHOTO IIpernapaTta MEIULMHCKas OpraHu3anus
HampapisgeT B MUH3IpaB [ONOJHUTENbHYIO 3asBKYy Ha oOecreueHue JIeKapCTBEHHBIMU
npernapataMd M MEIUIMHCKUMU M3JENUSIMU ¢ OOOCHOBAHMEM HEOOXOJMMOCTH TaKOU
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3asBkU. [lpu 5TOM MenuuMHCKas opraHuzanus HWHOOPMHUPYET TpaxAaH O CpoKax
oOecrieyeHus TOMOJHUTEIBHBIX 3asBOK Ha MMOCTABKY JIEKAPCTBEHHBIX MPENapaToB.

6.8. T'VII PK «Kpemm-@apmanus» B ciydae OOOCHOBAaHHOH HEBO3MOXKHOCTH
oOecrieueHus] OTCPOUYCHHBIX PELENTOB 3a CYET MepepacipeieieHns TOBAPHBIX OCTaTKOB B
paMKax JeMCTBYIOIIUX KOHTPAKTOB MMCbMEHHO YBEIOMIISIET 00 3TOM MUH3/paB.

6.9. MunsnpaB Ha ocHoBaHum oOpamieHuss ['YII PK «Kpeim-®apmanus»y w/wmm
MEIUIWHCKON OpraHM3aluyd TPUHUMAET pemieHne O (OPMHUPOBAHUM U YTBEPKACHUU
JOTIOTHUTENFHOM 3a8BKU Ha MPUOOPETEHHE JIEKAPCTBEHHBIX MPENapaToB U HAMPABJIISET €€ B
I'VII PK «Kpbim-Dapmanus».

6.10.B cmydae HampaBieHHS ~MEIWIIMHCKOW OpraHW3alWed IalueHTa  Jyis
CaMOCTOSATEIBHOTO PEHICHHUS BOMpOCa €ro JIEKapCTBEHHOro obecredenns MuH3apas
paccMaTpUBaeT BOMPOC O TUCHHUIUIMHAPHON OTBETCTBEHHOCTH PYKOBOJUTEINSI MEIUIIMHCKON
OpraHu3aluu.

6.11. B cmydae Oe3neiicTBHs IMyHKTa OTIMYCKa IO OOECIICUYCHHIO MPEIbSIBICHHBIX
perienToB MUH3paB BIpaBe pPEUIUTh BOMPOC 00 UCKIIOYSHUH MYHKTA OTIYCKa U3 MepeyHs
anTeK, OCYIIECTBISIONIUX JIbFTOTHOE JIEKApCTBEHHOE 00ecriedeHue.
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IIpunoxenue 3

K TIprKa3y MUHHCTEPCTBA 3[PaBOOXPaHECHUS
Pecniyomuku Kpeim

ot «08»mromst 2016 Ne 1056

[TopsioK OCyIIECTBIEHHSI MOHUTOPUHTA O0ECTIeYeHNsI HEOOX0IMMOI0 KOJIMYECTBa
JIEKapCTBEHHBIX MPENapaToB U MEAULIMHCKUX U3AETUH JUI OTJENbHBIX KaTeropuil rpaxk/1aH
B Pecniybnuke Kpbim

1. Hacrosmmii NOpsSNOK  perIaMEHTHPYeT  B3aUMOJCHCTBHE  yYaCTHUKOB
MOHUTOpPUHIa oOOecreueHus HeoOXOAMMOIo KOJUYECTBA JIEKAPCTBEHHBIX IPENaparoB U
MEUIIMHCKUX U3ACIHUN JUIsl OTACNBbHBIX KaTeropuii rpaxkaan B Pecnyonuke Kpoim (nanee —
MoHuTOpHHT).

2. YyacTHMKaMu MOHHUTOPHHTIA SBISAIOTCA:

e MunucrepcTBo 3apaBooxpanenus Pecniyonuku Kpbim (nanee — Munznpas);
e [ocynapcrBeHHoe yHuTapHoe npeanpustue Pecnyonuku Kpeim «Kpeiv-Dapmarus»

(manee — I'VII PK «Kpoim-dapmanus»);

e ANTEKHM U alTeuHble MYHKTHI, SBISAIOIINECSA, CTPYKTYpHBIMU noapazaeneHusmu Y11

PK «Kppim-Dapmanms» (nanaee — mMyHKTBI OTITYCKA);

e [ocynmapcTBeHHOe Ka3zeHHoe yupexjeHue Pecnyonmuku Kpsim «Kpeim3apasy (nanee

—I'KY PK «KpsiM3apaBy);

e TocynmapctBeHHoe OromkeTHoe yupexaeHue PecrnyOomuku Kpbim «KpbiMckuid
MEIUIIMHCKUH WH(pOpMallMOHHO-aHAaTuTHYeCKu neHTp» (mamee — I'BY PK
«KMHUALLY);

e MeauiUHCKUE OpraHU3alliy, BBHIMMCHIBAIOIINE PELENThl Ha JIEKapCTBEHHBIC
npernapaTthl JUIsl OTACNBHBIX KAaTeTOpHil TpakJaH 3a CYET CPeAcTB (eneparbHOro
OropkeTa (1anee — MEUITMHCKHAE OpTraHU3allin );

3. MOHUTOPHUHT OCYIIECTBISAETCS €xKeMeCsuHO 1o aByMm nporpammam OHJIIT u PJIO
OTJETHHO 10 KKIOH B AJIEKTPOHHOM BHJIE B popmaTe Excel.

4. VYyacTHUKM MOHUTOpPUHTA YTBEpPXKIAIOT OTBETCTBEHHBIX JIMI[ 3a BEJICHHE
MonuTOprHTa, a Takke HX JIyO0JIepoB M HANpaBISOT HHPOPMAIMIO C KOHTAKTHBIMU
JaHHBIMU  (daMuiIvsg, WUMs, OTYECTBO OTBETCTBEHHOTO 3a MOHUTOPUHT, KOHTAKTHBIM
TenedoH, aapec IEKTPOHHON NouThl) B Munzapas B cpok 10 20 urons 2016 rona (manee
€KEroJIHO — JI0 15 ssHBapsi) Ha ajpec AIISKTPOHHOM mouThl pochta@cmiac.ru ¢ mucbMEeHHBIM
MOATBEPKICHUEM.

5. I'BY PK «KMHAIl» HazHayaeT OTBETCTBEHHBIX JIUI], KOTOPHIE OCYIIECTBISIOT
MounuTtopuHT TI0 ycTaHOBIeHHON (opme (cTonbibl ¢ 1 mo 17) Ha OCHOBaHWUU CBEACHH,
MOJIYYEHHBIX OT y4aCTHUKOB MOHUTOpPUHTA.

6. MOHUTOPHHT BEACTCS BCEMH YYACTHUKAMHU TIO CJICIYIONIEMY alTOPUTMY:

- MEIUIIMHCKHE OPTaHU3AIMH 3arOJIHSIIOT CTONONBI ¢ 1 mo 7 B Cpok j0 28 yucna
OTUETHOTO MECSIla U HAMPABJISIOT HHPOPMAIUIO TI0 MPEAJIOKEHHON (opMe O MporpaMmme
OHJIIT u o mporpamme PJIO B azmpec myHKTa OTITyCKa;

- TIYHKTHI OTITyCKa 3amojHSAIOT cTonOIel 8-10, 14, 15 u B cpok A0 3 yucia mecsia,
CIIEIYIOIIETO 3a OTUYETHBIM, HAMPABISIIOT WHPOPMAIMIO IO TPeIokKEeHHOW (opme 1o
nporpamme OHJIIT u o nmporpamme PJIO B agpec I'VII PK «Kpbsim-@apmanusy;

- I'VII PK «Kpeim-@apmanus» 3amnonaseT croidmnsl 11-13 u B cpok g0 6 uncna
MecsIa, CIEAYIOIIETO 3a OTYETHBIM, HAMPABISIOT HH()OPMAIIMIO TI0 MPEIIOKEHHON (opme
no nporpamme OHJIII u no nporpamme PJIO B anpec I'BY PK «KMHAL»;
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- I'bY PK «KMUHAILl» 3anonuser ctonOiel 16,17 u HampaBiaseT B CPOK J0 8-To
Yuclia Mecslla, CIEIYIOMIero 3a OTYETHBIM, MH(POPMAIUIO MO MNpeIokKEHHOW dopMe 1Mo
nporpamme OHJIII u o nporpamme PJIO:

1) B anpec Munzapasa B Buje cBoja o Pecy6nuke KpbiM 1 B pazpese mo Kaxaoi
MEIUIIMHCKOM OpraHu3alii B YCTAHOBJICHHBIN CPOK, a TAKXKE MO OT/IEIbHBIM 3apocam;

2) B agpec I'KY PK «Kpsim3apas» B Buge MOHHTOpHUHTA 1O COOTBETCTBYIOIICH
MEUIIMHCKON OpraHu3aiui,

B cnyuae ecnu gata MoHUTOpUHTa MPUXOAUTCS HA BBIXOJHOM/TIPA3HUYHBIN JCHb,
MonutopuHr PEeIOCTaBIISIETCS B CJIETYIOIIIHIA pabounit JICHb nocie
BBIXOJIHOTO/TIPa3AHUYHOTO JTHS.

7. MuH3apaB IPOBOJUT aHAIU3 MIPEACTABICHHBIX B X076 MOHUTOPUHTA TAHHBIX,
OIICHMBACT YPOBEHb M JMHAMHUKY OOECIeUeHHUs OTACNbHbIX KaTeropuil TrpakJaH B
Pecniybnuke KpbiM HE0OXOAWMBIM — KOJUYECTBOM  JIEKAPCTBEHHBIX IpENaparoB U
MEIUIIMHCKUX U3JENUi, TNPUHUMAET M0 pe3ynbTaTaM MOHUTOPUHTA pPEIICHUs O
HEOOXOIMMOCTH:

® KOPPEKTHUPOBKH OCHOBHBIX 33aKYTIOK;

® OCYIICCTBJIEHUS JOTOJHUTEIbHBIX 3aKYIIOK;

® KOPPEKTHUPOBKH pa3HAPAJIOK HA JIEKAPCTBEHHBIE Mpemaparbl ISl MEIUIIMHCKUX

OpraHu3aIui.
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dopma MOHHTOpPUHTA 00ECTICYeHNST HEOOXOAMMOT0 KOJIMYECTBA JIEKAPCTBEHHBIX MPETapaToOB U MEAUIIMHCKUX U3ICTHHA IS OTIEIbHBIX
kareropuil rpaxaan B Pecriyonuke Kpsim o nporpamme OHJIIT/PJIO

HAaMEHOBAaHUE MEIULIMHCKOM [ arrreunoi OpraHu3anuu

3a

MECSII]

rojaa

No OcHoBHas 3asBKa (roJoBas, MoJIyrooBas, 3asiBKa MEJUIIMHCKOM 3asBka antexu B [IAC Otrpy3ka LIAC B anteky OTtnymeHo % UCTIONHEHHs] OCHOBHOM
/1 KBapTaJibHas1) OpraHu3alyy, anTeKon 3a8BKH (HAKOMUTEIbHBIM

nepeaaBaeMas B (HaKOMUTENbHBIM UTOT'OM)

anTeKy UTOTOM)
MHH TH Jlo3upoBKa, | KOJ-BO yII. |€KEMECSYH |[TOTIOJIHUTEND [€KEeMECSUHas, |[TONOJHUTENbHAS [eXKeMecayHasl | JONOJHUTENbHAS | CyMMa YII o 1o yI.
(hacoBka as, KOJI-BO | Hasl, KOJ-BO | KOJI-BO YII. , KOJI-BO YTI. CyMMe
yII yII.
KOJI-BO YII. |AaTa KOJI-BO narta
YIL
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
[ara

®.1.0., moanuch OTBETCTBEHHOTO JIMIIA
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[Mpunoxenne 4

K TIprKa3y MUHHCTEPCTBA 3APABOOXPAHCHHUS
Pecny6mku Kpsim

ot «08»uroist 2016 Ne 1056

PEECTP Ne

OoTNyLWweHHbIX peluenToB JNieKapCTBeHHbIX cpeancTs, n3genum MeamLMHCKOro HasHa4YeHvAa m cneuynarim3aMpoBaHHbIX NPOAYKTOB

dopma PP-1
Koabl
HaTa
no OKY[
YupexgeHue - oTnpaBuTernb: no OKIMNoO
(HanmeHoBaHMe y4yepexaeHus)
no OrPH
Bua nestenbHocTU:
no OKB3/[
OpraHusaumnoHHoO - NnpaBoBas popma/cpopma co6CTBEHHOCTU!
no OKOIMN®/OKd»C
YypexaeHue - nosny4arternb: no OKINo
(HanmeHoBaHWe yyepexaeHus) no OrPH
MepuognyHoCTb: no OKYy[,
EavHnua namepenuna: py6. no OKEU
®.N.0. n pata Koa Koz JIIY OrPH o
Ne n/n TeppuTtopumn Kop Bpaua Kon-Bo MpeaensHas anTe4Hon
Peuent poxaeHus 9 BO Toprosoe Cymma 3a
pey CHuUIc NOCTOSAHHOM (dbenbawepa), oTnyLeHH ueHa opraHusauu
cepus, Larta rpaxxaaHnHa BHem.HH(b HanmMmeHoBaHune OTNyLEeHH AnTeka
/ rpakaaHuHa peructpauun BbINMCaBLUEro bIX IC,  BO3MelleHus n,
Homep nony4vsLlero nc ble JIC
3an honuc rpaxxgaHuHa no OopM. peuenT yn./wT. 3a yn./wT. oTnycTusLl
OKATO cucreme enJiC
O6palueHuvs B
Boinuckn anTte4yHoe OTnycka J1C
peuenta
yupexaeHue
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16

MToro oTnyLieHo Ha cyMmmy:
KonuyecTtBo peLenToB: (o]

KonunyecTtBo NbroTHUKOB: (0]

PykoBoauTenb ydpexaeHus:

M.I. (noanuce) (pacwuncposka nognucum)

MMaBHbIN Byxrantep:

M.I. (noanuce) (pacwmncposka nognucum)
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