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IHopsinok
OpraHM3al{H JbIOTHOrO o0ecnevyeHus skuteseii KocTpomckoi o0acTu
JIeKAapCTBEHHbIMH NpenapaTamMmu, H3AeJHAMH MeAUIHHCKOr0 Ha3HAYeHHs U
- CHeNHaJH3HPOBAHHBLIMH NPOAYKTAMH JIe4eOHOro NUTAHHUS
npu aMmOy/JIaTOPHOM JIeYeHHH

I'maa 1. O0mue moJi10KeHus

1.1. Tlopsimoxk opraHu3auuu JroTHOro obecredeHust xutened KocTpomckon
o0nacTu JIEKapCTBEHHBIMHU TIpernapaTamu, H3JeNUsSIMUA MEIUIMHCKOrO Ha3HAYCHHS W
CIeLIMaIU3UPOBAHHBIMHU TIPOJYKTaMH JieueOHOro MUTAHUS NMpU aMOyIaTOPHOM JI€YEHHH
(manee - Ilopsmox) ompenenser (GyHKUIUU CyOBEKTOB, YIOJIHOMOYEHHBIX OCYILECTBIIATE
obecnieuenne kuteneit Kocrpomckoit obmacth  mpu  aMOyJlaTOPHOM  JIEYEHHH
JEKapCTBEHHBIMH  IIperaparaMy,  U3JeNUsSMH  MEJULUHCKOIO  Ha3HAYeHHA U
CTIeIATM3UPOBAHHBIMHU MPOAYKTaMH JIe4e0HOT0 MATAHUS 3a CUET CPEACTB (helepalbHOrC
¥ 00J1aCTHOTO OIOKETOB M PEryJIUPYeT B3aMMOOTHOIIEHUS MEXKAY HUMH.

1.2. Cyb6bekTamMu, ocyllecTBIIstonne o0ecreueHre OTACIbHBIX KaTerOpHil rpaxiar
HEOOXOAMMBIMH JIEKapCTBEHHBIMU IperapaTaMy, U3AeIUsIMUA MEIULUHCKOrO Ha3HAYEeHHs
U CHEUUAIU3UPOBAHHBIMU MPOAYKTaMU Jie4eOHOTrO TIUTaHUS 34 CUET CPEeJCTE
denepansHOro u obnactHoro OrojkeTroB Ha Tepputopur Koctpomckoil obmacTu
SIBIISIFOTCSL:

1) lemaptamenT 3apaBooxpaHenust Koctpomckoii obactu (manee - JlenapraMeHT);

2) OI'bY3 «MeaunuHckuii nHGOpMALMOHHO-aHATUTUYECKUH LeHTp KocTpoMcKoi
o0acTh;

3) YnonHoMmoueHHas papmalieBTHYeCKas OpraHu3alus;

4) AnTeuHble opraHu3alyy (anTeKy U anTeYHble MyHKTHI);

5) MenunuHckie OpraHW3alliy, OCYILECTBIISIOIIME BBINUCHIBAHUE PELENTOB Hi
JIeKapCTBEHHbIE IIperapaThl, U3/1eJHs MeIUIIMHCKOrO Ha3HAYeHUs U CIIeLIaIU3MPOBAHHBI¢
IPOAYKTHl JI€4eOHOro MHUTAaHUsI JIbIOTHBIM KaTeropusM TIpakJaH 3a CYeT CPECTI
GenepanpHOro u obnactHoro 6romKeToB (nanee - MO);

6) Ornenenue Ilencuonnoro ¢onma Poccuiickolt ®epepamyu B KocTpoMcKoi
oOmnacTu.

1.3. OcHOBHBIE IOHSTHSL:

1.3.1. YnonHomoueHHas (apmareBThuueckas opranusaips (matee - YPO) -
OpraHM3alys, OCYIIeCTBIISIOIIAs
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- MPUEMKY JIEKapCTBEHHBIX IperapaToB, W3AeNUNA MEAMLMHCKOIO Ha3HAYeHHUS I
CHELHATU3UPOBAHHBIX ~ NPOAYKTOB  JIedeOHOrOo  MHTaHUsA,  IMOCTABISIEMBIX I
roCyIapCTBEHHBIM KOHTPAKTaM;

- XpaHeHWe, TPAHCIIOPTUPOBKY M Iepefiady JIeKapCTBEHHBIX NPenapaToB, U3/e/ui
MEIULMHCKOTO Ha3HAUEHMs U CIIENHAIN3HPOBAHHBIX MPOIYKTOB J1€4eOHOr0 MHUTAHUS
anTevHble OpraHU3aluy (aTeKu, aTeYHbIe ITyHKTHI);

- OTIYCK JIEKapCTBEHHBIX IIpenapaToB, WU3JeNUH MEIUIMHCKOrO Ha3HA4YEeHHA I
CIIEIHATN3UPOBAHHBIX MPOAYKTOB JIe4e0HOro MUTAHUS 110 pelenTaM MEeIUIHMHCKI
OpraHU3alHi JIbFOTHBIM KaTeropusM rpakJaHaM;

1.3.2. AnreuHble OpraHuzaluM - coOcTBeHHble W/uiu npusinedeHHple YOO H
JIOTOBOPHBIX ~ OTHOIIEHHUSIX  alTeyHble OpraHu3al¥y, OCYIIECTBIAIOIIUE OTIIyC
JIeKapCTBEHHBIX Ipernaparos, U3Jenui MEIULIMHCKOIO Ha3HaYeHMUs
CIEeMATM3UPOBAHHBIX IMMPOTYKTOB JIe4eOHOr0 MUTAHUS JILIOTHBIM KaT€rOpUsIM Irpak/iaH 3
cyeT cpezicTB (heiepaibHOro U obactHoro OromkeToB (nanee — AO);

1.3.3. TIyHKTBI OTIyCKa - alTeKd W alTeYHbIe ITYHKTHI, OCYIIECTBIISIOLINE OTIIYC
JIeKapCTBEHHBIX IpernapaToB, U3eTui MEAULIMHCKOIO Ha3HAYCHUSA
CTeHAIM3UPOBAHHBIX MMPOYKTOB JIe4eOHOro NUTaH!s JIbIOTHBEIM KaT€roOpusaM IpaX/iaH 3
CUeT CPeaCTB (eaepaIbHOTO U 00JIaCTHOTO OIOKETOB;

1.3.4. Komgudukarop - ¢aiin, couepkalinii KOl ¥ Ha3BaHHUs NMOHATHH 00BEKTO
KOJMPOBAHMS;, P 3TOM KOJbI MOHSATUH HE YYMTBHIBAIOT CBSI3H, CONOJYMHEHHOCTD /U
WHBIE OTHOILICHUS] MEXIY MOHSATUSMY;

1.3.5. ®@enepanbHble JBFOTHUKH — TpaxaaHe - Poccuiickod —~®Depepaniur
IpoXHBaroIIue Ha Tepputopud KocTpoMckoit 006nacTd, UMEIOLIHME PaBO Ha MOJy4EHH
JIeKapCTBEHHBIX rpernapaTos, 15691 () 0405 MEIUIIMHCKOTO Ha3HA4YEHHS

CIEeLHAIM3UPOBAHHBIX  IMPOAYKTOB JieyeOHOro IUTaHWs II0 pelentaMm Bpade
(benpaiepoB) B paMKaxX OKa3aHUS T'OCYAapCTBEHHOW COLIMAJIbHOW ITOMOIIM B BUJ
Habopa COLMANBHBIX YCIYr B cOOTBeTcTBUM ¢ DenepanbHbM 3akoHOM oT 17.07.199
No 178-D3 «O rocyaapCcTBEHHOM COLUATBHON ITOMOLLINY;

1.3.6. PeruoHajbHble JBIOTHUKH - JkuTend KocTpoMckoil 001acTH, MMEOIIF
IIPaBO Ha MOJyYeHHE JIEKApCTBEHHBIX MpenapaToB, U3AEIUi MeIULIUHCKOro Ha3HaAYeHUs
CHEIUAM3UPOBAHHBIX MPOAYKTOB JiedeOHOro MWTaHUSA [0 pelenTaM Bpade
(benpamiepoB) B COOTBETCTBUH ¢ MocTaHOBIeHHeM [IpaButenscTBa Poccuiickc
@Oepnepauun ot 30.07.1994 Ne 890 «O rocynapCTBEHHON TOIANEPKKE pa3BUTL
MEIULUHCKOW MPOMBIIIICHHOCTH U YIy4IIeHHH 00ecTiedeHUs] HaCeIeHUs M yUPSIKACH
3paBOOXPAHEHUs JIEKapCTBEHHBIMU CpPEACTBAMU M HU3JCIHAMH  MEAULMHCKO!
Ha3HAYCHUSD»;

1.3.7. Peructp - uMeromumii mpaBoBoe 3HAYEHUE IOJIHBINA OQUIMAIBHEIN Mepeyet
(GU3NYECKUX JIUI], MPOILIEIINX YCTAHOBJICHHYIO MPOLELYpPY PErUCTPAlli¥i B BHECEHUS
perucTp, IMOATBEPXKIAONIYI0 (YCTAaHABIMBAIONUIYID) WX TIpaBa M OOA3aHHOCTH
OTIPEIeTICHHOW CHUCTEME OpPraHMU3aIl[HOHHO-TIPABOBBIX OTHOIIEHWH (HampuMep, MpaBo t
I10JIyY€HHUE IOCyJapCTBEHHON COL[MAIbHOM MOMOILLIHN);

1.3.8. CmpaBouHHMK - TmepeueHb OOBEKTOB, HMEIOIMX  YHHKAJIbHb
uneHTu(UKaTOpel (HOMepa, HUMeHa, KOAbl), i (HOPMAIM30BAHHOIO IIPEACTABIEHL
XapaKTepUCTHK W/HIIN UISHTU(UKAIIMYA KOTOPBIX UCIIONIB3YIOTCS KOJBI COOTBETCTBYOLIY
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KJ1acCH(UKATOPOB H/HITH KOAU(UKATOPOB. 3amucy daiina-cripaBoyHHKa MOryT BKIIOYATh
MIO0BIE CBEICHHS, XapaKTePU3YIOLIHe 0ObEKTHI CIIPaBOYHHKA.,

1.4. TlpaBo Ha obecreueHue JeKapCTBEHHBIME npenaparamu, HU3IeNUIMH
MEAMLHMHCKOr0 Ha3sHAYEHUs M CIICLHAIM3UPOBAHHBIME MPOLYKTAMHU JIE4eGHOIO IMHTAHMS
33 CHYET CPE/ICTB (elepabHOro GIOKETa UMEIOT (efepaibHBIe JIbTOTHUKH, BKITFOUEHHBIE
B DelepanbHBIi PETHCTp JIHI, HWMEIOIMX [IpaBO Ha IIOJy4YE€HUE TOCyIapCTBEHHON
COIIMAJIBHOM ITOMOIILIH.

1.5. IlpaBo Ha o6ecreuenre JeKapCTBEHHBIMHU npenaparaMy, HU3IeNUIMH
MEAMIUHCKOro Ha3sHA4Y€HMs U CIICLHAIU3MPOBAHHBIMK MPOAYKTAMHU JIEYeOGHOrO MUTAHUS
33 CHET CPE/ICTB 00JIACTHOTO GIO/KeTa HMEIOT PerHoHANbHBIE JIBIOTHHKH, BKIIOYEHHbIE B
PerucTp perMoHaNbHBIX JBFOTHHKOB, a TaKke (enepanpHble JIBrOTHHKH (TpH
HCBO3MOXKHOCTH 00ECIIEYeHH s MX 3a CUET CPEJCTB (elepaTbHOrO OromKera).

I'naBa 2. ®yHkuuu cy6beKToOB, yNOTHOMOYEHHBIX OCYIIECTBJISITH 00ecnevyeHne
kuTesieil Kocrpomcekoii 061actu npu amMOyJIaTOPHOM JIeUeHHH JIeKAPCTBeHHbIMH
fipenapaTamMmu, H31eJHAMH METHUHHCKOrO HA3HAYEHHsI H ClIeLHATH3HPOBAHHbIMH

NPOXYKTAMH JIe4eOHOr0 NMUTAHHUS 32 CUET CPEACTB
¢denepanbHOro u 06.1acTHOroO GIOAKETOB

2.1. MO, k xoTopoii esepanbHbIil U PerHOHATBHBIA THIOTHUK IIPUKPEIUIEH s
NOJNTY4EeHHsT aMOyYJIaTOPHO-MOIMKIIMHUYECKOH TOMOLIH, OCYIIECTBIISET BBIHUCBIBAHUE
PELENTOB. ’

2.2. Ilpy Hanuumu y (elepanbHOTO M PErHOHAIBHOTO JBrOTHHKA JKEIAHUS Ha
IPEKpalleHre MEIUIMHCKOro 00CiIyKMBaHUS (C yTpaToil BO3MOXXHOCTH BBIIHCHIBAHUS
penentoB) B-MO mo Mecry uTenbcTBa (IOCTOSHHOM PErHCTpaly) IJIaBHBIA Bpay
ITUCbMEHHO COTIACOBBIBAET €ro OTKperuieHre ot MO.

Anvunnctpanueit MO denepansHoMy wHitu PErHOHAILHOMY JIBTOTHUKY BBIJAETCS
CpaBka O CHATHH €ro ¢ MEIULUHCKOrO OOCTy)XMBaHWS, MEIWIMHCKAsS KapTa
aMOyJIaTOPHOTO GONFHOTrO, a Takke KOHTPOJIbHAS KapTa JMCIIAHCEPHOT0 HaOJIIOAEHHS.
Y4acTKOBBIM Bpa4doM (QeepaibHbl  WiIn PETUOHAIbHBIM JIBTOTHHK YyJAlAeTCs U3
nacropra Bpaue6Horo yyactka MO.

B MO no HOBOMy MecTy npukperuieHHs HA OCHOBAHHH NMHCHMEHHOIO 3asBJIEHHS
(benepanbHOrO MM PErHOHATIBHOTO JILFOTHHKA U CIPaBKH O CHATHH €0 ¢ MEIUIIMHCKOIO
00CIy)KUBAaHUs, 3alOJHSETCS Ha HEro BCS HeoOXOmuMast MEIULUHCKAs JTOKyMEHTAI}s,
(beNlepabHBIN WM PErHOHANBHBIN JIBIOTHHK BHOCHTCS B nacropT Bpa4yeOHOro y4acTka.

2.4. BeinuceiBanue peuentoB B MO ocymiecTBiaseTcs JedaniuM BpayoM
(penbauepomM) Ha ocHoBamumm CrpaBOYHMKA JICKapCTBEHHBIX IIpernaparoB, H3MIe/Hi
MEIHMIIMHCKOr0 Ha3sHA4YCHUsI M CIEUHANTU3UPOBAHHBIX IPOAYKTOB JIEYeOHOrO MHUTAHHUS
(nanee — CrpaBoYHHK MpenapaToB), KOTOPhIH (opmupyercss JlemapraMeHTOM Ha
OCHOBaHMHU rOCYIapCTBEHHBIX KOHTPAKTOB, 3aK/IFOYEHHbIX TOCTABIIMKAMH.

2.5. HasHaueHuwe JjeKapCTBEHHBIX [IpenapaToB, H3ACIUA  MEIUIIMHCKOIO
HAasHAICHUA, CICLUAIM3UPOBAHHBIX IPOAYKTOB JIe4eGHOrO MHUTAHHS, BPEMEHHO HE
BKIIFOYEHHBIX B CIIPaBOYHHK MPEnapaToB, HO UMEKOIIUXCS B YyTBEpXAEHHBIX [lepeunsx,
OCYIIECTBIACTCA B LEJAX NPENOTBPALICHUS YTPOXKAIOLINX JKU3HU COCTOSHMH pellIeHreM
Bpa4eOHOH komuccru MO 110 COrTacoBaHumIO ¢ JlemapraMeHTOM B CII€AYIOLIMX CITy4dasx:
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1) orcyrctBue B CrHpaBOYHMKE  IIperaparoB,  aHAJIOTHYHBIX 11O
(apMakoJIOruuecKoMy IeMCTBUIO JIEKAPCTB;

2) Tsbkenoe TedeHHe GOJNE3HH IPH HANMYMM BepUMDMIMPOBAHHOHN JTeKapCTBEHHOI
HETIePEHOCUMOCTH.

CornacoBanHoe pelleHue BpaueOHOM komuccun MO HanpapsIoOT IO 31eKTPOHHOM
noure Wik (akcoM B JlemapTaMeHT s NPHUHATHS PEIIEHHS O CPOKaX M Crocobax
obecnieyeHus (enepabHBIX ¥ PErHOHANBHBIX JIBTOTHUKOB.

2.6. HasHaueHue M BBINHCBHIBAaHHE DELENTOB Ha JIEKAPCTBEHHBIE MPENapaThl,
U3JCNIUST MEIULMHCKOIO IIPHMEHEHHs], CHelHUaIU3UpPOBAaHHBIE MPOMYKTH JieueGHOTOo
IIUTaHUS 32 CUET CPEIACTB (helepalbHOTO U PETHOHAIBHOIO OFOKETOB I HCIIOIb30BaHMUs
rpaXJaHaMH MpH  amMOyJIaTOPHOM JIEUeHUH, OCYIUECTBISAIOT Bpadd ((eabamepsr),
BKJIIOYeHHbIe [JlemapramenToM B Peructp Bpaueit (henbamepos) KoctpoMckoit o6nacty,
UMEIOIIKX IIPaBO HA JaHHBIA BUJ ACSTEIbHOCTH.

B uemsx wuckmodyeHus IyOIMpOBAHHS BBHINKCHIBAHHS PELENTOB Y4YacTKOBBIMH
BpayaMH (Bpa4OM-TepareBTOM y4acTKOBBIM, BPauyOM-IIEJUATPOM YYAacCTKOBBIM, BPauoM
oOLIei NpaKkTHKH), BenbIuepamMu 1 Bpayamu-crenuanacTamMy, B MO pa3pabaThiaercs U
YTBEPXKIACTCs. NMPUKA30M IIOJOXKEHHe 00 opraHuzauuu obecreueHHs (eaepalbHbIX U
PETMOHAIIBHBIX JIBIOTHHUKOB.

2.77. Otmyck NeKapCTBEHHBIX IIpernapaToB, W3eIMi MeJIULMHCKOTO Ha3sHAueHHs H
CHELMAIM3UPOBAHHBIX IMMPOIYKTOB JIeYeOHOrOo NMUTAaHUS (enepalbHbBIM U PErHOHAIBHBIM
JproTHUKaM ocymecTBisier Y®PO (onpeznensiercs €XeroaHo Ha OCHOBAHHMH 3aK/IFOYEHHS
rOCyIapCTBEHHBIX KOHTPAKTOB) Yepe3 COOCTBEHHBIE W/UIIH IIPUBJICUYEHHBIE HA JOTOBOPHOM
ocHoBe AQO (ITyHKTBI OTITyCKa).

Y®O obecneynBaer Hamuune B AQO (ImyHKTax OTIycKa) HEOOGXOMMMOTIO
aCCOPTMMEHTa M KOJIMYECTBA JIEKApPCTBEHHBIX IpenaparoB, H3IENUN MeTUIIMHCKOTO
Ha3sHAYEeHUs] U CHEUUATM3HPOBAHHBIX IPOAYKTOB JIe4eOHOTrO MUTAHHS B COOTBETCTBHH
3asBKkaM MO u pasHapsinkamu JlenapraMenra.

2.8. OTmyck J1€KapCTBEHHBIX MPENapaToB, U3JAeUM MEIUIMHCKOrO Ha3HAYeHHS,
CTHICHHAIM3UPOBAHHBIX  MPOJIYKTOB JI€4eOHOrO0 THMTAaHUS OCYIIECTBISIETCS B JEHb
obpaienus rpaxgad B AO (ImyHKTBI oTmycka). OTMeTKa 06 00ecrieYeHu: Wi H3bATHH
penenra craBUTCs B yueTHOH opme Ne 030-JI/y «Kapra rpaxmaHiuHa, HMEIOIIENO PABOo
Ha ToNy4eHue Habopa COLUANBHBIX YCIIYT, 110 y4eTy OTITyCKa JIEKAPCTBEHHBIX CPEICTBY.

2.9. Peuentsl, NmpuHATBIE Ha OTCPOYEHHOE OOCIYKHBAaHHME PETHCTPHUPYIOTCS B
COOTBETCTBHU C IpuKa3oM MuHucrepcTa 31paBooxpaHeHus Poccuiickoit ®emepanun
or 31.08.2016 Ne647n «OO6 yTBepXACHWH NpaBUI HaIeXKAIled anTeuyHOH IpPAKTHKH
JIEKapCTBEHHBIX IIPENaparoB Ui MEIULUHCKOTO IpPUMEHEHHs» B JKypHalle ydera
pelenToB, (HaXOAMBIUMXCSA) HAXOMSLIUXCS HAa OTCPOYEHHOM OOCIyXKHBaHHH, ((popMma
KypHaya ycraHaBinuBaeTcs Y ®O) u XpaHATCS OTACIBHO OT 00ECIEYEHHBIX PELEITOB.

WHpopmManus O NPUHATBIX Ha OTCPOYEHHOE OGecreveHHe pelenTax B JcHb
TIOCTAaHOBKH Ha y4eT HoBoauTCs cnenuanucramu AO (myHkra otmmycka) go Y®O.

2.10. Penentsl, BbINUCAHHBIE IS (benepanbHBIX JTBIOTHHKOB, B KOTOPBIX YKa3aH
MCTOYHUK  (UHAHCHPOBaHHMs «(elepaibHblily, O00eCHeunBaOTCsS JeKapCTBEHHBIMH
npenapatamy, HU3JCIUSIMH  MEIUIMHCKOrO  Ha3HA4YeHWUs, CelHalu3HPOBAHHBIMH
NPOAYKTaMK JIe4eOHOro MUTaHUS B COOTBETCTBHHM C IOCYJAPCTBEHHBIMH KOHTPAKTaMH,
3aKJIIOYCHHBIMH 3a CUET CPeACTB (hefepabHOro OI0KeTa.



