JEIMAPTAMEHT CMOJIEHCKOM OBJIACTH MO 3/IPABOOXPAHEHUIO

IIPUKA3

11.09.2017 Ne 995
O peanu3anuu IPOrpamMMBel
JIEKapCTBEHHOTO obOecrnieueHust

JBTOTHBIX KaTeTOpud TpaxkIaH Ha
tepputopur CMONEHCKOI 001acTH

B cootBerctBuu ¢ ®@enepanbHbiM 3akoHOM OT 21.11.2011 Ne 323-D3 «O06 ocHOoBax
OXpaHbl 340pOBbs rpaxaaH B Poccuiickonn ®Penepaunm», denepanbHbIM 3aKOHOM OT
17.07.1999 Ne 178-®3 «O rocyaapCTBEHHON COIMAIbHOM IMOMOIIMN», MOCTAaHOBJICHUEM
[TpaButenscTBa Poccuiickoit @eaeparuu ot 30 uronst 1994 r. Ne 890 «O rocynapcTBEeHHOM
MOAACPKKE Pa3BUTUS MEIUIIMHCKOW MPOMBIIUICHHOCTH M YIYYIICHUH OO€CTIeUCHUS
HACEJICHUS U YUPEKIECHUN 3/IPaBOOXPAHEHUS JICKAPCTBEHHBIMHU CPEJICTBAMU U U3JACIUSIMU
MEIUIIMHCKOTO HAa3HA4YEHUs», MOCTaHOBJICHUEM AamuHuUcTpanuu CMOJICHCKOM 00jacTu
or 15.02.2005 Ne36 «OO0 obecneyeHUMM OTAENbHBIX Tpynn HaceneHus CMOJIeHCKON
00JIacTH  JIGKAPCTBEHHBIMM TMpernapaTaMyd W CHEIUATU3UPOBAHHBIMU  MPOAYKTaMU
MUATAHUS, OTITYCKAEMBIMU IO pelenTaM Bpauei OeCIIaTHO WU C MSATUIECITUIIPOLICHTHOM
CKHJIKOW», B IEJSAX pealu3alldd MPOrpaMMBbl JIEKAPCTBEHHOTO 00ECTeYeHUsl JTIOTHBIX
KaTeropuii rpak/iad Ha Teppuropun CMOJIEHCKON 00J1acTh

NpPUKa3blBaIo:

1. PykoBoauTensiM yupeXACHUN 3ApaBOOXPaHEHUS], YUYACTBYIOUIUX B peaM3alluu
MIPOTPaMMBI JICKAPCTBEHHOTO 00ECIIeYEHUS JIbTOTHBIX KaTETOPHI TpaXkaaH Ha TEPPUTOPUN
CMosteHcKo 001acTH, 00ECIICUNTD:

1.1. BBIMMCKY JBIOTHBIX PEIENTOB Tpa)kaaHaMm, WMEIOIIMM MPaBO Ha JLIOTHOE
JEKapCTBEHHOE  OOecrledyeHne, B  TOPAJKE,  YCTAaHOBIEHHOM  JCHCTBYIOIIUM
3aKOHOJIATEILCTBOM,

1.2. wundopmammoHHOE  B3aUMOJCHCTBHE C  aNTEYHBIMH  YUPEIKICHUSIMHU,
OCYIIECTBISIOMMMHA  OTIYCK JICKAPCTBEHHBIX TMPENapaTroB, W3ACIUNA MEIUIIUHCKOTO
HazHaueHus, jieueOHoro nurtanusa, OI'AY3 «CwmoneHckuii 00JacTHOM MEIUIIMHCKUN
uHopMarmoHHO-aHaTUTHYeCKui  meHTp», OI'AY3  «CmoneHckuit  00JIacTHOM
MEIUIIMHCKUM IIEHTP» B YaCTH HaJIM4YMsS JICKAPCTBEHHBIX TIPENapaToB, W3CITHM
MEJIUIIMHCKOTO Ha3HA4YEeHUs, JICUeOHOr0 MUTaHUsI U 0OECTEUYCHUs JIbITOTHBIX KaTeropui
Ipak/IaH COTJIaCHO BBIMTMCAHHBIM peleTTaMm;
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1.4. unpopmMupoBaHUE rpaKAaH O MECTAX MOTYUSHHS JEKAPCTBEHHBIX MPENnaparos,
U3JIETINI MEAUIIMHCKOTO Ha3HAYEHUS, JIe4eOHOTO MUTAHUS O JIbFTOTHBIM pPelenTaMm;

1.5. MOCTOSHHBII MOHUTOPUHT TOTPEOHOCTH JIBFTOTHOTO  JIEKAPCTBEHHOTO
oOecrieueHus U CBOEBPEMEHHYIO 0/1auy 3asiBOK B JlemaprameHT CMOJIEHCKOM 001acTH O
3IpAaBOOXPAHEHUI0O O TMOTPEOHOCTHM B  JICKAPCTBEHHBIX IperapaTax  M3IEIHsIX
MEIUIIMHCKOTO HAa3HA4YeHMsI, Je4YeOHOM NUTAaHUU I TPaKJaH, MUMEIOIUX IpaBO Ha
JBIOTHOE JIEKAPCTBEHHOE 00ECIICUCHHE;

1.4. mpoBeneHHE MOHUTOPUHTA JIEKAPCTBEHHOW TIOMOIIM, MPEIOCTaBIsSIEMO
JBTOTHBIM KaTETOPHSM TpaXkJaH (€KEHEIeIbHO, TI0 Mepe HEOOXOTUMOCTH);

1.5. mpoBeneHHE aHaIU3a PE3yJbTATOB MOHUTOPHHIA JIEKAPCTBEHHOM MOMOIIH,
MPEIOCTABIIAEMOI JIbTOTHBIM KAaTETOPUsSM TPaxJaH W NPUHATHE HEOOXOAMMBIX MEp B
LEJISIX CBOEBPEMEHHOIO JIEKAPCTBEHHOI'O 00ECIIEUEHHsI JIbITOTHBIX KaTErOpui IpakiaH;

1.6. cBOeBpeMEHHYIO akTyanu3anuio PernonampHoro cermenta @enepanbHOTO
perucTpa;

1.7. BegeHue u akTyanuzauuioo PernoHasbHOro perucTpa Juil, UMEIOUIMX IpaBo Ha
JBTOTHOE JIEKApCTBEHHOE 00ECTIEUEHHE 3a CUET CPEJCTB 00IaCTHOTO OIOJIKETA;

1.8. BenpeHHEe M aKTyalu3alMIO 3JIEKTPOHHBIX PETUCTPOB IMEPCOHU(ULIUPOBAHHOM
NOTPEOHOCTH AJi1 0OeCIeUeHus JbIOTHBIX KaTEeropuil Tpaxk/iaH, CTPaJAoLIX CaXapHbIM
auabeToM U OpOHXOJIETOYHBIMU 3a00JI€BAaHUSIMHU, JIBTOTHBIX KaTETOpUM TIpaxk/aH,
HY>KJIAIOIIMUXCS B HAPKOTUYECKUX JIEKAPCTBEHHBIX IIpenaparax;

1.9 cBoeBpemeHHOE BHeceHHEe H3MeHeHHMd B Peructp Bpauein (¢enbamepos),
MMEIOIIMX MMPAaBO HA BBIIMCKY PELENTOB Ha JIEKAPCTBEHHBIEC MpPENapaThl 1jig 00ecrneyeHus
JBIOTHBIX KaTErOpUI rpaxiaH;

1.10. yder peuenTypHbIX OJaHKOB ISl BHIMHCHIBAHUS JICKAPCTBEHHBIX MPENaparTos,
MpeAHA3HAYEHHBIX AJI OTIYCKA JbIOTHBIM KaTErOPUSM IPAKIaH;

1.11. BegeHre MEIUUMHCKON TOKYMEHTALUU NPU OKA3aHUH MEAUIMHCKON MTOMOIIH
JBIOTHBIM KaTEropusiM TpaXJaH B COOTBETCTBUU C TPEeOOBAaHUSAMM, YCTAHOBIIEHHBIMU
3aKOHOJATEILCTBOM Poccutickon denepanuu;

1.12. agpecHyr0 MOCTaBKY JIEKQPCTBEHHBIX MPEMapaToB JIbIOTHBIM KAaTETOPHUSIM
rpaxiaH B cily4ae HEOOXOIMMOCTH;

1.13. BHYTpEeHHHMI KOHTPOJIb IO 00ECTICYCHUIO HEOOXOIUMBIMHU JIEKApPCTBEHHBIMH
IpenaparamMu JIbFOTHBIX KaTeropuid TpaKJaH, B TOM YHCJIE NPOBEICHHE IPOBEPOK
1enecoo0pa3HoCcT, 000OCHOBAHHOCTH Ha3HAUEHUS JIEKApPCTBEHHBIX MPENapaToB C OLIEHKON
3¢ (PEeKTUBHOCTH MPOBOAMMOW  Tepaluu, MPABWIBHOCTA BBIMUCKA PELENTOB Ha
JIEKapCTBEHHBIE MPETApaThI;

2. PykoBoguTensiM yUpeKI€HUHN 3IpaBOOXPAHECHUS:

2.1. opranuzoBaTh pabOTy cmpaBoyHOM cioykObl «lopsuas nuHUS» B
MO/JBEJOMCTBEHHBIX ~ YUPEKICHUSX MO BOOpocy obOecrnedyeHuss HeoOXOAUMbIMU
JIEKapCTBEHHBIMU TTpernapaTam JIbFOTHBIX KaTErOpui IrpaxaaH;

2.2. Ha3HAUUTH JUI OTBETCTBEHHBIX 3a PabOTy CHpPaBOYHOUN ciyxkObl «l opsiuas
JTUHUS;

2.3. obecrieuuTh B JOCTYITHOM N1Jist HaceraeHus: hopMe pa3MmenieHne nuhopmaiuu:

- 0 IIEpPEYHE JbIOTHBIX KATETOPHI IpakJlaH;
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- 0 TIEpeYHe JOKYMEHTOB, HEOOXOIUMBIX ISl TPEIBSBICHUS B YUYPEIKICHUE
3IpaBOOXpaHEHUs] TMPU OOpalEHUU JIbIOTHBIX KaTeropuid TpaklaH 3a MEIUIIMHCKOU
OMOIIIBIO;

- O NEpPEYHE alTEYHbIX OPraHU3alUN, OCYLIECTBISIIOIIMUX OTIYCK JIEKAPCTBEHHBIX
npenaparoB, MEIWUIMUHCKUX H3JEIUN W CHEeIHATM3UPOBAHHBIX MPOJYKTOB JI€4eOHOIO
NUTaHUS Ui IETEW - MHBAJIUAOB, BBIIMCAHHBIX JIbTOTHBIM KaTErOPUSIM TPaK/IaH;

- 0 BO3MOXHOCTH BBIIUCHIBAHUS PELENTOB HA JIEKAPCTBEHHbIC IIpeHaparhl,
MEIUIMHCKHUE U3CNIUS U CTICIIMAIM3UPOBAHHbBIE TPOYKTHI JIEUEOHOTO MUTAHUS JIs1 JeTeH
— WHBQJIKWJIOB, JHIOTHBIM KAaTErOpUSIM Tpa)KJaH, NEepeexaBlIMM H3 JIPYyroro cyoObeKTa
Poccuiickon ®enepaiuu;

- 00 YTBEpXKICHHBIX MEPEYHSIX JICKAPCTBEHHBIX MPEmapaTtoB s oOecreueHus
JBFOTHBIX KATETOPUM rpaxaaH;

- 0 HOMepax  Tele(OHOB  CHpPaBOYHOM  CIOYKObl  YIIOJTHOMOYEHHOM
(hapMalleBTUUECKON  OpraHu3aluy, Y4YacTBYIOIIEW B  peaju3aluud  [IporpaMMbl
JIEKapCTBEHHOTO 00€ecCleueHus JIbIOTHBIX KaTeropuid TpaxaaH Ha TEPPUTOPUU
CMoJteHCcKoi 001acTy,

- 0 Homepax TenedoHoB «Iopsuas muHus» Jlemapramenta CMOJIEHCKOM 001acTH 110
3npaBooxpaHeHuto (T. 38-72-57) u «lopswas nunus» TepputopuanibHOro oprasa
®denepanbHON CiTykO0bI TI0 HAA30py B cepe 3apaBooxpanHeHus mo CMmolieHCKoU 00s1acTu
(1. 21-84-17);

- 0 HoMepax TenedoHoB «l'opsiuas JUHUS» B TMOJBEIOMCTBEHHBIX YUPEKICHUSIIX
31paBOOXPaHEHUS.

3. [Ipu3nath yTpatuBmuMu cuity npuka3 Jlemapramenta CMOJIEHCKOW 00JacTH 1O
3apaBooxpaHeHno ot 16.01.2013 No 52 «O peanuzanuu nonHomouui Poccuiickoit
denepanuy  MEpeaHHbIX  JJI1  OCYIIECTBICHUS OpraHaM TOCYJapCTBEHHON BJIacTH
cyobekToB Poccuiickoit denepanuu mo 00ecrneyeHn0 He0OX0AUMBIMHU JIEKAPCTBEHHBIMU
npenapaTaMi OTHEJIbHBIX KaTEeropuil TpakJaH, HMMEIOMMX TMPaBO HaA MOJy4YCHUE
roCcyJapCTBEHHOM COIMATBHOM IMOMOIIM B BUJI€ HA00pA COIUATBHBIX YCIyT»;

4. PykoBOIUTESIM YUPEXKACHUIN 3paBOOXPAHECHHS JOBECTH JI0 CBEICHUS Bpadei
(benpaimepoB), y4acTBYIOIIMX B peaju3alldd CHUCTEMBI JICKAPCTBEHHOTO OOECIICUCHUS
JBTOTHBIX KAaTeropuil rpakaaH Ha Tepputopur CmolieHCKoi obnactu, nHbopMalu oo
OTBETCTBEHHOCTH 32 00BEM U KauyeCTBO MPEIOCTABISEMBIX YCIIYT.

4. PyKOBOIUTEISIM YUPEKIECHUN 3IPAaBOOXPAHEHUS B3ATh MOJ JUYHBIA KOHTPOIIb
coOJII0ICHUE 3aKOHOIaTeNIbCTBA B chepe oOecreueHrss HEOOXOIUMBIMU JIEKAPCTBEHHBIMU
rpernapaTaMu JIbIOTHBIX KaTErOpUuil rpaxkaaH.

5. KoHTposib 32 MCIOJIHEHHWEM HACTOSIIEro MpPHUKa3a BO3JIOKWUTH HA 3aMECTUTEIISI
HauanpHuka  [lemapramenta ~— CMmoyieHCKOM — o0jacTd MO 37paBOOXPAaHECHHIO
O.C. CrenaHeHko.

N. 0. nauanbHuKa JlemaprameHTa 0.C. CrenaHeHKO
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