MHUHHUCTEPCTBO 3JPABOOXPAHEHHS CBEPIJIOBCKOM OBJIACTH

IIPUKA3 \
0§ DEB 2018 No {164 —n
. ExarepunOypr

O nopaoke dononnumensrozo obecnevenun na aMOYnamopHom Imane KeyeHus no
HCUSHEHHbIM ROKAIAHUAM NIEKAPCHEEHHBIMU HPERAPAMAMU, He GKTIOYECHHVIMIU &
Ilepeunu, ymeepowcoennvie hedepanvuvimu u o6racmuvimu HOpMAMueHsIMU
1pasoGbIMU AKMAMU, HO BPEOYCMOMPEHHBIMU CIAHOAPMAMU MEQUUUHCKOU
Romouiu u nepeuHem HeU3HEHHO HeoOX00UMbBIX U eadicCHeTiuILX JIeKapCcmeeHHbIX
Rpenapamos 01 MeOUUUHCKOZ0 RpUMEHEHUR OMOeTbHbIX Kamezopuii 2paxcoan
Poccuiickoii @edepayuu, npooicusarowux ¢ Ceeponoeckoii obnacmu, 3a cuem
cpedcme obnacmiiozo G100xcema

C mesbio rapaHTHPOBAHHOIO U HOCTYITHOTO 0GeCeYeHHs OTAENBHBIX KaTeropuii
rpaxnan Poccuiickoit ®enmepanum, npoxusatomyx B CBepanoBckoit obmacTy,
MMEIOIIHX NPaBO Ha MePhI COLUANBHOMN NOANEPKKH 110 JIEKapCTBEHHOMY 00€CIIeYeHIIO
B paMKax OKasaHWA MM NEPBHYHON MeIHKO-CAHHTAPHOMN ITOMOIIY, JXHU3HEHHO
HEOOXOJMMBIMM ¥ Ba)KHEHIIAMH JICKapCTBEHHBIMU IIpENapaTaMi, He BXOISIIIAMHU
BTICPEYHH, YTBEP)KACHHBIE (eNepalbHBIMM W OOIACTHEIMH HOPMaTHBHBIMH
[IPaBOBBIMH ~ aKTaMH, B COOTBETCTBHM C [OCTAaHOBJICHHEM IlpaBuTenscrra
Ceepamosckoit o6mactu ot 22.06.2017 Ne 438-TTIT «O Mepax COLHALHOH MOIIEPKKU
OTHOCNBHBIX KAaTETOPUH TPaXJaH, IPOKHUBAIOIINX B CeepanoBckoii  o6macty,
IO ODECTICYEHUIO JIEKAPCTBEHHBIMH [IpernapaTaM¥ W MeOULMHCKMMH H3[eTHsIMI
GecraTHO M Ha JIBFOTHBIX YCIOBHAX 110 peuenrtamM Bpaded B ¢apMaleBTUIECKHX
OpraHU3allksAX 3a CYET CPEACTB 00JACTHOrO GIOmKeTay

IIPHUKA3BIBAIO:

1. YTBepnuts:

1) nmopsinox momonHuTENREHOTO O6eCTIeUCHHS Ha aM0yJIaTOpHOM 3Talle JTe4eHHus
10 KUSHEHHBIM II0Ka3aHHMAM JICKAPCTBEHHBIMH TIPENApaTaMM, He BKIIOYEHHBIM
B IICPEYHM, YTBEPXKACHHBIE (eNepalbHBIMH W OOTaCTHEIMU HOPMAaTHBHEIMH
TpaBOBBIMU aKTaMH, HO IpPELyCMOTPEHHBIMU CTAHAAPTAMH MeIHITHHCKOMN IIOMOIIIA
H TICPEIHEM XU3HEHHO HEOOXOAMMBIX U BAXKHEHIIIMX JEKapCTBEHHBIX IIPETIApaToB s
ME/IMIIMHCKOr0  IIPHMEHEHHS  OTHENBHBIX KaTeropud rpaxnad Poccuiickoii
Denepanyy, MPOKHUBAIONINX B CeepanoBckoit obnmacty, 3a cuer CpencTB o0nacTHOro
bromketa (mpuoxenne Nel);

2) dopMy cornacus Ha 00pabOTKy MEepPCOHANBHBIX NAHHEBIX rpakJaHHWHA
(npunoxenne Ne2);

3) IOPANOK 3aIIMIEHHOTO B3aMMOeHCTBHS (npunoxenue Ne3),

2. 3amecturemo Munuctpa 3apaBooxpaHeHdss CBepanoBckoil o6macTu
CbB. Typkosy o6ecneuuts pabory Kommuccnmn mo onenxe 000CHOBaHHOCTH
AOTIOTHUTCIBHOrO  HAa3HAYEHHA  OKU3HEHHO  HEOOXONUMBIX U BayKHEHUIIIHX
JICKapCTBCHHBIX  MPENapaToB, He  BXOOANUX B [IEpEeYHH,  yTBEPXKIECHHEBIE
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(erepanbHBIME M OOGNACTHBIME HOPMATHBHBIMA MpAaBOBBIMM akKTaMy (Zajee —
Komuccus), B COOTBETCTBHH C TOPAOKOM MJOHONHHTENHHOrO OOecIeueHHs Ha
aMOynaTOpHOM 3Tane JIeYeHHs [0 JKM3HEHHBIM [IOKa3aHHAM JIEKapCTBEHHBIME
npenapaTaMy, He BKIIOYCHHBIMH B IIEPEYHH, YTBEPXKAEHHBIE (elepalbHEIMU H
'OOIACTHBIMH ~ HOPMATHBHBIMH IIDABOBBIMH  aKTaMH, HO IIPeLyCMOTPEHHBIMH
CTaHgapTaMKd MEAWUHHCKOH IIOMOIIM M IepedHeM JKM3HEHHO HeOoOXOIUMBIX W
Ba)XHEHIIHX JIEKAPCTBEHHBIX MPENapaToB I MEAULMHCKOTO IPUMEHEHHS OT/IeIbHEIX
KaTeropui rpaxnpan Poccuiickoit ®emepauwy, npoxkusaromux B CBepaiIoBCKOi
001acTH, 3a CYeT CpelCTB OOJNACTHOrO OOKETa, YTBEPXKHACHHBIM HACTOSIIMM
IIPHKa30M.

3. 3amectutemo Munuctpa 3apaBooxpaHeHHs CBepaITOBCKOM 06TacTH
H.H. Kuseneso#t obecrednts mocnenylomuii KOHTPOIb 3a HCIIONIB30BAHIEM CPEICTB
Ha JIONOJHUTENBHOE O0OeCIeueHne JIeKapCTBEHHBIMH TNpenapaTaMd OTHENBHbIX
Kateropu#i rpaxkpan Poccuiickoit ®enepanuy, mnpoxusaromux B CBepiIoBCKOi
0671aCTH, MMEIONUX MPABO Ha IPEeIOCTABIEHHE MeP COMUATBHON MOLNEPXKKH 34 CUET
CpeJICTB 00JIACTHOTO OIOKeTa.

4. HauansHuky oTmena OyXraiarepckoro ydera M OT4eTHOCTH MHHMCTEpCTBa
3apaBooxpanenus Ceepanosckoii obaactu M.B. I1IsenoBoii:

1) obecrieunTs yueT QHHAHCOBBIX CPEACTB, BBIAENCHHEIX HA BEINICYKa3aHHEIE
LeIH;

2) mpenocTaBNATH OTYETHOCTh B MuHHCTEpCTBO (uHAaHCOB CBEpIIOBCKOI
o0acTu.

5. 3aMecTuTent0 HavalbHHKA OTHeNla OPraHM3alWd  JIeKapCTBEHHOTO
obecriedeHus ¥ papMalleBTHYECKOM AesATebHOCTH MUHUCTEPCTBA 30paBOOXPAHEHHS
Ceepanorckoit obmactu Tomopkosoit U.H.:

1) opranuzosaTe obecriedeHre Ha aMOyIIATOPHOM 3Talle JeYEHHS IKAIHEHHO
HEOOXONMMBIMA W Ba)KHEHIIMMH JIEKAPCTBEHHBIMH IIpENapaTaMy, He BXOIAIIAMH
B IIEPEYHH, YTBEPXKACHHEIE (elepalbHEIMM M OONACTHBIMH — HOPMATHBHBIMH
NIpaBOBBIMH  aKTaMM, OTHEIBHBIX KaTeropuil rpaxmnaH Poccuiickoit ®enepanmu,
NpoXUBAOMKUX B CBEpMIOBCKOH 001acTH, MMEIOIUX [PaBO Ha MePHl COLHAIBHOMN
IOJMIEPIKKH 110 OOECIeYeHHIO JIeKapCTBEHHBIMU IIpeNapaTaMi B paMKaX OKa3aHMHs
MM NEPBUIHOM ME[MKO-CAHUTAPHOH IIOMOIIM B COOTBETCTBHHM C IIOPSIKOM
JIOTOJIHUTENBHOrO obecnedeHns Ha aMOyJIaTOpPHOM 3Talle JIeUeHHs I10 JKA3HEHHAIM
NOKA3aHWSAM  JICKAPCTBEHHBIMH  IIpeNaparaMM, He BKIIOYEHHBIMH B MEPEYHH,
YTBepXK/IeHHbIe (eiepabHbIMU ¥ 06aCTHBIMH HOPMATHBHBEIMHU TIPABOBBIMH aKTAMH,
HO IIPeyCMOTPEHHBIMU CTAaHAAPTAMH MEIULMHCKON IIOMOIIX U MEPEYHEM >KH3HEHHO
HeOOXONMMBIX ¥ BaXHEHIIMX JEKAPCTBEHHBIX IIPENapaToB IS MeIULMHCKOTO
NPUMEHEHUA ~ OTAENBHBIX  KaTeropuid  rpaxpaH  Poccumiickoit  ®enepanumy,
npoxuBaoIMx B CBepaioBCKOM 06macTH, 3a CUeT CpejcTB 0ONacTHOro Gromkera,
YTBEPKIEHHBIM HACTOSIIUM IIPHKA30M;

2) OpraHu3oBaTh MOATOTOBKY 3a[aHUil Ha 3aKYIKY JeKapCTBEHHbIX IIpeIapaToB
Ha OCHOBaHMH IIPOTOKOJI0B pemieHnH Komuccun.

6. HavaneHuky ornena 3aKymoK ¥ MeIUKO-TEXHUYECKOTO O6eCIedeHus
MunucrepcTBa 3apaBooxpaHeHuss CBepATOBCKOH 06nacTH IlepebGatoBoit H.B.
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OpraHW30BaTh 32Kyl J>KA3HEHHO HEOOXOMMMBIX H BaXKHEHININX JIeKapCTBEHHBIX
IpeTaparoB, o peleHno KoMuccHH B yCTaHOBIICHHOM HIOPSIIKE.

7. UcnonusromemMy OOA3aHHOCTH HadalbHHKA OTHENa KOHTPOJA KadecTBa H
craHnaprasanuu  MuHHCTEpCTBa  31paBooXpaHeHus CBepIJIOBCKOM  00lacTH
EBcrokoBorn H.B., 3aMecTuTento HadanpHHKa OTHAENa OpPraHM3alldd MEIMIMHCKON
oMoy MatepsM U geraM Mamsamosoit JLH., rmaBHOMy cneumanucry-tepamneBTy
Bunorpagosy A.B. o0ecreduTs KOHTponb 3a paboToll BpadeOHBIX KOMHMCCHIL
roCyIapCTBEHHBIX yUpeXIeHUH 3apaBooxpanenus CBepAI0BCKOi 06IacTy.

8. Hauampnuky I'bY3 CO «MemuuuHckuii HH(GOPMALMOHHO-aHAIUTHYECKUI
nentp» I'ymuny 10.B.:

1) opraHu30BaTh Ilepefady AOKYMEHTOB IO 3aIMUIIEHHBIM KaHAllaM CBSI3H
MEX]y y4YaCTHAKaMM HMH()OPMALHOHHOrO OOMEHa B COOTBETCTBHHM C HOPSAKAMH,
yTBepKACHHBIM npuioxenueM Nel u Ne3 k HacTosmeMy mpukasy;

2) OKasplBaTh OpPraHM3AIUOHHO-METOAMYECKYIO IOMOINs  yYaCTHHKAM
MH(GOPMAaLIMOHHOTO OOMeHA.

9. HaganpHUKaM TeppUTOPHATIEHBIX OTIEIOB 3paBOOXPAHEHHS [0 3aIagHOMY,
FOxHOMy 1 ['OpHO3aBOJICKOMY YIIpaBiIEHYECKHM OKPYraM, PyKOBOAUTENAM OTIEIIOB
IO OpraHu3allid OKa3aHWd MEIUIMHCKOH momomu Hacelenuio CeBepHOro
1 BoctoyHoro ymnpasnendeckux okpyroB B I'AV3 CO «Kpacrotypeuackas I'By»
ulb¥Y3 CO «Mpburckas LII'b», HadanbHuky VIpaBieHHs 3ApaBOOXpaHEHUS
Anmunuctpanuu r. EkatepunGypra:

1) NPUHATE HACTOSIIME IPHKA3 K MCIIOIHEHUIO,

2) HasHa4YMTh JHUI, OTBETCTBEHHBEIX 3a MONy4eHHE OT MeIHI[MHCKAX
OpraHM3alliid, B COOTBETCTBUH C TEPPHUTOPUATBEHEIM IPUKPEILIEHHEM JOKYMEHTOB I
paccMoTpenus Komwuccrue#, IpoBeseHHE WX NPOBEPKH M Mepefadd B OTHEN
OpraHH3alM{ JIEKAPCTBEHHOro obecnedeHus H (apMaleBTHIeCKOH IesTeNbHOCTH,
B COOTBETCTBUH C IIOPSIKOM JIOTIOJHHUTENBHOIO O0eceYeH s Ha aMOyIaTOPHOM 3Tare
JIEYEHM IO OKU3HCHHBIM I[IOKA3aHMSAM JIEKAPCTBEHHBIMH TIpelapaTaMd, He
BKIIIOYCHHBIMU B IIEPEYHH, YTBEPXKACHHbIE GelepallbHbIMH W OOJaCTHBEIMH
HOPMAaTHBHBIMH  IIDaBOBBIMHM ~ aKTaMM, HO IPEIyCMOTPEHHBIMH CTaHJapTaMH
MEIUIMHCKOW IIOMOIIY M IIEPEYHEM JKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIHX
JIEKapCTBEHHBIX MPENapaToB Ul MEIULMHCKOrO IPHUMEHEHU OTAeNbHEIX KaTeropHii
rpaxian Poccuiicko#t ®enepanyy, npoxxuBaoiux B CBEpAIOBCKOH 06IacTH, 3a CYeT
CpencTB 001acTHOrO O10/KeTa, YTBeP)KAEHHBIM HACTOALIAM IPHKA30M.

10.  PykoBomwTensiM rocyapCTBEHHBIX yYPEeXIECHHH 37paBOOXPaHEHHS
CBepanoBckol 061aCTH NPUHATE HACTOSIMMI IPHKA3 K CBEICHHIO M HCIOIHEHHMIO.

11. PyxoBonuTemnsiM anTe4YHBIX OpraHH3alWi, y4aCTBYIOIIHX B pealM3aIlid
IpOrpaMM  JILIOTHOTO JIEKApCTBEHHOTO 00eCIeYeHHs, OpraHu3oBaTh OTIYCK
JIEKapCTBEHHBIX IIPETIapaToB, BEIIIMCAHHBIX 110 pemeHuo KoMuccuu B ycTaHOBIEHHOM
TIOpSAIKE.

12. Ilpuka3 MuHuCTepcTBa 3apaBoOXpaHeHHs CBepIIOBCKOH 06IacTH
or 09.08.2013 Nel024-n «O6 oGecrieyeHun 3a CueT CPeICTB OOJIACTHOrO GIOIKETA
KA3HEHHO HEOOXOIMMBIMM W BaXHEWIIMMH JICKapCTBEHHEIMH MpelapaTamy,
M3[CIUAMA  MEJMIMHCKOrO  HasHa4YeHWA W  IEPeBA30YHBIMH  CpPeACTBAMH,
HE BXOJAIIMMH B IICPeYHM, YTBEPXKICHHBIE (eAepalbHBIMA M 00IaCTHBEIME
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HOPMaTHBHBIMU IIPaBOBEIMH aKTaMH, OTJEJBHBIX KaTeropuil rpaxmaH Poccuiickoif
Denepanuy, npoxuBarommx B CBepAIoBCKOH 001acTH, MMEIOMMX IIPAaBO HAa MEpHI
COLIMANIbHON IOAMEPXKKH II0 JEKAapCTBEHHOMY OOECHEYeHHIO, B paMKaX OKa3aHMA
UM NEPBHYHOH MEJHMKO-CAHMTAapHOM IOMOIIM» ¢ M3MEHEHHSIMH, BHECCHHBIMHU
npukazoM MunucTepcTBa 37paBooxpaneHns CepaioBckoil obmacta ot 10.02.2014
Nel28-11, npU3HaTe yTpaTUBLINM CHITY.

13. Hacrosmmii mpukas HanpaBUTh OIS O(GUUMAIBHOIO OIMyOIHKOBAHHM
Ha «OQuuMaibHOM WMHTEepHeT-NopTane IpaBoBoi uH(opMamuu CBepAIOBCKOi
o0macTH» (WWW.pravo.gov66.ru) B TedeHHe Tpex JHell ¢ MOMEHTA ITO/[IIUCAHHU.

14. Komvro HacToOsINEro IpHKa3a HapaBHUTh B NpPOKypaTypy CBepaioBCKOi
obnactu wu ['7maBHOe ympaBieHue MuUHHCTEpPCTBA IOCTHIMH  Poccuiickoii
®enepanuy 110 CBep/IOBCKOH 06IACTH B TeYeHHE CeMH JHEW Iocie JHA IIEpBOTO
O(pULHATIEHOTO Oy OJTMKOBAHUS.

15. KoHTpons 3a HCIIOJHEHNEM HACTOSAIIETO IPHKA3a OCTABIISIO 32 COOOI.

Munuctp A.N. I{eTkoB
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ITpunoxenue Nel
K pHKa3y MUHHCTEpCTRA 3ApaBOOXpaHEHHS
CaepmroBckoit o6nac

or DBOBBUB N 6%—p

Ilopsinox
AONOTHHTENLHOrO0 oOecneyeHns: Ha aMOy JIaTOPHOM DTale JieYeHHs mo
KH3HEHHBIM MOKA3aHHAM JTeKapCTBEHHBIMH NpenapaTaMu, He BKJIIOYEHHBIMY B

nepevHH, yTBepa/AeHHbIe (peaepaibHLIMH H 06.1aCTHHIMH HOPMATHBHBIMH

NIpaBOBBLIMH AKTAMH, HO NPeAyCMOTPEHHBIMH CTAHAAPTAMH MeIHIHHCKOI
HOMOIM U NepeTHeM KU3HEHHO He00X0AMMBbIX H BAaKHEHIINX JIeKApCTBEHHbIX
npenapaTos /15 MEAHUHHCKOIr0 NPUMEHEHMs! OTACJbHBIX KATeropuii rpaskian

Poccuiickoii @enepanun, nposxusaomux B CBepaI0BCKoii o6s1acTH, 32 cyer
CPeICTB 00/1aCTHOrO G101KeTa

1. Hacrosumii mopsnok paspaGoTaH B COOTBETCTBHH ¢ 3aKOHONATEIBCTBOM
Pocculickoii ~ ®enepanii H  3aKOHOIATENHCTBOM CeepanoBckoit  obmacta
Y yCTaHABJIUBAeT obmue IIPHHIUITEL B3aUMOJIEHCTBHS Munucrepcersa
3apaBooxpanenus CBepAIoBCKol obnacTu (natee — MUHHCTEPCTBO), MeIAMUHCKIX
OpraHM3alMi, (apMaleBTHYECKMX OpraHM3aIlWil, B TOM YHCIe ANTEUHBIX
OpTaHM3allMH, W OTAENBHBIX KaTeropuif rpaxmaH Poccuiickoii Denepanumy,
npoxuBaromux B CBEpANOBCKO#t 061aCTH, HMErOIEMy IPaBo Ha MEpPBI COLUANBHOH
MOANEPHKKH II0 JIEKAPCTBEHHOMY 00ECIIeYeHHnIO, B paMKaX OKa3aHHs eMy HepBHYHOMN
MEIUKO-CaHUTAPHON IOMOINM Ha aMOyIaTOpHOM 5Tame JIeUeHHs 33 CyeT CpPEeJICTB
obyacTHOrO OromKeTa (Hanee — rpaxkaaHe).

2. Obecrnevenre IpakJaH JeKapCTBEHHBIMH nperiapaTaMid IO JKU3HEHHBIM
NOKA3aHUAM M (UHAHCHPOBAHHE CBA3AHHEIX C YKA3aHHBIM ObecIeucHueM pacxonoB
OCYIIECTBIACTCA B COOTBETCTBHH C IlopsnxoM mpenmocraBieHHs Mep COLHATBHON
NONAEPHKKU  OTASIBHBIM KATErOpHAM IpaX[aH, MPOXKHBAIOIMX B CBEpIIOBCKOM
o6nacTu, 1O OOeCleYeHHI0 JeKapCTBEHHBIMHU IIpernapaTaMd ¥ MeTUIHHCKAMHA
M3eNHAMH  GECIUIaTHO M Ha JIBIOTHBIX YCIOBHSX IO penenTaM Bpauedl B
(bapManeBTHYECKUX OPraHH3aIHsAX 3a CYyeT CPEICTB OOIACTHOrO GIOMKETa, a TAKkKe
BO3MEIIEHHS  (apMalleBTHYECKHM  OpraHH3aLysIM pacxoloB,  CBS3aHHBIX
C IIPCAOCTABIICHUEM ~ STHUX  MEp  COLMANBHOH  IOMNEDKKH, yTBEPIKAEHHBIM
nocranosnenueM IlpasurensctBa CBepaioBekoit o6mactu ot 22.06.2017 Ne 438-I1I1
«O Mepax CoLMaIBHON MOANEPKKH OTIENBHBIX KaTeropuH rpakjjaH, mpoKHUBAOLIHX B
CeepanoBckoit obmactd, 1o o6ecreueH o JEKapCTBEHHBIMU MpemnapaTaMu Hu
MEIULHHCKAMHY U3/IeTHAMH OCILITaTHO U Ha IbIOTHBIX YCIOBHSX T10 penenraM Bpayei
B (hapMalleBTHYECKHX OPTraHM3alMsAX 33 CYeT CpeACTB 00IacTHOrO GIOMKETa» U B
pamKax IIpellyCMOTPEHHBIX CPEICTB Ha COOTBETCTBYIOLUIMN (HHAHCOBEIA roj u
TIJIAHOBBIH IeproI.

3. Hasnavenuwe H3HEHHO HEOGXOHMMEBIX M Ba)KHEHIIHX JI€KapCTBEHHEBIX
TIPEapaToB, He BXOMAUIMX B JIBIOTHBIE NEPEYHH, YTBEPKICHHEIE denepanbHEIME U
OONacTHBIMH ~ HOPMATHBHBIMH IIDABOBBIMH ~ @KTaMH, HO IIpeXyCMOTPEHHBIX
CTaHAApTaMH MEJMIHHCKOW IIOMOIIM X TNEepevyHeM >XU3HEHHO HEOOXOIUMEBIX U
BOKHEHINNX JIEKAPCTBEHHBIX IIPENapaToB i MEIUUHUHCKOTO TNPHMEHEHUST
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TPaXNaHHHY W BBIIMCHIBAHME PELIENITOB Ha yKa3aHHbIC JeKApCTBEHHBIE IPEIaparTHl
OCYWICCTBIIAETCS MEIMLIMHCKOW OpraHu3anuedl Npu HAIWYHH TOJOXUTEILHOIO
pemenns Komuccuu mo oneHke 0GOCHOBaHHOCTH IOMOJHHTENLHOIO HA3HAYEHHUS
KU3HEHHO HEOOXOIUMBIX U BAXXHEHIINX JIeKapPCTBEHHBIX IPENapaToB, He BXOMSIIHX B
NEPEIHH, YTBEPXKICHHbIE (ellepanbHEIMU U 06IaCTHBIME HOPMATHBHBIMH [IPaBOBEIMHU
axtamu MuHrcrepcrsa (manee - Komuccust) ¢ maTel paspermeHus, yKa3aHHOH B
nporoxoie Komuccun.

4. MegunuHCKas OpraHM3anys, B KOTOpPOH COCTOMT Ha JUCIIAHCEPHOM Y4eTe
TP2XKJaHUH B paMKax OKa3aHHsS IEPBUYHOM MEIUKO-CAHMTApHOH IIOMOIIM Ha
aMOyIIaTOPHOM OJTame JedYeHHs, OQOpPMITET HOKYMEHTBI I paccMOTpPEeHHS
Komuccueli Ha )XH3HEHHO HEOOXOMUMEIE U BaKHeHIIMe JICKapCTBEHHEIE IIPenapaThl,
HE BXOIIIHE B JILIOTHBIC NIEPEYHHU, YTBEPKICHHBIE (QelepantbHEIMU U OGIACTHBIMHU
HOPMAaTHBHBIMU ~ TIDAaBOBBIMH ~ aKTaMH, HO MpPeJyCMOTPEHHBIE CTaHAapTaMH
MEJHIMHCKOH IMOMOINM W/HIY IIePeYHEM >XM3HEHHO HEeOOXOIMMBIX M BaXKHEMIINX
JICKAPCTBEHHBIX IIPEIapaTOB [Ii MEAMUMHCKOTO NpPHMEHEHHs, yTBEp)KJCHHBIM
IlpaBurenscrBom  Poccuiickodt ~ ®epmepaunpu  TONBKO IpA  JOKa3aHHOH
HeOQ(EKTUBHOCTH M HENEPEHOCHMOCTH JIEKapCTBEHHBIX  TpemaparoB W3
YTBEPKICHHBIX (helepabHEIMU H OGIaCTHEIMM HOPMATHBHEIME IIPAaBOBBIMHU aKTaMH
JIbTOTHBIX IePeTHEl Ha OCHOBAHUH PEKOMEHAAIME, OTyIeHHBIX MOCIe HalpaBJIeHUA
TpaXKJlaHIHA Ha KOHCYJIBTAIUIO ITO BEICOKOTEXHOMIOTHYHOM MEMIIMHCKOM MOMOLIIH.

Obecnievenue 3a c4éT cpemicTB 06MAcCTHOrO 6rROKETA JIeKapCTBEHHBIMH
fiperapaTaMi, He3aperuCTPHPOBaHHBIMHU Ha Tepputopun Poccuiickoit ®enepamny, ue
OCYLIECTBISAETCA.

5. OOs3aTenbHBIH IepeveHb JOKYMEHTOB W CBEICHHIA (mamee - maxer
JIOKYMEHTOB), [IPeIOCTaBIAEMBIX [JIs paccMOTperns Komuccuy BKTrouaer:

1) cBenenus, moATBEpKAAIOIIHE PABO HA MEphI COIMATbHON MONNEPKKH 110
JICKapCTBEHHOMY 00€CIeYeHHIO (M OONACTHBIX M (hefepajbHbIX JTBOTHHKOB —
HaJlidue B PErHoHallbHOM cermeHTe ObnactHoro wmm ®enepansHoro perucrpa
JIbTOTHUKOB, IVl (helepallbHbIX JIBIOTHUKOB NPH OTCYTCTBHH B perucIpe - crpaBKa
TeppuTOpHanbHoro opraHa Ilencuonnoro ¢gonna Poccuiickoi Deneparun),

2) 3ajBIeHHEe MeIMIMHCKOMN OpraHu3allMd O pPacCMOTPEHHHM Ha3HAYEHHS
JKU3HEHHO HEOOXONMMOTO JIGKApCTBEHHOTO IpenapaTa, He BXOJAIUEro B JIbI'OTHEIE
TNePeYHH, Y TBEPKACHHBIC (eNepabHEIMU U O6JIACTHEIMA HOPMATHBHBIMHU IIPaBOBEIMH
aKTaMH;

3) xommro (uHM) peKOMeHIALwit Bpadya  (emepalbHOrO  yYpexKHeHHs
3[paBOOXPAHEHMs IIOCIIC HANPaBICHUS TpaXAaHHHA HA BBICOKOTEXHOIOTHIHYIO
MEAMLUHCKYIO TOMOIIb, HA3HAYHMBIIET0 JIEKAPCTBEHHBIHA [Ipenapar (aKTyaIbHOCTb - He
DoJee IMeCTH MECAIIEB ¢ MOMEHTA Ha3HAYCHHSA); :

4) cornacue Ha 06pabOTKy HepCOHATBHBIX JTaHHBIX, 3aII0JIHEHHOE T'PaXKJaHHHOM
JIATHO HJIM ero 3aKOHHBIM IIPEJICTaBHTENIEM IO (opMe, YTBEpKIEHHOM IIpHUKa30M
Musnncrepctsa (mpunoxenue Ne2);

5) KONMIO CIPaXOBOTO CBHIETENHCTBA  OB3ATEILHONO TIEHCHOHHOI'0
CTpaxOBaHM4, COACPIKANIETO CTPAXOBOW HOMEP MHIMBUAYAIEHOIO JIMIEBOIO CUYeTa B
CHCTeMe 0053aTeNBHOr0 IEHCHOHHOTO CTPAXOBAHUS (CHWIC);
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6) IIpU HENEPEeHOCHMOCTH paHee Ha3HAYEHHOTO JIeKAPCTBEHHOIO mpernapara —
Komus (MM) KapTBI-M3BENIEHHS O IIOJO3pEBAcMON HeGIArONpHATHON MOGOYHOI
PeaKiy Ha paHee Ha3HAYCHHBIN JIEKApCTBEHHBIH IIpenapar, 3aperucTpHpOBAHHON B
PernoHankHOM LEHTpe MOHMTOPHMHIa Ge30IIaCHOCTH NEeKAPCTBEHHBIX —CPECTB
Munucrepersa. Tlpn Hanumumu 3a)MKCHPOBAHHON HENEPEHOCHMOCTH 2-X M 6ojee
TOProBBIX ~HAMMEHOBAHMH 3aKIIOYEHHE TIIABHOTO IUTATHOrO (BHEIUTATHOIO)
crenuanucra  MuHHCTEpCTBA O  IenecooOpasHOCTH MPOJOKEHHS —JIeYeHHs
JICKapCTBEHHBIM IIPETIApaTOM B paMKax JaHHOTO MEXXAYHAPOAHOr0 HEIaTEeHTOBAHHOTO
HauMeHOBaHuA (Hanee — MHH);

7) KONHIO 3aKiIOYEHHs TJABHOTO INTATHOTO (BHEIITATHOr0) CIELHUAINCTA
MunucrepeTsa 0 1enecoo6pa3sHOCTH HA3HAYEHHS JTeKapCTBEHHOTO Ipenapara, He
BXOZSAIIETO B JIbIOTHBIE IEPEYHH, YTBEPXKAEHHBIE (hefepalbHBIMH U 06JIACTHBIMH
HOPMAaTUBHBIMU TIPABOBBEIMH aKTaMH (aKTYallbBHOCTH - He 0O0Jiee IIECTH MeCAIeB C
MOMEHTA Ha3HAYEHHUS ). ‘

Ilpyn [OBTOPHOM HaNpaBJIEeHHH JOKYMEHTOB Ul IPOIEHWS Kypca JeUeHus
JOTIONHUTENBHO MPEeOCTaBIsAeTCs. HHPOPMAIHA 06 3((bEeKTUBHOCTH MPOBOIUMOLO
JICYCHHMSA W MONYYEHWH TEpareBTUYECKH 3HAYMMOTO pe3yjbTara C yKa3aHHeM
AOCTUTHYTHIX TIOKa3aTeldell MOHHMTOPMHIa IWHAMHKM (B CpaBHEHHE HaYalbHBIX
JQHHBIX C TOCTUTHY TBIMHU M IJTAHOBBIMH IIOKa3aTeIAMH).

6. [lna opraHuzaluy KOHCYNBTAIMM TTIABHOTO INTATHOTO (BHEIITATHOIrO)
crenuanicTa MHHUCTEPCTBA METHIIMHCKAs IOKYMEHTALMA ¢ KOHTAKTHBIME TAHHBIMHA
NMAIUCHTA, KOTIMEeH 3aKIMOYeHHs Bpada (elepalbHOrO yUpesKaeHHs 31paBOOXPaHEH S
/WM TOCY/JapCTBEHHOIO YUPEXICHHS 3/PaBOOXPaHEHHS CeepanoBckoit o6macty,
Ha3HaIMBILIEr0 JIEKapCTBEHHBIH IPENapar, He BXOAALIETO B IEPEYHH, YTBEPIKICHHBIE
(enepanbHBEIME U OOJACTHEIME HOPMATHBHBIMH TIPABOBEIMH AKTAMH, HAaIpaBIIeTCs C
CONPOBOXICHUEM TMHChbMOM MEAUILMHCKOH OpraHu3auud, OQpOPMILIIONIEH MaKeT
AOKyMCHTOB, B  aipeC IVNAaBHOIO INTATHOrO (BHELITATHOIO) CIIELHATIHCTA
MuHHCTEPCTBA 10 OCHOBHOMY MECTY paboTHI.

7. OTBeTCTBeHHO® IHIO  MEJUUMHCKOH  OpraHu3aIuy HanpasJIseT
TOATOTOBNICHHBIH TTaKeT JOKYMEHTOB B JopMaTe jpg M co31aeT JOKYMEHT B ¢dopmare
word unu txt ¢ nadopmarmeit: ®.1.0., CHUJIC, IIOJIMC, HAUMEHOBaHUe MEIUIITHCKOM
OpraHU3aluM, — KOJ  MEIMLMHCKOM OpraHM3allid - B  COOTBETCTBYIOLIMIL
TCPPUTOPUATIBHEIE ~ OTJAEI B COOTBETCTBMH C  IIOPANKOM  3alMIIEHHOro
B3aUMOAEUCTBUSA (TIpuitoxenue Ne 3).

Me nunuHCKHE OpraHu3allyy, I0JBEOMCTBEHHEIE YipapneHuro
31paBOOXPaHEHUs ~ AIMUHHCIpauuu T. Exarepunfypra, HanpaBisioT maker
AIOKYMEHTOB B YIIpaBjleHUE 3ApaBOOXPaHeHHs AMUHHCTPALUH T. ExatepunGypra B
COOTBETCTBHH C  IIOPS/KOM, YCTaHOBICHHBIM YIpaBlICHHEM 3IpaBOOXPAHEHHS
Anmunuctpanuu r. Ekatepun6ypra.

OTBeTCTBEHHBIC IHMIA TEPPUTOPHATBHEIX OTIENOB 3PaBOOXpaHEHUs 110
3amagaomy, IOxmomy wu T OPHO32BOJICKOMY  YIPABIEHYECKUM OKPyraM ¢
TICPHOMHIHOCTBIO pa3 B 3 yaca 0OpamaloTcs K CBOeMy KaTajory B MunucrepcTse u
[IPOBEPAIOT B KaTaIOre HATMYHE IOCTYUBILHX [TAKETOB JOKYMEHTOB OT MEIHIIMHCKHIX
opraHuzauui, MuHHCTEpCTBA.
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IlocTynusime B TeppUTOPHATBHEIE OT/ENbI 3APAaBOOXPAHEHHUs 10 3amafHOMY,
tO>xHOMY 1 I'0OpHO32BO/ICKOMY YIIpaBIEHYECKHM OKPYTaM, B OT/EIb! 110 OpraHH3alii
OKa3aHHi MEIHUMHCKOH moMowM HaceneHmio CeBepHoro M BoCTOYHOro
ynpasneHdeckux okpyroB B I'AY3 CO «KpacHotrypeuuckas I'b» u I'BY3 CO
«Mpburckas LI'b», B VYnpaBneHue 31paBOOXpaHeHHs AIMUHHCTPAIlUH T.
ExarepunOypra makeTel IOKYMEHTOB IIPOBEPSIOTCS OTBETCTBEHHBIMH JIUIAMM B
TeyeHHe 5 paboyuX JHEH Ha COOTBETCTBHE TPeGOBaHMAM, M3TOXKEHHBIM B ITyHKTE 5
Hacroswero [lopsaaka.

ITaxeThl TOKYMEHTOB, O(OPMIIEHHEIE C HAPYLIEHHEM TPeGOBAHHUIH, H3II03KEHHbIX
B ITyHKTe 5 HacTosimero [lopsixka, BO3BpalIlaroTcst B COOTBETCTBYIOILYIO MeIUIIMHCKYIO
OpraHU3aIIHIo.

ITiceMa B MEOUIIMHCKHE OpPraHH3allid, IOIBEIOMCTBEHHEIE Ynpasnenuo
3/ipaBooXpaHeHuss AAMUHUCTpanuu I. EkarepuHOypra, Hanpasisiorcs YIpaBieHneM
3/[paBOOXpaHeHuss AIMUHUCTpalKy I. ExatepuHOypra B COOTBETCTBHM C HOPSIKOM,
yCTaHOBJICHHBIM Ynpapnenuem 3JIpaBOOXpaHEHHUT AJIMUHUCTpallUd  T.
ExarepunOypra.

Ilpp  orcyrcTBMM 3aMedaHHMii K  OQOPMIEHHIO IIaKeTa JOKYMEHTOB
OTBCTCTBEHHBIE JIMIa TEPPUTOPHANBHEIX OTAENOB 3APAaBOOXPAHEHHUS 0 3alaHoMYy,
FOsxHOMY ¥ I'0pHO3aBOACKOMY yIpaBIeHYECKHM OKpYTaM, OT/EIIOB 110 OpraHH3aIiy
OKa3aHusl MEJUIIMHCKOH oMoy HaceneHuio CeBepHOro yIpaBIeHIecKoro OKpyTa B
['AY3 CO «KpacHotyppunckas I'By, Boctoysoro ynpasnerdeckoro oxkpyra B [BY3
CO «Hpburckas LI'b», VYnpapmeHust 31paBooXpaHeHus AJMHMHHACTPALHUMA .
Exarepunbypra HanpasJisieT MOATOTOBICHHbIH TAKET HOKYMEHTOB, [IpeJHA3HAYEHHBII
AJsL OTAeNa OpraHM3alliM JIEKapCTBEHHOro obecnedeHus u  (papMaleBTHYECKOH
AeATENBHOCTH MHUHHCTEPCTBA, B COOTBETCTBHH C IlOPANKOM 3alHIIEHHOIO
B3aMMOJICHCTBHUS TeyeHue 5 pabodux nHeil (mpuoxenue Ne 3).

8. Bo3Bpar maketa JOKyMEHTOB OCYIIECTBIISAETCS TI0 CIIEAYIOIIAM OCHOBAHHSM:

1) opopmrenre makeTa JOKyMEHTOB Ha TPAKIAHHHA, HE HMMEOIIETO IIpaBa Ha
MCpBI COLMANBHOK IMONJEPKKY II0 JIEKAPCTBEHHOMY OOECIIEYEeHHIO 32 CIET CPECTB
(benepanbHOro MK 0GNACTHOIO BIOKETa;

2) OTCYTICTBHE OIHOTO MM HECKOJNBKAX JIOKYMEHTOB, YKA3aHHBIX B IIyHKTE 5
Hacrosuiero Ilopsanka:

3) OTCYTICTBHE HH(OPMALUM 1O 0GOCHOBAHMIO HA3HAYEHHUS JIEKapCTBEHHOTO
npenapara;

4) oQopmnenwe  3asBICHHS ~ Ha  JIeKApCTBEHHBIM mpenapar,  He
3aperucTpupoBaHHbIi B Poccuiickoi ®enepanmu;

5) odopmienue 3adBIEHHS Ha JEKAPCTBEHHEBIH IpernapaT, BXONAIIUH B
JIBTOTHBIE MEPEYHH, YTBEPHKICHHEIE (PelepabHEIMH H OOIACTHEIME HOPMATHBHEIMU
[IPABOBBIMH AKTaM; '

6) obopMIeHHe 3asBIeHUS Ha JNeKapCTBEHHEIH Ipenapar, OTCYTCTBYIOLIHI B
IEpEeYHE JKU3HEHHO HEOOXONMMBIX M BRKHEHIIMX JeKapCTBEHHBIX IIpenaparos,
YTBEPXICHHOM pacnopsixkeHreM IIpaBurensctsa Poccuiickoit ®enepanun w/wiy B
CTaHIapTe MEJULHHCKOH ITOMOLIH;

7) OTCYTCTBHE B 3asBJIeHHH HH(OPMALHHU O [IpeAUIeCTBYOIIEM NPUMEHEHHU
NPENapaToB U3 YTBEPKAEHHBIX (enepalbHbIMH UM 06IaCTHBIME HOPMAaTUBHBIMHU
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[IPaBOBBIMU aKTaMM JIBTOTHBIX IepedHeH IS JieueHWs OaHHOro 3abojeBaHus H
OTCYTCTBHME OIHCAaHUA He3(DOEKTHBHOCTH UX AEHCTBUS THOO HEIEPEHOCHMOCTH;

8) HOKyMEHTHI, He IOAMAIIIHUEC [POYTEHHIO.

9. 3acemamms Komuccumu mnpoBomsrcs exexBapranbHo. Ha 3acemammsx
Komucenn paccMaTpUBarOTCs IOKYMEHTHI, OQOpMIIEHHBIE H IpPEACTAaBICHHEIE B
MuHBKCTEpCTBO B COOTBETCTBHH C IyHKTOM 5 HacTosmiero ITopsiaxa.

3acenanve Komuccuu fgBideTcs NpaBOMOYHEIM, €CIH B 3aCeJaHHH Y4acTBYET
OoJlee MONIOBHHEI OT cocTaBa uieHoB Komuccun. Cekperaps KoMuccuu 1o 3aceianus
IIPOBOJMT OLEHKY IMOCTYIHBIIMX JOKYMEHTOB B YaCTH 3aIIOTHEHUS COAEPKATEIBHOM
YacTH BCEX IIOJIEM 3asgBIICHUs, HaIW4MA KONWH TMpHIaraeMblX K 3aABJICHHUIO
IOKYMEHTOB. |

B cinydyae BBIIBIEHHBIX HapylIeHUS B O(GOPMIIECHHH IIPEICTABIEHHOIO IAKETa
JOKyMEHTOB it paccMoTpenus Kommccmeif, cexperapps Komuccuu Bo3Bpalmnaer
JOKYMEHTHI B MEIUIUHCKYIO OpraHu3anuo. He MONHEBIA MakeT JOKYMEHTOB W/HIIU
JIOKyMEeHTBI, O(MOpMIeHHbIE C HapylleHHeM, Ha 3acefaHuu KoMuccuu He
paccMaTpUBaOTCS. :

Hrenbl KOMUCCHM paccMaTpHBAIOT AOKYMEHTHI H HPUHHUMAOT PEIIEHHE 00
OOOCHOBaHHOCTH Ha3HAYEHHS XM3HEHHO HEOOXOIMMOrO JIEKAPCTBEHHOIO Ipenapara,
¢ 00s13aTeTFHEIM 00OCHOBAaHHEM OTKA34.

10. ITporoxon pemenns Komuccnu odopmisiercs cexperapem Komuccnu B 2-x
SK3EMILTIpax, MOANUCHIBAETCS MpeceaaTeieM U dwieHaMHd KoMuccuu, yTBepxKaercs
Munuctpom 3npaBooxpanenus CeepanoBckoit obmacti. OquH SK3EMILIAP OCTACTCS ¥
cexperaps Komuccuy, BTopoil sxk3eMIuIsip nepenaercs npeacenatemo Komucenn.

11. Cexperapp Komwuccuu HampaBisfeT BBIMCKY M3 HPOTOKOJNA pEIICHUS
Komuccuu B BUZle 97IEKTPOHHOIO HHCEMa IO «J[eJ0BOM ModYTe» C MPOTpPaMMHOTO
anmapaTHoro komiuiekca VIPNet kmuent (manee - ITAK) Munucrepcrsa Ha TTAK
TEPPUTOPHMANIBHBEIX ~ OTHCJIOB 3[paBOOXpaHeHHs 1o 3amaguomy, HOkHOMY
['OpHO3aBOJICKOMY YTIPaBIEHYECKHM OKpYTaM, OTAENOB IO OpraHM3alMd OKa3aHHS
MEJUIUHCKOM oMo HaceneHuto CeBepHOro M BocTo4YHOro yrpapieHIecKmx
okpyros B 'AY3 CO «Kpacnorypsusckas I'b» u I'BY3 CO «Mp6utckas LITBy» s
NPeOCTaBICHUSA B MENUIIMHCKME OpraHM3allu¥, HalpaBHBINKE JOKyMEHTHl Ha
Komuccmto. [t ipefiocTapinenns B MEIULUHCKIE OPTaHU3aL1H, TI0JBEIOMCTBEHHbIE
YIpaBlIeHHIO 3/[paBOOXpaHEHHs AJMHHHCTpanyi r. Exartepunbypra, mpoToOKOI
Hanpasisiercs: Ha [IAK MBY «Ilentp Menunkom» ¢ Temoit ®U_ V3.

12. 3axymxa JeKapCTBEHHBIX IIpenapaToB MEHHCTEPCTBOM OCYIIECTBIACTCS B
COOTBECTCTBHH C 3aKOHOJATeNILCTBOM Poccuiickoii Denepalini 0 KOHTPAKTHOM cUcTeMe
B cepe 3aKyNOK TOBapoB, paboT, YCIYr A obecmedeHMs IOCYAapCTBEHHBIX
M MyHHIMIATBHBIX HYXI.

13. MepuiuHCKas OpraHu3aliis OpraHu3yeT BEIUCKY PELIENTOB IPaXIaHHHY B
CTPOrOM COOTBETCTBHH ¢ mporokonoM Komwuccunm M mprikasamu MuHucTepcTBa
3npaBooxpaHenus Poccutickoii ®@eneparuy.

14. PerienTel c4UTarOTCSA HECHCTBUTEBHBIMY B CIydasx:

1) M3MeHeHHs HaMMEHOBAaHHSA JeKapPCTBEHHOTO IperapaTa, (pOpMbI BHITYCKa U
JO3UPOBKH;

2) IpeBBILICHNs KONMYECTBA YIIAKOBOK, Pa3pellieHHOro mpoTokoioM Komuccenu;
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3) BLINKCHIBAHHS PEIENTOB IPaXIAHHHY, HE HMMEOIIEMY IOJIOKHUTEILHOTO
perenus Komuccun.

15. B cityyae oTMeHBI JTeKapCTBEHHOT'O TIPENapar H/UIK CMEeHBI CXeMBI JICUeHH s,

WIM BHIOBITHA TIpaXIaHHHA ¢ Teppuropur CBepIoBcKOH o6macTd Ha HHOE
TIOCTOSIHHOE MECTO MPOXXUBAHHKSA MIIM €TI0 CMEPTH, MEAMIMHCKAS OpraHu3anus obs3ana
OQHIMATBHO H3BECTUTh MHUHHCTEPCTBO B TeYEHHE 5 paboumx AHEH ¢ MOMeHTa
cOOBITHS. | :
16. ®apMmaneBTHUECcKas OpraHHU3alisd, OKa3bIBAIOIIAs YCIYTH O NPHEMY OT
TIOCTABUIMKOB, XPaHEHUIO, YY€TYy M OTYETHOCTH, TPAaHCIIOPTHPOBKE B alTEYHEIE
OpraHM3alli¥l ¥ OTIIYCKY JICKapCTBEHHBIX IIPeNapaToB IpaxJaHaM, UMEIOIIHM IIPaBOo
Ha MEpBI COLIMAIBHOM MOJAEPIKKH I10 TEKAPCTBEHHOMY 00€CTIEYeH IO, OCYIIECTBIIAET
JOCTABKY JKU3HEHHO HEOOXOIMMBIX M BaKHEHINMX JIeKAPCTBEHHBIX IpEIapaToB, B
anTeYHBIE OpraHM3allvy, OMNpeNeNCHHBIE IPHKa3oM MUHHCTEpCTBA, TONBKO IIPH
HaJIMYUH peLierTa.

17. Anreunble OpraHu3alMy OCYILECTBISIOT OTIYCK IPaXIaHAM >KH3HEHHO
HeoOXONMMBIX U BaXKHEHIINX JIeKapCTBEHHBIX [IPENapaToB B CTPOrOM COOTBETCTBHH C
nporoxosoM Komuccuu.

OTmyck IeKapCTBEHHBIX IIPEIapaToB OCYIIECTBISETCS TOIBKO B TeUEHHE CPOKa,
yKa3aHHOTO B Ipotokoine Komuccuu, He NOMycKaeTcs 3aMeHa JO3UPOBOK ¢ GoIbIIeit
Ha MEHBIIYIO, Y€M YKa3aHO B peLeliTe, C IepepacyeToM JO3HPOBKYU Ha KYPCOBYIO J03y.

IIp BpeMEHHOM OTCYTCTBHMH BBIIHCAHHOTO JIGKAPCTBEHHOTO IIpeIapaTa Ha
MOMEHT OOpallleHHs TpaXXJaHHHA OPraHMU3yIOT OTCPOYEHHOe OGecIeyeHue Hu
NPHHUMAIOT MEPBI K CKOpEHILEMY IOy Y€HHIO JIEKapCTBEHHOTO MIPENapaTa.

ANTeYHBIe OPraHU3alMH €XEeMECTYHO (POPMUDPYIOT PEECTpHl JeKapCTBEHHBIX
CPE/CTB, OTIYIIEHHBIX Ha OCHOBaHWHM MpoTOKona Komuccuu, W HampaBisioT B
DapMaleBTHYECKYIO0 OPraHU3AIMIO IS IPOBEAEHHUS SKCIIEPTHU3HI ¥ OILIATEL

18. Amnreunble opraHuzanuE, O0ECHEYHMBINME pEIEeNT, BBIIHCAHHLIN
TpaXXIaHUHY, HE HMEIOIIEMY paspellneHdss KOMHCCHH HIH HE COOTBETCTBYIOLIETO
nporoxoldy KomuccHu 10 fate, KOJMYEeCTBY Ipenapara WM JO3HPOBKE, OYIyT
0053aHBI BO3MECTHTE MHHHCTEPCTBY OTIIYEHHBIH JTeKapCTBEHHDIMN Ipernapar.

19. ®apmaneBTHUecKas OpraHu3alys IPeACTaBIIeT He0OX0IAMBIE JIOKYMEHTHI
AJI1  POBENEHUS OKCIEPTH3Bl PEEeCTPOB DEIENTOB B OTAE] OpraHU3alluM
JIEKAPCTBEHHOIO 00ECTIeYeHU U (hapMalleBTHYECKOH AesTeNbHOCTH Munuctepcrpa u
B YCTaHOBJIEHHOM IIOPSIKE.
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hopma Ipunoxenue No2
K pHKasy MUHHCTEpPCTBA 3APaBOOXPAHEHHS
Crepy1oBCKOI 00macTu

or_ 08 OEB2B N {69-n

Cornacue :
H2a 00paboTKy NmepcoHaIbLHLIX AAHHBIX

(Qamunus, ums, omyecmeo, adpec pezucmpayuu no MeCmy HCumenscmea;
cepus, Homep OCHOBHO20 OOKYMEHMA, YOOCMOEepaIone20 AU4HOCY,
ceedenus 0 dame 8bI0AYU YKAZAHHO20 OOKYMEHMA U 8bIOAGULEM €20 opeane)

B COOTBETCTBHM ¢ TpeGoBaHMAMH cTaThu 9 MemepanbHoro 3akona ot 27.07.2006 Ne
152-®3 «O nepcoHaNBHBIX NaHHBIX» IOATBEPKLAID CBOE COTNIACHE Ha 00paboTKy
IMencnonubim ponmom Poccuiickoit Meneparuu (ero TEPPUTOPHATBHBIMH OT/AEIIAMH),
MunuctepctBOoM  3npaBooxpanenus CBEpATOBCKON 06IACTH, B TOM  YHCIIE
TCPPUTOPHANILHBIMM  OTACNIaMM  3APABOOXpaHeHHs Mo 3amagHomy, IOxHOMY H
I'0pHO3aBOACKOMY YIIpaBIeHYECKHM OKpyraM, OTAeaMH 110 OPTraHH3alHH OKA3AHMA
MEJIMUMHCKON momomy Hacelenuto CepepHoro u BocrodHoro ympasieHueckux
okpyroB B I'AY3 CO «Kpacnorypeunckast I'b» u ['BY3 CO «Mp6urckas I{['B,
YnpaBieHHeM 31paBOOXpaHEHHs AIMHHHCTPAlUH T. ExarepunOypra (mamee -
Oneparopsl) MOHX NMEPCOHANBHBIX JaHHBIX, BKIIOYAIOMIX DaMHIIHIO, UM, OTYECTBO,
TI0JI, NaTy POXICHMA, afipec MEeCTa JKHTENbCTBA, KOHTAKTHEIM TenedOH, PeKBH3UTEHI
nonuca OMC, crpaxoBoif HOMep HHAWBHIYAaJIbHOTO JIMIEBOTO cueTa B IIeHCHOHHOM
¢donme Poccuun (CHWJIIC), naHHEIE O COCTOSHHHM MOEro 37I0POBBS, B IEJIX
o0eCreYeHnss IKU3HEHHO HEOOXONUMMBIMM JIeKapCTBEHHBIMH IpernapaTaMu, He
BXOMAIMMMHA B IIGPeYHH, YTBEPXKJAEHHble GelepalbHBIME M 00JACTHBIMH
HOpPMaTHBHBIMU IPaBOBBIMH aKTaMH. B mpomecce okasaHust MHe Mep COIHAIBHOI
TOJIEPXKKH 110 OOECIIeYeHHIO JIeKapCTBEHHBIMH IIpEriapaTaMi 3a CYeT CpelCTB
001acTHOTO OX0/KeTa, 51 IPEeJOCTABIIAIO IIPABO Me THIIAHCKAM pabOTHHKaM TiepenaBaTh
MOM II€pCOHANBHbIE JAaHHBIE, COACPXKALNE CBENEHHS, COCTABIIOLIME BpaueGHYIO
TalfHy, JPYTUM JOJKHOCTHBIM JiHiiam OnepaTtopos.

INpemocrapnsao OnepaTopaM MpaBo OCYILECTBISTH BCE MeHCTBHS (omepanuu) ¢
MOUMH IIEPCOHANBHBIMA JaHHBIMU, BKJOYast cOOp, CHCTEMATH3allUio, HAKOIUICHHE,
XpaHeHue, 0OOHOBJIEHHUE, U3MEHEHHe, HCIIOIB30BaH1e, 00e3/IHIHBaHHE, O10KUpOBaHue,
yHuuTOXeHHe. Omepatopsl BHpaBe 06pabaTeIBaTh MOM IEPCOHANBHBIE JaHHBIE
IIOCPEICTBOM BHECECHMS UX B DJIEKTPOHHYIO 0a3y NAHHBIX, BKITIOYEHHS B CIIMCKU
(peectpsr) U OTYETHBIE ¢dopMmel, IIpely CMOTPEHHEIE IOKYMEHTaMH,
PETIAMEHTUPYIOIMMHA  [IPEJOCTABICHIE OTYETHBIX JAaHHBIX (HOKYMEHTOB) IO
OKa3aHWIO MEp COLHMATBHOH NOANEPKKH II0 OOECIEYEeHUIO JIeKApCTBEHHBIMH
I[IperrapaTaMH 3a CYET CPeiCTB 00JaCTHOro OI0IKeTA.
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OnepaTopbl UMEIOT IIPaBO BO HCIIOTHEHHE CBOMX 0053aTeNsCTB 110 paborte 110
OKa3aHHIO Mep CONHAJIBHOH MOIAEPKKH II0 OOecCleYyeHHuro JIEKapCTBEHHBIMU
IpenapaTaMH, 3a cYeT CpelicTB 00JacTHOro OromKeTa Ha oOMeH (npuem u repenady)
MOHWMH IICPCOHAIBPHBIMHM NaHHBIMU C MEOUIIMHCKHM YUpEKACHHEM H alTeYHBIM
YUpEIKACHUEM C HCIOJIb30BaHHEM MAaUIMHHBIX HOCHUTENeH WX II0 KaHajlaM CBSI3H C
coOIrofeHUEM Mep, 00eCHeYHBAIOIKUX HX 3alTy OT HECAHKIIMOHHUPOBAHHOIO
A0CTyIa, IpU YCJIOBHH, YTO UX IpueM U oOpaboTka OynyT OCYIIECTBIIATHCS JIUIIOM,
00s3aHHEBIM COXPaHATh IPO(ECCHOHATBHYIO TaiHy.

Cpox XpaHeHHS MOHX NEPCOHANIBHBIX JaHHBIX COOTBETCTBYET CPOKY XpaHEHUS
NEPBUYHBIX MEOUIIMHCKHUX JOKYMEHTOB (MeIHIIMHCKON KapTel) H COCTaBIAET
<ABaauarh IIATH JIET>.

Ilepemaya MOMX TIEPCOHANBHBIX MAHHBIX WHEBIM JIHIIaM MWIH HHOE HX
PasrilaieHue MOXKET OCYIIECTBIATECS TOJBKO C MOEro IMMCEMEHHOI'O COIJIacHs.

Hacrosmmee cormacue naHo MHOI : 20 r. m peictByer
feccpouHo.

1 octaBisiio 3a COG0M MpaBo 0TO3BATh CBOE COIIACHE IIOCPEICTBOM COCTABIICHHUS
COOTBETCTBYIOLEr0 MICEMEHHOI'O IOKYMEHTA, KOTOPBIH MOXKET ObITh HalpaBJIeH MHO
B azipec Omepartopa 10 M04Te 3aKa3HBIM IIMCEMOM C YBEIOMIECHHEM O BPYYeHHH 60
BPYYeH JIMYHO I10]1 PacIMCKy npexncraButento Oneparopa,

B ciydae moiy4eHus MOero MHCHMEHHOTO 3asBJIEHHS 00 OT3BIBE HACTOSIIErO
COrVIalIeHys Ha 00paboTKy NepcoHaNbHBIX JaHHbIX OnepaTop 06sA3aH MPeKpaTHTh HX
00paboTKy B TedeHHe IlepHOjia BPEMEHH, HEOGXOLUMOrO IS 3aBepIIeHHS
B3aMMOpPaCi€TOB I10 OIUIATe OKa3aHHOW MHE [0 3TOTO CONMAIBHOIN IIOMOIIH IO
IEKapCTBEHHOMY OOECIIEUEHHUIO 3a CIET CPEICTB 00JIACTHOTO GHOKETA.

KonTakTHEI! Tenepon ¥ ITOYTOBBIH afipec

[Toxmuce CY6’LBKT3 TIEPpCOHATIBHBIX JaHHEIX
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IIpunoxenue No3

K NpuKasy MuHHCTEpCTBa 31paBOOXpaHEHM S
CBepzbﬂOchoﬁ 00macTi

or_ U8

OEB 0B o /6% —p

Ilopsmoxk
3alHIIEHHOI0 B3aUMOIeHCTBUS

1. Tlopsimox paspaboran B ILemsix coGmIOfeHHs KOH(MHISHIMATBHOCTH |
obecriedeHns 6€30MaCHOCTH IIEPCOHANBHEIX JAaHHBIX TPAXKIAH IIPH HX obpabotke B
COOTBETCTBUM CO CcTaTh€i 19 DemepanbHoro 3akoHa ot 26.07.2006 Ne 152-®3 «O
IIEPCOHANBHBIX JaHHEIX).

2. MemunuHCKHE OpraHu3alyu:

2.1. OTBeTCTBEHHOE JHIO MEIHITHHCKOH OpraHu3alvi, OTHECEHHOH K
I'oprosaBoackomy, FOskHoMy iy 3amaqHOMY YIpaBIeHIeCKHUM OKpyraM, cobupaer
KOMIUIEKT ~HEOOXOQUMBIX JTOKYMEHTOB, CKaHHpyeT CGhOPMHMpPOBAHHBIA [TaKeT
AOKyMEHTOB, CO3/1aeT JOKYMEHT (JlaJiee — JOKYMEHT ITallHeHTa) B TEKCTOBOM (hopMarTe,
HanpuMep .doc mmu .txt, comepammit: ®.1.0., CHUJIC, momuc, HauMeHOBaHHe
MEIMIMHCKO! OpraHM3alliH, KO YIPeXICHHUS 30PaBOOXPAHEHHS — ¥ HANpPaBIIAeT 110
«[lenoBoit noure» Ha aboHEHTCKHH MyHKT «02_ 02 Paii1 HCKIOTeHusy (manee — AI)
IHUCbMO I TEPPUTOPHANIBHOIO  OTAeNa MHHMCTEpCTBa — 31paBOOXpaHEHHS
CaepnnoBckod obnactu (namee — MUHHCTEPCTBO) ¢ O6GA3ATETBHBIM yKasaHUEM
CIIEAYIOLIMX TOJIEH:

a) rems: ®W_TO_JIur, rae Jlut — I gna TopHO3aBogcKoro TEePPUTOPHAIIBLHOTO
ornena, 0 — mus IOxHoro TeppuropmamsHOro otdmena m 3 — mnd 3amagHOTo
TEPPUTOPHAIIEHOTO OT/ENA,;

0) BIIOXeHME B BUJIE apXUBA C OTCKAHUPOBAHHEIMH JOKYMEHTAMH 1 IOKYMEHTOM
nampeHTa (M daiina JOMKHO ColepXaTh HAUMEHOBAHHE YUPEXACHHUS).

2.2. OrTBeTCTBEHHOE IHMI0 MEIWIMHCKOM OpTAaHH3AIUM, OTHECEHHOrO K
Cesepromy, BocroynoMy ympaBieH4ecKUM OKpyraM, coOHpaeT KOMIUIEKT
HEOOXOMMBIX JIOKYMEHTOB, CKAaHUPYeT COOPMHUDPOBAHHEIA ITaKeT JIOKYMEHTOB,
CO31aeT NOKYMEHT B TEKCTOBOM (opmate, Hampumep .doc wiu .txt, comepikaruii:
O.N.0., CHUIIC, momuc, HauMeHOBAaHHE YUPEXKAEHUA 3paBOOXpAHEHHs, KOJI
YUpeXACHUA 34paBOOXpaHEHHA — M HanpasiseT 1mo JleoBoif mouTe Ha aGOHEHTCKHEL
myekr  «MY_1784 KPACHOTYP-ASL TIB 01 I'» wim «MY_0300 MVY3
WPBUTCKASL LII'b_01_I'» COOTBETCTBEHHO MNHCEMO AJis OTHENA OpraHu3aluu
OKa3aHWi MEJMIMHCKOH IIOMOINM HACENEHHMIO C OOS3aTeNbHEIM —yKA3aHHeM
CJIEQYIOIIUX MOJIEH:

a) TeMbl: Daii HCKITFOUEHMS,

0) BlIOKeHUe B BHAE apXUBA C OTCKAHUPOBAHHBIMH JIOKYMEHTaMH B JOKYMEHTOM
nanpenTa (UM ¢daiiia JOIDKHO CoAepKaTh HAMMEHOBAHHE YUPEKIEHUS ).

2.3. ®aiin, HanpaBJIEHHEIH B COOTBETCTBHY C NyHKTaMH 2.1. u 2.2. HacTosIero
Iopsinka, mpuauMaetcs B Munucreperse Ha All u B Clly4ae KOPPeKTHOTO YKa3aHHs
TEMBI IIHCbMa aBTOMATHUYCCKH MEPEMELIaeTCa B KAaTallor, NpeJHA3HAYeHHBIH I
COOTBETCTBYIOLIETO TePPUTOPHATILHOrO OTAeTa MUHUCTEPCTBA.
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2.4. MenuiMHCKKME OPTaHU3aITHH C 33JaHHOMN [IEPHOAMIHOCTHIO IPOCMATPHBAIOT
«JlenoByi0 mOYTY» Ha CBOMX abGOHEHTCKHMX IIHKTAX C IIeJIbIO OIEPATHBHOIO
pearupoBaHus Ha IIOCTYIAIOLINE OT TEPPUTOPHATBHBIX OTAEIOB MUCHEMA.

3. TepputopuanbHble OTAEIEI MUHHCTEPCTBA.

3.1. Teppuropuansnble otrens] MUHHCTEPCTBA OGECTIEYHMBAIOT KOHTPOIE
KOPPEKTHOCTH JOKYMEHTOB, BO3BpaT JOKYMEHTOB B MEIHIIHHCKHE OpraHU3al[dH I
BHECEHHUs UCIIPaBIICHHUH, [Iepe/iaya KOPPEeKTHHIX JOKYMEHTOB B MUHHCTEpCTRO.

3.2. OTBeTCTBEHHOE IHMIO B TeppUTOpHaNbHOM oTaene (I'OpHO3aBOICKOM,
IO>xHEIH, 3anafHblii) ¢ IEPHOIMYHOCTEIO B 3 yaca 0bpalnaeTcs K cBOEMy KaTaory B
MusucrepctBe ¥ MPOCMAaTpUBaeT IOCTYIMBIIME JOKYMEHTEL B ciry4ae
HEOOXO/IMMOCTH HAIPABJICHHsS OTBETHOr0 MHCHMa B MEUIMHCKHE OpraHM3alliy
TOTOBUT (haidn, comepxaInuii TEeKCT OTBETA, U IPH HEOOXOIUMOCTH JOIONHUTEIBHEIE
MaTepHasl (B Ciydae eciu TpebyeTcs HalpaBUTh HECKOIBKO (ailioB, — apXHBHpYET)
¥ BBIKIAJIBIBACT TOTOBBIA (hai B KaTalor, OTBENEHHBIH i oOGpaTHOH CBSA3HM C
KOHKPETHOM  MEIUIMHCKONW  opraHusanueif. Ilpu  oTcyTcTBMM  3aMevaHuii
TEPPUTOPHUATIPHEIA OT/EN BBIKIAJbIBAET TOTOBBIM [AKET JOKYMEHTOB B KATaJIOT,
NpeHa3sHaYeHHBIA [ OT/AeNa OpTaHW3allUd JIEKApCTBEHHOTO oOecHedeHHs Wu
(hapmManeBTHYECKOH NesTenbHOCTH MUHKCTEpCTBA.

3.3. Ormensl opraHM3allMd OKa3aHHS MEJULIMHCKOM [OMOINM HACEJCHHIO B
BocrounoM uin CeBepHOM ynpaBlIeHIECKHX OKpyTrax IpOBEPSIOT KATAIOT BXOISIITIX
nuceM  «/lenoBod Mmo4TH» Ha aGOHEHTCKOM IIyHKTE, IIOTYdaloT IIOCTYIHABILIHE
AOKYMEHTEI, TPH HEOOXOJUMOCTH HAMNpaBIAIOT OTBETHBIE [MCBMAa B  ajpec
MeIULHUHCKOH opranusaiuu. [Ipu oTcyTcTBIY 3aMedanmii HAIPaBIISIOT FOTOBbIMH ITAKET
AOKYMEHTOB B BHJie MCbMa Ha Al ¢ 0043aTenbHEIM yKa3aHueM cleyIONUUX MoJIe:

a) TeMsl: ®11_M3;

0) BIIOXKEHHE B BUIIE apXUBa C OTCKAHUPOBAHHBIMH JOKYMEHTAMH K JIOKYMEHTOM
nanveHTa (uMa  Qaiina  OMKHO comepXaTh HaMMEHOBAaHMUE METHIIHHCKON
OpranM3alliH, IOATOTOBUBILETO MAKET JOKYMEHTOB).

3.4. Qaiiy, HaNPaBJICHHEIH B COOTBETCTBHIH C MyHKTaMu 2.1. 1 2.2. HACTOSIIEro
Iopsinka, npurnMaercs B Munucreperse Ha All u B cinyuae KOPPEKTHOTO YKa3aHHA
TEMBI TIHCbMa ABTOMAaTHYECKH IE€peMEINAaeTCs B KaTalor, INpeqHa3HAYEHHbBIH s
OTAeNa OpraHW3allik  JIEKapCTBEHHOro obecrmedeHHA U (apMalleBTHYECKON
IEeATEIBHOCTH.

4. YnpasneHue 30paBoOXpaHeHHUs AJMUHHACTPALINH T. ExarepunOypra.

4.1. Jlnt nepemaun wmHpopManmy B MHUHHCTEPCTBO W3 Yipasneuns
3 paBOOXpaHEeHHUs AnMuBHCTpammu T ExarepunOypra, Vipaenenuem
3/paBOOXpaHeHHs AJMUHUCTpauuu I. ExarepunGypra HampaBisercss IHCEMO IIO
«[lenoBoii mouTe» ¢ abGOHEHTCKOro MyHKTa «entp Memurkom» Ha AIl ¢ TeMmoii
«®U_M3» 1 3aapXMBHPOBaHHBIMH JOKYMEHTAMH B BHJIE daiina-Broxxenus.

4.2. MWHHMCTEPCTBO HAIIPAaB/IAET OTBETHBIE [IMCHMA B VYnpasnenue
3/IpaBOOXpaHeHus AJIMUHHUCTpaluH I. Exatepun6ypra mo «Jlenosoit mourey ¢ AIT Ha
abonenTckui myHKT «IleHTp MemmaKOMY ¢ TeMoit «PH_Y3» u 3aapXUBHPOBAHHBEIMU
OOKYMEHTaMH B BUJie (haiiia-BI0KEeHMS.

4.3. CBs3p MeXAy MeAHIHMHCKHMHU OpraHU3alUiIMHU, I10JBEIOMCTBEHHBIMH
YpapieHuto 31paBoOXpaHeHust AJIMUHHCTpPAIUH T. Exarepunbypra, Yupasneauem
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3/paBOOXpaHeHHs AJMHHUCTpanuu I. ExarepunGypra u IlenTpom «Memguakom»
pealu3yeTCs B COOTBETCTBMM C IOPSAKOM, YCTAHOBIEHHBIM YIpaBIeHHEM
3/paBOOXpaHeHus AJIMUHACTpalyy r. Exarepunbypra.

5. TexcTl U TeMbl HCeM, 0GPaGOTaHHBIX ABTONPOLIECCHHIOM, He TONANAIOT K
KOHEYHOMY ToJtyqaTeno. llepenaroTcs TonsKo BIOKEHHS.

6. MuHKCTEpCTBO.

6.1. ITo «/[lenoBoit moute» co cBoero AIl HampaBiseT BHITUCKM H3 IIPOTOKONa
paccMoTpeHus 3agBieHMd KoMuccuell 1Mo oreHke 060CHOBAHHOCTH Ha3HAYEHHS
KM3HEHHO HEOOXOIMMEBIX M BOXKHENIIUX TeKapCTBEHHBIX IIPENIapaToB, HE BXOAIINX B
IICPEYHH, yTBEPIKICHHBIE (heflepabHEIMA H 00IaCTHEIMH HOPMATHBHBIMU IIPaBOBBIMHU
aKTaMHU ¢ pasOMBKOM O MEIMIMHCKAM OPraHU3alusIM U B COOTBETCTBHH C IIyHKTOM
4.2. Hacrosero ITopsaaka.

6.2. Cexpetapro Komuccnu no olieHke 060CHOBAHHOCTH HA3HAYCSHUS JKH3HEHHO
HEOOXOIMMBIX M BaKHEHIIMX JIeKAPCTBEHHBIX IpenapaToB, HE BXOAALIUX B ITEPEUHH,
YTBEPK/ICHHBIE (enepabHBIMI B 00JaCTHEIMM HOPMATHBHEIMH IIPaBOBEIMU aKTaMH
CKCKBAPTATBHO  [PENOCTaBIATE B  SIEKTPOHHOM BHJIE OTBETCTBEHHOMY 3a
OKCIUyaTaluio  MH(GOPMalMOHHOH  CHCTEMBI  IEpPCOHAIBHBIX  MAaHHBIX W
«BemoMcTBeHHAs ceTh Tepemadd  JAHHBIX MunucrepcTBa  31paBOOXpaHeHUs
CBep/IoBCKOH 00/IacTH» MepedeHb MeqUIMHCKIX OpraHusaluii, paboTaromux o
«Dalliry HCKIIIOYEHU.
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