HPABMTEHBCTBO' CBEPHHOBCKO?E OBHACTHU
MUHUCTEPCTBO 3IPABOOXPAHEHHA CBEPIJIOBCKOM OBJIACTH

HPHUKA3 »
0 8 GEB J0% o {B% —n

. Exarepunbypr

O nopaoke dononnumenviozo obecneuenusn na amOyamopuom Imane nedenus o
HCUIHEHHBIM NOKAZAHUAM JIEKAPCIMBCHHbIMU HPERAPAMAMU, He GKIIOYCHHBIMU €
Hepeunu, ymeepicoennsie hedepansnvimu u obaacmuvimu HOpMamueHvIMu
RpasosbiMu AKMAMU, HO RPEOYCMOMPERHIMU CIMAROAPIMAMU MeQUUUICKOT
ROMOULH U nEPEUHEM HCUTHEHHO HEODXOOUMbIX U BANCHEIHIUX 1EKAPCIMBEHHBIX
RPERAPAMOos ONA MEOUHUHCKOZ0 NPUMEHEHUA OMOETbHBIX Kamezopuil 2paxcoan
Poccuiickoii @edepauyuu, npoxcusaiowux ¢ Ceeponosckoii obnacmu, 3a cuem
cpedcme 0baacmuozo 610dxicema

C membto rapaHTHPOBAHHOIO U AOCTYIIHOTO 0GECTIeUeH S OTaeIbHEIX KaTeropuit
rpaxgad  Poccuiickoi Denepalyy, NPOXHUBAIOLNIMX B CeepnitoBckoit  ofnacry,
UMEIOTINX HPaBo Ha MEPB COUMANEHOM IOLEPKKH 110 JIEKAPCTBEHHOMY 06€eCTeYeH IO
B paMkax OKasaHMS MM IEePBHYHOW MeIUKO-CAaHUTAPHON IOMOLIM, IKH3HEHHO
HEOOXOMUMBIMH M Ba)KHEHIIMMH TeKapCTBEHHBIMH [IpermapataMi, HE BXOHSILAMMU
B LICPEHM,  yTBCP)KUECHHbIC  (QeJepalbHBIMA M OONACTHBIMH  HOPMATHBHBIMH
UPABOBBIMH ~ aKTaMH, B COOTBGTCTBHM C IOCTaHOBIeHHMeM IIpaBHTenbcTBa
Ceepunosckoit obumacTu ot 22.06.2017 Ne 438-ITT «O Mepax COUMAIBHON MOJAEPIKKH
OTHENLHBIX  KATETOPUH  TPakJaH, UPOXKHBaOMMX B CBeploBCKoil obnacTw,
10 O0ECTIEYCHUIO JICKAPCTBEHHEIMH  IPElapaTaMu MEJIMIUHCKUMHA  H30eTHIMHU
OeCIUIaTHO ¥ Ha JIbIOTHBIX YCIOBMSX MO peUenTaM Bpaded B (apMaleBTHYeCKUX
OpraHM3anuax 3a CYET CPeJICTB 00IaCTHOIO OIOKETay

ITPUKA3BIBAIO:

1. YTBepmuth:

1) mopanok momonnuTensHOro ofecnedeHus Ha amMOyIIaTOPHOM 3Tare JIeYeHns
IO JKM3HCHHLIM IIOKA3aHHAM JIEKAPCTBEHHBIMH NPENapaTaMi, HE BKITIOYEHHBIMHU
B ICPeHHHM, YTBEPXKICHHbIC (QelepatsHbIMH M OBIACTHBIMHU HOPMAaTHBHBIMHU
PaBOBLIME aKTaMU, HO IIPENYCMOTPEHHBIMH CTAHAAPTAMH MEJHIMHCKON MOMOIIH
¥ [IEPCHHEM KU3HCHHO HEOOXOAMMBIX H BAKHEHIIINX TeKAPCTBEHHbIX IpenapaTos s
MEJIMUHHCKOIO  IIPHMEHEHHS  OTHeNbHLIX KaTeropud rpaxgan  Poccuiickoil
Denepatuy, MpoKUBaIOIMX B CBepIUIOBCKOl 00J1aCTH, 32 CUET CPeAcTB 06JIACTHOTO
Cromxera (mpynoxerue Nel );

2) ¢opmy cormacus Ha obpaGorKy TIEPCOHANBHBIX JAHHBIX TPaX/IaHHHA
(mpunoxenue Ne2);

3) HOPSIIOK 3aIHIIEHHOTO B3aMMOIeHCTBAS (npunoxenue Ne3).

2. 3amectutemo MuuucTpa 3apaBooxpaHeHus CBepaIOBCKON 00nacTH
C.b. TypxoBy obecreunts padoty Komuccmu 10 oueHke 06OCHOBAHHOCTH
AOHOJHMTENLHOTO  HA3HAYCHUS — JKM3HCHHO  HEOOXOOMMBIX M BaXKHEHIINX
CKAPCTBCHHEIX ~ NPENApaTOB, HE  BXOAINMX B IIEPEUHH, YTBEPXKACHHEIE

Oraeyarano airs MurucrepeTea sapasooxpanesus Ceepranosckoll ofnacTy, saxas Ne 3782, tupa 11 400
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esrepanbHEIME M OOACTHBIMM HOPMATHBHBIME IIPaBOBBIMM aKTamy (manee —
KoMuccus), B COOTBETCTBHH C TOPSAKOM JOIOMHUICIHHOIO oOfechedeHus Ha
amMOy1aTOpHOM OdTalle JIeYeHHs MO >KM3HCHHBIM [OKA3AHMAM NeKapCTBCHHBIMH
npernapaTaMd, HE BKIIOYEHHBIMU B IIEPEYHM, YTBEpXKIEHHBIE (pelcpaibHbIMH U
'OBJIACTHRIMM ~ HOPMATMBHBIMM  [IPABOBEIMH  aKTaMH, HO HpPeXyCMOTPEHHEIMH
CTap/lapTaMi  MEIMIMHCKON IOMOIMH M IIepeyHeM JKH3HEHHO HeoOXOJMMBIX H
BaXHEHIIHX TeKapCTBEHHBIX IPEHapaToB Il MEIULWHCKOIO IPUMEHEHHS OTIeTbHEIX
kareropud rpaxzad Poccuiickoii Pemepaitun, npoxuBaoompx B CBepaIoBCKoi
00JacTH, 3a CYeT CPeACTB OGNAacTHOrO OIOIGKETa, YTBEPIKIEHHBIM HACTOSIIHM
TIPHKA3OM.

3. 3amecturemo Munuctpa 3xpaBooxpaHenms CBepUIOBCKOR  oGnacTH
H.H. Kuseneso# obeciequts nocneqyionyil KOHTPOIb 3a HCIIOJIb30BAHHEM CPECTB
Ha JOMONHHUTENbHOe obecieycHue JeKapCTBEHHBIMH NpPEeNnapaTaMH  OTHENBHBIX
Kareropuil rpaxaaH Poccuiickoit ®ejeparmu, mpoxusaommx B CBep/AIOBCKOM
0bacTd, HMEIONMX IPaBO Ha UPEAOCTABICHHE MEP COUMATBHOMN MOMIEPKKHU 3a CHeT
cpenacTB 00JIacTHOrO OrOKeTA.

4. HauanbHuky oriena GyXraitepckoro ydera W OTYETHOCTH MUHHCTEpCTBa
sapasooxpaHenust Ceepanosckoif obnactu M.B. IIsenosoii:

1) obecrieunTh yuer (pHHAHCOBBIX CPENCTB, BBHIIEIECHHBIX Ha BBHIIICYKA3AHHDIE
ey,

2) TPeNoCTAaBIATE OTUETHOCTh B MuHKCTEpeTBO (uiHaHCOB CBEpATOBCKOM
obmactu.

5. 3aMeCTHTeN0 HaYaNbHUKA OT/ACNA OPraHM3alMH  JIeKAPCTBEHHOTO
obecrieuenus 1 GapManeBTHIECKOH fesTenbHocTH MHHICTEPCTRa 3PaBOOXPAHEHHS
Caepasosckoit obnactu Tonopkosoit WL.H.:

1} opramuzoBaTh ofbecneycHie Ha aMOYIATOPHOM 3Talie JieYeHHs >KM3HCHHO
HEOOXOAUMBIMU M BaXKHEHIINMH JICKApCTBEHHBIMH IIPENapaTaMH, HE BXOAAIIIME
B IIEPEUNM, YTBEPXKIOCHHbIC (eaepalbHbIMH M OONACTHBIMH  HOPMATHBHBIMU
[IPAaBOBBIMY  aKTaMH, OTAGNLHBIX Kareropuili rpaxjgaH Poccuiickodt ®eaeparmy,
npoxuBaromux B CBEpANIOBCKON 006MACTH, MMEIOLIHX MPABO HA MEphl COIHUANBHON
MOANEPAKKH 1O 00ecrevenuio JeKapCTBeHHBIMHU IpernapaTaMy B paMKaxX OKA3aHWs
UM IIEPBUYHOA MEIUKO-CAHMTAPHOH NOMOIIM B COOTBETCTBHM C  MOPSIKOM
JAONONHUTENBHOr0 OOecHedeH s Ha aMOYIATOPHOM 3Tane JeUeHHS 10 KH3HEHHBIM
[IOKa3aHUAM  JICKADCTBEHHBIMHM  MpeaparaMd, He BKIIOUCHHBIMH B IIEPEYHH,
YTBEPKACHHBIC (DellepallbHbIMU 1 00TACTHBEIMUA HOPMATHUBHBIMH IIPABOBLIMH AKTAMH,
HO IPEIyCMOTPEHHBIMU CTAHIAPTAMH MEIMIHHCKON TIOMOLIH W TIepeYHEM KHUZHEHHO
HCODXOMUMBIX ¥ BaKHEHINNX JICKAPCTBEHHBIX IIperapaToB [Uis MeIHIMHCKOrO
NPUMCHCHHUsL  OTHACNBHBIX  Kareropudl  rpaxman  Poccumitckoit  ®eaepanmy,
npoxuBaOWUX B CBEpANOBCKOH 00acTd, 3a cUeT cpeicTB o6nacTHOro GiojpkeTa,
YTBEPXKICHHBIM HACTOSAIIUM IPUKA30M;

2) OpraHM30BaTh MOJIOTOBKY 3a/IaHKH Ha 3aKyIKY JeKapCTBEHHBIX Ipenaparon
Ha OCHOBAHMM IIPOTOKONOB pentennii Komuccuu.

6. HawaneHuxky oThena 3aKylmoK M MEIHKO-TEXHHYECKOTO OOCCIeueHMS!
Mumncrepersa  3npasooxpadenus  Ceepiuioeckoil obmactu  IlepeGarosoif LB,
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OpraHu30BaTh 3aKyll JKH3HEHHO HEOOXONMMBIX M BaXKHEHUINX JIE€KAPCTBEHHBIX
IPEaparos, 110 peiieHuio KOMUCCHU B yCTaAHOBIEHHOM TIOPSIIIKE.

7. VicnonsstroleMy 00A3aHHOCTH HadanbHHUKA OT/JeNa KOHTPOJSI KAdeCTBA H
cranpapTuianuu  Munncrepersa  3apaBooxpanennss  CeepanoBckoll  oGnactu
Encrokosoii H.B., 3aMmecturento HadampHuKa OTHENa OpraHu3aluu MeIHIIMHCKON
noMolM Matepam u jietaM Mamamosoit JLH., rmasHOMy crenmanucty-TepanenTy
BunorpanoBy A.B. obecrmeuuTs xOHTpONb 3a paboTolf BpaueGHBIX KOMHCCHIA
rOCyAapCTBEHHBIX yUpeKAeHul 3apaBooxpanernus CBepanToBcKoil obIacTy.

8. Hawanpuuxky I'bY3 CO «Memnuunckuit uHGOPMaNHORHO-aHATMTAYECKHH
nertp» I'ympay KO.B.

1} oprasmzoBaTe Iepejady AOKYMEHTOB IO 3AIMINCHHBIM KAHATAM CBSI3U
MEXy YYaCTHHKAMH HH(OPMALMOHHOTO OOMEHA B COOTBETCTBHM C IOPSIIKAMI,
YTBEPXKICHHBIM pritoskernem Nel u Ne3 k HacTositueMy npuKasy;

2) oOKasplBaTh  OPTaHU3ANMOHHO-METOIMUCCKYI  [OMOIIb YYaCTHUKAM
HMHQOPMAITHOHHOTO 0OMeHa.

9. HawayisHuKaM TeppHUTOPHATBHEIX OTACIOB 3APABOOXPAHEHHUS 110 3anagHomy,
1OxuoMy 1 ['0pHO3aBO/ICKOMY YIIpaBICHYECKHM OKPYTaM, PYKOBOIUTENSNM OT/IETOB
[0  OpraHu3alli¥ OKa3aHWd MEAMLMHCKOM nomomu Hacerenuio CeBepHOro
1 Bocrounoro ynpasienyeckux okpyrob B I'AVY3 CO «KpacHorypbusckas By
uIbV3 CO «Upburckas T{I'b», HavansHuky YmnpasieHus 3/ipaBOOXPaHEeHHS
Anpmvnucrpanud I. Exkarepun6ypra:

1) NIpUHATE HACTOAILMI IPUKA3 K HCTIOTHEHUE),

2) HasHaYNTH JIMI, OTBETCTBEHHBIX 34 TIONYYEHHE OT MEAMITHHCKHX
OpTaHM3alHil, B COOTBETCTBHH ¢ TEPPHTOPHAILHBIM IPHKPEILTEHHEM JOKYMEHTOR 1
paccmotpenus Komuccuel, mposefiense HX TPOBEPKH W IepeNaddl B OTIEN
OpraHu3alii JIEKapCTBEHHOTO ofecmederus d (apMaleBTHIECKOH NesTeNbHOCTH,
B COOTBCTCTBUY € MOPSIKOM JIONIONHUTENBHOTO 00ecedeHns Ha aMOyIaTOPHOM STalle
JCYCHUS IO JKU3HCHHBIM  IIOKa3aHWsAM JICKADCTBEHHBIMM  IIpENapaTaMH, He
BKIIOYEHHLIMUA B NIEPEYHH, YTBEPKICHHBIE (elepanbHbIMH W OGNIACTHBIMU
HOPMATUBHBIMA  LUPABOBBIMM  4KTaMM, HO MPEAYCMOTPEHHBIMK  CTAHJAPTAME
MEIULUHMHCKOH IIOMOIIM M IIEPEYHEM OKH3HEHHO HEOOXOMMMEBIX M BAXKHEHIIHX
JICKAPCTBOHHBIX MIPENAPATOB I MCAUIHHCKOTO IPUMEHEHHS OT/(ENbHbBIX KaTeropHit
rpaxias Poccuiickoli Qefiepanuu, TpoxxHBaIOMINX B Creposckoii obnacty, 3a cuer
CPELCTB 00IACTHOTO G10/KETA, YTBEPIKACHHBIM HACTOSAIIAM IPHKA3OM.

10.  PykoBomurensiM rocyZapcTBEHHBIX — YUpPCHKICHMH 31paBOOXpaHeHHs!
CBep/ioBCKOH 001aCTH IPUHAT HACTOSLIHH IPUKA3 K CBEICHMIO M HCHOTHEHHIO.

11. PykoBoamrenaM anTeyHbIx OpTaHM3alWHi, YYacTBYIOIIHX B pPeanu3aluf
MpOTpaMM  JIEFOTHOIO  JIEKApCTBEHHOTO  O0ECHeHMeHMs, OpraHW30BAaTh OTIIYCK
JICKapCTBEHHBIX [IPETIapaTOB, BBHIHCAHHBIX 110 pernexuio KoMuccnn B yeTaHOBTEHHOM
nopsiaKe.

12. Tlpuxkas MumucTepcTBa  34paBOOXPAHCHUS Ceepamosckoii  obnactu
or 09.08.2013 Nel024-n1 «O6 obecnevyenun 3a cyeT CpecTB obnacTHoro OrpKeTa
KU3HCHHO ~HEOOXOAMMBIME ¥ BaXKHEHIIMMH JeKApCTBEHHBIMU nperaparamu,
M3JCTHMAME  MEIHIMHCKOTO — HasHAYeHHs W IIEPEBI30MHEIMA  CpPENCTBAaMH,
HC BXOIUILIMMH B IIGPEYHM, YTBEPXKJICHHBIE (eAepalbHbIME ©  00JaCTHBIMH
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HOPMaTHBHBIMH TIPAaBOBBIMH aKTaMH, OTHENBHBIX KaTeropuil rpaxpan Poccuiickoi
Denepauid, npoxuparomux B CBEPHIOBCKOM 001aCTH, HMEIOUIMX NIPaBO HA MepH!
COLMAlIbHON TOJOEPKKH IO JEeKapCTBEHHOMY oOecnedeHu:0, B paMKax OKa3aHus
UM NEPBHYHON MEINKO-CaHUTapHOH NOMOIIMY» C W3MEHCHHSIMH, BHECEHHBIMH
nprkazoM MunucrepcTBa 3apaBooxpadenns Ceepanosckoil obiactu ot 10.02.2014
Nel28-11, IpHA3HATE YTPaTUBIIIUM CHITY.

13. Hacrosinmii npuKa3s HanpaBuTh I8 OGUUKANBHOIO OLyOIMKOBAHUA
Ha «OQuuuankHoM HHTEPHET-TIOpTane npaBoBod wH(opMauuu CBeprIoOBCKOH
ob1acTimy (WWW.pravo.gove6.ru) B Te4eHHe TpeX JIHell ¢ MOMEHTA TTO/IIIHCAHNSL.

14. Kormio nacTosIlero mpyKasa HampaBUTb B Ipokyparypy CBeprmoBcKoi
obnactk  m I'maBHoe ympasienme MusucTepcTBa focTHIMH — Poccumiickoit
Denepauyu 1o CeepanoBCKoi 00JacTH B TEYEHHWE CeMH HHEH nocne aHg [ePBOIo
oQHUIHANLHOTO Oy OJIMKOBAHMS.

15. Kontpoab 3a HCIOIHEHHEM HACTOAIIEr0 MIPUKA3a OCTABIIAIO 32 COBOIA,

MunucTtp AN. 1IeTkOB
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[punoxenue Nel
K npukasy MHB¥CTePCTRa 31paBOOXPAHEHHAA
Caepiopckoit obnacTu

oT @8@53 2@1@ No ibq—n

IHopsanox
AONOTHATENLHOr0 obecneuenua Ha aMGYJIATOPHOM 3Talle JiedeHHs 110
KH3HEHHBIM TOKA3aHHAM JICKAPCTBEHHLIMH NpenaparaMu, He BKIIOYEeHHbIMH B

nepevHH, YrBepKIeHHbIe (helepaILHBIME H 061aCTHHIMH HOPMATHBHBIMH

NPABOBLIMH AKTaAMM, HO NPEAYCMOTPEHHBIMH CTAHIAPTAMH MeIHIIHHCKOMH
TIOMOIUH 4 HePEeYHEeM KH3HEHHO HeoOX0UMBIX H BasKHEH X TeKapCTBEHHbIX
[penapaToB A MEAHIIMACKOr0 NPHMeHeHHs OTAe/ILHBIX KaTeropuii rpaxian

Poceniickoii ®eaepanuu, npoxnsaomux B CBepIoBeKoH 063acTH, 33 cuer
cpeacTs 06JacTHOrO G10MKeTa

1. Hacroswmil mopsanox pa3paboTan B COOTBETCTBHM C 3aKOHONATENBCTBOM
Poccuiickolt  DeflepauuM ¥ 3aKOHOAATENBCTBOM — CBEpIIOBCKON  06macTu
Y YCTaHaBIHBaET obrmue IIPHHIIAITHE B3aUMOJEHCTBHA Munucrepcrsa
3apaBooxpanesus CBepanosckoit obmactu (nanee — MUHHCTEPCTRO), METMIIMHCKAX
Opranusaiui, QapMmaleBTH4eCKUX OpraHM3alul, B TOM uuCle ANTeYHBIX
OpraHu3alv¥, ¥ OTHENBHBIX KaTeropwii rpaxaaH Poccuiickoii Denepaunn,
IPOXHBAOIMX B CBEPUIOBCKOH 001acTH, UMEIOIIEMY TIpaBo HAa Mephl COLMANBHOMN
TIO/ICPIKKY TIO JIEKAPCTBEHHOMY ODECIEUEHHIO, B PAMKaX OKa3aHWst eMy HEePBHIHON
MEIUKO-CAaHHTAPHOH TOMOMHM Ha amOynaTOpHOM 3JTalle JEYEHMs 3a CUET CPEJCTB
obracTHOro OromKeTa (Hanee — rpaxkaane).

2. Obecneyenune IpaxiaH JCEKAPCTBEHHBIMH TIPENAPATAMH 10 JKHIHEHHBIM
NOKA3aHMAM ¥ (PHHAHCHPOBAHUE CBA3AHHBIX C YKA3aHHLIM OGECTIeYCHHUEM PAcXOIOB
OCYIIECTBIIETCA B COOTBETCTBUM ¢ lIOpSIKOM HpeNOCTaBIEHHS Mep COIHANBHOMN
IONICPHKKU  OTACTBHBIM KATETOPUAM TPaX/(aH, NPOXUBAIOMMX B CBepiiOBCKOi
obnacty, Mo obecrmedeHnIo JEKapCTBEHHBIME IpenaparaMid M MCEIUIHHCKHMU
M3NENUAME  O€CIUIAaTHO ¥ HA JIIOTHBIX YCIOBHSX IO  pelenTam Bpadeif B
(hapMaNeBTIYECKHX OPTaHMU3alMgX 3a CUeT CPEeiCTB 06IaCTHOro OI0/DKeTa, a TaKKe
BO3MEIICHNs  (apMalleBTHHMECKMM  OPrauM3alluM  pacXooB,  CBA3AHHBIX
C MPEJOCTABICHHEM  OTMX MED  COIMANbHON  IIOMIEPXKKH,  YTREPHICHHBIM
moctanoBlIeHueM [pasurenscTBa CeepanoBckoit obmactyi ot 22.06.2017 Ne 438-I1TI1
«0 Mepax cOLUaNbHON NOMIEPKKH OTHAETBHEIX KaTeropui rpaxkaH, IpPOKUBAIOIIUX B
CeepiuioBeko#f 06nacTH, 10 OGECHCYEHHIO JICKApPCTBEHHBIMY upenaparamMmd 1
MEAUIMHCKUMH H3NETHAME GECIIATHO U HA JILIOTHBIX YCIOBHSX TI0 PELielTam Bpayel
B (hapMaleBTUYIECKHX OPTAHM3ALMAX 3& CYET CPEACTB OOJIACTHOrO GIOMKETa» H B
pamrax  HNpellyCMOTPEHHBIX CPEACTB HAa COOTBETCTBYIOIIHYM (PHHAHCOBEIA TOX X
ITAHOBBIH MTepHOI.

3. HashmadeHue XU3HEHHO HEOOXOMMMBIX H BaXHeHIIHX TEeKapCTBEHHEIX
HPeNaparos, He BXOIMINX B JILTOTHBIC [EPEUHH, YTBEPIKACHHbIE (eaepanbHEMu U
OOIACTHBIMM ~ HOPMATHBHEIMH  [pPAaBOBEIMH  aKTaMH, HO 1IPeyCMOTPEHHBIX
CTanapTamMy MEIUIMHCKOM IIOMOIM H HepPeuYHeM IKM3HEHHO HeOOXONUMbIX W
BAKHEMIINX  JICKAPCTBEHHBIX IPENapaToB NS MeNHIIHHCKOTO UpHMEHEHUS
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TPax/1aHuiy W BBIMACHIBAHHE PEIENTOB Ha YKa3aHHbE JIEKAPCTBEHHBIE Mperaparsl
OCYMIECTBIACTCH MEIUIMHCKOH OpraHM3alliedl [pH HAIMYHAH  [OJOXKHTEIBHONO
pemenrs Komuccuu 1o olieHKe OGOCHOBAHHOCTH IOTIONHUTENLHOIO HAZHAYEHHS
JKU3HEHHO HEOOXOIMMBIX U BAKHCHIIMX JTeKAPCTBEHHBIX IPEIIAPATOB, He BXOIAINHX B
IEPEHHY, YTBEPIKACHHEIE (Pe/ePAIbHBIMM 1 06IACTHEIMI HOPMATHBHBIMH IIPABOBBIMHU
akTamMu Munuctepera (ganee - Kommccust) ¢ matel paspenieHus, YKa3aHHOH B
npotoxone Komuccuu,

4. Meauuuackas opTaHU3alis, B KOTOPOH COCTOUT Ha JUCIIAHCEPHOM yueTe
TPOXA3HUH B paMKax OKa3aHWUS TIEPBUYHOH MEIUKO-CAHMTAPHONW IMOMOIM Ha
amMDynaToOpHOM 3Tame JeueHHs, Oo(OpMISET TOKYMEHTHI JUis paccMOTpeHHs
Komuccnelt Ha *Kn3HeHHO HEOOXONUMSBIE M BaKHefilMe IeKapCTReHHbIC IpeTaparsl,
HE BXOJANINE B JILIOTHBIE NEPEYHH, YTBEPKACHHbIE (he/lepalbHBIMA U 06NACTHLIMH
HOpMAaTHBHLIMU ~ TIPABOBBIMM ~ aKTaM{, HO HPEJyCMOTPCHHBIE  CTAHIAPTAMH
MEIUIMHCKOU TIOMOLIM H/WIIH NEepeYHeM >XKU3HEHHO HEOOXOMMMBIX U BAKHEHIIX
JICKapCTBCHHBIX  IIPCIIAPATOB  [AMsl MEeJUIMHCKOrO TIPHMEHEHHS, YTBEDXKICHHBIM
Hpapurenscreom  Poccmiickoli  emepanuu Toapko IpH  [OKAa3aHHOH
HeDQQEKTUBHOCTH M HEINCPEHOCHMOCTH  JIeKAPCTBEHHbIX IpernaparoB  H3
YTBEPKICHHBIX (DellepanbHbIMU H OONACTHBIME HOPMATHBHEIMH IIPaBOBBIMM aKTaMi
JIBTOTHBIX NEPEYHEH Ha OCHOBAHUU PEKOMCHIALMH, NONYYEHHBIX [TOCe HAaTIpaBIeHUS
Tpax/laHiHa Ha KOHCYJIBTAIHIO 1I0 BEICOKOTEXHOIOTHYHOH MeMUMHCKOH TOMOIITH.

Ob6ecrieyenme 3a cudr cpeacTs obnacTHOro 6romKkera JICKaPCTRBEHHBIMH
periapaTaMyl, He3aperuCTPUPOBAHHBIMY Ha Tepputopun Poccuiickoit ®eeparmy, He
OCYIIECCTRIAETCA,

5. OOs3aTenbHblil IIepedeHs JOKYMEHTOB M  CBeeHMI (mnamee - maker
JOKYMEHTOB), IIPEOCTABINSEMBIX JUTsl paccMOTpenus KoMuccHn Bmoyaer:

1) cenenus, moATRepkAalOIIME NIPABO HA MEpPbI COMHATBHOI IONJEPKKH TT0
JIeKApCTBEHHOMY ofecrieuenuto (g obNacTHBIX H (esiepaiIbHbIX JIEBFOTHUKOB —
HAJIMYAC B PETMOHANBHOM cermeHTe O6nacroro mmm @ejepanbHOTO perucTpa
JIbTOTHHUKOB, /L1 (DeICPaNbHEIX JTBIOTHUKOB TIPH OTCYTCTBUH B perucTpe - clpaBka
TeppuropualbHoro opraa Iencuonsoro donna Poccuiickoii Deneparun);

2) sagBleHMC MEIWUMHCKON OpraHM3alUd o PacCMOTPEHHH Ha3HauyeHHs
KHZHCHHO HEOOXOIMMOIO JNEeKapCTBEHHOTO MpenapaTa, He BXOIAINETro B JBLOTHEIS
TepesiHy, yTBEPXKACHHbIE (eICPATBHEIME H 00IaCTHBIME HOPMATHBHBIMY MIPABOBEIMH
aKTamu,

3) xomuro (uM) peKoMeHmamuit Bpada  (eJiepalbHOrO  y9pexIeHus
3ApaBOOXpaHeHMsa IIOCHAe HaupaBlieHHs TPaXKJAHHHA Ha BBICOKOTEXHONOTHIHYIO
MCAHIITHCKY 0 HOMOILE, HA3HAYHBINCTO IEKAPCTBEHHBIH IIpenapat (aKTyaibHOCTS - He
OoJee MIECTH MECALIEB ¢ MOMEHTA HazHaueHH); '

4) cornacue Ha 06pabOTKY MEPCOHATBHBIX AaHHBIX, 3aIT0JIHEHHOE IPAXAAHTHOM
JIHHO MM €TO 3aKOHHBIM HNpPENCTABUTENeM IO (OpMe, yTBepIKICHHOMH IPHUKa30M
Muswncrepcrsa (npunoxenne No2);

5) KONMIO CIPAaxXOBOIO CBHAETENHCTBA  OGS3ATCIBHONG TIEHCHOHHOTO
CTpaxOBaHHs#, COACPIKAILEro CTPAXOBOH HOMEp MBAMBHYaNbHOTO JIMIIEBOTO CUYETa B
CHCTEME 003aTeABHOIO NEHCHOHHOTO CTPAaXOBAHAS (CHUIIC);



7

6) IpH HENEePEeHOCHMOCTH paHee Ha3HAYSHHOIO NEKapCTBEHHOIO Mpernapara —
KOsl (MH) KapTHI-M3BCLICHHS O MOZO3pPeBAeMOil HeGnaronpuaTHoOli o609HOM
PCAKIIMHA Ha paHee Ha3HAYEHHBIH JIeKapCTBEHHBIN Npenapar, 3aperucTpHPOBaHHON B
PeruoHaneHoM HeHTpe MOHUTOPHHIa Oe30MacHOCTH JEKapCTBEHHBIX CPEACTB
Munycrepersa. Ilpn Hamudum 3adEKCHpPOBAHHOM HENEPEeHOCHMOCTH 2-X W 0olee
TOProBpIX  HAMMCHOBAHWH  3aKMIOUEHHE [JABHOTO INTATHOrO  (BHENITATHOIO)
cnenuankcra  MuHHECTepeTBA 0 LemecOOBGpasHOCTH  NIPONOIDKEHHA  JIedeHs
JIEKAPCTBEHHBIM MIPENIApaTOM B PaMKaX JaHHOT'O MEXAYHAPOTHOTO HENATEHTOBAHHOIO
HauMeHoBanus (nanee — MHH);

7) KONHIO 3aKJIFOYEHHS TTMABHOTO MITATHOTO (BHEMITATHOIO) ChHenHamucTa
MunncTepcTBa 0 IENeCO0BPaZHOCTH HA3HAUYEHUS JEKapCTBEHHOIO IIpenapara, He
BXOMAMICTO B JILTOTHBIC NEPEYHH, YTBEPXKACHHBIE (eAepalbHBIMH B O0IaCTHBIMH
HOPMaTHBHBIMH NPABOBBIMU aKTaMu (aKTyalbHOCTh - He 0ojee IIECTH MECHLEB C
MOMEHTa Ha3HAYeHHN). _

IIpy DOBTOPHOM HAIPABIEHHH AOKYMEHTOB JUIA OpodNieHUs Kypca JeYenus
AONOJIHHUTENBHO [PENOCTABAACTCH MHPOPManus 06 3(pQhEeKTMBHOCTH MPOBOIMMOTrO
JCUCHUA M TONYHMCHWM TEPANCBTHYECKHW 3HAYMMOTO pe3yNbTaTa ¢ YKa3aHHeM
AOCTHIHYTRIX TOKa3aTeNeH MOHHUTODHHIA IMHAMUKH (B CpaBHEHHE HAYATBHBIX
AaHHBIX C NOCTHIHYTBIMH U IUIAHOBBIMH TIOKA3aTEISIMH).

6. [lns opraHu3anuM KOHCYIBTALMM TJABHOTO DITATHOLO (BHEMITATHOIO)
crenyaimeTa MUHICTEPCTBA METHIMHCKAS JOKYMEHTAITIS C KOHTAKTHBIMY TAHHEIMA
NalHEHTa, KOTHEeH 3aKIIIOYeHns Bpaya GelepalbHOro YupeskIcHHs 3/IpaBOOXPaHeHHs
H/WIM FOCYZAPCTBEHHOTO YUPEkKIeHUs 3npaBooxpaHeHus Ceepinosckoil o6nacty,
HAa3sHaMBIICrO ICKapCTBEHHBIH Ipelapart, He BXOIALUEro B HEPETHH, YTBEPXKIEHHEBIE
eniepalbHBIME ¥ 06IACTHRIMH HOPMATHBHBIMH NIPaBOBBIMH aKTaMH, HaIIPaBIIETCS C
CONPOBOAICHUEM IHCBMOM MEIMLMHCKOH opraHusainm, odopMisiomei maxer
AOKYMEHTOB, B aipec TINaBHOTO INTATHOTO (BHELITATHOIC)  CIENHAHCTA
MuUHHCTEPCTBA 110 OCHOBHOMY MeCTY paGoTbL.

7. OTBEeTCTBEHHOE  IHMIO  MeAWIHHCKOM OPraHH3alldd  HaIpaBigeT
IOATOTOBJIEHHBIN NaKeT A0KyMeHTOB B (JopMare jpg M co3naer JIOKYMEHT B (hopmare
word unm txt ¢ uadopmarmeii: G.1.0., CHWIIC, nonuc, HaMeHOBaHMe MEJMIUMHCKO
OpraHU3aldH, KOJ  MEJUOMHCKOH  OpraHu3aiMy - B COOTBETCTBYIOLIHIH
TEPPUTOPHANBHBEIA  OTAET B COOTBETCTBHH G HopsankoM  sammmmenHoro
B3aUMOLeHCTBUS (IpHIoKeHne Ne 3),

MennumacKue Oprasyzanmy, TI0ABE JOMCTBEHHEIE VYnpasnenuro
3NpaBOOXpaHeHuss AJIMHHUCTpaudH T. Exarepunbypra, manpapmnsior mnaker
HOKYMEHTOB B YIIpaBneHHe 31paBOOXpaHECHHUS AJIMHHHCTpALH T. ExatepunGypra
COOTBEICTBUM C TIOPSJKOM, YCTaHOBICHHBIM YIpapleHHeM 3APaBOOXpaHeHHA
Anvunucrpanmn 1. Exatepuabypra.

OtBeTcTBEHHBIE NHIA TEPPUTOPHATBEHEIX  OTHAETOB 3APaBOOXPAHEHHA IO
BamagroMmy, IOxaomy wu I"oprosaBonckoMy — ympasnenueckmm OKpyraMm ¢
[ICPHOHHOCTBIO pa3 B 3 yaca o6palaroTcs K CBOEMY Karanory B Munucreperse u
TIpOBCPAIOT B KaTaJIOre HalliiKe HOCTY IMBILIX TTAKeTOB JIOKYMEHTOB OT MEMIIHCKIX
opraHusanui, Munucrepcrsa.
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Hocrynusimue B TeppuTOpUHaIBbHEIE OT/IENb 34PABOOXPAHEHHS O 3amagHOMYy,
KOsxHOMY 1 I'OpHO32aBOACKOMY YIIPaBIIGHYECKMM OKPYTaM, B OTAENSI 10 OPraHH3aIHK
OKa3aHHS MEJMIIMHCKOM momomm HaceleHuro Cesepuoro u  Bocrounoro
yhpasieHueckux oxkpyros B ['AY3 CO «Kpacuorypeunckas I'by u T'BY3 CO
«Upburckas LIb», B VYmpasnenue 34ApaBooxXpaHeHHs AIMUHHCTpallW# T
FExarepunOypra InakeThl NOKYMEHTOB HDPOBEPSIOTCA OTBETCTBEHHBIMM JIUMLIAMH B
TedeHHe 5 paboynx AHEH Ha COOTBETCTBHE TPeOOBAHUAM, U3TOXKEHHHIM B ITYHKTE 5
Hacrosuero Ilopaaxka.

IaxeTsr TOKyMeHTOB, 0QOPMIIEHHBIE ¢ HAPYIUIEHHEM TPeOOBaHIH, H3TOKEHHBIX
B IIyHKTe 5 HacTosiero [lopsaxa, BO3BpamaloTces B COOTBETCTBYIOLIYIO MEHIIHHCKYO
OpraHu3aIHIo.

IlncbMa B MEJMUMHCKAE OPraHM3allMH, TOIBELOMCTBEHHBIE YIIPaBIEHHIO
3/1paBOOXPAHCHHUS A/IMHHUCTpAKH I. ExaTepunOypra, HanpaBIsaoTcs Y1papleHneM
3paBOOXpaHeHs AIMUHUCTpanuy I. ExaTepiHGYpra B COOTBETCTBHY C OPSAIKOM,
YCTAHOBJICHHBIM VYupasienuem 3/ipaBOOXpPaHeHHs AJMAHHCTPAITAN r.
Exarepnnbypra.

Ipu  orcytcrBum  samevanumit K  OQOPMICHMIO TaKeTa JOKYMEHTOB
OTBCTCTBEHHBIC JIHI TePPUTOPHANBHBIX OTHAENOB 34PABOOXPaHEeHHs 110 3allajHoMy,
HOxHOMy ¥ ['0pHO3aBOACKOMY YIpPaBIEHYECKHM OKDPYTaM, OTAeNOB TI0 OpraHu3aluu
OKa3aHus MCIUIUHCKOH oMol Hacenenmio CeBepHOTO yIIPaBIeHYeCcKOro OKpyra B
['AY3 CO «Kpacrorypsunckas I'by, Boctounoro yipasnendeckoro okpyra 8 [BY3
CO  «Hpburckas I1I'B», VupasneHus 3xpaBooxpaHeHus AIMWHHCTpAIMK  T.
ExarepunOypra HanmpasiseT HOATOTOBNEGHHBIN IAKET JOKYMEHTOB, IpeIHa3HaYeHHbIi
AU OTAENA OpPraHM3alliH JIeKapCTBEHHOro ofecnedeHWs W (apMalleBTHYECKOMH
IeATeIbHOCTH  MUHHCTEPCTB2, B COOTBETCTBUH ¢ I[lopsakoM 3amidmeHHoro
B3aMMOJICHCTBHS Teyenne 5 pabouux nxeil (mpunoxenue Ne 3).

8. Bo3Bpar raxera JOKYMEHTOB OCYIIECTBISETCS [0 CHEYIOLUM OCHOBAHMSAM:

1) opopMrenre nakeTa JOKYMEHTOB Ha I'PAKIAHWHA, HE MMEIOIIEr0 npaBsa Ha
MEpbI COLMANBHOR HOMNEPXKKH 110 JICKAPCTBEHHOMY OGECIIEYeHHIO 32 CYET CPeiCTB
(hemepampHOTO MM 00IACTHOrO OIOIKeTa,

2) OTCYTICTBHE OJHOTO WITM HECKOJBKHX HOKYMEHTOB, YKA3aHHBIX B IyHKTEe 5
nacrosamero [lopsaaxa:

3) orcyrcTeue MHQOpPMANUU M0 O6OCHOBAHMIO HA3HAYCHUS JIEKapCTBEHHOTO
npenapara;

4) odopmieHne  3agBIEHHS ~ HA  JNEKAPCTBEHHbII mperniapar,  He
3aperucTpUpOBaHHbIi B Poccuiickoii Oenepariny;

5) odopmiieHHe 3asBICHHS Ha JIEKAPCTBEHHEIA npenapar, BXONSIIUH B
IBIOTHBIS [IEPEYHH, yTBEPHKICHHEIEC (QelepanbHbIMA H O0NACTHBIMH HOPMATHBHBIMU
[IDAaBOBBIMH aKTaMU;

6) OpOopMIIEHHE 3aABICHHS Ha JNEKapPCTBCHHBIMN Iiperapat, OTCYTCTBYIOUIH B
NepevHe KU3HEHHO HEOOXONMMBIX U BAKHCHIMX JEKAPCTBEHHEBIX [IpenapaTos,
YTBCpAACHHOM pacnopsuxenueM IIpaBurensctsa Poccuiickoil ®@emepanun w/iwmm B
CTaHAapTe MEJMUHMHCKOR IIOMOILIH;

7) OTCyTCTBHE B 3asABICHHM HHOOPMAIHY O NPEeIeCTRYIONEM TPHMEHEHUN
PeMapaToB M3 YTBEPKJICHHBIX (DeicpaIbHBIMA B OONACTHEIMM HOPMATHBHEIMU
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NPaBOBLIMM aKTaMM JIBIOTHBIX IepedHell Jijif JieUeHHs AaHHOTO 3ab0JeBaHus U
OTCYTCTBUE ONUCAHMS HEPPEKTHBHOCTH HX JICHCTBHS MTHGO HelepeHOCHMOCTH,

8) MOKYMEHTSI, He IIOJUIAIOIIMECS IIPOYTSHHIO.

9. 3acemanus Komuccum mposoparcs eXXeksapragbHo. Ha 3acenanmsax
Komuceun paceMaTpuBaioTess NOKYMEHTHL, OQOPMICHHBIE H IIPEICTABICHHEIE B
MuHUCTEPCTBO B COOTBETCTBMHM C IIYHKTOM 5 HacTosmero Ilopsxa.

3acenanue Komuccny sBISeTCs NpaBOMOYHEIM, €CIM B 3aCeIaHHH Y4acTByeT
Goltee NONOBAHKL OT cocTaBa wieHoB Komuccru. Cexperaps KoMuccnn o 3acenanus
HPOBOMUT OUEHKY ITOCTYIUBIIX HOKYMEHTOB B YaCTH RAIIOJHEHHS COIEPKATENBHOM
HacTH BCEX IIOJIeH 3a4BJICHMSA, HANMYHSA KOMMN NpUIAraeMbiX K 3asBICHHIO
DOKYMEHTOB.

B cay4yae BbIABICHHBIX HApYIICHUS B OQOPMIIEHHH UPEICTABICHHOTO MNAKeTa
AOKYMEHTOB Al paccMoTpenust Komuccuedt, cexperaps Komuccum Bosspamiaer
AOKYMEHTHI B MEIHLMHCKYIO Opranu3anuio. He nonHbi naker JOKyMCHTOB H/uiu
JZOKYMEHTHI, OGOpMIEHHBIE C HapylleHHeM, Ha 3ace;anmu Kommccuu me
paccMaTpUBAKTCA.

Hirennr KoMHCCHM paccMaTpHBAIOT HOKYMCHTHI M NPHHHMAIOT peuaierue o6
060CHOBaHHOCTH HA3HAYSHHS XH3HEHHO HEOOXOMUMOTO JIeKapCTBEHHOTO npernapara,
¢ o0s3aTeNbHBIM O6OCHOBAHHEM OTKA34.

10. Iportokon pemennst Komuccnu odopmisercs cekperapeM Komuccuu B 2-X
JK3eMITIApaXx, IOANUCHIBACTCS IpeiceaaTeneM U yieHaMi Komucceru, yTBepskactcs
Munuctpom 3npasooxparenus Crepanosekoif obnactu. Oapn IKIEMILTAP OCTaeTCs y
cexperapst Komucenu, BTopoi sK3eMIuisp niepeaeTcs npeicenareno KoMmucen.

1. Cexperaps Komuccuu HampaBiser BBIIHCKY H3 NPOTOKOJA peleHns
KoMucenn B BHfie 371KTPOHHOIO mUCHMa 110 «JIeNOBOH mouTe» C IIPOrPaMMHOTO
annapatHoro xommiuexca VIPNet wiment (mamee - ITAK) Munncrepersa na [TAK
TEPPUTOPHANIEHBIX  OTAENOB  31paBOOXpaHeHHs no 3airagnomy, IOxHOMY o
1 0pHO3aBOJCKOMY YIPaBIEHYECKMM OKPYTaM, OT/IENOB IO OpTraHU3allMHd OKa3aHHs
MEIMLIHCKOK nomolu Hacenenuio CesepHoro M BOCTOWHOr0 yhpaBieHuecKmx
okpyros B 'AY3 CO «Kpacuorypennckas I'B» u I'BY3 CO «Hpburckas LII'b» pnga
[IPCOOCTABICHUS B MEJHMUMHCKAC OpraHW3aluM, HalpaBUBIIME JOKYMEHTHl Ha
Komuccmro. [lns npefocTapienus B MeRMIMECKAe OPraHU3aAIMH, TIOXBEIOMCTBEHILIC
YTpaBICHUIO 3/4paBOOXpaHeHus AJMUHHCTPAIUH T. Exarepun6ypra, npotokon
Hanpasigetces ua IIAK MBY «llenrp Menunxkom» ¢ Temoit O V3,

12. 3akynKa jieKkapCTBEHHBIX TIPEIapaToB MUHHCTEPCTBOM OCYIIECTBIAETCS B
COOTBETCTBHH C 3aKOHO/IaTeNbCTBOM Poccuiickoit Peepanuu o KOHTPAKTHOH CHCTEME
B cepe 3aKyNOK TOBAapoB, paboT, ycInyr mis obecrnedeHis roCyapCTBEHHbIX
Y MYHHIHIATBHBIX HY KL,

13. Menniuuckas opraHu3alis OpraHn3yeT BBIIIHCKY PELEnTOB IPaKIaHuHy B
CTPOTOM  COOTBCICTBHH C IPOTOKonoM KoMuccHW W IpHKasaMu MuHHCTepcTBa
3apaBooxpateHud Poccuiickoit ®enepanuy.

14. Peuenital cumTaroTcs HeAeHCTBHTEILHEIMY B CIYYasix:

1) M3MeHeHus HaMMEHOBAHHS TeKApPCTBCHHOTO Ipemnapara, hopMsl BBITYCKA U
JO3HPOBKH;

2) MPEBBIIIEHUS KOTMYECTBA YIIAKOBOK, PA3pEIeHHOro ripotokosioM Komuccuu;
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3) BHITMCHIBAHMS PENENTOB IPAKIAHUHY, HE HMEIOIEMY HONOKHTEEHOIO
peutenus Komuccnm.

15. B cimydae oTMennsl JIeKapCTBEHHOTO TIPENapaT H/WIH CMEHBI CXeMBI JIeYeHHS,

¥ BBIOBITMS TIpaxJaHUHAa ¢ Teppuropud CBepUioBCKOH o6macTH Ha HHOE
TIOCTOSHHOE MECTO NPOKHUBAHMS HIIH €10 CMEPTH, MEAUIHHCKAs Oprauu3anys obs3ana
OQUMUHMATLHO H3BECTHTh MUHHCTEPCTBO B TedeHHe 5 paboumx mHell ¢ MOMeHTa
COOBITHS. ' _
16. ®apmanesriveckas opraHM3allfs, OKa3piBAIOIIas YCIYIH IO HPHEMY OT
IIOCTAaBIMKOB, XPAHCHHUIO, Y4E€TYy W OTYETHOCTH, TPAHCHOPTHPOBKE B alTEUHRIC
OpraHM3alMK M OTIIYCKY JIEKapCTBCHHBIX IIPENapaTos rpaxIaHaM, MMEFOIIHM IIpaBo
Ha Mepbl CONMANBHON OIEPXKKH 110 JIEKAPCTBEHHOMY 00€CIIeUeHuIO, OCYIEeCTRAsIeT
AOCTaBKY JKM3HEHHO HEOOXOIMMBIX M BaXHEMINMX NeKapCTBEHHBIX TPENapaToB, B
anTeYHble OpraHU3allny, ONpeJeNeHHbIe UpMKa3oM MHHHCTEpPCTBa, TONBKO ITPU
HalH4YHH pelerTa.

17. Anreyssie OpraHW3allMH OCYHIECTBINIOT OTIYCK FPaXIaHAM >KH3HEHHO
HEOOXO/IMMBIX M BAXKHEHIIHX JIeKapCTBEHHBIX [IPENdPATOB B CTPOIOM COOTBETCTBHE C
nporokoigom Komuccun.

Otnyck TeKapCTBeHHBIX IPENapaToB OCYIIECTBIAETCA TONLKO B TEUSHHE CPOKa,
yka3aHHOTO B nporoxone Komuccuu, He JOMycKaeTcs 3aMeHa J103UPOBOK ¢ OObIIeH
Ha MEHBIIYIO0, €M YKa3aHO B PELIETITe, C IIepepaciyeToM J03HPOBKH Ha KYPCOBYIO 103y.

Ilpy BpeMeHHOM OTCYTCTBHM BBITHCAHHOIO JIGKAPCTBEHHOTO IMperapara Ha
MOMECHT OOpalleHms [Ipa(IaHHHa OPraHU3yIOT OTCPOYEHHOe obecredeHne u
IPUHUMAOT MEPHI K CKOpeHIeMy 1101y YeHHIO ICKapCTBEHHOTO TIPEIIapaTa.

AnTeynble OPTaHM3AIMK CKEMECTIHO (POPMUPYIOT PEECTPHI JIEKapCTBEHHBIX
CPCACTB, OTHYINEHHBIX HA OCHOBaHMH IpoTOKona Komuccwu, W HampasisioT B
PapManeBTHYCCKY 0 OPTraHU3al IO IS NTPOBEIEH s SKCTIEPTH3BI U OTIIATHL.

18. Amnreunble opranusanuy, OOCCIEYHBINME pEMENT, BBIMVCAHHBIN
Ip2XIaHUHY, HE HMEIOLEMY paspeiieHuss KOMHCCHM MIH HE COOTBETCTBYIOILETO
npoTokony KOMHCCHH [0 JaTe, KONMYECTBY IIpeliapata WIH JO3HPOBKE, GYiIyT
0043aHBI BO3MECTUTL MHHHUCTEPCTRY OTIYIIEHHBIH JIEKAaPCTBEHHBIMA IIpenapar.

19. ®apmaneBTHIECKas Opradu3alys IPeACTaBIieT HeobXouMbIe JOKYMEHTBI
AL TIPOBEHEHUS  OKCIEPTH3BI  PEECTPOB  PELENTOR B OT/ACH  OpraHH3aliuy
NEKAPCTBEHHOTO obecIiedeHns 1 (papManeBTHYeCKON IesTeLHOCTH Munucrepcrsa u
B YCTAHOBJICHHOM MOPSIIKE.
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@OpMa punoxenune No2
K IpHuKasy MEHEACTEpCTRBA 31paBOOXpaHEHHS
CeepanoBekol o0nacTu

or_ DRGEBIB N 169-n

Cornacue :
HAa 00padoTKY HEPCOHATBHBIX JaAHHbIX

(avunus, ums, omuecmso, adpec pezucmpayu No MeCmy HCUmMensCmed;
Cepud, HOMep OCHOBHO20 OOKYMEHMA, YOOCMOBEPAIOUIE20 TULHOCHb,
ceedenus 0 0ame 6bi0AYU YKAZAHHO20 OOKYMEHMA U GBIOAGUIEM €20 opaane)

B COOTBETCTBHHU C TpebdosanmaMHU cTatbu 9 PenepansHoro 3akoHa ot 27.07.2006 No
152-®3 «O nepcoHanbHBIX MaHHBIX» IIOATBEPKIAIO CBOE COIJIACHE Ha 00paboTKy
Hencuonupiv Gorpom Poccuriickoii ®enepanuut (ero TeppUTOpUATLHEBIME OT/CIaMH),
Munnctepersom  3apaBooxpadenuss Ceep/ioBckodf  o6nacTH, B TOM  HHCHE
TEPPHTOPHANIEHBIMA  OTACNIAMU  3[paBooxpaHeHud To 3amaguomy, FOxHoMy wH
T'opHO3aBOLCKOMY YIIPABIEHYECKHM OKPYIaM, OTAENAMHE IT0 OPraHU3alyd OKA3aHHS
MCJMUMHCKOH Tromoiy Hacelenuto CeBepHoro u BocTouHoro ympamieHueckux
okpyros B 'AY3 CO «Kpacnorypsunckass I'b» u I'BY3 CO «Mp6urckas LBy,
YHpapieHueM 31paBoOXpaHeHHA AIMHUHMCIpalMH r. ExarepunGypra (nasec -
Orniepatopbl)} MONX NEPCOHATBHEIX JAIHBIX, BKIIOYAIOUMX GaMHIIMIO, M, OTICCTBO,
[OJT, faTy POXCHHA, aJpec MeCTa XXHTENLCTBA, KOHTAKTHBI Tene(oH, peKBH3HTHI
nonuca OMC, cTpaxoBo¥f HOMEP MHIMBHIYAIbHOTO JIHIEBOIO CYeTa B JIeHCHOHHOM
donge Poccmm (CHIUIC), naHHBIE O COCTOSHHH MOEro 3I0pOBBS, B 1EIAX
obecredeHns JKU3HCHHO HEOOXOAMMBIME JIEKapCTBEHHBIMH INpEHapaTaMy, He
BXOAAIIMMHE B IIEPCYHH, YTBEpKICHHBIE (QeacpanbHelMM ¥ O0JACTHBIMH
HOPMATHBHBIMM IPABOBBIMU aKTaMu. B mpouecce okasaHus MHE Mep COLMANbHOMN
MOJASPXKH IO ODECIICHCHHMIO IIeKAPCTBEHHBIMH NpPEHapaTaMy 3a CUeT CpeiCTB
00J1aCTHOTO GI0MKETA, A HPENOCTABIIAIO IPABO MEIUUMHCKIM PaGOTHHKAM nepenasarb
MOH NEPCOHANBHBIE NaHHBIE, CONEpXKAliNe CBEASHHA, COCTaBIAIOIIME BpadebHYIO
TauHy, APYIUM JOJLKHOCTHEIM Jinniam Qreparopos.

[penocrasnsao OneparopaM Npapo OCyIECTBISTE BCE NEHCTRI (oneparyn) ¢
MOVMH [I€PCOHANBHBEIMU NaHHBIMH, BKIHOYas cOOp, CHCTeMATH3aIlMI0, HAKOILUICHHUE,
XpaHeHue, OOHOR/ICHYE, H3MEHEH e, HCTIONL30BaHNE, OO0 ININBaHME, OnoxupoBanue,
yanuroxkeHue. OriepaTopsl Bhpase o0palaThiBaTh MOH IIEPCOHATBHBIC [AAHHBIE
IIOCPENCTBOM BHCCEHHS HX B 3JIEKTPOHHYIO 0a3y HaHHEIX, BKIKOUCHMS B CIHUCKH
(peecTprr) 174 OTYETHBIC hopmpl, IPERYCMOTPEHHEIE JOKYyMEHTaMH,
PeriaMeHTUPYIOIMMY  NPEIOCTABICHHE OTYETHHIX JaHHBIX (JOKYMEHTOB) IO
OKa3aHWI0 MEp COLMAaNbHOM [OANEPXNKM IO OOECHCYEHHI0 JIeKapCTBEHHBIMH
TIpENIapaTaMH 3a CYET CPesICTB 00IacTHOro OI0IKeTa,
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Or1epaTopel UMEIOT IIPABO BO HCITONHEHHE CBOMX OBS3aTEIBCTB 110 paboTe 1o
OKA3aHMIO MEpP COUMATbHOH IOANEPKKH MO OOCCICUSHMIO JIeKAPCTBEHHBIMH
TpenapaTtamu, 3a CHeT cpeicTs obnactHoro 6romkera Ha o6men (TpHEM U Iepeaayy )
MOHUMH HCPCOHANBHLIMH JaHHBIMH C MEAHIMHCKMM YUPEXACHHEM M alTedHbIM
YHUPeXKACHHUEM C HCIIOJIb30BAaHMEM MAllWHHBIX HOCUTENEH WM MO KAaHAIaM CBSZH C
CODIIOICHHEM Mep, 00ecHeYMBAIOWMX HX 3Ty OT HECaHKIHOHUPOBAHHOTO
AOCTyTa, NpY yCIOBHH, YTO UX NpueM U 06palboTka 6YIAyT OCYLIECTBIATECS JTHIOM,
OOS3aHHBIM COXPaHATE IPOYECCHOHANBHYIO TaHHY.

Cpok XpaHeHMst MOHX HepCOHANBHBIX AAHHBIX COOTBETCTBYET CPOKY XpaHeHUs
IEPBUYHLIX  MEIUIMHCKHX JIOKYMEHTOB (MEAMIHHCKON KapTh) M COCTABISET
<IABaJUATH LT TeT>,

Iepefiaya MOMX IEPCOHANBHBLIX MAHHBIX HHBIM JHNAM HIH WHOE HX
pasrjalleHne MOMXET OCYINECTBIIATHCS TONBKO C MOErO ITHCHMEHHOIO COTIIACHS.

Hacrosmmee cornacume mano Mmol 20 r. u peHcTByeT
deccpovHO.

T octTaBmsizo 3a coGoi 1paBo OTO3BATH CBOE COMMACHE IOCPEACTBOM COCTABIICHHUS
COOTBETCTBYIOLICTO THCEMEHHOTO JIOKYMEHTa, KOTOPBIE MOXKET OBITH HAIIpaBIIeH MHOMH
B afpec Oneparopa 110 NOYTe 3aKa3HBIM IUCEMOM C YBELOMIICHHEM O BpYYEHUH JTH00
BPY4eH JIMYHO 110/l PaCIUCKy npeacTaBuTento OnepaTopa.

B cay4ae IomyyeHHS MOEro IHCEMEHHOTO 3asBIEHHS 06 OT3bIBE HAaCTOSHIETO
COralleHus Ha 00palboTKy MepcoHaNBHLIX JaHHbX Onepatop obs3an IPEKPaTUTh HX
00paboTKy B TeuCHHE IEPHOAAa BpeMeHH, HEOGXOAUMOTO IS 3aBepIleHH
B32MMOpACYeTOB MO OIJaTe OKA3aHHOM MHE A0 3TOr0 CONMATBHON HOMOMM IO
NIEKapCTBEHHOMY OOECTIEYEHHIO 3a CYeT CPeCTB 0BIACTHOro GIOmKeTa.

Konrakrybiil Tenedon ¥ IOYTOBBIK alpec

[ommuce cyObexTa NepcoHanbHBIX JaHHBIX
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[punoxenne No3

K IpuKasy MuHuCTepeTBa 3ApaBoOXpaHeHHIA
CBepﬂ@mB{.:Koﬁ obmactu

oT

DO IR N JEY —p

Iopsanox
3a0IHOIERHOrO B3aUMOAeHCTBH S

1. Ilopspgox paspaGoran B uemax coGmonenus KOHQUICHIMANBHOCTA H
obecnedenns 0C30IMACHOCTH MEPCOHANIBHBIX JAHHBIX TpaKaaH npH ux obpabotke B
COOTBETCTBHU CO cTaThéi 19 QenmepamsHoro 3akona ot 26.07.2006 Ne 152-®3 «O
TIePCOHATABHEIX J@HHEBIXY.

2. MeuiyHCKYe Oprauu3ayy;

2.1. OTBeTCTBEHHOE JHLO MeIHIHHCKOMN Opranu3anyvy, OTHECEeHHOH K
I"oprosasonckomy, HOxHOMY Wim 3anagHOMy YIPaBIEHIECKHM OKpyraM, cobupaer
KOMILIEKT ~HEOOXOMMMBIX JIOKYMEHTOB, CKAaHHUPYeT c(hOPMHUPOBAHHEIH  nakeT
AOKYMECHTOB, CO3/1aeT JOKYMEHT (Jlajiee — JOKYMEHT NAlMEeHTa) B TEKCTOBOM ¢opmare,
Harpumep .doc wan .txt, cogepxanmii: ®.M.0., CHWIC, monuc, HanMeHOBaHHe
ME/IMUMHCKOR OPTaHH3allUM, KO YUPEKICHUS 31paBOOXPaHEHUS ~ | HaIpasiseT 110
«/lenoBo# 1104TEe» HA A0OHEHTCKUIT IYHKT «02_02_®aiin ncxnodenna» (nanee — AIT)
MACBMO  J7IA  TEePPUTOPHANLHOTO  OoThAena MUHHCTEPCTBA — 3MpaBOOXpaHeHwUs
Csepaaosckolt obmactu (manmee — MHuHHCTEPCTBO) ¢ 00S3aTeNBHBIM YKa3aHUEM
CIICAYIOUTUX ITOJIEH:

a) remsl: ®M_TO_JInr, rae Jur — I' gust T'opHO3aBOACKOTO TEPPUTOPUATBEHOTO
otgena, 10 — mna KOsxuOro TEPPUTOPHANIBHOIO OTjeiNa W 3 — Jpisg 3alajHoro
TEPPUTOPHUATBHOTO OTENA;

6) BilOJKEHHE B BHE apX1Ba C OTCKAHUPOBAHHBIMH JNOKYMEHTaMHU H JIOKYMEHTOM
nanyenTa (MM (aiina JOMKHO ComepKaTh HANMEeHOBaHHe YUPEXKICHNS ).

2.2. OTBeTCTBEHHOE JHIO MCIIAITAHCKON OpraHM3aluy, OTHECEHHOIo X
Cesepromy, BocTo4HOMY — ynpaBleHYECKHM OKpyTaM, cobHUpaeT KOMILIEKT
HEOOXOIMMBIX TOKYMCHTOB, CKaHHPYCT c(OPMHUPOBAHHEIl MaKeT JOKYMEHTOR,
CO3ZaeT JOKYMEHT B TEKCTOBOM (opmare, Hanpumep .doc muu .txt, COZlepKATIHII:
O HN.0O., CHWIC, noauc, HauMeHOBaHUE YUPEXKIACHUT 30paBOOXpaHEHMs, KOI
YAPEXKJACHUA 31PABOOXPaHCHUA — K HalIpaB/siet Mo JlenoBoif noyre Ha aboHeHTCKH
nypkT  «MY_1784 KPACHOTVP-ASd  TBb 01 I'»  wm «MVY_0300 MV3
HMPBUTCKAST UI'B 01 I' COOTBETCTBEHHO IHCHMO AN OTHAENa OpPraHusalun
OKa3aHMWA MCOUIMHCKOM YOMOIIM HACENEHHIO ¢ O6S3aTelbHLIM YKazaHUeM
CIEOYIOLLMX ITOIei:

a) TeMel: Pailn UCKINOYSHUS;

0) BIIOXKEHHE B BUJIC ApXHBA C OTCKaHHPOBAHHBIMHU JIOKYMEHTAMU M JOKYMEHTOM
naruenTa (MM Qaiina JOIDKHO ColepKaTh HauMEeHOBA e YYpexAeHH ).

2.3. aiin, HANPABAEHHEIH B COOTBETCTBUH C IIyHKTam# 2.1, u 2.2, pactosimero
Hopska, mpuaumactrest 8 Munncrepetee na Al u B Clly4ae KOPPEKTHOTO YKa3aHHUs
TEMBL TIMChMa aBTOMATHYECKH IIepeMEINAeTcsi B KATANor, NpeHA3HAYeHHbIH Juis
COOTBETCTBYIOMIETO TEPPUTOPUATBHOrO oTae)a MunucTepeTRa.
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2.4. MenumpHCK1e OpraHu3alii ¢ 331aHHOH epHOIMIHOCTBIO IPOCMATPHBAIOT
«[lenoByI0 HOYTY» Ha CBOMX abOHEHTCKHX [YHKTAX C LETBI0 ONEPaTHBHOTO
pearupoBaHus HA MOCTYIAKIME OT TEPPUTOPHANTBHELIX OTAENOB MUCHMA.

3. TeppuropuanbHEie 0TAe6] MUHHCTEPCTBA.

3.1. Teppuropuaienbie OTAeNs! MuUHHMCTEPCTBA OGECTICUMBAIOT KOHTPOIE
KOPPEKTHOCTH AOKYMEHTOB, BO3BPAT NOKYMEHTOR B MEAHIMHCKUE OPTaHMU3AIMH I/
BHECEHHUS! MCIIPaBICHUH, iepeiaya KOPPEKTHBIX JOKYMEHTOB B MUHUCTEPCTBO.

3.2. OTBeTCTBEHHOE JMHO B TeppHTOpHanbHOM otiene (I OpHO3aBOCKOL,
IOxHBIM, 3anafgHbI) ¢ HePUOIUIHOCTRIO B 3 yaca oOparniaercss K CBOeMy KaTanory B
MunucrepctBe W UpocMatpuBaeT IIOCTYNHMBIIME JOKYMEHTH. B ciydae
HEOOXOIMMOCTY HANpAaBIeHHA OTBETHOTO INCHMA B MENWMIIMHCKMC OpTaHH3AlUH
FOTOBUT (aill, colepkaninii TeKCT OTBETa, U IPH HeOOXOAMMOCTH IONOIHATEILHbIE
MaTepuaisl (B clIydae ecin TpeOyeTcss HalPaBUTh HECKOJIBKO (aiiiios, — apXUBHpYeT)
M BBIKIIA/IBIBACT TOTOBBIA (haiil B Karanor, OTBeIEHHBLIA g oBpaTHOH CBAZH ¢
KOHKPETHOH ~ MCOUUWHCKON  opraHuszanuei. Ilpu  oTcyTcTBMM  3aMeuanuii
TEPPUTOPHANBHBIN OTHEN BBIKIIQ/ILIBAET TOTOBBIH I1aKeT MOKYMEHTOB B KATAJOr,
IpeNTHa3HAYEHHbIH MAMA OT/AeNa OpraHW3alUH JIEKAPCTBCHHOro obecrmeuenus H
(apmaleBTHIeCKOR esTebHOCTH MUHHCTEPCTBA.

3.3. Orzmenpl OpraHU3alMH OKA3aHHUA MEJUIIMHCKON ITOMONIM HACEICHHIO B
Boctounom uim CeBepHOM yNpaBIeHYSCKUX OKPYTax HPOBEPSIOT KATAIOT BXOISAIUX
nuceM  «[lenoBod 1moYTE» Ha aGOHEHTCKOM IYHKTE, MOMY9AlOT JIOCTYIIHBLIHE
FOKYMEHTBI, TIpH HEOOXOAMMOCTM HanpaBIAIOT OTBETHBlE MHCHMa B  apec
MeAUIMHCKON oprarm3auyy. [Ips oTcyTcTBIM 3aMedaHuit HAIPABISFOT FOTOBBIHN MAKET
AOKYMEHTOB B BHJE NMHchMa Ha All ¢ 00g3aTebHBIM yKa3aHHUEM CIEAYIOIHX [0Meil:

a) Temsl: O M3;

0) BIIOXKCHUE B BUJIE ApXUBA C OTCKAHAPOBAHHLIMHU JOKYMEHTAMH H AOKYMEHTOM
nanpenTa  (UMA  Qadina  JOMKHO COMepKaTh HAHMEHOBAHHE  MeNHIHHCKOIL
OpraHM3aiUy, IIOATOTOBUBIIETO TAKET JOKYMEHTOR).

3.4. Qaiin, yanpaBlieHHE B COOTBETCTBHM C ITyHKTamu 2.1, 1 2.2. HaCTOSINEro
Hopsanka, npunuMaercs 8 Munncreperee Ha ATl M B clydae KOppeKTHOrO yKa3aHus
TeMBI IIMChMa aBTOMATHYECKH NEPCMEINAEeTcss B KaTalor, IpeNHa3HAYEeHHBI i
OTjCna  OpraHW3alMK  JIGKapDCTBEHHOI'O obecreveHus W (apMaleBTHYECKOR
ACATENBHOCTH.

4. YupasieHue 3ApaBoOXpaHcHIS A IMHHUCTPAIIHH T. Exarepunbypra.

4.1. Jng nepemadn  undopmaimu B MHHHCTEpCTBO 13 Yipagnenus
3APaBOOXPAHEHUs! AIMWHUCTpALMH I. Exarepunbypra, VYiparneruem
3/[paBOOXpaHeHus AJMHHMCTpalud T. Exarepunbypra Hanpapusercs MHCHMO MO
«/lenoBoit 1ouTe» ¢ aboHeHTCKOro mynkra «llentp Memukom» na AIT ¢ Temoli
«DV_M3» 1 32apXMBUPOBAHHBIMU TOKYMEHTAMH B BUJC DaillIa-BIoKeH s,

4.2.  MHHHCTEPCTBO HANpPAaBAfET OTBETHHIE [HCHMA B VYnpapnenne
3ApaBoOXpaHeHHsT AIMuHACTpalyy I. Exarepunbypra no «lemosoit iouTey ¢ Al na
abonenTckmit myHxT «Llentp Meauakom» ¢ Temoit «DPH_VY3» ¥ 32apXHBHPOBAHHEIMI
JOKyMEHTaMU B BUIte dhalina-BroKeHus.

4.3. Ce3p Mexjly MeIWIMHCKIMH OPraHM3aldsMH, [0IBeIOMCTBEHHBIMMU
YIpaBaeHuio 3/ipaBOOXPaHCHNS AMHHHCTPALMH T. Exatepun6ypra, VipasneHnem
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30paBoOXpaHeHus AIMHHHCTpauuu T. ExarepunGypra u Iearpom «MejHKOMY
peanu3yeTcss B COOTBETCTBHHM C IOPAAKOM, YCTAHOBIECHHBIM YIIpaBileHHeM
3apaBooXpaHeHus AIMHHUCTpaln F. Exarepundypra.

5. TexcTrl 1 TeMBI TIMceM, 00pabOTAHHEBIX aBTOIPOLECCHHIOM, HE [ONafaoT K
KOHeUHOMY nojydarento. llepenarorcs Tonsko BIoKeHHs.

6. Munuctepcrso.

6.1. Tlo «/lenosoit moure» co cBoero AIl HarpasiseT BBIMMCKH M3 IPOTOKONIA
paccMoTpeHust 3asBraeHdMd Kommuccmedl mo ouenke 0GOCHOBAHHOCTH HA3HAYEHHSN
KH3HEHHO HeOOXONUMBIX M BaXHEHIINX TeKapCTBEHHBIX TPENApaToB, HE BXO/IIHMX B
TIEPEUHH, yTBCPIKICHHbIE (peIepaNbHBIME U 06IACTHEIME HOPMATUBHEIMHA IPAROBHIME
aKTaMu ¢ pasOMBKOU IO MEAMIMHCKAM OPraHM3allisiM U B COOTBETCTBUHM C IIYHKTOM
4.2. gacrosmero [lopsnka.

6.2. Cexperapro KoMuccun mo otledke 000CHOBAHHOCTH HA3HAYEHHMA JKH3HEHHO
HEOOXO/IMMBIX M BaXHEHIINX JIEKapCTBEHHBIX TIPENapaToB, HE BXOAIIAX B TepEYHH,
YTBEPHKACHHBIC (e/IepallbHBIMA M 00JaCTHEIME HOPMATUBHBIME HPABOBBIMU aKTaMH
©XEKBAPTANLHO INPEROCTABIAT: B 3JEKTPOHHOM BHAE OTBETCTBCHHOMY 32
OKCIyaraluio  HH(POPMAIMOHHOH  CMCTEeMBI  NEpCOHANBHBIX  JAHHBEIX M
«BenoMcrBenHas cerh  Iepenav JaHHBIX MMHMCTepCTBa 3APABOOXPAHEHUS
CpepaioBekoi 06nacTi» mepedyeHb MeMIMHCKMX OpraHM3anui, paGoTaommx Mo
«Danry HCKIIOUYESHUD?,



