ha

MHHUCTEPCTBO 3/IPABOOXPAHEHUS HOBOCUBUPCKOM OBJIACTH

IMPUKA3

_OL.OZL0Z0 Ne 54F

r. Hopocubupek

O nopsjke BeieHHA PErHOHAJLHOTO PETHCTPaA IPaAiaH, NOCTORHHO
NpokHBaWIINHX Ha TeppuTopi Hosocnbupekoi obi1acTH, HMEIOUIHX NPaBO Ha
ofecrnevyeHHe JeKAPCTBEHHBIMH NpenapaTaMH A8 MeIHIHHCKOr0 NPpHMeEHeHHS,

MEAHUHHCKHMH H3/1eJTUAMH, ClIelHa/THIHPOBAHHBLIMH NPOAYKTAMM JeqyedHOro
NHTAHHA, KOTOPbIE OTIIYCKAKTCH M0 pelenTaM Bpadeii OecniaTHO WK ¢
SO-npomeHTHOH CKHAKOH

B uenax noseiileHHs 3QeKTHBHOCTH CHUCTEMbl JIEKAPCTBEHHOTO obecrnedeHus
rpaxaaH, HMMEWIIHX M[paBo Ha obecrneyeHHe JEKapCTBEHHBIMH TpenapatamM s
MEOHLMHCKOr0 NPHMEHEHHS, MEAHWIWHCKAMH W3JEIHAMH, CreUHaTu3ipOBaHHBIMU
NpoyKTaMH Je4eOHOro TTHTAHMA, KOTOpBhIE OTMYCKAalOTCA MO pelenTaM Bpaded
fecnnatHo WnMH ¢ S50-npolEHTHOW CKHOKOH, B COOTBETCTBHH C IIOCTAaHOB/IEHHEM
[TpaputenscTBa Poccuiickoit Pepepauuu or 30.07.1994 No 890 «(O rocymapCTBEHHOMH
MOAAepKKe Pa3BUTHA MEIMILMHCKOH TPOMBIINUIEHHOCTH W YIy4lIeHMH obecrnevdeHHs
HACE/EHUA W YYPEHICHWH 30paBoOXpaHeHHs NEeKapCTBEHHBIMH CpelcTBaMH H
H3MeNMMAMM  MEIMIIMHCKOro HasHadeHHs» W 3akonHoM Hosocubupckol obnactu
0T 29.12.2004 Ne 253-03 «Q Mepax couHaibHOH MNOLAEPKKH OTHAENBHBIX KaTeropui
rpaKIaH, NOCTOAHHO NpoxkuBatomux B HopocHOUPCKoi o0/1acTH» P H K a 3 bl B A 10

1. YTBepauTE NMpUAaraeMbli NMOpALOK BEJIEHHA B aBTOMaTH3HPOBAHHOM CHCTEME
IETOTHOrO JiekapeTBeHHoro obecneuenns HoBocubupekoit obnactu (ganee — AC JUIO
HCO) pernoHajibHOTO PerucTpa rpax/iaH, MoCTOAHHO NPOMKHBAIOIIHX HA TEPPHTOPHH
Hosocubupckoit obnacTu, HMEHOIIHX @paBo Ha obecnedeHHe JeKapCTBEHHBIMH
npenapaTaMi IS MEIMUWHCKOrO TIPHMEHCHWSH, MEIHUMHCKAMH  M3JCTHAMH,
CeUMANM3NPOBAHHBIMY MPOAYKTAMH j1€4e€0HOTO MNHMTAHHA, KOTOPBIE OTMYCKAIOTCH I10
perienTam Bpadeii GecrinaTo WK ¢ S0-NPOLEHTHOH cku kol (nanee — ITopagoxk),

2. PykoBoaAWTEIAM rocyaapcTBEHHbIX MEIHLIHHCKHX opraHu3alHi
Hosocubupckoil 061acTH ¥ HHBIX MEIHIIHHCKHX opraHu3aliii, ydacTylommx B AC
JUJI0, (nanee —MO), ofecneunTh BHECEHWE CBEACHHWH O TrpajiaHax, MOCTOAHHO
MPOKUBAIOIMX Ha TeppuTopun HoBocuOMpeKoH o6slacTH, MMEIOLIMX [IPaBo Ha
obecrnieyeHHe JeKapCTBEHHBIMH npemnaparaMH [is MEIHLHHCKOro NPHMEHCHHA,
MEIHIIMHCKUMH W3AETHAMH, CIeHAIH3HPOBaHHBIMH MPOAYKTAMH neyeOGHOrO MUTAHKA,
KOTOpBIE OTITYCKAITCA MO perentaM BpadeH fecruiatHO UK ¢ S0-MpoLeHTHON CKUIKOI
8 AC JIJIO HCO B cooteercTBHE ¢ [Topsaakom.
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3. KoHTpO/Ib 32 HCMOJHEHHEM HACTOALIETO MPHKA3A BO3JIOKHWTE HA 3aMECTHTENA
MHHHCTpa 3npaBooxpaneHus Hopocubupekoit obnact Akcerosy E.A.

Munnctp ,«C K.B. Xans308

E.HO. Bysonckan
(383)23862 73

—_____—_-



YTBEPXJIEH
MPUKA30M MHHHCTEPCTBA
37IpaBOOXpaHeH s
HosocuGupckoit o6nactu

Ne [/54F  or W{??pw_gfﬁ

[lopanok Benenns B ABTOMATH3HPOBAHHON CHCTEME JILIOTHOTO JieKa pcTBeHHOrO
obecnewennn Hosocnbupekoii o6iacry PETHOHAJIBHOIO PErHeTPa rpakaan,
MMOCTOSIHHO MPOKHBAKUIAX HA TEPPHTOPHH HosocuGupekoit o6aacru, umeromnx
npaso ua obecnevyenne JeKapCTBeHHBIMHI npenapaTtaMu 1/is MeAHUHHCKOIO
NPHMEHCHHA, MEAHUHHCKHMN WITe/IHAMH, CNEUHAIM3HPOBAHHBLIMH NPOAYKTAMH
Ae4ebHOrO MHTANNS, KOTOpPbIE OTAOYCKATCA N0 peuenTam Bpayei GecniaaTtHo wian
¢ SO0-npouenTHO# cknaKoi

I. O6mme nosomenns

1. Ilopanok Benenns B ABTOMaTH3IHPOBAHHOH CHCTEME JILFOTHOI'0 IEKAPCTBEHHOTO
obecneuenns Hosocubupckolt  ofnactu PETHOHATBHOIO  pervcTpa  rpakiad,
MPOKHBAIOWEX Ha TeppuTopun HomocubGupckoll ofnacTh, HMeloLIHX npaBo Ha
obecrieyeHne JIGKAPCTBEHHBIMU TIpenapaTaMu  JUTS MEIULHHCKOrO NpHMEHEeHHS,
MELMUMHCKHMH M3J€TUAMH, CTIeLHATHINPOBAHHBIMH MPOAYKTAMH JIeueBHOro MHTAHUS.
ROTOPBIC OTIYCKAIOTCA M0 peuentam spayell GecniaTHo WK ¢ 50-nPoLeHTHON CKHAKOIL
(majiee — perucTp) M B3ANMOEHCTBHS MEXKIY YHaCTHHKAMH IO HHOOPMALHOHHOMY
oOMeHY NpH BelleHWH perucrpa (zanee — l[lopsinok) paspabotan ¢ uensio enuHoro
METOAHYECKOTO  MOAXOAA  NPH  OPraHM3auMH  JOKYMEHTOOGOpOTa,  MeHKo-
IKOHOMHHECKOTO KOHTPO/IA TIeKapCTBEHHOTO 00ecneueHus NpH OKA3aHHH MeHLIHHCKOI
nomowM B aMOY/IaTOPHBIX YCNMOBHAX 38 CHET CPeAcTB OGIACTHOrO OlokeTa
Hosocubupckoit obnactu B COOTBETCTBHM ¢  3KOHOMATENBCTBOM Poccuiickoii
Qenepaunu.

2. llopsanok pa3paGoraH B COOTBETCTBHM C DenepanbHbiM 3aKoHoM 0T 21.11.2011
Ne 323-@3 «O6 ocHOBaX OXpaHE! 370pOBBA rpaxiaH B PoccHiickoi Denepaumuy,
nocraHosneHneM [lpasurtenscrsa Poccuiickoit @enepaunn ot 30.07.1994 Ne 890 «O
rocyn1apCTBEHHON MOAACPIKKE PASBUTHS MEAULIMHCKOI TIPOMBILITEHHOCTH | VIY4LICHHH
obecrieyeHHs HACENEHHA M  YYpeXACHHH 3IPaBOOXpAHEHHS JIEKaPCTBEHHBIMH
CPEACTBAMHM H H3JCTHAMH MEAMUMHCKOrO HasHaueHHA», 3akoHoMm Hoocubupckoii
obnactu or 29.12.2004 Ne 253-03 «O Mepax coumanbHOMN MOANEPKKH OTIENbHBIX
KaTeropHi rpagaian, npoxusarommx B Hosocubipekoii obnactuy.

3. OcHOBHBIE HCIIONBIYEMbBIE MTOHATHSA:

1) pernonanbrele NEroTHHKM — rpaxiade Poccuiickoit @eflepalivM, MOCTOAHHO
NpOKHBAIONIHE Ha TeppHTOpHH HoBocHOHpckod o6nacTH, HMMelomue npaso Ha
MOJyHYEeHHEe  JICKAPCTBEHHBIX  TPEnapaToB  JUIs  MEIAMLMHCKOTO  [IPUMEHEHHS,
MCIHUHHCKHX H3JICNTHH H CNeUHATH3IHPOBAaHHBIX TIPOAYVKTOB JeueGHOTO NHTaHHA Mo
peuentam spata GecruiatHo WK ¢ S0-nponeHTHOM CKHIKOI 3a cueT CpecTB 061acTHOro
Gromkera HopocuGupckoit  ofnacTw, BKIIOYEHHBIE B PETMOHANBHEI  perucTp
NBrOTHHKOB,
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2) npenapatbl — JleKapcTBEHHBIE npenapatel A7 MEIHUHHCKOIO NPHMEHCHHSH,
MEIHLMHCKHE H3JIeIHs, CrieHaiM3HPOBaHHBIe NPOAYKTEI Je4e6HOro NUTaH!A:

3) AC JUTIO HCO - aBTOMaTH3sHpoBaHHAas CHCTEMa JLIOTHOTO NIEKapPCTBEHHOTO
obecneuenuns Hosocubupekoii obnacth.

4. Y4aCTHHKAMH BeJICHHS PerucTpa SB/IsSIOTCS:

I) MunHcTepCTBO 3apaBooxpanenus Hosocubupekoit o6nactu (anee — Munsapas
HCO);

2) rocyiapcTBeHHOe GI0/DKeTHOE YupeKIeHHe 3/1paBoOXpaHeHHs «MearuHHCKui
HHQOPMALIHOHHO-aHANIHTHYeCKH T LeHTp» (Ianee — oneparop perucrTpa);

3) rocysapeTBeHHble MeauIHHCKHe opranusaumk HoBocuGupckoii obnactu  w
HHBIC MEIHUMHCKHE OpraHu3alnM, YHacTBYIOIIHE B aBTOMATH3HPOBAHHON CHCTeme
ALIOTHOTO JieKapeTBeHHOro obecnevenns HosBocnGupekoit o6nactn (nanee — MO).

II. llopsanok BBOAA NEPCOHANBLHBIX AAHHBIX

5. OTBETCTBEHHOCTh 3a Ka4eCcTBO M MOIHOTY MPENOCTABJIEHHS TMEepPCOHATBHBIX
J@HHBIX CErMEHTA PerucTpa Bodiaraercs Ha pykosoauteneid MO,

6. Pykosoantens MO npukaioM HazHavaeT OTBETCTBEHHOE JIHIO 3a COBIOACHHE
nops/ika u npasun HHGopmMaHoHHoro obmMena U3 4ucna 3aMecTHTeNel rIaBHOro Bpaya
H OTBETCTBEHHBIX JIHIL 38 BBO/I NEPCOHANIBHBIX NaHHBIX NPH (POPMHPOBAHMH WU BEJICHHH
cerMeHTa peruerpa co croponst MO,

7. Jluuo, orBercrsentoe 3a cobmoeHne IOpSAKa M NMPaBul HH(OPMALMOHHHOIO
ofMeHa opraHu3yer NnepHoAHYecKylO, He MEHee OJHOrO pasa B KBapTall aKTyalH3aluio
JaHHBIX, CONCPHKALLIMXCA B CErMEHTE perucrpa.

8. Jluua, OTBETCTBEHHBIE 3a BBOJ NEPCOHANBHBIX AAHHBIX MPH (HOPMHUPOBAHUH H
BeneHuu cermenta peructpa dopmupyior B AC JIJIO noxyment «M3peuienve Ha
NEFOTHUKAY, C YKA3AHHEM THIA JOKYMEHTa: BKIIOUEeHHE, KOPPEKTHPOBKA, UCKITIOUYEHHE.,

9. Ins nepenauu gaHHbIX B EAHHYIO TOCYNapcTBEHHYH HHOOPMALHOHHYIO
CHCTEMY colManbHoro obecnevyeHns B H3BENIEHHH HA BKITIOUEHHE JILIOTHHKA B PErHCTP,
obA3aTeNLHO 3aN0MHAOTCA MONA!

1) haMunus, HMA, OTHECTBO (NPH HATHYHH);

2) cTpaxoBoH HOMEp HHAMBHAYAIBHOrO auuesoro cuera — CHWIC,

3) MecTO poXeHHA (B COOTBETCTBMM C NAacrlOPTHBIMH JAaHHBIMH WIH JaHHBIMH
CBHACTENILCTBA O POXKIACHHH ).

10. [Tpu HeoOxoauMMOCTH CMeHBI KaTerOpHH TrOCYAapCTBEHHOH COLMANLHON
nomMouH HeoGX0auMo 3aKkpeiTk Tekyulyio mbroty B AC JIJIO H OTKpBITE HOBYIO.

I @yukuun y4aCTHHKOB H nopsaoK HHGopMannoHHoro obmMena NpH BeICHHH
permcrpa

|1. Benenue wundopmaunontoro obmesa 8 AC JUJIO ocyuiecTsisercd B
COOTBETCTBHH C MOJOXKEHUsIMH AeliCTBYIOLIEro 3aKOHOAATE/NILCTBA O MEepPCOHANbHBIX
AaHHEIX, BpaueOHOMH TaliHe.

12. MO ocyumecTBisior:
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1) y4€T pervoHAIbHAIX IbrOTHHKOB Ha OCHOBAHHH 3aKkoHoaarenscTBa Poccriickoi
Qenepauun u  HoBocubupckofi 061acTH, B COOTBETCTBMM MEX1yHApPOHOH
knaccubukauneidi Gonesueit MKB-10. Vuer senercs m MO, ocymecrsasiomeii
AucnaHcepHOe HADIIOACHHE 33 PErHOHATBHBIMK JBTOTHHKAMH;

2) exeMecayHO nepeaavy cerMeHTa perucTpa B 3NeKTPOHHOHA hopmMe oneparopy
PErucTpa no 3alMIlleHHbIM KaHalaM CBA3M:

3) aHaNN3 Ha3HAYEHHS MpPEmapaToB B COOTBETCTBHH C 3aKOHOATeNbCTBOM
Poccuiickoii Denepaunm.

13. Oneparop peructpa ocymecTpaser:

I) opranusaumio Texunyeckoro obenyxkuBaHus perucTpa;

2) npepocrasnende Munsnpasy HCO JAOCTYNa K TPOrPaMMHOMY CPe/CTBY
MPOCMOTPA PerucTpa;

3) ananu3 perucrpa no nopyuenuam Munzapasa HCO,

14. Munsgpas HCO Ha ocHOBaHMM nNONyYeHHOro mOCTYNa K MpOrpaMMHOMY
CPEACTBY IPOCMOTPA PErHCTpa MPOBOHT:

|) nnanupoBanmne 06beMOB NpHOGPETEHNS | OTITYCKA JIe KapcTBEHHEIX NIpenapaTos
3a cqer cpeacTs obnacThoro Gromkera Hosocubupekoit oGnacty;

2) aHanM3 HasHAYEHUS TIPENnapaTtoB B COOTBETCTBHM C 3aKOHOJATE/ILCTBOM
Poccuiickoit @eaepamiu.




