MMHUCTEPCTBO 3IPABOOXPAHEHMUA
3ABAHKAJIBCKOI'O KPASI

IPUKA3 Y
97 1020201 Mo 14/~

r. Yura

O ¢popmupoBanum peuentoB B ¢gopme 31eKTPOHHOI0 JOKYMEHTA
Ha JIeKapCTBEHHbIE NpenapaTthl /151 o0ecrneyeHHus
OTIeJbHBIX KaTeropuil rpakaan

B coorBerctBUM ¢ DepepanbHbIM 3akoHOM OT 12 ampens 2010 roxa
Ne 61-®3 «O6 obpaleHIH JIeKapCTBEHHBIX cpencTB» u [Ipukazom MuHucTEpCcTBA
3npaBooxpaHenus PO ot 14 guBaps 2019 roma Ne 41 «OO0 yTBep>XAeHUHU MOpAIKa
Ha3HA4YeHHUs JIeKapCTBEHHBIX IIpenaparoB, (OpM pelenTypHbIX OJaHKOB Ha
JIeKapCTBEHHBIE MpernapaThl, Mopsiika 0GOpMIIEHUs YKa3aHHEBIX OJIAHKOB, X ydyeTa
U XpaHeHHs», Ha ocHOBaHUM llonoxeHus o MUHHCTEpPCTBE 3IpaBOOXpaHEHHS
3abaiKkabCKOro Kpas
NPpHKAa3blBaIo:

1. Beectu Ha TeppuTopuu 3abailKaabCKOro Kpas ¢GOpMHpPOBaHHE PEIENTOB
B (hopMe 3IEKTPOHHOTO JOKYMEHTa ISl JIeKapCTBEHHOTO O0ECIIEUeHHUS OTAEIbHBIX
KaTeropuid TIpaXkJAaH Hapsay C peLentaMu, O(GOpPMIICHHBIMH Ha OyMaXKHOM
HOCHTEIIE.

2. VTBepauTh B LEesX (HOPMHUPOBAHHS PELENTOB B (OpMeE 3JIEKTPOHHOIO
JIOKyMEHTa PernmamenT wWHGOPMAIMOHHOIO B3aUMOJCHCTBUS IO OOMEHY
CBEIEHUSMU B LEJIIX OCYILECTBICHUS OTIyCKa JIEKapCTBEHHBIX IPEIapaTosB,
MEIUIMHCKUX H3JENNH, a TaxKkKe CIEeLUaIu3UpPOBAaHHBIX MHPOMYKTOB JIEYEOHOTrO
IOUTaHUS [ JEeTeH-UHBAIKMIOB II0 penentaM, cGOPMUPOBAHHBIM B BHIE
3IIEKTPOHHOTO JIOKyMeHTa (TIpriaraeTcs).

3. Omy6nuKoBaTh HACTOSIIUI MPHKA3 B CETEBOM H3JaHUU - Ha caiiTe B
MH(QOPMaIIIOHHO-TEIeKOMMYHUKAlMOHHON cet  «MHTepHe™ «OdHIuanbHbIA
UHTEPHET-TIOPTal ~ IPaBOBOM  MHQOpPMAIMM  HCIIOJIHATEIBHBIX  OpPraHOB
roCyapCTBEHHOM BnacTu 3abalikallbCKOTO Kpas.

4. KoHTpOJIb HCIIOTHEHHS HACTOSIIErO MPHUKa3a OCTABIISIO 3a COOOM.

Munuctp A.M. lllanruna

CormacoBano: M.B. Ocunos

N.5.Bbussgesa
Hcnonuurens: U.B. Yepusiea,’21206-65, 106.4577




YTBepx e
IpuKa3oM MuHKMCTEPCTBA 3paBOOXPaHEHHS
3abaifkanbckoro Kpas

OT _2 ZAL0.2020T1. Ne /4-77

PersiamenT nHpopMauumoHHOro B3aumMoaeiicTBUs
10 00MeHY CBeIeHUSIMH B IIeJISIX OCYLIECTBJICHHSI OTIYCKA JIEKapCTBEHHBIX
npenapaTos, MeIHIHHCKHX H3eJHH, 2 TAK/KE CIENHATU3HPOBAHHBIX
NPOIYKTOB JIe4e0HOr0 NUTAHUS [/151 JeTeii-HHBAIH/I0B N0 penenTam,
¢()opMHPOBaHHBIM B (hopMe 3TEKTPOHHOIO JOKYMEHTA

I. O0mue moJ1o:xeHus

1. Hacrosmmii permamMeHT onpenenser NOPSIOK UH(POPMAIOHHOIO
B3aMMOJICHCTBHSA NPH (YOPMUPOBAHUM PELENTOB Ha JIEKAPCTBEHHbIE IPENaparsl,
MEZIMIUHCKUE M3JEIUA, a TakkKe CIEelHalu3UPOBAHHBIE IPOAYKTHI J€4eBHOTO
IUTAHUS JUIS N€TeH-HHBAIIMAO0B B (hOpME SIEKTPOHHOTO JOKYMEHTA M OTIyCKA HX
B (h)opMe 3JIEKTPOHHOTO JOKYMEHTa (najee - HHQOPMAHOHHOE B3aMMOJIeiCTBHE)
MEXY CIEIYIOIIUMHA YIYaCTHUKAMMU:

1) MunnCTEpCTBOM 31paBoOXpaHeH s 3a0aiikaibCKOro Kpasi;

2) Oneparopom;

3) IlocTaBiukaMu HHGOPMaLUY;

4) Ilonp3oBartensiMu HHPOPMAITHH.

2. Mu¢opMalioHHOE B3aMMOJEHCTBHE B 4acTH (hOPMUPOBAHHUS pEeLenToB Ha
JIEKapCTBEHHBIE IIpernaparsl, MEIULIMHCKHE 15631 (1388 a TaKxKe
CHICLIMATM3UPOBAHHbIE IIPOAYKTHI JIEYEOHOTO NHUTaHWs Ul JeTeil-HHBAIHIOB B
(opMe SNEKTPOHHOrO MOKYMEHTa M OTIYCKA HX IO penenraMm B ¢dopme
SJIEKTPOHHOIO JIOKYMEHTA OCYIIECTBISIETCS C HCIOJIb30BAHMEM PETHOHAIBHOM
MONCACTEMBl  «YIPaBICHHE JIEKAPCTBEHHBIM  obecredeHmeM»  (qalee —
peruoHanbHas — IOACHCTEMa), BXoisimled B  cocraB | ocynapcTBEHHOM
MH()OPMAIMOHHOM CHCTEMBI 3IpaBOOXPAaHEHHs 3a6alKaIbCKOro Kpas (nmamee -
I'MC3  3a6alikambcKoro  Kpas), IMOCPEICTBOM KOTOpOM  ofecrieuynBaeTcs
UHQOPMAITHOHHOE B3aMMOJENCTBUE c Enunoit rOCY1apCTBEHHOM
MH(pOPMAIMOHHO CHCTeMOM 31paBooxpanens Poccuiickoit Deneparuy.

3. MuHHCTEPCTBO 31paBOOXpaHEeHHs 3abGalKaabCKOro Kpasi OIpenesseT
ONEpPaTOPOM PETHOHAIBPHOU IOACHCTEMBI IOPHANYECKOE JIMIIO, OCYIIECTBISIONIEe
KOOpIMHALUIO MEPONPUATHHA IO ISKCIUTyaTallud U Pa3sBUTHIO PETHOHAIBHOIM
IIOJICUCTEMBI-

4. TlocraBimkaMu HHQOPMALUK B PETHOHANBHYIO MOJICUCTEMY SIBJISIOTCS
ME/IMIMHCKIE OPraHu3alliy, obecreynBaomue GOpMIPOBAHUE PEIIENTOB B GopMe
SJIEKTPOHHBIX NOKYMEHTOB C MCIOJIb30BAHMEM yCHJIEHHOH KBaJIU(DHIMPOBAHHOM
SJIEKTPOHHOH IIOJIHMCH MEJMIMHCKOrO PabOTHHKA B HOPSIKE, YCTAHOBIEHHOM
YIIOJTHOMOYEHHBIM (helepPaIbHBIM OPraHOM HCTIONHUTEIBHON BIACTH,



a TaKXKe anTeYyHble OpPraHW3alliH, OCYIIECTBIIOLINE OTIIYCK JIEKAPCTBEHHEIX
IpernapaToB, MEIMIMHCKUX U3JENUM, TMPOAYKTOB JIeueOHOrO MHUTAHUS IIO
penenrtaM B popMe NIEKTPOHHOTO JOKYMEHTA.

5. Tlonb3oBaTenssMU pETHOHATBHON IIONCHCTEMBI SIBJISIOTCS TpakJaHe
(3aKOHHBIE TIPEACTABUTENM MO0 MHBIE JIHMIA, JEHCTBYIOLIME MO JOBEPEHHOCTH),
00paTUBIIMECS B MENUIUHCKYIO OPTaHHM3alHIO B IENAX OKA3aHMS MEePBUYHOL
MEIMKO-CaHUTAPHOM ITOMOINY, IMEPBUYHON CHEIUATH3UPOBAHHON MeIUIMHCKON
IIOMOII B COOTBETCTBUH C AEHCTBYIOIIHUM 3aKOHOATEIHCTBOM:

1) nmuua, ¥MeroImuee MpaBo Ha MOJydeHUE T'OCYAapPCTBEHHON COIMABHOM
IIOMOIIK B BUJle Habopa COLMANBHBIX YCIYI B COOTBETCTBHM ¢ (DemepaabHBIM
3akoHOM OT 17 mronsa 1999 roga Ne 178-®3 «O rocymapcTBEHHON COIMANBHOMN
IIOMOIINY;

2) rpaxjaHe, HMEOUIUE IIPaBO HA Mepbl COLHAIBHOW IONNEPKKU B
COOTBETCTBUM ¢ 3akoHOM 3abalikanbckoro kpas ot 25 Hos6ps 2010 roga
Ne 433-33K «O mepax commanbHON MOMEPKKA B OKA3aHUH MeIUKO-COIUANbHOM
TIOMOIIY U JIEKaPCTBEHHOM 00€CIEUeHUH OTAEIBHBIM KaTerOPUAM IPaKIaH»;

3) ymua, GoJbHBIE TIeMO(MINEH, MYKOBHCIHAO30M, TIHIOGU3APHBIM
HaHU3MOM, OonesHpro I'omle, 370KaYeCTBEHHBIMH  HOBOOOPA30BAHHSAMHU
TUM(OUIHON, KPOBETBOPHOW M pPOJCTBEHHBIX WM TKaHeHd, pacCesHHBIM
CKJIEPO30M, T'eMOJUTUKO-YPEMHYECKMM CHHIPOMOM, IOHOIIECKHM apTPUTOM C
CHUCTEMHBIM HayajioM, MykomnonucaxapugoszoM I, II u VI Tumnos, amnacruueckoit
aHeMUeHd  HCYTOYHEHHOHW, HacJeACTBEHHBIM  gaedururom  dakropon Il
(dubpunorena), VII (mabunsHoro), X (Crioapra - Ilpayspa), mmm mocie
TPaHCIUIAHTAIUX OPTaHOB U (UJIH) TKAHEH.

6. HMudopmalOHHOe B3aUMOJEHCTBHE OCYIIECTBISETCS Ha OCHOBE
IPUHIUIOB  OOECIeYeHMsl  IIONHOTHI, JOCTOBEPHOCTH, AaKTyalbHOCTH W
IeJIOCTHOCTH ~ WH(OpPMalUM, IPEeJOCTAaBIIEMO M IOJNy4aeMOM B paMKax
UH(OPMaLIUOHHOTO B3aUMOJIENICTBYS, a TaKxKe obecrieueHus
KOHQUIEHIMATFHOCTH HHGOPMALMK, OTpaHHYEHHE IOCTYIla B COOTBETCTBHH C
TpeOOBAHMAMHY, YCTaHOBIICHHBIMH (elepalbHBIMH 3aKoHaMU oT 27 wrons 2006
roga Ne 149-03 «O6 nnbopmanun, HHGOPMAIMOHHBIX TEXHOIOTHIX H O 3aIlUTe
uH(opMarum», ot 27 moms 2006 roga Ne 152-®3 «O nepcoHATBHBIX JAHHBIX» H
ot 6 ampens 2011 roxa Ne 63-03 «O6 351eKTPOHHOI MOIITHUCH.

7. 3amura MHGOPMAIWH, COINEpIKAIlelcs B PErHOHANLHON IIOICHCTEME,
00eCIeYnBaeTCs  ONEpPaTOPOM  PETHOHAIBHOM  MOJACHCTEMBI  HOCPEACTBOM
INPUMEHCHUS] OPTraHU3allMOHHBIX M TEXHHMYECKUX Mep 3alluThl HWHPOpMAalMH, a
TaKXKe OCYIIECTBIIEHHS KOHTPOJIA 3a SKCIUTyaTal[ieil pernOHaIbHOM OICHCTEMBI.

8. Omeparop ¥ MOCTaBIIMKK MH(OPMaIUU IPH 00paboTKe IepCOHABHBIX
JaHHBIX MPUHUMAIOT HEOOXOAUMBIE IIPABOBbIE, OPraHU3alMOHHbIE U TEXHUYECKHE
MEpBI [UIsL 3aIUTHI IePCOHAIBHBIX JaHHBIX U CBEICHUH, OTHECEHHBIX K BpadeOHOit
TaifHe, OT HENPaBOMEPHOIO WM CIy4aifHOro HOCTYIa K HHMM, YHHYTOXKEHHS,
M3MCHEHHsI, OJIOKMPOBaHHUs, KOIMPOBAHNS, IIPEJOCTABIEH]S, PACIIPOCTPAHEHHS, a
TaKXXe OT MHBIX HEIPABOMEPHBIX TCHCTBHIA.



9. ns obecniedeHnss KOHQUACHINATHHOCTH, COXPAHHOCTH H IOIIHHHOCTH
pasMeIlaeMOd B PETHOHAIBHOM mojcucTeMe HMHGOPMAIMK  ONepaTtop |
IOCTAaBIIMKA HMH(QOPMAlM{ HCIONB3YIOT CPEACTBA 3allldThl M Iepeadn
HH(OpPMALUH, IPEIyCMOTPEHHBIE 3aKOHOAATENECTBOM Poccrifckoit Qepnepanuu.

10. ITepenaya ma(OpPMALMU B PETHOHATIBHYIO MOACHCTEMY OCYIIECTBIISETCS

1) MeIMUMHCKMMH OpraHM3alMsIMU C WCIONB30BAHUEM PErHOHAIBHOM
IIOJICUCTEMBI,

2) anTeYyHBIMM OPraHM3AUMAMH C KCIOJNB30BAHHEM PETrMOHAJBHOM
IIOICUCTEMBI.

11. B nemsix ¢popmupoBanus perenta B popMe JeKTPOHHOIO JOKYMEHTA B
PETHOHATBHOM MOJCHUCTEME MEJULUHCKAMH OPTaHW3alUsAMU HPeTOCTaBIISICTCS
cienyromasi iHGOpMaIus:

1) cBenmeHWss O MEIMIMHCKON OpraHM3allid, B KOTOpOi (opMupyeTcs
SJIEKTPOHHBIN PELIEIIT;

2) cBemeHMs O MeJMIMHCKOM DabOTHHKE, KOTOPBIA (OpMHpYyeT
3JIEKTPOHHBIN PELEIT;

3) cBemeHMs O Tpak[aHHWHE, HYXJAIOMIEMCS B  JeKApCTBEHHOM
o0ecIieueHuH;

4) cBemeHWs O Ha3HAYEHHBIX JIEKAPCTBEHHBIX IHperaparax Hid
MEIULUHCKUX U3JIEeTTUIX.

12. TIpu oTmycke JeKapCTBEHHBIX IMperapaTtoB, MeIULMHCKUAX H3IENHi, a
TaKXe CHCUHAIM3UPOBAHHBIX IPOAYKTOB JIEYEOHOrO0 IIMTAHUS s JleTeH-
MHBAJIUIOB 10 3JIEKTPOHHBIM PELENTaM B PETHOHAIBHYIO TOJICHCTEMY allTeYHBIMU
OpraHU3AlMSIMHU IIPEIOCTABIIAETCS CIeAyIOmas HHPOPMAIIKS:

1) cBenenus o0 anTeyHON OpraHM3alUyd, B KOTOpPO#l OBLT 0OOCITyXeH
3JIEKTPOHHBIN PELeNT;

2) cBemeHmss o (apMaleBTHIECKOM pabOTHHKE, KOTODBIH O6CIyKHI
3JIEKTPOHHBIN PELIeIIT;

3) cBenenns 00 OTHNYIIEHHBIX JIEKAPCTBEHHBIX MpenapaTax MM
MEJUIMHCKUX U3IEITUAX.

13.  IlpemocraBieHne B PpErHOHANBHYIO IIOJCHUCTEMY MH(pOPMALHH,
yKa3aHHOI B myHKTax 12 u 13 HacTosmmero PernamenTa, ocymmecTBiseTcs:

1) paGoTHMKaMHM MEOUIMHCKHX OpraHM3alliii - ¢ MOMEHTa Hadaia
(hopMupoBanus perenta B GOpMe 3NEKTPOHHOTO JOKYMEHTA;

2. pabOTHUKAMHU aNTeYHBIX OPraHU3AIMIA - C MOMEHTA 3aBEPIIeHHs OTITyCKa
JIEKapCTBEHHBIX IIpenapaTos, MEJULIUHCKUX U3 JIETINH, TaKxe
CIENHUAIIM3UPOBAHHBIX TPOAYKTOB JI€YEOHOrO0 MUTAHHS IS JeTel-MHBAIUIOB
COTJIACHO O(QOPMIICHHOMY U BBIIAHHOMY MEIHIMHCKOMY IOKYMEHTY (pelenTy)
YCTaHOBIIEHHOU (POPMBI.

14. Peuent, mpenocrapiseMblii MeIUIMHCKONH opranusamueil B (opme
3JIEKTPOHHOTO JTOKYMEHTa, MOMANKMCHIBAETCS YCHICHHON KBaIM(UIUPOBAHHOM
BIIEKTPOHHOM IMOANKCHI0 MEJUIIMHCKOTO pabOTHHKA.




15. Csenmenus, mpenocTaBilsieMble aNTEYHOW  OpraHW3amell  npu
00CIIy)XMBaHMM pelLenTa B (opMme 3JIEKTPOHHOIO JIOKYMEHTA, MOAIHCHIBAIOTCSI
YCUIIEHHOM  KBaJU(QUIMPOBAHHOW  OJIEKTPOHHOM  IOANHMCHIO  aNTeYHOM
OpraHM3allid WA YCHIECHHOW KBalM(DUIUPOBAHHON 3JEKTPOHHON IIOAMUCHIO
anTeYyHON OpraHu3alliy, BEIIAaHHOM Ha (hapMaleBTHIECKOro pabOTHUKA.

16. Oneparop peruoHaNIbHOW MMOACHUCTEMBI OOECIEYMBAET TEXHUYECKOE
COIIPOBOXK/ACHHUE, aIMUHUCTPUPOBAHUE, DKCIITyaTallI0O U Pa3BUTHE MPOTPAMMHO-
TEXHUYECKUX CPEACTB PErHOHAJIBbHOM IIOJCUCTEMBI, COOJNIIOJIeHHE TpeOOBaHMM
6e30macHOCTH peruoHanbHOU IIO/ICICTEMBI, ee OecriepeboiiHOe
(QyHKIMOHHPOBaHKE,  BO3MOXHOCTH  HMH()OPMAIMOHHOTO  B3aWMOIEHCTBHS
YYaCTHHKOB IIPOLIECCa, a TaKXKe BO3MOXHOCTH (OPMHPOBAHUS aHATMTUYECKOMN
MHQOpManuK, y4eT CGHOPMHPOBAHHBIX U IIPEAOCTABIEHHBIX II0 3alpocam
MEJIUIMHCKUX W aNTeYHBIX OpraHM3aluil YHUKAIbHBIX HOMEPOB pELENTOB
YCTaHOBIIEHHOH (hOPMBI.
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