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Bo ucnosHenue npukasa Mun3sznpasa Poccun ot 07 centsops 2020 r. Ne 9471
«06 ytBepneHuu IlopsAmka opraHdM3allMH CHCTEMbl J0KyMeHTooOOpoTa B cdepe
OXpaHbl 3JI0pOBbS B 4YacTH BeJeHMS MEIUUMHCKOH JOKyMEHTallud B QopMe
3JIEKTPOHHBIX JOKYMEHTOB», NMpuka3za MunusgpaBa Poccuu ot 24 Hoabps 2021 .
Ne 10941 «O06 yrBepxaenun [lopsinka Ha3HaueHUA TeKapCTBEHHBIX IIPENapaToB, GopM
peLenTypHbIX OJaHKOB Ha JleKapcTBeHHble mpenapaThl, [lopsaka odopMmieHus
yKa3aHHbIX OJIaHKOB, MX y4e€Ta U XpaHeHHUs, popM OJAaHKOB pEeLENTOB, COACPKAIMX
HajHaueHHe HapKOTHYeCKUX CpeACTB WM ICUXOTPONHBIX BellecTs, [lopsaaka
UX U3rOTOBIEHHUS, pacnpelesieH s, pETUCTPAlluK, yueTa U XpaHeHus, a Takxe [Ipasun
oopMieHHss OJIaHKOB PELIENTOB, B TOM 4Mcie B (popMe 3/I€KTPOHHBIX JOKYMEHTOB»,
npuka3za MunsapaBa Poccuu ot 24 nHosOps 2021 r. Ne 1093H «O0 yTBepxkIeHHH
[IpaBun oTnycka JeKapCTBEHHBIX IPENapaTtoB JJsS MEAMUHHCKOIO NPHMEHEHHd
aNTeYHbIMU OPraHM3alUUSIMH, UHAUBUAYAJIbHBIMH NpeANPHHUMATENAMH, UMEIOLIMMH
JIUUEH3MI0 Ha OCYIIECTBIEHHE (apMalleBTHYECKOM NeATebHOCTH, MEIULIHUHCKUMH
OpraHM3allMAMM, HMEIOLIMMH JIMIIEH3HKO Ha OCYIIEeCTBJICHHE (papMaleBTHUECKOMH
AEATENBHOCTH, M HMX ©000cOONEeHHBIMU  ToApazfeeHUsAMH (amMOynaTOpHsAMH,
benpauIepcKUuMH U HesbAIIepCKO-aKy LIEPCKUMH MYHKTAMH, LEHTPaMH (OTAEIEHHIMH)
o0wmer BpaueOHOM (ceMelHOM) NPaKTHKH ), paclOJIOKEHHBIMH B CEJIbCKHX ITOCENECHHUSAX,
B KOTOPHIX OTCYTCTBYIOT arnTe4yHble OpraHMsauuu, a Takxke [IpaBun oTmycka
HApPKOTHYECKHUX CPEJICTB U TICHXOTPOIHLIX BELIECTB, 3apETHCTPUPOBAHHBIX B KAUECTBE
JIEKapCTBEHHBIX TpenapaToB 1 MEJULMHCKOTO TNPHUMEHEHHSH, JIEKapCTBEHHBIX
MpenaparoB Ul MEJAULIMHCKOrO NPUMEHEHHs, Colep KallluX HapKOTUYECKHE CpelCTBa
Y TICUXOTPOITHEIE BEllIECTBa B TOM uKche [lopsaka oTycka anTe4HbIMH OpraHU3alUsAMH
UMMYHOOHOJIOrHYeCKUX JIEKapPCTBEHHBIX MPENapaTos», Ha OCHOBAHUH [MOCTAHOBJICHHS
[lpaButensctBa Bnagumupckoit oGmactu ot 28 gekabps 2023 r. Ne 1011
«0O06 yrBepxaenuu [lonoxxkeHus o MuHuUCTepcTBe 3ApaBooxpaHeHHs BiaauMupckoH
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obnactuy, nuceMa MuHnsnpasa Poccuu ot 25.09.2024 No 18-1/3062, a takxke B uenax
peanu3alyy [OCTAHOBJEHUS JlellapTaMeHTa 3ApPaBOOXPAaHEHUS aAMHUHHUCTPALMU
Brnanumupckoii o6macti ot 19 Mapra 2020 1. Ne 5 «O6 MCIONB30BaHUM HA TEPPUTOPUH
BnanuMupcko#t obnacTy penenToB Ha JeKapCTBEHHEIE Mpernaparsl, c(QOPMHPOBaHHBIX
B (OpMe DJIIEKTPOHHBIX JIOKYMEHTOB» ¢ llenblo obecniedyeHus (HOpMUPOBaHUS
MEeAMUMHCKAMHU opraHu3auusaMi Bnaaumupcekoii 001acTH peLenToB Ha ieKapcTBeHHbIe
npenapatel B (OpPME BNEKTPOHHBIX AOKYMEHTOB, @ TaKXe OTIyCKa anTe4HBIMH
OpraHH3aLUAMU JIeKapCTBEHHBIX npenapaToB no TaKHM peuentam
OpHKAa3s3b Balto:

1. VYTtBepauts Pernament  HHQOpMALMOHHOrO  B3aHMOJACHCTBHA  TIpH
(opMHpOBaHHH M HCIOJIB30BAaHUH PELENITOB Ha JIEKAPCTBEHHBIE Mpenaparsl B popMe
BNIEKTPOHHOTO JOKYMEHTa Ha TeppuTopuM Bragumupckod olnacta (manee —
PernmamenT) cornacHo Ilpunoxenuro Ne 1.

2. YTBepAUTb IUIaH BHEJAPCHHs 3JIEKTPOHHBIX PELENTOB Ha JIEKAPCTBEHHBIE
npenaparsl 1711 MEAULIMHCKOrO NTPUMEHEHHUs Ha TeppUTOpUH Branumupckoit obnactu
cornacHo [Ipunoxenuro Ne 2,

3. MeaHuuHCKEM M anTeyHbIM OpraHu3auusM Bragumupckoit obacth, Beex
popM cobcTBEeHHOCTH, NPHY OGOPMIICHHH PELENTOB Ha JIEKAPCTBEHHBIE NpenapaThl B
(hopMe 3JIEKTPOHHOIO JOKYMEHTa M OTIYCKe JeKAPCTBEHHBIX MPENapaTtoB MO HUM,
PEKOMEHAYETCS PYyKOBOACTBOBATHCA YTBEPKIEHHBIM PeriaMeHToM.

4. PyxoBoauTensaiM MEAMUMHCKMX OpraHM3alHi TOCYAApPCTBEHHOW CHCTEMBI
3apaBooxpaHeHus Biaaumupcekoii o6nact obecneunTh:

4.1 (opMHpOBaHHE peecTpa MEOHLIMHCKHX pabOTHHKOB, HMEIOUIMX IIPaBo
BBIITHCBIBATE JIEKTPOHHBIE pelenTsl B cpok Ao 01.01.2025;

4.2 BBUIMCKY pEUENTOB Ha JIEKAapCTBEHHbIE Mperapathl mo nporpammam JIJIO
HUCKIIIOUMTEIBHO B (pOopMe  DIEKTPOHHOrO  MOKYMEHTa ¢ HCIIOJBL30BaHHEM
['ocynapcreenHoit  MHQOPMAlLlMOHHOM  cHucTeMBl B cdepe  3ApaBOOXPaHEHHS
Bnagumupckoit obmactu (nanee — '’MC3 BO) ¢ 01.01.2025;

4.3 BBINKUCKY PELIENTOB Ha JIEKapCTBEHHbIE Npernaparsl 3a NOJHYK CTOMMOCTE
HCK/IFOYHTENBHO B (POpMe 3NEeKTPOHHOTO AOKYMEHTA ¢ ucnonb3oBanueM TMC3BO ¢
01.04.2025;

4.4 ppinucky 100% HasHa4YeHHI peuenTypHBIX JI€KApCTBEHHBIX MPENapaToB B
QopmMe 3IEKTPOHHOTO JIOKYMEHTa, KaK B OTHOLIEHHH JIEKAPCTBEHHBIX NPENapaToB
JIbTOTHOI'O JIEKAPCTBEHHOro o00ecnedeHus, TaK M JeKapCTBEHHBIX MpenapaToB 3a
MOJNHYK CTOMMOCTb, 0e3 nyOnupoBaHHsA Ha OYMa)XHOM HOCHTENE, C IMOCIeAYIOLUIMM
MOATNIMCAHHUEM YCHIIEHHOH KBAJIM(QULUPOBAHHOH 3IEKTPOHHOM ITOJIHCHIO H OTIPaBKOMH
B QepaepanbHblil peecTp JJIEKTPOHHBIX MEOULMHCKUX JIOKYMEHTOB  €JIHHOM
rOCY1apCTBEHHOH HHGOPMAalUMOHHOH cuUCTeMBbl B cdepe 34paBooXpaHeHUs (fanee —
ET'UC3) B cpok g0 01.06.2025;

4.5 napOpMHUpOBaHHE MALMEHTOB O BBIMHUCHIBAHUM IIEKTPOHHBIX PELEITOB H
BO3MOXHOCTHY OTIIYCKa MM I10 2JIEKTPOHHBIM peLeNTaM B allTEYHBIX OpraHHu3alusX.

5. PyxoBoguTensM MeIMLMHCKHX oOpraHu3anuii Buaaumupckolh obmactu
YaCTHOH (OpPMBI COOCTBEHHOCTH, OCYLICCTBIABIUMX [JIeSTEIBHOCTE B  cdepe
00s13aTeNIbHOTO MEJMUUHCKOIO CTpaxOBaHHUsA Bnapumupckoi o0nacTH,
PEKOMEHI0BATE:
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5.1 BBIMHUCKY peLeNTOB JeKapCTBEHHbIX MpenapaToB M0 HUM HCKIIIOYHTEIBHO B
bopMe 3TEKTPOHHOro JAOKYMEHTa C HCIOJb30BaHHEM HHGOPMAalLlMOHHOHW CHCTEMBI C
01.07.2025;

5.2 Beinucky 100% Ha3zHaueHHH pelenTypHBIX JIeKapCTBEHHBIX IMperapaTtoB B
(QopMe B3NEeKTPOHHOIO JOKyMEHTa, KaK B OTHOLIEHHH JIEKApPCTBEHHBIX MPENnapaTon
JABFOTHOTO JIEKAPCTBEHHOI0 o0ecredeHUs, TaK H JEKAPCTBEHHBIX I[IpernapaToB 3a
MONHYI0 CTOMMOCTb, 0e3 nyOnupoBaHUs Ha OyMaKHOM HOCUTENE, C TIOCIEAYIOLIMM
NOANMUCAaHHEM YCUTIEHHOH KBAIHM(UIIMPOBAHHON 21eKTPOHHOM MOAMUCHIO M OTITPaBKOH
B ETYIC3 B cpok 10 31.12.2025;

5.3 MHQOPMHUPOBaHHE NALIUEHTOB O BBIMMCHIBAHHH IJIEKTPOHHBIX PELIENTOB H
BO3MOXHOCTH OOCITY>KMBAHMS 110 HUM B allTEUHBIX OPraHU3alMAX.

6. JlupeKTopy rocy1apCTBEHHOTO GHOJKETHOTO yUpPEXKAeHUs 3APaBOOXPAHEHHUS
ocoboro Tuna BnaguMmupckoit obnacth  «MenMUMHCKUH  MHQOPMaLIMOHHO-
aHaJIMTHYECKUH LeHTp» obecreynTs:

6.1 BO3MOXHOCTh (POPMHUPOBAHHS 3IEKTPOHHBIX peuentos B 1MC3 BO wu
MH(OPMALMOHHBIH OOMeH ¢ MEJULUMHCKUMH H (GapMaleBTHYECKMMH OpraHH3alUsIMH
Bnanumupckoii obnactu ¢ 01.01.2025 u nanee nocTosHHO,

6.2 NOCTOSAHHYIO KOHCYJIbTATHBHYIO, METOAHYECKYIO U TEXHHUECKYIO T0IEPHKKY
MOJib30BaTENIEd  MEAMLMHCKMX  OpraHM3alMi  TOCYAapCTBEHHOM  CHCTEMBI
3paBoOXpaHeHHa BrnanuMupckoii obnacTty no:

6.2.] akTyanusaluu CBeJEHHH O rpax/jaHax, MMEKLIMX IPaBO Ha II0JIyYEHHE
JIbFOTHBIX JIEKAPCTBEHHBIX IIPENapaToB Ha TeppUTOpUM BiaauMupckoil obnactv 3a
cyeT cpencTB Oromkera Bragumupckoii obnactu;

6.2.2 BLIMMCKY 93MeKTPOHHBIX pELENTOB Ha JIbIOTHBIE JIEKAPCTBEHHBIE
npenaparbl, MEOAULUMHCKHE H3[ENHS W CNELHATH3NPOBaHHbIE MPOAYKTHI 1e4eGHOI0
MUTAHUS;

6.2.3 QopMHUpOBaHHE OTYETHOCTH MO BBINHCAHHBIM H  OTIHYILIEHHBIM
3NEKTPOHHBIM peLienTaM.

7. KOHTponb UCNONHEHUS HACTOSALIErO NMPHKA3a BO3JI0OXKHTh:

7.1 B YacTH TEXHHYECKOTO COMPOBOXNEHHS BBIMTUCKH M OTIYCKa 3JIEKTPOHHBIX
peuenToB Ha JbIOTHBIE JIEKAPCTBEHHBIE TIpenapaTrhl, MeIULMHCKHE H3JEIHI H
CleLUaTU3HPOBAHHBIE IPOAYKThI JIe4eOHOrO MUTAHUSA MEOULIMHCKMMH OPraHU3alMsIMU
- Ha 3aMectuTens MunucTpa 3apaBooxpaHeHus Bnagumupckoid  ofnactu
JL.J1. KpsikeBa;

7.2 B 4aCTH OTMYyCKa JbrOTHBIX JIEKAPCTBEHHBIX IIPENapaToB, MEAMIMHCKHX
M3IEMH W CHEUMAIM3MPOBAHHBIX TNPOAYKTOB JIe4eOHOr0 IMTAaHHS AanTeuyHbIMH
OpraHu3alMsMH - Ha 3amecTuTens MuuucTpa 3apaBooxpaHeHMs BnagnMmupckoii
00J1aCTH, KypUPYIOLIEro BONPOCH! JIbFOTHOTO JIEKAPCTBEHHOIO 06ecneyeHHs.

8. Hactosmmit npukaz Bcrymaer B cuny ¢ 01.01.2025 u  nojgnexur
OQHLIHATLHOMY ONYOIMKOBAHHIO.

Muuuctp




[Ipunoxenue Nel k npukasy
MuHHCTEpCTBA 31paBOOXPaHEHUS
BrnaguMupckoit obnactu

Ot 27.11.2024 Ne31-H

PernamenT
HHG}OPMaLIHOHHOIO B3aUMOoReficTBHsSI IPH (GOPMHPOBAHHH H HCNIOJIB30BAHUH
peuenToB Ha JiIeKapCTBeHHbIE npenapaTthl B hopMe 3J1eKTPOHHOIO 10KYMEHTA
Ha TeppuTopud Baagumupcekoii odaactu
(naniee - PersiamMeHT)

1. Od1Me noJI0KeHH s

1. Hacroawmui Pernamenr onpenenseT nopsaok HHGOPMAaIHOHHOTO 06MeHa
MEXAY YYaCTHUKAMH MHGOPMAaLIOHHOIO B3aMMOJIEHCTBHS IIPH HCHOJIb30BaHHH
Ha TeppuTopuH Bragumupckodl oOnacTv Hapsily C pelentaMd Ha JieKapCTBEHHbIE
npenaparbl UIS MEAMUMHCKOIO TPUMEHEHHs, O(QOPMNEHHBIMH Ha OYMaXKHOM
HOCHTelle, pelenToB Ha JIEKapCTBEHHbIE Ipernapathl, cHOPMHUPOBAaHHEIX B (opme
3IEKTPOHHBIX JOKYMEHTOB (Jallee — 3JIEKTPOHHBIH PeLenT), IOCPEACTBOM MPHMEHEHUS
perHOHANLHOM [1aTPOPMBI «DIEKTPOHHBIH peUenT» M CepBHCa «DIEKTPOHHBIHN
peuenT™, a TakKe yCTaHaBIMBaeT TPeOOBaHHI K MIACHTH(UKALMK pelenTta B Gopme
3JIEKTPOHHOTO JOKYMEHTA H JlMLA, OOpaTHBIIErocsi 3a OTIIYCKOM JIEKapCTBEHHBIX
NpPEeTapaTos 110 TAKOMY peLenTy.

2.Ilon pernoHanpHOH mnathopMoil «ONEKTPOHHBIA peUEenT» NOHMMAETCs
KOMIOHEHT TOJACHUCTEMBl HHTEIpUPOBaHHAs IEKTPOHHAs MeIMLHHCKAd KapTa
nauvenTa 1'ocynapcTBeHHOH HHQOPMAMOHHOM CUCTEMBI B cdepe 3ApaBOOXpaHEHHUS
Brnagumupckoli oOnactd B Buie 6Ga3bl 3JMEKTPOHHBIX pelenToB, obecrnednBarolnei
BBIMONHEHHE OTHAENBHBIX B3aHMOCBS3aHHBIX (YHKUMH N0 00paboTKe, XpaHEHHIO,
NPOBEpKE M NPENOCTABIECHUK NOCTYIIA K peLenTaM Ha JIeKapCTBEHHbIC MpernapaThl
A1t MEAULIMHCKOTO NMPHMEHEHHS CPOPMHUPOBAHHBIM MEIHLIMHCKHMH OpPraHu3alusMy
Ha TeppHTOpUH Brnagumupckok obnactu (nanee — [nardopma)

3.Ilox cepBucoM «ONEKTPOHHBIA perenT INOHKUMAaeTCs 3JIEKTPOHHAS CHCTEMA,
obecneduBaloias MHQOPMALHOHHEIH 00MeH Mexay IlnaTgopMoi, ydacTHHKaMH
MH()OPMALIHOHHOTO B3aUMO/IEHCTBHUSA " N0JIB30BATEISIMH IMnardopmsl,
npeAocTasseMas TeXHHYeCKUM onepaTopom [Tnatdopmerl.

4. PernaMeHT  pacHpOCTpaHseTCsl Ha  I[PAaBOOTHOIIEHHS, CBS3aHHBLIE C
OCYIIECTBJIEHUEM MHOOPMALMOHHOIO OOMEHAa YYacTHHKOB MH(MOPMALHOHHOIO
B3aMMOJEHCTBUA TNpH OGOPMIEHHH M OTIYCKe JIeKapCTBEHHBIX IIpenapaToB Ha
JBIOTHRIX YCIIOBHAX MO MPOrpaMMam JIbIOTHOIO JIEKAaPCTBEHHOT0 o0ecrieueHus (nanee
— niporpamma JIJIO), koTopele Npu BIMHCKE pelienTa B hopMe OYMaKHOTO JIOKYMEHTA
OATIEKAT 0(HOPMIICHHUIO Ha pelienTypHOoM Oitanke dopmbl Ne148-1/y-04(1n), 3a nosHyio
CTOUMOCTE, 0OPMITIEMBIX Ha pELIENTypHOM O1aHke dopMbl Nel107-1/y u peuentyptom
Onanke gopmel Ne148-1/y-88.

5. [lpuMeneHMe HACTOALIETO NIPHKa3a B HYacTH HH)OPMALMOHHOro 0OMeHa 1pH
(OpMUpPOBaHMH M BBIIMCKE PELENTOB Ha JEKAPCTBEHHBIE Mpenapathl B (opMe
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3NEKTPOHHOro JAOKyMeHTa 1o ¢opMaM peuentypHbix OgankoB Ne 148-1/y-88,
Ne 107-1/y-HIT ocywecTtBiseTcs co qHsA OhULHATEHOTO YTBEPXKACHUS U peallM3allly
Munucrepersom 3apaBooxpaHends Poccuiickoil Deaepaliyu CTPYKTYpPHPOBAHHOIO
3JIEKTPOHHOT0 MEJULHUHCKOIO IOKyMeHTa N0 JaHHBIM (opMaM peLenTypHbIX OJIaHKOB.

6. YdacTHUKaMH HHPOPMALMOHHOIO 0OMEHa ABISAIOTCA:

- oneparop I1nardopMmsr;

- TeXHU4Yeckuit oneparop Ilnardopmel

- MOCTaBIIMKK uHGopmauuu B [Inardopmy;

- noas3oBatenu [lnatdopmel.

7. OnepatropoM  Ilnardopmer  sBasiercss [BY3  BO  «MeauuuHckwit
MH(POPMAaLMOHHO-aHAIIUTUYECKUH LIEHTPY.

8. Texnuueckum omneparopoM IlnardopMel ABASETCA OPUIMYECKOE JTHLO HIIH
UHIMBHIYAJIbHBIH IpEeANPUHMMATENb, C KOTOPBIM 3aKilo4aeTcs JOTOBOP Ha
peamusauuio (QpyHKUMH TexHHUeckoro omeparopa llmargopmsl, ocylecTBIAIOLEE
ACATENbHOCTh MO €€ BHEOPEHWI0 M OJKCIulyaTauud. TexHuueckuit Omnepatop
[Inardpopmer obecnieunBaeT HHQPOPMALMOHHBIH OOMEH MEKAY YYaCTHMKaMK
MHQOPMAaLMOHHOIO  B3aUMOAEHCTBUA IIpHU  (OPMHUPOBAHMM M HCNOJIbL30BAHMH
NMEKTPOHHBIX PELENTOB IPM IOMOUIM CepBUCA «INEKTPOHHBIN peuent (nanee —
CepBuc).

9. IlocTaBmukamMu  uHpopManuun B Ilnardopmy SBISIOTCS METULMHCKHE
OpraHU3aluu, HHAUBHYaJIbHBIE TPEATIPHHUMATEIH, OCYILECTBIISIOINEC MEAUIIHHCKY IO
JNEATENbHOCTh Ha TEeppHTOpHHM Bnaaumupckoil obGnactu, (ganee — MeIHIMHCKUE
OpraHH3al{M), anTeKH, AalTeyHBl€ MNyHKTbl, MHAWBUIYAIbHBIE MpeANPUHUMATEIH,
UMEIOIHE JIMLEH3UIO Ha OCYIUEeCTBIeHHe (apMaleBTHYECKOH nedaTeJbHOCTH Ha
TeppUTOpUH BllaguMupckoi o0nacTH (Janee — anreyHble OpraHu3aliy ).

10.  Ilonb3oBarenamu Ilnardopmbl ABIAIOTCS (PHU3HYECKHE JHLA, KOTOPBIM
YMOJIHOMOYEHHBIMH MEJULMHCKUMH pabOTHUKaMH MeIWLIMHCKUX OpraHu3atyip -
YYaCTHHKOB ~ MH(OPMAUMOHHOIO B3aUMOAEHCTBMS  HA3HAYEHBI JIEKAPCTBEHHLIE
npenapatbl peuentypHoro otnycka mno nporpamMaMm JUJIO w/mnm 3a monHyro
CTOUMOCTh, COIJIAaCHBIUMECK Ha OQOpMIEHHE pelenta B (OpMe DICKTPOHHOIO
AOKyMeHTa (Jajee NAalMeHThl) TMO0 UX 3aKOHHBIE MPEACTaBUTENH, nubo JIMLA,
KOTOPBIX JIMIO, YyKa3aHHOe B pelente, WIA ero 3aKOHHBIH IpeacTaBUTENlb
YIOJTHOMOUHKJIM Ha II0JY4YeHHE JICEKapCTBEHHBIX NpenaparoB (Jajiee NpeACTaBUTCIH
[TALUEHTA).

1. HudpopMauroHHbIA obmeH YYacCTHHKOB HHQOPMAITHOHHOTO
B3aUMOJCHCTBUA B 4acTH O(OPMIIEHHs DelleNTa Ha JeKapCTBEeHHBIE Mpenaparsl 1o
nporpammam JIJIO u/Mnu 3a NoJIHYI0 CTOUMOCTL B (DOpPME JIEKTPOHHOTO JOKYMEHTa
(Manee — DJIEKTPOHHBIM peUENT) M OTIYCKa JIGKapCTBEHHBIX IMIpenaparoB IO
3JEKTPOHHBIM ~ pELENTaM  OCYIECTBAAETCA 4Yepe3 TEXHHYECKOro  orepaTtopa
IInaTdopmbl NOCpeaCTBOM NpPUMEHEHHs cepBHca «DJIEKTPOHHBIR pellenT», a TaKKe
HHQOPMALMOHHBIX CUCTEM YYaCTHHKOB HH(POPMAILIMOHHOTO B3aUMOEMCTBHA.

12. MHdopMaLoHHbBIE CUCTEMBI Yy4aCTHUKOB UH(OPMALIMOHHOTO
B3aUMOJICHCTBHS  TOJKHBI  COOTBETCTBOBATb TpeOOBAaHHMAM  3aKOHOJATENbCTBA
Poccuiickoit PDemepaund o0 uHpopMaluuu, MHOOPMAIIMOHHBIX TEXHOJOTHSX U O
3alliTe HHHOPMaLHU.
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13. YuacTHUKH uH(pOpMaLHOHHOrO obmeHa npu ob6paboTke MepCOHANBHBIX
AaHHBIX NPUHUMAIOT HEOOXOAMMBbIE NPaBOBblE, OPraHU3alHOHHbIE U TEXHHYECKHE
MEpBI AJIA 3aIlMThl NIEPCOHANBHBIX JaHHBIX H CBEIEHHH, OTHECEHHBIX K BpadeOHOH
TaiHe, OT HENMPaBOMEPHOI0 WMJIM CIyYallHOro [OCTyNa K HHM, YHHYTOXKEHMS,
H3MEHEHus, OJIOKMPOBAHMA, KOIIMPOBAaHWSA, MpPeJOCTaBIeHUs, pPaclpOoCTpaHeHHs, a
TAK)K€ OT HHBIX HENPaBOMEPHBIX JeHCTBHH.

2. Hoaxnrouenne k Il1arpopme

14. Ilepen noaxmoueHuem K Ilnatgopme MeAMUMHCKHE M anNTeYHbIE
OpraHH3alMH JOJDKHbI ObITh  3aperHCTpUpOBaHbl B  (ejlepajibHOM — peecTpe
MeJIMUHMHCKUX opraHusauuil (nanee - ®PMO). MenuunHckie paGOTHHKH, KOTOPBIM
NPefOCTaBIeHO MpaBo Ha O(OpPMIIEHHE 3JeKTPOHHBIX pPELEeNToB (Jied4amluil Bpad,
¢enbamep, akynepka B cIyyae BO3NOXKEHHA HA HUX MOJHOMOYHH JICUYAIETO Bpaya -
Aajiee MEJULUMHCKHE PABOTHHUKH), HOKHEI OBITh 3apETUCTPHPOBAHEL B (e/lepaibHOM
peecTpe MeAHUHHCKUX paboTHUKOR (ganee - PPMP). dapmanesrryeckre paGoOTHHKH,
KOTOpbIe OCYIUECTBJIAOT OTIYCK JIEKAPCTBEHHBIX [MpenaparoB, JOMKHEI OBITh
3apeructpupoBadel B OPMP. Perucrpauus ocymecTsiseTcs MEIMIMHCKUMH U
anTeYHBIMH  OpPraHW3alUIMH  CaMOCTOSITEJILHO B NOPAIKE, YCTAHOBJIEHHOM
ITosioxkeHHeM o enauMHOH TrocyJapcTBeHHOM WH(OPMALMOHHOM cucTeMe B cdepe
3ApaBOOXpaHEHH S, YTBEPXKACHHBIM NocTaHoBIeHHeM [IpaBuTtenbeTBa PO o1 9 deBpans
2022 roga Ne140 «O eguHoli rocyaapcrBeHHON HHPOPMALMOHHOMN CHUCTEME B cepe
3PABOOXPAHEHU».

15. Tloxkntouenne MeOMUMHCKHX M anTeyHelx opraHuzauuit k Ilnarpopme
OCYILECTBJISICTCS 4Yepe3 TEXHW4YecKoro omnepatopa IlnaTdopMbl Ha OCHOBaHMHM
ACHCTBYIOUIMX  TEXHMYECKMX  TpeOoBaHMH 1A NOAKIIOUEHHs,  BKIIOYAA
MHTETPallHOHHBIE MPOMUIH (OPMATOB B3aHMMOMAEHCTBUS TEXHWYECKOTO OIepaTopa
IL1aTopMbl, myONHKYEMBIX B OTKPBITOM JOCTYTIE B ceTH «HHTepHeT». [Togknouenue
k [Tnardopme ocyuiecTBiseTCs Ha GE3BO3ME3/IHOM OCHOBE MOCPEACTBOM IIPHMEHEHHS
Cepaiica, peann3zyeMoro TeXHH4ECKUM ornepatopom InaThopMsrl.

16. [togkntovasce k Ilmardopme, mocTaBumkd uHGopmauud B Ilnardopmy
HECYT OTBETCTBEHHOCTb 3a ITOJIHOTY, JOCTOBEPHOCTE U CBOEBPEMEHHYIO aKTYaJIU3aLIHIO
JAHHBIX.

17. CepTH(HUKATLl YCHIEHHOH KBalH(ULHPOBAHHON DJEKTPOHHOM TMOAMUCH
(VKOII) nns noAmMcH IeKTPOHHBIX DENENTOB MEAMUHHCKAMH M alTeYHBIMH
pabOTHHKAMK OpraHH3allMi BBITYCKAlOTCA B aKKPEAUTOBAHHBIX YIOCTOBEPSIOIIMX
LEHTpax.

18. MeaunuHckue M anTeuHple OPraHW3aUMH, SBJISIOMIMECS YYAaCTHUKAMM
HHGOPMALMOHHOTO 06MEHa, JOBOJAT 0 Mosb3oBateeii [1nardopMel HHPOPMALIHIO O
BO3MOXXHOCTH UCTIONB30BAHUS Y HUX JJIEKTPOHHOIO peLeNTa B CBOMX TEPPHTOPHAIILHO
060CcO6IEHHBIX CTPYKTYPHBIX MOApa3eNeHHsX, CBOMX pecypcax B HHGOPMALMOHHO-
TEJIEKOMMYHHKAUHOHHOH ceTd  «MHTepHeT», a Taikke HWHBIMH paspelieHHbIMH
3aKOHOJATENILCTBOM CIIOCOOaMHU.

19. Moxkmovenue nonp3osaresnel k [Tnarhopme ocyluecTsiseTcs MocpencTBOM
IPCAOCTABICHUA JOCTyna TeXHHYECKHM onepaTtopoM IlnardopMbl Kk JHIHOMY
KaOuHeTYy MOOMIBHOTO TNPHIIOXKEHHS TEXHHYECKOro orneparopa IlnatgopMsl, B
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KOTOPOM TexHuueckuii oneparop [LnatdopMel obecneynBaet oTpaxeHue MEQPOpMau
00 DIEKTPOHHOM pelLenTe W OTIYIIeHHBIX Ha MX OCHOBAaHWH JIEKApPCTBEHHBIX
npenapatax (Ipyd HalUYUM TEXHHUYECKOH BO3MOXHOCTH TeXHUUECKOTo omeparopa
Cepsuca).

20. Upentudukauus u ayTeHTHduxauus nonb3oBareneil [lmardopmer ans
NOJMy4YeHUs. CBeJeHUH 00 JJIeKTPOHHOM peuenTe B MOOHIBHOM MPHUIOKEHUH
TexHUu4eckoro onepatopa IlinatgopMbl ocyiecTBiaseTcss NOCPEACTBOM (helepabHOMI
rocyJapCTBEHHOH MHGOpMaLHOHHON cucteMbl «EnuHas cucTeMa MaeHTH(HKALIUK U
ayTeHTH(QUKaUMKW B  HHQpacTpykKType, obecneuuBatome  HHOOPMALTHOHHO-
TEXHOJNIOTHYECKOE B3aUMOJEHCTBHE MHOOPMALMOHHBIX CHCTEM, HUCITOJB3YEMBIX IS
NPeAOCTaB/IEHHs FOCY IAPCTBEHHBIX M MYHUIIMIIATBHBIX YCITYT B 3JIEKTPOHHOI hopMey,
a TaKXe MOoCPeICTBOM HOMEPOB MOOM/IBHBIX TenedoHOB nosb3oBatenei [li1arhopMel.

3. Nudopmaunonnblil 06MeH NpH 0¢opMIeHHH TEKTPOHHOIO peuenTa

21. OdopmneHue MEKTPOHHOrO peLenTa OCYECTRIAETC C COTIIACHA MallMeHTa
WIM TPEACTaBMTENsl MallMeHTd, B COOTBETCTBHMM C IpHKazoM MuUHHCTEpCTBa
3apaBooxpaHeHus Poccuiickoit Megepauuu ot 24 HosOps 2021 r. Ne 1094 «O6
yrBepxaeHuH [lops)ika Ha3HAYEHHUS JTEeKapCTBEHHbIX NIPEeNapaToB, GOpM peLienTy pHbIX
OMaHKOB Ha JIeKapCTBEHHbIe Npernapatsl, [1opsaka opopMIeHnsa yKa3aHHbIX G1aHKOB,
X YydeTa M XpaHeHHsd, (opMm OJaHKOB peLENTOB, COAEPXAalUX Ha3HAYEHHE
HApKOTHHYECKUX CPEACTB MM ICUXOTPOIHBIX BeILEeCTB, [Topsiaka UX H3rOTOBJIEHMS,
pacrpeie/ieHusl, perncTpauny, y4erta M XpaHeHus, a Takxke [IpaBun odopmnenus
01aHKOB PeLenToB, B TOM 4HCIe B GOPME 3IEKTPOHHBIX JOKYMEHTOBY.

22. Ilpyu oOpMIEHHH NALMEHTY HIIH 3aKOHHOMY MPEACTABUTENIO JIEKTPOHHOIO
peuenta NaldeHTOM WM 3aKOHHBLIM IIPeACTaBUTENECM B MeAMLMHCKOW OpraHu3alvu
NpeOCTAB/IACTCS MHCEMEHHOE COTNacHe Ha O(opMIIeHHe 3IeKTPOHHOTO peLenTa H
Ha o00paboTKy ero NepcoOHalbHbIX [aHHBIX MEIMUMHCKOM opraHusauued U
TeXHH4YeCKUM onepatopoM I[lmardopmel nmo ¢opme cornacho llpuioxenuo x
HacTosileMy PernameHty.

23. DrnexTpoHHble pellenTsl 1o nporpammam JIJIO GopMupyroTes MocpecTBOM
Lenrpanu3oBanHoil  moAcHcTeMbl  «YIpaBieHHe  JIbFOTHHIM  J1€KApCTBEHHBIM
obecnieuennem» TMC3 BO B dopmare CTPyKTypUpPOBaHHOIO 3JIEKTPOHHOIO
MEAMLMHCKOIO JOKYMEHTa, IOANMCBIBAKOTCA YCHJIEHHOH KBaTHOHUHPOBAHHOM
JICKTPOHHOH  mofmucero  (manee -~ VYKOIII) wMemuuuHckoro paboTHHMKa |
JOTIOTHUTENBHO, B YCTAHOBJICHHBIX 3aKOHOJATENbCTBOM  CNy4YasX, HOIIHCHIO
npeacenaress (cexperaps) BpaueSGHOM KOMHUCCHH MeIHUMHCKOM OpraHU3aliiH, a TAKKE
YCHIICHHOH  KBalM(QHUUUPOBAHHOH  3NMEKTPOHHOH  NOANMUCBE)  PYKOBOAHTENA
MEQHUIHHCKOH OpraHuM3alud /MO0 JHLa, YIOJHOMOYEHHOI0 PYKOBOJMTEIEM
MEAMUHHCKOH OpraHM3auuu JeHCTBOBaTb OT HMEHM MEIUIMHCKOH OpraHu3aliHy,
nocie yero nepepatorcs B [Inargopmy.

24, DIeKTPOHHBIE PELENTH] Ha JIeKapCTBEHHBbIE MPenaparhl A1 MeIHLHHCKOIo
PUMEHEHHS 32 TIOJIHYK) CTOMMOCTb (OPMHPYIOTCS MEAMUIMHCKUMH OPraHH3aLHSIMH
rocy 1apCTBEHHOM CHCTEMBI 3ApaBoOXpaHeHus BiaguMupckoit o61acTi npu momMouu
['C3 BO.



25. OdbopMiaeHHBIE ¢ cornacus nauueHta #  noanucaHHelt  YKOII
Meanuunckoro padornuka u YKOIT pykoBoxuTens MeIHUMHCKOH opraHu3alyy audo
JULIA, YIOJIHOMOYEHHOT0 PyKOBOJIUTEIEM MEIULIMHCKON OpraHH3alluH 1eHCTBOBATD OT
UMEHH MeIHMLUMHCKOH oOpraHd3alyH, 3JeKTPOHHBIH pelenT perucTpupyercs B
[TrardopmMe.

[Ipu perucrpanMy 3JEKTPOHHOIO pellenTa €My [PUCBAUBAETCsl YHUKAIbHBIHA
UAEHTU(UKATOP, COCTOSIIIMH U3 cepUM U HoMepa (U1 peuenTa no nporpamme JIJIO) u
CEpUH U HOMEpa pelenTa (U1 pelenTa 3a NOJNHY0 CTOMMOCTB).

26. [lononHurensHo  GopMHUpyeTcs  YHMK&JABHBIM  KOJ ~ pelenra B
MallHHOYHTaeMoM Qopmare (gajee - QR-kon) Ansa uaeHTH)HUKALME pelenTa H JTULA,
0OpaTUBIIErocs 3a OTITYCKOM JIEKAPCTBEHHBLIX MPENapaToB B ANTEUHYI) OPIraHH3alMI0
(npH HaNM4HH TEXHHYECKOH BO3MOXKHOCTH TEXHHYECKOTo onepaTopa [lnardopMe).

27. B uensx QoOpMHpPOBaHHs 3NIEKTPOHHOIO  peuenrta MeIULMHCKHMH
opranusaumsMi B IlnardopmMy npenoctaBisercs cieayolas HHPOpMAaUs:

a) CBEJIEHMSI O MEUIMHCKOM OpraHu3auuu, Kotopas GOpMHUPYET 3EKTPOHHBIH
peLenT;

0) cBeeHHA O MEOMUHMHCKOM PabOTHHKE, KOTOPBIH (POPMHUPYET IMEKTPOHHBIH
peLenT;

B) CBE/ICHHS O MalUeHTe, HY KAAOMEMCs B JIEKapCTBEHHOM IIpenapare;

T') CBEIEHHA O Ha3HAYCHHBIX MAllMEHTY JIEKApCTBEHHBIX Npenaparax;

1) CBEIICHHS O CpOKe eHCTBUS peLerTa.

28. Ilepenava nndopmauuu B IlnathopMy OCyIECTBANETCS:

a) MEIHLIMHCKHMH OpraHu3alUsIMU rocyapCTBEHHOM CHCTEMBI
3[paBooxpaneHus: BiaguMHupckoH obnacTu:

- 110 pelenTam, c)OPMHPOBAHHEIMU B pamkax rnporpamm JIJIO u 3a monnyio
CTOMMOCTb € HMCHONb30BaHHEM LlenTpanu3oBaHHOH noACHCTEMbl «YNpaBieHHE
TPTOTHBIM ~ JIeKapcTBeHHbIM — obecredennemM» [HMC3 BO B  cooTBeTcrBHe ¢
[Tocranosnennem IlpaButenscTBa BnaguMupckoii o6nactu ot 16 mapra 2024 r. Ne 149
«0 rocynapcTBeHHOH HH(MOPMALUMOHHOH cHcTeMe B cdepe 34paBOOXpaHEHHs
Bnagumupckoii odnactuy;

0) MEQMUMHCKHMHM M anTeyHbIMH OpraHH3alUUsMH Biaaumupckol o6mactu
4acTHOH (POPMEI COOCTBEHHOCTH:

- no peudentaM, odopmiseMbIM B pamkax mnporpamm JUJIO u 3a mondywo
CTOMMOCTE C HCIIONIB30BAHMEM HHQOPMALMOHHBIX CHCTEM B COOTBETCTBHH ¢
[Tocranosnenuem IlpaBurtensctBa Poccuiickodt ®enepanuu ot 09 despans 2022 r.
Ne 140 «O eguHOH rocynapcTBeHHOH HH(OPMALMOHHON cHCTeMe B cdepe
3/paBooXpaHeHus BraguMupckoil odnacTuy;

29. [Ipn  noamucaHMH  3JeKTpoHHOro peuenta YKOII  MeIuUMHCKUM
pabOTHUKOM TNPOM3BOAMTCH NPOLEAYpPa IMPOBEPKH NEUCTBHTENBLHOCTH cepruduKara
kmoua YKOII. B ciaydae HeAeHCTBUTENBHOCTH ceprudmkata kmoya YKOII
3NEKTPOHHBIA peuent He (OPMHpPYeTCs B KaueCTBe MIEKTPOHHOTO AOKYMEHTa, H
TIOAJIEXKHT BBITUCKE B popMe OYMaXKHOTO JOKyMEeHTa.

30. OdopmireHHe 3NMeKTPOHHOIO pelenTa OCylecTBiseTcs 6e3 JiyOnupoBaHus
Ha OyMa)XHOM HOCHTEJE B CIy4dac OTCYTCTBMS 3asiBJ€HMs nauueHTa (MpeacTaBMTels
MalHMeHTa), COCTABJIEHHOIO B IIPOCTOH IHUCBMEHHOH (opMe, O BeJeHHMH €ro
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Me/IMLIMHCKON JOoKyMeHTauuu B OymaxknoM Buue. Ilo TpeGomanuio nauuenrta (ero
MPEICTABUTENA) MOXKET OBbITh OGMOPMIIEH 3K3eMIUISp 3MeKTPOHHOTO pelenTa Ha
OyMa)KHOM HOcHTeNe ¢ OTMETKOMH «JlyOIHKaT 3JIEKTPOHHOTO HOKYMEHTAY.

31. B ciiyyae orka3a nauueHra Ha odoOpMJeHHE IEKTPOHHOrO pelenta Ha
JIeKapCTBEHHBIH npenapar no nporpammam JIJIO u/unm 3a NOMHYIO CTOHMOCTb, TIPH
HaJIMYHH 3asBICHHUS MAUUEHTa, COCTABMEHHOI0 B MPOCTOM ITMCBMEHHOH ¢opMe, o
BEJEHHH €r0 MEAUIIMHCKON JOKYMEHTALUH B Oy MaXKHOM BHI€, TALIMEHTY 0hOpMIIIETCS
PELENT Ha NeKapCTBEHHBIN [Ipenapatr Ha 0yMa)KHOM HOCHTEIIE,

4. OTnyck JeKapcTBeHHBIX MPENAapaTOB M0 31eKTPOHHOMY penenTy

32. OTnyck  NeKapCTBEHHBIX MpPEIapaToB [0  ANEKTPOHHOMY  PELENTY
OCYIIECTBIISIETCS B COOTBETCTBHM C [MPaBWIAMH, YTBEPXKACHHBIMH IIPHKA30M
Munucrepcrsa 3apaBooxpanenus Poccuiickoit @enmepaunu ot 24 HosiGps 2021 T
No 10930 «O6 ytBepsknenuu IlpaBun oTmycka JeKapeTBEHHBIX IperapaToB s
MEIUUHHCKOIO M[PMMEHEHHs AalTe4yHbIMM OpraHH3alMsAMH, HHIHBUIYaJbHBIMH
NPEANPUHUMATENSIMH, UMEIOIIMMH JIMLIEH3HIO Ha OCyllecTIeHHe (apMalleBTUYECKOMH
ACATENIBHOCTH, MEIULHMHCKUMH  OpraHU3allMsiMH, HMEIOIKUMH JIMLUEH3HIO Ha
OCYINeCTBNEHHE  (PapMaLEeBTHYECKOH  OEeATCIBHOCTH, M HX  000COOJIEHHBIMH
nojipasaeneHHaMu (aMOy1aTopusaMHy, (esTbAMEePCKUMHE H QEeNbIIIEPCKO-aKy IEPCKUMU
MyHKTaMH, UeHTpaMH (OoTAeNeHHIMH) obuiel BpaueOHOM (ceMelHON) TNpakTHKH),
pacnoNIOKEHHBIMM B CEJIBCKMX II0CEJIEHHAX, B KOTOPBIX OTCYTCTBYIOT amnTeyHble
opraHMsanuy, a Takxe [IpaBusl OTMycKa HapKOTHYECKHUX CPEACTB U IICMXOTPOIHBIX
BCLIECTB,  3apCTHCTPHUPOBAHHBIX B Ka4yecTBE  JIEKAPCTBEHHBIX  [PENaparoB
MU METHUMHCKOTO NPUMEHEHHS, JeKapCTBEHHBIX IIperiapaToB A8 METULHHCKOIo
NPHMEHEHHS, COAEPXKAIIUX HAPKOTHYECKHE CPENCTBAa M NCHUXOTPONHBIE BEIIECTBA B
TOM yucie [lopsaaka OTmycKa anTeuHbBIMH OpPraHU3alUsMH HMMYHOOHONOIHYECKHX
JIEKapCTBEHHBIX TPeNapaToBy.

33. lns mony4eHus Ha3HAYEHHOTO JIGKapCTBEHHOIro Npelapata B anTedHoH
OpraHM3alliH, ABJSIOLICHCA Y4aCTHHKOM HHGAOPMAIIMOHHOrO OOMEHA, NAaUMEHT WIH
NpeACTaBUTENb MMalHEeHTa, CO00IaeT HHHOPMALHIO O BRITHCAHHOM €MY 3JIEKTPOHHOM
pelienTe (nata, cepus M HOMep pelenTa) Wid npexsssiseT QR-koig (Npu Hanuuuu
TEXHHYECKOH BO3MOXXHOCTH TEXHMYECKOro omneparopa [11aTdopMbl) U JOKYMEHT,
YAOCTOBEPSAIOWMA JTUYHOCTE M JOKYMEHT AAIOLIUH NpaBO NPeACTABIATh HHTEPECH
nanMeHTa (MpefoCTAaBIsSETCs MPeACTaBHTENeM NauueHTa). DJIEKTPOHHBIH pelent
MOXeT OBITh NpeabsBiaeH B Buae QR-kona Ha skpaHe MOGHILHOTO ycTpoiicTBa (Ipu
HaJIUYMH TEXHHYECKON BO3MOXHOCTH TeXHMUecKoro onepartopa Ilnardopmel) M B
Bune «JlyOmMkara >MeKTPOHHOTO JOKYMeHTa». B ciydae oTmycka J€KapcTBEHHOTO
npenapara mo peuenty o nporpamme JUJIO mauueHT ofpamiaercs TOJNBKO B
OpraHM3allud,  OMNpeJeNIeHHble  NpHKazoM  MuUHHCTEpPCTBA  3[pPaBOOXpPAHEHMS
Bnaaumupckoit obsiactv, mo peuenty 3a MOJHYK CTOMMOCTb — B JIIOOYHO aNTedHYlo
OpraHU3allHIO - YYaCTHUKA HHAQOPMALIMOHHOIO B3aHMOAEHCTBIL.

34. Ilonpzosarens [Inardopmer MoxkeT monyuuts QR-kog B JHUHOM KabuHeTe
MOOMIBHOTO MPHUJIOKEHUs TeXHUYecKoro omeparopa [lnatdopmsl (IpH HanMuuu
TEXHHUYCCKOW BO3MOXKHOCTHM TexHHYeckoro omneparopa Ilnatdopmer). [TonszoBaTenu
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[Tnardopmel caMocTosTENbHO OdecneyuBarOT coxpaHHocTh QR-koga ot goctyna K
HeMy nocTopoHHHX Jjul. [lomyckaercs mnepenada QR-koga mnpeacTaBUTENIO
nons3osarens Ilnardopmer A noaydeHus JeKapCTBEHHOrO Mperapara B alTeyHOMH
OpraHH3alliH B TOM K€ NOPSAAKE U B TEX XKe Ccydasx, 4To ¥ nepenaya peuenra B Gopme
Oymaxnoro jgokymeHra. Ilpu mnepemaue QR-kojia alTedyHOM OpraHU3alMH
nojp3osarenb [lnardopmsel BelpaxcaeT cornacHe Ha oOpaloTKy M nepenauyy CBOMX
TNIEpCOHAIBHBIX JaHHBIX, TOH aliTeuHol opranusalM, KOTopor ol nepeaaet QR-kox, a
TaKke TeXHM4ecKoMy onepatopy [Tnatgopmsl.

35. AnreyHas opraHH3alys 3alpallliBaeT NEKTPOHHbBIA peLlenT n0 peKBU3UTAM
peutenita (narta, cepus, Homep peuenta 1 OO manueHTa, Ha KOTOPOTO BBHIMHMCaH
peuent) uau QR-koay (Npu HaIHYHM TEXHUYECKOH BO3MOXXHOCTH TEXHHYECKOTO
oneparopa Ilnatdopmer) uepes TexHHueckoro oneparopa IlnargopMel MocpeacTBOM
Cepsuca:

Ecan peuent BanuieH (COOTBETCTBYET TpeOOBaHMAM 3aKOHOAATENLCTBA
Poccuiickoit ®egepalut U JI0MycKaeT OTIYCK JIEKAPCTBEHHBIX Npenapara 110 HeMY B
JlaHHOH anTeYHOH OpraHu3aluu), pabOTHHUK alTeYHOH OpraHH3alliH AEHCTBYET B TOM
K€ TOps/IKe, KaKk W IOPH IOJYyYEeHUWH COOTBETCIBYIOUIeH HHbopmauuu B Qopme
OyMa)XHOro JOKyMEHTa, IPUHUMAs PeLUIeHHe O BO3MOXHOCTH 00C/TyKUBAaHUS pelleNTa
Ha OCHOBaHUHM JCHCTBYIOIIMX HOPMATHMBHBIX IpPABOBBIX AaKTOB, PETNaMEHTOB U
JOJDKHOCTHBIX UHCTPYKLIMHM,

Ecnu peuent He BanujeH (HeaeHCTBUTENEH, IPOCPOUEH, YKe OOC/IyKEH, He
MOXET ObITE 00C/y)XeH B JaHHOH anTeyHOH opraHu3allMi), TEXHHYECKMI omepaTop
[Tnardopmsr/ IlenTpanuzoBanHas MOACUCTEMA «YnpaBieHHe JIBIOTHBIM
JNleKapCTBeHHbIM obecneueHneM» MUHHMCTEpCTBa 3APaBOOXPAHEHUS BragiuMHpcKoi
obnactd, BO3BpallaeT B HHGOPMALMOHHYHO CHCTEMY AanTeYHOM OpraHM3aiMH
MH(OPMALHMIO O IPUYMHAX HEBO3MOXKHOCTH 0GCITYKUBAHUA HIEKTPOHHOIO pelleNTa.

[Ipn HEBO3MOXKHOCTH OTHYCKa JIEKaPCTBEHHOIO Mpenapara Mo 3J1eKTPOHHOMY
pelenTy pabOTHHK aNTe4yHOH OopraHu3auuu HHGopMupyeT nonszosarens [ lnardopmel
(peacTaBUTEIs MAllUEHTa) O NPUYMHAX 0TKA3a.

36. [Ipu oTnycKe Ha3HAYEHHOTO JIEKAPCTBEHHOTO MPEMNapara Mo 31EKTPOHHOMY
peUenTy CTaTyC 3JIEKTPOHHOrO pelenTa HOAJISKUT U3MEHEHHIO pabOTHHKOM alTedyHoMH
OpraHM3allud Ha CTaryc «oTnywen». Ilpu 5ToM, anrTeyHbIMH OpraHu3alUsAMH B
[Inargopmy vepes Texnuueckoro omneparopa Ilnatdopmsr nuGo LleHTpanu3oBaHHYyO
MOACHCTEMY  «YIpaBiieHHe  JILFOTHBIM  JIEKAPCTBEHHBIM  oOecreueHUueM»
MunucTepcTsa  3apaBooXpaHeHuss Bnagumupckoil  obnacTd  mpeaocTaBiseTcs
cilenyromas UHhopMarus:

1) cBestenns 00 anTeyHol OpraHM3aLuy, B KOTOPOit ObLT 00CTYKEH IMeKTPOHHBIH
pEeLenT;

2) cBefieHus 00 OTITYLIEHHBIX JICKAPCTBEHHbIX 1Ipenaparax;

3) cBemenns o dapMaueBTHYECKOM pabOTHHKE, OTIYCTHUBILEM JIEKAPCTBEHHBIH
npenapar NalMeHTy Mo 3JICKTPOHHOMY PELerTy.

37. Ilpn  oTnycke  HacTH  JIEKAPCTBCHHBIX  [IPENapaToB,  yKa3aHHBIX
B 37IeKTPOHHOM peLENTe, CTaTyC VIEKTPOHHOTO pelenTa HOJKeH OBITh H3MEHEH
pabOTHHKOM anTe4HOil OpraHU3alMH Ha CTATYC «OTHYIUEH YacTHUHO». IIpH Takom
CTaTyce MEKTPOHHOro pelenTa noab3osarens IlnatgpopMmsel, 1ubo ero npeacrasuTelb
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MOTYyT OBITb OOCTYyXEeHbl anTedHOl OpraHu3alMedl B YacTH HE OTIYIIEHHBIX
JIeKapCTBEHHBIX MpenapaTos.

38. B OTHOLUEHWHW B3JIEKTPOHHBIX pelenToB, OGOPMIIEHHBIX C HapylleHHEeM
YCTaHOBIIEHHBIX TpeOOBaHUK 3akoHojarenscTBa Poccuiickoit denepauuu, pabOTHUK
anTe4yHO! opraHM3aluy 00s53aH U3MEHHTh CTATYC SJIEKTPOHHOI'O pelLeliTa Ha CTaTyc
«HeJeHCTBUTENEH». JlekapCTBEHHbBIE NIpenapaTsl 10 TAKOMY pPelLelNTy He OTIYCKaeTCs.

39. CeeneHus, nMpefocTaBiseMble allTeYHONH OpraHU3alyei MpH o0CTy XKHUBaHUH
NnauyeHTa 0 JJIEKTPOHHOMY DELENTY, a TakKe U3MEHEHHE CTaTyca 3JIEKTPOHHOTO
peuenTa MOAMUCBIBAKOTCS 3MEKTPOHHONW LMbPOBOH MOANUCHIO pabOTHHKA anTeyHOM
opranusaumi, 1 YKOII1 pykoBoauTens anTeqyHoH opraHu3altH.

40. Y4ueT U XpaHEHHE JJIEKTPOHHBIX PEUENTOB 00eCleuyHBaeTCd TEXHHYECKHM
onepatopom IInatdopmsel B TeyeHHE CpPOKOB, MpPeAYCMOTPEHHBIX I XpaHeHUs
pelenToB Ha Oy Ma)KHBIX HOCHTENAX.




Ipunoxenue Ne2 K npukasy
MuHucTepcTBa 3/1paBOOXpaHEeHUS
Brnapumupckoit obnactu

Ot 27.11.2024 Ne31-H

Ilnan BHeApEeHHS 2JIEKTPOHHBIX pPellelITOB HA JIeKaPCTBEeHHbIe NpenapaThl
AJIA MeJHUHHCKOr0 NIPpUMEHEeHHA HAa TeppuTopHu Biraajumupekoii obaactn

Ne Cpok
“ /;1 HanMeHOBaHHE MepONpHATHA uenonHenusi | OTBeTCTBEHHbIE
MeponpHsITHSI
CdopmupoBats peectp
MOABEAOMCTBCHHBIX METHIIHHCKHX
1. | opranuzanui, GopMHUpYOIUX 01.12.2024 Munsapas BO
3JIEKTPOHHbIE pPeleNThl Ha
JeKapCTBEHHbIE NIpenaparsl.
Onpe/ieTUTh IPUKa30M MepPeYeHb MuHzgpas BO
OpraHu3alMi, 00ecreUnBaIOIUX I'BY3 BO
OTIIyCK JIEKAPCTBEHHBIX ITPenapaTos I1o «ObnacTHoM
5 | PELeNTy no mporpamme JUIO 01.01.2025 LEHTP
O0UIECTBEHHOT 0
310pPOBBS U
MeIHIUHCKOH
PO QUITAKTHKHY»
OOGHOBHTEL BEPCHIO MEIUIMHCKOM
3 HHGOPMallMOHHOW CHCTEMBI COTTIACHO 01.01.2025 Mumnzapas BO
" | peectpy Ui pabOTHI C 3NEKTPOHHBIMH T MHUAIL]
pelenTamH.
CdopMHUpPOBATE peecTp MEAUIUHCKHX
4 pPabOTHHKOB, UMEIOIIMX IIPABO 15122024 ['naBHBIC Bpayu
" | BEIMHUCBIBATE DJIEKTPOHHBIE PELIETITE] o MO
(OPMP).
ObecreyuTs YCHIEHHOH
5 KBaJIHDHIIMPOBAHHOM 3JIEKTPOHHON 31.12.2024 ['1aBHEIE Bpauu
" | noanuckro { YKIIT) MeTHIHHCKHX o MO
pabOTHUKOB COIJIaCHO PeecTpy.
[1poBeCTH HHCTPYKTaX MEAUITUHCKHUX
; paboOTHHKOB MO0 GOPMHPOBAHHIO [naBHEre Bpady
. | BIEKTPOHHBIX PELEITOR B 31.12.2024 MO
MeJAHIHHCKOM MH(POPMALIMOHHOI
CUCTEME.
7 H3naTte npHkas Ha ypoBHE 15.12.2024 I'naBHbIe Bpaun
" | MOABEIOMCTBEHHBIX MEIULHHCKHX T MO




OpraHu3aLMH ¢ ONpeaeieHHeM
OTBETCTBEHHOTIO JIUIla (He HUXe
3aMECTUTENIA PYKOBOJUTENS) U
rpapMKOM MOCTENEHHOTO TTepexoaa Ha
YIEKTPOHHBIE PELICNTHI.

ObecnevuTs 3anyCcK BBIMMCKH
MEIUUMHCKUMH OpTaHU3aLusIMU
3JICKTPOHHBIX pPeLeNnTOB.

01.01.2025

MHALL
I'naBHbIe Bpauu
MO

Obecneunts yBe1OMIIEHHE
KOMMEPYECKUX MEAULUUHCKUX H
dapMaLieBTUMECKHX OPraHU3alui o
BO3MOXKHOCTH (DOPMHPOBAHHUS K
00CIyXHUBaHUS HACETIEHHS 110
3JIEKTPOHHBIM peELeNTaM Ha
JIEKAPCTBEHHbIE NPENapaThl.

31.12.2024

Munzapas BO

10.

ObecneunTs HHPOPMHUPOBAHHE
HaceJIeHUs O BbITUCHIBAHHH
3JIEKTPOHHBIX PELENTOB B
MEJHLIMHCKUX OpraHU3aUMsx
BO3MO>KHOCTH 0OCIyXHBaHHS 110 HHM
B (DapMaleBTHYECKHX OpraHH3alHusax

31.12.2024

Munzapas BO




[Ipunoxenue x Pernamenty
Ot 27.11.2024 Ne31-n

dpopma
Corynacue Ha o@opMneﬁme SJIEKTPOHHOT'O pelellTa
1 Ha obpaboTKy [NepCOHAJIbHEIX JaHHBIX MeIUUMHCKON
oprasM3alMer M TeXHUYECKMM olepaTopoM IlnaTdopMel
A '
(®.M.0. NOAHOCTHIO)
NpoXMBaKIUMMA 10 agpecy: '
(MecTo perucTpaumnn)
nacnopT , BEHTAaH .
{cepus M HOMeED) {maTa, HaszBaHMe BHIIIABNETC oOpTraHa)
PeKXBUBWUTH HOOBEPRPEHHOCTU MM MEOTC LOOKYMEHTA,
NOOTBEeRXOAKIEr0 MNOJTHOMOUMS 3&KOHHOTC IpelcTaBUTeNs
B COOTBETCTBUM C TpeBOBAHMAMHA CTaTbH 9 denepallib HOTO 3akoHa OT
27.07.2006 N 152-¢3 "O nepcoHalbHEIX HOaHHEIX", cTaThy 13 demepanLHOTO

3akoHa orT 21.11.2011 N 323-¢3 "0O ocCHOBax OXpAaHH 3JNOPOBLA T'paxiad B Po"
B UeJAX OKasaHMA MHEe MEeIOMUMHCKMX YCIYT, a Takxe OCCIYXKMBAHMUSA [0 PELENTy
Ha JeKapCTBeHHbR npenapaTH [IJId MEOMUMHCKOTO MNPUMEHEHMHA B  dopme
INEeKTPOHHOT'O OoKyMmeHTa CBOOCOHO, CBOEM BONEM ¥ B CBOEM MHTepece
OOCPOBOJIBHO [HOAK KOHKPETHOEe, NpelMeTHOe, MHPODMMPOBAHHOE M ONHOZHAYHOEe
cornacue

(Ha3BaHMe M aImpec MeIUMUMHCKOTO YUPEeXISHUA)
{(Danee - OnepaTop)
Ha oQOopMIeHMe Ha3HAYeHUA JIeKARCTBEHHBEIX NPenapaToB OJA MeOUUUHCKOTO
NpuMeHeHMs Ha peuenTtypHoM OjaHke B3 ¢QopMe BJI@KTRPOHHOTO INOKYMEHTa ¢

MCIIONE30BaHMEM YCHIIE@HHOHN KBaIMPULMPOBAHHOM BNEeKTPOHHOMN nonnmcH
Me@OULMHCKOTO pabOTHUKE .
OnepaTopy u p

(HauMmeHOBaHue wp. Juua VHE. OTPH, aopec MeCTOHaXOXIeHMS)

(namee "TexHumuecxuii cnepatop CepsBuca’), KOTOpHE BBICTYAKT Kak
CaMOCTOATENbLHBIE

CNepaTopsl NepPCOHANEHEIX OAaHHBEIX, C UENbK BENeHMS MeIMUMHCKUX MHOOPMALMOHHEIX
cucTeM, peecTpCB U Baz OaHHBIX ABTOMATUBMPOBaHHBIX MHPOPMaLIMOHHEIX
CHUCTEM, opraHu3zauum MHPOPMAUMOHHOTO OOMeHa MeXIy MeIULUMHCKMMM U
arTeYHEIMHA OpraHM3alMsaAMM, a Taxkke MKHOOPMUPOBAHMA ¥ OBCHYXKMBAHUSA [I0
peuenTaM Ha JIeKRapCTBeHHEIE [penaparsl LS MeOUUMHCKODO NPMMEHeHMA B popme
SNEeKTPOHHOTO IOOKYMEHTa, B TOM UuMCle ¢ lefibl nepemauM MEOopMAUMMU B
alTeyHele opraHM=aumnu o} Ha3HaueHMM JIEKAPCTBEHHEIX [PEenapaToB, MX
DO3UPOBKE, dbopmMme BREIIYCKA, criocobe rnpvemMma, nap conjacue  Ha
ABTOMaTUIMPOBAHHYK, CMelaHHYyR M 0e3 MCHOJb3CBaHUA CPEeIOCTB ABTOMAaTWU3aLUM
obpaboTky, BKRJKNUASA 3anmMchb, CUCTeMarTM3alLMio, HaKoNJeHue, XpaHeHue,
YTOUHEeHue {oBHOBIeHNE, M3MeHeHue) , MBBIIEUeHUE, MCIOJIB30BaHUE,
ofesnuuMBaHue, DJIOKUPOBaHUE, yoaneHue, YHUYTOXEHUS, Nepenavyy
(npepmocrabyienue, HOOCTYIN) B  aNTeYHele OpPIaHMBalLWM, uUMeKWMe JUMUEeH3Mo Ha
ccymecTelieHre ¢apMaleBTMYECKOM HeATENRHOCTM, B KOTOPHE H CaMOCTOATENbHO
obpawycs, MOMX MNepPCOHaJbHHX MaHHeX (ODanee - IIlH) B UessAx, B CcocCTagre,
Jaauamstr u cnocobamy, KOTOPHE YKa3aHb B HACTOAWEM COTJACUM.



[lepedeHb NEePCOHAJLHHX TAaHHEIX, Ha 00pabCTKy KOTOPEIX OaKn cornacue:
bamunus, UMS, OTYECTRO, nara poxOeHMUS, PEKBUSBUTH LOOKYMeHTa
yOOCTOBEPHMEro JUMYHOCThL, ampec perucTpaumu, MecTa npebumsaHuMA u/uiam
GakTHUECKOTO [IPOXMBAHMA, BKJIKYAA: MHIEKC, HaMMeHOBaHMe KpadA, obinacTu,
pecnybnmky, aBTOHOMHOTO OKpYI'a, HalMMeHOBaHWe HACeEeJeHHOI'O INYHKTa,
yauuel/npocnexTa/nepeynka/npoesna, HoMep TenedoHa, aOpec 3JIEeKTPOHHON
MOYTH, CTPaxOoBO}¥ HOMEp MHAMBUIOYaNbHOTO JuueBoro cueTa (CHWIC), PeKBMSUTH
nojmMca oBS3aTeNbHOTO MEIMUMHCKODO CTpaXoBaHusa {(OMC), HoMep 3IJIEKTDOHHOMN
MeIMLUMHCKOM KapTeH B IOCYyOapcTBEHHOM MHOOPMALMOHHONM cucTeme B cdepe
30PaBOOXPAHEHNSA cyObeKTa Poccuiickol dedepalMyd M MHBX [NePCOHAJNBHEX
IOaHHEIX, COINepXaWMXCss B COCTaBe 3JeKTPOHHODC peuenta, O(opMMpyeMoOro B
MEeOMIMHCKOM MHOOPMAUMOHHOM CUCTEMe, B TOM YMCHe: CBEOEHMM O COCTOSIHUM
3I0pOBRSA, B ULenax noxpbopa REKapCTBEeHHOTO [penapaTa B COOTBETCTBMU C
SJeKTPOHHEM peLenToM, HaMMEeHOBaHMA JIEKaPCTBEHHOTO IpenapaTa Ha JaTUHCKOM
/MM PycCCKOM SA3HKax, NO3MPOBKM, QopME! BrIIyCKa, chnocofe npuema COINACHO
oPHOpPMIIEHHOMY BJIEKTPOHHOMY peuenry, yBeOOMIIeHUA o Ha3HauYeHUN
JeKapCTBeHHOTQ IpenapaTa M HalOpabBJeHuM NPpelJOXeHMA [0 ero [OKYIIKe, a
TakXe MHOOPMMDOBaHUM MEHS .

Insa uejgel oBCHAyXMBAHMA MeHA M0 COOPMMPOBAHHEIM B MEOMUMHCKUX
OpraHU3aLUUAX peuenTaM Ha JeKapcTBeHHHE [penapaTH, OJIA MeOULUUHCKOTO
NpUMeHEeHUs B bopMe BNEKTPOHHOI'G INOKYMeHTa, noobopa JeKapCTBEHHBIX

npenapaToB B COOTBETCTBMM C pelenToM B QopMe DJIeKTPOHHOTC IOOKYMEHTa [naio
cornacue TexHudecKkomy onepaTopy Cepsuca nepenasaTes MoMu [[JH B anTeyHee
opraEmsalumM¥, B KOTopele s ofbpamycbk 3a oOcnyxuBaHueM. llepeueHs [lJIH, Ha
06paboTKy KOTOPBEIX OaKw conacue:

bammana, ums, QTYeCTBO, mara poxneHus, PEKBUBUTH OOKYMEeHTa
YIOCTOBEPAKNUWEIC MMYHOCTL, AaIpec perucTpaluu, MecTa OpeOblBaHUA U/MIK
baxTuueckoTo MNpPOXMBAHMA, BKIKYAasd: MHIEKC, HAaMMeHOBaHMe Kkpas, obnacrtu,

pecnyBauku, ABTOHOMHOTO OKpYyTa, HauMMEHOBAHMe HAaCeJIeHHOTO IMYHKTa,
YIMUB/IpocnekTa/nepeynka/npoesna, CTpaxoBOM HOoMep MHIOMBMOYAJbLHOTO
JIMLEeBOTO cueTa (CHWIC), MHEIX [epCOHAJbHEIX. JOaHHHX, COOepXallMXcad B

CoCcTaBe 3JIeKTPOHHODO peunenTta, GopMMPYEeMOD'D B MEIUMULUMHCKOM MHOOPMAaLMOHHOM
CUcTemMe, B TOM 4YuCie: CBEIEHMUM © COCTOSHUM 3O0pPOBRSA, B Uensax noobopa
JI@KapPCTBEHHOTO npenapara B COOTBETCTBMM € SHAESKTPOHHEM peUenToM,
HavMeHOBaHM¥ JIEKAPCTBEHHODO MpenapaTra Ha JNaTMHCKOM M/MAM PYCCKOM A3BEKAaX,
NO3MPOBKM, OGOpPMEI BHIIyCcka U crnocofe npuema .

Cpok XpaHeHMa MOMX (JMla, SakKoHHHM [OpPEeICcTaBuTeseM KOTOpoTro A
ABJAKCL) MNEePCOHAaNBHEIX OaHHBIX COCTBETCTRBYET CPOKY XPaHEeHMUSs [IepBUUYHEBIX
MEeOMUMHCKMX IOOKYMEHTOB (MEOMUMHCKOM KapTH)} M COCTAaBlsgeT OBaluars MNATH
JeT. HacTosfumee cornacume IOaHo MHOM (OO ONMHOCTLK)

U neHcTBYET OO

MOMEeHTa eI'0o OT3hBa.

A ocraeBnAw 3a coboM npaBC OTO3BAaTh CBOE CoOTJlacue [IOCPeldCTBOM
COCTAaBJIEHMA COOTBETCTBYWIEro [MMCBMEHHOI'C HOKYMEHTa, KOTOpPHM MOXeT ObBIThb
HanpaBJIeH MHOM! B anpec OnepaTropa 0O [OOYTEe 3aKa3HEM [IMCBEMOM C
YBeOOMIEHUEM O BpydeHMM nudbo BPYUYEeH JIMYHO NOX PAacCOHUCKy [MPenCTABUTEND
OnepaTopa u TexHuUUYeckoro onepaTopa Cepeuca.

B cnydyae NOOJy4YeHMS MOEIrC [MCbMEHHOTO 3aABJEHMA 0D OT3HBE HACTOAWETO
coryacus Ha 0B6paBoTKy [eDPCOHANbHHX HOAaHHHX ONepaTop M TeXHMUeCKMIt
onepaTop CepBuca ©6a3aHE NPEKpPaTUTb KX 0BpabOoTKY B TeuyeHMe Nepuola
BpeMeHHd, HeoOXOoIMMOTIO HJS SaBeplleHMs B23aMMOpPacdeTOoBR [I0 oljaTe, OKAa3aHHOH
MHE OO 3TOI'0 MEeIXMLMHCKOM IIOMOLM.

S yBemomneH{-a), uYTo nOpu ofpalieHMM B AaNTEYHYK OpTlaHM3auMp 343
NonydyeHMeM HAa3HAYeHHBIX MHE JIeKapCTBEHHEIX [NpelnapaToB S LOJIKEeH {XHa) MMeThb
npu cefe OOKYMEHT, YHOOCTOEBEpPAKWMNA JMUUHOCTEL.
KOHTaKTHEIT HOMep TeJyedoHa:




