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3/1eKMPOHHO20 OOKYMEHMA HA MePPUmMopuu
Braoumupckoti obnacmu

Bo ucnonnenue npukaza Munsapasa Poccuu ot 07 cenrsops 2020 r. Ne 947x
«O0 ytBepknenun Ilopsiaka opraHM3allMd CHCTEMBI OKyMeHTooOopoTa B cdepe
OXpaHBl 30pOBbs B YacTH BEJCHHUA MEIMLMHCKOH JOKyMEHTaUHH B (opme
9JIEKTPOHHBIX JOKYMEHTOB», npuka3za MunzapaBa Poccuu ot 24 Hos6ps 2021 r.
Ne 10941 «O06 yrBepkaenuu [Topsiaka Ha3HaAYeHUs JIEKapPCTBEHHBIX MpenapaTos, GopM
peLenTypHBIX OJIaHKOB Ha JieKapcTBeHHble npenapartbl, [lopsiaka odopmienus
yKa3aHHbIX OJIaHKOB, MX y4eTa M XpaHeHHs, GopM OJaHKOB peLeNTOB, COAEPIKALIUX
HazHaueHHE HApPKOTMYECKMX CpPeJACTB HIM ICHUXOTPONHBIX BellecTs, Ilopsnaka
MX M3TOTOBJIEHHS, paclpeelieHus, perucTpalky, y4eTa H XpaHeHus, a takxe [IpaBun
odopmieHus 6IaHKOB peLENTOB, B TOM YHc/Ie B (pOpMe JIEKTPOHHBIX JOKYMEHTOBY,
npukaza Munsznpasa Poccuu ot 24 HosiOps 2021 r. Ne 1093n «O06 yTBepkaeHUH
[TpaBun oTmycka JIeKapCTBEHHBIX IIpernapaToB s MEJULUHCKOrO INPHMEHEHHs
anTeYHbIMH OpPraHU3aLMAMH, WHIWBUAYAJIbHBIMU NpPEANPUHUMATEIAMH, HUMEIOIIMMHU
JIMIIEH3UI0 Ha OCYLIECTBJIIEHHE (apMalleBTUYECKOH NeATebHOCTH, MEIHLMHCKHMHU
OpraHM3alMsIMKM, HMEIOIIMMH JIMLIEH3UI0 Ha OCYyIIeCTBIEHHE (DapMaleBTUYeCKOMH
NIeITEIBHOCTH, W WX 000cOONeHHBIMH  MOJApa3esieHus MU (aMOys1aTopUsMH,
GenpamepckuMu U GeNpaIIepcKo-aKy LIepCKUMHU yHKTaMH, LIEHTpaMH (OTAE/IEHUSIMH)
o0m1ei#t BpaueOHOM (ceMelHOM ) MPaKTHUKH ), PACIIOJIOKEHHBIMH B CEJIbCKUX TOCEICHHUAX,
B KOTOPBIX OTCYTCTBYIOT amnTe4Hble oOpraHusanuu, a Ttakxke IlpaBui ormycka
HAPKOTHYECKHUX CPEJCTB M MCUXOTPOIHBIX BELIECTB, 3apErHCTPUPOBAHHBIX B KA4eCTBE
JIEKapCTBEHHBIX IIpernapaToB Ui MEIUUUHCKOI0 TPUMEHEHHs, JIeKapCTBEHHbIX
MpenapaToB JJIsi MEJUIIMHCKOr0 IPUMEHEHHs, COJAEPKallMX HAPKOTHYECKHE CPEICTBA
Y IICHXOTPOIIHEIE BelllecTBa B ToM 4yHcie [lopsaaka oTmycka anTeuHbIMH OpraHu3alusIMH
UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX PENapaToB», HA OCHOBAHUHM [10CTAHOBJIEHHS
[lpaButenscTBa Buagumupckoit oOmactu ot 28 gekabps 2023 r. Ne 1011
«O00 yrBepknenuu [lonoxxenus o MunuctepcTBe 3apaBooxpaHeHus Braaumupckoi
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obnactuy, nucbMa Munsapasa Poccun ot 25.09.2024 Ne 18-1/3062, a takke B Lensx
peanu3alMi [IOCTAHOBJIEHHs JelapTaMeHTa 3ApaBOOXPAHEHMs] aIMHHHMCTpaluy
Bragumupcekoii o6mactu ot 19 mapra 2020 . Ne 5 «O6 HCIIOTB30BaHHH HA TEPPUTOPHH
Bnanumupckoit o6nacTu perenToB Ha JIeKapCTBEHHBIE Mpenaparsl, chopMUPOBaHHBIX
B (opMe »3IIEKTPOHHBIX [JOKYMEHTOB» C LeJblo obecrieyeHHs (OpMHUpPOBaHUS
MEeIUIIMHCKUMHU OpraHu3alusaMu BiaaumMupckoil 001acTi pelenToB Ha JIeKapcTBEHHbIe
npernapaTel B ()OpME 3JIEKTPOHHBIX JOKYMEHTOB, @ TaKXe OTIyCKa alTeYHBIMU
OpraHu3aLUsIMU JIeKapCTBEHHbIX npernapaToB o TaKUM peuentam
OpUKa3s3b Balto:

1. Vreepaure PernmameHT  HMHQOPMAUMOHHOTO  B3aUMOAEHCTBUS  TIPH
(GopMHpPOBaHUH M UCIIONB30BAaHUU PELENTOB Ha JIEKAPCTBEHHBIE Mpenaparsl B popMe
JJIEKTPOHHOI'O JIOKYMEHTa Ha Teppurtopud Bragumupckoir o6Gnactu (manee —
PernamenT) cornacHo Ilpunoxenuro No 1.

2. YTBepAuTh IUIaH BHEJAPEHMS IJIEKTPOHHBIX PELENTOB Ha JIEKAPCTBEHHbBIE
npenapartsl 1Jiss MEAUIIMHCKOrO IPMMEHEHUsl Ha TeppuTOpHU BiiannuMupckoii o6tactu
cormnacHo [Ipunoxenuro Ne 2.

3. MeIUUMHCKMM M aNTe4HBIM OpraHusanusaM BraguMupckoit obiactu, Beex
popM coGCTBEHHOCTH, NPU ODOPMIICHHH PELENTOB HA JIEKAPCTBEHHbIE MpENnapaThl B
(bopMe 3/IeKTPOHHOIO JOKyMEHTa M OTIIYCKE JIeKApCTBEHHBIX IPENapaTtoB 110 HUM,
PEKOMEHIYETCsl pyKOBOACTBOBATLCS yTBEPKI€eHHBIM PerimameHToM.

4. PyxoBoauTensM MeIMUMHCKMX OPraHH3alfil TOCYAapCTBEHHOW CHCTEMbI
3/paBooxXpaHeHus Biianumupcekoi obnactu odecrneunTs:

4.1 GpopMupoBaHHE peecTpa MEIULHUHCKHUX pabOTHHUKOB, HMEIOIIHX IIPaBo
BBIITHCBIBATH 3JIEKTPOHHBIE peuenTsl B cpok 10 01.01.2025;

4.2 BBINIMCKY pPELENTOB Ha JIeKapCTBEHHbIE Mpernapartsl Mo mporpammam JIJIO
HCKIIIOUUTENIBHO B (pOopMe  DJIEKTPOHHOTO  JOKYMEHTA C  HCIIOJIb30BAaHHUEM
['ocynapcTBeHHOM  MH(MOPMAaLMOHHOH cUcTeMbl B chepe  31paBOOXpaHEHHS
Bnagumupckoii obnactu (nanee — 'MC3 BO) ¢ 01.01.2025;

4.3 BEINMCKY PELIENTOB Ha JIGKAPCTBEHHBIE Mpemnaparhl 3a IMOJHYH CTOHMOCTE
HCKJIFOYHMTEIbHO B (hopMe 3JIEeKTPOHHOTO JOKyMeHTa ¢ Henosib3oBanueM TMC3BO ¢
01.04.2025;

4.4 ppimucky 100% Ha3Ha4deHHI pelleNTYpPHBIX JIEKAPCTBEHHBIX IPENapaToB B
Gopme 371E€KTPOHHOTO JOKyMEHTa, KaK B OTHOLIEHHH JIEKAPCTBEHHBIX MPENapaToB
JIBFOTHOIO JIEKAPCTBEHHOI0 00ecredeHus, TaK M JIEKAaPCTBEHHBIX I[IperapaToB 3a
MOJIHYIO CTOMMOCTh, 0e3 nyO0nupoBaHUs Ha OyMa)KHOM HOCHTEJNEe, C IOCIeAyIOLUIMM
MOJITHCAaHUEM YCUIIEHHOHN KBaJIU(PUIUHUPOBAHHON HJIEKTPOHHOU MOAMUCKHIO H OTIIPABKOMH
B @enepanbHbIii peecTp ONEKTPOHHBIX MEIUIMHCKHX JJIOKYMEHTOB €IHHOMU
roCcyJapCTBEHHOH HMH(MOPMALMOHHOH CHCTEMbI B cepe 31paBoOXpaHeHHs (gajee —
EI'MC3) B cpok 10 01.06.2025;

4.5 nHPOPMHUPOBAaHHE MALUEHTOB O BBHIMUCBIBAHHM 3JIEKTPOHHBIX PELENTOB H
BO3MOXXHOCTH OTIIyCKa UM I10 3JIEKTPOHHBIM pELIENITaM B aliTEYHbIX OPraHU3alHsX.

5. PyxoBoaurensM MeNULMHCKHX opraHusauuii Bragumupckoit obnactu
4yacTHOH (OpMbl COOCTBEHHOCTH, OCYILIECTBISIBIIMX JeSTEIbHOCTE B  cdepe
0053aTeNIBHOTO MEIULHUHCKOIO CTpaxoBaHHUs Bnagumupckoi o0nacty,
PeKOMEH/10BaTh:
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5.1 BBIMUCKY pelenToB JIeKapCTBEHHBIX MPenapaToB MO0 HUM HUCKIIOUUTEIBHO B
dbopme 37eKTPOHHOrO JIOKYMEHTa C MCIOJb30BaHHEM HH(OPMAIIMOHHONW CHUCTEMBI C
01.07.2025;

5.2 Beimucky 100% Ha3zHaueHWH pelenTypHBIX JIEKApCTBEHHBIX IpernapaTtoB B
(GopMe DJIEKTPOHHOIO JIOKYMEHTa, KaK B OTHOILIEHHH JIEKapCTBEHHBIX IpernapaToB
JBIOTHOIO JIEKapCTBEHHOro o0ecrieuyeHus, TaKk M JIeKApCTBEHHBIX IMpernapaTtoB 3a
TOJIHYI0O CTOMMOCTh, 0e3 ayOnupoBaHUs Ha OyMa)KHOM HOCHTele, C IOCJeIy UM
MOJANMCAHUEM YCHIIEHHOHN KBaNTH(DULIMPOBAaHHOMN 3JIEKTPOHHOHN MOAIMKCHIO U OTIIPAaBKOM
B ETMIC3 B cpok n0 31.12.2025;

5.3 MHGOPMUPOBAHHE NAIIMEHTOB O BBIMTHCHIBAHHH 3JIEKTPOHHBIX PEIENTOB H
BO3MOXXHOCTH O0OCITy’)KUBaHHS 110 HUM B allTEYHBIX OPraHU3aIMsIX.

6. JlupeKTopy rocy1apcTBEHHOrO OIOXKETHOTO yUpeKACHHUs 3PaBOOXPAHEHHUS
ocoboro Tuma Bnagumupckoit  obmactw  «MeaMUMHCKME  MH(OPMALMOHHO-
AHAIMTUYECKUH LICHTP» 00eCIeyUTh:

6.1 Bo3MOXHOCTb (OpMHUpOBaHHs 3JeKTpoHHBIX peuentoB B [MC3 BO u
MH(OPMALMOHHBIH 0O0OMEH ¢ MEIMLUMHCKUMHU H (apMaleBTHYECKMMH OpraHU3alUsIMH
Bragumupckoii obnactu ¢ 01.01.2025 u najee nocTosiHHO;

0.2 MOCTOSHHYIO KOHCYJIbTATHBHYIO, METOANYECKYIO M TEXHUYECKYIO TTOJEPKKY
MOJIb30BaTENIEd  MENMLMHCKMX  OpraHW3alMii  rocyJapCTBEHHOHM  CHCTEMBI
31paBooXpaHeHHst BraauMupckoit obnactu mo:

6.2.1 aKkTyanus3allM¥ CBEJEGHHUH O rpakJaHax, UMEIOIIHUX MPaBO Ha IOJydYeHHe
JIBIOTHBIX JIEKAPCTBEHHBIX MpENapaToB Ha TeppHUTOpuH Biagumupckoii obiaactu 3a
cyer cpeacTB Oropkera Bragumupckoii obnactu;

6.2.2 BBIMCKY OJIEKTPOHHBIX pELENTOB Ha JIbIOTHBIE JIEKAPCTBEHHBIE
npenaparbl, MEAUIIMHCKHE H3/IeJIMA W CIeLHATU3UPOBaHHbIE MPOIYKTH Jie4eGHOro
MUTAHUS,

6.2.3 QopmMuMpoBaHHE OTYETHOCTH [0 BBIIMCAHHBIM M  OTHYIIEHHbBIM
3JIEKTPOHHBIM peLiernTam.

7. KOHTpO/Ib HCTIOIHEHUSI HACTOSLIEr0 MPUKa3a BO3JI0OKHUTh:

7.1 B YacTH TEXHHUYECKOIO COMPOBOXKIAEHUS BBINHUCKH H OTIYCKa 3JIEKTPOHHBIX
pelenToB Ha JBIOTHBIE JIEKAPCTBEHHbIE MpernapaTbl, MEIHIIMHCKHE H3JEIHS H
CrellMaTu3uPOBaHHbIE MPOAYKTEI JIE4eOHOr0 MUTAHUS MEIULIMHCKUMHU OpPraHUu3alusIMU
- Ha 3amectuTesns MuUHUCTpa 3ApaBoOXpaHeHHs BiaauMmMupckoin  oGsacTu
JLLJI. KpsixeBa;

7.2 B 4acTM OTHyCKa JbFOTHBIX JIEKAPCTBEHHBIX MPENAapaToB, MeIHIMHCKHX
M3/IeJIMH M CHELHMAIU3UPOBAaHHBIX TPOAYKTOB JIEYeOHOrO MHMTAaHUS AalTeYHBIMU
OpraHM3alMsMd - Ha 3amectuTelnss MuHucTpa 31paBoOoXpaHeHHs BiaauMupcKoi
00J1aCTH, KypUPYIOLIETO BOIIPOCHI JIbFOTHOTO JIEKAPCTBEHHOI0 00eCneyeHH sI.

8. Hacrosmmii mnpuka3z Bcrymaer B cuiny ¢ 01.01.2025 u nomiexur
0HIHATBHOMY OIYOIHKOBAHHIO. O
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[Ipunoxenue Nel K npukasy
MuHucTepcTBa 31paBOOXpaHEHUS
Bnagumupckoit o6nacTu

Ot 27.11.2024 Ne31-u

Pernament
HHGOPMALIHOHHOIO B3aHMO/AeficTBHSA NPH (OPMHPOBAHMH H HCNOJIB30BAHHH
peuenToB Ha JeKapcTBeHHbIe npenapaTtebl B popMe 3J1eKTPOHHOTO JOKYMEHTA
Ha TeppuTOpHH Biaaaumupckoii o61actu
(nanee - Pernamenr)

1. O6mue moJ10KeHH s

L. Hacrosmuii Pernamenr onpeaensieT nopsaok HHGOPMaIHOHHOTO 0OMeHa
MEXIY Y4YaCTHUKaMH MHGOPMALMOHHOIO B3aUMOAEHCTBHUS IIPH HCIOJIb30BAHUH
Ha TeppuTopuH Bragumupckoi oOmacTv Hapsly ¢ pelentamMH Ha JieKapCTBEHHbIE
npenapatbl Ui MEIAMLMHCKOIO IIpUMEHEeHHs, O(OPMIIEHHBIMH Ha OyMaXHOM
HOCHTelle, PeLENTOB Ha JIEKAPCTBEHHEIE IIpernaparthl, cOPMHUPOBaHHEIX B (opMme
3JIEKTPOHHBIX JOKYMEHTOB (J1aJIe€ — 3JIEKTPOHHBIN PELIETIT), IIOCPEACTBOM [IPUMEHEHHS
peTHOHANBHOM IIaTQOPMBI «DNEKTPOHHBIH pelenT» Hu cepBuca «DJIEKTPOHHBIM
peuenT», a TaKKe ycTaHaBjIMBaeT TpeOOBaHHS K MISHTHU(HKALMK pelenTta B hopme
JJIEKTPOHHOTO JOKYMEHTa M JIMla, OOpaTHBILErocsi 3a OTIyCKOM JIEKapCTBEHHBIX
IIPENapaToB 10 TAKOMY peLenTy.

2.Ilon pervonaneHON mIaThopMOit «DIEKTPOHHBIM peUenT» MNOHMMAeTcs
KOMITOHEHT TIOJICHCTEMbl HMHTErpUPOBaHHAs IEKTPOHHAS MEIHIHHCKAs KapTa
manuenTa ['ocynapcTBeHHON MHOOPMALIMOHHOM CHCTEMBI B Cdepe 31paBOOXpaHeHHs
Brnagumupckol o6nactd B Buzae 0a3bl 3JMEKTPOHHBIX PELENTOB, 00ecIevMBarolei
BBINIOJJTHEHHE OTIENIBHBIX B3aMMOCBS3aHHBIX (QYHKUMH MO 00paboTKe, XpaHEHHIO,
MPOBEpKe U IMPENOCTABJIEHUIO JOCTYNa K peLelTaM Ha JIeKapCTBEHHEIE IMpernapaThl
IUIsE MEUIIMHCKOTO NPUMEHEHHUS CPOPMHUPOBAHHBIM MEAMIIMHCKUMH OpTraHH3alUsIM1
Ha TeppuTOpuH Biagumupckoii obnactu (nanee — [Tnarpopma)

3.Tlox cepBrCOM «DNEKTPOHHBIA pEeLenT» MOHHMAaeTCs JJIEKTPOHHAS CHCTEMA,
obecrnieunBaromas MHQOPMALHOHHBIH 00MeH Mexay I[liaTtdopMol, ydacTHHKaMH
MH()OPMALIHOHHOTO B3aUMO/IeHCTBHUS " N10JIb30BATEIISIMU [Tnatdopmer,
npejocTaBisiemMasl TeXHUYeCKHUM orepaTopoM [Tnatdopmer.

4. PermaMeHT pacnpocTpaHsieTcsi Ha [pPAaBOOTHOIIEHHS, CBS3aHHBIE C
OCYIIECTBJIEHMEM HH(POPMALMOHHOIO OOMEHa YYacTHHKOB HHQPOPMAIMOHHOIO
B3aMMO/JICHCTBUSA NpH OGOPMIEHHHM M OTIYCKE JIEKAPCTBEHHBIX IIPENapaToB Ha
JIBIOTHBIX YCJIOBUSX I10 IIPOrpaMMaM JIbIOTHOI'O JIeKAPCTBEHHOI0 o0ecrieueHus (anee
— nporpamma JIJIO), koTopble npHu BeITHCKe pelienTa B popMe OyMaKHOTO TOKYMEHTa
o/JIeXAT 0QOPMIIEHHIO Ha peLienTypHoM Osanke Gpopmbr Ne148-1/y-04(1), 3a nonmyio
CTOMMOCTB, 0pOPMIIAEMBIX Ha peLenTypHoM Gatke Gpopmbl Nel107-1/y u peuentypHoM
6nanke popmbr Ne148-1/y-88.

5. IlpuMeHeHne HACTOSAIIETO MpHKa3a B 4acTH WHGOPMALMOHHOIO 0OMeHa IIpH
(bOpMUPOBaHMH M BBINHCKE DELENTOB Ha JIEKAPCTBEHHbIE Mpenapathl B (GopMe
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3NEKTPOHHOTO JOKyMeHTa I0 ¢opMaM peuenTypHbix OnsankoB Ne 148-1/y-88,
Ne 107-1/y-HIT ocymiecTBisieTcst cO JHA 0OHULMATBHOTO YTBEPXKACHHUS M pealu3alluu
MunucrepctBoM 31paBooxpaHeHust Poccuiickoit denepaliu CTPYKTYpPHPOBAHHOIO
3JIEKTPOHHOTO MEIULIMHCKOTO JIOKyMEHTA 10 JaHHBIM (popMaM pelenTypHbIX 0JIaHKOB.

6. YuacTHHKaMH MH(OPMaLMOHHOIO 0OMEHA SABJISIOTCS:

- onepatop Ilnatdhopmbr;

- TeXHU4Yeckuit oneparop [Tnardhopmel

- mocTaBIIMKK HH(opMauuu B [Inathopmy;

- nose3oBatenu [lnardopmel.

7. Oneparopom  ITmardopmer  sBasercs ['BY3 BO  «MenunuHckui
UH(OPMaIHOHHO-aHAIUTHYECKUH LIEHTPY.

8. Texuuueckum omneparopom [lnardopMmel ABiseTCs IOPHIAYECKOE JHLO HIIH
MHIMBHIYalIbHBIH IIpeAlNPUHUMATENb, C KOTOPBIM 3aKJIIO4YaeTcs JOTOBOP Ha
peanusanuio (QyHKUMH TexHHYeckoro omeparopa Ilmatdopmsl, ocyuiecTBiasiolee
ACATENBHOCTh [0 €€ BHEAPEHHI0 M IKCIulyarauuu. TexHudeckuit Omepatop
IInarpopmer  obecneunBaeT HMHGOPMALMOHHBIM OOMEH MeXIYy Yy4YaCTHHKAMH
MHOOPMALMOHHOIO  B3aUMOJAEHCTBUS TMpH (GOPMHUPOBAHMM M  HCIIOJL30BAHHH
3JIEKTPOHHBIX DPELENTOB IIPU NOMOUIM cepBHUca «JIEKTPOHHBIH peuent» (nanee —
CepBuc).

9. IlocraBmykamu  uHbopMauuu B Ilnardpopmy sBIAIOTCS MEOUIIMHCKHE
OpraHu3alliu, HHAWBH/YaJIbHbIE [IPEANPUHHUMATENH, OCYIECTBRISIOIIHE MEAUIIUHCKY O
JeATENIbHOCTh Ha TeppUTOpUH Brnagumupckoit obnactd, (malee — MeOMIIMHCKHE
OpraHM3alluM), anTeKH, alTeuHble IyHKTbl, WHIHBUAYaJIbHBIE MpPEANPHHHUMATEIH,
UMEIOIIME JIMIEH3MIO Ha OCYILIECTBIeHHE (apMalleBTHYECKONH JeATeIbHOCTH Ha
TeppuTopuH Biiagumupckoii odnactu (Jajiee — anteyHble OpraHu3alim).

10.  ITonb3oBarensamu Ilnardopmsl ABiIAOTCS (U3HYECKHE JIHIE, KOTOPBIM
YIIOJITHOMOYEHHBIMA MEIULMHCKUMH pabOTHUKaMH MEIMIMHCKHX OpraHM3alui -
YYaCTHHKOB ~MH(OPMALMOHHOIO B3aUMOJEWCTBUS HA3HAYEHBI JIEKAPCTBEHHBIE
npernapaTbl peHentypHoro otmnycka mno nporpamMaMm JIJIO w/mnu 3a mnosHyro
CTOUMOCTh, COIJIaCHBILIMECS Ha oOQopMIeHHe penenta B (GopMe 3JIeKTPOHHOIO
JIOKyMeHTa (Jajee NalMeHThl) TH00 HMX 3aKOHHbIE IpeNCTaBUTENH, JUO0 JIHIA,
KOTOpBIX JIMLO, YyKa3aHHOE B pelenTe, WJIM ero 3aKOHHBIA IpeacTaBUTEINb
YIOJTHOMOYMJIM Ha II0JIyYeHHE JIeKapCTBEHHBIX NpernaparoB (fajee IpeAcTaBHTEIH
nauueHTa).

11.  HMuHpopmauroHHBIHA oOMeH Y4acTHHUKOB HH(GOPMAILIHOHHOTO
B3aMMOZIEHCTBUSA B 4acTH O(OPMIIEHHs pelLleNTa Ha JIeKapCTBEHHBIE IMpenapartsl 10
nporpammaM JIJIO w/unm 3a nosiHyr0 CTOMMOCTH B (hOpMe 3JIEKTPOHHOTO JTOKYMEHTa
(amee — DOIEKTPOHHBIM peLeNnT) M OTIyCKa JIEKApCTBEHHBIX IpenaparoB IO
3JEKTPOHHBIM  peLEeNTaM OCYyINECTBISETCS 4Yepe3 TEXHMYECKOro orepaTopa
[Inardopmbl ocpeacTBOM NMpUMEHEHHs cepBUca « DIEKTPOHHBIN pPElEenT», a TaKKe
HHOOPMALIMOHHBIX CUCTEM YYaCTHHKOB HH(BOPMAIIHOHHOIO B3aUMOAEHCTBHS.

12. UudopmanmoHHbIe CUCTEMBI Y4aCTHUKOB MH(POPMALTHOHHOTO
B3aHMOJICHCTBHs  JOJDKHBI  COOTBETCTBOBaTh TpeOOBaHUSAM  3aKOHOOATENIbCTBA
Poccuiickoit ®enepaunn o0 HMHpopMauuu, HHOOPMAIMOHHBIX TEXHOJIOTHSIX H O
3aliuTe UHGOpMaIlUH.
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13. YuacTHUKH HHpOpMalLMOHHOTO oOMeHa NpU 00paboTKe MEepPCOHAIbHbIX
JAHHBIX MPUHMMAIOT HEOOXOJUMBIC NPaBOBbIE, OpraHU3allMOHHbIE M TEXHHYECKHE
MephI JUIS 3aIlMThl IEPCOHANIBHBIX JaHHBIX U CBEICHHH, OTHECEHHBIX K BpaueOHOM
TaliHe, OT HENpPaBOMEPHOTO WM CIIy4aHHOTO [OCTyla K HUM, YHHYTOXKEHHS,
U3MEHEHHs, OJIOKMPOBaHUS, KOIMMUPOBAHMS, IPEJIOCTABICHUS, PacCHpOCTpaHEHUs, a
TaKXXe OT HHbIX HEIIPaBOMEPHBIX 1€HCTBHH.

2, IToakarouenue k [lnardopme

14. Tlepen noaxmoyenuem K Ilnarpopme MeOUITHHCKHE M alTe4HbIE
OpraHM3aluMM JOJDKHBI OBITH  3aperucTpUpoBaHbl B  (demepalbHOM  peecTpe
MEJMUMHCKUX opraHu3auui (nanee - ®PMO). MeauuuHckie pabOTHHKH, KOTOPLIM
NPEeOCTaBIEHO NpaBo Ha O(OpPMIIEHHE 3JEKTPOHHBIX peleNnToB (Jledaliui Bpad,
denpamep, akyliepka B Cllyuae BO3JIOKEHMS HA HUX TIOJHOMOYHIA JI€Yallero Bpaya -
Aajee MeIULHMHCKHE PaOOTHUKH), 1OKHBI OBITH 3aperHCTPHPOBAHLI B (eaepanbHOM
peecTpe MEAULMHCKKX pabOTHHKOB (fanee - OPMP). ®apmaneBTnueckre paboTHHUKHY,
KOTOpbIE€ OCYIIECTBIAIOT OTIIYCK JIEKAPCTBEHHBIX IMIpernapaToB, MOOKHBEI OBITh
3apeructpupoBaibl B ®PMP. Perucrpauus ocyuiecTBiasieTcss MEIUUMHCKUMH U
anTeYHbIMH  OpraHM3alMsAMM  CaMOCTOSATENIBHO B  MOpPsSJAKE, YCTAHOBJIEHHOM
TTonoxeHueM o eJMHOM rocynapcTBeHHOM HH(MOPMALMOHHON cHCTeMe B cdepe
3ApaBOOXPaHEHHUs, y TBEPXKACHHBIM IocTaHoBeHHeM [IpaBurenscTBa PO ot 9 despans
2022 rona Nel40 «O exuHol rocynapcTBeHHON HHPOPMALMOHHOM chcTeMe B chepe
3JpaBOOXPAHEHUSY.

15. [oakiroueHHe MeJMUMHCKMX M anTe4yHBIX opraHusauuii k [Liatdopme
OCYIIECTBIISIETCS Yepe3 TeXHU4eckoro omnepatopa IlmatdhopMbl Ha OCHOBaHHH
NEACTBYIOIIMX  TeXHWYECKHX  TpeOOBaHMM I I[OAKIIOYEHHS, BKJIFOYas
MHTErpallioHHbIe NMPO(UIX (OPMATOB B3aHUMOJACHCTBUS TEXHHYECKOTO OIepaTopa
[Inar¢opmel, myGIMKyeMbIX B OTKPLITOM JOCTYyIIE B ceTu «MHTepHeT». [ToakmoueH e
k [Tnatopme ocymecTBisieTcst Ha Ge3BO3ME3JHON OCHOBE MOCPEACTBOM NMPHMEHEHHs
CepBuca, peann3yeMoro TeXHU4eCKuM orepatopom Ilnardopmsl.

16. Ioakmowasace k Ilnarpopme, nocraBumku uHdpopmauuu B [lnatdopmy
HECYT OTBETCTBEHHOCTb 3a [TOJIHOTY, JOCTOBEPHOCTH U CBOEBPEMEHHYIO aKTyaJIM3allHIO
JIaHHBIX.

17. Ceprudukarel yCHICHHOH KBalUGHUUMPOBAHHON 3JIEKTPOHHON MOJMHMCH
(VKOII) nns moamucH 37eKTPOHHBIX PELENTOB MEAMIMHCKHMH M alnTeYHBIMH
pabOTHHKAaMH OpraHM3alMi BBITYCKAIOTCS B aKKPEAUTOBAHHBIX YIOCTOBEPSIOIIMX
LIEHTpax.

18. MeauuMHCKHE M alTeyHble OPraHW3allud, SBJISIFOIIMECS YYaCTHUKAMHU
HH(OPMALHOHHOIO0 00MeHa, JIOBOAT 10 MoJjbs30Barenei [Latdopmel nHbopManumo o
BO3MOXXHOCTH UCITOJIb30BaHKs Y HUX 3JIEKTPOHHOIO peLieNTa B CBOUX TEPPHUTOPHAIEHO
000cOBIEHHBIX CTPYKTYPHBIX MOApPa3Ae/eHHAX, CBOMX pecypcax B MH(pOPMAI[MOHHO-
TeJICKOMMYHHKAUHOHHOH ceTH «MHTepHeT», a Takke HHBIMH pa3pelleHHbIMH
3aKOHOJATENIbCTBOM CIIOCOOaMH.

19. [Moxkmouenue nons3osareneil k [Tnarhopme ocyuiecTsiseTcs mocpeacTBOM
NpEeOCTaBIeHUsT [JOCTyNa TeXHU4YeCKUM onepatopom [lmardopmer k smuHOMY
KaOMHeTy MOOMJIBHOrO MPHIOXEHHS TeXHHYECKOro ormeparopa IlnaTdopmbl, B
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KOTOpOM TexHuueckui onepatop [Inatdopmer oGecnieunBaeT oTpakeHne HHGpOpMaLIUK
00 D3JIEKTPOHHOM pelenTe W OTMYLIEHHBIX Ha HMX OCHOBaHHMH JIEKApPCTBEHHbBIX
npenaparax (Npy HaJMYUMM TEXHHYECKOH BO3MOXKHOCTH TEXHMYECKOro oreparopa
Cepsuca).

20. Unentuduxauuss v ayreHTHuduKauus mnosb3oBareneii [liardopmbr s
MOJy4YeHUs] CBeNeHMH 00 »JIIeKTPOHHOM pelenTe B MOOWIBHOM IPHIOKEHUU
TeXHHU4Yeckoro oneparopa Ilnardopmsl ocyiecTBisercs MOCpeACTBOM (enepalbHOi
roCy/apCTBEHHOH HMH(POpMaLMOHHOH cucTeMbl «EnuHas cucreMa UIACHTUDUKALUH H
ayTeHTUOUKauud B  HHOpacTpyKType, obecrneyuBamomeid  HHGOPMALUOHHO-
TEXHOJIOTHYECKOE B3aUMOJEHCTBHE HMHGMOPMAIIMOHHBIX CHCTEM, HCITOJIB3YEeMBIX IS
MPeI0CTaBIEH s IN'OCY JapCTBEHHbBIX U MyHULIMNAIBHBIX YCIYT B 3JIEKTPOHHOH hopMey,
a Tak)Ke MOCpeICTBOM HOMEPOB MOOMIIbHBIX Tes1e()OHOB nojb30Batenei [InaTrgopmel.

3. Hupopmauronnblii 00MeH NpH 0OpMIIEHHH JIEKTPOHHOIO pelenTa

21. OdopmiieHHe 3TEKTPOHHOTO peLeNTa OCYIIECTBIAETCS ¢ COMIACUS alUeHTa
WM TpENCTaBUTENs IallMeHTa, B COOTBETCTBUH C MpPHKa3oM MHHHCTEPCTBA
3napaBooxpaHeHusi Poccuiickoit @enepauun or 24 HosOps 2021 r. Ne 1094 «O6
yTBepkaeHuHU [lopsnka HasHaueHMs JIEKAPCTBEHHBIX IPeNapaToB, GOpPM peLenTy pHBIX
O1aHKOB Ha JIeKapCTBeHHbIe Ipenapatsl, [lopsiaka ohopMIIeHHs yKa3aHHBIX OJIaHKOB,
X ydera M XpaHeHHs, (opM OJaHKOB peLEeNnToB, COJAEPXKALIMX Ha3HAYEHHe
HapKOTHYECKUX CPEACTB MJIM IICMXOTPONHBIX BellecTB, [lopsiika uX H3roToBIEHUS,
pacnpe/ielieHusl, perucTpaluy, yderta W XpaHeHHs, a Takke [IpaBui odopmieHus
0J1aHKOB PELIENTOB, B TOM YHCIIE B (HOpME 3JIEKTPOHHBIX JOKYMEHTOBY.

22. Ilpu o)opMIICHHH TTALIMEHTY WM 3aKOHHOMY IIPEeICTABUTEIIO JJIEKTPOHHOIO
pelenTa nauMeHTOM WM 3aKOHHBIM IIpe/CTaBUTeNIeM B MEJULHMHCKON OpraHu3aluu
NPEeIOCTABIAETCS [MHCbMEHHOE COorylacue Ha O(opMIIeHHE JJIEKTPOHHOTO peLenTa W
Ha 00pabOTKy ero IepcOHANBHBIX MTaHHBIX MEAMUMHCKONM oOpraHuMsaunueii u
TeXHH4YeCKUM oneparopom Ilnarhopmbl no d¢opme cormacHo Ilpunoxkenuro K
Hacrosemy PersiameHnry.

23. DneKkTpoHHBIE pelentsl 1o nporpammaM JIJIO GopMHUpYIOTCS MOCPEACTBOM
LleHTpanu30BaHHONW  MOJACHCTEMBI  «YTpaBleHHE JIbITOTHBIM  JIEKAPCTBEHHBIM
obecnieyennem» I['MIC3 BO B dopmare CTpyKTypHPOBAHHOTO 3JIEKTPOHHOIO
MEJIMIMHCKOrO  JOKyMEHTa, IIONNKCBIBAIOTCS YCHJIEHHOH KBaJU(UIHPOBAHHOM
SNIEKTPOHHOHW moamucero (masee — VYKDII) MemuuuHckoro paGoTHHKA H
JOTIOJIHUTENIBHO, B YCTAHOBJICHHBIX 3aKOHOJATENIBCTBOM  CIy4asX, IOAIMCHIO
npeacenaress (cexperaps) BpaueOHOM KOMHCCHH MeTULIMHCKOM OpraHu3aliiy, a TakxkKe
YCHUIIEHHOM  KBaIM()UUMPOBAHHOH  JJIEKTPOHHOM  IOANHUCBIO  PYKOBOAUTES
MEJMLMHCKOH OpraHuM3alud JM00 JMLa, YIOJIHOMOYEHHOIO pPYKOBOIMTENEM
MEJIMI[HHCKOH OpraHu3allid [eHCTBOBaTh OT HMMEHH MEIHIMHCKOH OpraHu3alluy,
nocje yero nepenatorcs B [Inatdopmy.

24. DNeKTpOHHBIE PELeNThl Ha JIeKapCTBEHHbIE Mpernaparhl I MEeAULMHCKOIo
MPUMEHEHHS 3a TOJIHYI CTOMMOCTb (YOPMHUPYIOTCS MEIULUHHCKUMH OpPraHH3alUsIMK
rOCYyIapCTBEHHOM CHCTEMBI 3[paBOOXpaHeHus Biagumupckoit 06mactu npu momMouu
I'C3 BO.



25. Odbopmiennsli ¢ coracds rnauMeHta W nopnucaHHelii  YKOII
MeauuuHCKoro pabotHuka u YKOII pykoBoauTens MeIUIMHCKON opraHu3aluu JH0o
M1, YIOJHOMOYEHHOI'0 pyKOBOIUTEIEM MeIMLIMHCKON OpraHu3allii 1eHCTBOBATh OT
UMEHU MEeJHLMHCKOH OpraHu3allid, DJEKTPOHHBIH peuenT perucTpupyercs B
[Tnardopme.

IIpy perucTpauuu 3JIEKTPOHHOI'O pELENTa eMy IPHCBAaUBAE€TCs YHHKAJIbHBIN
UIeHTHGhUKATOP, COCTOSIINHI U3 cepruu H HoMepa (a1 penerra o nporpammve JIJIO) u
CepUM U HOMepa pelenTa (1Jis pelenta 3a MoJIHYK CTOUMOCTb).

26. JlonosHuTeNnbHO  (OpPMHpYETCS  YHHUKalbHBIM  KOJ  peuenta B
MallMHO4YMTaeMoM Gopmare (nanee - QR-kon) 11 uaeHTUDHUKALMH peLenTa U JIMla,
oOpaTuBILIErocs 3a OTIIyCKOM JIEKAPCTBEHHBIX IIPENapaToB B allTeYHYI0 OPraHU3aIHIO
(Ipu HaTMYUH TEXHUYECKOM BO3MOXKHOCTH TeXHHYECKOTo orepaTopa [Liarhopmsr).

27.B nemsax (GOpMHpPOBaHMS BNEKTPOHHOIO  pelenta MeIULHHCKHUMHU
opranusauaMu B Ilnarpopmy npenocraBnsercs cnexyromas HHGOPMALIKS:

a) CBEJIEHMs] 0 MEIMLUHCKOH OpraHu3alMy, KOoTopas GOPMHPYET 3IeKTPOHHKIMN
peuernt;

0) cBeileHHss 0 MEIUIIMHCKOM pabOTHHKE, KOTOPBIA (DOPMHUPYET 3JIEKTPOHHBIN
peLent;

B) CBEJIEHHA O MalMEeHTe, HYXK/AI0IIeMCsI B IeKapCTBEHHOM IIperapare;

I) CBEICHU: O Ha3HAYEHHBIX MAlMEHTY JIEKapCTBEHHBIX Ipernaparax;

J1) CBEJICHHUS O CPOKE JIEHCTBUA pellenTa.

28. Ilepenava undopmanuu B [Tnardopmy ocyinecTsisercs:

a) MeUIIUHCKUMHU OpraHu3alUsAMHU roCcyJapCTBEHHOM CHUCTEMBI
3ipaBooxpaHeHus Biiagumupckoi obnactu:

- 10 peuentaM, copMHUPOBaHHBIMH B paMkax nporpamm JIJIO u 3a mosHyro
CTOUMOCTh C HCIO/Ib30BaHUeM LleHTpanu30BaHHOM NOJACHCTEMBI «YIIpaBieHHE
JBrOTHBEIM  JIeKapcTBeHHBIM obecnieuenuem» [MC3 BO B cooTBeTcTBHE ¢
[Tocranosnenuem IIpaButenscrBa Biiagumupckoii o6nactu ot 16 mapra 2024 r. Ne 149
«O  rocynapcTBeHHOH MH(OPMAIMOHHOH cHUcTeMe B cdepe 30paBOOXpaHEHHS
Brnanumupckoii obnactuy;

0) MEIMUMHCKMMH W aNTeYHbIMH OpraHM3auusAIMH Biagumupckoil o6acTu
4acTHOH (OpMBI COOCTBEHHOCTH:

- 1o peuentaM, odopmisieMbIM B paMkax mnporpamM JIJIO u 3a momnyro
CTOMMOCTb C MCIIOJIb30BaHHEM HH(DOPMALMOHHBIX CHCTEM B COOTBETCTBHH C
[Tocranosnenuem IlpaBurensctBa Poccuiickoit @enepanpu or 09 despans 2022 r.
Ne 140 «O eaunod rocyaapcTBeHHOH HH(OPMALIMOHHOM CHCTeMe B cdepe
3/lpaBooxXpaHeHus BiagumMupckoi obnactuy;

29. Ilpy  moamucaHuM  3yeKTpoHHOro pementa YKDOII  MeguuuMHCKUM
pabOTHHKOM MPOU3BOJUTCS MHpOLieAypa MPOBEPKH JEHCTBHUTEIBHOCTH CepTH(UKATA
kmoua YKOII. B cayuae HepelicTBUTeNbHOCTH ceprudukara kmoda YKOII
3JIEKTPOHHBIM pelent He (OpMUpyeTcs B KayecTBE 3JIEKTPOHHOTO MOKyMEHTa, W
IOJUIEXHT BBINKUCKE B (popMe OyMakKHOTo JOKyMeHTa.

30. OdopmiieHHE 3IEKTPOHHOIO pelernTa OCyIIecTBIseTcs: 6e3 ayOaupoBaHus
Ha OyMaXHOM HOCHTeJe B CIyyae OTCYTCTBHS 3asBJIEHMs NalMeHTa (IpeacTaBUTeNs
MalHeHTa), COCTaBJIEHHOIO B IIPOCTOM IHCBMEHHOW (OpMe, O BEIEHHH €ro
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MEIULHWHCKOH NOKyMeHTanmuu B OymaxkHoM BHue. [lo TpeGoBaHmi0 maiueHTa (ero
IIPENCTABUTENSA) MOXKET OBbITh O(OpPMIIEH 3K3eMIUIAP 3JIEKTPOHHOTO peuenTta Ha
OyMakxHOM HOcHUTese ¢ OTMeTKOM «JlyO/IMKaT 31eKTPOHHOTO JOKYMEHTay.

31. B ciyuae oTka3a nainueHTa Ha OQOpMIIEHHE 3JIEKTPOHHOTO pelenTa Ha
JIeKapCTBEHHBIN Npenapat 1o nporpammam JIJIO w/wiu 3a nosHyr CTOMMOCTB, NPH
HaJIMYUKU 3asBJICHUS MAlMEHTa, COCTABJIEHHOTO B IPOCTOM MUCBMEHHOH (opMme, O
BEJICHHH €ro MEAULIMHCKOMN JOKYMEHTAI[MHU B OyMa)KHOM BHU/E, MALIMEHTY 0OpMIISeTCS
peLenT Ha JeKapCTBEHHBIN NpenapaT Ha OyMaKHOM HOCHUTEJE.

4. OTnyck JieKapcTBEHHBIX NMPENapaToB M0 YJIeKTPOHHOMY pelenTy

32. OTnyck  JIeKapCTBEHHBIX IIperapaToB [0  3JEKTPOHHOMY  PEEenTy
OCYIIECTBISAETCS B COOTBETCTBMM C IMPaBUJIaMM, YTBEPKAEHHBIMH IPHUKA30M
MununcrepctBa 3apaBooxpaHenus Poccuiickoit ®enepauuu ot 24 HosOps 2021 r.
Ne 1093n  «O6 ytBepxnenun IlpaBui oTIycka JIeKapCTBEHHBIX IIPENapaToB IS
MEJMUMHCKOIO [PUMEHEHHMs alTe4YHbIMM OpraHU3alLMIMM, HHIAMBHIYAIbHBEIMU
NpeAnpUHAMATENISIMH, HMEIOIIUMH JIMLEH3UIO Ha OCYIIeCTBIeHHE hapMalleBTHYECKOM
JACATENIbHOCTH, MEIMLMHCKUMH  OpraHu3alllsaIMH, HMEIOIIHMH JIMIEH3HI0 Ha
OCYLIECTBJICHHE  (PapMaLEBTHUECKOW  JESITENBHOCTH, M HMX 000COOIEHHBIMU
noapase’eHusMH (aMOy1aTopusiMu, GesbALIePCKUMU U QebamepCeKo-aKy IEPCKUMU
IYHKTaMH, LEHTpamu (OTAeneHusAMH) oOliel BpaueOHOH (CeMeHHOMN) NpaKTHKH),
pacroJIoKeHHBIMH B CEJIBLCKHX IIOCENECHHSIX, B KOTOPBIX OTCYTCTBYIOT aIlT€YHbIE
OpraHusaluH, a Takke [IpaBuil oTIycka HaApKOTHYECKHX CPEICTB M IMCHXOTPOIMHAIX
BEILECTB,  3apErMCTPUPOBAHHBIX B  KAayeCTBE  JIEKAPCTBEHHBIX  IIPEraparoB
AJiA METULMHCKOT0 TPUMEHEHHUs, JIEKApCTBEHHBIX IpErnapaToB Ui MeIUIMHCKOIO
IPUMEHEHHUS, COJePXKAIIMX HAPKOTHYECKHE CPeJCTBa U ICUXOTPOIIHBEIE BEIIECTBA B
ToM yucie [lopsiika oTmycka anTeyHbBIMH OpPraHM3alUsIMH UMMYHOOHOIOTMYEeCKUX
JIEKapCTBEHHBIX MPENapaToBy.

33. Jlns mosy4yeHWss Ha3HA4E€HHOTO JIEKapCTBEHHOIO Ipernapara B alTedyHoMH
OpraHv3alliHi, SBIAIOIIENHCS YYaCTHUKOM HHGOPMAMOHHOIO 0OMEHa, MallHeHT WU
NPeJCTaBUTEND MALHEHTa, CO00IIaeT HHPOPMALHIO O BBITHCAHHOM €MY 3JIEKTPOHHOM
peuenTe (Jata, cepus ¥ HOMep pelenra) wiu mnpeabssiseT QR-kox (npu Haamuuu
TEXHUYECKOH BO3MOKHOCTH TEXHMYecKoro omepatopa IlnaTtdopmbl) ¥ 10OKyMeHT,
YAOCTOBEPSIOUIMHA JUYHOCTh M JOKYMEHT AAIOLIMH [paBO IPEACTaBIATh HHTEPECH
MauyeHTa (NpefoCTaBIseTcs IPeACTaBUTeNIeM MalUeHTa). JJIEKTPOHHBIH peLenT
MOXeT ObITh TipenbsBieH B Buae QR-koaa Ha sxpane MoOuibHOrO ycTpoiicTsa (1pu
HaJIMYMU TEXHUYECKOM BO3MOKHOCTH TeXHHMYecKoro omepartopa [lnardopmel) uiu B
Bujie «/lyOmukara sneKTpoHHOro JOKyMeHTa». B ciydae OTIycka JieKapCTBEHHOIO
npenapata mo penenty o nporpamme JIJIO nmauueHT oOpamiaercs TONBKO B
OpraHM3allid,  OIpelIeieHHblE  NPHUKa3oM  MMHHCTepCTBA  3/paBOOXpPaHEHHS
Bnagumupckoii o6nacTu, Mo peuenty 3a MOJHYK CTOMMOCTh — B JIOOYIO aNTeyHYIo
OpPraHM3al{IO - YYaCTHUKA HH(DOPMAIHOHHOTO B3aUMOIEHCTBHUS.

34. Ilonp3oBatens ITnardopmbr MoxeT momyuntsh QR-koa B 1MYHOM KabUHeTe
MOOMIBHOTO TMPHUIOKEHHsS TEXHHYECKOro omepartopa Ilnardopmel (IpH HaIW4uu
TEXHHYECKOM BO3MOXKHOCTH TeXHHYeckoro orneparopa Ilinatrdopmsr). ITonb3oBaTenu
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[Tnardgopmel camocTosaTeNnbHO oOecredyuBaroT coxpaHHocTh QR-koga oT goctyna K
HeMy nocTtopoHHHUX Jul. [Jlomyckaercs mepenada QR-koma mnpeacTaBHTENHO
noJjp3oBatess I[lnardopmel a1s nosydeHus JIeKapCTBEHHOrO Iperapara B alTeYyHOH
OpraHU3alliy B TOM K€ MOPsAKE U B TeX Xe clydasx, 4To U nepegaya peuernra B popme
OymaxHoro pnokymeHTta. Ilpu mepenade QR-kojma anTedHod opraHu3anuu
nosne3osarenb Ilnardopmel BeipakaeT cornacue Ha oOpabOTKy M mepenadyy CBOHMX
TIEPCOHABHBIX JaHHBIX, TOM allTeYHON OpraHu3almu, KoTopoid ol nepenaet QR-kox, a
TaKXe TeXHHYecKoMy orepaTopy Ilnardopmsr.

35. AnrTeyHas opraHu3alys 3alpallidBaeT IEKTPOHHBIN PeLenT M0 peKBU3UTaM
peuenta (nara, cepus, Homep peuenrta 1 ®MO naumeHTra, Ha KOTOPOrO BBINKHCAH
peuent) uiad QR-xony (mpu HalM4uMH TEXHUYECKOM BO3MOKHOCTH TEXHHYECKOTO
oneparopa Ilnatpopmer) uepes TexHuueckoro oneparopa IlnardopMsl mocpeacTBoM
Cepsuca:

Ecin  peuent BamuaeH (cOoOTBETCTByeT TpeOOBaHMAM 3aKOHOAATENLCTBA
Poccuiickoii ®eaepalny U I0IyCKaeT OTITYCK JIEKAPCTBEHHBIX Mpenapara 1o HeMy B
JAHHOW anTeYHOH OpraHM3alMM), pabOTHUK alTeYHOHW OpraHU3alliH JeHCTBYET B TOM
K€ TOpsiike, KaK M IPU IOJYYEHHHM COOTBETCTBYIOUIeH wHHpopManud B ¢opme
OyMa)KHOro JOKyMEHTa, IPUHIMAs PeLIEHHe O BO3MOXXHOCTH 00C/IyKUBAaHHUS pellenTa
Ha OCHOBaHHHM [ECHCTBYIOIIMX HOPMATUBHBIX IPABOBBIX aKTOB, PErJIaMEHTOB U
JOJKHOCTHBIX HHCTPYKIHH.

Ecnu penent He BanuieH (HeAeHCTBUTENICH, MPOCPOYEH, YKe OOCIYKEH, He
MOXeT ObITh OOCIYXEH B JIaHHOM anTeyHOH OpraHH3alMH), TEXHUYECKMI omepaTop
[Inardopmel/ IlenTpanu3oBanHas nojcucrema «YnpaBineHue  JbIOTHBIM
JIeKapCTBEHHbIM o0ecmedyeHneM» MUHHUCTEPCTBa 3[paBOOXpaHeHUs Briagumupckoit
obnacth, BO3Bpam@aeT B HMHGOPMALHOHHYIO CHCTEMY aNTE€YyHON OpraHM3aIluH
MH(OPMALHKIO O MPUUMHAX HEBO3MOXKHOCTH 00CITYKUBAHUS SJIEKTPOHHOTO PelLeNTa.

[Ipy HEBO3MOXHOCTHM OTIyCKa JIEKApPCTBEHHOI'O Mperapara IIo SJIEKTPOHHOMY
peuenty paOOTHHK anTe4YHOH OpraHM3alMu HHPOPMUPYET rojb30Batess [Inarhopmel
(mpeacTaBUTeIs MAl[MeHTa) O MPHYMHAX O0TKa3a.

36. [Ipu oTIyCcKe Ha3HaYE€HHOIO JIEKAPCTBEHHOTO Iperapara 1o 3JeKTPOHHOMY
PELENTy CTaTyC 3JIEKTPOHHOIO PELENTa NOAJIEKUT U3MEHEHHIO paOOTHUKOM alTe4YHOM
OpraHu3alMd Ha CTaTyc «oTnymieH». Ilpu 5ToM, anTeyHbIMH oOpraHu3alMsIMHU B
[Inarpopmy yepes Texuuueckoro onepatopa [lnardopmsr nubo LleHTpanuzoBaHHyo
MOACUCTEMY  «YTpaBjleHHE  JIbIOTHBIM  JIEKAPCTBEHHBIM  OOecreuyeHHEM)
MunucTepcTBa  37paBOOXpaHeHMs  Biagumupckoit  007acTH  IpefocTaBiseTcs
cienyromas HHbopmarus:

1) cBeienust 06 anTeyHOH OpraHU3aluK, B KOTOPO# ObLUT 00CTy)KEH JIeKTPOHHBII
peLenT;

2) cBeeHus 00 OTITYILIEHHBIX JIEKAPCTBEHHBIX Iperaparax;

3) cBenenus o QapMaleBTHYECKOM pabOTHHKE, OTITyCTHUBILEM JIEKAPCTBEHHBIH
npenapar [alHeHTy M0 3JIeKTPOHHOMY PEeLEnTy.

37.Tlpu  oTmycke  4YacTHM  JIEKAPCTBEHHBIX  IPENapaToB,  yKa3aHHBIX
B DJICKTPOHHOM peELEITe, CTaTyC 3JIEKTPOHHOIO pelenTa OOKeH OBITh H3MEHEH
pabOTHMKOM anTe4yHOH OpraHu3allM¥ Ha CTATYC «OTIYLIEH 4YacTHYHO». IIpu Takom
CTaTyce 3JI€KTPOHHOro pelenTa moyb3osarels [lnardopmsl, m1udo ero npencraBuTeNb
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MoOryT OBITH OOCHTY)XEHBI aNTeYHOH opraHu3alueil B 4YacTH He OTIIYLIEHHBIX
JIeKapCTBEHHBIX MTPEenaparos.

38. B OTHOWIEHMM D3JIEKTPOHHBIX pELEeNnTOB, O(GOPMIIEHHBIX C HapyllEeHHEM
yCTaHOBJIEHHbIX TpeboBaHUi 3akoHonaTenbcTBa Poccuiickoit Menepanuu, pabOTHUK
anTe4yHON OpraHM3auuM 00s3aH M3MEHHUTh CTATYC 3JEKTPOHHOIO pelLernTa Ha CTaTyc
«HezelcTBUTeIeH». JlekapcTBeHHbIe penapaTkl 110 TAKOMY peLeNTy He OTITyCKaeTCs.

39. Cenenus, npejocTaBisieMble alTeYHON opraHu3auuei npu o0ciTy )KUBaHHH
NalMeHTa 0 3JeKTPOHHOMY pEeLenTy, a Takke U3MEHEHHE cTaTyca 3JEKTPOHHOIo
pelenTa MoANKMCHIBAIOTCA 3JEKTPOHHOW LM(POBOH MOANMUCHI0 pabOTHHKA anTevyHOM
opranusauuu, 1 YKOII pykoBoguTens anTedHoi opraHu3aluy.

40. YyeT M XpaHEHHE DIEKTPOHHBIX PeLENTOB 00ecleynBaeTcsi TEXHHYECKHM
oneparopom IInardopMel B TeyeHHe CpPOKOB, NpPeLyCMOTPEHHBIX MIJIsi XpaHEHWS
peLenToB Ha OyMa)CHbIX HOCHTEJISX.
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Ilpunoxenue Ne2 k npukasy
MunucTepcTBa 3paBoOXpaHeHUS
Brnanumupckoit obmactu

Ot 27.11.2024 Ne31-n

Ilnan BHeApeHHs 2JIEKTPOHHBIX PelleNTOB Ha JIeKaPCTBEeHHbIE NMpenapaThbl
AJIsi MEIHUHHCKOI0 NIPHMEHEeHHs Ha TeppHTOpuH Baaaumupekoii obnacru

N Cpok
0 /;1 HaumMeHOBaHHE MepONIPHATHS nucnosiHeHusi | OTBeTcTBeHHBbIE
MeponpHsATHS
Cdopmuposats peectp
M0IBEIOMCTBEHHBIX METHUITHHCKHX
1. | opranuzanuii, GhopMHPYIOLIKX 01.12.2024 Munznpas BO
3JIEKTPOHHBIE pPelenThl Ha
JIEKapCTBEHHbIE MpenapaTkl.
OnpenenuTs NpuKa3zoM repeveHb Mumn3sgnpas BO
OpraHu3alMi, o0ecrneYrBalOIINX I'BY3 BO
OTIIYCK JIEKAPCTBEHHBIX MTPENapaToB 10 «O06nacTHoH
5 | PeLenty mo nporpamme JIJIO 01.01.2025 LEHTP
' T 00 LIECTBEHHOTO
3I0pPOBBS U
MEIHIIMHCKOH
PO OUITAKTHKH»
OOHOBUTB BEpCHIO METHIIMHCKOM
3 MHPOPMAITMOHHOM CUCTEMBI COTJIACHO 01.01.2025 Mumn3znpas BO
" | peecTpy s paGoTEI ¢ 37IEKTPOHHBIMH T MUAIL]
peLenTamu.
CdopMmupoBaTh peecTp MeIUIMHCKHX
4 pabOTHUKOB, HIMEIOIIMX TIPABO 15.12.2024 ['naBHBIE Bpaun
" | BBIIUCBIBATh 3IEKTPOHHBIE PELIETHI o MO
(OPMP).
ObecneyuTsb YCHIEHHOM
5 KBAJIM(DHULIUPOBAHHOM 3JIEKTPOHHOMH 31.12.2024 I 1aBHBIE BpauH
noanuchio (YKOIT) MeHIHHCKHX MO
pabOTHHKOB COIIACHO PEECTpy.
IIpoBecTH HHCTPYKTAX MEIHIIMHCKHUX
: pabOTHUKOB 110 HOPMHUPOBAHHIO T ——
. | SJIEKTPOHHBIX PELENTOB B 31.12.2024 MO
MeAMLHMHCKOH HH(OPMALIMOHHOM
CHUCTEME.
7 M3nate npukas Ha ypoBHe 15.12.2024 I'naBHbIE Bpauyu
[IOJBETOMCTBEHHBIX METUIIMHCKHUX MO




OpraHM3aluii ¢ onpeaereHHeM
OTBETCTBEHHOTI'O JIMLA (HE HHKE
3aMECTUTENIsl PyKOBOAMUTENS) U
rpaMKOM MOCTENEHHOTOo Mepexoia Ha
3JIEKTPOHHBIE PELeNTHI.

ObecneyuTs 3aycK BBIMTUCKH
MEJULMHCKUMHU OpraHu3alusiMu
3JICKTPOHHBIX PELIENTOB.

01.01.2025

MUAILL
['naBHbIe Bpauu
MO

O6ecneuynTs yBeTOMIIEHHE
KOMMEPYECKUX MEIULIUHCKUX U
(apMaLeBTHYECKUX OpraHu3alui o
BO3MOXXHOCTH ()OPMHPOBaHHUs U
00CITyKUBaHHUsl HAaCEJIEHHS 110
3JIEKTPOHHBIM pelenTaM Ha
JIEKapCTBEHHBIE MTPEnapaThl.

31.12.2024

Munzapas BO

10.

Ob6ecneunTts HHPOPMHPOBAHKE
HaCeJIeHUS O BBITUCHIBAHUH
3JIEKTPOHHBIX PELIENTOB B
MEMIMHCKUX OpraHUu3alusx u
BO3MOXXHOCTH 00CIIY)KHBaHHS 110 HUM
B (papMalleBTHYECKHUX OpPraHU3alusaX

31.12.2024

Munzapas BO




[Ipunoxxenue k Pernamenty
Ot 27.11.2024 Ne31-H

dhopma
Corylacre Ha odpopMIleHMe BIJEKTPOHHOTO pelelnTa
M Ha OOpaboOTKy [IepCOHAaJIbHBIX IOaHHBIX MeOULMHCKOM
opraHmsauyer M TEeXHUYEeCKMUM OollepaTopoM IlmaTdopM:
A ,
(®.M.0. NOJHOCTBI)
NpoxMBaoLMil Mo anpecy: ’
(MecTO perucTpalunn)
nachnopTr ; BBELOAH .

(cepma u HOMep) (DaTa, Ha3BaHMe BLHIOABILETO OpITaHa)

PEKBU3UTH INOBEPEHHOCTM MJIM MHOTO IOOKYMEHTAa,

[NoOTBepXOaKnlero NOJHOMOUMA BaKOHHOTO MpelcTaBUTelNsd
B COOTBETCTBMM C TpeBOBaHMUAMHU CTaTLu 9 denmepalltHOTO 3aKO0Ha OT
27.07.2006 N 152-93 "O nepcoHasbHEHX OaHHEIX", cTaTeu 13 demepallbHOTO
3aKkoHa oT 21.11.2011 N 323-9¢3 "0O6 OCHOBax OXpaHH 3IOPOBLA TpaxnaH B Po"
B LeNAX OKasaHusA MHe MeOMUMHCKMX YCIyT, a Takxe OOCHYyXMBAHMA [0 pPelenTy
Ha JIeKapCTBeHHEIe npenapaTe OJIA MEIUMLUMHCKOTO I[IPMMEHeHMS B (QopMe
3JIEKTPOHHOTO noxyMmeHTa CcBODOINHO, <CBOEM BOJNEeM U B CBOEM MHTepece
ODOCPOBOJIBHO IIald KOHKPEeTHOe, [pPeIMEeTHOS, MWHOOPMUPOBAHHOE M ONHOZHAUHOEe
coryacue

(HasBaHMe U afpec MEIMLUMHCKOTO YUpeXIeHMS)
(manee - Oneparop)
Ha oQopmieHMEe Has3HAUYeHUS JIeKapCTBEHHEIX [IperapaToB OJI8 MeIMLUHCKOTO
NpyYMEeHeHMA Ha peuenTypHOM OJjlaHke B QOpMe 3JIeKTPOHHOTO MOOKYyMEeHTa C

UCIIOJIb30BaHUEM YCUMJIEHHOM KBEaIM@MUMPOBAHHOM BIEeKTPOHHOM IIOONNUCH
MEIMUMHCKOTO paBoTHMUKA.
Onepatopy u ,

(HauMeHoBaHMe ©p. Juua VMHH. OT'PH, ampec MeCTOHAaXOXIEHUS)

(nanmee "TexHuueckuit onepatop CepBuca"), KOTOpPEIE BEICTYALT Kak
CaMOCTCOATENbHbIe

ONepaTOpLl MEePCOHAJIbHBIX HNaHHBIX, C LEeJIb BeleHMA MEeOMUMHCKUX MHOOPMALIMOHHEIX
CUMCTEM, DEEeCTpPOB U Bas JaHHBIX aABTOMaTU3MPOBaHHBIX MEQOPMaLMOHHBIX
cucremM, opraHu3aluu MHPOPMALUMOHHOTO oOOMeHa MeXIy MEeIOMLMHCKMMM U
anTeyYHbIMHM opraHuMs3auMsaMM, a Takxke MHOOPMMPOBAHMA U OOCHYXMBAHMUSA IO
peluenTaMm Ha JIeKapCTBEHHbIE NpenapaTs IS MeOMUMHCKOTO MPUMEHEeHus B dopme
SJIEKTPOHHOTO NOKYMEHTa, B TOM 4YKUCJe C Ledbk [epelaur MHOOPMALMM B

anTeyuHke oOpraHuzaLmmn o Has3HayeHMM JIeKapCTBEHHHEX NOpenapaTos, WX
IC3MPOBKeE, dbopme BHITYCKA, criocofe npuema, mam corJjlacue  Ha
ABTOMaTU3MPOBAHHYK, CMENAaHHYK K 0e3 MCHNOJb30BaHMSA CPencTB aBTOMaTM3alLuu
0bpaboTKy, BKJIIOYA A 3aI0MCh, CUCTeMaTH3aluKw, HAKOIUIEHMe, XpaHeHue,
YTOUHEeHMe (0BHOBJIEHMKE, UBMEHEeHHe) , URBJIEUEHUE, MCIIOJIE 30BaHMe,
oBesIMUMBaHUE, BJIOKMpPOBaHUE, yoaJjieHue, YEMUTOXEHUE, nepenavy

(nmpenocraeneHne, [HOCTyn) B AaNTeYHble OPTaHM3aLUMM, UMEOUME JMLEH3MO Ha
OCylmecTBlieEMe (QapMalLeBTMUYECKOM HOesTeJbHOCTM, B KOTOPEIE 8 CaMOCTOSTEJEbHO
ofpamyck, MOMX [epPCOHaNbHHX HOAHHLHX (Danee - [IJIH) B LHensax, B CcOoCcTare,
qmuamm u crnocobamy, KOTOPHE YKa3aHb B HACTOAWEM COTJACHUM.
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[lepeueHb NEepPCOHAJBHEX HOAaHHHIX, Ha 00OpaboTKy KOTOPEIX Oaw corjlacue:
dammnmsa, uMms, OTYECTRO, nara POXIOEeHNUS, PEKBU3UTEH OOKYMEHTa
yIOCTOBEPAKMErO JMYHOCTL, aApec perucTpauuu, MecTra npebulBaHMa U/unm
dakTMUYECKOTO MNPOXMBAHMUSA, BKJIKYaA: WMHIEKC, HauMMeHOBaHue Kpas, objsacTy,
pecnybnmku, ABTOHOMHOTO OKpyTra, HaMMeHOBaHue HacCeJIeHHOTO [YHKTa,
yauLel/NpocneKkTa/nepeynka/npoesna, HOMep TeJsieQoHa, aIpecC DBIJIEKTPOHHOM
OYTE, CTPaxXxOBOM HOMEp MHIOMBMIOYyalbHOTO JuueBoTo cyerTa (CHUIIC), pekBUBUTEHI
nommca oBg3aTeNbHOrO MeIMUMHCKOTO CcTpaxoBaHusa (OMC), HOMep SJeKTPOHHOM
MeOULMHCKOM KapThl B TIOCYINapCTBEeHHOWM MHOOPMALMOHHOM cCucreme B cdepe
30paBOOXpPaHeHus cybwekTa Poccumnckom denepaumMmuM M MHBEIX [I€PCOHAJNbHEIX
OaHHEIX, CoOepxalMxCs B COCTaBe 3JeKTPOHHOroO peuenra, J¢opmmMpyeMoro B
MEIOMUMHCKOM MHOOPMALMOHHOM CHUCTeMe, B TOM UMUCIe: CBeJeHMM O COCTOAHUM
300pOBLA, B Uengx nonbopa JeKapCTBEHHOTO [penapaTa B COOTBETCTBUM C
DIEeKTPOHHEIM pPeLeNnTOM, HauMeHOBaHMSA JIeKapCTBEHHOI'O [perapaTa Ha JIATMHCKOM
nu/unu pyCCKOM SA3HIKax, OO3UPOBKM, GopMel BeIlycka, crnocofe npuema COTJIACHO
obopMIIEHHOMY 3JIEKTPOHHOMY peuenry, YBeOOMIIeHUs o} HasHauYeHUN
JIEKApCTBEHHOTO [penapaTa M HalpabBJIeHMM MNpenjoXeHMs [0 ero MNOoKyNnkKe, a
Takxe MHOOPMUPOBAHUKM MEHSH.

Ins ueser oOCHyXMBAHMA MeHS [0 COOPMMPOBAHHEIM B MEIMUMHCKMX
opraHM3aumnax peLenTaM Ha JieKapCTBEeHHble MpenapaTe, Jd MeIMUMHCKOTO
NpPUMEHEHNHA B dbopMe SIEKTPOHHOTO HOOKyMeHTa, mnomndopa JieKapCTBEHHBIX

npenapaToB B COOTBETCTBMM C pelenToM B QopMe 2JIeKTPOHHOTO IOKYMeHTa Iaw
corymacue TexHuUYeckoMmy onepatopy CepeBuca nepenaBaTb MoM II[[H B anTeydHHE
opraHmsauuM, B KOTOpee s obpawmyck 3a obcnyxupeaHueM. [lepedeHb [IJIH, Ha
00paBboTKy KOTOPHIX Hak CcorJjacue:

bamuamnsa, uMmda, OTUYECTBO, nara POXIOEeHUA, PEKBU3UTHI OOKYMEHTa
yIOOCTORepSoWEero JWYHOCTL, Aangpec perucrpaumMm, MecTa npebuhBaHuMsa U/Uin
bakTMYeCcKOO NPOXMBAHMA, BKJOUYas: MHIOEKC, HaMMeHOBaHMe Kpas, obinactTu,
pecnybnuku, aBTOHOMHOT'O OKpyTa, HauMEeHOBaHMe HacCeJIeHHOTO [YyHKTa,
yIMUE/NpoCneKTa/nepeynka/npoesna, CTpaxoBOM HOMep MHIOIMBUIOYAJBEHOTO
JIMLUEeBOT0 cueTa (CHMJIC) , MHBIX I[E€pPCOHAaJIbHBIX. HOAaHHBIX, comepxallMxcsa B

cocTaee SJIEKTPOHHOIO peuenrta, QopMMpyeMOTO B MeOULUMHCKONM MHPOPMAalLlMOHHON
cucremMe, B TOM UMCIIe: CBeIOeHMM O COCTOSHMM 3IO0pPOBLSA, B Lendx nondopa
JIEKAaPCTEEHHOTO rnpenapara B COOTBETCTBMM C DBJIEKTPOHHEIM pPELEenToM,
HaMMeHOBaHMM JI€KAapCTBEHHOTO IpenapaTa Ha JIATMHCKOM /MM PYCCKOM SA3HKAaX,
OO3MPOBKM, OGOPMEI BhINIyCKa M cnocobe npuema .

Cpok XpaHeHMAa MOMUX (JMULa, BSakKOHHBM [pPencTaBUTeNneM KOTOpOoro s
ABJIAKNCHL) IepCOHAJIbHEIX aHHEIX COOTBETCTBYET CPOKY XpPaHeHMS [IepBUYHEX
MEOULUMHCKMUX HOOKYMEHTOB (MEeOMUMHCKOM KapThl) ¥ COCTaBJfAET OBAaIUaTh [IATh
JeT. HacrTosmee corjacue naHo MHOM (PMO NMOJIHOCTHIO)

M IOeNCTBYeT 1o

MOMEHTa ero OT3hIBa.

A ocraBnAn 3a coboil MNpaBO OTO3BaTh CBOE COIUIaCMe NOCPeICTBOM
COCTaBJIEHMA COOTBETCTBYWUEI'O MNMCBMEHHOTIO MHOOKYMEHTa, KOTOPHIM MOXeT OHBTb
HanpasJieH MHOM B agpec OnepaTopa O NOUYTe 3BaKas3HbEMM [MCBMOM C
YBeIOOMJIeHMEeM © BpydeHum Jambo BpydeH JMYHO [NOL PACOMUCKY MNpPelCcTaBUTEJ
OnepaTopa M TexHudUecKoT'o oneparopa Cepsuca.

B cnyuae nonydyeHMs MOEro NMCBEMEHHOTO 3asBJieHMsa 00 OT3eBEe HAaCTOAWeIO
corsiacus Ha OOpPabBOTKY MepPCOHAJbHLX HOaHHEX OnepaTop M TexXHuYeCKMi
onepartop CepeBuca o6as3aHeE MNpekpaTUTb UxX o00pa®oTKy B TeueHMe Nepuomna
BpeMeHM, HeOoOXOIOMMOI'O NN 3aBeplieHUMs B3aMMOpacyeTOB IO OIljlaTe, OKa3aHHOM
MHEe 10 2TOI'0 MeIMUMHCKOM [IOMOIM .

A yBenomneH(-a), dYTO npu obpameHMM B aNTeudHyKw OopTraHM3auuow 3a
rNoJlydeHMeM Has3Ha4YeHHEIX MHe JIeKapCTBEHHBIX NpenapaToB A IOOJKeH (XHa) MMEeThb
npyu cebe OOKYMEHT, YOOCTOBEPAKNMM JIMYHOCTL. &
KoHTakTHEDT HOMep TejedoHa: Vi

( i~
(nomnucek IpakiOaHMHA /3aKOHHOTO NpencTaBuTens, U0 nox hﬁﬁbm)jljﬁ
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