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Texuuueckue TpeboBaHus K MHGOPMaUMOHHOMY OOMEHY MpPH HCMOJIB30BAHAH
PELENTOB Ha JIeKAPCTBEHHbIE NPenaparsl Ha JIbrOTHLIX YCJIOBHAX H 32 MOIHYIO
CTOHMOCTb B (hOpME 2JIEKTPOHHOTO JOKYMEHTA, B TOM 4ucie TpeboBaHus
K uaeHTHGHUKaUMK perienTa B (hopme 1eKTPOHHOIO JOKyMEHTa

B coorsercTBHH ¢ nocraHosinenuem [IpasurenscrBa Openbyprekoit obnacty
or 19 wrons 2021 roma Ne 597-nn «OO6 wMcnonb30BaHHM HA TEPPUTOPHH
OpenOyprckoit  ofsiacTH  peuentoB  Ha  JieKapCTBeHHble  Mpenaparel,
chopmupoBaHHbIX B (POPME 3JIEKTPOHHBIX JIOKYMEHTOBY:

1. Vreepauts TexHuueckue TpeboBanus K HHOOPMALMOHHOMY 0OMEHY npu
MCI0IL30BAHMH PELIENTOB HA JIEKapCTBEHHBIE NPEnaparhl Ha JIbFOTHBIX YCIOBHAX H
3a MOJIHYIO CTOMMOCTH B (hOpMe 2/1eKTPOHHOTO JOKYMEHT4, B TOM YHCIle TpeOoBaHUA
K WAeHTHHKauuu peuenta B (GopMe 31EKTPOHHOINO JAOKYMEHTAa COIJIaCHO
NPHIIOKEHHIO.

2. Ipukas BCTyNnaeT B CHILY 1OCJIe HA ero opHLHaILHOro onyoIHKOBAHHS.

MuHucTp Buue-ryGepHaTop — 3aMecTuTeNlb
npeacenarens [Ipasurenscrsa
Openbyprekoit obnacTu no
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MHUHUCTEPCTBA LIM(PPOBOIo pasBUTHA
1 cBs3u Openbyprekoii obnactv 1
MHUHHUCTEPCTBA 3ipaBOOXPaHeHUs
Openbyprckoit obnactu
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Texuuueckue TpeGoBaHus K MHGOPMaLIMOHHOMY OOMEeHY NMpH MCNO/Ib30BaHHH
PELIeNTOB Ha JleKapCTBeHHbIe TNperaparbl Ha IbIOTHBIX YC/I0BHSX M 3a MOJIHYIO
CTOMMOCTH B ()OpMe 3/IeKTPOHHOI0 JJOKYMEHTa, B TOM YHc/e TpeboBaHHA K
ueHTH(UKaLWK perienTa B (JOpMe 3/IeKTPOHHOI0 JJ0KYMEHTa

1. Hacrosue  TexHHyeckHe  TpeOoBaHMsi  NpeAbLABAAIOTCH K
vHQOpMaLoHHOMY 0OMeHy, MeXAy anTeyHoW oOpraHusauuelt, uMeroLei
NWLEH3MI0  Ha  (apMaLleBTHYECKYI)  JeATeNbHOCTb, M  TOCYJapCTBeHHOM
HHPOPMALMOHHOH cucTemoi B cdepe 3zpaBooxpaHenus Openbyprckoit obnacru
(aanee — 'MIC3), B ToM umcne TpeGoBaHMA K MAEHTH(OMKALMM pelLienta B (opme
3/IBKTPOHHOIO JIOKYMEHTa MPH MCMOJb30BaHHH PpEeLeNTOB Ha JIeKapCTBeHHbIe
npenapatbl Ha JIbFOTHBIX YC/JIOBHSIX M 3a TMOJHYKO CTOMMOCTL B  (dopme
3N1EKTPOHHOIO JIOKYMEHTa, B TOM uucsie TpeboBaHua K WAEHTH(MKALMKM peLienTa B
dopme 3neKTpOHHOro JOKyMeHTa M JiMua, O0OpaTHMBLIErocs 3a OTIYCKOM
NIEKapCTBEHHBIX MPernaparoB 10 TAKMM peLernTam.

2. AnreyHble OpraHu3alMM JO/DKHBI  ObITb  3aperMCTpUpPOBaHbI B
¢eaepanbHOM peectpe MeAMLMHCKHX M (hapMalleBTHYECKHMX OpraHu3aumii (nanee —
®PMO), a COTPYAHMKH anTeyHbIX OpraHM3alMH — B (egepa/ibHOM perucrpe
MeJMLIMHCKMX W (apmatieBTHYeCKHX paboTHHKOB (aanee — ®PMP) U NoAKIIOUYeHbI
K cucreme 'MC3.

Perucrpauus anteyHbiMu opraiu3auuamu B @PMO U BHeCeHHe CBeJIeHHi B
®PMP ocyuiecTBaseTcs CaMOCTOATENBHO B NMOPAJKe, YCTaHOBNAeHHOM [TonoxeHueM
0 eAMHOM rocyapcTBeHHOH HH(OpMaLIMOHHOH cHcTeMe B cdepe 31paBooXpaHeHus,
YTBEPXKAEHHbIM MocraHosnenuem IlpasutenscrBa Poccuiickoit Pepepauuu or
09.02.2022 Ne 140 «O eauHol rocypapcrseHHOH HMH(OPMaLMOHHOW CHCTeMe B
cepe 31paBOOXpaHEHHs».

3. ®apmaueBTHYecKHe pabOTHUKM anTeyHbIX OpraHM3alMi, OTMyCKawl[e
MEAMUMHCKYK)  MPOAYKUMIO,  JA0/DKHBI  ObITb  obecrieueHsl  yCH/IEHHOM
KBaTM(PULIMPOBAHHOM 3/1€KTPOHHOH noAgnuckio (aanee - YKIIT).

4. AnrteyHble opraHu3auuu, nogkmouyawrcs K 'MC3 no 3auuieHHbIM
KaHanam CBs3M M OCYLECTB/SIFOT B3aMMO/EHCTBHE MOCPeACTBOM MHTerpalMOHHbIX
npogpunei.

5. Ilpx BbINHCKE 3/IeKTPOHHOMY peLenTy [pPH perucTpauyyy IpHCcBaHBaeTcs
YHUKa/bHbIA HAEHTH(HKATOP, COCTOALMA M3 cepud M HOoMmepa. [lonoNHUTeNLHO
(GOopMHpYeTCH YHMKa/IbHbIM KO/ /ML B MalIHHOYMTaeMoM (opmare (aanee — QR-
KOA) Ans uaeHTHQUKaumMu peuenta W Juua, obpaTMBLUErocs 3a OTIMYCKOM



JIeKapCTBEHHBIX MPENapaToB B aNTeYHYIO OpraHH3alMio.

6. Jlns mony4eHHs Ha3HAYEHHOrO JIGKapCTBEHHOIO mpenapara B anTe4HOM
OpraHM3aLHH MALMEeHT WIKX 3aKOHHBIN NpeCTaBHTeNb NAlMEeHTa, NPeAbiBIseT Ui
uaeHTHHKauuu (Ha BeiGop):

QR-koa ¢ ucnonszopanueM MobGunpHOro npunoxenus 'MC «AxTHBHBINA
rpaxaaHii) WK B BUIe OyMaKHOH pacrnedarku,

CHUJIC;

VuusepcansHyio kapry xkutens OpenGyprekoit obnactu (nanee — YKO).

7. AnTevHas opraHu3aius 3anpaumsaet aexTponHsii peuent 8 'UC3. Ecin
peuent BamMaeH, pabOTHMK anTeyHOHW OpraHH3aUMH [POU3BOJAMT OTMYCK
JIEKapCTBEHHBIX IIPernapaToB COrNIACHO JEHCTBYIOIUM HOPMATHBHBIM NPABOBBIM
aKTaM.

8. Ecnu peuent He BanujieH (HeeHCTBUTENICH, aHHYTHPOBaH, MPOCPOYEH, yiKe
obcmyxen, He MOXeT ObITh oOcmykeH B JaHHON anTeuHoii opranusauuu), ['MC3
BO3BpaIaeT B HHQOPMAIMOHHYIO CHCTEMY aNTeYHOl OpraHu3auky HHPOPMALIHKIO O
NPHYHHAX HEBO3MOXKHOCTH 00CITyKHBaHHUs 3JIEKTPOHHOIO peLenTa.

9. Ilpm HEBO3MOXHOCTH OTIYCKa JIEKApCTBEHHOro mpenapara 1o
3IeKTPOHHOMY pelenTty paboTHHK anTeyHol OpraHH3aluMyu HHPOPMHUpPYET NalHeHTa
HJIH €ro 3aKOHHOTO MPeJCTaBHTENA O NPHYHHAX OTKa3a.

10. Ilpm oTnmycke Ha3HAYEHHOrO JIEKApCTBEHHOrO TMpenapara IO
3/IEKTPOHHOMY peuenty pabOTHHK anTe4YHOH OpraHM3alMd MEHACT CTaryc
3/IEKTPOHHOTO PELeNTa Ha CTaTyC «OTIYLIEHY.



