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06 ycTanoB/IeHHN TeXHHYeCKUX TpeOoBaHHii

K HHPOpPMaANHOHHOMY 00MeHy MeKAY anTedHoH
opranu3anueH H rocyiapcTBeHHOH
uudopmanuonnoii ccremoii Cankr-Ilerepbypra
«PerHoHaIbHbIi pparMeHT eanHO#
FOCyIapCcTBEHHOH HH(POPMANHUOHHOMH CHETEMBI

B chepe 31paBOOXPAHEHHSA» B YACTH JIbIOTHOrO
JIeKapCTBENHOT0 obecneucHus

B cooTtmercTBMM ¢ mpukazoM MuHucTepeTBa  3ApaBooXpaHeHus Poccuiickoit
®enepaunu ot 24.11.2021 Ne 1093 «O0 yTBepKIEHHH TIPaBHI OTIYCKA JI€KAPCTBEHHBIX
MPENApaTOR ISl MEAMLIMHCKOTO NPHMEHEHUS allTeYHBIMU OpraHU3alUsIMH, HHIABUAYATLHEIMH
NpelPUHUMATEIAMH, MMCIOIMMH JIMIEH3UI0 Ha OCYyIIECTBICHHE (apMaleBTHYECKOH
OEATEIbHOCTH, MEAWLMHCKUMH OpraHH3alWsAM{, HMEIOIMMH JIHICH3HIO Ha OCYIIECTBICHHKE
¢dapManeBTHYECKOH ACATENBHOCTH. B UX 000COGIEHHBIMU N0Pa3e/ICHUAMHU (aMOyIaTOPUSIMH,
beabawepckuMi U ebAllepeKo-aKyluepCKUMH MYHKTaMH, LeHTpaMH (OoTAeleHusMu) oliuei
Bpa4eOHOH (ceMeliHOM) NMPaKTHKH), PACIOJOKCHHBIMH B CCIBCKHX IIOCEICHHMSX, B KOTOPBIX
OTCYTCTBYKOT anTCYHLIC OpPraHHU3alHhHi, a TaxKXe IIpaBudil OTIIYCKa HAPKOTHYECKHX CPEACTB
H IICHXOTPOITHBIX BCHICCTB, 3apemcrpnpoaaﬂm.rx B KaU€CTBE JICKAPCTBCHHBIX r[penapa“roa JJIA
MENMLMHCKOr0 NPHMEHEHUS, JIEKAPCTBEHHBIX MpENapaToB IS MEAUIMHCKOrC NPUMEHEHHS,
COIEPXKallMX HApPKOTHYEeCKHE CPEeACTBA M IICHUXOTPOIIHBIE BEILECTBA B TOM 4YMCIE IOpsaKa
OTNyCKa alTe€4YHbIMH OpraHM3aluugIMH I/IMM}’HOﬁPlOJ’IOFH‘-]CCKPIX JIEKApCTBEHHBIX HNpenapaToB»
¥ noctradoBmcHueM IlpaButensctBa Cankr-lIletepbypra ot 15.12.2022 No 1224
«O6 wucnonb3oBanud Ha TeppuTopuH Caunkt-IleTepGypra pelEenToB Ha I€KapCTBEHHBIE
npenaparsl, cQOpMHPOBAHHBIE B HOPME TEKTPOHHBIX JOKYMEHTOBY:

1. Ycranorute Texnuueckue TtpeboBanus K HHGOPMALMOHHOMY OOMEHY MEXIY
anTedHOH oOpraHusanueii, HMerouieHl JIMLOCH3WIO Ha (GapMalleBTHYECKYIO JeATeNbHOCT,
H y4acTBylolllelh B JIbITOTHOM JIEKADCTBEHHOM OOECHEYCHHH OTACAbHBIX KATEropui rpaxiaaH
H rocyaapcTBeHHoH wuHpopmannoHHo#i cuctemoii CankT-TletepOypra «PermonanbHbIi
dbparMeHT eanHOM rocyaapcTBeHHOM HH(POPMALIMOHHON CHUCTEMBI B chepe 3/paBOOXPAHEHHU»
(mnanee — PEI'M3), B ToM uHcie TpeboOBaHMA K AOCHTH(GHUKALIMHA pelienTa B (OpMe IEKTPOHHOTO
JOKYMEHTA U Jula, 0OpaTHBIIErocs 3a OTIYCKOM JIEKAPCTBEHHBIX [IPENapaToB M MEANUIMHCKUX
u3genud (naree - MeIHIIMHCKAs IPOIYKUHS) NO TAKHM PCLENTaM, COTJAacHO IIPHIIOXECHHIO

K HacTosIlIeMY PaclOpRIKEHHUIO.

2. PyxoBoauTento Cankr-Iletepbyprekoro rocy1apcTBEHHOTO GI0KETHOTO
YUPEXICHHs 3ApaBOOXpaHEHHs «MeauuuHCKkui HHOGOPMAaLMOHHO-aHATTUTHYECKHH MEHTP»
obecneuuTh METOOMYECKOE CONPOBOXACHHE HH(POPMAUHOHHOIO OOMEHa MEXAY anTedHOM
opranusauuneii u PEI'M3 B yacTi 1broTHOTO IeKapcTBEHHOTO 00ecneueHUs.




3. PykoBoauTensaM  MEIUIHMHCKMX OpraHM3alliii M  anTeyHbIX OpraBU3aluii.
YYaCTBYIOIIMX B CHCTEME JIBI'OTHOTO JICKapCTBGHHOFO 068CHC‘{€HH$I, o0ecreYnTh HCIOJHEHHE
HACTOSILUETO PACIIOPSKECHHS.

4. KoHTpons 3a  BHINOJIHEHHEM HACTOSALLETO pacnopsKeHUs BO3JIOXHTH
Ha 3aMeCTHTeNs rpeaceaarens Komutera no 3apaBooxpanenuto ['panatoBuy O.B.
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Iipeacenarean
KomureTa no 3apaBooxpaHeHH10 A.I'.JIucoBen




ITpuaoxenne
K pacnopsxenuo Komurera no 3apaBooxpaneHHIo

ot 0f _// 2023 Ne S92

Texanveckne TpeGoBaHHs
K nadopMannoHnoMy o6MeHy MeXIy aNTe4HOH OpraHusaueii, uMe el JHUEeH3UI0
Ha papmaneBTHYECKY10 JeATEILHOCTD, H FOCY1aPCTBEHHOH HHGOPMALHOHHOM CHCTEMO#H
Cankr-IlerepOypra «Pernonannuelii gparvieHT eIHHOIl rocy1apcTBeHHOI
HHPOPMANHOHHOH cHETeMbl B cepe 31paBooXpaHeHHA», B TOM 4YHC.1e TPeGOBaHAN
K HAeHTHQHKALHH peuenta B (popye Y IeKTPOHHOro JOKYMEHTA H .THUA, 00paTHBIIErocs
32 OTITYCKOM MEAMIIMHCKOH NPOIYKIMH N0 TAKHM pPeLenTaM

1. Hactosuiue TexHHYecKHe TpeOOBaHHS NPEABABIAIOTCA K HHGOPMAIHOHHOMY OOMeHy
MEeXIy anTeyHo# opraHusanuci, UMEloleH JIMIEH3UIO Ha (HapMaleBTHYCCKYIO ASATENBHOCTD,
W rocylapCTBCHHOH HHOOpMaUnOHHOM cucTeMoli Cankrt-lIletepBypra «PeruoHanbHbIi
bparMenT enuHOH rocy;apcTBeRHON HHGOPMALMOHHON CHCTEMEI B cdepe 34paBOOXPAHEHHA»
(nanee — PETU3), B ToM uncne TpeGoBanns K MACHTHHKALMU perenta B GopMe IEKTPOHHOTO
AOKYMEHTa H JMIa, OOpaTHBILErocs 3a OTIYCKOM MeTHIHHCKOH NPOJYKUHH 10 TaKuUM
peuentaM.

2. AnTeyHblE OPraHW3alMK JOJDKHBI ObITh 3aperMCTPUPOBaHBl B (enepanbHOM peecTpe
MEIMLMHCKHX H (apMaLeBTHYeCKHX oprarusauuit (nanee — ®PMO), a COTpYAHHKH aNTeyHbIX
opraHu3aunii — B (eNepaIbHOM PETUCTPE MEIMUMHCKHX M (DapMaleBTHYECKUX pPabOTHHKOB
(nanee — ®PMP) n moaxmoueHs! k cucreme PETU3.

Perucrpauns anteunniMu opranmsauusmMe B OPMO u Buecenwne ceeaennit B OPMP
OCYLIECTBJIAETCA CaMOCTOATENbHO B TOpAAKe, YyCTaHOBICHHOM [lomoxeHueM o eguHOM
rOCyJapCTBEHHOH HMHQPOPMALMOHHONW cHCTeMe B cdepe 34paBOOXPaHEHUS, YTBEPXKACHHEIM
nocradosiaenueM [IpaBurenncrea Poccwuiickoit @ejepanuu or 9 despans 2022 r. Ne 140
«O exunOil rocyapcTBeHHOH HHPOpMAIIMOHHOH cHcTeMe B cdhepe 31paBoOXpaHEeHHs».

3. dapManeBTHUECKHE PAOOTHHKH aNTeUHBIX OPraHM3alui, OTIYCKAIOUIME MeTHIHHCKYIO
NMPOAYKLHIO, JODKHBI OBITH OOecneueHBl YCHJICHHOH KBanM(pHUIMPOBAHHON 3MEKTPOHHOM
noanuceto (nanee - YKO3IT).

4. AnTeyHbie OpranM3al{H, YYacTBYIOIIME B CHCTEME JIBIOTHOTO JIEKAPCTBEHHOIO
obecrieyeHHs, HaJCNCHHbIE TNPaBOM OTIIYCKA JIEKAPCTBEHHBIX TNPENApaToB, MEIHLIHHCKHUX
H3IEIMHA, CHElYanbHbIX NpPOAYKTOB JieyeOHOTO muTaHus, noaxmovaiores k PETU3
00 3alHIICHHBIM KaHajlaM CBsA3H H  OCYIIECTBISIOT B3aHMOIIeﬁCTBHC NOCPEACTBOM
MHTETPAHOHHBIX Npoduieit.

5. B anTeyHpIX opranM3auusaX OTIYCK MeAHIIHHCKON NMPOIyKLMH MO pelentaM B dhopme
3JIEKTPOHHOI'O JOKYMEHTAa OCYHIECTBISETCA JIHIY, YKa3aHHOMY B pelenTe (najiee - MalHeHT),
b0 €ro 3aKOHHOMY TIPEACTABUTEIIO, MO0 JIUILY, KOTOPOE JHLO, YKA3aHHOE B PELEIITE, HIIH €r0
38KOHHBIH IPEJCTABUTENL YNOJHOMOYMIM Ha MONY4YEHHE MEAUUHHCKOH NpPOAYKUMH
Nno yHUKaIbHOMY koay (QR-koa), npeanpsBIeHHOMY Ha MOOMJIBHOM YCTpOHCTBE (¢cMapTdoH.
IJIaHILET) C HCIOJB30BAaHUEM CETH HHTEPHET.

6. PenenraMm, 3aperucTpMpoBaHHBEIM B moacucteMe «JIBFOTHOE  JIEKapCTBEHHOE
obecneuenue» PEI'M3, npucBauBaeTcs YHHKAIBHBIA HAEHTHHUKATOP, COCTOSLIUN H3 CEPHH
H HOMEpa pelenTa B COOTBETCTBUM € HMpaBMilaMM HOCTPOCHMS CEPHM W HOMEpa pelenTa,
YTBEPXKAECHHBIMH  pacnopsbkeHuem Komurera mno  3iapaBooxpaneHudio ot 13.09.2019
Ne 487-p «O npaBunax HyMepanuu H THPXUPOBaHKS GJIAHKOB PEIENITOB.

7. Uneutudukauus nauHeHTa, oOpaTHBIIETOCA 3@ OTIYCKOM MEIHIMHCKOMH NPOAYKUHM,
H €ro peuentos B (GopMe IJIEKTPOHHBIX HOKYMEHTOB, OCYINECTBIAETCS NMYTEM [eHEPALUH
MAMMHOYHTAEMOTO HACHTHOHUKAIMOHHOTO Koja B mnogcucteMe «JIBrOTHOE I€KapCTBEHHOE
obecnieuenney PEI'M3.

8. IloaTBepkneHneM B NOJYYCHHH MAUMEHTOM [PEMIOKEHHON MeIMUHHCKOH
NPOIYKUHH sBIASCTCS BepU(UKALUS MaUIMHOUHMTAEMOrO UAEHTH(DUKALMOHHOIO KOJa,
TCHEPHPYCMOTO [IPH KAXI0M NIPEUIOKEHMH 00 OTIyCKe, anTeyHOH opraHu3allMen.

9. ®axToM 3aKphITH 0OCIY)KMBaHHS 3MIEKTPOHHOIO pelelTa anTevHOoN OpraHu3atdei
ABIIICTCS MOJIyYeHHE HToroBoro coodmenusi. mognucanuoro YK3IT cuctemoit PET'U3.




