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O6 ycTaHOBJIEHHH TeXHHYECKHX TPe0oBaHMH

K HHPOPMAITHOHHOMY 00MEHY MeKIy anTeqdHo
OpraHu3anueii H rocyJapcTBeHHOMH
uHpopmanuonnoi cucremoii Cankr-IlerepOypra
«PernoHanbHbIA pparmMenT equHoii
rocyJapcTBeHH0oH HHGOPMAIHOHHOI CHCTEMBI

B cepe 31paBoOXpaHEHHs» B YACTH JIbIOTHOIO
JIEKapPCTBEHHOT0 olecreyeHAs

B cootsercTBMHM ¢ nmpHKazoM MuHHCTEpCTBA  3/paBoOXpaHeHuss PoccHifckoi
@eneparnn ot 24.11.2021 Ne 1093 «OO6 yTBepKICHHH MpPaBHJ OTIYCKA JEKAPCTBEHHBIX
[IperaparoB JJid MEAMIMHCKOTO MPUMEHEHHS allTeYHBIMH OPraHU3alMsIMy, HHINBHIYAILHEIMA
TPEANPHHAMATEIIME, HMEIOIMUMH  JIMIICH3WI0 Ha OCYIIECTBICHHE (apMaleBTHIeCKOH
NEATCTBHOCTH, MEJWIMHCKHMH OpraHU3allUsiMK, HMEIOMHUMH JIMLEH3HI0O Ha OCYIIECTBICHHE
(hapManeBTHYECKOM AEATeIIEHOCTH, H X 000CO0IEHHBIMH MO/Ipa3/Ic/ieHusIMH (aMOyIaToOpHsIMH,
(henbaIepCKUMH B (DelbIepcKo-akyIepCKUME TYHKTAMH, [IeHTpaMH (OTAeTeHHIMH) 001ei
Bpa4eOHOH (ceMeHHOH) IPaKTHKH), PAcHOJIOKCHHBIMH B CCIBCKHX IOCEICHHSAX, B KOTOPBIX
OTCYTCTBYIOT AalTEeUHbI€ OPraHM3alliy, a TalGKe IPaBHJI OTIYCKA HApKOTHYECKHX CpPEICTB
U IICHXOTPOIIHBEIX BEINECTB, 3apErHCTPHPOBAHHBIX B KA4ECTBE JIGKAPCTBEHHBIX IIPENIapaToB s
MEJUIMHCKOTO INPHMEHEHH, JIEKADCTBEHHBIX IIpenaparoB I MEJHUIMHCKOro IPHMEHEHHS,
COZIepKaluX HapKOTHYECKHE CpeJCTBa M ICHXOTPOIHBIC BEIIecTBAa B TOM YHCIE ITOpsIKa
OTIyCKa anTe4YHBIMH OpraHM3alUsMH HMMYHOOHOJIOIHYECKHX JIEKAPCTBEHHBIX IIpEnapaToB)
1 1nocra"HoBieHHeM [IIpaBurenscTtRa Camxt-Iletepbypra ot 15.12.2022 Ne 1224
«O6 wucrmonb3oBanud Ha Tepputopun Cankr-IletepOypra penentoB Ha JIeKapCTBEHHBIE
npenaparsl, cQOopMHpPOBaHHBIE B HOpME IMEKTPOHHBIX JOKYMEHTOB:

1. YcranoButs TexHuueckue TpeOoBaHWS K HMHGOPMALMOHHOMY OOMEHY MENKIY
anTeyHOH opraHu3ammed, WMEIOmEeH IHICH3MI0 Ha (apMareBTHYeCKyl0 IeATEIbLHOCTD,
H YYJacTBYIOIIEH B JIbTOTHOM JIEKAPCTBEHHOM OOECIIEUEHWH OTAEIBHBIX KaTErOpUH IpakiaH
M TOCyJapcTBeHHOH wH(opManuoHHOH cuctemoii Cankt-Iletepbypra «PermoHamsHEIHR
(parmMeHT enmHOHN rocy/apcTBeHHONH HHGOPMAIMOHHONH CHCTEMBI B cepe 3/[paBOOXpPaHEHH»
(manee — PEI'M3), B ToM uncne TpeboBaHHA K HWICHTH(QHUKAIMHA perenTa B (opMe 3JIIEKTPOHHOIO
JIOKYMEHTA W JIAIa, 00paTHBIIErocs 3a OTIYCKOM JIEKapCTBEHHBIX IIPEapaToB H MEIHMLHHCKHX
u3lenui (Jajee - MEOUIIMHCKAs NPOAYKIHS) IO TAKAM pELeNTaM, COIJIACHO IIPHIIOXKECHHIO

K HACTOSIIEMY PACIIOPSKEHHMIO.

2. PyxoBomuTenio Cankr-Iletepbyprekoro rOCYJapCTBEHHOTO OIO/IIKETHOTO
YYpEKICHUS 3ApaBOoOXpaHeHHS «MeIUIUHCKUE HHOOPMALIHOHHO-AaHAIIUTHYECKHUH LEHTPY»
00ecrneynTh METOAMYEeCKOe CONPOBOXKICHWE HHMOPMAIHOHHOTO OOMEHa MEXIy AanTedyHOH
opranuzanued # PEI'M3 B yacTH N6rOTHOTO JeKapcTBEeHHOTo 00ecreueH s .




3. PykoBoguTensiM  MEIMIHHCKHX OpraHW3alliii ¥  anTeyHBIX  OpTraHH3alfHii,
YYacCTBYIOIIHWX B CHCTEMe JIbFOTHOTO JIEKAPCTBEHHOIO obecreueHHs, 00eCleunTh HCIIOIHEHHE
HACTOSAIUEr0 PACIIOPSIKEHHS.

4. Koutpons  3a  BHIMOJTHEHHWEM  HACTOSIIEr0  PACHOPSIKEHHS  BO3JIOKHTH
Ha 3aMmecTHTel [peacenarens Komurera mo 3apaBooxpanenuto ['panatoruy O.B.

Ilpeacenarenn
KomuTeTa no 3apaBooxpaHeHnio

J.I'.JIucoBen




IIpuaoxenune
K pacnops>KeHHI0 Komurera mo 3ApaBO0OXPAHCHHUIO

on 07 // 2023 Ne BG4

TexHHueckue TpedboBaHus
K HH)OpPMAUHOHHOMY 00MeHY MeKIy aNTe4HOoi opraHusauueii, umMeronieii JTHIEH3HI0
Ha (papManeBTHYECKYI0 1eSTeJbHOCTh, H FOCY 1aPCTBEHHOH HH(OPMAIHOHHOMH CHCTEMOR
Cankr-Ilerepbypra «PernoHa/bHblil pparMeHT eIHHOH rocy1apcTBeHHOI
uHGopMANHOHHOI cHcTeMBbl B cepe 31paBoOXpaHEHHA», B TOM YHCIe TpeGOBAHHS
K HICHTH(HKAIHH pelenTa B ¢popMe 3JIeKTPOHHOI0 JOKYMEHTA H JIHIA, 00paTHBIIErocs
32 OTIYCKOM MEIHUHMHCKOH NPOAYKIHH M0 TAKHM PelenTam

1. Hacrosmue TexHuyeckue TpeOOBaHMS NPETBABISIOTCS K HHGOPMAMOHHOMY OOMEHY
MEeXIy alTeyHOM OpraHu3anuel, HMEIoNeld IMIeH3HI0 Ha (apMaleBTHYCCKYIO NeSTeILHOCTE,
H TrocyJapcTBeHHOH HHOpopManuOoHHOH cHcTemoi Cankr-IletepGypra «PermoHanbHbI
(bparMeHT enMHOH rocynapcTBeHHONW HHOOPMAIMOHHOH CHCTeMBI B cdepe 31paBOOXpaHEHHS
(nanee — PETM3), B ToM uncie TpeGoBaHms K MAEHTH(HKAIMM PelenTa B popMe 3IeKTPOHHOTO
AOKYMEHTA H JHIa, OOpaTHBINErocs 3a OTILyCKOM MeJIHIHHCKOH NPOAYKIHH [0 TaKHM
pernenTam.

2. AnTeyHple OpPraHHM3allHH JOJDKHEI ObITh 3aperHCTPUPOBaHbl B (eNepalbHOM PEECTpe
MEIMIMHCKUX H (hapMalleBTHYECKHX opraHuzanui (nanee — ®PMO), a cOTpy/IHHKH anTedHbIX
opranu3anuii — B (enepaIbHOM DErucTpe MEIMIMHCKHX W (papMareBTHYeCKHX pabOTHHKOB
(manee — ®PMP) u moakmoyens! k cucreme PET3.

Perucrpanms anrteunsiMu oprapmsamuavu B ®PMO u BHeceHue cBencHuit B OPMP
OCYIIECTBIISIETCS. CAMOCTOSTENIBHO B TIOPSIKE, YCTAHOBICHHOM [lonOKeHHEM O €OHHOMH
roCyJapcTBEHHOH HH(POPMALMOHHOH cHcTeMe B cdepe 3ApaBOOXpaHEHHs, YTBEPKIEHHEIM
nocTanoBienueM lIpaBurtenscrBa Poccuiicko#t @enepanuu ot 9 despans 2022 r. Ne 140
«O enuHOH rocynapcTBeHHOH HHOOPMATTHOHHON CHCTEME B c(hepe 31paBOoOXpaHeH Y.

3. ®apmaneBTHIECKHE paOOTHHKH ANITCYHBIX OPraHU3alHid, OTITYCKAOIIHE MEIHIIHHCKYH)
NPOAYKIHIO, JO/DKHBI OBITH 00ECIEeYCHBl YCHICHHOW KBATH(QHIIMPOBAHHOW 3IEKTPOHHOM
noanuckio (naiee - YKOIII).

4. AnNTeuHble OpraHW3alMH, YYacTBYIOUIME B CHCTEME JIBTOTHOTO JIEKAPCTBEHHOTO
obecriedyeHns, Ha[EJICHHBIE MPAaBOM OTIYCKA JIEKAPCTBEHHBIX IIPENapaToB, MeIHITHHCKHX
H3JENIHH, CHOENHANBHBIX TIPOAYKTOBR JieueOHOro nuranus, nojakmodarorca kK PEIU3
IO 3allMINEHHBIM KaHaJaM CBSI3M M OCYMIECTBISIIOT B3aWMOJIEMCTBHE TIOCPEICTBOM
HHTETPALMOHHBIX MPOdHICH.

5. B anTeuHBIX OpraHM3alUsgX OTIYCK MeIHIIMHCKOH NMPOAYyKIMH 110 peuenTtaMm B Gpopme
3MEKTPOHHOrO JOKYMEHTa OCYLIECTBISECTCS JTHLY, YKa3aHHOMY B PelenTe (failee - MalHeHT),
00 €0 3aKOHHOMY IIPEACTABUTENO, THOO0 MY, KOTOpOE A0, YKa3aHHOE B PellenTe, WK ero
3aKOHHBIA IPEICTABHTENEL YIIOJHOMOYHIIA Ha TMOJYyYeHHE MEeJIHIHHCKOH NpPOAyKIHH
no yHukanbHoMy kKony (QR-xon), mpeabsBieHHOMY Ha MOOHIIBHOM YCTpoMcTBe (cMaprdoHs,
IJIaHIIET) C HCIIOIB30BaHHEM CETH MHTEPHET.

6. PenenTam, 3aperHCTPHPOBAaHHBIM B TOJACHCTEMe «JIBrOTHOE JIEKApPCTBEHHOE
obecneuenue» PEI'M3, npucBaMBaeTcs YHHKANBHBIN HIAEHTHGDHKATOP, COCTOALIMN U3 CEPHH
H HOMEDA pEIENTa B COOTBETCTBHHM C TNPABHJIAMH IIOCTPOCHHS CEPHH M HOMEpa pelenTa,
YTBEPXKICHHBEIMH  pacnopstkeHueM Komurera mno  3apaBooxpanenuto ot 13.09.2019
Ne 487-p «O mpaBuIax HyMEpalHH H THPAKHUPOBAHHUS OJAHKOB PEIEITOBY.

7. NnenTHGUKALUS TALHACHTA, OOPaTHRIETOCS 33 OTIYCKOM MEIHIHHCKOH NpPOJyKIHH,
H €ro peuentoB B (opMe 3JIEKTPOHHBIX AOKYMEHTOB, OCYIIECTBISETCS INYyTEM TeHEpaluu
MalIHHOYUTAEMOI0 HACHTHOHUKAITHOHHOTO KOJa B IOACHCTEME «JIBrOTHOE IeKapCTBEHHOE
obecneuenue» PEI'M3.

8. IlomTBepskAEHHEM B IOJYYCHHH TAIMEHTOM TPEIJIOKEHHON  MeXHIHHCKO
OPOIYKUMH SBIsCTCS BepU(UKALWS MaNIMHOYHTAEMOro HACHTU(GHKAIMOHHOIO KOJa,
TEHEPHPYEMOTO IIPH Ka)K/IOM IPE/UIOKEHHH 00 OTILYCKe, alITCUHONH OpraHu3aliHei.

9. ®aKkTOM 3aKpbITHs OOCIYXHUBAHHS 3JEKTPOHHOIO PEIENTa anTeYyHONW OpraHu3anuei
ABJIAETCS MOIIyUEHHE HTOrOBOro coodmenus, noanucanaoro YK3IT cucremoit PETU3.




