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ITPABUTEJIbCTBO CAHKT-IIETEPBYPT A
KOMMTET IO 31PABOOXPAHEHHIO
PACIIOPA’KEHUE

« » 2023 Ne

O0 ycTaHOBJICHUM TeXHHYECKHX TPeOOBaHUI

K MH(OPMAIIMOHHOMY 00MEHY MeXKIy anTeYHoi
OpraHmM3anyve M rocyaapcTBeHHOI
uHpopmanuonHoii cucremoii Cankr-Ilerepoypra
«PernoHajgbHbIi (pparMeHT eqMHOM
rocy1apcTBeHHON HHPOPMALMOHHON CHCTEMbI

B c(epe 31paBoOXpaHeHHs» B YACTH JIbIOTHOIO
JIEKapCTBEHHOI'0 o0ecrneyeHus

B cootBerctBMM ¢ mpukasoM MuHucTepcTBa 3ApaBooxpaHeHus Poccuiickoii
O®eneparuu ot 24.11.2021 Ne 1093 «OO yTBepKIE€HUM MpaBUI OTIYCKa JIEKAPCTBEHHBIX
IpenapaToB Ui MEAULUHCKOTO MPUMEHEHHs alTeYHbIMU OpraHu3alusIMU, UHIUBUYAIbHBIMU
OpEeINPUHUMATEISIMU, HMMEIOIIMMH  JIMLIEH3UI0 Ha OCYIIECTBIEHHE (hapMalleBTHUECKON
JEATEIIbHOCTH, MEIMLIMHCKMMM OpPraHMU3alMsIMHM, MUMEIOIIMMH JIMLIEH3UI0 Ha OCYLIECTBIICHHE
(bapMaleBTUYECKOMN NEATEIBHOCTH, U UX 000COOJIEHHBIMU MOIpa3iesieHus MU (aMOyIaTOpUsIMH,
GbenpamepckuMu U (penbaAIIepCKO-aKyIIepCKUMU IMyHKTaMH, EHTpaMH (OTAEIeHUsIMHU) oO01ei
BpaueOHON (CeMEWHON) MPaKTUKH), PACIOJIOKEHHBIMU B CEIIbCKUX TOCENIEHUAX, B KOTOPBIX
OTCYTCTBYIOT aIlT€YHbIE OpraHU3allMy, a TaKXe IPABUJI OTIYCKAa HApPKOTUYECKUX CPEICTB
U TICUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX MPENapaToB s
MEAMIMHCKOTO NPUMEHEHMS, JIEKAPCTBEHHBIX IPENapaToB s MEJUIMHCKOTO IPHUMEHEHUS,
CoJIepKalllX HApKOTHYECKHE CpPEJCTBAa W IICUXOTPOIHBIE BEUIECTBA B TOM 4YHCIE MOpsAKa
OTIIyCKAa aNTE€YHbBIMH OPIaHU3aLUAMH HUMMYHOOMOJIOTMUYECKUX JIEKAPCTBEHHBIX IPENapaToBy
u nocraHoBieHueMm llpaBurensctBa  Cankrt-IlerepOypra ot 15.12.2022 Ne 1224
«O6 wucnonb3oBaHuu Ha Teppuropun Cankr-IlerepOypra penentoB Ha JI€KapCTBEHHBIE
npemnaparsl, CQOpMUPOBAaHHBIE B (POpPME IIMEKTPOHHBIX TOKYMEHTOBY!

1. YcranoButh Texuuueckue TpeOoBaHUS K HH(OPMALMOHHOMY OOMEHY MeEXay
anTeyHOM OpraHM3aluel, uMeloImeld JMIEH3UI0 Ha (apMaleBTHYECKYIO JAEATeNbHOCTD,
U YYacTBYIOIIEH B JBIOTHOM JIEKAPCTBEHHOM OOECIIEUEHUH OTIEIbHBIX KaTEropHil rpakIaH,
xureneir  Cankr-llerepOypra, W  rocynapcTBeHHOW — MH(POPMALMOHHOM  CHUCTEMOM
Cankr-IlerepOypra «PernonanbHblii (parMeHT €IWHON TOCyJapCTBEHHOM HH(OPMalMOHHON
cucteMbl B cdepe 3apaBooxpaHeHus» (manee — PEIM3), B Tom wuymcne TtpeGoBaHUS
K HJIeHTUGUKAUMK perenta B (GopMe 3JIEKTPOHHOIO TOKYMEHTa W JIMIa, OOpaTHUBILIETrOCs
32 OTIIYCKOM JICKapCTBEHHBIX IPENapaToB M MEIUIMHCKUX H3Jenuid (najnee - MeTUIMHCKas
MPOAYKIIMS) MO TAKUM peLienTaM, COTJIacCHO MPUIIOKEHUIO K HACTOSALIEMY PACIIOPSKEHHUIO.

2. PykoBoauremnto Cankr-IlerepOyprckoro rOCYJapCTBEHHOI'O OIO/IKETHOTO
YUPEXKACHUS 3ApaBoOXpaHeHus «MeIuuHCKUH HH(POPMALMOHHO-aHAINTUYECKUN LIEHTP»
00eCreynTh METOAWYECKOE COMPOBOXKICHHE HH(POPMALMOHHOTO OOMEHa MEXAYy anTeyHOU
opranuzarnueit 1 PEI'MI3 B yacTu IbroTHOTO JIEKAPCTBEHHOTO 00ECIICUEHUS.

3. PykoBoguTens M  MEIMIMHCKMX  OpPraHM3alliii M  anTe4HbIX  OpraHU3alHi,



YHaCTBYIOIIUX B CHUCTCMC JIbI'OTHOI'O JICKAPCTBCHHOI'O 06€CH€‘-I€HI/I$I, 00eCneYuTh HCIOJHEHUE
HACTOAIICTO PaCIIOPSAXKCHUA.

4. KoHTponb  3a  BBIIOJIHEHHEM  HACTOALIETO  PACHOPSIKEHUS  BO3JIOXKHTH
Ha 3amecTuTels npeacenarens Komurera no 3npaBooxpanenuto I'panatosuu O.B.

IIpeacenarenn
KomuTeTra mo 31paBooxpaHeHnI0 J.I'.JIncoBen



Ipunoxenune
K pacnopsikennio Komurera no 31paBooxpaHeHuIo
oT 2023 Ne

Texnunueckue TpedOOBaHMS
K HH(OpManmoHHOMY 00MeHYy MeK1y allTe4YHOoil OpraHu3anueil, MMerLeH JUIeH3HI0
Ha (apMaleBTHYECKYIO AeSITeJIbHOCTh, U TOCYIaPCTBEHHOH HH(POPMAITMOHHOI CHCTEMOI
Cankr-IlerepOypra «PernoHaJIbHbIN (pparMeHT eAUHOM roCy1apCTBEHHOMI
UH(GOPMALMOHHOM cUcTeMbI B cdepe 31paBOOXPaHEHUA», B TOM YHCJIe TPeOOBAHUSA
K HIeHTH(UKaANMHK penenta B (popMe 3JIEeKTPOHHOIO JOKYMEHTA U JIMIA, 00paTHBIIErocst
32 OTIYCKOM MEAUIIMHCKOM NMPOAYKIMH 110 TAKUM pelentam

1. Hactosmme TexHuueckue TpeOOBaHMS MPEIbSABISIOTCS K MHPOPMAIMOHHOMY OOMEHY
MEXJly alTe4YHOM OopraHu3aluei, UMEoLeH JUIEH3UI0 Ha (apMalleBTUUECKYIO JIEATENbHOCTD,
U rocynapctBeHHON uHpopManmonHoit cucremoit Cankrt-IlerepOypra «PermonanbHbIN
(dparMeHT eIUHON TOCYIapCTBEHHON HH(DOPMAIMOHHOW CHUCTEMBI B cepe 3IpaBOOXpaHCHUS
(manee — PET'13), B Tom yncne TpeOoBaHUS K UACHTU(UKALUU perenTa B (hopMe 3JIEKTPOHHOTO
JOKYMEHTa M JIMIA, OOpaTHBIIEroCsl 3a OTIYCKOM MEAMLIMHCKOW MPOAYKIMH IO TaKUM
peuenTam.

2. AnTedyHBIC OpPTaHW3AIUHU JIOJDKHBI OBITh 3apETUCTPHPOBAHBI B (eCPATLHOM peecTpe
MEAMIMHCKUX U (hapmarieBTHUeCKUX opranuzaiuii (nanee — ®PMO), a coTpyIHUKH anTEUHbIX
opranuzanii — B (eaeparbHOM pEerucTpe MEAMIHMHCKUAX W (apMalleBTHYECKHX pPaOOTHHKOB
(manee — ®PMP) u noaxmrouens! k cucteme PEI'M3.

Perucrpanus anteunsiMu opranuzanusmMu B @®PMO u BHecenue cBenenuiit B ®PMP
OCYILIECTBIISIETCS. CaMOCTOSITENIBHO B TOpsAKe, ycTaHoBiIeHHOM llonmoxxeHueM o eauHON
rocy1apcTBeHHOW HWH(GOPMAIMOHHON cucrteMe B cdepe 3ApaBOOXPaHEHUs, YTBEPKICHHBIM
nocraHoBieHueM [IpaBurensctBa Poccuiickoit ®depepauuu ot 9 despans 2022 r. Ne 140
«O eauHOM rOCcy1apCTBEHHON HHPOPMAIIMOHHOM cucTeMe B cepe 3apaBOOXPaHEHHS.

3. dapmareBTHUECKHE PAOOTHUKHU allTeYHbIX OpraHMU3alui, OTIYCKAIOIUE MEAULIUHCKYIO
OPOAYKIMIO, JIOJDKHBI OBITh OOECHEYeHbl YCHJICHHON KBaIU(pUIMPOBAHHOW 3JIEKTPOHHON
noanuckio (nanee - YKOII).

4. AnTeuHble OpraHM3allMd, YYacTBYIOUIME B CHUCTEME JbIOTHOIO JIEKapCTBEHHOTO
o0ecrieueHns, HaJEJIEHHbIE IPaBOM OTIYCKa JIEKAPCTBEHHBIX IPENaparoB, MEIUIUHCKUX
W3JIeNIUH, CHelUaIbHBIX MPOAYKTOB JiedeOHOro mnuraHus, mnoakmodarorcs k PEIA3
[0 3allMIIEHHBIM KaHajlaM CBSI3M UM OCYIIECTBISIOT B3aMMOJEHCTBHE IOCPEICTBOM
MHTETPAIMOHHBIX TpOoUIeH.

5. B anTeuHBIX OpraHu3anusax OTHYCK MEIUIIMHCKON MpOAYKIMH MO penentam B (opme
AIIEKTPOHHOI'O JOKYMEHTa OCYIIECTBIISIETCS JIMILY, YKa3aHHOMY B pelente (fajee - MalueHT),
1100 ero 3aKOHHOMY NPEACTaBUTENIO, INOO0 JIUIY, KOTOPOE JIHII0, YKa3aHHOE B peLenTe, UiIH ero
3aKOHHBIM TPENCTaBUTENb YHNOJHOMOYMJIM Ha TOJy4eHHE MEIUIMHCKOW MpOAYKLIUHU
no yHUKaibHOMY Koay (QR-kox), mpenbsBIeHHOMY Ha MOOMIIBHOM YCTpoiicTBe (cMapT¢oH,
IUTAHIIET) C UCTIOJIb30BaHUEM CETH MHTEPHET.

6. Pemenram, 3aperucTpupoBaHHBIM B mojacucteMe «JIbroTHOe JleKapcTBEHHOE
obecnieuenne» PEI'M3, mpucBanBaercsi YHUKaJIbHBIA WACHTU(GHUKATOP, COCTOSALIMM U3 CEpUu
U HOMEpa pelLenTa B COOTBETCTBUHM C MpaBUIAMHM IIOCTPOEHHUS CEpUU U HOMEpa peLerTa,
YTBEpXKACHHBIMU  pacnopsbkeHueM Komurera mo  3apaBooxpanHenuto ot 13.09.2019
Ne 487-p «O npaBuiax HyMepalu U THPA)KUPOBAHUS OJIAHKOB PELIETITOBY.

7. Unentudukanus nanueHTa, oOpaTUBIIETOCs 3a OTIYCKOM MEAMIMHCKOW MPOAYKIUH,
U ero peuentoB B (opMe 3JIEKTPOHHBIX JOKYMEHTOB, OCYIIECTBIISIETCS MyTeM TIeHEepaluu
MaIIMHOYMTAEMOT0 HJIECHTH(PUKALMOHHOTO KojJa B mojcucteMe «JIbroTHoe JieKapcTBEHHOE
obecneuenue» PEI'M3.



8. [ToaTBepkaeHNEM B MOTYYCHUH MAIIMEHTOM MPEATI0KEHHON MEAMLIMHCKONW MPOIyKIIMU
ABJIsieTCA BepU(UKALKA MAIIMHOYMTAEMOI0 MAECHTU(PHUKALMOHHOIO KOJia, TeHEPUPYEMOTo IMpH
KaXJIOM TPEUI0KEHUH 00 OTITYCKE, alTeUHOW OpTaHU3aIHeH.

9. dakToM 3aKpbITUsA OOCIYKUBaHHs IEKTPOHHOIO pPELENTa anTeuyHOW opraHu3anuen
SBJISIETCS IOJTy4€HHE UTOTOBOro coodiienus, noanucannoro YKOII cucremoit PEI'M3.



