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IMPUKA3

« 06 nenonp3opanun Ha Teppuropuy CapnuHCKOro paiioHa peuenTos Ha
JeKAPCTBEHHBIC NPENAPaThl sl MEXHIHHCKOTO NPHMeHenns, chOpMUPOBAHHBIX B
dopme 31eKTPOHHBIX IOKYMEHTOB H Henoabiosanne Pernamenta o6 nudopmanuonnom
o0MeHe y4aCTHHKOB HHPOPMAIHONIION0 B3auMOACiicTBH npu GOpMHPOBAHIM
HCHOIL30BAHHY PEEIITOB HA JICKAaPCTBEeHHbIC IPEeNapaThi A/IA MeAHIHHCKOrO
npEMeHeHNs B (POPMeE JIeKTPOHHBIX AOKYMEHTOB»

Bo ucnonuenun npuxaza Munsapasa PK ot 22.12.2023roza No17 10mp «O6 ucnonp30BaHuy Ha
Tepputopun Pecnybmuxu Kanmeikus pelenTos Ha JEKapCTREHHbIE IPenapaTsl It MEAHIUHCKOTO
npuMenenns, chopMUPOBaHHbIX B (POPME MEKTPOHHBIX JOKYMEHTOB ¥ YTBEpXKeHUH PernamMenta
06 HHPOPMAIMOHHOM 0OMEHE YYaCTHUKOB HHYOPMALHOHHOrO B3aUMOJNEHCTBHS DK
(OpMUPOBAHHH ¥ HCTIONB30BAHMH PELENTOB Ha NEKapPCTBEHHBIE NPENApaThl s MEAMLUHCKOTO
NpuMEHEHNS B QOPME 3NEKTPOHHBIX JOKYMEHTOBY MPHKA3hIBAI0:

1. Beem MeauuuHcKuM paboTHUKAM:

1.1.npunsars 8 pabory Pernament 06 nHpopMauHoHHOM 0OMEHE YIaCTHHKOB HHGOPMAMOHHOTO
B3aUMOJIEHCTBYS TP GOPMHUPOBAHUH U HCIONB30BAHUH PELENTOBR HA JICKAPCTBECHHBIE IIPENapaThi
JUIst MEAMIMHCKOTO pUMeHeHMs: B GOpMe IMEKTPOHHBIX JOKYMEHTOB ( nanee - Pernamenr)
(Ilpunoxenue 1)

1.2. npu oopMIICHUN PELIENITOB Ha JIEKApCTBEHHbIE IpenapaThl U MEIUIIMHCKOTO IPAMEHEHHS 33

~ DOJIHYIO CTOUMOCTE B POPME IEKTPOHHBIX JOKYMEHTOB U OTIIYCKE JIEKapCTBEHHBIX NPENapaTos 110
HMM, DyKOBOJACTBOBATRCS YTBEPKACHHBIM PernamMenTom.

1.3. x 1 anpens 2024 r. oGecneunts Bhinucky 100% HazHaueHMI peNEenTYPHBIX JIEKaPCTBEHHbIX
NPenapaToB sk MEJUIIMHCKOTO HpUMeHeH s B QOpME JIEKTPOHHOTO TOKYMEHTA, KaK 3a MOTHYIO
CTOMMOCTB, TAK M MO NPOrpaMMaMm JIbIOTHOTO JieKapeTBEHHOTO obecneueHus 6e3 ny0nupoBaHys Ha
OyMaXKHOM HOCHTENE, ¢ TIOCHEYIOMHKM NNOANMCAHNEM YCUICHHON KBATH(HIUPOBaHHOM
NEKTPOHHOI MOANUCHIO U OTIPaBKOH B PenepanbHbiii peecTp NEKTPOHHBIX MEIHIMHCKAX
gokxymentos ETUCS. (IInan BHeApeHns 3MEKTPOHHBIX PELENTOB HA JEeKapCTBEHHEIE TIpenapaTsl
JUIS MEAMIHHCKOro NpuMeHeHus Ha Teppuropuu Capnunckoro paitona) (IIpunoxenue 2).

2. Kontpons 3a ucnonHesyeM pyuKasa BO3I0XKUTH HAa 3aMECTUTENA riaBHoro Bpayda Jlnmkueny JLB.
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IIpunoxenue 1 x mpukasy

Pernament 06 nHpopManoHHoM 06MeHe YYACTHHKOB HH(OPMAIMOHHOI0 B3aUMO/eCTBHS
npu GOpMHPOBAHMH U HCIO/IL30BAHHH PENENTOB HA JIEKAPCTBEHHBIE MPENAPATHI AJIs
MEIMIHHCKOro NPpUMEHEHHS B (hopMe 3/1eKTPOHHBIX JOKYMEHTOB
»
1. O6mue moJIoxKeHNs

1.1. Hacrosmuii Pernament 06 ungopmManimoHHOM 00OMEeHE yYaCTHUKOB HH()OPMALMOHHOTO
B3aMMOZCHCTBHUS IIpU (POPMHUPOBAHUHU U HCIIOIB30BAHAHU PELENITOB Ha JICKAPCTBEHHBIE MIPENapaThl
IUIsL MEJTUIIMHCKOTO IPUMEHEHHS B (hOpME 3JIEKTPOHHBIX TOKYMEHTOB (masiee - Peramenr)
omnpeseNsieT NopAaoK HHPOPMaMOHHOT0 0OMeHa MEX/Y YIaCTHHKAMH HH(DOPMAI[HOHHOTO
B3auMO/IeHCTBHS IIpH HCIIONB30BAHMU Ha TeppuTopun Pecry6imku Kamvpikus Hapsy ¢
perenTamu Ha JICKapCTBEHHBIE IIPENapaThl Ul MEAMIMHCKOrO IPUMEHEHHs, 0)OPMIICHHEIMH Ha
OymMaXHOM HOCHTEJE, PENENTOB Ha JeKapCTBEHHBIE Ipenaparsl, COPMUPOBAHHBIX B hopMe
9NIEKTPOHHBIX JOKYMEHTOB (J1ajiee - JJIEKTPOHHBIN PEIENT), HOCPEACTBOM IIPUMEHEHHS
PerHoHaIbHOM MIaTGOpMEl « DIEKTPOHHBIN PENIENT» U CEpBHCa « DNEKTPOHHBINA PEIENT, a TAKKE
yCTaHaBIMBaeT TpeOoBaHus K HAeHTH(UKANMK perenTa B GopMe 3IeKTPOHHOTO JOKyMEHTA H
12, 0OPaTHBLIETOCS 3a OTIYCKOM JIEKAPCTBEHHBIX TIPEIIapaToB [0 TAKOMY PELENTY.

1.2. ITox pernonansHo# muardopmoit «QneKTpoHHSIH penenty (nanee - [TnaTrdhopma) moHuMaeTcs
HO/ICHCTEMa I'OCYIapCTBEHHON HH(OPMAIMOHHOM CUCTEMEI B Chepe 3ApaBOOXpaHEH s
Pecniy6nuku KanMpikust B Bujie 6a3bl 2JIEKTPOHHBIX PENENTOB, 00€CIeYUBAIOAS BHIIOTHEHHE
OTJENBHBIX B3AaUMOCBA3aHHAIX QyHKIHMI 110 00paboTKe, XpaHEHHIO, IIPOBEPKE U TPENOCTABICHHIO
JIOCTyTIa K PELENTaM Ha JIEKapCTBEHHBIE IIPENapaThl ISl MEAUIIMHCKOTO IPUMEHEHHUS
c(hOpMHPOBaHHBIM METUITHHCKAMH OpraHu3anusmu Pecy6muxn Kamvpikus.

1.3. Tlox ceppucoM «ONEKTPOHHBIN PELENT IOHAMACTCS HIEKTPOHHAS CHCTEMA, 00eCTIeTHBAIONIAs
uH(pOpMAMOHHbIH 06MeH Mexy Ilnardopmoit, yaacTHHKaMy HHPOPMALIHOHHOTO
B3aHMOJICHCTBUS ¥ MOJb30Bare/svMu [nardopmel, mpeiocTaBisieMas TeXHHYECKHM ONEPaToOpOM
[Inardopmsl

1.4. PeriiamenT pacnpocTpaHseTcss Ha MH(GOPMAIMOHHbIH 0OMEH YYAaCTHHKOB HH(POPMAIIHOHHOTO
B3aUMOJICHCTBHS IIPH POPMUPOBAHKUH U OTIIYCKE JIEKAPCTBEHHBIX MPENIAPATOB IS MEIHITMHCKOTO
NPUMEHEHHS 32 [OJIHYIO CTOUMOCTE, 0OPMIISIEMBIX Ha penentypHoM 6ianke popmer Ne 107-1/y, a
TaKkKe Ha HHQOPMANMOHHBIH OOMEH YJaCTHHKOB HHMOPMALHOHHOTO B3aUMOICHCTBHS IIpH
OTIyCKE JIEKapCTBEHHBIX IPENapaToB JULsl MEUIIMHCKOTO IIPUMEHEHHUS Ha JIGIOTHBIX YCIOBHSX
Hacenennio Pecny6nuku Kanmpikus (nasiee - mporpammam J1J10), obopMIisieMBIX Ha perenTypHOM
Ganxe popmbr Ne 148-1/y-04 ().

1.5. VuactaukamMu HH()OPMaIMOHHOTO B3aUMOAEHCTBHS ABIISIOTCS:

1) oneparop ITnarpopmsr,
2) nocraBIuky uHGopMaimu B [lnarpopmy; ,
3) nons3oBarenu [Inarhpopmsl.

1.6. Oneparopom IlmaThopMe! ABISETCS IOPHANIECKOE JIMIO WM HHTHBH/LYAJbHBIH
NPEANPUHAMATENB, C KOTOPBIM B COOTBETCTBHE ¢ DejiepanbHbIM 3aK0OHOM 0T 5 anpens 2013 r. N
44-®3 «O KOHTPaKTHOM CHCTEME B chepe 3aKyIOK TOBAPOB, paboT, YCIYT UL obecedeH s
TOCYapPCTBECHHBIX ¥ MYHUIMIIATBHBIX HYK/» 3aKJIFOYAETCS I0TOBOP Ha pealn3aluio GyHKiuit
oneparopa Ilinardopmel, ocymecTBsIomee AEATEIBHOCTD IO €€ BHEAPEHHUIO B SKCIUTyaTaIlHH.
Omneparop [Tnardopmel obecreunBaeT HHPOPMALUOHHEIA 0OMEH MEXK/TY YIACTHHKAME
MH(OPMAIMOHHOTO B3aUMOJIEHCTRES TIPH (HOPMHPOBAHHM H HCIIONb30BAHAH 3JIEKTPOHHBIX
perienToB npu nomornu Ceparca. e



1.7. Tloctapmuxamu uaGopMaruy B [lnardopmy SBISIOTCS MEAUIMHCKIE OpTraHA3AIMH,
MHIUBHYaIbHBIC IIPEANPUHIMATENHN, OCYLIECTBISIONINE MEIUIIUHCKYIO IEITENLHOCTD Ha
Teppuropun Pecriybmuku KanMsixus, noakmodenusie K [lnarhpopme B ToM unCITe MEIHIIEHCKUE
OpraHHU3aliy, UMEIOIIKE JTMIEH3MIO Ha (DapMalleBTHYECKYIO AeSTENLHOCTh, H X 060CO0IeHHEIE
nozpasaencHus (amOynaropuu, Gpenbauiepckue 1 Gerbamepeko-aKkyIIepCKre MyHKThL, IIEHTPHI
(ornenenus) obueit BpaueOHOM (ceMeliHOi) l'IpaKTI;IKFI), PacCIIOJIOKEHHBIE B CENbCKUX HACEICHHBIX
IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHBIC OpraHu3aluy (qanee 060co0IeHHBIE Mopa3aeIeHus
MEIMIIMHCKO# OpraHu3aluyu), noakmodeHnsie k Ilnatrdopme, a Takxe papmanesrudeckue
OpraHHU3alli{ B BU/IE allTeK U ATeYHbIX ITYHKTOB M MHUBHAYAIbHbIE IIPEANPHHIMATEIH,
OCYIIECTBIIIOINHE AEATEIBHOCTE Ha TeppuTopuu PecnyOimuku KamMmeIkus, UMeomue JIueH3Hio Ha
(hapmaneBTHIECKYIO AEATENPHOCTS U IOAKIIOYeHHEIE K [InaThopme.

1.8. TTonszosarensamu I1naThopMsI ABISIOTCS (H3MYECKHE JUIA, KOTOPBIM YIIOTHOMOYEHHEIMHU
ME/IMIHHCKIME pabOTHUKAMU MEITHIMHCKIX OpraHu3alliii, MoAKIoYeHHbIX K [Tnardopme,
Ha3HAYCHBI JICKAPCTBCHHBIC [IPETIapaThl U MEIUIIMHCKOTO IPUMEHEHHS 3a TIOJIHYIO CTOMMOCTB,
COrJIacHBIIMECS Ha OQOpMIICHHE penenTa B hopMe 3IEKTPOHHOTO JJOKYMEHTA (Iajiee - MalueHTH)
60 WX 3aKOHHBIE TIPEJICTABUTEIH, THOO JIIA, KOTOPHIX JIMIIO, YKA3aHHOE B PELEIITe, WK eI0
3aKOHHBIH IPEACTABUTEIND YIIOJIHOMOYHMIIH Ha IOIyYCHHE JIEKAPCTBEHHBIX npenapaTOB (manee -
NIPEJCTaBUTEIIH NAIUEHTa).

1.9. npopManuonHbIi 0OMEH y4acTHHKOB HHOOPMAIIHOHHOTO B3aMMO/ICHCTBYS B 4acTH
oopmIIeHHs penenTa Ha IeKapCTBEHHBIE IIpenaparsl B opMe JMeKTPOHHOTO PeLerTa OTIycKa
JICKapCTBEHHBIX IIPENapaToB II0 JJIEKTPOHHEIM PEIENTaM OCYIIECTBISIETCS Yepe3 OepaTopa
IInardopmer nocpencTBoM npumenenus Cepsuca, a Takke HHQOPMALUOHHBIX CHCTEM Y4aCTHHKOB
HH(POPMAIIHOHHOTO B3aMMOIEHCTBHSI.

1.10. VinopmanoHHbIE CHCTEMBI YIACTHUKOB HHPOPMALIHOHHOTO B3aUMOAEHCTBHS TOIDKHEL
COOTBETCTBOBATH TPEOOBAHMSM 3aKOHOATENILCTBA Poccniickoit Denepanuu 06 uudopMmanmu,
¥H(OPMAIHOHHBIX TEXHOJIOTHSX M O 3alIATE HHPOPMAIIHH.

1.11. YyacTHuky unbOpMAIHOHHOTO B3aHMOISHCTBHS IPH 06paboTKe NEPCOHATBHBIX JAHHBIX
IPUHAMAIOT HEOOXO/IMMbIE IPABOBBIE, OPTAHM3AIMOHHBIC ¥ TEXHHYECKHE MEPhI IS 3aIUTHI
TICPCOHANBHBIX TAHHBIX U CBE/ICHUI, OTHECEHHBIX K Bpa4yeOHOM TaifHe, 0T HEPAaBOMEPHOTO WK
CIly4aifHOTO JOCTYIIa K HUM, YHUYTOXEHHS, H3MEHEHHS, OJIOKAPOBaHHUSI, KOMHPOBAHHMS,
TPEOCTaBIICHHS], PACIPOCTPAHEHHS, a TAKXKE OT MHBIX HEIIPABOMEPHBIX JICHCTBHIA.

2. Iloaxmouenne k Ilnardopme
2.1. s noxmouenus k [Inardopme Meunumckye 1 papManeBTHYeCKHe OpraHU3aIH JODKHEI
OBITh 3aperncTpupoBans B DeiepabHOM PEECTpe MEMIMHCKAX OpraHu3aIiil (manee - ®PMO).
Mepunprckue paGoTHHKH, KOTOPBIM IIPEJOCTABIIEHO IPaBO Ha 0GOPMIICHHE 9JIEKTPOHHEBIX
pelenToB (Jieyamuii Bpad, Gensamep, akymep B CIydae BO3TOKEHHUS Ha HAX [OTHOMOYHIL
JIeYaIero Bpada) (fanee - MEAMIMHCKHE pabOTHUKH), H apMaleBTHIeCKHe PaGOTHIKHA
(apManeBTHYECKUX OpraHM3alli, OCYIIECTBISIONIHE OTIYCK JIeKapCTBEHHBIX IIpErapaToB,
MOJIKHBI OBITH 3aPErUCTPHPOBaHBI B DelepatbHOM PeecTpe METUIMHCKHX PAGOTHAKOB (manee -
®PMP). Peructpanus ocymecTBIseTcs MEARLMHCKUMH U (hapManeBTHIECKUMH OpraHu3aIUsIMU
CaMOCTOSITENIHO B IIOPSZIKE, YCTaHOBIIEHHOM IlostokeHHeM 0 eMHO# roCcy1apCTBEHHO!
HH(OPMAIMOHHO} CHCTEME B cepe 31paBOOXpaHEHH S, YTBEPIKICHHBIM IOCTAHOBICHHEM
IIpaButenscTra Poccuiickoit ®enepanuu ot 09.02.2022 Ne 140 «O exunoit rOCYJapCTBEHHOU
MH(DOPMANOHHOM cHCTeMe B cpepe 3paBOOXPAHEHHSAN.
2.2. Tlopxmoyenne METUITMHCKAX U HapMaleBTHYECKAX OpPraHu3aruii K ITnardopme
OcymecTBisieTcs gepe3 oneparopa [lnaropMer Ha OCHOBaHMH JEHCTBYIOIMX TEXHHYECKHX
TpeOOBaHMI s OKITIOYEHHs], BKIIOYask HHTEIPAIIMOHHEIC npobunu GopMaToB B3aUMOAEHCTBHS
oneparopa Ilmardopmel, myGIuKyeMBIX B OTKPBITOM HOCTYyIIE B ceTd «MuTepHeTY. [lofKimouenue K



[Tnardopme ocymecTaiseTcs Ha Ge3B03Me3/1HOM OCHOBE IIOCPEACTBOM MpumeHeHHs Cepauca,
peanu3yemoro oneparopoM Ilnardopmer.

2.3. lloaxmowasics k [Inatdopme, nocTaBmuky HEGOPMANHHY B H:IaT(bopMy HECYT
OTBETCTBEHHOCTS 3a MOJIHOTY, IOCTOBEPHOCTH H CBOEBPEMEHHYIO aKTYATH3AIHUIO JAHHBIX.

2.4. Cepruduratsl yCHICHHOH KBaTHHIHPOBAHHOI IEKTPOHHO# moamucH (1atee - YKIII)
IPHMEHACMBIC Ul OANHCAHUS 3JIEKTPOHHBIX PELENTOB METHIIHHCKAMH H (apMaleBTHIeCKAMH
PabOTHHKAMH OpraHu3allii BEIYCKAIOTCS B OO0M aKKPEAHTOBAHHOM YI0CTOBEPSIOMEM IEHTPE.
2.5. MemuuuHCKHe H (apMalleBTHIECKHE OPTaHH3al|H, SBISIONIHECS YIaCTHHKAMHE
HHQOPMALHOHHOTO B3aHMOICHCTBHS, CAMOCTOSITEIIFHO AOBOJST /10 MOMb30BaTeneit [Inardopmsl
HHQOPMAIHIO O BO3MOXHOCTH HCIIONB30BaHMUs y HUX JIEKTPOHHOTO PEIENTa Yepe3 CBOH
CTPYKTYPHBIC [I0/Ipa3/ICTICHHs, Ha CBOMX PECYPCax B HHPOPMaHOHHO-TEIEKOMMYHHKAITHOHHOH
cetu «MHTEpHETY, a TaK)Ke HHBIMU Pa3peIleHHBIMH 3aKOHOJATEIHCTBOM CIIOCOOAMH.

2.6. Tloakmodenue momb3oBaTenei k ITnardopme ocymecTsusercs IIOCPE/ICTBOM IPEIOCTABIICHHUS
Aoctyna onepatopoM [Inargopmer k nuaHOMY KaOHHETY MOOHIBHOTO IIPHJIOKEHHS, B KOTOPOM
onepartop IInarpopmsl obecrieunBaeT oTpaxkenue HHGOPMAIHH 06 HIEKTPOHHBIX PEIENTax H
OTIIYIIEHHBIX Ha UX OCHOBAHHH JIEKAPCTBEHHBIX IIpenaparax.

2.7. Unentnduxkanus u ayreHTH(uKamus noms3osarenei Ilnardgopmer ays monyueHns ceenenuii
00 9IEKTPOHHOM pENENnTe B MOGHIIEHOM IIPHIIOXKEHHH oneparopa [lnaThopMbl ocyImecTBIseTCs
IOCPEACTBOM (he/iepaIbHO# ToCyIapCTBEHHOM HHpOPMAIMOHHOM cucTeMs! «Enunas cucrema
UICHTUDUKAINY 1 ayTeHTH(QHUKAMA B HHPPACTPYKType, 06ecIeunBaromeit
HH(OPMALMOHHOTEXHOIOTHYECKOE B3aUMOCHCTBHE HHYOPMAIMOHHBIX CHCTEM, HCIIOMb3yeMbIX
AT IPEIOCTABNCHHAS FOCY AAPCTBEHHBIX M MYHUIIMITAIBHBIX YCIYT B 3JIEKTPOHHON GopMe, a Takxke
TIOCPE/ICTBOM HOMEPOB MOOHIIBHEIX Tele(OHOB mob30Baresneit Iargopmsr.

3. Madopmanuonnniii 06Men npu GopMHPOBAHHH 3/1eKTPOHHOTO PeIenTa
3.1. ®opmupoBaHHEe NEKTPOHHOTO PELENTa OCYIIECTBIISIETCS C COIIACHS AIMEHTA HITH
NpE/ICTABUTENIS TALMEHTA B MIOPAJIKE, IIPEIYCMOTPEHHOM IIPHKa30M MuHHCTEpCTBA
31paBooxpanenus Poccuiickoi @exeparyn ot 24.11.2021 Ne 10941 «O6 yreepsxnenuu Iopsaxa
HA3HAYCHHUS JIGKAPCTBEHHBIX [PENAPATOB, (DOPM PELENTYPHBIX GIAHKOB Ha JIEKAPCTBEHHEIE
npenaparsl, [Topsinka opopmieHus ykasaHHBIX GIaHKOB, HX ydeTa U XpaHeHus, GopM GIIaHKOB
DEIIeNTOB, COAEPIKAIINX HA3HAYCHHE HAPKOTHIECKHX CPECTB HIIH IICUXOTPOIIHBIX BEIECTB,
Iopsizika UX U3rOTOBJIEHHS, PACTIPEeNICH S, PETUCTPALMH, YIeTa i XPaHEHHS, 4 TAK)Ke ITpaBun
odopmitenyst 61aHKOB PENENTOB, B TOM YHCIE B (HOPME SIEKTPOHHEIX TIOKYMEHTOBY.
3.2. Ilpu oopMIIeHHY IALUEHTY IEKTPOHHOTO PENENTA, TAUEHTOM B MEIUIMHCKOM
OpraHu3alKy MPEOCTABIIAETCS MUCBMEHHOE COrJIacHe Ha 0(hOPMIICHHE SIEKTPOHHOTO PelenTa 1
Ha 06paboTKy ero NepcoOHaNBHBIX JaHHBIX MEIUIMHCKOR OpraHu3amnmel 1 onepaTopOM
[Tnardopmsr.
3.3. DneKTpOHHEBIE PELENTsI 110 porpammam JIJ 10 (GopMUPYIOTCS TOCPEACTBOM HOCHCTEMBI
«YTIpaBlieHHE JIIOTHBIM JIEKapPCTBEHHBIM ObecredennemM» B hopmare CTPYKTYPHUPOBAHHOTO
OJIEKTPOHHOIO MEMIIMHCKOTO NOKYMEHTa, oAmHChBaroTcs YKOII Meuuunckoro paGoTHHKA 1
AOIOJIHATEIBHO, B YCTAHOBJICHHBIX 3aKOHOJATENBECTBOM CITydasiX, IIOANUCHIO TpeIceIaTels
(cexperapst) BpaueOGHOM KOMHCCHH Me/IMIMHCKOM OpraHU3aIiy, a TAKKE yCHICHHOM
KB (UIEPOBAHHOMN 3IIEKTPOHHOM MONHCEHIO PYKOBOIATEIS MEIUIHHCKOMR Opranuzanuy Jmbo
T, YIOJTHOMOYEHHOTO PyKOBOXUTENIEM MEJUIMHCKON OPTaHH3aIHH IeHCTBOBATH OT HMEHH
METMIHHCKO# OpraHu3anuy nocje yero nepenarorcs B [lnargpopmy.
3.4. DreKTPOHHEBIE PENENTHI HA JIKAPCTBEHHbIE IPENAPATHI 1Tl METUIIMHCKOTO [IPUMEHEHHS 32
HOJTHYIO CTOMMOCTE (OPMHPYIOTCS MEIUIMHCKAMY OPTaHA3ANUSIMH TIPH IIOMOIIH: ® TOCHCTEMBI
«YTIpaBJieHHE JIbIOTHBIM JIEKAPCTBEHHBIM 00ECIIEYEHHEMY; * Me IUIAHCKOM uHOpMaNUOHHON
CHCTEMBI, IPUMEHIEMOM JIJIsi aBTOMATH3ALUH CBOEH JEITEIIHOCTH.



3.5. OdopmiteHnEIi ¢ cornacus namueHTa ¥ moamucannsiit YKIII MeHIMECKOro paboTHHKaA U
YCHJICHHOH KBaTM(UIMPOBAHHOH 2IEKTPOHHOM MOAIKCHIO PYKOBOIMTEIS MEUIIUHCKOMN
OpraHM3aluy Ju6O JIKIa, YIIOJTHOMOYEHHOIO PYKOBOIUTEIEM MEUIIMHCKOM OpraHu3aIyy
ICHCTBOBATE OT MIMEHH METHIMHCKOH OPTaHH3aIKH, JIEKTPOHHBIA PELEHT pErucTpupyercs B
ITnardopme.
3.6. Ilepen perucrpanueii B [Lnargopme 3meKTPOHHOTO peLenTa Ha JIEKapCTBEHHBIE TIpenaparhl 10
nporpamme JIJIO, koToperit popmupyercs B moaducteMe «YIpaBiIeHHe JI6IOTHEIM JIEKapCTBCHHBIM
obecriedeHIEM» My IIPHCBAUBACTCS YHUKATLHBIA HOMeD.
3.7. Tlpu peructpamuy SJIEKTPOHHOTO PELENTa Ha JeKapCTBEHHBIE [penaparsl 3a MOJIHYIO
CTOMMOCTB €My NPUCBANBACTCS YHUKANBHBIH HACHTHDUKATOP, COCTOSIIMIA U3 HOMEpA PELeNTa JUIs
JIEKTPOHHBIX PEIEHTOB Ha pelenTypHOM Ommanke hopmer Nel107-1/y.
3.8. JIonoHUTEIBHO [UIst BCEX DJIEKTPOHHBIX PELENITOB (opMupyeTCs yHUKATBHBIN KO penenTa B
MarmhouuTaeMoM dopmare (anee - QR-kox) mist MICHTH(QUKAINY PelenTa U JIMIa,
obparuBIIerocs B hapMaleBTHIECKYIO OPTaHU3AIHIO 32 OTIYCKOM JICKapCTBEHHBIX IIPEIapaTos.
3.9. B nensx oopMIIeHHUS SIIEKTPOHHOTO PEIENTa MEIHIHHCKUMH oprauusanusmu B [Inarpopmy
IPEIOCTaBIISAETCs ClieTyontas HHpOopMaIus:
1) cBeneHus 0 MEMIMHCKON OPraHU3aI|H, B KOTOPOi (opmupyercst 3eKTPOHHEBIH penenT;
2) cBeneHusl O MEIUITMHCKOM PabOTHHKE, KOTOPBIH 0hopMIIseT SJIEKTPOHHBIN PeIenT;
3) cBemeHus O MAIMEHTe, HY)KIAIOMEMCS B JIeKAPCTBCHHOM npenapare;
4) cBeneHUs O HA3HAYCHHBIX [IAIUEHTY JIEKAPCTBEHHBIX Ipenaparax.
3.10. TTepeava nuadpopmanuu B [Tnarhopmy MeTHIHHCKAME OpraHu3alUsMHU OCYIIECTBIISIETCS: -
1o penienTam, opopmiisieMbM B paMkax porpamm JIJIO - ¢ HCHONb30BAHIEM MEHITHECKOM
OpraHu3allyel MOACHCTEMBI «Y IpaBIeHUE IbIOTHBIM JIEKAPCTBEHHBIM 0GECIICYEHIEM; - TTO
penentam, 0pOpMIIIEMEIM 3a NOJIHYIO CTOMMOCTB - ¢ HCIIOJIb30BAHHEM TOJICHCTEMbI «YTipaBieHue
JETOTHBIM JIEKAPCTBEHHBIM 00CCTICYCHUEM) MM MEIMITMHCKIX HH(OPMAIIHOHHEIX CHCTEM,
TIPUMEHACMBIX MCJMIMHCKMMY OPTaHHU3ALUSIMHE JUIS aBTOMATH3ALUN CBOEH IeITeHHOCTH,
3.11. Tlpu noamucanuy sekTporHOro penenrta YKIII Memumurckoro paboTHUKA IPOU3BOAUTCS
TIpONe/lypa IPOBEPKHU ICHCTBUTENBHOCTH cepTuduKara kioya YKIIL. B ciyyae
HEJICHCTBUTEINLHOCTH cepTudukaTa kioda YKIII anexrponssiit peruent He GpopMupyeTcs B
Ka4eCTBE SJICKTPOHHOTO I0OKYMEHTA, a IIOJVIEXKUT PACTICYaTHIBAHUIO HA GyMaxKHOM HocuTeNne. 3.12.
Odopmienne 5eKTPOHHOrO pelenTa OCyecTBIseTes 6e3 ny6nupoBaHus Ha 6YyMakHOM HOCHTEE
B CITyHae OTCYTCTBHS 3asBJICHHUS TALIHEHTA (€r0 PEJICTABUTENS), COCTABIEHHOTO B IPOCTOM
IHCBMEHHOR YOpMe, O BE/IEHHH €0 MEIMIMHCKOMN T0OKYMEHTAIIH B GymaxnoM Bue. I1o
TpeGOBaHHUIO NaNeHTa (€ro PEICTABUTENS) MOXKET GhITh 0(hopMITEH SK3EMILISP IIEKTPOHHOTO
penenTa Ha GyMaKHOM HOCHTENE ¢ OTMETKOM «Jly6nmKar 9JIEKTPOHHOTO JTOKYMEHTAY, '
3.13. B ciyuae oTka3a nanuenTa Ha oopMIICHHE SJIEKTPOHHOTO PENENTa Ha JIEeKApCTBEHHBIH
TIpeTiapar, IpH HATHYHH 3a5BIICHAS NALMEHTa, COCTABICHHOTO B IPOCTOM IMCEMEHHOM (opMme, 0
BENICHUM €ro MCIMIMHCKOHN IOKyMEHTally B OyMaXXHOM BHJe, IAUEHTY ohopMisiercs penent Ha
JICKapCTBEHHBIH IIpenapaT Ha OYMaXXHOM HOCHUTENe. -

4. OToyck JJeKapcTBEHHbIX NPENapaToRB Mo 3JIEKTPOHHOMY pelenTy
4.1. OTmyck JIeKapCTBEHHBIX IIPENapaToB 110 SJIEKTPOHHOMY PELIENTY OCYIIECTBISIETCS B
COOTBETCTBHHU C IPABHIIAMH, Y TBEPXK/ICHHBIMA IPHKa30M MUHHCTEPCTBA 31paBOOXPAHEHHS
Poccuiickoit ®epepamun ot 24.11.2021 Ne 10931 «O6 yrBepxaenuu Ilpasui otmycka
JICKApCTBEHHBIX NIPENapaToB UL MEUIMHCKOrO IPUMEHEHHS Al TEeYHBIMU OPraHu3aIUsSMH,
VHIHBANYaNbHBIMA NPEINPHHAMATENAMH, UMEIOIUMH JTHICH3UIO HA OCYIIECTBICHHE
(apmaneBTHYIECKOM NEATENLHOCTH, MEIULHHCKEME OpraHu3alUsaMH, UIMEIOIUMH JIMICH3UIO Ha
OCyIIeCTBICHHUE (PapMaIeBTHYECKOM AEATETFHOCTH, H HX 060CO0TCHEBIMA oJpa3aeICHHUSIMH
(ambynaropusivu, GpenbaIepcKuMu 1 enpamepcko-aKymepckuMu MyHKTaMH, LEHTPaMH
(otnenennsamu) oGuielt BpaueGHO# (cemeittoix) NPaKTHKH), PACIOIOKEHHBIMHY B CEJIbCKHX



IIOCENECHUAX, B KOTOPBIX OTCYTCTBYIOT alITCYHBIE Opr AHH3alUY, a TAKXKE HpaBHJI OTITyCKa
HapKOTHYECKHX CPEJICTB U NICHXOTPOITHBIX BEIIECTB, 3aper HCTPHPOBAHHBIX B KaYECTBE

JICKApCTBECHHBIX IIPENAapaToB A1 MEJHIIHHCKOIO NIPpHMCHEHHUS, JICKAPCTBEHHBIX npenapaToB /I
MCIHIIHHCKOTO IPHMEHCHHS, coaepKalHX HapKOTHYCCKHE Cpe/icTBA H IICHXOTPOITHBIC BEIIECTBA, B

ToM yncne Ilopsizika oTiycka anTeuHbIMU OpraHU3aUsIMA KMMYHOGHOIOTHYECKAX JIEKapCTBEHHBIX
TIpEnapaToBy. o

4.2. Jlns nony4yenus Ha3HAYCHHOTO JIEKAPCTBEHHOTO TIpeNapaTa B bapmareBTHYECKOM
Opranusanuy, noaxmoueHHo Kk [lnargopme IMonssosarens ITnargopmer (manuenT wim
TIPEICTaBATEb [TAMEHTA) IPEABSBIIET ANTECIHON OPraHU3alii: - CEPHIO U HOMEp SIEKTPOHHOIO
pelienTa ULt OJy4eHust IEKapCTBEHHOr o npenapara 1o nporpamme JIJIO. Tlpu nonyuenuu
JIEKapCTBEHHOTO Iperiapara o JIEKTPOHHOMY perenty 1o nporpamme JIJIO nanuent o6pamaercs
TOJIBKO B OPraHU3al|y, OlIpe/ieIieHHbIe IpukasoM MunucTepcrsa 3/[paBoOXpaHeHus PecryGnuku
Kanmeikus (prkas N°1361-np ot 29.10.2020r.); - QR-KOx Ml HOMED 3JIEKTPOHHOTO PELeITa 1
MOKYMEHT, yOCTOBEPSIOIIHUH INYHOCTH JUIS IOJTyYEHHUS! IEKAPCTBEHHBIX IIPENapaToB 3a IOJIHYO
CTOHUMOCTS - B JII000¥ (hapmaleBTHYECKO! OpraHu3aliy Ha Tepputopun Pecy6uku Kanvbikus,
TOAKIIIOYCHHOM K Inardopme. DIeKTPOHHBIN PELEnT MOXKeET GBIT IIPEIBSBICH B BUIE QR-kxona
HJTH HOMEpA pelenTa Ha 9KpaHe MOOGHILHOTO yCTPOHCTBA Ml HA GyMasKHOM HOCHTENIE B BHJIC
«Jlybnmkata >IeKTPOHHOTO JIOKYMEHTa) ¢ HaHECEHHBIM Ha HeM QR-KozoMm.

4.3. Ilons3oBatens Inargopmsl MosxeT HOJTY4HTH QR-Kkoz1 u/unm HOMep 3IEKTPOHHOTO PelenTa B
JIYHOM KabHHeTe MOGHIIGHOTO IIPAJIOKEHHUS OIIepaTopa ITnardopmst. ITons3osaremn [liarhopme
CaMOCTOATENTEHO 00ECIIEYMBAIOT COXPaHHOCTh QR-KOZa M/HiTH HOMepa 3MEeKTPOHHOTO penenra ot
AOCTyNa K HEMy MOCTOPOHHUX yuIl. Jlomyckaercs nepenada QR-kona u/ Wi HoMepa HMEKTPOHHOTO
DElenTa IPEACTaBUTENIO M0JIb30BaTes [I1aThopMe! u1st oIy JeHHs JISKapCTBEHHOTO Mpenapara B
(hapmarieBTHYECKOM OPraHU3aIUI B TOM K€ IOPSKE H B TEX XKe CIIyJasiX, YTo U Iepejiaya perenta
B hopme GymaxHoro okymenta. Ilepenasas QR-xox u/ wiw HOMepa 3JIEKTPOHHOT'O pelenTa
nosp30Batenk ITnaTgopmbl Tem caMbIM BBIPaXaeT COracHe Ha 06paboTKy 1 repenavy ero
TIEPCOHATILHEIX JIAHHBIX, TOH OpraHu3alliH, KOTopoii on nepenaer QR-Kox u/ wimu Homep
BIIEKTPOHHOI'O perienTa, a Takxke oneparopy Ilnardgopmsr.

4.4. Ilepenaga nnopmaruu B [lnardpopmy dapmanesTiaeckamu OpraHHU3alUsIMH
OCYIIECTBIIAETCS: - IO penentam, oGopmisieMbM B pamkax nporpamm JIJIO - ¢ uenonp30BaHmeM
TOZCACTEMBI « Y IIPaBIICHHE JIBIOTHBIM JICKAPCTBEHHEIM 00ECTIEYEHHEMY. - TI0 PELENTaM,
0(OPMIISIEMBIM 32 TIOJIHYIO CTOMMOCTS - C HCIIOb30BAHHEM (apMaIeBTHIECKHX UH(OPMATHOHHBIX
CHCTEM, NPUMCHSICMBIX (papMAaIleBTHYECKUMH OpPraHU3aUAMH JUIS ABTOMATH3AIUH CBOEH
ACATEIBHOCTH, MO0 C MOMOIIBIO IIPOrPAMMHOT0 06ECTIEIeH S, IPEIOCTABISIEMOTO OIIepaTopoM
[Inardopmsr.

4.5. ®apmanesTHYeCKast OpraHU3alys 3aIPANIHBACT IEKTPOHHbIH PELENT B NOACHCTEME
«YTpaBIIeHHE JIbFOTHBIM JIEKAPCTBEHHBIM 0G€CTIEYeHHEMY - IIPH 00CITy)KMBAHUY 3IEKTPOHHOTO
penenta no nporpamme JUIO no cepun 1 HOMEpPY 3IEKTPOHHOTO penerTa, 6o B IInardopme B
OTHOIIEHHHU JIEKTPOHHBIX PEIENTOB 32 ONHYIO CTOUMOCTE 110 QR-Koxy mimu HoMepy
SJICKTPOHHOTO penenta yepes oneparopa [lmarpopmsr. Ecim penent Bamzaen (cootsercrayer
TPEOOBAHUSM 3aKOHOMATENBCTBA | JOILYCKAET OTITYCK JIEKAPCTBEHHEIX nperapara 1o Hemy B
JIaHHOH (hapMaNeBTHIECKON Opranu3alyy), paboTHHK (apManeBTHIeCKOi OpraHM3aluu JACHCTBYET
B TOM € IIOPs/IKE, KaK ¥ IPH TOJIYyYEHHH COOTBETCTBYIOMEH HHpOpMauu B popme GyMaHOro
AOKYMEHTa, NPHHUMAs PEIICHUE O BO3MOXXHOCTH 00CITy)KUBaHKS PEIENTa Ha OCHOBAHUH
JIEHCTBYIONIMX HOPMATHBHBIX [IPABOBBIX aKTOB, PENIAMEHTOB M JOJKHOCTHBIX MHCTPYKIUHA.

4.6. Ecim peuent He BaymuzieH (HeAHCTBATEEH, IPOCPOYEH, YIKe 00ciysKeH, He MOKET ObITh
obciysxeH B IaHHOM (papMaleBTHIECKON OpraHu3anun), oneparop Ilnardopmsr muGo moncucrema
«YTIpaBIIeHHE JTLIOTHBIM JIEKAPCTBEHHBIM 00ECTICYEHAEM) - IIPH 00CTyKHBaHHUH SJIEKTPOHHOTO



penenra no nporpamme JIJIO Bo3Bpaimact B HHOOPMAIHOHHYIO CHCTEMY (hapMaleBTH9eCKoH
OpraHm3auuy HHGOPMAIMIO O IPHIMHAX HEBO3MOXXHOCTH 00CITYKUBAHNS JICKTPOHHOIO PEIEHTa.
4.7. Tpu HEBO3MOYXHOCTH OTITYCKA JIEKAPCTBEHHOTO MPENapara 1o NCKTPOHHOMY PELCIITY
paboTHHK (hapMaleBTHIECKON OPraHu3allut, B KOTOPYIO ob6paTuiics moib3oBarels Ilnargopmsl,
urbopMupyeT nosk3oBatens ITnardopMbl 0 MPUIMHAX OTKa3a.

4.8. Tlpu OTIyCKe HA3HAYCHHOTO JIEKAPCTBEHHOIO MPETapaTa o JJIEKTPOHHOMY PELENTy CTaTyc
3JIEKTPOHHOTO PelenTa JOIDKEH ObITh H3MEHEH paGoTHHKOM (hapMaleBTHIECKOH OpraHu3aluy Ha
craryc «oTmyueny». Ipu 9ToM, hapMaleBTHIECKUMU OPTraHU3aliiaMU B ITnatdopmy uepe3s
Texmuueckoro oneparopa [Liardopmsr 60 TOACHCTEMY «YTIPABJICHHAE JIHIOTHEIM
JIeKapCTBEHHBIM 00€CTIeYeHHEM) - IPH 00CITYKUBAHHMU IEKTPOHHOTO PELENTa 110 IPOrpaMMe
JIJ10 npemocTaBseTcs caeayromas nHpOpMaIus: '

1) cBenenust o papManeBTUIECKON OPraHn3aluH, B KOTOPO# GBUI 00CITy’KEH SMEKTPOHHBIH PEIEIIT;
2) cBesieHus 00 OTIYIIEHHBIX JIEKApCTBEHHBIX Mpenaparax;

3) cBeeHus 0 PabOTHHKE, OTIYCTHBIIEM JICKAPCTBEHHBIH NPENapaT NAUCHTY M0 JCKTPOHHOMY
penenty.

4.9, TIp¥ OTIyCKe YacTH JIEKAPCTBEHHBIX MPENapaToB, YKa3aHHBIX B JJICKTPOHHOM PEICTE, CTaTyC
9JIEKTPOHHOTO PEIENTa JOJKEH OBITh H3MEHEH PAOOTHHKOM (dapManeBTHUECKON OpraHu3alii Ha
CTATyC «OTITyIIEH YacTHYHOY. IIpH TakoM CTaTyce 3NEKTPOHHOTO perenTa 110J1b30BaTENH
ILnatdopMBI MOTYT GBITH OGCITYKEHBI JILI B YaCTH HE OTITYIICHHBIX JICKAPCTBCHHBIX IIPENapaTos.
4.10. B oTHOIIEHUY JIEKTPOHHBIX peuen;ros, 0(hOPMIICHHBIX C HAPYIICHUEM YCTAHOBJICHHBIX HOPM
3aKOHOJATENHCTBA, PAGOTHUK (hapManeBTHIECKOH OpraHu3aluy I0/DKEH H3MCHUTE CTaTyC
3JIeKTPOHHOTO PEleNTa Ha CTATyC HeeHcTBATeNeH. JIEKapCTBEHHBIC IPENApaTE 0 TaKOMY
pelenty OTIyIIECHBI OBITh HE MOTYT.

4.11. CBeyienus], HpenocTapiseMble GapMaleBTHIECKO! OpraHu3aliei npu o0cITy)KUBaHUH
MAIUEHTA TIO 3JIEKTPOHHOMY PELENTY, & TAKXKe H3MEHEHHE CTaTyCa 3JIEKTPOHHOTO peLenTa
TIO/IIACHIBAIOTCS ANIEKTPOHHOM 11 POBOH MOAMHCHIO PabOTHHUKA OpraHA3allkHY, u/mm YKOII
PYKOBOIUTEISI OPraHU3aIuu. '

4.12. YueT 1 XpaHeHHE 3JIEKTPOHHBIX PELENTOB 00ECIeUHBACTCs ONEPaTOPOM [Tnardopms! B
TeYeHHe CPOKOB, IIPETYCMOTPEHHBIX IS XPAHEHHSI PELEHITOB Ha OYMaKHBIX HOCHTEILIX.



[punoxenye 2 K MpUKasy

Ilnan BHeAPEHU 3JIEKTPOHHBIX PEeLENTOB Ha JeKapCTBECHHbIC

npenapaTtsi AJIsi METHIMHCKOro NPHMEHEHHs Ha TePPHTOPHH
CapnuHEKOro paioHa

Ne | HaumeHOBaHHE MEPOTIPUSTHS Cpox OTBETCTBEHHBIE
/1 UCIIOTHEHUS
‘s o MEPOIPHSITHSL
1 CdopmupoBaTh peecTp METUIMHCKAX 1 deBpans JIumxuesa JI.B.
paGOTHUKOB, IMEIOMIUX IIPABO BBINUCHIBATH 2024r
anexTponnsie perentsl (PPMP).
2 O6ecIeunTsh YCHICHHOM KBaHpUIIMPOBaHHOMI 1 ampens I'opoxoes b.1.
snexTponHo# nommuceio (YKIII) METUIUHCKIX 2024r
pabOTHUKOB COTJTIACHO PEECTPY.
3. [TpoBecTH HHCTPYKTAXK MEIUIIMHCKAX 1 ¢eBpans T'opokoes B.M.
pabOTHAKOB 10 (POPMHUPOBAHUIO IIEKTPOHHBIX 2024r .
PELIENTOB B MeIMIHHCKON HHPOPMALIHOHHON
CHCTEME.
4 3arryck BBITHCKA MEAUIHHCKAMU (eBpaip-MapT JIumxuesa JI.B.
OpraHu3alysiMi 3JEKTPOHHBIX PELICTITOB. 2024r
5 W31aTh IpUKa3 Ha YPOBHE IOJBEOMCTBEHHBIX | SHBaph JIumxuesa JLB.
MEIUIMHCKMX OpPraHu3al|i ¢ ONPECICHUEM 2024r
'nasusie Bpaud MO OTBETCTBEHHOTO JiL@ (He
HIDKe 3aMECTHTENS PYKOBOIUTENIS) U TpaduKoM
TIOCTEIIEHHOTO TIePeX0/ia Ha 3JICKTPOHHEIC
peLEenTHL.




