PECITYBJIUKA AJITAM AJITAH PECITYBJIMKA

MHHHCTEPCTBO 3/IPABOOXPAHEHHS AJITAT PECITYBJIHKAHBIH CY-KAIBIK
PECITYBJIMKH AJITAJA KOPBIBIP MUHHCTEPCTBO3BI
ITPUKA3 JAKAPY

ot 30 mosbps 2023 rona Nel24-ox
r. 'opHo-AnTalick

06 HCHOIB30BAHAM HA TeppuTopun Pecnybiuku AnTail penenTos Ha
JeKapCTBEeHHbIE penapaThl s MEIHUNHCKOr0 NPUMEHEHHs,
chopMHpOBaHHBIX B JOpPMeE 3IEKTPOHHBIX JOKYMEHTOB H yTBEP:K/I€HHH
PernavenTa 06 nHpopManHoHHOM 0GMeHe yIACTHHKAME HH(POPMAIHOHHOT0
B3auMoeiicTBHs Npu GOPMHPOBAHHH H HCNOJIL30BAHHH PeNeNnToB Ha
JleKapcTBeHHbIe NpenapaThl Al MeJHIMHCKOT0 IPHMEHEHUSA B (hopme
3JEKTPOHHBIX JOKYMEHTOB

B COOTBETCTBUM ¢ IyHKTOM 4 cTathyi 6 QexepanbHOro 3aKoHa oT 12 ampers
2010 r. Ne 61-®3 «O6 obpameHny JIEKapCTBEHHBIX CPEACTB», Ha OCHOBAHUM
NOANMYHKTa «m» IyHKTa 8 Ilojoxenus O MUBHCTEPCTBE 3/(PaBOOXPAHCHHUS
Pecry6niku Anraii, yrBepxaenHoro IloctaHoBICHHEM INpaBurenbcTBa PecryOnuxu
Auraii ot 16 mrons 2009 . Ne 160 «O6 yreepxaenun [Tonoxenus o MuHuctepeTse
3ypaBooxpanenys Pecmy6muxu Antail U MPU3HAHUKM yTPATUBIIMMI CHITY HEKOTOPEIX
nocramoBnenuit IlpasurenscrBa PecmyOnuku AnTaid», a TalkKe BO HCIONHCHHE
nprKaza MUHUCTEPCTBA 3PAaBOOXPAHCHI Poccuiickoii ®Peneparuu 0T 7 CeHTAOPs
2020 . Ne 947 «O6 yrBepxnenuu Ilopsmoka oOpraHusaldl CHCTCMBI
IOKyMeHT0000poTa B cdepe OXpaHbl 3I0POBbS B HacTH BEACHHUA MeTUIMHCKON
JIOKyMEHTAlH B (opMe SIEKTPOHHEIX TOKYMEHTOB» I p H K a 3 bl B 4 10:

1. Vicnionp3oBaTh Ha TeppuTopurt PecryGnuku Ajrail Hapsay ¢ pelenraMi Ha
JleKapCTBEHHBIE TIperapaTsl JJIs MEAHLHHCKOro I[PUMEHEHMH, oopMIIEHHBIMU Ha
GyMasKkHOM HOCHTEIe, PELIENThl Ha JICKapCTBEHHBIE MpenapaTel, chopMupOBaHHEIE B
(popMe IIEeKTPOHHBIX JIOKYMEHTOB.

2. Vreepaute PermamMent 00 uMH(OPMAIMOHHOM obMeHe Yy4YacTHHKaMU
MH(GOPMAITHOHHOTO B3aNMO/IHCTBHS TPY GOPMIPOBAHMH ¥ KICIIOIE30BAHUM PELICIITOB
Ha JIeKapCTBEHHBIE IIpenapaThl JUIsT MeJUIMHCKOrO IPUMEHCHNMS B (hopme IEKTPOHHBIX
JIOKyMEHTOB.

3. PykoBonuTesiM MeEIUITHHCKUX oprasu3arui, TIOABEIOMCTBEHHBIX
MUHHCTEPCTBY 3apaBooxpanenus PecrryGmuxu Araid, pu o(opMIICHUH PELETITOB Ha
JIeKapCTBEHHbIE TIPENapaThl AU MEIUIMECKOTO NPUMEHEHI 38 TIOIHY0 CTOUMOCTD B
dopMe IIEKTPOHHBIX NOKYMEHTOB M 3& CYET CPCACTB OIOKETHBIX ACCHUTHOBaHHH
henepanpHOro GrofuKeTa 1 GI0/IKETOB CyOHEKTOB Poccuiickoit Peneparyy, a TakKe IIpy
OTIIyCKe JIeKapCTBEHHBIX IPETapaToB [0 HUM, PYKOBOJCTBOBATBRCA yTBEPIKACHHBIM
PernamMeHTOM.

4, PyKOBOUTEISIM ~ MEIUIMHCKUX M (hapMaLeBTHICCKUX opraHuv3aLii
Pecrry6muku Anraif, Bcex (opM cOOCTBEHHOCTH, IpPH opOpMIIEHHM PELENTOB Ha
NeKapCTBEHHBIE TIPENApaThl U MEJMITMHCKOro MPUMEHEHI 33 HOMHYIO0 CTOMMOCTE B



(hopme SIIEKTPOHHEBIX TOKYMEHTOB W OTIIYCKE JCKapCTBEHHBIX IIPENApaToB MO HUM,
PYKOBOJICTBOBATBCS YTBEPKAECHHBIM PermaMenToM.

5. Jlupexropy KaseHHOTO yupex[ieHus 3MpaBOOXpAHEHS PecrryGmuxu Anrrait
«MenuimHckuE MHGOPMALHOHHO-aHATUTIYeCKHH neHTp» A.B. To6oeroii B CPOK 110
31 nexabps 2023 r. OpraHW3oBaTh IOCPENCTBOM MOICHCTEMBI peruoHanBHas
mnatdopma  «ONeKTpoHHEIH  pewent» u  CepBuca «OJEKTPOHHBIH  perent
IOAKITIOYEHUE MEMIMHCKUX H (DapMalleBTUYECKUX OPraHM3alyii, OCYIIECTBIISIOMIIX
ACATCIBHOCTE  HA  TeppuTopud  Pecrybmukm — Anraif, K  IocyaapcTBEHHOM
MH(QOPMAIMOHHOH cHCTeMe B cdepe 3/paBOOXpaHEHHS PecriyOnuku  Anrait s
(hopmupoBanus M O6CIyXMBAHMS PEIENTOB HA IJEKAPCTBEHHEIE IIPEapaThl st
MEZMIIHCKOTO IPUMEHEHHS B (DOPME 3IeKTPOHHEIX TOKYMEHTOB.

6. 'naBHpIM  BpauaM  MEIWIMHCKMX  OpPTaHM3ALMi, I[IOIBEIOMCTBEHHBIX
MunucreperBy 3mpaBooxpaHeHus PecryGmuxu Anrai, x 31 nexaGps 2023 .
obecneunts BhIMCKY 100% HaszHaueHMil pelenTypHBIX JICKapCTBEHHBIX IIpenapaToR
UL MENULMHCKOTO TIIPUMEHEHHS B (POpPME 3JIEKTPOHHOTO NOKYMEHTa, KaK 3a MOJHYIO
CTOMMOCTB, TaK W II0 MPOrpaMMaM JIb[OTHOTO JIEKApCTBEHHOro obecriedeHMs Oe3
MyOipoBanust Ha OyMaXKHOM HOCHTENe, ¢ HOCIENYIOMMM TIOAIMCAHIEM YCHIEHHOM
KBAIH(UIIMPOBAHHON SIIEKTPOHHOM MOMIMCHIO ¥ OTIPaBKo# B MefepabHblil peectp
QIICKTPOHHBIX MeIHIMHCKUX nokymenToB ETTC3.

7. B xa4ecTBe KOHEYHON AT EPex0ia OT PELENTOB Ha GYMa)KHOM HOCHTENE K
JJeKTPOHHBIM  pellenTaM Ha JEKapCTBEHHBIE Ipernaparthl Ui MEIHIIMHCKOrO
NPUMEHEHHUs, KaK 3a IIOJHYK) CTOMMOCTh, TaK K II0 MPOrpaMMaM JEFOTHOIO
JIeKapCTBEHHOro odecneyeHus, onpeneantsb 31 qexabps 2023 r.

8. Konrpons 3a BBIIONHEHWEM HacTosmero IIpWkasa BO3JIOKHUTH Ha
samectuTens Mmunucrtpa H.A. Karnapakosa.

9. Hacrosammii mpuka3 BCTyHIAeT B CHIY Hepe3 eCsATh KalleHJapHBIX IHei
II0CIIE THS ero OQUIUAILHOIO OYOIMKOBAHHUS.

Munuctp B.A. EnsixomoB




YTBEPXJIEH
npukazoM MunucrepcTBa
3apaBooxpaneHus PecryOnuku Asrraii
or 30 Hos6ps 2023 r. Ne 124-o1

PermamenTt
00 HH$popManHOHHOM 00MeHe YIaCTHHKOB HHGOPMANMOHHOI0
B3aMMO/eHCTBUS IPH (GOPMHPOBAHHH H HCIIOJIL30BAHUH PEeleNITOB Ha
JeKapcTBeHHbIe HPenapaThl I MeAHIHNHCKOI0 NpuMeHeHus B (opme
3JIEKTPOHHBIX JOKYMEHTOB

1. O6uue nos1oKeHN st

1.1. Hacrostuuii PermameHT 00 wuH(OpMandoHHOM oOMeHEe YJaCTHHKOB
VH(MOPMALIMOHHOTO  B3aUMOJEHCTBUS MNpH (OPMUPOBAHMM U  HCIHOIb30BAHHMH
PEUENTOB Ha JICKapCTBEHHBIE MPENApaThl A1 MEJUIMHCKOIO IPUMEHEHUS B (hopMe
3NEKTPOHHBIX  JOKYMEHTOB (nadee — Permamenr) ompenenser Nopsaok
HHGOPMAITHOHHOTO obmena MEXKIY  YYaCTHHKaAMH HWH()OPMALIMOHHOTO
B3aUMOJICHCTBHA IIPH UCIIOIb30BaHUK Ha TeppUTOpuH Pecrybnuku Anrail Hapsay ¢
pelentaMyu Ha JIEKAPCTBEHHBIE IIPENapaTsl s MEJUIMHCKOTO IIpPUMEHEHWS,
oOopMIIEHHBIME Ha OyMaXKHOM HOCHTeEIe, PELENTOB Ha JIeKapcTBEHHbIE IIPeapaTL,
chopMUpoBaHHEIX B (OpMe 3NEKTPOHHBIX JOKYMEHTOB (malee — 3NeKTPOHHBIH
PELIENT), HOCPENCTBOM IIPUMEHEHHS PETHOHANBHOU IaThopMel «DIEKTPOHHBIH
penentT u ceppuca « JNeKTPOHHBIN penenT, a TAKXKe YCTaHABIUBAET TpeOOBaHMS K
MIeHTHQUKAIIUY ~ pellenta B (OpMe DIEKTPOHHOrO JOKyMEHTa M JIHIA,
00paTHBILIEroCs 3a OTILYCKOM JIEKAPCTBEHHBIX IIPENAPATOB I10 TAKOMY PEIenTy.

1.2. Ilox peruonansHOM mmaThopmoil «DIEKTPOHHBIM pelent» (mamee —
[Mnardpopma) noHMMaeTcs IOACHCTEMA TIOCYJApCTBEHHOH HMH(MOPMALHOHHOMN
cucteMsl B cepe 3npaBooxpaHeHus PecryOiauku AnTait B Bujge 6assl 3JIEKTPOHHBIX
peLienToB, obecreynBAarOIasl BBIIOIHEHHE OTACIBHBIX B3aMMOCBA3AHHEIX (yHKIMI
0 00paboTKe, XpaHEeHHIO, IIPOBEPKE U MPEJOCTABIECHHIO JOCTYIIA K pelenTaMm Ha
JIEKapCTBEHHEIE IpenapaThl Ui MEJMIMHCKOro MpUMeHeHHS CGHOPMHPOBAHHBIM
MEJUIMHCKUMU opranuzanuaMu Pecrybnuxu Anraii.

1.3. ITon cepsrucomM «DIJIEKTPOHHBII peLenT» IOHUMAETCA JJIeKTPOHHAs
cucrema, obecrieyuBaronias WHGOPMAIMOHHEIM o00MeH wmexay Ilmardopmoi,
y4YaCTHUKaMH MH(OPMALMOHHOIO B3auMOJeHcTBUS U mmors30BaTelisiMu [ Liathopmel,
npenocTaBisieMast onepaTtopoM IlnaTdopMer.

1.4. PermaMeHT pacnpocTpaHsieTcs Ha UHQOPMalMOHHEIM 00MeH YIaCTHUKOB
UHQOPMALMOHHOTO  B3aUMOJEHCTBUS  NpW  (QOPMHPOBAHMM U OTIYCKe
JIEKAPCTBEHHBIX IIpPENapaToB s MEIUIMHCKOIO IIPMMEHEHHS 3a IIOJHYIO
CTOUMOCTh, O(hOpMIIAeMBIX Ha pelentypHoM Onanke ¢popMbl Ne 107-1/y, a Takke Ha
MHOOPMAIIMOHHBI OOMEH yYacTHHKOB HMH(OPMALMOHHOTO B3aWUMOJEHCTBUS IIPU
OTIyCKE JIEKapCTBEHHBIX MPENapaToR /A MEIUITMHCKOTO IPUMEHEHNS Ha JTIOTHBIX
yCIOBHSX HaceleHUro PecnyOomukyn Anraili (mamee — nporpammam JUJIO),



o(opMIISEMBIX Ha perenTypHoM Gnanke popmer Ne 148-1/y-04 (o).

1.5. VyacTHEKaMM HHQOPMALMOHHOIO B3aHMOIEHCTBUSA ABJISIOTCS:

1) oneparop [Tnathpopmsr;

2) noctaBmukH uHMGopMawu B Iltatdhopmy;

3) mone3oBarenu [Tnardpopmsl.

1.6. Oneparopom Ilnarpopmer seisercs Kasenroe yupexaenne Pecny6nuxu
Aurai «MenunuHCKAR uH(DOPMAITHOHHO-aHATUTHY € CKHIA LEHTP» oo
IOPUIUYECKOE JIUIO WM HMHAMBUAYalbHBIA IpeANpHHUMATENL, € KOTOPHIM B
COOTBeTCTBHE C DenepalbHbIM 3akoHOM oT 5 ampens 2013 1. Ne 44-®3  «O
KOHTPAKTHOH CHUCTEME B cepe 3aKyIOK TOBapoB, paboT, ycayr s obecriedeHus
TOCY/IapCTBEHHBIX ¥ MYHUIMIIAIBHBIX HYXI» 3aK/II09aeTcs JOTOBOP Ha PealU3alLlHIo
¢Qynkuuii  omepatopa IlnaThopmel, ocymecTBASIONIEE JIEATENBHOCTh IO €€
BHEAPEHUIO W sKCmuryaranud.  Oneparop  Iliardopmsr  ofecnedmBaer
UH(pOPMAITHOHHEI oOMeH MEXTY y4aCTHHUKaAMHU UH()OPMAIIIOHHOTO
B3aUMOJICHCTBHUA TIpH (OPMHUPOBAHMU M WCIONB30BAHMU BJICKTPOHHBEIX PEIENTOB
1pu nnomoin Cepsuca.

1.7. IocraBmukamu uHGpopmarmu B IlnardopMmy SBISIOTCS MeIUIIMHCKUE
OpraHHU3alluH, VH/IUBU/Ty aJIHBIE IIpeANIPUHUMATEH, OCYILECTBIISIONIHE
MEIMIIMHCKYIO NE€ATENBHOCTE Ha TeppUTOpuM PecmyOnuku Anrtaif, MOAKIIIOYEHHEBIE K
IInarpopMe B TOM 4YMClie MEOUIMHCKME OpraHW3al(iy, WMEIOINUE JIULEH3MI0 Ha
(apMaLeBTHYECKYIO0  [I€ITENBHOCT, W WX 000COGIEHHBIE IOAPa3ACICHHUS
(amOynaropun, Qenpamepckue U (GeNbALIEPCKO-AKYIIEPCKUE IYHKTBI, IEHTPEI
(ornenenus) obmeli BpaueOHOH (ceMelHOM) MPAKTHKH), PAaCIOJIOKEHHEIE B
CENIbCKUX HACEJIEHHBIX IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT AIIT€YHBIE OpPraHU3alMN
(manee obocobneHHEIe MOApa3AeIIeHHS MEIAIMHCKOH OpraHM3alIun),
noxakaodenusle X IlmaTrdopme, a Takxke (apMalneBTHICCKHES OpraHU3allid B BHIE
anTek M anTe4yHbIX IyHKTOB W  HWHAWBUAYAILHBIE  MPeANPHHAMATEIH,
OCYIIECTBIISIONINE AESTENbHOCTE Ha TeppuTopuu Pecnybnmku Aurail, uMeromiue
JHLEH3HIO Ha (hapMalleBTUYECKYIO JesTeNbHOCTE U moxkirouennsbie Kk [Inardopme.

1.8. ITome3oBarensmu I[liardopmel sBisioress Gu3UyecKkue ITUIA, KOTOPBIM
YIOJIHOMOYEHHBIMA MEIUIIMHCKUMU DPabOTHUKAMH METUIIHHCKUAX OpraHH3allui,
nopkiaoueHHslx Kk Ilnardopme, HazHaueHbl JeKapCTBEHHBIE IIpemapaThl U
MEIMLMHCKOrO TIpUMEHeHHS 3a IIOJHYK) CTOMMOCTh, COIVIACHBIIHECS Ha
odopmiieHue perienTta B GopMe 3MEKTPOHHOTO JOKYMEHTa (f1ajiee — MallieHThI) JTH00
UX 3aKOHHBIE NPEJICTABUTENH, JHO0 I1Ia, KOTOPHIX JHUI0, YKAa3aHHOE B peleNTe, Uil
€ro 3aKOHHBIN IIpelCcTaBUTENh YIOJTHOMOYMIN Ha IMONydyeHHe JIeKapCTBEHHEIX
npernaparos (jJajiee — NPeACTABUTENH MAleHTa).

1.9. MudopmanmoHHbIi 0o0MeH YYaCTHUKOB MH(OPMAILIOHHOTO
B3aNMOJCHCTBUS B YacTH OQOpPMIIEHHs peIrleniTa Ha JIeKapCTBEHHBIE IperapaTsl B
GopMe DIEKTPOHHOIO pelenTa H OTIYCKa JEeKApCTBEeHHBIX IIpenapaToB IO
ANIEKTPOHHBIM  pelenTaM OCYIIecTBIseTcs depe3 omnepatopa IlmaTdopMsl
nocpencTBoM mpuMeHeHuss CepBuca, a Takke HHPOPMALUOHHBIX CHCTEM
YYacCTHHUKOB MH(GOPMALMOHHOIO B3aUMOIEHCTBHS.

1.10. MudopMalliOHHBEIE ~ CHCTEMbl  YYaCTHUKOB  HMH(OPMALMOHHOTO
B3aMMOJIEMICTBUSA  TOJDKHBEI COOTBETCTBOBAaTH TPeOOBAHHUAM 3aKOHOJATENLCTBA
Poccuiickoit Mepepanum o6 wHQOpMany, WHMOPMAIMOHHBIX TEXHOJNOIHSAX U O
3alTuTe HHPOPMAIIHH.



I.11. YuacTHUKE WHO)OPMAMOHHOTO B3aUMOIEHCTRHS npu obpaborke
[IEPCOHAIIBHBIX TAHHBIX NPHUHUMAIOT HEOOXOMUMBIE IPABOBLIE, OPTAHM3ALNOHHBIE 1
TCXHUYECKHE MEPBI U1 3allUThI IEPCOHANBHBIX TaHHBIX U CBEACHUM, OTHECEHHBIX K
BpaucOHOH TaliHe, OT HEIPaBOMEPHOrO WU CIy4aifHOro JOCTylla K HHM,
YHUMTOXKEHUS, HM3MEHeHHs, OJIOKMPOBAHMSA, KONIMPOBAHHMS, IIPEIOCTABIICHHUS,
PacrpoCTPaHEHUs], a TAK)KE OT WHBIX HEIIPAaBOMEPHEBIX AeHCTBHI.

2. Moaxnrouenue k Ilnatgopme

2.1. Jlna monxmrouenus k IlmardopMe MemHIMHCKHE W (bapMaleBTHYECKHE
OpPraHU3allM{  JOJDKHBI OBITH  3aperucTpupoBaHbl B De/lepalbHOM — peecTpe
MEIIMIMHCKHX opranusanui (nanee — ®PMO). Menuiuackie pabOTHHKH, KOTOPHIM
MPEOCTABICHO NPaBO HA O(OPMIECHME 3IEKTPOHHBIX PELENTOB (edamuii Bpad,
(enpamep, akynep B ciydae BO3JIOKEHMS Ha HHX TOJHOMOYM JIEYAIIEro Bpaya)
(namee — MeAMUWHCKHE pPabOTHHKH), W bapmaneBTHIecKkue  pabOTHHUKH
(bapManeBTMUECKHX ~OpraHM3alMi, OCYIIECTBISIONINE OTIYCK JIeKapCTBEHHBIX
NpernapaToB, JO/DKHBI OBITH 3aperucTpupoBaHbl B DelepalbHOM — peecTpe
Me[IUIMHCKEX paboTHUkoB (manee — @OPMP). Perucrpanmst ocCyIecTBISETCS
MEMUIMHCKAMU M (DapMaleBTHYECKUMH OPTraHM3alUAMH  CaMOCTOSTEIBHO B
nopsagke,  yctaHosieHHom  llomokeHmeM O  eaMHOM — rOCYHapCTBEHHOIA
MHQOPMALMOHHOM  CHCTeMe B  cdepe 3APAaBOOXPAHEHHS, YTBEPKICHHBIM
nocranoBieHueM [IpasurenscrBa Poccuiickoit @enepanuu ot 09.02.2022 Ne 140 «O
SIUHOH TOCYyIapCTBEHHON HMHPOPMAIIMOHHOM chcTeMe B chepe 3/paBOOXPaHEHI».

2.2. llomkmroueHde MEAMIMHCKUX U (DapMaleBTHYECKHX OpraHd3aiuid K
[Inardopme ocymecTBisieTcs uepez omepatopa IliargopMsl Ha OCHOBaHUM
JEUCTBYIOIMX  TEXHUYECKMX  TpeOOBaHMM Ui TMOAKITIOUEHMs,  BKIIOYas
WHTETPAllMOHHEIE npoduan (GopMaToB B3auMopeicTBus omneparopa ILiardopMsl,
nyONuKyeMBIX B OTKpeITOM moctyme B cetn «Mutepmer». IlomkmodeHue K
IInatpopme ocymecTraserca Ha 0€3BO3ME3IHOM OCHOBE TTOCPENCTBOM IIPHUMEHEHHS
Cepsuca, peaniuzyemoro onepatopom [Lnatgopmsr.

2.3. Tlopxmoyasce x [lnardopme, nmocrasmuku uHbpOpMauu B Ilnardopmy
HECYT OTBETCTBEHHOCTH 33 IIOIHOTY, JOCTOBEPHOCTh U CBOEBPEMEHHYIO
aKTyaIN3aliio JaHHbIX.

2.4. Ceprudukarhl yCHICHHON KBaTM(UIMPOBAHHON 3IEKTPOHHOM IMOAIUCH
(nanee — VYKOII) mnpuMmeHseMBle I TIOANHCAHMS 3JIEKTPOHHBIX PELENTOB
MEIHUIIHCKIME ¥ (apMalleBTHIECKUMH PAOOTHUKAMU OPraHU3aliiil BEIIYCKAIOTCS B
TF000M aKKpeIMTOBAHHOM yIOCTOBEPSIONIEM HIEHTPE.

2.5. MepuauyHcKue U (papMaleBTHUECKUE OpraHu3alMM, SBISIOUMECcS
yJacCTHHKaMK WH(QOPMAMOHHOIO B3aWMOAEHCTBHS, CAMOCTOSTEILHO IOBOIAT IO
nosib3oBareneil [lnarpopmel MHGOPMAIIO 0 BO3MOKHOCTH MCITONB30BAaHUSA Y HUX
3NEKTPOHHOTO pellenTa dYepe3 CBOM CTPYKTYpPHBIE TMOApa3ieeHHs, Ha CBOUX
pecypcax B HH(OPMaLMOHHO-TEIIEKOMMYHHKALMOHHOM ceTn «VHTepHeT», a TaKke
WHBIMH Pa3pelleHHBIMU 3aKOHOIaTENHCTBOM CIIOCOOaMHU.

2.6. Ilogxkmouenne monb3oBatenedl k  Ilmardopme  ocymecTrisercs
TMOCPENICTBOM TIPENOCTABIICHUS JOCTyIa orepaTopoM IlmatrdopMbl K JTUHIHOMY
KabuHeTy MOOHIBHOTO TIPWIOKEHHA, B KoTopoM omepatop Ilnardopmel
obecrnieunBaeT oTpakeHue HHGOpMAIMKE 00 IMEKTPOHHBIX PEIENTaX U OTIYILEHHbIX



Ha UX OCHOBAHUH JICKapCTBEHHBIX Iperiaparax,

2.7. Unentudukanua u ayTeHTHhUKALKA I10Ib30BaTeNeH ITnardopmer s
MOJIy4€HUs CBEACHMH 00 OSIEKTPOHHOM pelenTe B MOOGHIBHOM IIPHIIOKECHHY
orepaTopa [Tnatdopmer OCYIIECTBIIIETCS OCPENCTBOM benepanpuoi
FOCYAapCTBEHHOM HH(pOpManHOHHOK crcteMs! «Enunas cucreMa HIeHTHOUKALAA K
ayTeHTH(QUKAIUK B  HHOPACTPYKType, obecrednBaromei MHOOPMAIMOHHO-
TEXHOJOTHIECKOe B3aMMOJCHCTBAE HHPOPMALMOHHEIX CHCTEM, MCIONB3YEMbIX I
IPENOCTABICHUS TOCY[NAapPCTBEHHBIX M MYHMIIMIANBHBIX YCIYT B 3IEKTPOHHOM
dopme», a TaKKe IOCPENCTBOM HOMEPOB MOOMIBHEIX TeNe(hOHOB MOIb30BaTeNei
[lrardopmsr.

3. Undopmanuonnbiii 06MeH Npu (JOPMHAPOBAHUH HJIEKTPOHHOTO perenTa

3.1. ®opmupoBaHHE 3JIEKTPOHHOIO DEIENTa OCYIIECTBISETCS C COTNIACHS
TIANUEeHTa MK NIPENCTABUTENS IalMeHTa B NOPSIKe, NPEeIyCMOTPEHHOM IIPHUKA30M
MuHucTepeTBa 3apaBooxpanenus Poccuiickoit @enepauun ot 24 Hos6ps 2021 r.
Ne 1094n «O6 yrBepxnennn Ilopsiika HazHageHHs JIEKApCTBEHHBIX IIPEnapaTos,
$hopM penenTypHBIX OTaHKOB Ha JIeKapCTBEHHbIE Mpenapatsl, [lopsaka odopmienys
yKa3aHHBIX OJaHKOB, UX y4eTa M XpaHeHHs, GopM OIaHKOB PEIENTOB, COMEPKAIINX
Ha3sHauCHUe HAPKOTHYECKHX CPEeNCTB MM IICHXOTPOIHBIX BemecTs, Ilopsiaka ux
U3TOTOBIICHUS, PACIpe/IeNIeHus], PETUCTPALUY, Y4eTa U XpaHeHus, a Takke IIpasun
odopmiIeHns 61aHKOB PELIEIITOB, B TOM YHCIIE B (JOPME SIEKTPOHHBIX JIOKYMEHTOB.

3.2. Ilpu odopMIEHMH NaLMEHTY 3JIEKTPOHHOrO PEIENTa, NalHEHTOM B
MEJMIMHCKOM  OpraHW3alliy  I[PEeAOCTaBISIeTCS  MMUCBMEHHOE — coIvlache  Ha
ohopMIIEHHE 3IEKTPOHHOI'O pelenTta U Ha o0paboTKy €ro MmepcoHaabHBIX JaHHBIX
MEIUIIMHCKOM opraHu3auueil u oneparopomM IlnathopMer.

3.3. DOmnexTpoHHBIE pelentsl 1o mnporpammam JIJIO  dopmupyroTcs
TOCPEACTBOM IIO/ICCTEMBI «YrpasieHue JBTOTHBIM JIeKapCTBEHHBIM
obecrieueHneM» B (opMaTe CTPYKTYPHPOBAHHOTO 3IEKTPOHHOIO MEIUIMHCKOIO
JokyMeHTa, nmoanuceBatores Y KOII Mmeauiuackoro paboTHHKA W HOMOIHATEILHO, B
YCTaHOBJIEHHBIX 3aKOHOAATEIBCTBOM CIIydasx, IMOAIMCHIO MpeaceaaTens (CexpeTaps)
BpadeOHOI KOMHCCHM MEJMIIMHCKOW OpraHu3alid, a TaKke YCUIEHHOM
KBaTU(DUIUPOBAHHOA  BIIEKTPOHHON TMOANMCHIO PYKOBOJAWTENS  MEIHIHHCKOM
opraHusanuu aubo JMLa, YMOJTHOMOYEHHOTO PYKOBOIHTEIEM MeIHI[HHCKOM
OpraHM3allMM JIEHCTBOBaTh OT MMEHH MEIUIIMHCKONH OpraHu3aliu Iocie dYero
nepenatores B [Imardopmy.

3.4. DNexTpoHHBIE PELENTHl Ha  JIEKAPCTBEHHBIE  TpEmapaThl s
MEIMIMHCKOrO IIPUMEHEHHS 3a IOIHYI0 CTOMMOCTh (POPMUPYIOTCA MeTUIIUHCKUMU
OpraHM3alMsIMH IIpY  I[IOMOIIM MEJUIMHCKON HWHGOOPMAIIMOHHOH  CHCTEMEL,
NIPUMEHSIEMOM Il aBTOMATH3aITMU CBOEH JIeITETBHOCTH.

3.5. OdopmieHHsli ¢ corjacusi TManWeHTa MW ToxnucaHuei  YKOIT
MEJUIMHCKOr0 pabOTHUKA W YCWICHHOMW KBAJIM(UIIMPOBAHHON OSJICKTPOHHON
MOATTUCHIO PYKOBOJIMTENSI  MeAUIIMHCKOM OpraHwWzanuy 100 nuna,
YIOJTHOMOYEHHOTO DPYKOBOJIUTENIEM MEIUIMHCKOW OpraHu3aiuui JIeMCcTBOBAThH OT
MMEHM MEeIUIIMHCKON OpraHm3aluy, OJJeKTPOHHBIM perenT perucTpupyercs B
ITnatdopme.



3.6. Ilepen perucrpanueii B Ilmatdopme 3JICKTPOHHOIO pelenTta Ha
JICKapCTBCHHBIE lpenaparel 1o mnporpamme JIJIO, xoTopsiit Qopmupyercs B
[ONCHCTEME  «YTPABICHHE JIbFOTHBIM JIGKADCTBEHHHIM  OBeCIleueHrneM» eMy
IPUCBANBAETCS YHUKATBHBIA HOMED U CEPHSL.

3.7. llpu perucTpaly 3JEKTPOHHOTO pENeNTa Ha  JIEKAPCTBEHHBIE
Openaparsl  3a  [OJHYIO  CTOMMOCTh €My IIPHCBAMBA€TCA  YHHUKAJIBHBIH
MICHTH(QHUKATOP, COCTOSIIMH M3 HOMepa peLeNTa JUis SIeKTPOHHBIX PEleNToB Ha
petentypHoM Onanke popmer Ne107-1/y.

3.8. JlOmONHUTENBHO JUIS BCEX OSIEKTPOHHBIX DELENTOB (DOPMHPYETCS
YHUKAJIBHBIA KOJ pelenta B MalmmHouuTaeMoM Qopmare (mamee — QR-kox) mis
WICHTH(QUKALMM pelenta M JMua, oOparuBmierocs B  (hapMaleBTHIECKYHO
OPraHM3allKio 3a OTILYCKOM JIEKAPCTBEHHBIX IIPENapaToB.

3.9. B nmenmsx odQoOpMICHUs 3NEKTPOHHOTO pelenTa MeIUIMHCKUMU
opraHusanusmMu B [lnardopmy npegocTasisercs cienyromas HHGOpMaIys:

1) cBeleEMa 0 MEIMIMHCKOM OpraHW3aluu, B KOTOPOH (opMupyercs
SIIEKTPOHHBIN PelenT;

2) cBejieHra O MEIUIIMHCKOM PabOTHHKe, KOTOPBIH 0pOpMIAeT 31eKTPOHHEIH
pELIeIT;

3) cBeieHNs O MalUeHTe, HyXIAIOIEMCs B JIEKAPCTBEHHOM IIpeIapare;

4) cBezlenMs O Ha3HAUEHHBIX MAI[eHTY JICKAPCTBEHHBIX MIPENaparax.

3.10. Ilepenaua mudopmamuu B [Inathopmy MeaMIMHCKAMH OpraHM3alysMy
OCYIECTBIIAETCS

- 10 pelentaM, oopMIsIEMEIM B pamkax mporpamm JIJIO — ¢ ucnoins3oBanueM
MEJMIMHCKON OpraHu3aliel mocucTeMsl « Y IpaBieHue JIbIOTHEIM JIEKAPCTBEHHBIM
obecrieyeHHEMY;

- Mo penentaM, oGOpMISIEMBIM 34 IOJIHYK) CTOMMOCTE - C HCIIOIL30BAHHEM
MEJAMLUMHCKMX  HMHMOPMAIMOHHBIX  CHCTEM, [MPUMEHSEMBIX  MEIUIIHHCKUMHU
OpraHU3aLMSIMU JUISL aBTOMATH3AIIMU CBOEH IeSITEIbHOCTH,

3.11. Ilpu mnoxpmucanuu siekTpoHHOro peuenta YKOII MeTHIIMHCKOTO
pabOoTHHKA MPOU3BOAUTCS IPOIeypa MPOBEPKH JIEHCTBUTEIBHOCTH CepTH(hHKATa
kmoya YKOIII. B cinyuae HegmeiictBuTensHOCTH cepTubukara kmoua YKDIII
SNIEKTPOHHBIA pelent He (GopMUpYeTcsl B KauyecTBE 3JEKTPOHHOIO JIOKYMEHTa, a
MOJJIEXKUT paclledyaThEIBAHUIO Ha OyMaXKHOM HOCHTEIIE.

3.12. Odopmnenre  3JeKTPOHHOIO  pelenTa  OCYIIecTBIsercs  0e3
DyOnmupoBaHUs Ha OYMa)KHOM HOCHTENE B CIy9Yde OTCYTCTBHSI 3asBJICHUS ITAIHCHTA
(ero mpeacTaBUTENs), COCTABIEHHOTO B IIPOCTON MUCEMEHHOM (opMe, O BEACHHH €ro
MEJIMIMHCKON JIoKyMeHTaluu B OymaxHoM Buze. Ilo TpeGoBaHu0 marueHTta (ero
IIpeCTaBUTENsI) MOXET OBITh oGopMIeH 3K3eMIULIP 3TeKTPOHHOIO pelernTa Ha
OyMakHOM HOCHTele C OTMETKOH «/IyOnuKaT 371eKTPOHHOTO JIOKYMEHTa.

3.13. B cimydae oTkaza marueHTa Ha 0hOpMIICHUE 3JCKTPOHHOTO pelenTta Ha
JeKapCTBeHHBIH IIperapaT, IPH HaIUYUM 3asBICHUs MalllieHTa, COCTAaBICHHOIO B
IpOCTO MUCHMEHHON (opMe, O BeIeHUH ero MEAUIUHCKOHW JOKyMeHTallld B
OyMa)XHOM BUJE, MALUEHTY 0GhOpMIACTCS PELEeNT Ha JEeKapCTBEeHHBIH Ipenapar Ha
OyMa’kHOM HOCHTeEJIE.

4. OTHYCK JICKAPCTBCHHLBIX NIPEapaToB 110 3JIEKTPOHHOMY peenTy



4.1. OToyck  nmexkapCTBEHHBIX IIPEHapaToB IO BIIEKTPOHHOMY  peLenTy
OCYIIECTBIACTCA B COOTBETCTBHH C IpPaBAIAMH, YTBEPXKICHHBIMH IIPUKA30M
MunucrepcTBa 31paBooxpanenus Poccuiickoii Penepanun or 24 HoaGps 2021
Ne 1093n  «O6 yrBepxuenun Ilpasmr OTIIyCKa JIEKapCTBEHHBIX IIPEMapaToB It
MCIIHIIMHCKOTO  IMPUMEHEHUS alTeYHBIMUA  OPTraHM3alUsIMK, WHIMBUIYAIEHBIMMU
NpeaIPUHAMATEIISIMH, UMEFOIAMU JIALICH3ATO Ha OCYIIECTBIICHHE
(apManeBTHIECKO JEATETEHOCTH, MeIUIHMHCKAMM OpPraHM3alUsIMHI, HMEIONAMHU
JULCH3UIO HA OCYIIECTBICHHE  (PAapMalleBTUYECKOM JeATeNbHOCTH, W HUX
000COONIEHHBIMI  MOJIpa3IeeHUsIMU (amOynaropusMy,  QEeNbAEPCKUMH U
(benb/IIIepCKO-aKyIIePCKUMK  [yHKTaMH, — LEHTPAMH (oTmeneHuwsiMu)  obmeit
BpaueOHOM (CeMelHOI) NMpaKkTHKK), PaCIONOXEHHBIMA B CETbCKHIX [IOCENICHUAX, B
KOTOPBIX OTCYTCTBYIOT aNTeYHBC OpraHW3auuM, a Take IlpaBun oTmycka
HApKOTHYECKUX CPEACTB M IICHXOTPOIHBLIX BEIIECTB, 3apPETHCTPUPOBAHHEIX B
Ka4ecTBE  JIEKApCTBEHHBIX  IIPENaparoB I MEJUIMHCKOTO  IIPUMEHEHHS,
JICKapCTBCHHBIX ~TPENapaToB Uil MEIUIMHCKOrO IIPHMEHEHMS, COAEPKAl[UX
HapPKOTUHYECKHE CPENCTBA M IICUXOTPOIHEIE BellecTBa, B TOM uHcie Ilopsaaka
OTITyCKa aNTEYHBIMM OPraHU3alUsIMU HUMMYHOOHOJOTMYECKHUX JIEKAPCTBEHHBIX
npernapaTroBy.

42. Jlna ToONydeHHS HA3HAYCHHOIO JIEKAPCTBEHHOTO Iperapara B
dapmaneBTHUECKOM OpraHu3aly, MDOAKIIOYEHHOH K ITnardpopme IlonszoBarens
IInardopmpl (HalMEHT WM MpPEICTABHTENs NAlMEHTa) IPEABIBILCT ATEeYHOMN
OpraHM3alluu:

- CCPHIO U HOMEp DJICKTPOHHOI'O pelenta Ui IONyYeHHs JIEKaPCTBEHHOIO
npenapara 1o nporpamme JIJIO;

- QR-KO7 WK HOMEp JIIEKTPOHHOTO pelenTa U IOKYMEHT, YI0CTOBEPSIOIHIA
JUYHOCTB JUIA IOJYYCHHUS JTEKAPCTBEHHBIX IPENapaToB 3a MOJHYK CTOMMOCTEL - B
000  (papMaleBTHYIECKOl OpraHH3ald Ha TeppuTopuu Pecry6muku Admraii,
nojkimoyennoi k Ilnardopme. DneKTpOHHBIN penenT MOKeT GBITH IPeNbIBICH B
Bune QR-xoma wnu HoMepa perenra Ha SKpaHe MOOMILHOIO YCTPOMCTBA MM Ha
OymaxXxHOM HocuTese B BuIe «JlyOmuKara sIeKTPOHHOIO JOKYMEHTa» ¢ HAHECCHHBIM
Ha HeM QR-xomom.

4.3. Tlomesosarens Ilnardopmer moxer momyuutrs QR-kom w/wimm HOMep
BIIEKTPOHHOIO PelenTa B JUYHOM KaOHMHeTe MOOHIIBLHOTO TIPHIIOKEHHs OIepaTopa
IInarpopmer.  Ilomp3oBarenu  ILmaropMbl  CaMOCTOSTENLHO  06ECHEYMBAIOT
coxpanHocte QR-Koma u/minym HoMepa 3JIeKTPOHHOTO pEIenTa OT AOCTYIa K HeMy
nocropoHHuX 1. Jlomyckaercs nepefada QR-koma u/ uimm HoMepa AJIEKTPOHHOTO
penenTta  IOPENCTaBUTENIO0  monb3oBarens  [lnatdopMbl s NOJyYEHUs
JIEKapCTBEHHOrO IIpenapara B (papMaleBTUIeCKOH OpTraHu3alui B TOM JKe IOPIAKE U
B TEX XK€ Cly4asx, 4TO M Ieperada pellenta B (opme OyMa)KHOrO IOKYMEHTA.
IlepenaBas QR-xoxn W/ wHnIM HOMEpa 3JIEKTPOHHOIO pelenTa II0JIb30BaTelb
IInarpopMel TeM caMbIM BEIp@KaeT cornacue Ha oOpabOTKy W Ilepejady ero
IIEPCOHANBHBIX NAaHHBIX, TOM OpraHu3anud, Kotopod oH mepemaer QR-koxa u/ wim
HOMED 3JIEKTPOHHOTI'O PELeNTa, a Takxke oneparopy IlnardopMel.

4.4. Ilepegaua wHpopmamuu B Ilnardpopmy  dapManeBTHYECKIMU
OpraHU3alWs MU OCYIIECTBIIACTCS:

- 10 penentam, oQpopMIseMbIM B paMkax mporpamm JIJIO - ¢ ucons3oBanueM
IIOJICUCTEMBI « Y IpaBIeHUe IEIOTHBIM JIEKAPCTBEHHBIM 00eCTIedeHIEeM.



- [0 pernentaM, oGOpMISEMBEIM 32 MONHYI0 CTOMMOCTB - C HCIIONB30BAHHEM
(hapManeBTHUECKHX HHMOPMAIMOHHEIX CHCTEM, IPUMEHSEMBIX (apMaleBTUYECKUMHU
OpTaHU3alldsIMK Il aBTOMAaTH3allMy CBOEH MAESTENBHOCTH, JH60 ¢ MOMOIIBIO
IPOrPaMMHOT0 00eCIIeUeHUSI, TPEAOCTABILEMOTO oneparopoM IInardopmsr.

4.5. DapmanesTHUeCKas OpraHU3alis 3aIpauIdBacT DIIEKTPOHHBIM pelent B
IOZCHCTEMe  «YIIpaBlieHHEe JIBTOTHBIM JIEKAPCTBEHHBIM 00ECIeUeHHeMy— IpHu
00CIly)KMBAaHUN SJIEKTPOHHOTO PELeNTa 110 nporpamme JIJIO mo cepum u HOMepy
JMEKTPOHHOIO pelenta, iubo B Ilnarpopme B OTHOIMIEHNH SMEKTPOHHBIX PELENTOR
32 NOIHYX CTOAMOCTh MO QR-Koxy winm HOMepy 3JIeKTPOHHOTO pemenTa uepes
omeparopa IInardopmer.

Ecmu penent BamuieH (COOTBETCTBYET TpPeGOBaHMSM 3aKOHONATEIBCTBA M
AONyCKaeT  OTIYCK  JIGKAPCTBEHHBIX  Ipenapara [0 HEMy B  JaHHOM
(apmarnieBTUUECKOM OpraHm3anuy), paGoTHHK (apmarieBTHYECKOM OpraHM3aIMH
JEHCTBYET B TOM JK€ TOPSAKE, KaKk W TPU TOMy4eHHH COOTBETCTBYIOMIEH
MH(OPMAIKK B popMe GyMaXHOIO JOKyMEHTa, IPHHEMAs PEIIEHHAE O BO3MOKHOCTH
O0CIy)KMBaHHsl PEILeNTa Ha OCHOBAHWM NEHCTBYIOMMX HOPMATHBHBIX IIPaBOBBIX
aKTOB, PErJIaMCHTOB M JOJKHOCTHBIX MHCTPYKIHA.

4.6. Eciu perient He BamuieH (HeZeHCTBUTENEH, IPOCPOHEH, YiKe 0GCIyKEH,
HE MOKET OBITh OOCIYXeH B [HaHHOM (hapMaleBTHYecKOi OpraHu3alym), oneparop
[Tnarpopmer b0 moxmcmcrema «YmpaBieHWe JIBIOTHBIM  JIEKAPCTBEHHBIM
obecrieyeHreM» — MPU O6CIY)KMBAHHN SIIEKTPOHHOTO PelleNnTa Mo mporpamme JLJIO
BO3BpallaeT B HH(DOPMALMOHHYIO CHUCTeMY (apMaleBTHYeCKOH OpraHu3aruy
MHMOPMAIHUIO O IPHIMHAX HEBO3MOKHOCTH 0OCITYKHBAHHS DIEKTPOHHOTO peuernra.

4.7. Tlpu HEBO3MOXHOCTH OTIYCKAa JIEKAPCTBEHHOTO mnpemnapara II0O
DIIEKTPOHHOMY PELENTy pabOTHHK (apMalleBTHYECKOM OpraHu3alud, B KOTOPYIO
obparucs nonssoBarens Ilnatdopmel, uHGopMupyeT mons3osatens ITnatdhopMs! o
IIpUYMHAX OTKa3a.

4.8. Ilpm oTmycke Ha3HAYEHHOTO JIEKAPCTBEHHOTO IIperapara  IIo
JJICKTPOHHOMY PEIEITY CTaTyC 3JIEKTPOHHOTO peIenTa JOJDKEH OBITh H3MEHEH
paboTHUKOM (apManeBTHYeCKOll OpraHM3allii Ha CTATyC «OTIymen». [Ipu 3ToM,
(hapmareBTHIECKUME opraru3amusMu B [Liardopmy depes omeparopa Ilmardopmbr
1100 mofCUCTEMY «YIIPaBIeHHe JIBIOTHBIM JIEKapCTBEHHBIM 00ECTIeYeHUEMY — IPH
OOCIyXMBaHMU SNEKTPOHHOIO pelenta no mnporpamme JIJIO mpenocrapisercs
cienyromas HHGopMarusi:

1) ceenennst o (apManeBTHIECKOM OpraHu3aliy, B KOTOPOH OBLI 06ciyxeH
BIEKTPOHHEIN pelelT;

2) ceieHHs 00 OTIIYIEHHBIX JIEKAPCTBEHHEIX IIPENapaTax;

3) cBemienns 0 pabOTHHUKE, OTILYCTHBINEM JEKAPCTBEHHEIN [penapar IaliueHTy
0 JIEKTPOHHOMY PEIEIITY.

4.9. Ilpm oTmycke 4uacTH JIEKapCTBEHHBIX IIPEIaparoB, YKa3aHHBIX B
DJIEKTPOHHOM pELenTe, CTATyC DIEeKTPOHHOTO pelenTa A0JDKeH OBITh H3MEHEeH
paboTHUKOM (hapMalleBTHYECKOH OpraHu3alii Ha CTAaTyC «OTIYIIEH YacTHYHOY.
Ilpu TaxoM cTaTyce 5IEKTPOHHOIO pelenTa Imons3oBaTenu [lathopMel MOIyT OBITH
00CIyKEHBI JIMIIb B YaCTH HE OTIIYIIEHHEIX JIEKAPCTBEHHBIX IMPEIapaToB.

4.10. B oTHOIIEHHM AMEKTPOHHBIX PELENTOB, OGOPMIICHHBIX C HApYIIEHHEM
YCTAHOBIICHHBIX  HOPM  3aKOHOJATENbCTBA, paboOTHUK  (apMaleBTHUECKOMN
OpraHM3alliy JOJDKEH M3MEHUTH CTAaTyC OJJIEKTPOHHOI'O pelenTa Ha CTaryc



«HefieHcTBUTENeHY. JIeKapCTBEHHbIE IIperapaTsl Mo TaKOMY PeLENTy OTIIyIIEHE]
OBITH HE MOT'YT.

4.11. Cenenwusi, mpenocraBisieMble dapmaneBTHYEeCKO# OpraHM3aIMeit pu
00CIy)KMBaHUU TAIUEHTA 110 TEKTPOHHOMY PELenTy, a TakKe M3MeHEHHe CTaTyca
SJICKTPOHHOIO ~ peuenTa IOATUCHIBAIOTCS DIEKTPOHHOW IM(GPOBON  MOIHCHIO
pabotHuKa oprarusanuy, w/uiu YKIII pykosomuTens OpraHu3aIyH.

4.12. Y4er u XpaHeHHE 3JIEKTPOHHBIX PEIENTOB 00eCIeunBacTCs orepaTopoM
[lnatopmbl B TedeHHE CPOKOB, MPELYCMOTPEHHBIX IS XPaHEHHs DPeleNnToOB Ha
OyMaXXHBIX HOCHTENISX.



