IMPABUTEJbLCTBO CEBACTOIIOJIS
JENAPTAMEHT 3JIPABOOXPAHEHUS I'OPOJA CEBACTOIIOJISA

MMPUKA3
«q E» /’/ 2021 r. Ne _/_/E/_Z/L_Zk

OO0 yTBepXJIeHUX BPEMEHHOI'0 MopsijiKa
OpraHu3alMy JbIOTHOI'O
JIEKAPCTBEHHOI'0 00ECIIeUeHUs Mpask/iaH
I10 AJIEKTPOHHBIM pelerTam

B nensx peanusanuu Qeyepanpaoro npoexta Co3naHue eUHOro HUppoBoIo
KOHTYpa B 3JIpABOOXPaHGHMM  Ha  OCHOBe  EQuMHON  rocygapcTBEHHOU
UH(POpPMAITMOHHOK cucTemMbl B cdepe 3xapaBooxpaneHus (EI'MC3) mns Beincku
peLernToB HAa  JIEKApCTBEHHBIE npenaparsl, MEJULUHCKHE U3JICIIUS,
CreNMaIM3UPOBAHHBIC TIPOAYKTHI JIeUeOHOTO MUTaHUS B (OpPME DIEKTPOHHOIO
JIOKYMEHTa Tpak/laHaM IIPOKMBAIOIIIX Ha TeppUTOpuu ropoga CeBacTonons

ITPMUKA3BIBAIO:

1. YTBepAUThL BPEMEHHBIH TMOPSAOK OpraHM3allMd BBIIUCKUA pELENTOB
M OTIIyCKa JIbI'OTHBIX JIEKAPCTBEHHBIX IIpenaparoB, MEIMIMHCKUX — U3JICITHH
W CTICLMAIM3UPOBAHHBIX  TPOJYKTOB  JIe4eOHOro  IUTaHUSA 10 pelenram,
copMUpPOBaHHEIM B (hOpME AIIEKTPOHHOTO JIoKyMeHTa (faiiee — Ilopsnok) cornacHo
MIPUWIOKEHUIO K HACTOSILLIEMY ITPUKa3Yy.

2. Jupexktopy I'BY3C «MeauuMHCKUE HHMOPMALIMOHHO - aHAJIUTUYECCKUU
neHtTp» Cupssuny A.M.:

2.1. B cpok mo 24.12.2021 ofecneunts HOPaOOTKY HPOrpaMMHOI'0
obecrieyeHus MeIUIMHCKOM nHMopMmalmorHou cucteMbl «Burakop PMUCy» B yacTu
BBIITUCKY PEIENITOB U OTITyCKa JIbIOTHBIX JIEKAPCTBEHHBIX IIPEIapaToB, MEAUIIMHCKHX
M3ENMI ¥ CIICIUAIM3UPOBAHHBIX IPOJIYKTOB JIeYeOHOrOo IUTAHMs 110 pelenTaMm,
c(OpMHPOBAHHBIM B (OPME DIIEKTPOHHOI'O JOKYMEHTa W OPraHM30BaTh OILITHYIO
AKCIUIyaTaluIo NporpaMMHOro obecredeHusl.

22. B cpok Jjo 31.01.2022 3aBeplunTh OMNBITHYI  3KCIUIyaTalMIO
[POTPaMMHOT0 OOecreueH sl MEeJUIUHCKOM NH(OPMAMOHHOM cucTeMbl «Burakop
PMHMC» B 4YacTH BBIIIMCKA PEUEHTOB U OTIIyCKA JBMOTHBIX JIEKAPCTBEHHDIX
[peraparoB, MEMIIMHCKUX U3ICNUH 1 CHIeHaIM3UPOBAHHBIX MTPOJYKTOB Jie4eOHOro
[IATAHKS 110 perernTaM, CPOpMUPOBAHHBIM B (DOPME DJIEKTPOHHOTO JIOKYMEHTA.



3. PykoBojurenssM MeIUUMHCKUX M (apMaleBTUUECKUX OpraHu3aliui,
OCYILECTBJISIIOIMX ~BBIIIUCKY PELENTOB M OTIIYCK JIBFOTHBIX JIEKAPCTBEHHBLIX
npenapaToB 110 peuentam ¢ 24.12.2021 ob6ecnieunts BeinonHenue [lopsiaka B pamkax
OITBITHOM SKCIUTyaTalu IIPOrpaMMHOI'0 obecreyeHusI MEIUIMHCKON
uHpopmalmonHot cucrembl «Burakop PMMC» B yacTU BBIIMCKU PELECITOB
M OTIIyCKa JIBIOTHBIX JIEKAPCTBEHHBIX IIPENaparoB, MEIULUHCKUX  U3JCIUU
U CHEIMAIM3UPOBAHHBIX  MPOJYKTOB  JIe4eOHOro  MIUTaHMs [0  pelenram,
copMUPOBaHHBIM B (hOPME 3JIEKTPOHHOT'O JIOKYMEHTA.

4, OTBETCTBEHHbIM  3a  OpPraHM3alMIO  JIbIOTHOIO  JIEKAPCTBEHHOI'O
obecriedyeHMs TpaxKJaH 110 D3JIGKTPOHHBIM pelenTaM Ha3Ha4uTh HayallbHUKa
Y1paiieHust OpraHu3alii MeJMIMHCKON oMoty JlenaprameHTa 3paBooXpaHeH st
ropojia Cesacrornosst 3pIkyHOBY B.B.

5. KoHTposb HacTosilIlero npuka3a BO3JIOXKUTh Ha IEPBOIO 3aMECTUTEIIs
jqupekTopa [lermapramenTa 3apaBooxpanenus ropona Cesacromnons Connarosy A.B.

Jupexrop Jlenapramenra —

uyneH [Ipasurenncra CeBacro B.C. Jlenucon



[Ipunoxenue
K mpukasy Jlenapramenra

31paBooxpaHenus ropofa CeBacTomnosis
oT I 7Y Loty Ne 7795

Bpemenubli mopsiiok Opranu3aldy BLIMHCKH H OTIYCKA JbIOTHBIX
JIEKAPCTBEHHBIX NPenapaToB, MeIUIUHCKUX U3 H CHeNHAIM3HPOBAHHBIX
NPOAYKTOB Jie4e0HOro NUTAHMSA 1O pelenTam, cpopmMupoBaHHbIM B (hopme
3JIEKTPOHHOrO JIOKYMEHTa Ha TeppuTopuu ropoaa Cesacronoss

l. Hacrosumit  [Topsiiok  ycraHaBiuMBaeT IpaBuila MH(MOPMALMOHHOIO
B3aUMOJICHCTBUS  TIpU  (OPMUPOBAHMM  PELeNTOB M OTIYCKE  JILIOTHhIX
JIEKApCTBEHHBIX ITpernaparoB, MEIULMHCKUX HW3IEIMA U CIIELUaTU3UPOBAHHbIX
IPOJYKTOB JiedeOHOr0 THTaHWsi MO perenrtaM, COOPMUPOBAaHHBIM B (opme
SJIEKTPOHHOTO JIOKyMeHTa (fajiee — OJIEKTPOHHBIM peLeNnT) € HCIHOJIb30BAHUEM
YCUJIEHHOW KBaJU(UIIMPOBAHHON 3JIEKTPOHHOHN MOANUCH PAOOTHUKOB MEIULIMHCKUX
1 (papMaleBTUUECKNX opraHuzalnii ropoja CeBacTomnolsl, OCyEeCTBIIIONNX OTITYCK
JILIOTHBIX JeKapCTBEHHBIX npernaparos, MEJIUITMHCKUX M3JICIui
W CIICITHAIM3UPOBAHHBIX ~ TMPOJYKTOB JIe4eOHOro MUTAaHMs, 3a MCKIIOYEHUEM
petenTypHbiX OsankoB Qopmer Ne 107/y-HII, 148-1/y-04 (31) npu HasHauyeHuu
HApPKOTHYECKUX W TICUXOTPOIHBIX JIEKapCTBEHHBIX IpenaparoB crnucka I u III
[lepeuHsi, TeKapCTBEHHBIX MpenaparoB, MOAIEKAIIUX IPEIMETHO-KOIUIECTBEHHOMY
yUery.

2. MudopmanyonHoe B3aWMOJIEHMCTBAE OCYIUECTBIISAETCS Ha OCHOBaHWH
Vkaza  Ilpesunenra  Poccuiickoii  ®enepaumn ot 21.07.2020  Ne 474
«O HalUoOHANBHBIX Ieisix pa3sutus Poccuiickoit ®enepannu Ha nepuox jo 2030
roga», PenepanpHoro 3akoHa ot 12.04.2010 Ne 61-O3 «O6 obpaiienuu
JIEKAPCTBEHHBIX  CpelCTB»,  mnoctaHoBieHus  [IpaButensctBa  CeBacTomnods
or 17.03.2015 Ne 182-ITI1 «OO6 yTBepxaeHUH TOJNOXKEeHUST o Jlemapramenre
3paBooxpaHeHus  ropoja  CeBacromoisi», IHpukaza  Munzgpaa  Poccum
o1 14.01.2019 No4n «OO0 yTBepkKISHUM NOPsSJKA Ha3HAYEHUs JIEKAPCTBEHHMIX
nperaparoB, (OpM pelenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE IIpEnaparhl, Iopsijika
odopmIleHHsT yKa3aHHBIX OJIAHKOB, UX yueTa U XpaHEHUs», Npukasza MuHucrepcrsa
3apaBooxpaneHust PO or 11.07.2017 Ne 4031 «OO yTBepKJIeHUH NPaBUIl OTILyCKa
JICKApCTBEHHBIX IIpernapaToB Ul MEIHULUHCKOIO IPUMEHEHHs, B TOM YHCJIC
MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX IIPENapaToB, allTeYHBIMU OpraHu3all|sIMHu,
WHIUBUJlyaJIbHBIMU MpeITPUHUMATEIISIMH, MMEIOLIUMHU JULEH3UIO
Ha (apMaleBTHYECKYIO JIeSTEIbHOCTEY, MPUKa3a MHUHUCTEPCTBA 3J[PaBOOXPAHECHMs!
P® or 07.09.2020 No 947n «OO6 yrBepxaeHuu I[lopsiaka opraHusanuyd CHCTEMbI
JIOKyMeHTooGopoTa B cdepe OXpaHbl 3J0POBbS B 4YaCTH BEIEHUS MEIUIMHCKOM
JIOKYMEHTALUU B (POPME DJIEKTPOHHBIX JOKYMEHTOBY.



3. Jly6auMKaT —BJIEKTPOHHOTO penenta odopmisgercs Ha OyMaKHOM
HOCUTEJIE C COTJIacus MallueHTa.

4. MudopmannonHoe B3auMoieiicTBUE B YacTU (POPMUPOBAHUS U OTITyCKa
SJEKTPOHHBIX ~ PEICHTOB  OCYIIECTBISETCS C  HUCIOJNL30BaHUEM MeIuIniceKom
undopmaronton cucrembl «Burakop PMUC» (nanee — MMC) B ciienyioniem
MOpsJIKE:

4.1. Bpau ocymectBisieT 0o(GOpMIIEHHE peLenTa B JJIEKTPOHHOM BHJIC
C UCIOJL30BaHMEM Y CUJIEHHOW KBANIM(PUIMPOBAHHOU 3JIEKTPOHHOWU IIOJIHUCKHIO
(VKDIT) B paMKax yCTaHOBIEHHOr0 00pa3iia peLenTypHOro 0JaHKa, yTBEPXKAECHHOIO
npukazoMm Munszgapaa Poccuu ot 14.01.2019 Ne 41 «OO yTBEpXKAEHUH TIOpSI/IKa
HAa3HAYEHUs  JIEKAPCTBEHHBIX  IIpernaparoB, (GOpM  pelenTypHbIX  OJ1aHKOB
Ha JIEKapCTBEHHBIE TIPETapaThl, Mopsiika opOpMIIeHHUS yKa3aHHBIX OJIaHKOB, UX y4eTa
M XpaHeHHs», a Take (QOpMUpOBaHME M Iepejady peuenra B - (popmare
CTPYKTYpPUPOBAHHOIO 3JIEKTPOHHOI'O MEIHLHUHCKOro JokyMmeHTa (manee — COMJI)
«JIbroTHBI  pelenT Ha JIeKapCTBEHHbIE IIpenapaTbl, MEIULUHCKUE H3JICIHs
¥ CIICIMaNU3UPOBAHHbBIE TTPOLYKTHI JIEHEOHOIO ITUTaHUA;

4.2. dapmalreBTUYECKUH paOOTHUK arTeYHON OpraHu3aluu OCYIIECCTRIISICT
OTIIYCK JIEKAPCTBEHHOI'O —Tperapara M0 JJIEKTPOHHOMY pEUENTy, a TaKKce
GopmupoBanre u mnepemauy COMJ[ «Otmyck mo penenty Ha JIeKapCTBEHHbIH
mpernapar, W3Jeire MEJUIIMHCKOTO Ha3HAYeHUs W CHELUaIM3UPOBAaHHBIM IIPOIYKT
neyebroro rmuTaHusy B Denepa’dbHBIA peecTp DJIEKTPOHHBIX MEIUIMHCKUX
JIOKyMeHTOB EJMHON rocyjaapcTBeHHOW WH(OPMALMOHHON CUCTEMBI B cdepe
3npaBooxpanenus (ETUC3).

S. Breinucka DJIEKTPOHHBIX PELENTOB OCYILECTBISAETCS MEAMLIMHCKUMU
opranu3zanusiMu ropojia CeBacToros B CIEAYIOEM ITOPSIKE:

5.1. DuexrpoHHBIH perent opopmisieTcs ¢ ucnosnb3zoBanueM MIUC ¢ yyerom
JBrOT MMallMeHTa W HaJTUYHs JIEKapCTBEHHOIO Iperapara, MEAULMHCKOIO H3JIEIHsI
W CIIEIHAIM3UPOBAHHOTO TIPOJIyKTa JIEUEOHOro MUTAHUS B allTEYHBIX OpraHU3alMsX
roposia Cesacronodisi. Ilpu srom MUC He orpaHuumbaer Bpada B BBIITHCKE
lperiapara Ha MOMEHT OTCYTCTBUSI €ro Ha TOBApHBIX OCTaTKax B AallTCYHbIX
opranuzanusix ropojia CeBacToross;

5.2.  DIeKTPOHHBIN PELENT MOANUCHIBACTCS YCUICHHON KBaTU(OUIUPOBAHHOM
HIIEKTPOHHOMN IOJAINHUCKHI0 Bpada U MEIUIMHCKON opranusauuu. Ilpu sToM cBeneHus
O MEAMIIMHCKOM pabOTHHUKE [OJDKHBI OBITh BHeceHbl B {DefepalbHBIM peructrp
meaunuHckux paborHukoB (OPMP), a menuumHCcKas oOpraHusanus B KOTOPOM
odopmiiseTcs perent, JoJKHa ObITh 3apeructpupoBana B DelepalibHOM perucrpe
MeuIMHCKUX oprarmzaruii (PPMO) Exnnoll rocyaapcTBEHHON MHPOPMAIIMOHHOH
cucTeMbl B cepe 3xpaBooxpanenus (EIUC3);

5.3. Tloxmucanusle DiekTpoHHbIe penentsl B popmare COMJL «JIbrorusiit
peuent Ha JIeKapCTBEHHbBIE npernaparsl, MEeIULIMHCKUE U3JICITHS
¥ CIIeUaIM3MPOBAHHBIE TPOMYKTHI JIeYeOHOro MUTaHus» N0JoKHBI B 100% oObeme
nepejaBathesi B DesiepalibHBI  peecTp DJIEKTPOHHBIX MEIMLUHCKUX JIOKYMEHTOB
ET'MC3.



6. OTnyck  JIeKapCTBEHHBIX — NPENapaToB,  MEIULUHCKUX — H3JIeIHH
Y CHICLMANN3UPOBAHHEIX  [IPOJYKTOB JIeYeOHOro IMHUTAaHHA IO  DIEKTPOHHBIM
peLenTaM OCYILECTBISIETCS AlTeYHBIMH OpraHusanusmu ropoga Cesacroross,
YUaCTBYIOIIMMKM B CHCTEME JIbIOTHOTO JIEKAPCTBEHHOrO OOECHeUeHus HaceeHumsl
ropoga Cesacronois. Ilpu oToM cBeleHHS O (hapMalEBTUYECKOM pabOTHHKE
JIOJDKHBI  OBITH BHeceHbl B MelepalibHBI PErHCTP MEIULIMHCKMX pPabOTHHUKOB
(OPMP), a MeaMIMHCKas OpraHu3alisi B KOTOPOH OTIIYCKAeTCs JIEKapCTBEHHBIM
Tpernapar, JIoJixkHa ObITh 3aperucrtpuposana B OejiepalibHOM PETUCTPE MEIUIIMHCKHUX
opranmzamii  (OPMO) EnnHo# ToCcynapcTBEHHOH HMH()OPMALMOHHONW CHCTCMBbI
B cepe 3apasooxpanenus (EI'VIC3). [Topsipok oTrycka DeKTPOHHBIX PELEIITOR!

6.1. Ilpu oOpalieHuy rpaxJjaHuHa B alTeYHyI0 OpraHU3aIuIo, AJisi KOTOPOIro
o(opmiIeH DJIEKTPOHHBIA peLenT, 00s3aTellbHbIM JOKyMeHTOM sBisteTcst [lacropT
rpaxiaannHa PO,  dapmaneBTHYECKUH paGOTHUK  OCYLUECTBJIIET  IOMCK
DIIEKTPOHHOIO pellenTa Io JaHHoMy mokymenty B MHUC Bpyunyio smbo
I10 TIPeJIOCTaBIEHHOMY IpaxkianuHoM QR-koxy perenTa Ha OGyMaXKHOM OJlaHKe WK
B DJIEKTPOHHOM  BHJe B JIMYHOM KabuHeTe rpaxkaanuna. Ilpm Hamuuun
JIEKapCTBEHHOIrO  Iperaparta, MEAULUHCKOrO M3JAEIHs | CIeHHaAIN3UPOBAHHOIO
MpoJyKTa JieueOHOrO MHUTAHMSl TPaKIAHUH II0JIydaeT JIEKapCTBEHHBIW IIperiapar,
MEIMIMHCKOE W3JIEJIMe WM CIEIMalIn3UPOBaHHBIA TPOJAYKT JIe4eOHOr0 IMUTanust
C pEKOMEH/IAIMSIMU 110 CIT0JIb30BAHUIO ¥ COOTBETCTBYIOIIEMY XPAaHEHHUIO.

6.2. Ilo ¢axrty oTIycka MpernapaToB II0 pelenty (apMaLeBTHYECKUM
pabotHukoM aBromaruueckd (opmupyercs COMJ]  «Otmyck 1o peuenty
Ha JIEKapCTBEHHBIN npenapar, u3Jienme MEJIMLHHCKOTO Ha3zHAYECHUsI
U CIICLUAIM3UPOBAHHBINA TPONYKT JIedueOHOTO MUTAaHUA», KOTOPKIM IMOMAIMCHIBACTCS
VKDII ¢dapmanesrudeckoro pabOTHHKA, OCYILIECTBISIOMIEro Bblgady, U YKOII
OpraHU3aliK, OCYIIECTBRISIIoNIeH (PapMaleBTUIECKYIO IeITeIbHOCTb.

6.3. Tlommucanupii COMJ] «OTmyck Mo penenty Ha JIeKapCTBEHHBIM
npernapar, M3JeJiie MEIUIMHCKOTO Ha3HAYeHMs M CHELUAIM3UPOBAHHBIA IIPOJIYKT
neyebHoro nuranus» JoKHBI B 100% ob6beMe mnepenasarhest B DejepalibHbIi
peecTp IeKTPOHHBIX MeIUIMHCKUX foKyMeHToB ETTMC3,

6.4. Wndopmaiys o dakre oTiycka mo perenty nepenaercs 8 MUC. Yuer
DJIeKTPOHHBIX PEILENTOB U CBeJIeHUH 00 OTITycKe 1o HUM ocymectaisercs B MUC.

7. [Tporpammuo-Texaundeckue cpencrsa MUC obecneunBaiorT xpaneHue
DJIEKTPOHHBIX PELENTOB B TEUEHHE CPOKOB yCTAHOBJIEHHBIX JUIs XPAHEHHsI PEeLeNTOB,
0(OpPMIIEHHBIX Ha COOTBETCTBYIOLINX (hOpMaxX pelenTypHbIX OJaHKOB Ha OyMaxHOM
HOCHUTEJIE.

8. Bammra wuHpopmaimu, coxepxameiics B MUC, obecneunBaercs
y4acTHUKaM¥ HH(GOPMAalMOHHOTO B3aMMOJEHCTBUS COBMECTHO ¢ 1'0CYyIapCTBEHHAIM
OIOJ/DKETHBIM  yupexaenueM 3jpaBooxpaHenust CepacTomons — «MeauIHCKIN
HH(OPMAITHOHHO-aHAIUTUYECKU I LUEHTP» TIOCPEJICTBOM MIPUMEHEHMSI
OPraHMU3aLMOHHBIX ¥ TEXHHYESCKMX MEp 3alUThl MHPOPMAIIHH.




