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FPABUTEJIbCTBO CEBACTOITOJIA

EE————— R

NMOCTAHOBJJEHHKE

O6 ytBepxxneHuu Ilopsaka nojauv rpaxaaHHHOM 3asABJICHHA Ha NpHoOpeTeHue
JIEKApCTBEHHOTO [penapara A MEJUIMHCKOrO MPUMEHEHHsS, METHIIMHCKOro
H3IeNHd, a TaKKe CIeLUHaTU3UPOBAHHOIO NpOAYKTa Jjie4eOHOr0 NHUTAHHUS JUIs
JeTed-UHBANKAOB C MCIIONB30BaHUEM JJIEKTPOHHOIO cepTHU(HUKara 3a cHer
cpencts O6romkera ropona Cesacronons

B cooTBercTBH# ¢ (eaepanbHBIMU 3aKkoHamMH oT 17.07.1999 Ne 178-03
«O rocynapcTBeHHOH colManbHOM nomoin», or 30.12.2020 Ne 491-@3
«O npuobpeTeHnH OTAENBHBIX BHIOB TOBApPOB, paboT, YCAYr ¢ HCMOIb30BaHHEM
3JMIEKTPOHHOIO CcepTH(HKATa», TNpUKazoM MHHHCTEPCTBA 3APABOOXPEHEHUS
Poccuiickoii  ®epepaunu ot 02.11.2024 Ne 596 «O0 yrBepxaeHUH
MeToanueckux yka3aHHH TO OCYLIECTBICHHIO HCIONHUTEILHEIMH OpraHaMuy
cy6wvexroB Poccuiickoil Peaepairn nepeanHbIX MOMTHOMOYMH O OpraHU3ALHK
obecneyeHus rpakiaH, BKIOYEHHbIX B DelepanbHbIlil PErHCTP JIHL, HMEIOLIMX
NpaBo Ha MOJyYeHHE roCYJapCTBEHHOH COLMaNbHON [MOMOINH, JIeKapCTBEHHBIMU
nperiapaTaMH O MEIHLUHUHCKOTO IIPHUMEHEHHS, MEIUIMHCKHMH H3HEIHAMH,
a TaKKe CHelHaJU3HPOBAHHBIMU TIPOAYKTAMHU Je4eOHOro MUTaHUA MIs jeTeid-
HHBaMHJIOB, B TOM YHCIIE€ C HCIONB30BaHUEM OJIIEKTPOHHOIO CepTHdHKATa»,
3akoHaMu ropoga Cesacrononst ot 29.09.2015 Ne 185-3C «O mpaBoBEIX akTax
ropoaa Cesacronons», or 30.12.2022 Ne 737-3C «O [IlpaBurensctae
Cesacronois» [IpaBurenscTBo CeBacTONONS NOCTAHOBIAECT:

1. YTBepaurs npunaraemsiéi [lopaaok nojavyd rpaXJIaHWHOM 3asBIIEHHA
Ha npHoOpeTeHKe JIeKapCTBEHHOro npenapara Jjig MEIUIMHCKOro NPUMEHEHHU,
MEIMIUMHCKOro H3JEeNHsA, a TAKXKe ClelHaTH3UpOBaHHOrO NPOAYKTa Je4eGHOro
NHTaHUA Q)1 JAeTeH-UHBAIMIOB ¢ MCNONb30BAaHHEM JJIEKTPOHHOrO ceprHduKara
3a cueT cpeAcTB OromkeTa ropona CeacTonos.

2. Hacrosiliee NOCTaHOB/NEHHE BCTYNAET B CHITY 1TO MCTEYSHUHU JECATH AHEeH
1I0C]ie IHS €ro OpHIHANbLHOrO OMyOIIMKOBaHUS U PacnpoCTpaHseT CBOe JelicTBHe
Ha MpaBOOTHOLUIEHUd, BosHUKIIKe ¢ 01.01.2025.

3. KoHTpons 3a HCIIOJIHEHHEM HACTOSIIEro INOCTAHOBJICHUS BO3JIOXKHTH
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Ha 3amectutens ['ybepHaropa ropoga CeBacTonosis, KOOpAHMHHPYIOLIETo paboty
110 BONIPOCaM CO3/1aHus YCIIOBHI /1Sl pa3BUTHA CUCTEMBI 3[IpaBOOXPAHEHH ropoja
CeBacTonons, npegOCTaBNeHMsT MEIUUMHCKOR TIoMoOIH MW  obecrnedeHUs
ee JIOCTYIHOCTH IS IpaXKaaH.

I'y6epnarop ropoaa CeBacronons M.B. Passoxaes

10.03.2025
Ne 118-IIT



YTBEPXIEH
MIOCTaHOBJICHHEM
[TpaButenscTBa CeBacToOIONA

oT 40.03.2025 Ne 41£-71/7

TMopsaok noaayu rpaxAaHUHOM 3asBJIeHUs Ha IPUOOpETEHHE
JIEKapCTBEHHOTrO Tpernapara il MEAUIMHCKOro NPUMEHEHH s, MEAHULIMHCKOTO
U3JeIus, a TaKKe CIelHATU3UPOBaHHOIO MPOAYKTA JiedeOHOro MUTaHUA
VIS IeTeH-MHBAJINIOB C UCIIOJIb30BaHHEM JIEKTPOHHOTO cepTU(dUKaTa
3a cyeT cpeacTB OromkeTa ropoga Cepacronons

1. ITo BBIOOpPY rpaxkIaHWHA, OTHOCSIIErocs K YHCIY JIML, yCTaHOBIECHHBIX
yacThlo 4 cratbu 3 @DepepanpHoro 3akoHa ot 30.12.2020 Ne491-03
«O nproOpeTeHUH OTAENBHBIX BUIOB TOBAapOB, paboT, YCIYT ¢ UCHOJIB30BaHHEM
3JIEKTPOHHOrO cepTH(ukaray (nanee — @DenepanbHblit 3akoH Ne 491-D3),
BKIIOYeHHOro B DenepasibHbI PETUCTp JIML, MMEIOIIUX INPaBO Ha MOydeHHe
rocylapCTBEHHOH coluanbHOM mnomomu (nanee — DenepalbHBI PErHCTP)
{1 He OTKA3aBIIHUXCSH OT MOJIy4eHUSI COLHMAJIBHOM YCIYyrd IO 00eCIeYeHHUIo
B COOTBETCTBHM CO CTaHOapTaMH MEIUIMHCKOH IIOMOIIM HeOoOXOAMMBIMU
JIEKapCTBEHHBIMU IIpernapaTaMi JUIsi MEOULIMHCKOTO NpHUMEHEHHUs B oObeMe
He MeHee YeM 3TO MpPEeAyCMOTPEHO MEepeYHEM IKM3HEHHO HEOOXOOUMBIX
H BaXKHEHIIHMX JIeKapCTBEHHBIX NPENnapaToB, CGOPMHUPOBAHHEIM B COOTBETCTBHH
¢ ®enepanbHbiM  3akoHOM OT 12.04.2010 Ne 61-d3 «O6 oGpaleHuH
JIEKapCTBEHHBIX CPEACTBY, 33 UCKIIOUYEHHEM HApKOTHYECKUX M MCHXOTPOMHBIX
JIEKapCTBEHHBIX IpenapaToB, a TaKXke JIEKApCTBEHHBIX IPENapaToB, KOTOpHIE
COCTOSAT Ha NMpeIMETHO-KOJIMYECTBEHHOM Y4eTe, [0 pelienTaM Ha JIEKapCTBEHHBIE
mpenaparbl, MEAULIMHCKUMH U3JEIHAMHU [0 pelienTaM Ha MEIUIIMHCKHE H3JeNHns,
a TaKkXxe CIeHHATH3UPOBaHHBIMU NPOLYKTaMH Jie4eOHOrO MUTaHHUS )i AeTeii-
HHBAIMIOB (lajee — TpaXJaHUH, COLUAJIbHAs YCJyra, JBIOTHBIA peLienT
COOTBETCTBEHHO), IOJYYEHHE UM COLMAIBHON YCIYT'H MOXET OCYIIECTBIIATHCA C
HCIOJIb30BaHUEM JIEKTPOHHOTO cepTUduKara.

ConuanbHas yciiyra mpeaocTaBiseTcs 3a CUeT CPeACTB OIomKeTa ropojia
CeBacTonoJs, HICTOYHUKOM KOTOPBIX SABIsETCS CyOBeHIMS (penepanbHOro 6romxera.

2. TlomyyeHue coLMaANBHOH YCIYT'H € HCHOJB30BAHHEM JJIEKTPOHHOTO
ceprudUKaTa OCYLIECTBISAETCS MMyTeM IOJaud 3asBleHHs Ha NpUHoOpeTeHHe
JIEKapCTBEHHOI'O TMperapara A MEIUIMHCKOTO IPUMEHEHHUS, MEOHLIHHCKOrO
U3JeNus, a TakkKe CIeLUaTU3UPOBAaHHOIO IPOAYKTa Jie4eOHOro MHUTaHHS
IUIS JeTe-UHBAJIMAOB C MCIOJIb30BaHUEM 3JIEKTPOHHOro ceprudukara (majee —
3asABJICHUE).

3asgBieHHe NOJaeTcs TIpaXJaHHHOM B JlemapTraMeHT 3paBOOXpaHEHHS
ropoaa CeBacronons (nanee — JlemapraMeHT) Yepe3 MEAULMHCKYIO OpraHU3aLHUIo
MU OCYLIECTBJIICHUM IpHeMa Yy JieHallero Bpaya M BBIIHCKH €My JIbFOTHOIO
pelLienTa B OTHOIIEHWH KaXJOrO HA3HAYEHHOTO IO PELENTy JIeKapCTBEHHOTO
mpemapara A MEIUIUHCKOrO INPUMEHEHHs, MEIUIMHCKOro  H3Jelus,
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CIIEHHUAH3HPOBAHHOIO IpPOAYKTa JIe4eOHOro INMTaHUA Ul JeTeH-HHBAINAOB
cornacHo npuiioxxeHuto Ne 1 k Hacrosiemy Ilopsaxy.

OmuH  JBrOTHBIA  peLenT, BKIIOYAOLIMA  OJHO  HaMMEHOBaHHE
JIEKapCTBEHHOrO Ipernapara Ju00 0JHO HAUMEHOBAHWE MEIWLIUHCKOTO H3/ENHA,
n160 OJHO HAUMEHOBAHKE CIIEHATM3UPOBAHHOIO MPOAYKTa Je4eOHOro MUTaHus
VIS JeTef-UHBAIHUAOB, COOTBETCTBYET OJHOMY 3asBIICHHIO H OLHOMY
3JIEKTPOHHOMY CepTU(dHUKATY.

3. B 3asBiIeHHE BKIIOYAIOTCS CIIEAYIOILME CBEICHHUS:

1) dpamunus, UM, 0T4eCTBO (MPU HATMYHMHU) FPaKJAHKHA;

2) aipec perucTpauuyd rpaxJaHWHA IO MECTY >KUTENBCTBA HIIM IO MECTY
npebbIBaHUS;

3) cTpaxoBOif HOMEp HHIUBUAYAJIBHOTO JIMLEBOTO CYeTa IpaXKAaHUHA
B CHCTeMe 00513aTeJIbHOTO IIEHCHOHHOTO CTPAaXOBaHMS;

4) HOMep noJinca 00s3aTeIBHOIO MEAULIMHCKOTO CTPaxOBaHUs;

5) abOHEHTCKHH HOMep TpakJaHWHa (€ro 3aKOHHOTO IIpeACTaBUTENA),
BbIJIEJICHHBIH OIepaTOPOM MOJBXHON paaroTesie(OHHON CBA3H (IIpH HAIWYHH);

6) HoOMep HAIMOHAJIBHOrO IUIATEXHOr0 HHCTPYMEHTa TrpaXKAaHuHa (ero
3aKOHHOT'0 WJIH YIIOJTHOMOYEHHOIO IIPEICTaBUTES);

7) HOMep JIBFOTHOTO pelenTa.

4. 3asaBnenne ¢Qopmupyercs B PMUC «Butakop», pacreqaTbiBaeTcs
JeYallliM BpadeM M II0cC/ie MOANMCAHUSA 3asBICHHUS IALMEHTOM BKIIOYAeTCA
B COCTaB MEAMLIMHCKOHN JOKyMeHTaluu (aMOynaTopHOM KapThl). Jlewamuid Bpay
BHOCUT B GOpMy 3asBICHHUS TOJBKO HOMEp HALMOHAIBHOIO IUIATEXHOIO
HHCTpYMEHTa, IIpeyCMOTPEHHOro 3akoHojarenbcTBoM Poccuiickoit denepaunu
(xapra MIP), npenocTaBiaeHHbIH MpaXJaHUHOM (€ro 3aKOHHBIM IIPEICTaBUTETIEM).
OcranbHble CBeleHUs, OINpelelieHHble B NyHKTe 3 Hactosmero Ilopsaxa,
¢opmupyrorcs B PMIHC «Butakop» aBromaruuecku. Jlewamuit Bpau ckaHUpyeT
MIOATIMCAaHHOE NTALIMEHTOM 3asiBIIEHHE U 3arpyxaeT ero B PMUC «Butakop».

5. Jleyammii Bpay He3aMeAJIUTENbHO B TeyeHHe paboyero AHs, B KOTOPOM
OBLI OCyILeCTBJIEH IIPHEM TpaKJaHHHA, OCYIIECTBUBIIEIO BHIOOP IOIydYeHHS
COLMANBHOH YCIYTH C HCIOJb30BAaHUEM JJIEKTPOHHOIO  CepTHU(HKaTa,
uHpopmupyeT 06 aToM [enaprament ¢ ucnonszoBanueM PMUC «Butakop».

6. JlenapTaMeHT OCyLIECTBISET IPOBEPKY:

1) Hamuyuss MHQOpMalLMKM O JIMLEe, YKa3aHHOM B 3asBIEHHH B KadeCTBE
MoJIy4aTelis COLUUAIBHON yCiyru, B GeepalbHOM PETUCTPE;

2) HoMepa  JIBFOTHOIO  peLenTta Ha JIEKapCTBEHHBI  IIpenapar
JUIA MEIULIMHCKOTO  NpUMEHEHHs, MENULMHCKOe  H3feliue, a  TaKkKke
cneu;nannmdposaHHmﬁ MNpOoAYKT JIe4eOHOro ImnUTaHus AJIsL ﬂeTeﬁ-HHBaJIHllOB
B €IMHONM  rocynapcTBeHHON  uHpOpMaLIMOHHOH  cucteme B  cdepe
3paBOOXpaHEHUS.

7. JlemapTaMeHT NOCPEICTBOM CHUCTEMBI MEXBEIOMCTBEHHOIO 3JIEKTPOHHOIO
B3aMMOJIEHCTBHS IepeaeT B TOCYJapCTBEHHYIO HH(QOPMALMOHHYIO CHCTEMY
«EnuHas HeHTpaln30BaHHas [udpoBas mwiardgopma B COLAIBHON cepe» B CPOK,
He MpeBBILIAOIINN ceMu pabouux JHeH co JHS NoAa4yH 3asiBJICHUS MPaXXaHHHOM
(ero 3aKOHHBIM MPEACTABUTENIEM), CIEAYIOILHE CBEACHUA:
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1) cBeneHus, yKa3aHHbIE B 3asBJIE€HUH, ONpeE/eICHHBIE NOAMYHKTaMH 1, 3,
5, 6 nyHkTa 3 HacTosuero Ilopsaka;

2) IaThl Ha4Yada ¥ OKOHYaHHs AEHCTBHS 3IEKTPOHHOIO CepTU(UKATA;

3) unpopMmanmio o JdemaprameHTe, BKIIOYAMOIIYIO KOX M HaMMEHOBaHHE
B COOTBETCTBUM C pEECTPOM YYaCTHHKOB OIO/DKETHOIO TMpoLEcca, a TaKke
IODUAMYECKHUX JIML, He SBISIOMUXCS YYaCTHUKaMM OIOJDKETHOrO Mpolecca,
HICHTHGHKALMOHHBIH HOMEp HAJIOTOIuIaTeNbIIMKa U KO NMPHYUHBI MOCTAHOBKH
Ha y4eT B HAJIOF'OBOM OpraHe,

4) IpefeNbHY0 CTOMMOCTh €IWHMIBI (IpeleNbHbIH pasMep OIIaThl)
JIEKapCTBEHHOTO Ipenapara Ul MEAMLUHCKOro NpPHUMEHEHHS, MeIMLUHCKOro
U3JeNHs, a TaKkkKe CHEelHAIU3UPOBAHHOIO TPOAYKTa JIe4eOHOro IHTaHUsA
JUIS A€TeH-UHBAIUIOB, KOJHYECTBO €IMHHULII JIEKApCTBEHHOIo IIpemapara
JUIS. MEOUILIMHCKOTO  MPUMEHEHMS, MEAMLMHCKOro  M3JeinMs, a  Takxke
CHeUATM3UPOBAHHOrO MpOJAYyKTa JIe4eOHOro IMUTaHus i JAEeTel-HHBAJIUIOB,
KOJl JIEKapCTBEHHOI'O npenapara IUIS. MEITULIMHCKOTO pHUMEHEHUS,
MEAMIMHCKOrO M3JE/Hs, CIEeLHATA3UPOBAHHOTO MPOAYKTa Je4yeOHOro IHUTaHHs
IUIs IeTeW-UHBAJIMIOB, BKJIIOYEHHOrO B IlepeyeHb, NpeLyCMOTPEHHbIN 4acTbio 6
ctate 3 PenepanpHoro 3akoHa Ne 491-D3.

8. lenapraMeHT mony4yaeT HHGOpMALMIO O (OPMHPOBAHUM BIIEKTPOHHOTO
ceprudrkaTa, NPUCBOEHHOM €My pEruCTpalliOHHOM HoMepe (Jajiee — HOMeEp
3JIEKTPOHHOTO CepTU(HKATa) MOCPEJCTBOM TOCYJApCTBEHHOH HH(POpPMaLMOHHON
cucremsl «EnuHas HeHTpain3oBaHHas udpoBas rwiaTdopMa B COLMaIbHON cdepey.

9. lenapraMeHT, MOXY4YHB HOMEp OJJIEKTPOHHOIO CcepTU(HKaTa, B CpOK,
He TpeBBILIAIOIMA Tpex pabounx mAHel, QopMupyeT pacnopsbkeHue (3asiBKy
HAa KacCOBBIH pacxoj WM IUIATeXXHOe TMOpY4YeHHEe), Ha OCHOBAaHHH KOTOPOTO
obecrieunBaeTCs HapaBJIeHUE EHEXHBIX CPEJCTB MO JIEKTPOHHOMY CepTH(UKATY,
W HampaBisieT ero B YnpasieHHe DenepaibHOro KasHadelcTBa I10 MECTY
obcmyxuBaHus [lenaprameHra.

10. lemapraMeHT B Te4YeHHE OOHOro pabouero AJHA €O AHA IOy4YeHHUs
UHGpOpMaI1 00 HCIOMHEHWH PacropsHKEHUs] M MOTydYeHUsl cTaTyca 3JIEKTPOHHOIO
cepTu¢urKaTa «aKTUBUpOBaH» U3 [ ocynapcTBeHHOW HWHGOPMAIIMOHHONW CHCTEMBI
IEKTPOHHBIX CEepPTUGUKATOB INepenaeT cBeAeHHs O (POPMHUPOBAHUM 3JIEKTPOHHOTO
ceprudukarta, comep)kalidecs B TOCYJapCTBEHHOW WH(POPMAIMOHHON CHCTEMeE
B chepe 3apaBooxpaHeHHus cyObekra Poccuiickodi ®enmepanuu, B PenepalibHblil
perucTp rpakaaH, MMeEIOIMX NPpaBo Ha obecrieyeHue JieKapcTBEeHHBIMH TpenapaTaMH
Ul MEOULMHCKOTO  TPUMEHEHHs, MEIWLMHCKAMH  HW3OC/IUAMH, A Taioke
CTNELMATU3UPOBAHHBIMA TPOAYKTaMHM JIe4eOHOro NUTaHUs 3a CHET OFOMKETHBIX
acCUTHOBaHHWH ¢enepanbHOro Oromkera U OOMKETOB CyOBekTOoB Poccuiickoi
®Denepauuy, a TakkKe OCYIIECTBIISET HHQOPMUPOBAHUE MPAKIAHUHA, BKJIIOYEHHOTO
B DelepalbHBIl PErUCTp, O CHOPMHPOBAHHOM 3JIEKTPOHHOM CepTH(HKATE,
€ro HOMHH&IE€ M BO3MOXHOCTH €ro MPUMEHEHUS C HCIOJIB30BAHHEM JIMYHOIO
KabuHeTa (enepasbHOl roCyIapcTBEHHOM HHGOPMAIMOHHOM cucTeMbl «EauHbIM
NOpTaJl TOCYJApCTBEHHbIX M MYHHULMNAIBHBIX yCiayr (byHKuui)» (manee -—
€IWHBIA TMOpTal) MWIM IIOCPEACTBOM BBIJAYd TPOKIAHHHY, BKIIOYEHHOMY
B OefiepalibHbIM  PETHCTP, €ro 3aKOHHOMY IIPEACTABUTENIO BBINUCKH M3 peecTpa
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3JIEKTPOHHBIX CEPTU(UKATOB Ha OyMaKHOM HOCHTEJIE, IOAIMCAHHON YCHIIEHHOM
KBTH(ULIUPOBAHHON 3JIEKTPOHHOMN MOAIKUCHIO YIIOJHOMOYEHHOrO Ha MOAMMCAHHE
TaKOro JOKyMEHTa JOJXKHOCTHOIO JIMLA.

11. I'paxxpanuH, BKIroueHHbIH B PeepabHbIN PETHCTP, HIIH €r0 3aKOHHBIN
IpeACTaBUTENb BIIpaBe OTKa3aThCs OT NPUOOPETEHHMs JIEKapCTBEHHOI'O Npenapara
VI MEIUUMHCKOrO TNpUMEHEHHs, MEJUUUHCKOIrO H3JACIHs, a TakKke
CHELMATH3UPOBAHHOIO IPOAYKTa JieueOHOro MNUTaHUA U JAeTel-HHBAIMIOB
C HCIOJI30BaHUEM D3JIEKTPOHHOIO cepTHHUKaTa B TEYCHHUE CPOKa €ro ACHCTBHI,
HOHe Ooyiee cpoka JeiicTBUS pelenTa HaJIGKapCTBEHHBIM Ipenapart
JUIS MEIULIMHCKOTO  TNpPUMEHEHWs, MEIULMHCKOe  H3JeNde, a  TaKkxke
CHELHATM3UPOBAHHbIN NPOAYKT JIe4eOHOro MUTaHUs 1Jist IeTeH-UHBAIHAOB.

12. B cmydyae oTkaza OT OQJIGKTPOHHOro CepTHHUKAaTa TIpakJaHHH,
BKIIIOUYeHHbIH B DenepalibHbIl perucTp, WIM ero 3aKOHHBIH NpeACTaBHTENhb
oOpaijaeTcsi B MEJIULMHCKYIO OpraHH3alMIO AJS MOAauu 3asBleHUsA o0 oTkase
0T NpHOOpETEeHHs JIEKAPCTBEHHOIO Npernapara s MeIULUUHCKOr0 IPUMEHEHHUS,
MEIUIMHCKOIO M3MeNUsl, a TakKe CIeLHaTU3UPOBAHHOIO IpPOJYyKTa JiedeOHOro
NUTaHUA )i JeTel-MHBAIWJO0B C UCIOJb30BaHUEM 3JIEKTPOHHOIO ceprudukara
no ¢opMe coryiacHo mnpunoxeHuto Ne2 k HacrosieMy Ilopsnky (manee —
3asgBieHHe 00 oTkase). MeauuuHCKas OpraHu3alds B TeYe€HHE OJHOro
KaJIeHJapHOro AHA nepezaet B JlenapTaMeHT 3asBiieHHe 00 0TKa3e B 3JIEKTPOHHOM
BUJE, o6ecreyrB OAHOBPEMEHHO BBIIIMCKY JILIOTHOI'O pelenTa ajs 6ecIuiaTHoro
MOJIy4€HHsI B HATypaJlbHOM BHJI€ COOTBETCTBYIOLLETO JIEKAPCTBEHHOTO Npenapara,
MEIULMHCKOTO HM3JEeNus, CeLUaTU3UPOBAaHHOIO0 MPOJAYKTa JIeueOHOro IUTaHHs
I neTeh-uHBaJIuIOB.

13. lenapTaMeHT [Jis OCYLIECTBICHHS BHECEHUS H3MEHEHHS B paHee
CO3JaHHYIO 3aIlliCh DJJEKTPOHHOro ceprudukara (manee — OJIOKHpPOBKA

3]IEKTPOHHOrO cepTH(UKATa) IIOCPEACTBOM CHCTEMBI MEXBEJOMCTBEHHOTO
3JIEKTPOHHOTO B3aUMOAEHCTBUS [IepejaeT B rOCYJapCTBEHHYIO HHGOPMaITHOHHYIO
cucreMy «EanHas neHTpanu3oBaHHas HU(poBas IulaTgopma B COLUANBHOI cheper
JU1s mocnenyiouei nepegayu B ['ocynapcTBeHHYI0 HHQOPMALMOHHYIO CHUCTEMY
3JIEKTPOHHBIX CEpTU(GUKATOB B YCTAaHOBJIEHHOM IMOpsJKe CBeACHHS 00 OTKasze
rpaxjaHuHa, BKIIOYeHHOro B DenepanbHblii perucTp, OT MNpPHOOpPETEHHS
JIEKapCTBEHHOI'0 Ipenapara Jii MEAULMHCKOrO NPUMEHEHHs, MEIHLIMHCKOIO
M3JENIMA, a TaKKe CHNelMaTM3MPOBAHHOIO MpPOAYKTa Jie4eOHOro MUTaHUS
JUIS 1eTeli-HHBAJIMJIOB C  KCIOJB30BaHHEM  3JIEKTPOHHOro  cepruduKara
Ha OCHOBaHHMH OOpallleHUs paKAaHHHA, BKIIOYeHHOro B DenepalibHbIi perucTp,
HJIM €70 3aKOHHOTO MIPeICTaBUTENS B CPOK He IO3/IHEe ClIeIyIOIIero paboyero qHs
IocJjie MoJy4YeHHs Takoro obpalleHus.

14. JlenmapraMeHT B TeuyeHHe OAHOro paboyero HHS TOCHE IONY4YEeHHUS
IIOCPEACTBOM  rOCYJAapCTBEHHOH  HMHGpOpMalMOHHOM = cucteMbl  «EnuHas
LIEHTpaIM30BaHHas HUdpoBas mWiarGopMa B COUMANBLHON cdepe» HHPOpMALMH
0 OJIOKHpPOBKE DJJIEKTPOHHOIO cepTUdHKaTa IepefaeT [aHHbIE CBEICHHUSA
B QenepanbHbIil pEruCTp TrpaxkiaH, HMEIOLMX IpaBo Ha obecrniedeHue
JIEKapCTBEHHBIMH NpenapaTtaMy Uil MEIULUHCKOTO IPUMEHEHHU 1, MEAULIMHCKUMH
H3ENIUAMH U CHELUAIM3UPOBAHHBIMU NMPOAYKTaMHU JIeueOHOro MUTaHMs 3a CYET
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OIO[DKETHBEIX aCCHTHOBaHMiU (elepalibHOr0 Oro[pkera U OIOHKETOB CyOBEKTOB
Poccuiickoit ®enepalyy, a TakxKe OCylIeCTBIsAeT HHPOPMUPOBaHHE IPaXKJaHUHA,
BKJIIOYeHHOro B DelepanbHblii pPEerucTp, WIH €ro 3aKOHHOTO IIpeACTaBHTENs
0 GJIOKHPOBKE 3JIEKTPOHHOIO cepTU(UKaTa C HCIIOIb30BaHUEM JIMYHOTO KabuHeTa
eQUHOro IopTaja WIM MOCPEACTBOM BblJAYH TIPaXJAaHWHY, BKIIOYEHHOMY
B ®eslepasibHBIl pErucTp, WIM €ro 3aKOHHOMY IIPEJICTaBUTENIO PpELICHUS
0 OJIOKMpOBKE  3JIEKTPOHHOro  ceprudukara U3 peecTpa  IJIEKTPOHHBIX
cepTupUKaTOB Ha  OyMaxHOM  HOCHUTeNe, [OAINMCAaHHOM  YCHUJIIEHHOH
KBIU(GULUPOBAHHOK 3JIEKTPOHHOM NOANHCBHIO YIOJTHOMOYEHHOTO
Ha NOJANUCaHHEe TaKOro JOKYMEHTa JOKHOCTHOTO JIMLA. ,

15. OnnaTa nekapcTBEHHBIX MpenapaToB Uil MEAULIMHCKOTO NpUMEHEHHS,
MEAULUHCKUX H3JENHH, a TakkKe CINelHaTM3MpOBAHHBIX NPOAYKTOB J1e4e6HOro
NUTAHUS Ui JETEH-MHBAIWAOB OCYLUECTBIACTCS Ha OCHOBAaHUHU CBEJIEHHUH,
collepXKalluxcs B JIEKTPOHHOM cepTH(dUKaTe, B pa3Mepe, He IPeBHIIIAIOLIEM
IpeAeNbHYI0O CTOMMOCTh JIEKAPCTBEHHBIX IIpenapaTtoB Ml MEIULUHCKOro
MPUMEHEHUS, MEAULMHCKIX U3IEJIHM, a TaKKe CIelHaIM3UPOBAHHbBIX IPOAYKTOB
ne4yeOHOro IUTaHUS Ui JeTeH-UHBAIUIOB, YCTAHOBJIEHHYIO B 3JIEKTPOHHOM
cepTuduKare.

16.B  cmyyae ecnM  CTOMMOCTh  JIEKapCTBEHHBIX  IIpeIaparoB
U1 MEAULIMHCKOTO ~ MPHUMEHEHMs, MEAMLMHCKMX  M3IeIuH, a  TaKxke
CHELUATM3UPOBAaHHBIX [POLYKTOB JieyeOHOrO MUTaHUSA IJis AeTeH-HHBAIHAOB,
NpUOOpETaEMBIX C HCIIONB30BAHUEM JJIEKTPOHHOTO CepTH(HKATA, MpPEBHILIAET
IpEeAEIbHYI0 CTOMMOCTh JIEKAPCTBEHHBIX IIpeNaparoB M METUILHHCKOro
IIPYMMEHEHHs, MEAMLIMHCKUX HM3/ENMH, a TaK)Ke ClleUaIu3HPOBAaHHBIX MPOJYKTOB
Je4eOHOro IUTAHMs AJs JETEeH-UHBAIMIOB, YCTaHOBJIICEHHYIO B 3JIEKTPOHHOM
cepTHUKaTe, rpakAaHHH, BKIIIOUYeHHBIH B DelepaibHbli PErucTp, WIH €ro
3aKOHHBIA NpeACTaBHTENb BIpaBe OCYLIECTBUTH IOIUIATY N0 HUX (PaKTHYECKOi
CTOMMOCTH 3a CYeT COOCTBEHHBIX CPE/ICTB.

17.B  ciaydae  eciM  CTOMMOCTb  JIGKapCTBEHHBIX  IIpenaparoB
Ul MEAULIMHCKOTO  TIIPUMEHEHHMs, MEJUUUHCKUX  H3JeNud, a  TaKkke
CIIELIMAIM3UPOBAHHBIX IMPOAYKTOB JIeYEOHOTr0 NMUTaHUS IS AeTeH-HHBAIKIOB,
NpuoOpeTaeMBIX C HCIONB30BaHHEM OJJIEKTPOHHOTO CEepTH(GHKATa, HIKE
Ipeae]bHON CTOMMOCTH JIEKAPCTBEHHBIX MNpenapaToB Uil MEIHULIHHCKOIO
NPYUMEHEHHS, MEJULUHCKUX U3JeIuH, a TAaKXKe CIeUaIM3UPOBaHHBIX IIPOAYKTOB
Je4yeOHOr0 NHTaHUSA AN JAeTel-UHBAJIMIOB, YCTAHOBJIEHHOH B 3JIEKTPOHHOM
cepTHQHKATe, IPaXIaHUH, BKIIOYEHHbIH B DelepalibHbIi PErHCTp, HIH €ro
3aKOHHBIN [IPEACTABUTEND OCYLIECTBIISET OIUIATy 10 X (PaKTHUECKOH CTOMMOCTH.
Pasuuua mexay ¢akTHUecKkoil CTOMMOCTBIO M YCTAaHOBIIEHHOM B 3JIEKTPOHHOM
cepTudUKaTe IMpeleIbHOH CTOMMOCTBIO JIEKAPCTBEHHBIX MpeNnapaToB I
MEUITHCKOIO IIpUMEHeHus, MEJULIMHCKUX U3JIeNHi, a  TaKxe
CIICLIHAIM3UPOBAHHBIX MPOJAYKTOB JIe4eOHOTO NUTAaHUA IS AeTei-MHBAIHIOB
rpaxIaHuHy, BKJIIOYEHHOMY B (DenepanbHblii perucTp, WIH €ro 3aKOHHOMY
NPEeJCTaBUTEIIO HE BO3MEIIAeTCs.




[Tpunoxxenue Ne 1

k [llopsaxky nomadyn  IpaXIaHMHOM
3asBJICHHA Ha IIpHOOpETCHHE
JIEKapCTBEHHOIO npenapara T
MeULMHCKOTO IPUMEHEHHS, MEIULIMHCKOIO
W3eNus, a TaKKe CIEHHATU3UPOBAHHOIO
NpoayKTa  JiedeOHOro  IHTaHMsA I
JeTCH-UHBAIMOOB C  HCIIOJIb30BAaHHUEM
3JIEKTPOHHOTO CepTU(UKaTa 3a CHeT CPEACTB
oromkera ropoga CeBacTomnoss

3asBieHue HA npuoﬁpeTeHHe JICKapCTBEHHOI'O Nperiapara
I MEAULIUHCKOTO MPUMEHEHUS, MEAUIITMHCKOI'O U3ACIINS,
a TaKXe€ CrienaJIi3upOBaHHOTIO IIPOAYKTA JiedeOHOro muTaHus
JJIs1 IleTeﬁ-HHBaHHHOB C UCINIOJIB30BAHHUEM 3JICKTPOHHOTI'O cemebHKaTa

dammtus

HNmsa

OtyecTBO (IIpH HATUYHH)

CTpaxoBoii HOMep HHIUBUAYAIBHOI'O JIULIEBOTO
cyeTa rpak/IaHiHa B CHCTEME 0013aTeJILHOrO

neHcuoHHoro crpaxosanus (CHWIIC)

HOMep noJiuca o0g3aTeIbHOro
MCAUIHHCKOIo CTpaxoBaHUs

AOOHEHTCKU HOMep rpaXkaaHuHa (€ro 3aKOHHOTO
MIPEJICTAaBUTEIISA ), BBIICJICHHBIH ONEepaTopoM

NOABWXHOM paaroTrenedhOHHOMR CBA3H (MPU HATUYHH)

HOMep HallMOHAJIBHOI'O INIATECXKHOI'O
HHCTPYMCHTA I'paXJaHHuHa (CFO 3aKOHHOI'O

HIIK YIIOJIHOMOYCHHOI'O l'[peJ],CTaBI/ITe.HSI)

Anpec perucTpauuu rpaxaaHuHa o MecTy

XUTEJIBCTBA UM M0 MECTY NpeOLIBaHuUS

Howmep nbrorsoro peuenta

(BBIMKMCAHHOTO BpauoOM MeIUUMHCKOM OpraHHu3al1y )

Harta odopmnenus

IToamnuce 3asBuTens




[Tpunoxxenne Ne 2

k [Ilopsaanky nmnomaym  rpaxgaHMHOM
3asBIICHUs Ha npuobpeTeHue
JIeKapCTBEHHOTO npemnapara Ui
MEIUIIMHCKOTO MPIMEHEHNUS], MEAULIHCKOIO
H3JEeJIHs, a TaloKe CHEeHATU3UPOBaHHOTO
NpoAyKkTa Jie4eOHOro mNUTaHHA UIA
IeTed-UHBAIMAOB C  HMCIIOJIB30BAHUEM
3JIEKTPOHHOrO cepTUdUKaTa 3a CyeT
cpenctB Oromkera ropoaa CeBacTomnons

3asBneHue 00 oTKa3e OT NPHOOpPETEHUS
JIEKapCTBEHHOro Nnpenapara Ui MEAULIMHCKOTO NPUMEHEHHUS,
MEAMLIMHCKOTO U3/IeJUs, a TaKXKe Clel{HaIu3UPOBaHHOTIO NPOAYKTa JieyeOHOro
NUTAHUA U1 JETeH-UHBAIUIOB C UCIIONb30BaHUEM 3JIEKTPOHHOTO cepTUUKaTa

s, >
(®. U. O.) (nara u ron poxaeHHus)

NpHKperUieH(-a) K

(HauMeHOBaHHE MEANIMHCKON OpraHU3allkiK)
AJIsE OKa3aHHUA MHE MeHHHHHCKOﬁ InmoMouIH, OTKa3bIBakOCh OT I'IpPIO6pCTeHI/I$I

(HauMeHOBaHME JIEKApCTBEHHOTO Mpenapara / METUIIHHCKOTO U3Aeus /
CIENMAaIH3HPOBAHHOIO MPOAYKTA JeYeOHOr0 MUTAHUS IS IeTeH-HHBAIHIOB)

10 JBroTHOMY peuenty Ne C KCIOJIb30BaHHEM
3NEKTPOHHOTrO cepTudurarta Ne

Hata opopmnenus Ioanucs 3asBUTENSA




