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HIMHCKOTO IPHUMEHEHUs

(HOMEp peruCTpaoOHHOTO YI0CTOBEPEHH S JIEKAPCTBEHHOTO TIpenapara)

B cootBeTcTBUM C l'IpaBmIaMn PErucTpanuy U 3KCIePTU3BI JIEKAPCTBEHHBIX CPEeACTB 1A MEAULIMHCKOTO
NPUMCHCHHA, HACTOALIECE PErMCTPALIHOHHOE YAOCTOBEPEHHUE BBIJIAHO:

1 |HanmeHoBaHHe gepkaTeist OGHIECTRBO C OrpaHMYEHHO OTBETCTBEHHOCTHIO "Smlapa"
PEerucTPauOHHOrO yA0CTOBEPEHMSI: (000 "Snmnapa"), Poccus ;

2 | Anpec Jep:kaTesi perucTpaHOHHOro 601122, Bnagumupckast o6, [leTymuHckui paiioH,
YAOCTOBEpEeHM: r. ITokpos, yi. ®panna Illtonseepka, 1, 20
JdaTa perucrpanum: 02.10.2023 2

4 |/laTa MCcTe4eHHs CPOKaA JeiicTBHS -

PErucTPalHOHHOrO YAOCTOBEPEHMUS:

5 |/laTa noaTBep:KAEHMS pErUCTPALHH -
(nepeperucrpanmn):

6 |/laTa BHeceHUsI H3MEHEHHIT -
(nepeoopmiieHNsT) B pErucTPaHOHHOE
yAOCTOBEpeHHe:

7 |/JaTa perucrpanuu B ped)epeHTHOM 02.10.2023

rocyrapcrse:

H TMIONTBEPKAET, YTO JISKAPCTBEHHBIH NpeNapar 3aperucTPUPOBAH U paspelieH K MeAUIIHHCKOMY npmaeﬂenmo 3

Ha TCPPHTOPHUIL:
Poccuiickoit ®enepanun
(rocynapcTeo — unen EBpasuiickoro 5k0HOMHYECKOT0 COI03a)
HUndopmauus o 3aperucTpupoBaHHOM JIEKapCTBEHHOM TIpenapaTe
8 |ToproBoe HaHMeHOBaHHE JIEKAPCTBEHHOI0 KETOIIPO®EH :
npenapara:
9 |MexayHapoJHOe HEeNAaTEHTOBAHHOE Keronpogen
HauMeHoBaHue (MHH), nin obimenpunsitoe <
(rpynnupoBoYHOE) HAHMEHOBAHHE, HIIH
XHMHYeCKOe HaHMEeHOBaHHE AKTHBHOI
thapmaneBTHYECKOI CyGCTAHIMM
(npu orcyrerBnn MHH):
10 |JlexapcTBeHHasi dopma: PacTBOp I BHYTPHUBEHHOIO U BHY TPUMBIIICYHOFO
BBEJICHUS >
11 |Mo3uposxa(-u): 50 mr/mn
12 |®opma(-bI) BBIMYCKA: PacTBOp A BHYTPUBEHHOIO U BHYTPHUMEBIIIEYHOTO -

BBeJeHus, 50 Mr/mi (ammyina) 2 M x 5/10/20/25 (nat{Ka
KapTOHHAas)

PacTBOp Ui BHYTPUBEHHOTO U BHY TPHMBILIEYHOTO =
BBesieHus, 50 mr/min (ammysna) 2 M x 50 (mauka -
KapTOHHAs) (U1 CTAllHOHAPOB) =
PacTBOp Ul BHYTPUBEHHOTO M B}Q'H)L]\Jmmqﬂoro

BBE/IeHNA, 50 MF/MJI ‘(aMnyJIa)V;‘ M x 250/500 Qggpoﬁxa




CrpaHuua 2 perucTpalOHHOro yAOCTOBEPCHUA Ne JITI-Ne(003314)-(PI'-RU)

r KapTOHHas) (U CTalOHAPOB)

13 |CocTaB JeKapcTBEHHOrO Mpenapara: ketonpodeH 50.0 Mr, BCIIOMOTaTe/IbHbIC BEIECTBA
(TIPOTHMIIEHITIMKOIb, 3TaHoi 95 %, GEH3UIIOBBIMA CITUPT,
1 M pacTBOp HaTpHA TMAPOKCHA], BOJA VI HHBEKIIMIN)

14 |Cpox rogHocrm: 4 ropa

HMndopmanus 0 IPOU3BOMUTENE JIEKAPCTBEHHOI'O IpeniapaTa (Ha3BaHUA M afpeca NPOU3BOICTBEHHBIX MIOMIANIOK,
YYACTBYIOIIUX B MPOIECCE MPOU3BOJCTBA JIEKAPCTBEHHOTO npemnapara)

Ne | Cragus npousBoacTBa | HasaHue opranusauniu AZpec NpON3BOACTBEHHOM IUTOMAKH
(BCE YHACTHUKH
[POM3BOACTBEHHOIO
nmpoiecca)
1 |TIpou3BOACTBO FOTOBOM O6I1ecTBO C OrpaHHIEHHOM 601122, Bnagumupckas o011,
JIeKapCTBEHHOM OPMBI | OTBETCTBEHHOCTBIO "Snnapa” (00O | Herymunckuii paiioH, r. TIokpos,
"Smnapa"), Poccus yi. ®panna Llitonssepka, a. 20, cTp. 2
2 | IlepBu4Hag yIakoBKa OG6IIECTBO C OrpaHUUCHHON 601122, Bnagumupckas o061,
oTBeTcTReHHOCTHIO "Dmmapa” (00O |IleTymUHCKUI patoH, T. Tloxpos,
"3nnapa"), Poccus yi1. ®pania LLitonseepka, 4. 20, ctp. 2
3 | BropuuHas yHnakoBKa OGIIECTBO C OrpaHMIEHHOH 601122, Bnanumupckas o0,
oTBeTcTBEHHOCTHIO "Divtapa” (00O |IleryumHckuii paiioH, . IIokpos,
"Onnapa"), Poccus yi1. ®@panna Llronseepka, a. 20, cTp. 2
4 | BeIMyCKaIOIAHA O61IECTBO C OrPAHUYECHHOM 601122, Bnagumupckas o6,
KOHTPOJIb KayeCTBa OTBeTCTBEHHOCTHIO "Dinapa” (000 | [eryumHckuit paitoH, . ITokpos,
"Amapa"), Poccus yi1. ®panua Lltonseepka, A. 20, cTp. 2
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