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CIUCTPAUNOHHOE YI0C roBepenue

LOKOTO IPpHMEHCeHU S

(HOMEp PErucTPaliOHHOTO YA0CTOBEPEHHS TeKapCTBEHHOTO MpenapaTa)

B cooTtBeTcTBUH C HpaBI/IJIaMI/I PEerucTpalviy ¥ SKCNepPTU3BI JEKAPCTBEHHBIX CPEACTB 11 MEAULIMHCKOT O
IPUMCHCHH?, HACTOALLECE PErUCTPALIMOHHOC YIOCTOBEPEHHE BbI1AHO:!

1 HaumeHoBaHue gep:kaTeis OO1ECTBO C OTPaHUICHHOM OTBETCTBEHHOCTHIO "BJmapé"” :
PperucTpauioOHHOr0 YI10CTOBEPEH S (000 "Imnapa"), Poccus :
2 |Axapec aep:kaTelisi pErHCTPANHOHHOIO 601122, Bragumupckast 00i1., [leTymmHeKmit -
|ynocroBepeHusi: paiioH, r. ITokpos, yi. ®panua lltonssepka, . 20
3 |JlaTa perucrpauum: 03.08.2022
4 [Jlata ucTeyeHMs CPOKa AeicTBUS -
pEerncTpaoHHOr0 YAOCTOBEPEHHS:
5 |/laTa noaTBepXKAEHNSI PErHCTPALUN
(mepeperucrpanumn):
6 |/lata BHeCEeHHSI H3MEHEHHIT -
(nepeodopmiieHNs) B perucTpauoHHOE
YAOCTOBEpEHHUE:
7 |Hara permcrpanuu B pepepeHTHOM 03.08.2022

rocylapcrBe:

U NIOATBEPXKIACT, UTO HEKapCTBeHHBIﬁ Ipenapar 3aperuCTpUpoBaH U pa3pellieH K MEAULIMHCKOMY IIPUMEHEHHIO 4

Ha TEPPUTOPHU: =4
Poccuiickoit @enepauuu =
(rocynapcTBo — uiieH EBpasuiickoro 5SKOHOMHUYECKOTO COK03a) &
HHbpopMaIus 0 3aperHcTpUPOBAHHOM JIEKapCTBEHHOM TIpenapare 3
8 |ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOI0 BOJIA JUISA UHBEKIIUI
npenapara: 3
9 |MexayHapoaHOe HeaTeHTOBAHHOE Bopna :
HanmenoBanue (MHH), uiu o61menpunsitoe =
(rpynnupoBoYHOE) HANMEHOBAHHUE, HITH <
XMMHIYecKoe HAaHMeHOBaHNe AKTHBHOM =
(apmaneBTHUECKOIl cyOCcTAHIMU <
(npu orcyrerBuu MHH): 2 i
10 [JlekapcTBeHHas ¢opma: PacTBOPUTEND U1 MPUFOTOBIEHHU JIEKAPCTBEHHBIX GOpPM
JUISE UHBEKLMH a
11 |do3upoBka(-u): - <
12 PAcTBOPUTENb TS IPUTOTOBICHHUS JIEKAPCTBEHHBIX (HOPM.

jd)opma(-bl) BbIIIyCKA:
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|
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. 1(xopobka kapToHHas) (i CTAMOHAPOR)

Ui uHbeKuui (amnysa) 1/2/3/4/5/10 mn x 5/10 (nauka |~ |
KapTOHHas) S P
PacTBOPUTENb JUIS MPUTOTORJICHHUS JICKapPCTBEHHBIX HOpM
JUIA MHBEeKLMH (ammyda) 1/2/3/4/5/10 mi x 20/25/50 -
(mauka KapTOHHas) (115 CTALOHAPOR) 3
pacTBOPUTEIIb IS IPUTOTOBIECHHUS JICKAPCTBEHHBIX (hOPM
JUTs MHBEKIH (aMiTyJia) 1/2/3/4/5ﬁ éﬁﬂx]-ZgO/SOO I




Crpanuna 2 peructpanuoHHoro ynocropepenus Ne JITT-Ne(001098)-(PT-RU)

[pacTBOpHTEND AT IPUTOTOBJICHUS JIEKAPCTBEHHBIX
dopm s uHBeKIMi (ammmysa) 1/2 v x 5/10 + (wmpwir) x
5/10] x 1 (mauka kapTOHHAsN)

[pacTBOpHTEN AN HPUTOTOBIICHHU JIEKAPCTBEHHBIX
(hopm a1 unbeKuuH (ammysna) 3/4/5 mi x 5/10 + (wmpm)
x 5/10] x 1 (mauka kapTOHHasN)

[pacTBOpUTEND MTA IPHTOTOBJIEHUS JIEKAPCTBEHHBIX
(bopm s uEBeKLMi (ammmyna) 10 mia x 5/10 + (mnpuix) x
5/10] x 1 (mauka KapTOHHas)

VYnakoexka "in-bulk":

PacTBOPUTEH Ul MPUTOTOBIEHUS JIEKAPCTBEHHBIX (Gopm
AUt uabeKIMi (ammyda) 1/2 M x 2080-2100(kopobka
KapTOHHas)

pacTBOpUTEIL Ul MPUTOTOBIEHHUS JIEKAPCTBEHHBIX (hopM
Ui nabekuui (ammyna) 3/4/5 ma x 1080-1100 (kopobka
KapTOHHas)

PacTBOPUTEINL [Uisl NPUrOTOBJIEHHS JIEKAPCTBEHHBIX (opM
Ut UHBEKIUH (ammmyna) 10 Mo x 520-540 (kopoGka
KapTOHHas)

13

CocraB JIEKAPCTBEHHOI'O Npenapara:

BOJAA Ui UHBECKLIUMH

14

Cpok rogHocru:

4 rona

Hndopmanis o npon3BoaUTe e JEKapCTBEHHOTO Npenapara (HasBaHus M ajpeca NPOU3BOACTBEHHBIX IUIOMAO0K,
Y4acTBYIOIIMX B TPOLIECCE MPOU3BOCTBA JIEKAPCTBEHHOTO PENapara)

Ne

Cragusi npon3BOACTBA
(Bce yYaCTHUKH
IIPOU3BOJCTBEHHOI 0
npouecca)

HasBanue OpraHusanuu

AJnipec NpON3BOACTBEHHOM MIOMIAAKH

ITpon3BoaCTBO rOTOBOI
JIEKapCTBEHHOH (DOPMBI

OO11eCTBO € OrpaHUYEHHOM
OTBETCTBEHHOCTHIO "OJjuiapa"
(OO0 "Onnapa'), Poccus

601122, Bnagumupckas o0iL.,
INetymunckuit paiios, r. [Tokpos,
yi. ®panua Hlitonssepka, a. 20, ctp.2

KOHTPOJIb Ka4Y€CTBa

OTBETCTBEHHOCTHIO "Dsiapa”
(000 "Dmnapa"), Poccus

2 |IlepBu4Has ynmakoBKa OOI11IECTRBO C OrpaHUUEHHOMN 601122, Bnagumupckas o0i1.,
OTBETCTBEHHOCTEIO "Oiapa’ IMetynmmHckuii paiioH, r. IIokpos,
(000 "Omnapa"), Poccus yJ1. @panua llltonsepka, a. 20, crp.2
3 |BropuuHas ynakoBka O611ecTBO C OrpaHHYEHHOM 601122, Bragumupckas o6i1.,
OTBETCTBEHHOCTHIO "OJuiapa" IMerymmunckuit paiion, r. ITokpos,
(000 "Ommapa"), Poccus yi1. ®panna Illtonbeepka, a. 20, ctp.2
4 | BellycKarOMmui OG11ECTBO ¢ OrpaHUYEHHON 601122, Bragumupckas 0611,

IerymuHckuii paioH, r. [Tokpos,
ya. @panua lltonssepka, a. 20, ctp.2

3amectureap MuHHCTpA
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