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MUHUCTEPCTBO 3/IPABOC
POCCUHCKO! ®EJIEP

PerucrpannoHnoe yi0cToBepenue

JEKAPCTBEHHOI0 Npenapara g MEAHNUHCKOTO NPUMEeHEeHU S
; } p JII-Ne(001211)~(PI'-RU) !

(HOMEp PeTHCTPaLHOHHOTO YIOCTOBEPEHNS JIEKAPCTBEHHOTO TPENapara)

B cootserctiu ¢ IIpaBunamu perucTpaini 1 9KCIEPTH3bI JEKAPCTBEHHBIX CPEACTB A Mennunncxoro
NPUMEHEHNs, HACTOSLIEE PErMCTPALIMOHHOE YAOCTOBEPEHHE BhIIAHO:

1 HanmenoBaHme gepxaTeJis OO61IECTBO C OrPaHUYEHHON OTBETCTBEHHOCTHIO "BJmapa
PErHCTPaHOHHOIO YAOCTOBEPEHHUS: (000 "Onnapa"), Poccus

2 Anpec JepkaTessi perucTpalHOHHOIO 601122, Bnanumupckas o6, [leTymunckmuii
YAOCTOBEpEeHHSsI: paiio, r. I[Tokpos, yi1. ®panua U.ITOJ'IBBepKa, .20
Jara perucrpanuu: 15.09.2022

4 Jlata HcTe4eHMs CPOKa JeHCTBHS 15.09.2027
PErHCTPAUHOHHOrO YAOCTOBEPEHHS:

S Jara noaTBep:KAeHHs perucTpalHy - 3
(nepeperucrpanum): :

6 JlaTa BHeceHHsI H3MEHEHHIH = 2
(mepeodopmiteHHsT) B perucTpanHoHHoe -
YAOCTOBepeHHe: 5

7 /1aTa perucrpauuu B peepeHTHOM 15.09.2022
rocyjaapcrae: =

¥ IIONTBEPIK/AAET, YTO JICKAPCTBEHHBIN NPENapar 3aperncTpUPOBAH U Pa3pelieH K MEULIMHCKOMY NPHMEHEHHIO

Ha TEPPUTOPHU: Z e
Poccuiickoit ®enepauuu =B
(rocynapctso — uteH EBpasHiiCKOro 3KOHOMHYECKOTO COK03a)
)
HH(popMaLws 0 3aperucTpupoBaHHOM JIEKapCTBEHHOM Tpenapare
8 Toprosoe HauMeHOBaHMeE JIEKAPCTBEHHOIO Jexckeronpoden :‘ i
npemnapara: =
9 MexIyHapoAHOE HEMATEHTOBAHHOE Jexckeronpoden =
HanmeHnoBanue (MHH), nin o6menpunsroe <
(rpynnupoBoYHOE) HAMMEHOBAHHE, HJIH =
XHMHU4Y€CKOE€ HAaHMEHOBAHHE AKTUBHOM Z I
(hapmaneBTHYecKO cyGcTaHIMM 2 e
(npu orcyrcrBun MHH): 2
10 JlekapcrBenHasi popma: PacTBOp I/l BHYTPHBEHHOIO ¥ BHYTPHMBIIIEYHOIO |
BBEJICHHS =i
11 To3upoBka(-u): 25 mMr/Mn =0 s
12 |®opma(-bI) BeInycKa:

PacTBOp [UIsl BHYTPMBEHHOTO M BHY TPHMBILIEYHOTO
BBEJEHUs, 25 MI/MIT (aMITyJia ¢ TOYKOM MM KOJIBLIOM
n3jioMa) 2 Mi X 5/10 (mavka kapToHHas);

PacTBOp [U1s BHY TPMBEHHOTO M BHY TPHMbILIEYHOIO
BBEIEHHMS, 25 Mr/mMi (amimyna) 2 M X 5/10 (mauka
KapTOHHas) (B KOMILIEKTE CO CKapUdHKaTOpOM

aMIyNBHBIM); 043700

ey

pacTBOp s BHyTpuBeuﬂoro 1 BHYTPUMBILICYHOTO,
yJia) i2&!25/50 n}itxka

iddadddidadiiai




Crpanuua 2 perucTpauuoHHoro yaocrosepenus Ne JII-Ne(001211)-(PT-RU)

KapTOHHAA) (JUIS CTAlIHOHAPOR);

PacTBOp JUIs BHYTPUBEHHOTO U BHYTPUMBIIIEYHOTO
BBeJleHus, 25 mr/mn (ammysna) 2 ma x250/500 (kopoGka
KapTOHHAas) (JUIs CTallHOHAPOB)

13

CocraB JIEKAPCTBEHHOI'0 penapara:

nekckeronpodena pomMetamol 36.93 mr [uto
COOTBETCTBYET CONEPKAHMUIO AeKckeTonpodena 25.0 mr],
BCIIOMOTaTe/IbHbIE BEIECTRa (3TaHoN 95%, B iepecyeTe
Ha 100% BewiecTBo, HaTpus xnopux, 1 M pacteop Hatpus
THAPOKCHIA, BOAA JUIS UHBEKIHIA)

14

Cpoxk rogHocTH:

2 rona

Hrpopmaluist 0 npousBoauTeIte JIEKapeTBEHHOrO Npernapata (Ha3BaHus M aJpeca NPOM3BOACTECHHEIX IIOAN0K

Y4aCTBYIOLIHX B MPOLECCE NPOI3BOACTBA JICKapCTBEHHOTI'O npenapaTa)

£}

Ne

Cragus npousBoacTBa
(Bce YYaCTHHKH
NIPOH3BOACTBEHHOr 0
npouecca)

Ha3spanue opraHnsanun

Ajpec NpOU3BOACTBEHHOIT IIOIALKH

ITpon3BOACTBO FOTOBOI
JIEKapCTBEHHOU (opMbI

OOB11eCTBO ¢ OrpaHUIEeHHON
OTBETCTBEHHOCTHIO "Juiapa”
(OO0 "Onnapa"), Poccus

601122, BraguMupckas o0,
Ierymnackuii paiion, r. [Tokpos,
yi1. ®panna IltonsBepka, 1. 20, ctp.2

KOHTPOJIb Ka4y€CTBa

OTBETCTBEHHOCTHIO "Jirnapa”
(000 "Smmapa"), Poccus

2 |ITlepBuuHas ynakoBka O611ecTBO € OrpaHUYEHHOM 601122, Brnagumupckas o6i.,
OTBETCTBEHHOCTHIO "Omapa” Ierymunnckuii patios, r. Ilokpos,
(00O "3mnapa"), Poccus yi1. ®panna llltonsBepka, a. 20, ctp.2
3 | BropuuHas ymakoBka O611eCTBO ¢ OrpaHHIEHHOI 601122, Bnagumupckas o611.,
OTBETCTBEHHOCTHIO "Jjiapa” IerymmHckuii pation, r. ITokpos,
(000 "3smapa"), Poccus yi1. @®panua IlItonsBepka, 1. 20, cTp.2
4 | BellycCKarOIHi OO11IeCTBO C OrpaHIYEHHOMN 601122, Bnagnmupckas 0611,

[NeTymmHCcKuii paiioH, r. ITokpos,
yia. @paHua HJTowepKa, 1. 20, cTp.2
7z

3amecTurens Munucrpa

.B. I'itarosien




