MHHHUCTEPCTBO 3/IPABOOXPAHEHUA
POCCUNCKOHU OEJEPALIUN

Perucrpanuonnoe yiocropepenue
JEKAPCTBEHHOI0 NPEnapaTa JAJsi MeAHIUHCKOTO HpAMeHeH s
JIII-Ne(001544)-(PI"-RU

(HOMep PEruCTPalMOHHOTO YAOCTOBEPEHNS JIeKapCTBEHHOTO MpenapaTa)

B cootserctuy ¢ [IpaBuiamu perucTpauny ¥ SKCIEPTU3BI TeKapCTBEHHBIX CPENCTB I MEIUIAHCKO!
TIPUMEHEHNS, HACTOAILEE PETHCTPALIMOHHOE YIOCTOBEPEHHE BBIIAHO: ’

HaumeHoBaHHe JepKaTest OGIIECTBO ¢ OTPaHMYEHHOM OTBETCTBEHHOCTHIO 'O
perncTpanoHHOro yA0CTOBePEeHHUS: (000 "Bnnapa"), Poccus

Anpec AepkaTeisi perucTPalHOHHOIr0 601122, Bnagumupckas 06u1., [TeTymuHckuit pa
YAOCTOBEPEHHS: r. ITokpos, yi. @panua lITonseepka, . 20

JaTa perucrpanuu: 13.12.2022

JlaTa ucTeueHHUsl CPOKa AeHcTBUS 13.12.2027
PEruCcTPalMOHHOr0 YAOCTOBEPEHHUSI:

JlaTa noaTBep:KIAeHUsl perucTpaliH
(nepeperucrpanum):

JaTa BHeceHUSsI M3MEHEHHIH
(mepeogopmJiieHHs) B perHCTPallHOHHOE
yIOCTOBEpPEHHE:

JaTa peructpauuu B peepeHTHOM 13.12.2022
rocyiapcrae:

A MOATBEPKIAET, YTO JICKapCTBEHHbIN NPENapar 3aperucTPUPOBaH U Pa3pelieH K MEeAUIMHCKOMY HPHMEH:
Ha TepPHTOPHH:

Poccuiickoii @enepanuu

(rocynapcTBo — wieH EBpa3uifckoro 3kOHOMHYECKOro COk03a)

Hugopmalys o 3aperucTpipoBaHHOM JIEKAPCTBEHHOM Ipenapare

ToproBoe HaHMeHOBaHHE JIEKAPCTBEHHOI0 OHaHCeTPOH
npenapara:

MexayHapoaHOe HeaTeHTOBAHHOE OHJaHCETPOH
nanmenoaune (MHH), uin o6menpuHsitoe
(rpynnupoBOYHOE) HAMMEHOBAHUE, HIN
XHMHYeCKOe HAaHMEHOBAHHME AKTHBHOM
(apmaneBTHYECKOI CyOCTAHIMH

(npu orcyreTBun MHH):

JlexapcTBeHHast (hopma: PacTBOp ISl BHYTPHBEHHOTO U BHYTPMMBILICUE
BBEICHHS

Jo3upoBKka(-u): 2 Mr/mi

®opma(-bl) BhIMyCKa: PacTBOp [yisi BHYTPUBEHHOTO ¥ BHYTPHMBILIEYHOTO ~
BBEICHNSA, 2 MI/MI (ammysia) 2/4 ma x 5/10 (mauxa
KapTOHHA) 3
pACTBOP TSl BHYTPMBEHHOTO H BHYTPHMBILIEYHO!
BBeJEHMs, 2 Mr/miI (ammysa) 2/4 mi x 20/25/50 (
KapTOHHAs) (TS CTAIIMOHAPOB)
‘|pacTBOp [yt BHYTPUBEHHOTO 1 B

(¥ A yJla) 2/4 ]

AAARAAAAAL]

S0 «OILHAOHS, M

A Aj,_QA,l_CU_H_}_HHv_I_




Crpanuna 2 pericTpaliuoHHOro yxocropepenus Ne JIIT-Ne(001544)-(PT-RU)

KapTOHHAs) (A1 CTAlIMOHAPOB)

13 |CocraB JieKapCTBEHHOTO Npenapara: OHJIAHCETPOHA THAPOXJIOpUIa IUruapat 2.248 Mr [uto
COOTBETCTRBYET COACPIKAHUIO OHIAHCETPOHA OCHOBAHUS
2.0 Mr], BcrioMorartebHble BeHIecTBa (JJMMOHHOM
KUCIIOTHl MOHOTHIpAT, HATPHs LUTpaTa IUrKapar,

COpOUTON, BOAA LIS MHBEKIIHIA)

14 |Cpok rogHocrtu: 3 roga

Hudopmarust 0 MPOH3BOAMTENE TeKapCTBEHHOTO IpenapaTa (Ha3BaHuA U aJpeca NPONU3BOACTBEHHbIX ILIOANIOK,
YYaCTBYIOIIMX B [POLECCe POU3BOACTBA JeKapCTBEHHOTO MpenapaTa)

Ne | Ctagns npou3BOACTBA
(BCe YYACTHUKH
NPOH3BOJACTBEHHOI0

npouecca)

Ha3zBanue OpraHusanunu

AApec PON3BOACTBEHHOM IIOMAAKH

1 | IIpou3BoacTBO rOTOBOM
JIEKapCTBEHHOM (HOPMBI

OO111ecTBO ¢ OrpaHUYEHHON
OTBETCTBEHHOCTHIO "Aiutapa” (000
"Snnapa"), Poccus

601122, Bnagumupckas o6i1.,
[leTymuHCcKHiA paiiod,

r. [Tokpos, yi. @panua llTonseepka,
1. 20, ctp. 2

2 |IlepBuyHas yIakoBKa

OO1IeCTBO ¢ OTPaHUYCHHOM
OTBETCTBEHHOCTHIO "iutapa (OO0
"Oapa"), Poccus

601122, Bragnmupckas o61.,
INeTymuHCKUHA pakioH,

r. [Tokpog, yi. @panua LlIToisBepKa,
1. 20, cTp. 2

3 | BropuuHas ynakOBKa

OBLIECTBO ¢ OTPaHAIEHHOMH
0TBETCTBEHHOCTHIO "Dtapa” (000
"Dynapa"), Poccus

601122, Bragumupckas o0,
INeTymuHcku# paioH,

r. [Tokpog, yn. ®panna lllTonseepka,
1. 20, crp. 2

4 | BeimyCKarOLHiA
KOHTPOJIb KaueCcTBa

OOIIECTBO C OrpaHIYEeHHO
OTBETCTBEHHOCTHIO "Oimrapa” (000
"Jmrapa'), Poccus

601122, BnaguMupckas 0011,
[MerymuHCKUR pakoH,

r. [Toxpog, yi. @panua IlITonsBepxka,
n. 20, ctp. 2

3amecturenb MunucTpa
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