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MUHUCTEPCTBO 3/1 PABOOXPAHEHMA
POCCUNCKOU OEJEPALINH

PerucrpaunoHHoOe yI0CTOBEpEeHHE

JACKAPCTBCHHOIO nper!apﬁﬁ%%&%ga&%gﬁmkom NPpUMECHECHUH

(HOMEp PErHCTPALHOHHOTO YO0CTOBEPCHHUS JJEKapPCTBEHHOTO Npenapara)

NPUMCHCHMS, HACTOALIEE PErUCTPAlMOHHOC YAOCTOBEPEHHUE BBIAHO!

HanMeHOBaHHe JepKATest OGIIECTBO C OrPaHUYEHHON OTBETCTBEHHOCTHIO ;
n 2 " " o= " 4
PeruCTPALHOHHOr0 YI0CTOBEPeHMs: AitBu®apma" (OO0 "AiiBudapma'), Poccus.

AJlpec JepiKaTesisi perucTpaHoOHHOr0 117246, r. Mocksa, Hayunsiit npoesz, 4. 20, -
yAOCTOBEpeH s cTp. 2, 9T. 2, oM. 1, koM. 66 4acTh :

JaTa perucTpauuu: 22.02.2024

JlaTa nCTeYeHHs CPOKA el CTBHUS 22.02.2029
PerucTpaMOHHOr0 YIA0CTOBEPEHNS:

JlaTa noATBep:KAeHUS PerucTpaunu
(mepeperucTpauun):

JlaTa BHeCEHUsI N3MeHEeHHUit 22.02.2024
(nepeoopmIieHNs) B PErHCTPALHOHHOE
VI0CTOBEpEHUE:

Jata perncTpanuu B pedepeHTHOM 22.02.2024
rocyaapcrse:

1 TIO/ITBEPIKIAET, YTO JIEKAPCTBEHHBI IpenapaT 3apernCTPUPOBAH 1 PA3PCIICH K MEAUIIHHCKOMY NpUMEHEHE
Ha TEPPUTOPHHU:

Poccuiickoit @enepaunn

(rocynapctBo — uneH EBpasuiickoro 5KOHOMHYECKOTO COK03a)

Nudopmalms 0 3aperncTpHPOBAHHOM JIEKapCTBEHHOM TIperapaTe

®
ToproBoe HaHMeHOBAHHE JIEKAPCTBEHHOI0 Mpumanyp
fpenapara:

MexayHapoaHOe HEIIATeHTOBAHHOE ®onnuTponuH ansha
naumenosanue (MHH), nin obmenpunsitoe
(rpynnupoBoYHOe) HAUMEHOBaHue, HIIH
XUMHYECKOe HANMEHOBaHUe AKTHBHOI
(dapmaneBTHYECKOH cyOcTaHUUM

(npu orcyrcrBun MHH):

JlekapcrBennas (opma: PAacTBOP IS OAKOKHOIO BBECHHUS

V,IIosnpOBKa(-u): 22 mkr/0.5 mi, 33 Mxr/0.75 mu, 66 Mxr/1.5 Ma

®opma(-b1) BHIMyCKA: [pacTBOp IS MOAKOXKHOTO BBEACHHS, 22 MKT
(kapTpumk B wnpuu-pydke) 0.5 max 1 +

(urna ogHOpasoBast) X 5] x | (mauka KapTOHHAA);
[pacTBOp IS TOJKOKHOTO BBEIEHHS, 33 MK
(xapTpumk B wnpui-pydxe) 0.75 max 1 +

(urna onHopasoas) X 7] x 1 (mauka kapToHHas);
[pacTBOp ISl OAKOYKHOTO BBEACHHS, 66 MK
(kapTpumK B Wnpuu-pyyke) 1.5 max 1 +

(ura ogHOpasosas) x 10] x 1 (na@xé %%ﬁﬂaﬂ ,
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Crpanuna 2 perucrpaunossoro yaocrosepenus Ne JITI-Ne(004723)-(PT-RU)
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CocTaB JeKapCTBEHHOTr0 Npenapara:

(onnutporus ansha 22/33/66 mxr (300/450/900 ME),
BCIIOMOTaTeIbHbBIE BenecTa (caxapo3a, L-MeTHOHMH,
nonucopbar 20, Hatpus ruapodocdar AUruapar,
HaTpus AMruapodocdaT MOHOTHAPAT, OEH3UIOBbIH
CIUpT, HaTpust rHapoKcua pactBop 10 %, dochopHoii
KUCOThI pactBop 17 %, Boja 1s1s MHBEKLIMH)
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Cpox rogHocTH:

3rona

Wudopmauus o Mpou3BOANTENE JCKAPCTBEHHOrO penapara (Ha3BaHUA U aJpeca NpOM3BOACTBCHHBIX IIOMAI0K,
YUACTBYIOIIMX B IPOLIECCE TPOM3BOCTBA JIEKAPCTBEHHOTO MpenapaTa)

Ne | Cragus npousBoacTBa | HaspaHue opraHm3anuu Anpec MPOU3BOACTBEHHOH IIOIIAAKH
(BCe y4aCTHHKH
MPOU3BOICTBEHHOI0
npouecca)
1 [TpousBoacTBO roToBoif | OOMIECTBO ¢ OrpaHUHEHHON CaepmuioBckas 0611., r. HoBoypainbck,
JIEKapCTBEHHOI (GOPMBI | OTBETCTBEHHOCTBIO "3aBOJ yi. Toprosas, 3x. 15, ctp. 3
Meacuntes" (OO0 "3aBox
Mencunres"), Poccus
3 [TepBuyuHas ynakoBka OO6111eCTBO C OrpaHUYCHHOM CaepmoBekast 0011., . HoBoypainbek,
OTBETCTBEHHOCTHIO "3aBOJ yn. Toprosas, 3a. 15, ctp. 3
Mencuntes" (OO0 "3aBon
Mencuntes"), Poccust
5 BropuuHas ynakoBka OO111eCTBO C OrpaHNYEHHON CeepmioBckas 061, r. HoBoypanbck,
OTBETCTBEHHOCTbHIO ""3aBO yi. Toprosas, 31. 15, ctp. 3
Mencuntes" (000 "3aBoa
Mencunres"), Pocenst
7 | Beimyckaromuit OO11eCTBO € OrpPaHUYCHHOM CaepanoBckas 0011, r. HoBoypaibck,
KOHTPOJb KauecTBa OTBETCTBEHHOCTbHIO ""3aBOJ yn. Toprosas, 3a. 15, ctp. 3
Mencunres" (000 "3aBoa
Mencunres"), Poccus )
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3amectuTear MuHHCTpPA

(moamuce)
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