PASPEINEHUE
Ha BBOJ| B FpakAaHcKkuil o6opoT B Poccuiickoit Menepaluy cepun UK IapTHH
npoussegennoro B Poccuiickont ®epepanun win BBo3uMoro B Poccniickyro Pepepanuio

MMMYHOOHOIOTHYECKOr0 JJeKapCTBEHHOTO Iperapara
Ne P006-00110-77/03161938 ot 11.09.2025

Bouinano Axnumonepromy obmectBy "TmakcoCmurKistiitn Tpedtmunr", Poccums, 125167,
r. MockBa, Jlenunrpanckuil npocmext, 1. 37A, xopmyc 4, stax 3, mom. XV, xoMmH. I,
WHH: 7703129836.
(HauMeHOBaHVE IOPUONYECKOTO JIHLE, IopuauUecknii anpec, HH)
®epepanbnas  cay:xéa no Hagzopy B cdepe 3APABOOXPAHEHHS] HA OCHOBAHHMHU
saKouenus McnerratensHoi naGoparopur MoCKOBCKOH J1aG0paToOpuyl KOHTPOJIS KAUeCTBa
nexkapcrBeHnbIx cpencts PI'BY "MIMIIDYAOCMIT" Pocsgpasranzopa
(HanmeHoBaHKe (BeAePATLHOrO rocy aPCTBEHHOTO GIODKETHOTO YUPEKIEHHS)
or 08.09.2025 Ne 1640JK-11/25 pa3spemaer BBOJ B rpakaancKuii 06opoT
(mara) (Homep)

B Poccuiickoii @egepanun nMMYHOGHOIOrHYECKOI0 JIEKAPCTBEHHOIO MPEnaparTa
Bapripukc® (BakiiHa IpoTHB BETPSIHON OCIIBI KUBas ATTeHYMPOBAHHAS)
(ToproBoe HaMEHOBaHUE)

BaxuuHza a1 npohHIIaKTHKHE BETPSIHOM OCITBI |
(MC)I(leHapO,IIHOC HEMMAaTeHTOBAHHOC HAUMEHOBAHHUE (prnHHpOBO‘{HOG HITH XMMH‘!GCKOG)
JUOMUIH3AT IS TIPUTOTOBJICHHS PACTBOPA [UISl BHY TPUMEILIEYHOTO U TIOAKOXHOIO BBEACHIA
(1 no3a) - ¢pmaxons! (1 IWT.) - MAYKY KAPTOHHEIE /B KOMIUIEKTE ¢ PACTBOPHUTEIIEM:
BOZa Juls MabeKimi (tunprus!) 0.5 Mt u 2 uryamu/
(popma BbimycKa (¢ ykasaHueM JiekapeTBeHHON GOPMEI, IO3UPOBKH, HACOBKH) M KOTHYECTBO B YITAKOBKE)

AT70CD967A
cepum  (mmodmmuzar A70FD967A/ CLE B RPN BT 72600 ,
pacTBoputens A70DD967A) HA g
(Homep cepun) (komnuecTBO
YNaKoBOK)

roxen no 03.2027 ,
(cpox roaHocTH)
npoussoacTBa Pumus Papmaneyruun C.ILA., Uranma, Via Ponte della Fabbrica 3/A, 35031
Abano Terme (PD), Italy (mpoussopwrens (rotosoit JID), nepsuunas yraxoBka); Karanent
Bemsruym CA, DGenbrus, Font Saint Landry 10, Bruxells, 1120, Belgium (Ipou3BOANTEND
pacTBOPUTENA, NEPBUYHAS yNakoBKa pacrBopures); I'makcoCmurKisitn Baitonomkukans CA,
Benbrus, Parc de la Noir Epine, Rue Fleming 20, Wavre, 1300, Belgium (sropuunas YITaKOBKa),
Rue de I'Institut, 89, Rixensart, 1330, Belgium (BBIITy CKAIOLIMI KOHTPOJIb KAYeCTBa).
(HauMeHOBAHUE U a/IPeC MPOH3BOAUTEN (C yKa3aHHeM CTaiuH IPOM3BOACTBA)

Perucrpanmonnoe ynocrosepenue Ne JIT-Ne(005585)-(PI-RU) ot 27.05.2024.
Hepxxarens perucrpamnonnoro ygocrosepenns AO "TaxcoCwmutKisitn Tpetinunr",

Poccus, 125167, r. Mocksa, Jlenunrpanckuit IIPOCIIEKT, . 37A, xopryc 4, stax 3, moM. XV,
KOMH. 1.

(waumeHoBanue, ajpec)

JOKYMEHT ITOATIMCAH P Vs
BJIEKTPOHHOH MOAMUCKIO

3amecTurens PyKOBOOHUTEIISA Ceprudmkar 42D1B24AD82BBD11 aBmzanEzccscsé k|

POCSI(paBHaILS Opa Bragenen Mapxomenico Imurpnit Beenosomobiy &

. J.B: Hapxomenxo
Neitcrpureneri ¢ 07.04,2025 no 01.07.2026 B, ~ v.




Ceblnica Ha cepruduiar:

«CaaxcoCrunsiin
®@apmaceloruicans C.A.»
P ae a’Rueruryr 89
1330 Puxecueapr
Beanrun

Tes, 32 (0) 2 656 81 11
www.gsk.com

CEPTUOHKAT COOTBETCTBUSA

Hpoussonntens: «aaxcoCyntKumiin Balonoukuansy, Puxcencapr, Beansrus
Crpana nasnavenusn: Poceniicrcas degepanns
Haumenonanne nexapcTseHnoro npenapara: Bapunpuske

AeiicTByrommue BemecTsa, 103MPOBKA (AKTUBHOCTD): BUPYC BeTPRHOH ocibl, mrrapm OKA,
IKNBOI, arrenyuposanubil > 3,3 log Gasmkoobpasyomux exumnnn/0,5 v

Homep cepuu: AT0CDI67A
Pasmep ynaxosiu: CMB 1 X 1 xo3(a)
Homep pernctpaumonnoro yxocrosepenns: JIN-Ne(005585)-(PI-RU)

Jlexapereennas dopma; NopoumIox u PACTBOPUTCND /151 IPUTOTOBJCHIUSI PACTBOPA ISt
HH'BCRINIT

Hara nponssoacrea: 01 anpeasn 2025 r,

JaTa neredenns cpoxa ropuoctu: 31 mapra 2027 r,

Hoxasarenu, konrpomupyemsie Ha Tepputopun Poccniickoii Mexepauun:

AHOMAJILHAN TORCHYHOCTB ™

[pospaunocrs BoccTaHOBIEHHON BaKIHHBI

Mexannyeckne BRIIOYCHHS B BOCCTANQBIICITNOMN
BaKuHIe*
Bakrepuansunie 3HR0TOKCHIILI*

Bpemsa BoccTanopienus®
Hsermocts (BAU)*
IIpospaunocrs (BAH)*
MapkupoBKa ¥ ynakopka

* nokasaren «AHOManbHAs TOKCHYHOCTBY, «[IPO3PAYHOCTE BOCCTAHOBICHHOTO npenaparay,
«MeXaHHYCCKHE BIJIIOUEHUS B BOCCTAHORIEHHOM NIPENIapaTey, «baxrepHansHbIeC 9HIOTOKCHHEIY,
«Bpewms Boccranosnennsy, «[Ipospaunoctsy, «[IBeTHOCTEY KOHTPOJIHPYIOTCA TONBKO Ha TEPPUTOPHH
EADC. T'ocynapersennslii (Bkmiouas BEIGOPOUHBI) KOHTPOJIb JIEKAPCTREHHOTO YIPEnapaTa, a TakKe
TIEPUOANHYCCKHUE (BLIOOPOUHBIC) MCIILITAHUS OTHOCHTEIIBHO ACHCTBYIOMMX MOKA3ATENEH
OCYINECTBIIAOTCA IO PELICHHIO COOTBETCTBYIOIIETO YITONHOMOYCHHOrO Oprana. AHANIU3 110 JAHHEIM
IOKA3ATENAM HE IPOBOJMTCS TIPH PYTHHHOM KOHTPOJIE JUIST MECTHOTO BBITYCKA NPOLYKIHH
(moprBepKaEHME COOTBETCTRHA Npenapara).

Homep ceprudurara GMP EADC:

«IKopuxca Kopnopeiiumy GMP/EAEU/RU/01066-2023

«@unns Gapmaneyrnmn C.aLAx» GMP/EALU/RU/01450-2024

«Karanent Beasrus CA» GMP/EAEU/RU/00804-2023
«CaakcoCmurKusiitn Balonopacmicans CAx» (r. Basp) |GMP/EAEU/RU/01938-2025 ‘
«CmakcoCvurKustitn Baifonominicans CAy GMP/EAEU/RU/01951-2025 -3 ;
r. Pukceucapr) D O




Cepunica Ha cepTuduKaT;

3agnienue o cepruduranun:

Ne(005585)-(PT-RU)-270524)).

Hacrosmum 1 noATBEPIKAAI0, UTO MPEACTABICHHAN BBILIE HHPOPMALHUS ABISCTCA TOMIHHHON 1
Tounol. JlaHHas cepust IeKapCTBEHHOTO Npenapara NPOU3BE/IeHa, BKII0Yas MapKUPOBKY/YIAKOBKY H
KOHTPOJIb KaYeCTBad, Ha YKA3aHHbIX BRILIE MPOU3BOACTBEHHBIX TTOUIAAKAX B ITONHOM COOTBETCTBUY
Hpasuna vamiexauie#t npoussoncreentoi npaxruxu EC u cornacuo cepruduxaram GMP
Eppasuiickoro 5K0HOMHYECKOr0 C0I034, IIePEUHCICHHEIM BbilIe, CepHs NPOBEpeHa 1 NpH3HaHa
COOTBETCTBYIOIEH IOKA3ATENAM, OMHCAHHBIM B MECTHO! HOPMATHBHOMN JoKyMenTanyn (ceuika: JIIT-

/Moonuce/ Hudporasn noanuce; PPAHCYA
®pancya exean (Francois Dejean) BEPHAP C. EXAH (FRANCOIS
BERNARD C DEJEAN)

TIpHuUHA: 7 NOANHCEIBAIO JOKYMEHT 1O
NPHYKHHAM, YKA3aHHEIM B HEM.
Jara: 12.06,2025 19:14:31+02:00

Mpomeiuinernstit papmauest — Jinuo,
HA3HAYENHOE YIIOMHOMOYCHHBIM JIHLOM

«"CK Bakuwe», Benbrus

ITo naznauenuro: Benya
Hamman (Benoit Nannan)
YnonuoMoyeHHOE TNIO
JupexTop no Bonpocam
obecrmeveHus KavuecTna
«I'CK Baiosopmukanzy




