GlaxoSmithiKline Pharmaceuticals S.A.
ul. Grunwaldzka 189

60322 POZNAN

Foland CEPTMQ)MKAT KAL{ECTEA

Aarta ceprudunara Homep ceptudukara

12-11-2020 40000675402

Ten: +48 (1 860 12 00 PaKe: +48 61 887 5717
CTRURNUG 1 wa 1

Homep marepuana: 281208

Topromoe nassanue: AEPMOBEVITT"’, kpem 0,06% no 25r B TyGe

Homep PerucTRALMOHHOID YA0CTOBePeHU: UA/1600/02/01

MpousBoauTerib: MakcoCMuTKnsaiH PapmacsloTvrana C.A., yn.MplolBansackas, 189, 50322 MesHaHb, Monslua,
Homep nponssoacTeenHol nugenznu: 100/0092/15

Cuna gerhcTBnga/ AKTUBHOGTb:

AeiicTeylotlee BellecTro: kiobeTason:

11 kpema copepxur 0,5 Mr knobeTaaona nponvoHara.

lpumeyasne:

Hacroaum yaocTosepsiio, HTo BeILLGYNICMSIHY Tast UHbOpMALNS NOSAUNHE U TOUHA,
Cepust npoayiTa Gbina nponaseaeHa, BKOKYan YNEKOBKY Y KOHTPOMb KadecTaa

B NOMHOM COOTBETCTBUM G Tpeboaramu GMP nokarbHoro PerynaropHoro

Oprana u co cneyndnkaunsmn PericTpaunoHHoi gokymeHTaLny

MMNopTIPYIolWed cTpansl. LokymenTst No npoussoacTeeHHoMy npouecey

Cepiy, ynaxoska npCAyKTa v peaynkTaThl KOHTPONS (a4ecTBa cepihut

fipoBepethl ¥ HAXOANTCH B COOTBETCTBUY & GMP.

Cepus: EY2Y Cpox rogHocTI: 10/2022
Hata npowasopcrea: 151042020 Pazmep cepuu: 11 920 yn
Onucarne Crieunduraums Pesynerarhi
Brewnni sung CanopogHsli Genblit unu Senblii ¢ OTTEHIOM Kpew. CooteeTcTByeT
MNoanurHocTs knoBeTasona nponvorara CooteeTcTByeT CootseTcTBYST
MognuHHoCTbL Xnopkpesona CooTeeTcTeyerT CooTBeTcTayeT
pH 4,5-86,0 5,3
Cogepicanvie knoBeTtasona nponvonara [0,0475 — 0,0575 % m/m 0,0523
Copepatine wnoSetazona nponworata 95-115 % o saABNeHHOro KonuuecTea 105
Conepxadue xnopkpeaona 0,067 — 0,083 % mim 0,076
Coaepianne xnopkpesona 90-110 % or 2anBneHHoro Konwuyecrsa 101
Macca cogeprumoro Tyob He mexee sananexroit maccs! (H1 oamid 1 10 cryyaiino CooTBeTCTRYST
OTOGPaHHbIX TYG He AOTHKEH COREPKATL Maccy, MeHbile
yiagaHHOW Ha aTUKETKE)

ManopTupylotijas cTpaxa: Ykpauta

YNOMHoMo4YeHHoe Mo
Oseha Wylovalifilcowana/ 15 Byt Moanmos b
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,IIEP}KHIKCHV}I{EA

HEPT}KABHA CHYKDBA 3 JIKAPCHKHMX 3ACOBIB IAJ KOHTPOJIO 3A

HAPKOTHUKAMHA Y KHIBCHKIM OBJIACTI

npocrext Banepis Jlo6anosenkoro, 51, M. Kuis, 03110, Ten/daxe: (044) 363-06-50

12.01.2021

E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox ELPTIOY 37078774

BUCHOBOK
PO SIKICTHL BBE3eHOro B YKpaiuy Jikapcbicoro 3acoly

Ne 72840/21/10

JEPMOBEHT™

(natiMenysanng nikapeskoro 3acoGy 3rURHO 3 peecTpaniiineM NociseHHsIN)
xpem 0,05 %; no 25 ry Ty6i, mo 1 ry6i B kapToHuii ynaxosui

(opma BHImycKy, NO3YBAHKS, BHA NAKYBAHHS MiXapchkoro 3aco0y)

Homep peectpauitinoro nocsimments UA/1600/02/01 crpox nit peecrpaniitmore nocsimmenns 01.01.2099

Cepin sixapepkoro sacody Me BEY2Y KimpkicTs sBesencro nikapenxaro sacofy 11920

BrpoBHuik

I'naxcoCmitKusitn ®apmacerotakans C.A., [Tonsma
(uatimenypamut sHpoBlkKa TikaperKoro 3acoly, Kpaina TOX0 KERIA)

Beeseno B Vipainy Topapucrno 3 o6mesxenoro pinnosinansuicrio "IakcoCmitKnsitn

Dapmaceiorikaac Yipaiaa', inenr, con: 35619519

(na¥imenynanss ta kox 3a CIPTIOY 1opuanuHol ocofu ao npiseuute, iv'a, mo Gatekoni Qisnunol

ocobu - nixnpuenny, i Micne NPeXHBAHAS Ta peecTpalliiuKi HoMep 0BNIKOBOT KaPTEH INATHIUKE
1ToAaTKiB abo cepin Ta HOMEp acmopTa)

Oporoken sisyansroro wonrpomo six 29.12.2020 N 4648/5.

3a  pesynbTaTaMM JEPNABHOTO KOHTPOMIO BCTAHNOBJEHO, IO JNIKAPCEKEH 3acif  DBe3eHO b Yipainy 3
ﬂOTpIﬁMaHHH M BHMOT 32KOHOJARCTBA A0 3abesnedenus arocTi Jikaperiux 3acobis.
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, : HEPAUIIKCITY KB A -
AEPIKABHA CIIYIKBA 3 HKAPCHKIX 3ACOLIB TA KOHTPGOIIO 3A
e HAPKOTUKAMMY V KUIBCHKIN OBJACTI b o
npocriext Banepia JJofauoseniero, 51, M. Kuin, 03110, ten/daxc: (044) 363—06-30 s
E-mail: dls.ko@dls.gov.ua, hitps://www.dls.pov.ua. Kox €ITPIIOV 37078774 i

BUCHOBOK
Ipo siKicTs BBe3eHore B Y kpainy JIKAPChKOTe 32c00y

23.02.2021 : Mo 5715/21/10

JAEPMOBET™
(HaliMeryBanns nikapehkoro 3acoby 3rimHo 3 peecTpaniitnum nocnigueninm)
kpem 0,05 %; no 25 r y Tv6i, o 1 Ty6i B KapToHmili ynaxor i
{(bopwma mumycxy, nosypamus, nix TaKYBAHH NIKAPCLKOTO 3ac0fy)

Homep peecrpanitivoro nocipmernr UA/1600/02/01 CTPOK il peectpanifinoro nockiguenns 01.01.2099
Cepist ikapcskora sacoBy Ne U42V Kinskicrs Bresenoro nikapeskoro sacody 16616

BupoSminc I'naxcoCumitIimiin MapMachioTHrans C.A., ITonema
(saitvenyBsanis sHpoGHRKa NIKAPCHKOTO 3acofy, Kpaina TIOXORMEHHS)

Beesero 8 Vipaiuy ToBapucTBo 3 06MexeHOIO BignosinamabuicTo "TiakcoCyitE nsiin

DPapmaceioTicanxe Yxpaina", inenr. xon: 35619519
(HaliMeryBanns Ta Koy 3a €IPTIOY 1oprauumoi 0cobu a6o npiserIne, iM's, 7o Batbkosi disHunol

ocobu - nixnpuems, i aicue TPOXHEBAHRS Ta peccTpaliffanii HoMep oGnikopo! KapTKH NAaTHHEKA
nenatxis abo cepis ta Homep MacaopTa)

IIporoxon eisyannuoero kontpome siz 12.02.2021 M 0354/9,

3a  pesyantartamu ACPIKABHOTO  KOHTPOMO BCTAHOBISHO, MO nikapehkeit  3aci6  BReseHo B Yxpaluy 3
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GlaxoSmithKline Pharmaceuticals S.A.
ul, Grunwaldzka 189 e e
60-322 POZNAN e , &

Poland CE PTV!‘DW KAT I(AY ECTBA

Hata ceprugmrara Homep ceptudusara

21-01-2021 40000706465

: 448 81 0860 17 1 H4B8 61 867 5
Ten: +4861 86012 00 Pare: +48 61 867 5717 cipaHHua b a1

Homep mavepuana: 281208

Toproroe nazeanue: ,D,EPMOBEIETW, kpewm 0,05% no 25r B TySe

Howmep perucrpaunonnoro yAoCcTOBEpeHnus: UA/M600/02/01

MpouseoguTens: MakcoCMuTKnsiin PapmackioTikans C.A., yn.Fploteanbackas, 189, 60-322 MoaHans, Monestua.
Homep npoussoncraeHmof nuanensuna: 100/0092/15

Cuna geliereun/ AKTUBHOCTL:

AslcTaYIOlISe BEILECTRO: knoGerason:

1+ kpema copepinr 0,5 Mr knobetaaona aponuoxara.

Mpumeyanue:

Hacrosuum yaoctosepsio, uro BLILIGYNOMSAHYTasi MHMopMalna NoANKHHA N TOLHA.,
Cepus npoaykra Beita npousBege:a, BINICYUES yNakoBky U KOHTPONb KAYeCTRE

B NonHomM cooTeeTeTBMY C TpeGoBaHuamu GMP nokansHoro PerynatopHoro

opraHda v ca cneundurkayuamm PerucrpanmonHoli ACKYMaHTaUW!

AMNOpTUPpYIoLleR cTparb!. [okyMeHTsl no NPON3BOACTBEHHOMY npouecey

Cepun, yriakoska npoaykTa u pesynhTars KOHTPOMA KayecTea cepui

MPOBEPEHLL U HAXOASTCA B COOTRETCTBUN ¢ GMP.

Cepus: Uazy Cpoit rogHocTI; 1212022
Hara npoussopcrsa: 10/12/2020 Paamep copun: 16 616 yn

Onucadue Cneundwkauun Peaynwrars!
BHeluHui sy OaropeaHeii Genbiit unu Gensii ¢ oTreHom Kpem, CoorBeroTByeT
MoanuHHocTs knoBeTasona nporoHara [CooTeeTCTBY ST Coomerc?ﬁ?g o
ﬁagnMHHocTE Xnopkpesona Cooreercreyer CooTBeTCTBYET
pH ) 4,5-6,0 5.2
Copnepianue obarasona nponvoHara (60,0475 — 0,0575 % m/m 0,0622
Co,qepmawe knoberaszona nponuoxara 95-115 % ot 3afBAEHHOIG konnuecTaa 104 i
Copepianve xnopkpeaona 0,067 ~ 0,083 % m/m 0,075 o
Copepwanne xnopipesona 190-110 % or 3AABNEHHOro Konuyecraa 100
Macca coaepmmmoro Ty6el He meHee sarBneHHOl Macchl (Hu oauH 13 10 cnyyvaito [CooreTcTayer

OTOGPaHHbIX TYG He fomkeH cogepkars Maccey, MeHblile
- Ka3aHHOW Ha 3THKETKE)

MmnopTipyiolian cTpaxa: Ykpanta
YnontomovyeHHoe fnuuo
Osoba Wykwalifikowanp/ on behalf of Mognues
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