JEPXJIKCIIYXXEA
NEPKABHA CIIYKBA 3 JIH(APCLKI&IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBKIM OBJIACTI

npocriext Banepis Jlo6aroscskoro, 51, M. Kuis, 03110, en/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €EPTIOV 37078774

BUCHOBOK
PO AKICTEL BBE3EHOro B YKPalHy JiKapchKoro 3acody

01.04.2021 Ne 14110/21/10

HNAKCHJI™
(natiMeHyBaHHs JKapcEKoTO 3aC00y 3riMHO 3 PEECTPALIHHIM MOCRITYEHHM)
Tabaerxn, BKpuTi 060a01K010, M0 20 Mr; 1o 14 Tabaeror y Giicrepi; mo 2 GricTepn y
KapToBuii KxopooIri
(bopma BumycKy, N03yBAHHA, BHL HAKYBAHHA JIKAPCHKOTO 3acofy)

Howmep peectpanitmoro nocsizaerns UA/8573/01/01 crpoxk nit peectpaniitioro nocsimaenss 01.01,2099
Cepis mixaperxoro 3acoby Ne ARSF Kinexicts BBE3€HOTO NMiKapchkoro sacoby 3915

Brpofanx I'naxcoCumitKnsita ®apmackiorakans C.A., Tlomsma
(nalivenysanHs BMpoBHHKa NikapeLkoro 3acoby, Kpaia NOXomKeHHs:)

Bresero B Vipainy ToBapucreo 3 06Mesrenoro BigmosinaasHicrio "TnakcoCnmiTICsiin

®apmaceioTikaac Yipaiua', inenr. xox: 35619519
(natbvenysanns Ta xog 3a EJTPIIOY 1opumraHoi ocobu abo Tipi3BHImE, iM's, o GaTskomi dizvHOT

0co6H - nianpuemuy, if Micle NpoXHBAHNA Ta peecrpaniittuit HoMep 06NiXORO! KAPTKH MTATHIKA
nofatkie abo cepis Ta HoMep nacnopTa)

IIpoToxon mizyansHoro kourpomo rig 24.03.2021 Ne 0847/7.

3a pesylqbTaTaMH [SPIKABHOTO KOHTPOIIO BCTAHOBIEHO, IO JIKAPCHKHIT 23aci6 BBE3EHO B Vkpainy 3
AOTPHMAHHAM BIMOI 33aKOHOJABCTBA MO0 3a6€3MEYEHHS SKOCTI nikapcehkmx 3acob6in.

3acTyITHAK HaYalbHUKA BTy

HepxaBHol ciyx0u 3 TKapchkux 3acobis
Ta KOHTPOITO
obmacrti

%// 3ybapena H. B.

v P .
(mimmuc) (imimiami Ta npissume)




InaxcoCmitKnaiin dapmacbiotikana C.A.
Byn.[pioHBansaceka, 189,

60-322 MO3HAHb

Monblya

[Hata ceptudiikara

02-03-2021
cTopiHka 1 a3 2

Homep cepiudikara
40000738388

Ten: +48 61 860 12 00 Dakc: +48 61 867 5717

Homep martepiany: 13544

Toprosa Hassa: MAKCWUN™, TaBneTiu, BkpuTi 060NCHKOK no 20 Mr Ne28 (14x2) y Bnictepax

HomMep peecTpauiiinoro nocsiguenus: UA/8573/01/01

BupoGHuk: MakcoCmiTKnsaiin ®apmacsioTikana CA., Byn.IpioHBanbackka, 189, 60-322 MoaHaHe, Nonbuya,
Homep BupoBHUUOT niueHaii: 100/0092/15

Cuna gijif AKTUBHICT:

Hitova pevosuHa: napokceTuH, 1 TabneTka MiCTUTL NapokceTuHy (y dopmi rigpoxnopuay remirigpary) 20 mr

Mpumirtka:

Llum sacsiguyro, Wo BulLe3aasHayeHa iHhopmallia cripaBxHs | TouHa.

Cepisi npogykTy 6yna BUpoBreHa, BKMIoYaloyW nakyBaHHs Ta KOHTpOnbk AKOCTI, ¥
MoBHilt BignosigHocTi 3 BUMoramu GMP micuesoro Peryniotoyoro oprany i
cneyvdikalismu PeecTpauiiiHol fokymeHTaLil kpalHu-imnopTepa. LokymMeHTH
LoAo BUPOBHNYOro NpoLiecy cepii, NnakyBaHHA NPOAYKTY | peaynsTaTu
KOHTPOMIO AKOCTI cepil nepegripeHi i Bignosigatots GMP.

Cepis: ARSF Tepuin npupaTtHocTl: 01/2024
Hara BupobHuyTea; 29/01/2021 Poamip cepii: 3915yn
Onuc Cneuudikauia PesynbTaTtun
Onuc Binoro konsopy, BkpUTi 060MOHKOI, OBANBHI ABOGNYKNI | Bignosigae
Tabnetkn 3 MapkysaHHaM «20» 3 ogHoro 6oky Ta nixieto
po3noginy - 3 jHWoro.
|neHTUdbikaLis napokceTuHy Bignosigae
rigpoxnopuay BEPX Mo3uThBHA ANA NAPOKCETUHY
abo :
lneHTUdbikavis napokceTuHy MoauTuBHA ANA NAPOKCETUHY
rigpoxnopuay bIY
laeHTudbikaLis napokceTuHy Bignosinae
rigpoxnopugy TLUX MoauTkBHa ANA NAPOKCETUHY
abo
lAeHTUdDIKaLA NapokeeTuHy Mo3auTUBHa BNA NAPOKCETUHY
riapoxnopugy: Yo .
CepepgHs maca Tabnetku 344,6 - 369,5 mr. 354,2
OpHopigHICTL AO30BAHKUX O4UHULL BignosiaHo Ao sumor Esponelickkoi Papmakonei* Bignosinae
KinbkicHuit BMiCT napokceTury 19,0- 21,0 mr/ras. 19,8
KinbkicHuii BMICT napokceTuHy 95,0 -105,0 % Big 3asBneHo! KinkkocTi 99,1
PoayuHeHHnA (% BUBINbHEHOrO BianoeigHo o sumor ¢.CLUA <7115 93
MapoKCeTUHY) Ae Q = 75% aa 30 xs.
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nakcoCMmiTKnaiH dapmacsiotikana C.A.
syn.lpioHBanbAcbKa, 189,

60-322 NO3HAHb
Monblua
[Oata ceptudikata Homep ceptudixara
Ten: +48 61 860 12 00 ®akc: +48 61 867 5717 0'2_03_2021 40000738388
cTopiHka 2 3 2
Mikpob6ionoriyra uucToTa’ Bignosigae Bumoram E® gna HeBOAHUX lapaHTOBaHO
3araneHe 4ucno agpobrux M/o nikapcbkux 3acobie Ansg nepopansHoro
(TAMC) 3acTocyBaHHs.
He 6inslwe 10°3KYO/r
MikpoBionoriysa yuctoTa’ Bignoeigae sumoram €O ana HEBOOHUX [apaHTOBaHO
3aranbHe Yicno AphKAXKOBUX i nikapcbkux 3acobis ana nepopansHoro
nnicHaeux rpubie (TYMC) 3acTOCyBaHHA,
He Binbwe 102KYO/r :
MikpabBicnoriyka yuctota! Bignosinae sumoram €@ ons HEBOAHUX [apaHTOBaHO
Escherichia coli nikapcbkux 3acobie nns nepopansHoro
3aCTOCYBaHHS.
BigcytHae 1r

T Tact Ha MikpoGionoriuKy YUCTOTY BUKOHYETLCS MiHIMYM Ha ofHill cepil B pik
*{(AV=15)

Kpaina-imnoptep: Ykpaiva

YnoBHoBadeHa ccoba

Mignuc

Im's, npizenwie Aleksandra Szymezak
Hata nignucy 02.03.2021

YnoesHoBaxeHa ocobal Big imMeHi

Mignue/ 05.03.2021
Anna Nowaczyk




HEPXKITIKCITY KB A
¢ HEPKABHA CJIVIKBA 3 .JIIKAPCBICI_’_IX’: 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMM YV KHIBCEKTH OBJIACTI

npocriexT Banepis JIoGanoseskoro, 5 1, m. Kuin; 03110, Tern/daxe: (044) 363-06-50
E-mail: d}s.l{e@dls.gov.ua,htt;)s;//uww.d[s.gpv.ua. Kon €PTIOY 37078774

BHCHOBOK
Npo AKICTH BBE3eHOro B Ypainy JiKapeLKOro 3acoby

09.12,2020 Ne 66516/20/10

INAKCHJI™
(Haiiverypanus HIKAPCEKOr0 3acoby IrinHo 3 PCECTPALIHHUM NOCBII ICH M)
Tabaerky, BRpUTI 0600HK010, 10 20 MY 1o 14 Tabaerox y 6iicrepi; mo 2 OJicrepu y
KapToHHili xopobii
(thopma BrmyCcky, RO3yBakisl, BUA NaKyBaHHA Nikapekkora 3acofy)

Howmep peectpaniiinoro noceiments UA/8573/01/01 CTpoK 4if peectpauiiitoro noceixtenns 01.01.2099
Cepis nixapeskoro saco6y Ne H23N Kimkicrs Bae3eroro siikapcrroro sacoby 6683

Brpobmux I"naxcoCwmitlsity QapmackioTuiams C.A., Momsma

(HaiiMenynanna RHpOGHIIKA JikapceKoro 3acoBy, kpaina TIOXO/DKEHHS)

Baeseno n Vipainy Torapuerpo 2 o6merxenoro BianosixaasmicTIo "T'narcoCmitK isita

®apmaceioricane Vipaiua', inenr. wox: 35619519

(HaliiMenyBarms Ta ko 33 CIOPTIOY wpumwanol ocoby abo Npi3BHIIE, iM'a, o GaTekoni Mizeriuol
0coBH - mimnpuemus, ii Micue TIPOMHBANHS Ta peecTpalifHmii HoMep ofnikonoi KApPTKY MNaTHHK
NofaTKiB 250 cepis Ta Homep TiacropTa)

ITpoToxon Bisyansroro koupomo pig 03.12.2020 N 4245/1.

3a  pesymbTATAMH  EpKABHOTO KOHTPOMO  BCTANODBJISHO, MO  Jikapceikmlf 3aci6  spezeno & Vkpainy 3
JOTPHUMAHHAM emvor 3aKOHOHAABCTEA [IOA0 3abe3neue M AKOCT] NiKapeLKux 3aco0is,
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GlaxoSmithlline Pharmaceuticals S.A.
ul. Grunwaldzka 189

G0-322 POZNAMN

P ‘CEPTU®DUKAT KAYECTBA
faTta ceprudmunarta Homep ceprudirara

Ten: +48 61 860 12 00 Pake: +48 61 867 5717 ; 10-11-2020 40000680501
CTPAHMUG 1 w 2

Homep matepnana: 13544 ,

Toprosoe Hassanue: MAKCUNT™, tabneTu, NOKpPbITLIE 0GONOYKal 0 20 Mr Ne28 (14x2) 1 Gnuctepax

Homep pervctpaymnounoro yaocropepeHns: UA/8573/01/01 '

Fponssoautens: MakcoCmutKnsaiu bapmacsiotukans C.A., yn.l pioHBaneACKas, 188, 60-322 [MosHans, [TonbLa,
Homep ripoussopacTBeHHOl NUUensuu: 100/0092/15

Cuna peiicreus/ AKTUBHOGTS!

Hefiteyiotjee selecrso: napoxceturi, 1 TabneTka copepxnT napokceTiHa {B chopme rapoxnopuaa reMuruppara) 20mr

[Tpumeyanne:

Hacroawmm yaocrosepsio, uro BLlILUSYNOMsHYTas UHhopMaynsa NoaANUHHE W ToYHa,
Cepus npogykra Belria npousseaeHa, Bmoyas YRAEKOBKY ¥ KOHTPOMbL KavyecTsa

B NOMIHOM COOTBETCTRUW ¢ Tpebosanuamu GMP nokansHoro PerynsToptoro

OpraHa ki co cneyudinkaumnamu PerucTpayonHai OoKyMeHTaLmn

nMropTUpylowel cTpanit. [okymeHTs! no NPOU3BOACTBEHHOMY NpoLiecey

Cepuu, ynakoska npofyKra i pe3ynbTarbl KOHTPONs KadecTBa cepun

NPOBEDEHLI U HAXOKSTCA B COOTBETCTRUN ¢ GMP.

Cepust: H23N Cpox rogHocTk; 10/2023

fara npoussogcrea: 06/10/2020 Pasmep cepum: 6883 yn

[ Onucavue Creyudivkanmsn PeaynbTartnsl
Onncarine Benbie, nokpeiTeie 06onodkoi, oranbhble Cooreetceyer

{BOAKOBLINYKITbE TAGNETKN C MapRMPoBKoi 20 ¢ oaHo#l
CTOPOHBI W pasfienuTentHol NUHMel ¢ Apyrol,

pﬁ G o~ (649 W ZORS

Vinentinchukayusi napokceTuHa CootBerceyer

raapoxnopuna BaKX Mo3uTueHas Ans napokCceTUHa

v

MnenTuukauus napokceTHa MozuTreHas gna napokceTuHa

rnapoxnopnga GiAK

WaeHTudukalums naporceTuna FlosuTneHasn [st NapokceTuHa Cooreserceyet

rnapoxnopuga TCX

1

Wneutuduraumn napokceTura MosuTBHas AN NapoKceTIHA

rugpoxnopuaa: Yo '

CpenHsa Macca TabneTin 344.,6 - 368,56 mr. 354,3

OaHOPOAHOCTEL AO3NPORAHHEIX eAutul  |B cooTBeTcTBUN C TPEBOBAHUAMY Esponeliciol CoorsercayeT
Phapamaxonen®

KonuyecTperiHoe cofepkanue 19,0 - 21,0 mriTas. 19,8

NapoKceTMHa

KonnyectsenHoe cogepkanmne 95,0 - 105,0 % o7 3asBNeHHore KoNnyecTsa

naporceTuHa ; -

PacTBopetue (% BhicBoBmKAEHHOTO B cooTeeTcTBUN ¢ Tpetopanuamy ©.CLUA <71 1=, el ﬂ:‘x??smcs}:mpu_;g;

NapeKCeTHA) rae Q=75 % sa 30 mMun, -




GlaxoSmithKline Pharniaceuticals S.A.
ul. Grunwaldzka 189
60-322 POZNAN

Poland CEPTUDUMKAT KAYECTBA
Aara ceprudurara Homep cepruduiara
Ten: +48 61860 12 00 Pakc: +48 61 867 5717 E 10-11-2020 40000680501
CTPOHMUG 2 u3 2
MukpoBuonorudeckas yuerora! CoaoreetcTayer TpeGosanusiM ED ans HeoareX lapanTupoeaHo
OBee umncio aspobHEIX m/o (TAMC) NeKapcTeeHHbLIX CPeNcTs ANF nepopansHoroe
npUMerHeHns.
He Gonee 108 KOE/r
MukpoGuonoruteckas yuctora! CootpeTcTayer TpebopaHusm E® gns HEBOLHBIX lapauTnposaHo
ObLee urcno fpoxokel n rpuBos NEeKapCTBEHHLIX CPEACTB ANA NepopankHom
(TYMC) NPAMEHEHURA,
He Bonee 102 KOE/r
MukpoBuonoruieckas unctara! Cooteetcrsyer TpeBobaram EP Ans HeaoaHbIx "apaHTvpoBaHD
Escherichia coli NEKApCTBEHHLIX CRECTB ANS NepepantHoro
NpuMeHerus,
OtcyrotByers 11

" Tecrna MUKpOBUONCrMYBCKYI0 YHCTOTY BLINOMHSETCA MUHIMYM HE OAHOW cepuu b rog
* (AVs15)

Wmnoprupyiowan crpada: Ykpauna

YronHoOMOoYEHHoS MULo
Mognucs

Wms, dhamnnun _Wiolelta Superczyriska

Dara noanuen _10.11.2020

Osoba Wylcwaliﬂkowana/
Qualified Person
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