Al

JEPXIOKCITYXBA
AEPIKABHA CIIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHU Y KHIBCBHKIM OBJACTI

npocriekt Banepis JJo6anoserkoro, 51, M. Kuig, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua; Kon €/IPIIOY 37078774

BUCHOBOK
Npo SIKiCTH BBe3eHOro B Y KpaiHy JdikapchKoro 3acody

01.04.2021 Ne 14113/21/10

KJIOTPHMA3OJ
(HaliMeHyBaHHA NiKapChLKOro 3acoby 3rifHO 3 peecTpauifHiM NOCBiHeHHAM)
rabaerkn Barinaasui no 100 mr; no 6 Tabiaerox y 6iaicrepi; mo 1 Saicrepy B kapTonmii
YIAKOBII|
(topma pumycKy, N03yBaHHs, B NaKYRaHHA Nikapcskoro 3acoby)

Howmep peectpanittnoro mocsimuenns UA/2564/01/01 crpox mif peectpauiitnoro noceimrerns 01.01.2099

Cepis nixapcrkoro saco6y Ne BH7T KinsxicTs BResenoro nixapeskoro sacofy 19508

Bupo6rux I'maxcoCmiTKstiie ®apmaceioTakans C.A., Tlombma
(uaiiveHyBaHH1 BUpoGHHKA Nikapchkoro 3acoby, KpaiHa NOXOIDKCHHA)

BeeseHo B Ykpaity ToBapucTro 3 06mMekeHo0 BignosigaasHicTio ""TitakcoCmiTKaniin

dapmaceloTicanc Yrpaina'', inenr. xon: 35619519

(naihMenyparma Ta xox 3a €JIPTIOY ropunwgroi ocobu abo npiseume, imM's, mo GaTexosi dismTHol

ocobu - mianpuemis, ii Miclle pOXKUBAHHA Ta peectpanitiniit HoMep o6nikoBol KAPTKH IUIATHHKA
nofatkie abo cepis Ta HOMep MACIIOPTa)

IIporoxon Bisyansnoro xontpomo sin 24.03.2021 N 0847/10.

3a pesylnTaTaMH ASPIKaBHOTO KOHTPONIO BCTAHOBJEHO, MmO Jiikapebkidt 3aci6 BBeseno B Vkpainy 3

AOTPHMAHHSM BrMOTr 3aKOHOJABCTBA MO0 3a063METEHHSA AKOCTI JiKAPCHKHX sacoGiB.

3acTyITHUK Ha9aIbHAKA BiIIUTY
HepxaBHOI ciry)OH 3 JTiKapchKHX 3ac06iB

o iz v 3yb6apesa H. B.
Ta KOHTPOJIO 32 HapKOTHKaMH y KuiBchxkiit
obmacti
M
P A v, . e .
(mocanora a g%ﬂ%ﬁﬁq}? KOHTPOIIQ) (mimmc) (imiuiamu Ta npissxiue)
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InakcoCmiTKnARH dapmacbioTkana C.A.
Byn. MpioHBanbackka 189,
60-322 lNoaHaHb

MonsLya
[ata ceptudpirata  Homep ceprudikara
Ten: +48618601200  dawc: +48 61 867 5717 03-032021 40000740688
cTopiHKa 1 3 2

Howmep marepiany: 60000000116080

Toprosa Hasea: KIIOTPUMAS3O/, TabneTtku saridanbHi no 100 mr Nesg (6x1) y BnicTepi

Howmep peectpauiiitioro noceinuenns: UA/2564/01/01

Bupo6Huk: MnakcoCmitKnsitH dapmackiotukana C.A., syn.lpioHeanbackia, 189, 60-322 MosHas, Monbuwa.
Homep BupoBHuyoi niuenaii: 100/0092/15

Cuna giif AkTuBHicTb:

Ailc4a pevyoBuHa; KNoTPUMAa3on,

1 TabnieTka MicTUTE knoTpumasony 100 mr.

MpumiTka:

Llum 3aceiguyo, wo BuLe3asHaueHa iHpopmawlia cnpaexHs | TouHa.

Cepist npopykTy 6yna BupobneHa, Bkmio4aloyn NakyBaHHA Ta KOHTPONb AKOCTI, V.
noBHilt BignosiaHocTi 3 BuMoramin GMP MicLesoro Peryniolouoro opray |
cneuudikallismu PeecTpaujiiiHol gokyMeHTayii kpaiHu-imnoprepa. JokymeHT
Wopo BUpoBHIoro npouecy cepil, NakysaHHs NPOAYKTY | peaynbTaTit KOHTPONO
AKOCTI cepii nepesipeHi i BignosigaoTs GMP.

Cepis: BH7T Tepmin npupaTHocTi: 02/2024
Hata BupoBHuuTEa: 01/02/2021 Poamip cepii: ‘ 19 508 yn
Onuc Cneumdpikauis Peaynstatu
Onue TabneTtku Ginoro konbopy, ABOONYKAI 3 0BpisaHuUMu Bignoginae
KpasmMi, gosracTol chopmu, 3aKpyrneHi 3 caHoro Boky |
TYNUM KP3EM - 3 iHLIOTO
CepepgHs maca TabneTku 1,615-1,785r 1,670
OpHopigHicTs macK Bignoeigae sumoram €9 2.9.5 Binnosigae
PoanagaHHs He 6inbLue, Hix 12 xBunu- 4
Btpatu npu BucyLWwyBaHHi He 6inbLe, Hix 1,3% 0,8
pH sogHal cycnensii 4,0-6,0 5,4
TecT Ha niHoyTEOp&HHA Bignosinae suMoram Binnosigae
laeHTudikadin BiANOBigaE BUMOram Bignoeigae
XpaomatarpadiyHa YMcToTa METOAOM He Binbwe 0,5% lapaxToBaHo
TLLX*
- BMICT iMigasony
XpomaTarpadiyia 4MCToTa METOA0M He BinsLe 0,5% [apaHTOBaHO
BEPX*
- BMICT o-xnopodeHingidetinmeraHony o

@X.CLH ﬂ/Jﬂ‘/ Q) /£C762// 1;7&




nakcoCMITKnARH ®apmackioTukana C.A.
Byn. IploHBaneacska 189,
60-322 MNoaHaHb

Monslwa
DNara ceptudpikata  Homep ceprtudikara
Ten: +48 61 860 12 00 ®akc: +48 61 867 5717 03'0-,3'2021 RONBTAGE50
cTopiHka 2 a 2
Onuc Cneuudikauis PesynbTaTtn
XpomarorpadiyHa YMcToTa MeToaoM He 6inbwe 0,2% [apaHTOBaHO
BEPX*
- BMICT HERigOMUX JOMILLIOK
XpomaTorpadivyHa Yuctota MeToAoM He Ginble 1,0% . ["apaHToBaHO
BEPX*
- 3ararnbHuit BMiCT JOMILLOK
BumicT knoTpumasorny y tabrerTwy 95,0-105,0 mr 102,2
Mikpo6ionariyHa yucrora ** BignoBigae sumoram €¢ 5.1.4 lapaHToBaHO

* BunpobyeaHHs NpoBOAMTLCA ANs KOXHO! nepluol cepii, BupobneHol nicns NOBTOPHOrO 3anycky eupobHULTBA.
** 3abeaneuyeTbea.

KpaiHa-imnopTtep: Ykpaita

YnoeHoBaxeHa ocoba

Mignuc

I's, npiseuwe Magdalena Dominiczak
[fara nignuecy 03.03.2021

Big iMeHi
Y¥noeHoBaxeHa ocobal

AMidnuc/
Wioletta Superezyriska
08.03.2021




‘ JEPHUIKCITYIKBA :
NEPIKABHA CIHYIKFA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJXO 3A

HAPKOTHKAMM V KMiBCHKI OBJIACTI |

npocstext Banepis JloBanosekkoro, 51, M. IKuis, 03110, Ten/axc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog CAPTIOY 37078774

BUCHOBOK
npo fIKicTHL BBe3eHOro B Ypainy mxapesKoro 3acoby

09.10.2020 Ne 51188/20/10

KJIOTPUMA3O0J

(HAHMMEHYBAHHA TKapehikoro 3acofy aTiHO 3 peecTpauiiituM NoCHi THEHHsM)
Tabaerky parinaneni no 100 mr; mo 6 Taéaerox y 6uaicrepi; no 1 Gaicrepy B KaproRHii
' YIAKOBIL

((opnta puryCKy, IO3YBAHHI, B TIAKYBAHEHS Jikapcororo 3acoby)
Howmep peectpauiiitoro nocsizuenns UA/2564/01/01 crpox ii peectpauiitnoro nocsixenns 01.01.2099
Cepis nixapeskoro 3acoy Ne UFSD Kinskicrs BEsenoro nikapesicoro sacofy 18864

BupobaHK TnaxcoCmitlCtin @apmacsiotrrans C.A., Tomsma

(nativenrysansns supobHUKa nikaperxoro 3acofy, kpaina TOXOHACCHH)

Baeseno B Yipainy ToBapucrso 3 00MexeHOI0 BIIMOBIAANLHICTIO "TnakeoCuirKnaaitn
®dapmacproricanc Ykpaiaa', izenr. woa: 35619519

(maiiMeryranns Ta koa sa EPTIOY roprauHoi ocofiu abo npissyLIE, iM's, 0 BatekoBi (pisuynol
0cofH - TiANpHEMLS, T Miclle MPOKMBARHS Ta PEECTPalliiHMil Homep 0ONIKOBOT KAPTKH TUIATHIHKA
" Tomatkis afo cepis T HOMEp NacmnopTa)

Ipotoxon pizyansnoro kontpomo nix 30.09.2020 M 3247/4.

Ba  pesymbTATAMM JEPKABHOIO KOHTPOJIO BCTAHOBNEGHO, IO JiKapchkuil 3acil BBe3eHO B Yxpalny 3
AOTPHMAHHAM BUMOF 32KOHOAABCTBA OO 3abe3neyeHHs IKOCT Jlikapehkux 3acobis.

B.o. Hags AT 1@1{ M _ Bramucnas [IETPOCOB
({c %"}B”égré"”’(’ CIBKABHOTO KOHTPOIO) B Giimmc) k// (ininiang Ta npispawe)
S i
S g
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GlaxoSmithKline Pharmaceuticals S A,
ul. Grunwaldzka 189

G0-322 POZNAN :
Paland CEPTUOUWKAT KAYECTBA

fata ceprudurata Homep ceprudmiara

14-08-2020 40000628774

Ter: +48 61860 12 G0 Pake: +48 61 867 5717 CTPAHMLG 1 w3 2

Homep matepuana: 60000000116080

Toproroe vaseanue: IKJIOTPUMAIOI, TaBneTim sarvHaribibie no 100 mr Ned {6x1) B Grincrepe

Homep perucTpayMoHHONO YOOCTOBEpeHMSI: UA/2564/01/01

MpounzeroanTent: MakcoCuuTKnsitn dapmackioTikans C.A., yr.MpiosEansackas, 189, 60-322 Moanadb, MNonswa.
Homep npoussogersennon nugenzun: 100/0092/15

Cura gelficteusn/ AKTUBHOCTL!

AGACTBYION|RE BELECTBA: KIOTPUMAas0s;

1 Tabnetka cogeprauT KnoTpumasona 100 wr,

Mprmevadue:

HacToswuy yaocTosepaio, YTo BbILIEYNOMAHYTas UHGMOPMALIMA NOARUHHA U TO\HA.
Cepus npogykTa Gbina NponaBeaeka, BRAIOYAS YNAKOBKY U KOHTPOMb KavecTaa

B NONHOM COOTBETCTBUK ¢ TReGoBaHuaMy GMP nokansHoro PerynatopHoro

oprata ki co cneyuduraumamn PerncTpaurorHol gokymesTaLmu

NMNOPTUPYIoWeR CTpaHbl. JORYMEHTLI No NPoOUIBOACTBEHHOMY MPOLECCY

CEpUM, YNakoBKa NPOAYITA W DE3YNLTaThl KOHTPONS kadecTsa cepuy

npaBepeHbl W HaxoAATCH B CCOTBETCTEUU ¢ GMP.

Cepus: UF5D Cpok rogHacTw: 06/2023
Hfara npouzsopcrea; 04/06/2020 Paamep cepui: 18 864 yn
[ Onucanue Creuundmkanus Pe3ynbrarsl
Onucanue Bensle TabneTiu, 4B0AKOBbINYKbIS ¢ 0BPE3HLIMU CootBetcreyeT
Kpaamu, npofonroeaToll hopmMel, 3aKpyrmeHHLIe G 0/JHoH
CTCPOHBI 1 TYTIBIM Kpaem ¢ APYroii CTOPoHb!
CpeaHsas macca tabneTiu 1,616 -1,7857 1,683
OpropoaHocTh Macesl cootseTcTayer TpeGosaHuam Ed 2.9.5 CoorsetcTayer
PacnagaemocTb He Gonee, yem 12 MuHyT 3
aTepu npu ssicyLMBaH!Y He Goriee, yem 1,3% 0,9
pH BOAHOR cycrieHauy 4,0-15,0 5,5
TecT Ha neHoobpazoaaHie cooTBeTcTeyeT TpeboBaHnAM Cootsercrayer
NaeHTuduralms COOTBETCTRYET TpeboBannam E CooTBeTCTBYET
Xpomatorpachdeckan YicTaTa Metcaom He Gonee 0,5% i apaHTupoBaHo
TCX? el
- coAepi@anue uMuaasona [ b
IXpomaTorpadvyieckan YucToTa MeTosom [He Gonee 0,5% R FapaHTUpoBaHo
BIOMX* . / :
- copepkaHme £y .
o-xropodierunandernnmeradona . : // /
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GlaxoSmithKline Pharmaceuticals 8.A.
ul. Grunwaldzka 168

60-322 POZNAN

Poland

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

CEPTUOUKAT KAMECTBA

Oata ceptudukara Homep cepTrdmnata

14-08-2020 40000629774
crpaHilg 2 s 2

Onucatue Creungruratms Pesynbratel
X pomatorpachusieckan unctota metoaom [He Gonee 0,2% ["apaHTVpoBaHO
B3HOC
- COAEPIAHKE HeWaBEGTHbIX NpUMecei
Xpomarorpathuueckas yuctora metcom [He bonee 1,0% [apasdTuposaHo
BIXKX*
- obllee cofemianne npumecei
Conepxanue knoTpymasona g Tabnetke 95,0 — 105,0 mr 103,1
Murkpobuarnoruueckan yucrora™™ cooTBeTCTBYET Tpeboranuam Ed 5.1.4 [apaHTupoBaso

* MchbiTaHe npoBoAUTCR AN Kanioi NepBoi cepun, Mpou2seeHHON Nocne NoBTOPHOIC 3anycka NPousBoACTRA.

** ObecneYyuBacTCh.

WmnopTupytolyas cTpara: Yipauia

YnonHomouysHHoe NMuo
Mognuck

Wws, doamunua _Magdalena Dominiczak

Hara noagnuew _14.08.2020

on behalf of

#Musu

Oscha Wykiwalifikowana/
Qualified Person

frgm‘itfzﬁ /]] &k 2 b8

Anna Nowaczy




A

- JEPIUTIKCITY XBA
"\ JIEPYKABHA CJIVIKBA 3 JIKAPCHKHIX 3ACOBIB TA KOHTPOJIIO 3A
g HAPKOTHKAMMI V KHIBCHKIN OBJIACTI

npocnext Barnepis JloGanoscskoro, 51, m: Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dls ko@dls.gov.ua,https://www.dls.gov.ua. Kop €IIPIIOY 37078774

BUCHOBOK
npo sIkicTs BBesenoro B Ykpainy JikapebKoro 3acody

09.10.2020 Ne 51187/20/10

KJIOTPHEMA30JX
(valMeHyBAHRS TiKapCHKoro 3ace6y 3riHO 3 peecTpauiftmm NOCBIITEHHAM)
rabnerky BarinanbHi o 100 mr; o 6 Tabaerox y GaicTepi; mo 1 Gicrepy B KapTOHHIH
yOaKoBui
(OpMa BHITyCKY, AO3YBAHHS, B NAKYBAHHA NiKAPCEKOTO 3acofy)

Homep peectpauiiisoro mocsimaents UA/2564/01/01 erpox aif peectpalliffHOro roceiaenrs 01.01.2099
Cepis sixapebioro 3acofy Ne UF6T Kinbxicts BRe3eHoro mikapehkoro sacody 18416

Bupotimxk ['maxcoCumitKsita ®@apmacsrotuxans C.A., Ilomsima
(nativenynanis BupoduHia nikapesxoro 3acoy, kpaiua TIOXOIKEHHA}

Breseno s Yxpaliy TosapreTso 3 00MEKEHOI0 BIINOBIIANBHICTIO "TaakcoCviTKusin

®apmaceloTikaic Yipaina', inewr. kon: 35619519

(uatfiMenysanns Ta kox 3a EIPTIOY 1opyamaroi ocobu abo nipispymie, iM'g, TI0 GaTekon] (iswHHOT

0coGH - TiATpEeMIY, Tl Mice MpoXKMBAHHA TA PEECTpaLiityi HoMED 06niKoBOl KAPTKHY NINATHHKA
nofatkis abo cepist T HOMEp [acnopTa)

IIpoToxon sisyansoro xorTpoao Bin 30.09.2020 K 3247/3.

3a pesynsTaTaMM  [EPUKAEBHOTO KOHTPOJIO BCTAHOBACHO, IO nikapcekuit  3aci® Bpeseno B YKpalHy 3

JAOTPHMANHSM BUMOT 3aKOHONIABCTBA MO0 3afe3MeuenHs KOCTI KapChKHX 3ac0018.

Brnamucnas [IETPOCOB

(iminiam Ta npissume)
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GlaxoSmithiline Pharmaceuticals S.A.
ul. Grunwaldzka 189

60-322 POZNAN
Poland
Aata ceprudurara Homep ceptudunata
-(8- 4000062
Ten: +4861 8601200 thake: +48 61 867 5717 16-08 2020, s
CIPAHKLA 1 wus 2

Homep maTepuana: 60000000116080
Toproeoe nazsaHue: KNOTPUMASCQI, Tabnetiv BarudaneHele ne 100 mr N (6x1) B Grivcrepe
Howmep perncTpalMoHHOro yaoCcTORepeHNA: UA/2584/01/01

Mpouspoaurens: MarkcoCmutKnaiy dapmaceiotukans C.A., yn.Iprodeansackasi, 188, 60-322 MosHatk, Nonsia.

Homep npouzBoAcTREHHONR Nuuenaun: 100/0092/15
Cuna pefictanal/ AKTUBHOCTE!

AelcTeylolee BELECTBO: KNOTPYMAa30ST,
1 TabneTka cogepxuT ItoTpumasana 100 mr.

Mpumeyanue:

HacTosAummM yoocToBepsio, YTO BLILLIEYNOMAHYTas wHpopmalns noanuKEa 1 TouHa.
Cepua npoaykra Geina ripouaseeHa, BKAOYaA YNakoBKy 1 XOHTPONL KavecTsa

B MONHOM COOTBETCTBUN C TpeboBaruamu GMP nokansHoro PerynatopHoro

opraHa 1 co cneyudmkalmamm PerneTpalnoHHol AokyMeHTalUnm

UMNoOPTUPYioLel cTpaHbl, [LokyMeHThl [0 NPou3BOACTBEHHOMY NPoLeccy

cepuy, YnakoBKa NpoayKra v peaynbTaTel KOHTPONS KavecTsa cepui

NnposepeHsl N HaxXo4sTCA B cOOTBETCTBUAN ¢ GMP.

Cepusa: UF8T Cpok rofHocTH: 06/2023
[Hara npoussoacTea: 26/06/2020 Pasmep cepuu: 18 416 yn
Onucanue Cneund urauua PesynbraThi
Onwcanne Benbie TabNeTky, ARAAKOBEINY LIS & 0DpesHbIMu CooTBeTcTRyeT
Kpasimu, Npogonroeartoil opmel, 3aKpyrneHHble ¢ ogHoH
ICTOPOHKI ¥ TYMbIM KPAEM C APYTO# CTOROHBI
CpepaHsn macca Tabnetku 1616-1785r 1,678 .
CAHOpOoAHOCTD MacCh cooTseTcTeYeT Tpebosanuam Ed 2.8.5 CooTseToTRYET
PacnafaemocTb. He Gonee, vyem 12 MuHYT 3
MoTepy Npit BLICYLIMBAHAN He Gonee, yem 1,3% ° 0,9
pH BoAHON cycneHann 4,.0-6,0 5,4
TecT Ha neHooBpasopaHue cooTeeTcTBYeT TPeboBaHuAm CootgeTcrByeT
MaeHTudukaumus cooTeeTCTRYET TPeGORaHURM COOTBETGTBYET
XpomaTorpaduyecikas YucTota Metogom He bonee 0,5% lapaHTWpoBaHO.
TCX*
- coaepiatue hMugasona
Xpomarorpaduyecran unctrota metogom He Sonee 0,5% . {fapaHTuposaHo.
BOMO*
- coaepXaHue
o-xnopodeHnnavhesuaMeTarona

//?Jkﬂﬂ 1533 07 05 0% 24




GlaxoSmithKline Pharmaceuticals S.A.
ul, Grunwaldzka 189
60-322 POZNAN

Pofand
Oara ceprudurara Homep ceprudmrara
19-08- 400006289775
Ten: +48 618801200 Pakc: +48 61 867 5717 19:00-2020
CTROHMUG 2 wua 2
Onucanue Creuutpuauma PesynbTaThki
XpomaTorpacthudeckan yuctota meTeqom He bonee 0,2% lapaHTUpoRaHO
BoHOC*
- CoflepiaHie HeusBecTHbIX npuMecei
XpomaTorpadinyeckan vuctoTa metoaom [He Gonee 1,0% apaHTUpOBaHO
BEHX*
- oflles cogepmarine npuMecei
Copepiadue knotpumascna 8 tabnetre (95,0 — 105,0 mr 103,7
MukpoBuonoruyecras vuctora** cooTReTCTRYST TpebosaHuam E4 5.1.4 ["apaHTUpoBaHO

* McnuiTakwvie NpoeogUTEA ANA kAol nepeci cepuy, npouseegeHHoil Nocne NOBTOPHOMD danycka npovsBoACTBEA.

** D6ecneymBacTon.

VimnopTypyloilas crpaHa:

YipanHa

YnonHoMmoyeHHoe NULo
Moanuck

Wmas, chammunus _Wioletta Superczyriska

Hata nognnen _19.08.2020

Osoba Wylowalifikowana/
Qualified Person

e 0-0€.100y

Wioletta Superezynsia




: HEPIKITIKCITY KB A .
ARPHABHA CHYIKEA 3TMIKAPCHKIX SACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMWY ¥V KHIBCHIKTH OBJIACTI ‘ o
npocrerr Banepis JloGanonenkoro, 51, m. Kuip, 03 10, ren/axc: (044) 363-06-50
E-mail: dls ko@dls. gov.ua,https:/fwww.dls. pov.ua, Kon CAPIIOY 37078774

BAHCHOBOIK
PO SHKCTH BRE3CHOTo i Yiepainy aikapenicoroe 3acoby

23.02.2021 Mo 571472110

KJIOTPHMA3OJI
) (IraffMeRyBaHES nikapehioro 3ac00y 3rifHo 3 peectpauiiiim TICCHIMCHHAM)
TabieTien Bariaansai no 100 mr; no 6 TabieTok y baicrepi; mo 1 Gaicrepy n eapronmis
YIAICOBIK

(thopaa pumtyexy, nozyeanms, nun TEKYBAITHA AIKapeRroro sacoby)
Howmep peecrpaniitnoro nocsimmenns 1JA/2564/01/01 crpok Ail peectpaniinoro nocsimmenns 01.01.2099
Cepls nikapenkoro sacofy Me YPAC KinsxicTs upesenoro nikaperkoro sacoby 19477

Bupobunk I'naxcoCumitK mamiin QapMacsiotrran: C.A., [lorsma

HAUMEHYBAHNA BUPOOHAKS NiKAPCEKOT0 3ac0BY, kpaita MOXOMMEHH )
p p

Bueserio s Viepainy Tosapucrno 3 o6mexenoro BinEoRinamLmIicTIo "CnaeoCrmirmsmiin
DapmaceoTitaie Yiepaina", ixenr. xox 35619519

(Hathserysans Ta xoz1 sa €JJPTIOY ropianof ocobi abo npissuie, iM's, 10 GaThKoBI iz ok
ocoln - mianpuemid, 1i sicne npoxunanma ta peccTpaniitnui nomep ofikosol KAPTKH InaTHiKa
nozatkis abo cepis Ta HoMep nacnopra)

IpoToron nisyansuore xonrpomo vig 12.02.2021 3 0354/8.

3a  peaynnTaTaMM  nepEABHOTO KOWTPOIIO  BCTAHOBICHO, 100 JHKAPCLKHH  3acif  nnelcHo n Vkpaiuy 3

JOT I ML MM BHMOT 3AKOHORARCTDA [H010 3a0e3nedeHns s gcri JKAPCEKMX 3ac0Bis,

M. \
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GlaxoSmithKling Pharmaceulicals 5.4,
ul. Grunwalelzla 189

60-322 POZNAN
Prolanc CEPTHOAKAT KAMECTEBA

Aata ceprudurara Homep ceptidmiara

19-01-2021 A0000715572
CTPRCHMUG 1 w3 2

Tor: +48 61 86012 00 Baie: +48 61 867 5717

Homep martepuana: 60000000116080

Toprosoe naspatve: KNOTPYAMASIQOI, TabGnetiu parinansibie no 100 mr N2t (6»1) B Gnucrepe

HoMeb pericrpaliiotioro yocToREpeHNN: UA2564/01/01

Hpouasoantens: MnaxcoCmutinain Capmacuiotwians C.A., yn.plonsansgcias, 189, 60-322 Mosuats, Honbwa.
Howep nporasopcreentol nuuenany; 100/0082/15

GCulia peacrausd AITVBHOGT !

LelcTByIOIee BeWerTBO: KNOTPUMa3snst,

1 rabneTka cogeprar koTpumazona 100 mr.

fprveyanne:

HacToatuM yHoCTOREpsIn, UTO BLILGYNOMAHYTAA MHPOPMAaLMA NOANUHHE W TOUHA,
Cepusi npoayira DLina npovssegeHsa, BKcHas yNakoBKky 1 KOHTPONb KavecTea

B [OfHOM ¢cooTeTCTBUY ¢ Tpebosarusmu GMP noxarnsHoro PerynatopHoro

oprala 1 co cneuuthrkannamy PerucTpaluoRHeR Joky MeHTath

UMNOPTIPYIOWER cTpatbl. [JOKyMeHTh! No NPpou3BOACTREHHOMY NPOUECCY

CepUK, YNAKOBKA NPOAYKTa U Pe3ynbTaTk! KOHTPONS KavecTEa cepu

APOBePCHE 1 HAXOAATCH B COOTRETCTEKM ¢ GMP.

Gepus: YP3C CpoK roAHoCTH: 1272023
Hara nponseoactRa: 04/12/2020 Paamep cepun: 19 477 yn

Onncatne Crietvdpuraumn Pezynbrarh
CnucaHne Belble Tabnerii, ABOAKOBLINYKNLIE ¢ 0BpesHbIMU CooTtseToTBYET

KDaAMM, MPOACAToBaTol (DOPMbI, 3aKPYTNEHHbIE ¢ OAHON
STOROHDBE W TYIILIM KPagM ¢ APYTOR CTOPOHS!

XpomaTtorpadpuueckas uncrora Metoaom He Gonee 0,5% ["apaHTupoBaHo
TOX

- cofepanne uMuiasona

[apanTupoBanro

Pl

pomaTorpathu-eckas uucToTa Metojem [He Bonee 0,5%

- copemranie

Cpeahan macca Tabneriu 1.615-1785r 1,677

OLHOPOAHOCTL Macoh cootseTcTRYET TpebepaHuam Ed 2.9.5 CoorseTcrayer -
Pacnapaemoctb He Gonee, vem 12 MUHYT N
loTepu NpW BLICYLINRAHN He Gonee, yem 1,3% 0,8

oH Bd,qnoﬁa CYyCneHanm I 46E6"*“ ' 37

TeoT na nenoobpasosatne cooteeTcTayeT TpeboBanuaM ) ' Coorsercreyer

Y peryudrraums COOTBETEBYET TREBOBAH MM Coorsercrayer T

RIMX*
72
ol ;%




GlaxoSmithKline Pharmaceuticals S.A,
ul. Grunwaldzka 189

60-322 POZNAN

Poland

Ten: 448618601200 Bhaxc: +48 61 867 5717

o S

19-01-2021

CEPTHUOUNKAT KAYECTBA

400

CIpaHHLGa 2 w 2

Jarta ceprudurara Homep cepruduanara

00715572

Onucanue

Creunduxans

Peayrnintarh

Apovarorpaguieckan umcTora Merosom [He Gonee 0,2%
BEAIX"
- COLEPIAHNE HENSBCCTHLIX NHUMEcEi

Kpomarorpaduiueckasn yucTota Mmetoqom [He Gonae 1,0%
BEMC
- ofwee cogepranve npumeceait

[‘apadTupoBaHo

“apanTuponalo

Cofepxanue korpumazona s Tabnetie (95,0 — 105,0 wr

97,6

iurpobuenornieckas uucrora™ cootsercrayer rpebosanuam EG 5.1.4

T"apgi HTUPDOBAHO

* WlenuimaHue nposoanTes AN Kangoi Nepsoi cepuil, NPOU3BeeHHON NOCIE NOBTOPHOTS 3arycka NPoMIBoACTES,

** OGecneuvsaeTcs,

VIMIOpTRPYIOLEA CTPRHE; Yipauna

YionHoMoueHHoe nuuo
Mognuck

W, ramunus _Wioletta Superczynska

Harta noanuncu _ 18.01.2021

Osoba Wykwalifikewana/

i1

[ 7
Aleksdnidy

Qu?‘j‘icxl Person ™

L
| Y ¢~
# Szymezalg
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