JTEPXKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPOIIETPOBCHKIA OBJACTI

Juinpo, w1.Cobopua,4, k. 601-605, 49005, Tex. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €JIPTIOY 37070665

BUCHOBOK
11po sIKicTL BBE3eHOro B YKpaiHy JikapchKoro 3acofy
26.05.2023 | Ne 25142/23/0411
PEBOJIAJ™

(HaliMcHYBaHAS JTikapehkoro 3acofy TiIHO 3 peecTpaLifinuM NMOCBIYEHHM)
Ta6aeTKH, BKPUTi IJIiBKOBOKW 06010HK0I0, 110 1o 50 mMr 10 7 TabaeToK Y Gaicrepi; mo 2
6aicTepn B KapTOHHi# Kopobui

((popMa BrITYCKY, AO3YBAHHSA, BHA IaKYBAHHs TiKapchKoro 3acody)
Homep peecrtpanifitioro mocsizuenss UA/11300/01/02 ctpox aif peectpanittioro nocsimuents 01.01 2099
Cepis nixapcskoro 3aco6y Ne HT2B KinukicTs BBE3€HOTO MTikapchkoro 3acoby 140

BupoGHUK I'nakco Bemkom C.A. , Icnanis

(HaliMeHyBaHHS BUPOOHHK TikapChkoro 3acoby, KpaiHa MoXOKCHHS)

Beeseno B YkpaiHy ToBapucTBo 3 06MeKeHOI0 BilNoBigaILHICTIO "BaJAM", inent. kon:
31816235

(majiMeHyBaHHS Ta kox 32 EJIPTIOV ropuauanoi ocobH abo npizeuwe, iM's, no Barbkosi QizH4HOT
ocobu - nignpuemi, i Micile MPOXMBAHHI Ta peecTpauifHnii Homep 06/MIKOBOT KAPTKH NIATHUKA
rogaTkis abo cepis Ta HOMEp nacnopTa)

TIpoTokon BisyaasHoro koutpoio six 25.05.2023 Ne 07-01/1449/10.

3a pe3yNbTaTAMH [OEPKABHOIO KOHTPOMKO BCTAHOBNEHO, WO JIKAPCHKHHA jaci6 BBeseHo B YKpaiHy 3
JOTPHMAHHAM BUMOT 3aKOHOJABCTBA LICNO 3abe3NeueHHs AKOCTI IIKApCEKUX 3acobiB.

Hauaneuuk JlepxaBHOI cy>xOH 3
TiKapchbKUX 3acobiB Ta KOHTPOIIIO 33
HApKOTHKAMH y JIHITpOIIEeTPOBChLKiH
obnacti

(mocamosa oco6a OpraHy AEpHKABHOIO KOHTPOMIO) (niW (iniuiany Ta Npi3BHILE)

IOnis OBYAPEHKO -




Onue MaTepiany:

Craa pif / asTeEsicTh:
Homep maTepiany:

Homep matepiany Hosapric:

HOMEP CEPII;

JATA BHPOEHHHTBA:
TEPMIH IPHAATHOCTI:
JATA BHITYCKY CEPII:

Pecctpaniiine aocsiguenns Ne:
BupoGunk (TabneTku):

Homep nivensii Ha sHpoSHUNTBO:
JinLHUUA 3 NIKYBAAHR TA BHILYCKY:

Homep ainensti Ha supofnnnTeo:
Po3aMip Ta THN YNaKonku:
KinskieTh ¥ ¢epil (B ymakeskax);

CEPTH®IKAT AKOCTI

Pesonag™, TabmeTkn BRPHTE RAiBKOROK 000NOHKOW, No 50 M

Eantpombonar 50 Mry dopmi ensTpoMGonary onasiny Paasco Bennow, C.A.

Arjga. Exctpemanypa, 3

60000000001466 05400 APAHJIA HE NYEPO
733228 Byproc - ICTIAHIA

Ten. +34 947 5297 ()
HT2B Daxe: +34 947 52 98 00
08-09-2021 WAV Z5K. 6B

AU 2
08-2025
20-01-2022

UA/EL300/01 /02
[nakco Onepeiiwnc FOK AT/, Mpaiopi Cipir, Bea, SG12 0DJ, Bennka Bputania,
MIA 4

[naxco Benarow C.A., Aspa. Exctpemanypa, 3, [Tor. Ina., Annenaenyepo, Apanma ne Jyepo,
Byproc, 09400, lcnanis.

3167
7 Tabnerox v Gricrepi, mo 2 Gnicrepy B KapToHBIA KOpoGLi
2030

Homep cepii MaTepiany: 61000000002552 (BEA)
Homep cepti 6anky: SE3T
Homep cepli AQ:1: CK2105M091, CK2105M 126 (KOPK)
IECT CHENHOIKAIT NTPH_BHIIYCKY PE TH
Kpyrai, aeoaxosunyxmi TabaeTiu, BKpHTI W1iEKOBOK 06OTOHKOLD,
OMHC KODHYHEBOTO KOMBOPY, 3 MAPKRYRARHAM «(GS UFUs» Ta «505 Ha Binnosinae
OfHOMY Goli Tabnerku
INEHTHOTKALIA ENBETPOMBOITALY [Y-crextp nocaimkyBaHoro 3paska BiANORIAaC CeKTPY Binnosigac
ORAMIHY METOJIOM It pedepenTrore Matepiay enbTpOMGONAry GIaMiHy
BMICT ENLTPOMEOIATY METO/IOM 95.0-105.0 1001
BEPX (% 3AABNEHQI KIMBKOCT) T " *
g%%;[oﬂﬁlgg},(ﬂOBOBAHHX el Biznosinac pumoram Cep. dapm. 2.9.40 Bianosinae
re a0 Bi inae €ap, @ 293 75 % 45 B i
Bp, .29, =
(% BUBLTHHEHHS ENbTPOMEO y) ianosinae €ap. Gapm. LaeQ % wepes 45 xpunun innosigac
BMICT CYITYTHIX JOMIMIOK METONOM GSK 14988404 -
BEPX (% TUIOIIN He Simbure 0,2 ’
BMICT CYITYTHIX ROMALIOK METOIOM BYb-IKA HEBH3HAYEHA MOMIIIK A ! ol
BEPX (% IIOLLT) He Sigpire 0,2 ' ’
BMICT CYTTYTHIX AOMILUOK METO/IOM JAFANBHHI BMICT ROMILIOK2 0.l
BEEXGsIHIONN) He Ginbue 1,0 ’
BHMPOEYBAHHSA HA MIKPOBIONOTTYHY | Binnonizac sumoram €op. Gapm. 5.1.4 111 Ge3BOTHAX REPOPABHHK H
YHCTOTY? Npenapatis SMROBGLIH0CH

(1)  Brsmouae TIRBKH CYIYTHI NPOZYKTH posnafy;

BLEOMI AOMIlLIKH, AKi BUHHKAIOTE PH CHMTETL TiKApChkoT cyBoTaHuil, Brxmoveni is KOHTPOMIO.

2y Cyma DOMILIOK — CYMa OKPCMHX BHIHAYEHHX CYMYTHIX AOMIOK i Gyab-nKiTX HEBHIHANEHHX JOMILUOK i3 TLIOWEHO flika 2 0,05 %%; BLIOMI ZOMitrH

CHHTEIY He BITKOMEHI.

(3) He mpoBoAuTECH PYTHHHO, A1¢ BIANOBIAAE AKIIO NPOBCANTREA,

Kpaiwa imnopTep: Yrpaina

OdopMirero: T amme
Hara: 21.01.2022
Meperipeno: nianuc
Hara: 24.01.2022

Toproenk pecerp micta Eyproc

In’a Vnorropakenoi Qcobn: Juan Diego Perez ToM 473, Knura - 264, Cropiree - 143

¥nosHoBaxeHa ocofia

Poznin — 8, rer - BL-889]
Peccrpani®nrd 1anue 2

Hata; 25 CIY 2022 THITTT: A-G8250838

Mianuc: /mianug/

OnHoaciine ToaapHcTRD

Mg 30Ha AfL

An. Exctpomanypa, 3

09400 Apakiga ac Nyepo (Byproc}




Onuc maTepiamy:

Homep matepiany:

Homep mMaTtepiany HosapTic:

CEPTHPIKAT BUIHOBLIHOCTI

P TM_ TahJeTKH BKPHTI ILiBKOBO

60000000001466

733228

Ioaoxkenus npo Ceprudikauiio:

mo 50 Mr

Tnaxee Beankom, C.A.
Asnna. Excrpemanypa, 3
09400 APAHAA NE TYEPO
Byproc — ICTIAHLA

Ten. +34 947 52 97 00
Dakc: +34 947 52 93 0¢

www.psk es
www g5k com

I{uM 4 3aceiguyro, WO HaBeAcHa BHWeE iH$opmalia € AocToBipHoto Ta TouHoto. Lo cepito mpomykuii Gymo
EHpoGIeHO, BKMIOMHO 3 MAKYBAHHAM/MAPKYBAHHAM KOHTPONCM AKOCTI Ha BHIUE3AZHAMEHIH(MX) AUTBHHMLI(AX) y
noeHi# BiABOBIAROCTI 3 BuMoraMu GMP MicleBHX peryNSTOpHHX OPraHis, a TakoX BIANOBiAHO A0 cneundikauili v
peccTpauiifHoMy Jocke KpaiRH-iMmoprepa, abo y mocke cneuddikaiii Ha mpemapar Anf AOCHiHKYBAHOrO
nikapcekoro sacofy. [Ipotokonn BHpOGHHLTBA, NAKYBAHHA T4 aHANi3iB GYNo MeperNAHYTO Ta BCTAHOBMEHa iX

pignoBigHicTs GMP.

KpuTrYHi Ta cyTTeBi HeBlONORLAHOCTI 3adikcoBai NPOTAroM BUPOOHHLTES, NAKYBAHHA TA TECTYBAHH,

N Hi

_ Taxk, sxmo Tak, nepepaxyiire BiamoBinHi HOMepH 3BITIB!

HOMEP CEPII:
JATA BUPOBHHUIITBA:

JATA BUITYCKY CEPII:
TEPMIH ITPHIATHOCTI:

Im’ s Ynornosakernoi Ccobu:

Hara:
Tinnke:

HT2B
08-09-2021

20-01-2022
08-2025

Juan Diego Perez
YmopHOBaKEHA OCOBA

25 CIM 2022
friigoe/

[Tepesipero: mianmc
Hara: 24.01.2022

Odopmneno: mianuc
Hata: 21.01.2022

Toproewi peccrp MicTa Bypros

Toum 413, Kitnra = 264, Cropinka - 143

Posain - 8, wer - BU-3891

PeecTpanifwh aanke 2

THIIT: A-08250888

Oanoocibie ToRAPHETEO
I0HE Atk AYEp

As. Exctpematypa, 3

09400 Apausa ae flyepe (Byproc)

m

P



Vs

Jlorotin komnamii
INaxcoCwmin Kamiin

Inakco Beankom, C.A.
Asenina ne Excrpenmanypa, 3
» T 09400 APAHAA JIE AYEPO
CEPTHUDIKAT BIANOBIIHOCTI Eypro - [CHARIR
Ten.: +34 947 52 97 00
@axc: +34 947 52 98 00
www, gsk.com

Onue Marepiany: Pesonaa™., Tan. no 50 mr 2x7 Ykp.
Homep marepiany: 60000000001 466

Homep mavepiany Hosaprie: 733228

Momoxenns npo ceprudikanito:

Uus 5 3aceiiuyio, no nasegcHa BuIne indopmais e gocrosipnoio Ta tounoio. Lho cepito npoayknii Gyno supoGiacho,
BKIHOUHO 3 MAKYBAHHAM/MAPKYBAHHSM Ta KOITPOJSM SKOCTI Ha BHLIE3a3HAYCHIH(MX) ninbHuui(ax) y nosuil sijnosinnocTi
3 sumoramu GMP miclenux perymiropuux opraiis, a Takox BUIIIOBIIHO 0 criewmdikanii y peecrpartiiioMy gocke KpaiHu-
Mnoprepa, abo y mocke cneundikauii ua TpENapar Juis 1ocHiLxyBanoro jikapekkoro 3acoby. [portokosm BUPODIIMLITER,
TMAKY BAIIHA ‘14 aHANI3iR 6y I0 NePCrNaHyTO Ta BCTAHOBASHA TX sianosigHicTs GMP.

Kputuuni 12 cyTresi  wesinnosiamoeri sadikcopani  nporsrom
BHPOOIHLTEA, NAKYBAHHS (HKLIO 3aCTOCOBYETHCA) T2 TecTyRaia

X Hi

_Tak, sxuo Tax, nepepaxyiite sinnorigni HOMEPH 3BITIB:

HOMEP CEPIi: TWsS

JATA BHPOBHHIUTBA: 20-11-2019

TEPMIH IPUJAATHOCTTI: 11-2023

TATA BHITYCKY CEPII: 30-03-2020

InM’n Ynosnoramenoi Cyzana Tepes

ocobu:

ianue ¥nosnoeawena ocoba

Hara; 02 xeirna 2020 p.
Niarme /mijgnce/

Komepuiiinnii Peectp Byproca

Tom 473, Kunra 246, cTop. 143

Posnin 8 — aprywm BU-889]

Hamue 2

N.LF. A-08250888

Canna Komnanig

ITon. Ina., Annenzienyepo

Agrna Exerpemanypa, 3

09400 APAHJIA IE IYEPO (Byproc)

Px s 1259 o) f5 4 10 y‘f//




Jlororrin komnanii raxcoCyiTKnaiin

I'naxco Bemikom, C.A.
Apza. [xcrpemaaypa, 3
09400 APAHIIA JIE JIYEPO
Byproc — ICTTAHIS1

Ten. +34 947 52 9700
Maxe: +34 947 52 98 00
www gsk .com

CEPTUDIKAT AHAJTIZY

Ounue marepianay: Penotan™, rabnersu EKPHTI IiiBk0BOI0 000/M0HKOW0, 10 50 M1 Nel4 (2x7) v Guricrepax

Cuaa nii / axrusnicrn: Emvtpov6onar S0 mr

Homep marepiany: 60000000001466
Honep sarepiany Horapric: 733228

Homep cepii: TW5S

Hata supotuumnrea: 20-11-2019
Tepmin npnaarnocri; 11-2023

JaTta sunyeky cepii: 30-03-2020

Peecrpauiiine noeniauenun: UA/11300/01/02

Bupobunk (tabaerkn); ['naxco Onepeitimuc TOK Mimites, Tp

Hoxep ninensit wa pupodumrno: MIA 4

atiopi Crpir, Bea, Xeprdopaump, SG12 0DJ, Benuka bpuranis.

Hintunus 3 nakysanns ra Bunycky: I'maxco Bennkom C.A.. Apna. Excrpesanypa, 3, ITox. L., Auenaciyepo, Apanna ne dyepo,

byproc, 09400, Icnamis.

Honmep minensii na supobunurso: 3167
Tun ynakosxn: Bricrepu

Kismkiers y cepii (s ynaxkonskax): 3000

Homep cepii maTepiany:
Homep cepii 6anky: 714]
Homep cepit ADI:

10000000090856 {(BEA)

UW2R, 6M7H (KOPK)

!7 TECT

CHEINN®IKAIIL [TPH BUIIVCKY

PE3VILTATH

OIHC

Kpyrai, nposxesunyri tabnerkn, skputi
1LIBKOROIC OGONONKOIO, KOPHUHCEROID
KONLopy, 3 mapkysannam «GS UFU» ra «50%
lia omHomy Goul rafnercn

Binnosiznac

BEPX (% 3AABJIEHOI KUJIBKOCTI)

AEHTUDIKAIS ENLTPOMBOTIATY 14-cnexTp gocnimkysanoro 3paska rignosiac Binnosijac
OJIAMIITY METOOM 14 CNCKTPY pedepeHTHOre Matepiany

CIhTpOMOONAary onamMiny
BMICT ENILTPOMEOIIATY METOACM 95,0-105.0 98.8

OJIHOPITHICTEL JO30BAHUX OJIHI 158815
METOUAOM BEPX

Bianosigac sumoram €sp. dapwr. 2.9.40

Bianosinac

PO3UHHEHHSI
(%% BUBUILHENIIS] EJBTPOMBOIIAIY)

Biznosinac €sp. bapm. 2.9.3, ne Q=75 %
uepes 45 XBHIMH

Bianosinac

BMICT CYNYTHIX IOMIIIOK METOHOM
BEPX (% [LJTOM)

He Ginsure 1,0

BMICT CYITYTHIX JIOMIILOK METOLOM GSK1498840A 0,0
BEPX (% 1LJIONI) He 6inbwe 02
BMICT CYIIYTHIX JIOMILIOK METOIIOM BYJIb-5IKA HEBU3HAYEHA JIOMIITIK A 0,0
BEPX (% TLJIOILI) _—

3ACAJIBHUHA BMICT JOMILLIOK 0,0

BHITPOBYBAHLIS 1A MIKPOBIOJIOTIUHY
TUCTOTY!

Bianosinae sumorav Cep. @apu. 5.1.4 ans
Ge3BOANNX NEpopanbHEX Nperaparis

He nposoannocs

|

(1) Ie nposomitrnes pyTiino, ane sinnosigac sxuwo 1]

Kpaina imuoprep: Yxpaina

In"s Yiosaopamenoi Ocobu:

OBO/THTLCY,

Cy3ana ITepes

Ynosuosaxkena ocoba

TTumac: 02
Hata:

kBiTHa 2020 p.

fminnuc/

Toprosuil pererp sicta Byprog

Tou 473, Kujprp — 264, Cropisig - 143

BLI-RRY|
Peccrpauiiing e 2
IHIOLT: A-08

3 (\ih a Adseracayepo
An. Exctpeyippa, 3
09400 Apasia ae Jlyepo Byproc)




JEPXJIIKCIIYXbA
JNEPKABHA CJIYKBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCHKIN OBJACTI

npocnext Banepis Jlobanoseskoro, 51, m. Kui, 03110, ten/daxc: (044) 363-06-50
E-mail: dls‘ko@dis.gox-'.ua-https:;’r‘www.d]s.szov.ua, Koa €JIPTIOY 37078774

BUCHOBOK

Npo AIKiCTh BBE3eHOro B YKpaiHy JiKapchbKoro 3acody

25.11.2020 Ne 63184/20/10

PEBOJIA/T™

(HaliMenyBaHHs NiKapehKOTro 3acoly 3riaHo 3 peecTpauifiHUM MOCBIYCHHAM)
Ta61eTKH, BKPHTI ILTIBKOBOIO 060J10HK010, 110 50 MT, M0 7 TA01ETOK Y 0Jicrepi; mo 2 OJicrepu
B KApTOHHiii KopoO11i

(hopmMa BHITYCKY, 103yBaHHS. BIA NaKyBaHHs JTiKapChKOro 3acoly)
Homep peectpauiiitoro mocsinuenns UA/11300/01/02 ctpok aii peecTpautiiHOro nocsiien A 29.12.2020
Cepis nikapcbkoro 3acoby Ne TWSS KinbkicTs BBe3eHoro jikapebkoro 3acody 400

BupoGHHK 'makco Bennkom C.A., Icnanis

(HafMeHyBaHHA BUPOOHHKA NiKapCLKOro 3aco0y, Kpaina MOXOLKEHHS )

BBe3eHo B YKpaiHy ChijibHe yKpaiHCbKO-eCTOHChKe NIANPHEMCTBO Y dbopmi ToBapHCTBA
3 oGMeskenol0 BixnoBiganbHicTio "OnriMa-®apm, JIT", inent. koa:
21642228

(HaitmenyBanus ta kon 3a €/IPITIOY 1opuantHoi 0coGH a0 npissuLLe, iM's, 110 6aTbkoBi Gi3nuHOT
0CcOOH - NiANpHEML, il MICLE NPO/AKHBAHHA Ta peecTpalliiiHuii Homep 06/1IKOBOT KAPTKH NIaTHHK
nozarkis abo cepig Ta HOMEP MACTopTa)

[poTokoa BisyanbHoro kontposmo sin 18.1 1.2020 Ne 4024/1.

3a pesy/lbTaTaMH JIEPKABHOTO KOHTPOJIIO  BCTAHOBICHO, IO JikapcbkHii  3acid BBEe3GHO B VkpaiHy 3

AOTpUMA IMOT" 33KOHO/1ABCTBA 100 3a0e3meueH s AKOCTI TIKapChKHX 3ac00iB.
«PATY
3 @ WA KOHTRg ]
L
2 2 &2 G . 7
/ - : wOH Onexciit COJIOAPAU
3‘al }[é;;r !Iaiﬁ'ﬁbﬂ %Q;n ‘}!1\ ] A "

GAETHINR hepkat
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CEPTUDIKAT AHAJTIIY

O 1)

/}
h/ o)

Jlorotrn xomnanii CaakeoCwmirKnaiin

Cinakco Beankom, C.A.
Apza. Exctpemanypa, 3
09400 APAHIIA JIE IYEPO
Byproc — ICTIAHIA

Ten. +34 947 52 97 00
Dakc: +34 947 52 98 00
www.gsk.com

Omiie matepiany: Pesonaa™, rafaerku BKputi naisxoBow 060a0HK00, 0o 50 mr Nel4 (2x7 ) v Gaicrepax

Cuna aii / akrusnicts: EnsrpomGonar 50 mr

ITomep marepiamy: 60000000001466
Homep marepiany Iosapric: 733228

HoMep cepil: XAOL

Jara supofuunrsa: 04-09-2019
Tepmin npuparuocri: 09-2023

Jara punycKy cepii: 18-11-2019

Peecrpauiiine noesiptenns: UA/11300/01/02
BupoOnnk (Tabaerkn): [naxco Onepeiiirne KOK Jlimiten, IIpatiopi Ctpit, Bea, Xeprdopamup, SG12 0DJ, Bennxa bpuranis.

Homep ainensii na supodunurso: MIA 4

Hineuuns 3 nakysanns ta sunycxy: [naxco Bennkom C.A., Asga. Excrpemanypa, 3, [on. Ina., Annenneayepe, Apauna ae yepo,

byproc, 09400, Icnanis.

Homep nminensii na supobunnrso: 3167
Tun ynaxosku: brictepn

Kinbkicrs y cepii (B ynakoskax): 898

Howmep cepii maTepiany:

10000000090856 (BEA}

Howmep cepii 6anxy: J54C
Homep cepii ADI: YMST (KOPK)
CHELM®IKAII [P BUIYCKY PE3YJIbTATH
OTUC Kpyrni, ABosxosnnykmi Tabnerky, sepuri Bianosigae

NNiBKOBOIO 0BOIONKONH, KOPHYHEBOIO
KoniLopy, 3 MapkysatHam «GS UFU» ta «50»
na onnomy Bowi tabnerku

IIEHTHOIKALLA E/ILTPOMBOLIATY
ONAMINY METOJIOM ™

TU-crekTp AOCHIZKYBAHOIO 3paska BIANOBIAae
CHCKTPY PC()CPCHTHOrO Marepiany
eApTPOMOONATY ONAMIHY

Binnoninac

BMICT CYITYTHIX JOMIILOK METOLOM
BEPX (% [1JIOLI)

He Ginbie 1,0

BMICT EJIETPOMBOITALY METOJIOM 950-1050 99,2
BEPX (% 3ASIBJIEHOI KUTLKOCTT)
OHOHOPIOMICTDL IO30BAHUX CIMHULD Binnozinae sumoram €8p. Papm. 2.9.40 Bianosijae
METOAOM BEPX
PO3YHHEHHA Bimnosigac €sp. ©apm. 2.9.3, ne Q=75 % Bianmosinac
(% BUBUTLHEHTA EJLTPOMEQIIATY) |epes 45 XRunH
BMICT CYITYTHIX JOMILIOK METOOOM GSK1498840A 0,0
BEPX (% [JIOLL He Ginsue 0,2
BMICT CVITYTHIX JOMILIOK METOJIOM BYIL-SIKA HEBM3HAUEHA JOMILIIKA 0,1
BEEA CA UG He Ginsuie 0,2

3ATAJIBHMHA BMICT JIOMIIIOK 0,1

BUITPOGYBAHHS HA MIKPORIOJIOT TUHY
YHUCTOTY!

Bianosigae sunmoram €gp. Qapm. 5.1.4 nnz
Ge3BOAHMK NEpPOPaNbHUX Npenapatis

He nposonunoca

th

Le npoBoAMTLE PYTHHIG, ane BiANOBIAAC AKILO NPOBCJMTECA.

Kpaina imnoprep: Ykpaiua

Iv’s Ynosuosaxkenoi Qcobu:

Cyzana Ilepes

Ynoenonaxena ocoba

[lignuc:

Jara:

13 rpysng 2019 p.
/nipiuc/

Topropnif peectp yicta Byproe

Ton 473, Kuura — 264, Cropiika — 143
Poain — B Mucr— BU-REDE
Peccrpaniiingit sanue 2

THIITT: A-OR250888

Qanoocifue TosapucTag

Hpouucrona sona Apeneavepo

As. Excrpevamypa. 3

09400 Apanag ae Jivepo (Byproc)

Bx, 0 {\/{QM of ¥0L. &0\ /SB




JloroTun KoMnanii
TnakcoCuitKnsaiin

naxco Bennkom, C A,
Apenina ne Excrpemanypa, 3
i 09400 APAH/IA JIE IYEPO
CEPTURIKAT BIIIOBIJIHOCTI Eypras- 1CTIAHIS
Ten.: + 34 947 52 97 00
daxc: +34 947 52 98 00
www.gsk.com

Onue Matepiazy: Peronan™, ratda. mo 50 mr 2x7 Vip.
Homep maTepiany: 60000000001466

Homep marepiany Hopaprie: 733228

[Tonoxenns npo ceprudikaniio:

Llum 5 3acBiuyIo, o Hasegena muing indopmanis € noctosipHoio ta Tounowo. 1o cepiio npeaykuil 6yio BupoBieHO,
BIJIIOHHO 3 N2KyBallHAM/MapKYBaHIIAM Ta KOHTPOJEM SKOCTI Ha BHIle3aznadeii(ux) AinpHuui(sx) y MoBHi# Bianosignocti
3 aumoramu GMP MiclleBHX peryJIsTOPHHX Opramis, a TakoXK BiAIIOBILAO 110 cnenudikaniil y peecTpaliHHOMy J10ChE KPaiHH-
iMmoprepa, afo v Jocke cnenudikauiil Ha npenapar A A0CHLOKYBaHOro Jikapebkoro 3acoby. TlpoTokeny srupobHHLTEE,
TTaKyBaHHA Ta ananizis Gyao neperisHyTe Ta BeraHoBIeHa ix Bianosianicts GMP.

Kpuruuni  ta  cyrresi  HemignmomimnocTi  3adixcomani  mporarom
BHPOOHHIITRA, TaKyBaHH (K10 33CTOCOBYETLCH) Ta TECTYBAHHSI

X Hi

__Tax, sxuo Tax, nepepaxyiirte BiAMOBIAHI HOMEPH 3BITIB:

HOMEP CEPII: XA6L

HATA BUPOBHHWIITBA: 04-09-2019

TEPMIH IIPHAATHOCTI: 09-2023

JATA BHITYCKY CEPII: 18-11-2019

[v’a Ynoruosaxenoi Cyaana Hepes

ocobu:

Timuc YuosHosaxkena ocoba

Hara: 28 ciuun 2020 p.
Mianse __ /migmnc/

Komepuuiinuii Peectp hyproca

Tom 473, Kuura 246, ctop. 143

Posnin 8 - apxyw BU-8891

Hanuc 2

N.LF. A-08250888

E€auna Komnawnis

Ion. [un., Anesaenycpo

Aspna ExkeTpemanypa, 3

09400 APAHJA IE NYEPO (Byproc)
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JIEPXUIIKCITYKBA
JTEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIiBCHKIN OBJIACTI

npocnekT Banepis Jlobanoscbkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOro B Y KpaiHy JikapchbKOro 3acody

11.09.2020 Ne 45960/20/10

PEBOJIAJI™

(HaliMeHyBaHHsl J1ikapChbKOro 3aco0y 3rifHO 3 PEECTPALIIAHIM MOCBiAYEHHSIM)
Ta0JIETKH, BKPUTI IIIBKOB 010 000,10HK010, 10 50 Mr, mo 7 Ta6aeTokK y GaicTepi; mo 2 GJicrepu
B KAPTOHHIH Kopooui

(opma Bunycky, 103yBaHHs, BUJ| AKyBaHHS JiKapChbKOro 3aco0y)
Howmep peecrpauifinoro nocsinuenns UA/11300/01/02 crpox nii peectpauiiinoro nocsinuenns 29.12.2020
Cepis nikapcbkoro 3acoby Ne XA6L Kinbkicts BBe3€HOTO Jikapcbkoro 3acoby 140

Bupo6GHuK ['maxco Bennkom C.A., Icnanis

(natiMeHyBaHHs BUPOOHHMKA J1IKapChKOTr0 3ac00y, KpaiHa MOXOPKEHHS)

BBeseHo B Ykpainy CrnisibHe yKpaiHCbKO-€CTOHChbKe MANPHEMCTBO y (hopMi ToBapHCTBA
3 o0meskeHO010 BignoBigaabHicTIo ""OnTiMa-®apm, JITH", inent. xon:
21642228

(naiimenyBanHs Ta ko 3a €JIPIIOY ropuanuHoi ocobu abo npissuiie, iM's, 10 6aTbKoBi (GizuyHOI
0co0u - mianpuemus, ii Miclie NPOXKUBAHHS Ta peeCcTpalliiiHuii HoMep 00JIIKOBOI KAPTKH MIATHUKA
noaatkiB abo cepis Ta HOMEp nacropra)

IpoTokou BisyanbHoro koutposio Big 04.09.2020 Ne 2842/26.

3a pesynbTaTaMH JEPHKABHOTO KOHTPOJIO BCTAHOBJIGHO, WO JKAapchkuil 3aci6 BBe3eHO B YkpaiHy 3

NOTPHMAHHSIM BHMMOTr 3aKOHOJABCTBA OO0 3a0€3NeUEHHs IKOCTi JIIKapChKUX 3aC00iB.

" \ ~ Omnexkciit COJIOJIPA

KOHTPOJIIO) \/(mnrmc) (iHiL{iaJ¥ Ta NPi3BHUILE)
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