AEPZKABHA CIIYXKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH ¥V KHIBCHKIH OBJIACTI

npocniexT Banepia JloGanoscskoro, 51, m. Kuis, 03110, ten/baxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BHCHOBOK
Apo AKicTH BBE3eHOT0 B YKpaiHy Jikapcskoro 3acoby

21.07.2023. No 35343/23/10

PEBOJIAT™

(ﬁaﬁméﬂymmm nikapeskore sacoby 3rigHo 3 peecTpatiiismm nocninqemih.n.i).
Ta0/IeTKH, BRPHTI INIBKOBOK 000JI0HK010, M0 25 Mr; mo 7 Tabaerok y Gaicrepi; o 4 Guicrepu
B KADTOHHIH Kopodui

{thopna BIIYCKY, ZO3YPAHHA, BH HARYBIHHY sMiKapeskore. 3acoby)
Homep peectpavitinoro nocsinueana UA/11300/01/01 crpox aii peectpauiitaoro nacsinuenun 01.01.2099
Cepisx aixapeexoro 3acofy Ne HGOK Kinskicts BEC3eHOr0 NiKkapeskoro 3acoby 50

‘Brpofanx I'nakco Bennxom C.A., Icniaunis

(wativenyBarsa BnpobHAKA Aikapeskoro 3acofy, KpaiHa NOXOLKCAH}

‘Beseno » Vipainy. CrinnHe yKpaiHChKO0-eCTOHCEKE NiipHEMeTRO Y hopmi ToRapHcTBA
3 odMexeH010 BianosinaasnicTio "Onrina-@apm, ATA", ineur. kox:
21642228

{nafiseryeanna 1a ko 32 €APTIOY 1opuywunol ocobn 6o npisenme, iM'a, Mo 6aTekosi dizuuuol
ocofi - NiANPHCMiE, I MiCLe ApeATIBANNA TA peccTpauilinimi omep oblikosol KapTxy AIATIHIKL
nogarkis aBo cepin Ta RoMep macnopra)

IpoTeroa sisyaasnore xoniponio ix 19.07.2023 Ne 2243/6.

3a° pesymbraTaMn ACPKABHOIO KOHTPONIO BCTAHOBNEHO, IO AikApcexui 3acid meesero. B Ykpainy 3
-JOTPHMAHHAM BEMOr 3aK0HOAABCTBRA W0K0 3a0esneyeHHd AKOCT! AiKApChKIIX 3ac00is,

Kotmsposa JLB..

{npizsrute-ra-ininiany)




Onse maTepiany:

‘Penonag™, rabaeTke BRDHTI NAIBKOBOIO 0600HEK00, 110 25 M

“CHia pil/akTHBHICTE:

Homep maTepiany:
Homep marepiany Horapric:

‘HOMEP CEPIi:

JATA BHPOBHHITBA:
‘TEPMIH IPHAATHOCTI:
JTATA BHITYCKY CEPII:

Peccrpauiiine nocsiguenns:
Bupobuux (Tadaerxn):

Homep ninemsii na supo6inuTeo:

JINEHANA 3 NAKYBAHHA T2 BUIYCKY:

Eabrpombonar 25 mry dopmi eavtpomGonary onaminy

60000000001467 iﬂakm‘sﬁmhkw' C-A-B
B7a. Ekcrpcmanypa,
733227 09400 APAEZIA JIE IYEPO
Byproc ~ ICITAHIA

HG6K T 947 5267 00

o er. +34 947
?S é5225021 Dakc: +34 947 52.98 00

K www.gsk es
19-01-2022 www.gsk.com
UA/11300/01/01

naxco Onepeiinitic FOK JITI, Ipafiopi-Crpir, Bea, SG12 0DJ,

Benuxa Bpuranis,

MIA 4

I'nakco Beankom C.A., ABna. Excrpemanypa, 3, TTom.-Iag., Aunenpenyepo,
Apanpa ne Jyepo, Byproc, 09400, Iemamis:

Homep ainensii na BHPOOHMIITBO: 3167 3
Po3mip T2 THn ymakoBxu: 7 TabaeTox B Gnietepi, no 4 Gnictepr B kapToHuii KOpobi
Kinexicrh y cepii (8 ynaxorxkax): 3851
Homep cepii maTepiany: 61000000002592 (WARE),
Homep cepii Ganky: 9B7B
Homep cepii API: CK2105M108, CK2105M126 (CORK)
TECT CHOELADBIKAUN_HPH BATIYCKY PE3VIRTATH
Kpyrai, neoaxosunykai Tabnerxs, BRpuTi miakosowo
OHHC oGononKkole, GiNore KoTbopy 3 MapkyBaHHAM «GS NX3» Ta «25» Bianosinae
Ha ogromy Goli TareTkn

TNEHTH @IKATTA EILTPOMEBOQIIATY IY-cnektp nocnimkysanoro spazka sinosinae CIEKTPY Hhaidoninge
OJIAMIHY METOJOM 4 pediepenTHOrO MaTepiaTy enwTpoMbonary omaminy ML
BMICT EJIbTPOMBOITATY METO/IOM
BEPX (% 3ASBIEHO! KUILKOCTI) a3 =100 904
QIHOPLIHICTE JJO3OBAHHX y ; ' g ;
OJTAHHUIL METOJIOM BEPX Bigmosigae BrMoram €pp. Dapm. 2.9.40 Bianosigae
PO3YMHEHHA ’ . sz . .

| (% BHBLTBLEHHSA EJITPOMEOIIAT'Y) Bianoeigae Cop. dapw. 2.9.3, ne Q=75 % uepes 45 xpumun Bignosinae

GSK1498840A - He Ginbmre 0,2 0,0
BMICT CYITYTHIX JIOMIILIOK 5 o T Jr & 0.1
METOJOM BEPX (% TLIOLLY) YAb-AKA HEBH3HAuCHA nomiuika — He Ginpwe 0,2 )
Baransnmii sMict moMimox® - He Ginnare 1,0 0,1

BUITPOEYBAHHA HA Binnozinae sumoram €8p, Gapm. 5.1.4 11x Gexpoganx
MIKPOBIOJIOTTUHY YHCTOTY NEPOPANEHAX NPENApaTiB He nposonnnoca

(1)  Bxmowae rimin cymyTHi npoLykTH PO3Many; BLIOMI AOMILIKH, AKi BUHHKAITE IpH CHETE fixapcekol cyBeranmii, BukaroucHi 13

KOHTPORNIO,

(2). Cyma mominrok —cyma OKpeMIX BHIHAYEHIX CYMYTHIX JOMIIIOK | 6Yab-SKHX HEBH3HAYSHHX LOMILIOK i3 oo oika > (4,05 %; pigowmi.

HOMEHUKH CHHTE3Y ME BKIIFOUEHI,

(3 He npoBoauThex pyTHEHO, anc oxma CCpif NOBHHHA TCCTYBATHCR MiHIMYM GHHH pa3 Ha piK, AKII0 BpOONACTEC A,

Kpaina imnopTep: Vipaina

IM"a Vnosrosaxenoi Ocobu:

Lucia Rioja
Y1osHOBaxeHa ocoba.
20 CIH 2022

fmigruc/

Obopmneno: nizmic
HJata: 20.01.2022
epenipeno: oiamue
Jlata: 20.01.2022

Topronui peecTp Micta Byprod o
Tom 473, Kuvra — 264, Cropiuka = 143
Pozau — 8, JMnet — BU-889]
Peectpaniiingt aamec 2

BT A-GB250888

Cranoocidne topapucTag

Npomucnosa sona Ansciaeayepe

AB. Exetpemanypa, 3

(9400 Apanna ne Tyepo (Byproc)

HE7 & o077




Onuc Matepiany:

Homep martepiany:

Homep marepiany Hosaprric:

Thaxéo Bennkow, C.A.
Apxa. Excrpemanypa, 3
09400 APAHJIA IIE JYEPO
Byproc — ICTTAHIA

Teir. +34 $47 5207 (0.

-axc: +34 947 52 98 00

wyrw.esk.com.

Peroga™, rabneinn prpuri niinrosorw 66056610, 10 25 Mr

60000000001467

733227

Honoxenna npo Ceprudiranito:

Hum s 3aceizuyio, mo napegena suire iHdopmanis €. HocTORIpHOI Ta TOUNHG. Lo cepite npoxykuil 6ymo
KYBAHHAM KOHTPOJIEM AKOCTI Ha BHINE3asHadYeHili(ux) JINBEHHIN(AX) ¥
PHUX OPraHiB, a TAKOX BiAIOBiHO A crrenudixanii y-
-iMmioprepa, abo v Jocke cienuikanifi Ha npenapar s AOCITDKYBAHOTO
W BHPOOHWIITBA, NAKYBAHHA Ta aHamizis Gyno NePETILTHYTO T4 BCTAHOBIEHA 1X

BHPOONIEHO, BKIIOMHO 3 NaKyBaHHAM/MAap
TOBHIH BiMIORIDHOCTI 3 BUMOramMn GMP wicriernx PETYIATO
peectpanifHoMy Docne Kpaidm
-ikapeeKoro 3acoby. Iporoken

BiATOBIAHICTE GMP.

Kpurnasi ta cyTresi vesinnorimmocti sadixcosani MIPOTATOM BHPOOHHITRA, ITAKYBAHHS TA TECTYBAHNS !

v Hi

_ Tax, sxmo Tk, nepepaxyiTe BimIoBigHI HoMepH 3Bitis:

HOMEP CEPIJ:
JATA BUPOBHUIITBA:
TEPMIH IIPHJIATHOCTI:

JATA BHITYCKY CEPIi:

In’x Yrosnosamkenoi Ocobu:

Jlara:
IMiame:

HGeK
05-11-2021
10-2025

19-01-2022

Lucia Rioja

Y IHOBHOBAKEHA. 0coba

20 CIY 2022
/mignue/

Odopmaena; rmigmic

Hara: 20.01.2022

Ilepesipeno: minmme
Hara: 20.01.2022

i"ﬁp'r‘maiaﬁ PECCTp MicTa Byproc
Towm 473, Kunra - 264, Cropiaka = 143

Pozain—8, Muer~ BU.88SE
Pecerpaniiinnii mmoue 2
IHITIT: A-08250838
Oaroucifne Tesapucine

Flpomucnoea som Ansengetyeps’

AB. ExcrpeManypa, 3

09400 Apausa sie Jyepo (Byproc}
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