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AEPIKABHA CIIYAPBA 3 TIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KMIBCHKIM OBJACTI

mpoB. Ceitmaasoi Hanil, 3, m.Kuig, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CTIPTIOY 37078774

BHCHOBOK
Ipo AKiCTh BRe3eHOT0 B YKPaiHy Jikapcbkoro 3acoly

23.08.2023 Ne 33908/23/10

3EHTEJ™

(HaliMeHYBAHHY Iikapchkoro 32000y 3TIOHO 3 PeEOTPAIIHEMM TIOCH IIeHHIM)
Tabaerkn mo 400 mr; no 1 Tabaerni y 6aicrepi; mo 1 GaicTepy B Kopodimi 3 KAPTOHY

{dopua BAITYCKY, AOIYBAHAA, BIA NAKYBAHHA JTHKAPCLKOTe 3ac06y)
Homep peectpaniiisoro nocsimacuna UA/10241/01/01 crpok aii pescTpanifinoro nocsizuenns 01.01.2099
Cepis nikapesxoro 3acofy Ne AR3C KinxicTs Bresenoro nikaperkoro aacofy 309330

I'nakcoCumiTKnaiin KoucstoMep Xenckep Ilieaenna Adpuka (IIty) Jzg,

BupoGHuk ITiBaeHHo-Adpukanceka PecnyGiika

{naliMenyBaHAA EApoGHIKA NiKapcskoro 3acolfy, kpalHa MoXoKeHHS)

Baeseno B Yipaiiny ToBapHCTBO 3 00MexeH0I0 BiAnoRiNaILREICTIO "I nakcoCmiTK nsiin
PapmaceoTIKAAC YKpaina", inenr. won: 35619519

(uaiiMenypanns Ta kog 33 CPIIOY ropaapsol ocoba abo npissmme, iM'a, o Garskosi disaamol
ocoGH - MAUpHEMI, T Micle DpOXUBARHA Ta peccTpaniiinmii HoMep o6nikoBol KapTKH ILTATHHKA
mofeTE 800 cepid T2 HOMEp NMacIopTa)
TpoToxen sisyammero xorrpame sig 12.07.2023 n 2171/3.

JlaGoparopHAl aHanis akocTi Mikapckkoro sacody 3ailicHeHMA:

JI1 "Lentpansua naGopaTtopid 3 aHamizy AKOCTI NIKapchKHX 3acobiB i MequuHOT mpoayKii™
(M.Knie, eyn. Kyapgeceka 10r M. Knie, Byn. Kyapaeceka 8B Kuieckka o0nacts, ¢, Hoi Iletpirmi,
ByI. Isana Opanka, 19)

{HaliMeHyRAHHA Ta MicIe3HAXOKEHHY Nafoparopii, mo npoeana nafoparopHuli ananis AKOCTI)
BHCHOBOK MO0 AKOCT] MiKapehKoro 3acoly, Buanuil naboparopico rix 23.08.2023 Ne 1456

PesynLTaTy NafoparopHOro aHamisy AKOCTI AKAPCHKONo 3ac00Y 3a MepeBipeHHMH NokasHMKaMH BIIOBIZAKTE
BHMOTaM METONIB KOHTPOMIO AK0CTi (aHATITHYHO-HOPMATHEHO! JOKYMEHTALT).

3a pe3y/RTATAMH [EepKABHOTO KOHTPOJII0O BCTAHORJICHO, W0 JiKapchkWd 3aciG BBeseHo B VEpaiHy 3
JOTPHMAHHAM pAMOT 38K0R0JABCTRA oA 330¢aNeueHAA AKOCT] MKAPCEKHX 3ac0biB.
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CERTIFICATE OF QUALITY
CEPTHQIKAT SIKOCT!
ZENTEL™ 400mg Tablets #1 in a blister,
Phoper __.|tbisterinpack_ ' __
NPOAYKT IEHTEN™, TabaeTky no 400 mr N2l y Gnictepd,
1 EnicTep B yrakoayj
BULX LOT NO CODE:
G320 61000000003063
CEPIA HEGAC.NPOAYKTY Ne KO4;
PACK LOT NO CODE:
4R3C F1969
CEPIA ®ACOB.MIPOLYKTY Ne Koa:
DATE OF MANUFACTURE
JATA BUPOEHWULITBA @ £
DATE OF EXPIRY
JATA SAKIHYEHHA TEPMIHY NPUOATHOCTI el
IMPORTING COUNTRY Ukralne
KPAIHA IMNOPTEP Vipalka
REGISTRATION LICENSE Mg
HOMEP PEECTPALUAHOTO CBIAOLITBA Lia/10243/03/01
QUANTITY SUPPLIED Packs
3093320
DOCTABNEHA KINBKICTE yRanoBoK
TOTAL BATCH QUANTITY — Packs
KINbKICTbL NPOAYKLII B CEPIT - | ynakosok -

STRENGTH OF PREPARATION / EFFICIENCY

Active drug substance; Albendazole; One tablet
contains 400mg of Albendazole

CWRA OITF AKTUBHICTb

Aitoua peycBiHa: anbbeHaason; Oava
Tabnetxa mictuTe 400 mr anbbeHaazony

GlaxaSmithKline Consumer
Healtheare South Africa (Pty)
Ltd

Rez. No. 2014/173930/07

Hawkins Avenue
Epping

7460

P.Q. Box 44

Howard Place

7450

Tel. #2721 507 6100
Fax.+ 27 21 5076181

Manufacturer: GlaxoSmithKline Consumer Healthcare South Africa {Pty} Ltd, 39 Hawkins Avenue, Epping Industria 1, 7460, Cape

Town, Republic of South Africa

Manwfacturing authorization license Ne00O00D0D575 ~ 14

Bupotumie MakcoCmirianin Konceomep Xenckep Mispesta Adpura {N1y) Mg, 39 XowHe ABerio, Enndur Ingactpia 1, 7460,

Keiintayw, NinaeHHo-AdpuraHcbia Pecnybnika -
AiuaHsis Ha axpolHuTee NeOCD0000S79 — 14
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TEST SPECIFCATION RESULT
TECT CTIEUMBIKALLA PBYABTAT T

Mottled pale orange, rounded ablong biconvex tablets
Description: with score line on one slde and embossed ALB4D0 on COMPLIES
| ibereverse, with a characteristic fruity odour. S

Kpanuacti, TbLMAHO-NOMAPAHYEBOTD HONLOPY,

Ja0KpyrAEHi, NpoAGBrYBaTI ABDONYKAI TABASTKK 3 ;
onmc .. R Bignoeigae

AHIEKD PO3ACMY 3 aaHoro Boky Ta BIATACKOM

ALB400 3 inworo, 3 xapakTepHAM GRYRTOBKM 3anaxam.
Identification of Albendazole Positive COMPLIES
laenTudikauia Asvbengazony MosHTHBHO Bignorigae
::l::tiﬂcat[nn of Coiour FDEC Yellow Pasitive COMPLIES
laeHTudikauin GapaHuxa FD&C Yellow — Binnosinae
No.6 -
Aversge Mass (Ph Eur}*: 'il':;(;ry: 1027 20mg {limits 975.84mg to 1078.56mg, theory -

1022.70
e Teopetwuma: 1027,20 mr (575,84 — 1078,56 mr reopeTHdHa
Cepeppa maca rabnerxm £5%) M
" Uniformity of Mass (Ph Eur)* Comply with the Ph.Eur. COMPLIES

OpHopigHICTL MacH TabaeTRW™® Bianosiaae eMmoram Tapm.EBp. Bignosigae
Disintegration Time (Ph Eur)* Not mare than 15 min i min
PoznapaHHA™ He binblue 15 xB X8
Albendazole Dissolution (Ph Eur} Not less than 85% after 30 minutes. {Each unit value

not less than 80%)

m 93 %

He merwe 85% uepes 30 xBMAKH. (MOHA3HWUK KOMKHOT
Po3yuHeHHA ansienpasony

QAMHUL] = He meHwe BO%)
Albendazole Content 380 to 420 mg/tablet - mg/tab
BmicT ansbexaasony 380-420 mr/TabneThy mrfTabn,

*_ the results are taken from in-process control

*-pesyALTaTH 83aT] 13 misonepaUlfHOTO KoHTRONID
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| hereby certlfy that the above infermatlen is authentic and aceurate. This batch of product has been fabricated /manufactured,
Including packaging and quallty control at the ahove mentioned site{s) in full compllance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the Imparting country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

rigTeepaiyio, Wo aasnaqeHa indopmala AfifcHa Ta ToyHa, Cepin npogyxty 6yna eupobnena, BKIIOYAK0HMA YNAKOBEKY Ta
KOHTPQAb AKQGTI, ¥ BIAMOBIHOGCTI 3 BuMorami HanexHol BMpOGHWNCT NPAKTHKI NOKANBHOMO PelYNIATOPHOMO OpraHy Ta
cneLmdukaulid, nepenBauednx y peccrpauiiitomy Aocke KpaTuu-iMnoprepa. [lokymeHTauin  cTocosHo ofpobiu,
NaKyBaHKA Ta ananisy cepii Gyna nepesipexa i Byno scTaloansHo, Wo BoHA BlATORIASE BUMOram Henemuo! enpobHMYOT
npaiuxi (GMP).

AUTHORNSED BY: DATE CERTIFICATE PRODUCED / DATE OF SIGNATURE:
JLO3BIN : DATA BUAAYI CEPTM®IKATA / flaTa nignuey

/ ﬂ/ Od”/ N7
SignatuUreKﬂ innvec DD/MMNYYY—.H.H/MM}P PPP

Gavin Rbjiters Tesin PioTepi
(PRODUCT RELEASE PHARMACIST)
(QAPMALEBT 3 BUAYCKY NPOAYKIUI D



,[(EP}I{JIIKCJIY}I{BA |
,L{LP}KABHA CIIYIKEA 3 MKAPCHKAXBACOBIB TA KOHTPOIIO 3A
- HAPKOTHKAMM ¥ KAIBCLKIA OBJIACTI

“mpocnext Baepist JloBanoscrkoro, 51, m. Kuir, 103110, ten/daxe: (044) 363~ 06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog CAPTIOV 37078774

BUCHOBOK

npo skicTs BBezeHoro B Yipainy Jixapenioro 3aco0y
23.02.2021

Ne 6251/21/10
SEHTEJ™

(HaliMEeHYBAHHS TKAPCHKOro 3acoby STIHO 3 PEeCTPaUifHINM TOCD] JUEIHIIM)
rabaercn o 400 mr; o 1 Tauerni y Giictrepi; no 1 6aicTepy B Kopo0Oui 3 KAPTOMY
(popma BUTTyCKY, HO3YDBAHIS, BHI NAKyBaHHs nikapesKkoTo 3acoby)

Homep peectpaviitoro noceimaenns UA/10241/01/01 etpok aif peecrpauiitsoro nocnixuensns 01.01.2099

Cepis nixapesroro zacoby Ne GVOT

KinukicTs BBe3eroro ikapesioro sacoby 50805

BRpOGHE TaxcoCumitIsita Koucslomep Xenckep Ilisgerna Adpuxa (ITty) Jitz,
Misnenno-Adpukanceka Pecrrybiika
(uaiiMenypasng supoGHika nikapeskoro sacoQy, kpaina TTOXOZKEHHA)
BBeseHo B Yipainy

ToBapucTBO 3 0OMEKEHOI0 BIXMOBIIANLHICTIO "TnaxcoCmitICain
®apmaceloTikaje Yipaina'', izenr. cor: 35619519

(maliMeHyBanHs Ta ko) 3a C€IPIIOY 1opuamynei ocobu aGo npizeuie, iM's, I0 GarexoBi (izHunOl
0co6H - nianpuemuy, if Miclie NpoXHBAHHES Ta peectpalliiinuii HoMep 06nix0BOT KapTKH MIATHHKA
noAaTkis aGo cepis Ta HOMEp NaCcHopPTa)

ITpoToxos Bisyassuoro kontpomo nix 16.02.2021 N 0376/1

3a pe3yibTaTaMH NEPKABHOTO KOHTPONIQ BCTAHOBIEHO, 11O mikapebkuif 3aci6  BeseHO B VkpaiHy 3
)IOTpHMaHHHM BHMOT 3aKOHOIABCTBA MO0 3a0e3neH eHHs 'hocn nixapchiux 3acofin.

f,é‘/rA Ty “\\.

3 @hﬁmxmﬂw %,
o gt rg Hy N
3acy L{Km;‘fm@nmi{a CJ1‘y>Ic6H
Eu&/a ocoﬁlahbraﬂ 11

HEEEFS OKYMERTE
L\ A M/{'l

" Onexciit COJIOJIPAU

(ininianu ta npissHe)

=
dBHOI'O I{DHT])OHIO)

A
'(r\ff,(tmnc)
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CERTIFICATE OF QUALITY
_ CEPTH®DIKAT FIKOCTI

e "~ T ZENTEL™ 400mg Tablets #1 in
PRODUCT _ | a blister, 1 blister in pack

LR | SEHTEN™, TaGrieti 1o 400 mr
| MPOAYKT i Nety Bnictepi,1 Bnictep & i
T T T e e
;. S S LU Yo e I—— S . BM4P : TSI Ml s 30894
| CEPISTHE®AC.MIPOLYKTY Ne L Koa: :
: g i A o ek i A i B e — “N.‘,.; PP . i . - ———---—----------{
O s el S - i . S
| PACK LOT NO i CODE:
frm — 1 GV6T  }———] F1969
| CEPISl ®ACOB.NPOAYICTY Ne , | KOf:
' DATE OF MANUFACTURE R N
TOATABAPOBHWLTBA | e T
'DATEQFEXPRY ] "0 iy S
- OATA BAKIHYEHHA TEPMIHY MPUOATHOCTI |~ "
| IMPORTING COUNTRY Ulraine )
| KPAIHA IMMOPTEP | Yipaina o
| REGISTRATION LICENSE Na HORL
| HOMEP PEECTPALIAHOTO CBIFOLTBA sl
|
(QUANTITYSUPPLIED . |Packs
| BOGTABIIEHA KUTLKICTh i | ynawosox |
T (iUI—‘_\NTITY ___ . _ ;mm O
| KINBLKICTB MPOAYKILITB CEPIT ynakoBok
i T "1 Active drug substance:
| STRENGTH OF PREPARATION / EFFICIENCY | Albendazole; One tablet contains
- 400mg of Albendazole
| AiloYa pevosuHa:
E CUIA ATV AKTVBHICTb anbbeHaason, Oana TabneTka
|

[ Manufacturer: GlaxoSmithKline Consumer Healthcare South Africa (Ply) Lid, 39 Hawkins
E Avenug, Epping Industria 1, 7460, Cape Town, Republic of South Africa

! Manufacturing authorization license Na0000000579 — 14

| BupoBuuic: [nakcoCmitKnnin Koxcsiomep Xenckep [lisaenHa Adpuka (Fity) Nita, 39
. XouiHe Arenio, Enninr IHgacTpia 1, 7480, Kelinrays, Misnexro-Adpukancera Pecnybnika

| Niuensin Ha BupoBHuyTree Ne0000Q00579 — 14

&;Mf/ MW% 1900 204,

Za

GlaxoSmithKline Consumer
Healthcare South Africa (Pty) Ltd

Reg. Mo. 2014/173930/07

Hawkins Avenug
Epping

7460

P.0O. Box 44

Howard Place

7450

Tel, 427 21 507 6100
Fax.+ 27 21 5076181
www.gsk.com
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TTEST s B " SPECIFICATION ) TURESULT ]
| TECT CrIELM®IALS T UPEGVIILTAT ?

? Description:

Onwc:

~ Moltled pale orange, rounded oblong biconvex

‘ tablets with score line on one side and embossed

__odour.

ALB400 on the reverse, with a characterislic fruily

Kpandacti,  TbMAHO-TIOMApaHYEBOIO  KOTLOPY,

| COMPLIES

. aaokpyrneni, npogoeryeati gsoonyxni TabneTiv 3

| NiMIEID PO3AOMY 3 oanoro GOky Ta BIATHCKOM
. ALB400 3 iHilcro, 3 xapaktepinm (pyKTOBUM

1 9elEXon,, .

" Bignosizas

Tontification of Albendazole | Posive | CowPLES
iige&{ﬂfp?Kalﬂ.ﬁH AnsbBeHpasony i MosurtusHo y ) Blpnoeigae |
Identification of Sunset Yel!qﬁwS ' Positive ] C"OMP_U_E_ES _ ]
! ?geiimcbik'a_f;i}i"nir'rizfér'i'i’y' WOBTWA i : F. o ; .

;,,@,a,xiﬂé,,, Lyt e ! Moausuato ) o BI,anl??&j? B B

| { i

| Average Mass™; Theory; 1927.20mg (limits 975.84mg to 1078.56mg, i | mg

i iy lheory 5 /n) ooy . i 1019.80 - R

| Teopetuyma: 1027,20 mr (875,84 — 1078,56 mr | ' !

! # » i i

b i | TeopeTwHa £ 5%) e B Rl
 Uniformity of Mass* | Complywith the Ph.Eur. | compLEs
| OpropigicTte macu TabneTku* '

i Bignosigae sumoram Papm.€ep.

‘i}?BiqnoBip.ae L

rlilslntegr'\tton Tir_ﬁe_*_ _ Not more than 15 min e 7 g

| Poanapanns® '+ He Ginbwe 15 xs L .

G : " Not less than 85% after 30 minutes. (Each unit i

| Albendazole Dissolution - valuenotlessthan80%) | 0

i : He meHwe 85% 4epe3 30 xBunuH. (nokaaxuk !
ifoaqmuemf ansBGenpasony | KoxHOT ANHINL = He MeHLe 80%) F )

1 ;

| g RS e s T e T e S
| Albendazole Content | 380 to 420 mg/tablet - | mgitab
§ Bmict ansbespazony 380 ~ 420 mrftaGnetky i “_5___[._4[/@@[1.

*. the results are taken from in-process control

*.peaynbTaTh B3ATI i3 MbKonepawfiHoro KoHTponio
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i hereby cerlify that the above information is authentic and accurate. This batch of product has been
fabricated /manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.

MinTeepiylo, Wo sasHadeHa iHdopmalis fiica Ta Touna. Cepin npogykry Gyna supobnesa,
BKIHOYAIOMM YNIAKOBKY T& KOHTPOML AKOCTI, ¥ BiANOBIAHOCTI i3 BUMoramm HanexHo! BrupoBryHol npakT1kn
noxaneHoro PerynatopHoro oprany Ta cnegudukaniil, nepegbavenux y peectpauifiHomy A0Che Kpaitu-
imnopTepa. [okymeHTalis crocosHo o0Bpobku, nakypalHs Ta ananisy cepii Gyna nepesipena i Byno
BCTAHOBNEHD, WO BOHa BiAnosifae BuMoram HanexHoi BupoBrusol npakTtuxm (GMP).

AUTHORISED BY: DATE CERTIFICATE PRODUCED / DATE OF
SIGNATURE:
AO3BIN HALIAB: .. OATA BUOAYL CEPTUGIKATA / Lara nignucy

B
/
/é%)%/ 73 NOV 20

Slgnature-Nipnwuece LO/MM/PPPP
GaffoorParker [ achchby p Mapxenp

Name & Sumame- I m's va Npiassnwe

DD/MM/YYYY

(PRODUCT RELEASE PHARMACIST)
(PAPMALUEBT 3 BUNYCKY mPOAYKUIT)
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- HAPKOTHKAMM ¥ KAIBCLKIA OBJIACTI

“mpocnext Baepist JloBanoscrkoro, 51, m. Kuir, 103110, ten/daxe: (044) 363~ 06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog CAPTIOV 37078774

BUCHOBOK

npo skicTs BBezeHoro B Yipainy Jixapenioro 3aco0y
23.02.2021

Ne 6251/21/10
SEHTEJ™

(HaliMEeHYBAHHS TKAPCHKOro 3acoby STIHO 3 PEeCTPaUifHINM TOCD] JUEIHIIM)
rabaercn o 400 mr; o 1 Tauerni y Giictrepi; no 1 6aicTepy B Kopo0Oui 3 KAPTOMY
(popma BUTTyCKY, HO3YDBAHIS, BHI NAKyBaHHs nikapesKkoTo 3acoby)

Homep peectpaviitoro noceimaenns UA/10241/01/01 etpok aif peecrpauiitsoro nocnixuensns 01.01.2099

Cepis nixapesroro zacoby Ne GVOT

KinukicTs BBe3eroro ikapesioro sacoby 50805

BRpOGHE TaxcoCumitIsita Koucslomep Xenckep Ilisgerna Adpuxa (ITty) Jitz,
Misnenno-Adpukanceka Pecrrybiika
(uaiiMenypasng supoGHika nikapeskoro sacoQy, kpaina TTOXOZKEHHA)
BBeseHo B Yipainy

ToBapucTBO 3 0OMEKEHOI0 BIXMOBIIANLHICTIO "TnaxcoCmitICain
®apmaceloTikaje Yipaina'', izenr. cor: 35619519

(maliMeHyBanHs Ta ko) 3a C€IPIIOY 1opuamynei ocobu aGo npizeuie, iM's, I0 GarexoBi (izHunOl
0co6H - nianpuemuy, if Miclie NpoXHBAHHES Ta peectpalliiinuii HoMep 06nix0BOT KapTKH MIATHHKA
noAaTkis aGo cepis Ta HOMEp NaCcHopPTa)

ITpoToxos Bisyassuoro kontpomo nix 16.02.2021 N 0376/1

3a pe3yibTaTaMH NEPKABHOTO KOHTPONIQ BCTAHOBIEHO, 11O mikapebkuif 3aci6  BeseHO B VkpaiHy 3
)IOTpHMaHHHM BHMOT 3aKOHOIABCTBA MO0 3a0e3neH eHHs 'hocn nixapchiux 3acofin.
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CERTIFICATE OF QUALITY
_ CEPTH®DIKAT FIKOCTI

e "~ T ZENTEL™ 400mg Tablets #1 in
PRODUCT _ | a blister, 1 blister in pack

LR | SEHTEN™, TaGrieti 1o 400 mr
| MPOAYKT i Nety Bnictepi,1 Bnictep & i
T T T e e
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E CUIA ATV AKTVBHICTb anbbeHaason, Oana TabneTka
|

[ Manufacturer: GlaxoSmithKline Consumer Healthcare South Africa (Ply) Lid, 39 Hawkins
E Avenug, Epping Industria 1, 7460, Cape Town, Republic of South Africa

! Manufacturing authorization license Na0000000579 — 14
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&;Mf/ MW% 1900 204,

Za

GlaxoSmithKline Consumer
Healthcare South Africa (Pty) Ltd

Reg. Mo. 2014/173930/07

Hawkins Avenug
Epping

7460

P.0O. Box 44

Howard Place

7450

Tel, 427 21 507 6100
Fax.+ 27 21 5076181
www.gsk.com
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| TECT CrIELM®IALS T UPEGVIILTAT ?

? Description:

Onwc:

~ Moltled pale orange, rounded oblong biconvex

‘ tablets with score line on one side and embossed

__odour.

ALB400 on the reverse, with a characterislic fruily

Kpandacti,  TbMAHO-TIOMApaHYEBOIO  KOTLOPY,

| COMPLIES

. aaokpyrneni, npogoeryeati gsoonyxni TabneTiv 3

| NiMIEID PO3AOMY 3 oanoro GOky Ta BIATHCKOM
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! ?geiimcbik'a_f;i}i"nir'rizfér'i'i’y' WOBTWA i : F. o ; .

;,,@,a,xiﬂé,,, Lyt e ! Moausuato ) o BI,anl??&j? B B

| { i

| Average Mass™; Theory; 1927.20mg (limits 975.84mg to 1078.56mg, i | mg

i iy lheory 5 /n) ooy . i 1019.80 - R

| Teopetuyma: 1027,20 mr (875,84 — 1078,56 mr | ' !
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b i | TeopeTwHa £ 5%) e B Rl
 Uniformity of Mass* | Complywith the Ph.Eur. | compLEs
| OpropigicTte macu TabneTku* '

i Bignosigae sumoram Papm.€ep.

‘i}?BiqnoBip.ae L

rlilslntegr'\tton Tir_ﬁe_*_ _ Not more than 15 min e 7 g

| Poanapanns® '+ He Ginbwe 15 xs L .

G : " Not less than 85% after 30 minutes. (Each unit i

| Albendazole Dissolution - valuenotlessthan80%) | 0

i : He meHwe 85% 4epe3 30 xBunuH. (nokaaxuk !
ifoaqmuemf ansBGenpasony | KoxHOT ANHINL = He MeHLe 80%) F )

1 ;

| g RS e s T e T e S
| Albendazole Content | 380 to 420 mg/tablet - | mgitab
§ Bmict ansbespazony 380 ~ 420 mrftaGnetky i “_5___[._4[/@@[1.

*. the results are taken from in-process control

*.peaynbTaTh B3ATI i3 MbKonepawfiHoro KoHTponio
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i hereby cerlify that the above information is authentic and accurate. This batch of product has been
fabricated /manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.

MinTeepiylo, Wo sasHadeHa iHdopmalis fiica Ta Touna. Cepin npogykry Gyna supobnesa,
BKIHOYAIOMM YNIAKOBKY T& KOHTPOML AKOCTI, ¥ BiANOBIAHOCTI i3 BUMoramm HanexHo! BrupoBryHol npakT1kn
noxaneHoro PerynatopHoro oprany Ta cnegudukaniil, nepegbavenux y peectpauifiHomy A0Che Kpaitu-
imnopTepa. [okymeHTalis crocosHo o0Bpobku, nakypalHs Ta ananisy cepii Gyna nepesipena i Byno
BCTAHOBNEHD, WO BOHa BiAnosifae BuMoram HanexHoi BupoBrusol npakTtuxm (GMP).

AUTHORISED BY: DATE CERTIFICATE PRODUCED / DATE OF
SIGNATURE:
AO3BIN HALIAB: .. OATA BUOAYL CEPTUGIKATA / Lara nignucy

B
/
/é%)%/ 73 NOV 20

Slgnature-Nipnwuece LO/MM/PPPP
GaffoorParker [ achchby p Mapxenp

Name & Sumame- I m's va Npiassnwe

DD/MM/YYYY

(PRODUCT RELEASE PHARMACIST)
(PAPMALUEBT 3 BUNYCKY mPOAYKUIT)




i )IEP}I{HII{CJIV}I{BA
JTEPIKABHA CHVIKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHT?@JH@ G-
: HAPKOTHKAMM Y KUIBCEKIH OBJACT!

upocnext Barepis :HoGanosesroro, 51, m. Kuiz, 03110, res/daxc: (044) 363-06;5:0 :
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kop €APIIOY 37078774

BUCHOBOK
Ipo AKicThL BBe3eHoro B Y kpalny Jikapebioro 3acody

23.02.2021 ; Ne 6252/21/10

SEHTEJ™

(HaiiMeryBaHHA Nikapekkoro 3acoly 3riHO 3 peecTpallifiHuM NOCBIAMCHHMM)
vabmaericn 1o 400 mry mo 1 Tabnerni y 6aictepi; mo 1 Gaicrepy B kopobui 3 KapTOHy

(thopma BuIyCKY, HO3YBAHHS, BHA HAKYBAHHES NiKapCLKOro 3acoly)

Homep peectpanittmoro nocsimaenns UA/10241/01/01 crpox nii peecrpeniiinoro mocsixgenns 01.01.2099

Cepis mixapenkoro 3acofy Ne GV6Y Kimekicrs BeeseHoro nikapeskore sacofy 29040
Brposii [naxcoCwmitKnsita Korrcmomep Xencxep [isgenaa Adpuxa (I1ty) JTn,
Ilipnenno-Adpuxancexa PecriyOnika
(HainvenyBanns bHpobHUKE Nikapeskoro 3acofy, kpaika ﬂOxO_I;}Kem-m)
Bpesero B Vipalny Tosapucrso 3 obmexenolo Bignopinaisricrro "UnaxcoCyiTi nniin

@apuaceioTicance Yicpaina'', inent. xox: 35619519

(HaliMeHyBauHd ra kox 3a CIPIIOY 1opumsaol ocobn abo npissuile, iM'a, ne 6aTekoni (isprrof
0CO0H - MAnpyUeEMus, i MiCHe NpokibaKH Ta peccTpauiinuit HoMep o01iKkoBOT KADTKY IIATHHKA
nozarkis a6o cepii Ta HOMED nacnopra)

MpoTowon BisyansHoro xourpone sin 16.02.2021 Ne 0376/2.

3a pesynsTaTaM#  AEPAKABHOTO KOHTPOJNQ BCTAHOBJICHO, mo Jikapehkul 3aciG  mmeseno B VipaHy 3

,[[OTpHMaHHﬂM BHMOT 32KOHOJABCTEA HIOAO 3afesmenerHpAKOCTI ikapesicx 3acobis,

Onexcist COJIOAPA

(mimmc) {inimian Ta npiznHie)
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GERTIFICATE OF QUALITY
_ CEPTU®IKAT sIKOCT] o i GlaxeSmithkline Cansumer
:  Healtheare South Africa [Pty) Ltd

: o | ZENTEL™ 400mg Tablets #1 in ;
; P'_’?OWC‘ o B ) __ a blister, 4 blisterin pack =~ i e
5 i BEHTEN™, Tabrietin no 400 wr | Hawlins Avenue
i MPOLYICT P Nty Gmm'em 1 Gnictep B Epping
'% | yriaosuj i 7460
N OB, o P.O. Box 44
e e == Howard Place
BULK OT NO 7450

Tel, +27 21 507 6100
Foxo+ 27 21 5076181
www.gsk.com

CEPIﬂ HEGACTIPOYKTY Ne

| PACK LOT No
| CEPIA ®ACOB.POAYKTY Ne

w1969 |

' DATE OF MANUFACTURE

5 JATA BUPOBHULITBA ,”' ) o 292}’”7
DAT[: OFEXPIRY ST T M;[;?* . T
 DATA 3AIIHYEHHA TEPMILY NPUEATHOGTI *

!

’Tnﬁaomms COUNTRY - "V ukraine -
| KPATHA IMIOPTEP | Ywpgiwa
REGISTRATION LICENSE Ne [ B T

. HOMEP PECCTPALIRHOIO CBIAOLTBA | UMO%”’U“M B B

' QUﬁ_\NTI TY SUPPLIED - 2'9040' Y ;‘faa;;;‘" -
ﬂOCTABBEHA KITBKICTD.

| TOTAL BATCH QUANTITY - ;9043
I<Iﬂbl<!Cl’b MPOAYKLIT B CEPIT - e  ynaxosok |

Active drug substance;
| STRENGTH OF PREPARATION / EEFICIENCY Albendazole; One tablet contains
o .+ 400mg of Albendazole

I B bt St el byt s BN R DTS AT

AiloYa peyoBuHa:

anbOeHAa3on; Ogha Tabnema |
i micTiTe 400 mr anvBetnasony |

i CUNA Al AKTHBHICT

| Manufacturer: GlaxoSmilhKline Consumer Healthcare South Africa (Ply) Ltd, 39 Hawkins
: Avenue, Epping Industria 1, 7460, Cape Town, Republic of South Africa

i Manuhcturmg authorization license Ne0Q00000579 - 14

BupeBruni MnakcoCmitinnin Konceiomep Xenckep MMigneHia Adpuxka {Mry) Nra, 39
’Xouiﬁc Asenio, Ennivr lngactpia 1, 7460, KebfintayH, MisgenHo-Adprrarcska Pecnybnika

nlueHssn Ha BupobHuuTee Ne00OD0000579 - 14

. """-...._ !
(%scmﬁ) A

@’*Mf‘h‘ﬂﬂw““

% . W AARE / 1003 124
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i . SPECIFICATION CRESULT
B - CMELIADIKALISA L PE3YARTAT

| ~Molled pale orangs, rounded oblong biconvex | f
R T : tablels with score line on one side and embossed | — :

: Desctiption; i AL 13400 on the reverse, with a characleristic fruily | GONPLIES i
I(panqam ThMSHO- FIOME!paHLIBBOI‘O “KkonLopy, ! i

; : aaokpyrneHi, npogosrysatl Asoonykni TaGnerku 3 ! i
; Onwe: ¢ MiHieto po3nomy 3 oaHoro Goky Ta siatackom | Binnosigae |
: ALB4OD 3 iHWOro, 3 XapakTepHuMm pykTosum | :
'___‘ e 3ariaxOoM. B o . S '
Vlrdgntmcatton of l}ilrlgendazole ' Posilive COE\E?LIES
i iAEH“IM(b_IE!_LUﬂ AnbﬁeH,qaaony | | MNosutueHo ; anosl,qae. -
, Identification of Sunset Yellow ‘ Posxtiyia - ) COMPLIES ’
! |genTudikaLis mrmeHTy OkoBTHE N R T T
LaaxinS L ! flosnmerio - ,,B‘f’"‘f’f““f‘e ]
;
e T e
; Average Mass*: | Theory+1§)27 20mg (Eimltcs 975, 84mg 1o 1078. oﬁmg, | mg
- ;the"ry A ——i 102540 | ]

Cepemm waca Taﬁnenm TeopeTutHa: 10027 20 Mr (875,84 — 107856 mr | ™ |
777777777777777777777 R i Teopetwyna  5%) o i o
l{lj_lfgf_nﬂt_y_gwﬂjs? o ? Comply with he Ph Eur, COMPLiES
pﬂﬁplg@_ MacH *@gneTgm* B Bu,qnoamae BUMOram (bapm Sap B ??ﬂqe_ﬁlﬂfﬁ ]
Brsm;ﬁtegiatlon-_-.... | NOt more ihan 15 min I b 9 .................. T min V :
Peanana»mﬂ - He Ginbwie '15 HB { XB
A!bendazole [)lsso!utmn i Not less than 85% aﬁf;r 30 minutes. (Each unit E
o L _ value not less than 80%) ! e ;
"He weiilue 85% uepea 30 xannun, (nokaarmk | o0 i :
POS‘MHEHHH anbﬁermaaony h - . i
S 2 KOXMHOT 0AMHKLE = He mMeHwe 80%)
R | N oo’

' @!_lge_mdazule Content [ 380 to 420 mgl[ablet 399 mg/tab

i BMECT ansbeHgasony I 380 420 mritabnerky mrfragn. ‘

*- the resulls are taken from in-process control

*-PE3YNLTaTY B3SITH i3 MKONEPaUifiHOro KoHTROMO

\\ '.‘ l‘*
TGO \%
q mﬁﬁb*ﬂﬂ\;{ﬂr %FEJ .1
Inesr iKPAr J “§g T
*THbitaulinm x
336;5;313 ./"? :
Nt ”"_" 19 ¢4

q‘i’» aa 7
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I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated /imanufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Markeling Autherization of the importing country, The hatch processing, packaging and analysis records
were reviewed and found to he in compliance with GMP.

IMigreepmxyio, o 3asHaveHa iHthopmalis Aificha Ta Toyua. Cepin npopyxry Gyna supoBrena,
BHIIONRICUN YNaKosky Ta KOHTPOSL AKOCTI, ¥ ignoBinHoGT i3 Bimoramu HanexHol supoGHUI0T npaktikm
noKankHoro PerynaToprore opravy ta cneuyudukalii, nepeabaueting ¥ peccrpaLifiHomy Aocke Kpaivn-
imnopTepa. HokymenTauin cTocoBHO 0Bpobiy, nakysaxHs Ta auanisy cepii Byna nepesipeHa i Byno
BCTAHOBMENO, L0 BOHA BIANORIAAE BUMOram Hanemuol BupoBHudol npaktuy (GMP).

AUTHORISED BY: DATE CERTIFICATE PRODUCED / DATE OF
SIGNATURE:
O3B HARAB: OATA BUOAY CEPTUDIKATA ! fata nianiecy
(et 24/0 TR ey
Signature-Nignwuc aoa/MmM/PPPP

Heidiswart-- X e i o i CB a pT
Name & Sumame- | M'a TaNpiasnue

(PRODUCT RELEASE PHARMAGIST)
(DAFPMAUEBT 3 BUIIYCKY NPOAYKU I )




JEPINIKCITYXBA
JEPKABHA CIYAKBA 3 TIKAPCbKVX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH V KHIBCHKIU OBJIACTI

npocrext Banepis JloGanoserkoro, 51, m. Kuis, 03110, ten/dare: (044) 363-06-50
E-mail: dls.ko@cl!s.gov.ua,lm:ps:;’/'v.f'\:v\,v.dls.,qévﬁt Kon €JIPYIOV 37078774

BUCHOBOK
PO sikicTh BBesenoro B Yrpaiuy jikapebxoro 3acoby

10.12.2020 ' N 66196/20/10

3EHTEJ™

(HzitMeHyRARHI TiKapChkoro 3acoby SrigHe 3 peecTpaulifitu TOCBIMCHHAM)
rabaercu mo 400 vr; o 1 rabnerni y 6aicrepi; mo 1 GuicTepy B Kopobui 3 KApTOHY

{(popMa BHTTYCKY, HO3YBaHHs, BH/ NaKyDaEIu Jikapcekoro 3acoby)

Howmep peecrpanizoro mocsimenns UA/10241/01/01 crpox nif peecTpauiifsoro nocsi e 01.01.2099

Cepia nixapcskoro sacoby Ne WJTR Kinbkicts BBeserioro ikapeskoro sacoGy 298560
——_— iaxcoCumitisite Koucrromep Xenckep [isnenna Adpuxa (ITry) JTrx,
[Mispenno-Adpurancrka Pecnybixa
(HalivMeHyBaHHA BHPOGHNIKA Alkapchkoro 3acody, kpaiia MOXOKEHH)
Breseno B Yipainy ToBapHCTBO 3 06MEKEH0I0 BIANOBIAANLHICTIO "TiakcoCmiTK aniu

dapmacbioTicanc Ykpaina', inent. xon: 35619519

(uaiimenysasua Ta kox 3a €LPTIOY ropsmmriroi 0cobu ado ripispuue, iM'A, 110 GarpioBi BisgHOT

0coBH - TANpPUEMILS, Tf MiClE NPOXKMBAHHS TA PeecTPaUiilini HoMep CONIKOROT KAPTKH TIATHHKA
nojatkin abo cepist Ta HOMeD NacnopTa)

IpoToxon sisyansHoro kontpomo sin 02.12.2020 Ne 4223/1.

3a pesymbTaraMH JEIKaBHOTC KOHTPOMIO  BCTAHOBICHO, 1IN0 nikaperkui  3aci®  pmesexo B Ykpaimy 3

(.7" XA f:-).\‘v""\w B ]
7, co\gti\xompo/?q S,
7 G N D, —
; X %""\ 2 {%d \ \ ’0”";/7
Haga b 1'»35’35}%’91&51{ , Onexciit COJIOJIPAM
if?@“.i‘ HOTO KOHTPOQ) \(ﬁimmc) (ininiany Ta npissHIIe)
o =

W i
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Lfestudinay innn m,-gl{-:;c
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" CERTIFICATE OF QUALITY

 CEPTU®IKAT SIKOCTI

T ZENTEL™ 400mg Tablets #1 in |

" .
PRODUCT — __ ablisier,1blisterinpack |
¢ BEHTEN™, tabneTii no 400 Mr
MPOLYIT i Nety Gnicrepi,1 6nictep & ;
_ . ynaosui e
BULKLOT NO 7 ! “lcobE: |
o . — 874V b -] 50894 |
CEPIHHEQ){XC npo,uymy Nn T Lrog E i
PACK Lo% NO T T " lcooe:  |_ |
e e e e e et e e A P WJ?R . B e e L AR F1969 ;
cepm GACOB.NPOLYKTY Ne | ko | 5
, o I R
DA'I E OF MANUFACTURE .
| ﬂATA BAPCEBHWLTBA ) ; 9?’2_020_
'_ "DATE OF EXPIRY — o225
IMPORTING COUNTRY f“_"ﬁf_""' ff’mmme o
I(PAIHA IMI’IOPTEP YKP?IH&
REGE&:TRATION LICENSE Ne ' - B
| HOMEP PEGCTPALIVIHOTO CBIOLTEA ~ Daizalot -
" QUANTITY SUPPLIED S T Packs i
; — e 298560 |
JJ,OCTABﬂE] IA Klﬂbl( CTI:) o R | ymakosok
TOTAL BATCH QUANTITY I | packs
e WUPDRSIRRSR—_ | ! .
j‘ I(l.ﬂbi(ICTb ﬂPD,[zyKLiil B CEPI! YMakoBoK
R ot
S T Active drug substance:
| STRENGTH OF PREPARATION / EFFIGIENGY | Alhendazole; One tablet contains
s ____|.400mg of Albendazale _
i Aitoua peqoBuHa:
| CUNA [l AKTUBHICTb anbBeHgason; Oana rabnerka
‘ _micTuTs 400 Mr ansGengasony

Manufacturer rer: GlaxoSmitnKilne Consumer Heallhcare Soulh Africa (Pty) Ltd, 39 Hawkins
i i Avenue, Epping Industria 1, 7460, Cape Town, Republic of South Africa

Manufactunng authorization license Ne00OD0000579 — 14

Eupoﬁrwm InakcoCumiTinany Koucsiomep Xenckep Misaenda Adppuka (Mry) Sy, 39
¢ Xouirc AseHio, Ennivr Ingactpia 1, 7460, KedintayH, MNingeHro-Adipukadcsia Pecnybnika

Ll‘llueﬂziﬂ Ha BUpobHuuTeo Ne0QDOOOC57S — 14

My o 23007 0P

GlaxeSmithiline Cansumaer

/

Heaithcare South Africa {Pty) Ltd

Rep. No. 2014/173930/07

Hawkins Avenun
Epping’

7460

P.0. Box 44

Howard Place

7450

Tel +27 21 507 6100
Fax.+ 27 21 5076181
www.gsk.com
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ST - SPI"CII‘ICATIDN‘ T RS RE"E o
TECT - ) - ﬂEi___lWDII(AI:U T h EE_BVIIH[AJ

: " Mollled pale orange, rounded oblong biconvex . I

p g | tablets with score line on one side and embossed ;
} sl : ALBA400 on the reverse, with a characterislic fruity ‘ Complies

_ 3 A0 [ T — ST -
| Kpanuactl,  ThMAHO-MOMAPEHYGRGIO  KONLOPY,

i . saokpyrneni, npogoerysari geoonykni Tabnetki 3
. Onwe: | nivieto poasomy a3 oanoro Gory Ta sigtuckom | Bianosigae

ALB400 2 iHwWoro, 3 xapakrepHum pyronim

: 'ldentification ofAlbendaze-l.ém i T Vcrorhbllés 7 )
Ip,mnmbmaum Anbﬁeugaaony - i lfloammauo ) ', Bianosinae !
| ldentification of Sunset Yellow S Positive | Complies 5
_ iucu'rmhu{aum ifMEHTY XOBTYi ? 7 o il )
oS - |Mowewws | Plowepes

i Aveiage Mass*

) “'“T_h?é&ﬁb'z?zﬁiﬁ (imits 975.84mgy 10 1076.586mg, | | g |
1 theory £6%) ; | M9 '

: =) «1024'70 e
Cepe;:u i51 MACca Taﬁﬂemn*

E Teopetnuna: 1027,20 mr (975,84 — 1078,56 mr |
| TeopeTuyHa & 5%)

] Unlformlty nf Mabs o ' Comp[y with th—e—quhEm S Comp[les )
OmHoplp.Htch Macu Taﬁnemm - Blp.nosl,qae BUMOran d)apm eap - 4 Bi;:moai,qae i

" Disintogration Time" Not more then 16 min S PR

| PoanapaHtin® ] He 6|nbLue '1.: XB | X8

I - — P — = 5 e e o e ‘, s

5 Albendazole Dissolution ) { Not less than 85% aﬁ%r 30 minutes. (Each unit s ‘

i value nof less than 80%) | "

‘P mg;‘ 1;;H;i aguﬁ_e;—as . n”.m__. | He metiue 85% vepes 30 xsumvH, {noKasHik | 8 %

T B ‘q y ! wonHol oavinli = He menwe 80%) R

‘ Alhendazdle COﬁtent N 380 lo 420 mg.’iablel ~ . 7 3.39; o mg:’i’.clb_l

‘ | Buicr anbﬁeﬁgadony ) i 380 420 MrlTaﬁnemy o ; mrfragn. jl

*- the resuits are faken from in—process control

*.peaynbTaTK B38TI i3 mMbronepauiiHore koHTponio

%rqu e
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I hareby certify that the above information is authentic and accurate. This batch of praduct has been
fabricaled /manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requiraments of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP,

Migreepkyo, we 3asHadena jHcpopmalin gificHa ta Touna. Cepin npoaykry Gyna mupobnexa,
BKIIOYAI0HM YIAKOBKY Ta KOHTPOIL SIKOCTI, Y BIANOBIAHOCTI i3 BuMoramu Hanemuol prpobHn ol npakTiku
nokansHoro Peryratoporo oprany ta cneywhuradiin, nepegbadenux y peectpalliiHoMmy AoCkE KpatHi-
Imnoptepa. Hokymentadln  crocosHo oBpobiy, nakypakHst Ta ananiay cepii Syna nepesipena i byno
BCTAHOBNEHO, L0 BOHE BiANoRiAae Bumoram Hanenaof supoBrvuct npakriki (GMP).

AUTHORISED BY: DATE CERTIFICATE PRODUCED [ DATE OF
SIGNATURE:
LO3BIN HAQAB: OATA BUOAY! CEPTUGIKATA / [lata nignucy
| \ :
e 0 1 SEP 2020 DD/MM/YYYY
S~ S
Signature- N1 anwuec a0/MM/PPPP

Nawaaz Cassiem-Haeaaaz llacciem
Name & Surname - | m'sn Tallpiszsuule

(PRODUCT RELEASE PHARMACIST)
(PAPMAHEBT I BHAYCKY NPOAYKUI T




o TEPXJIKCIIYIKBA
JEPIKABHA CIYKBA 3 JMKAPCHKHX 3ACOLIB TA K(}HTPOJHO FA
HAPKOTHAKAMMA Y KHIBCHKIA OBJIACTI

npocriekr Banepis Jlo6anoseskoro, 51, M. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls. ko@dls gov.ua,https://www.dls.gov.ua, Ilog EAPIIOY 37078774

BHUCHOBOK
Npo AKICTL BBE3eHoro B Ypainy Jixapebicoro 3acody

10.12.2020 Ne 66197/20/10

SEHTEJ™

(HaiiMeHYBaHHA NiKapchkoro 3acofy 3rifHo 3 peecTpalliiiHiM NOCBIAYEHIIIM)
tabaericy mo 400 mr; o 1 rabaerui y 6iicrepi; mo 1 6aicrepy B xopobui 3 xapToHy

((hopma BHITYCKY, 103YBAHHS, BH] NIAKYBAHH JiKAPCLKOTO 3ac00y)
Homep peecrpaniitnoro rocsimdenns UA/10241/01/01 crpox nii peectpaniitnoro noceiguerns 01.01.2099
Cepin nixapeskoro saco6y Ne XB7U KinskicTs npeseHoro Jikapeskoro sacofy 29280

InaxcoCmitIwiin Konckiomep Xenckep [lispenna Adpura (I1ty) JlTa,

Bupobuux ¥ ;
e [Tisgenno-Adpurancrka PecyOmika
(natiMelrypanns pHpoOHUKa NiIKAPCHKOTO 3200y, KPATHA HOX0KEHHI)
Bueseno B Ykpainy Tosapucrso 3 odmexenor signosinansuictio "Tinakco CritTKaniin

DapmaceloTikanc Yiepaina', igenr, kox: 35619519

(natiMenysanus Ta kox 3a CIPIIOY 1opuauunol ocoby abo npizsuiue, inM's, no 6aTerori (iznyHol
0cofH - mianmpremMLs, 1f Miclie NPOXKHBAHHA Ta peecTpauifauii HoMep 061ikoBoT KAPTKH NIATHHKA
noznarkin abo cepis Ta HoMep Iacnopra)

TpoToexon sisyansroro kourposmo pix 02.12.2020 e 4223/2.

3a pesympTaTaMHM JepKaBHOTO KOHTPOMIO BCTAHOBNEHO, MmO Jikapcbkuit 3aci6 Beeseno B YrkpaiHy 3
JOTPHMAHHNSIM BHMOT 3aKOHOJABCTBA MIOAO0 3a6e3NCIeHH AKOCTI JIiKapchKuX 3aco0iB,

v 22~ Onexciit COJIOJTPAT
e %ﬁ%ﬁ{ﬁ*}}[’ﬁg’ ﬁg“; 0}_‘}, KOHTPOMO) }m,um{c) - (ininianu Ta npissuue)

-;;k YPHKN
. Mk!’ri aulanud Q /

: 35519513// ‘{)ie’;’?
T ?'rm ﬁ'ﬁ.*g?’;‘:a‘ {'f/(
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CERTIFICATE OF QUALITY

CEPTHOIKAT AKOCTT - . ) f GlaxoSmithiline Consumar
Healthcare South Africa (Pty) Lid

e h © ZENTEL™ 400mg Tablets #1 in
{ PRODUCT | a hlister, 1 blister in pack
Sl — . BEHTEN™, 1abnetkmno 400 mr | Hawkins Avenue
- MPOLYKT ! Nety Gnicrepi,1 Bnicrep & | Epping

i | ynacoaui _ b e
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PACK LOT NO B
| CEPIS ACOB.IIPOAYKTY Ne

 DATE OF MANUFACTURE y
DATABWPOBHWLTBA Bl

DATE OF EXPIRY

 [ATA BAKIHYEHHS TEPMIHY MPUOATHOCT!

03/2025

L
| IMPORTING COUNTRY | Ukraine
| KPATHA IMMOPTEP | Yipaika

REGISTRATION LICENSE Ne B

_HOMEP PEECTPAUIMHOMO CBIAOLTBA

 QUANTITY SUPPLIED
[OCTABJIEHA KUTbKICTE

Packs

YNawosoK i

_TOTAL BATCH QUANTITY Packs -

ldnbzc;oTb_r_]POﬂyKurr B CEPIl ' YNaKoBOK

“Active drug substance:
{ STRENGTH OF PREPARATION / EFFICIENCY Albendazole; One tablet contains
400mg of Albendazole

Ailova pevocsuHa;

anbbergazon; Ogna rabnetka
_MicTnTe 400 Mr ansBenpasony

CUNA 41T AKTUBHICTE

Manufacturer: GlaxoSmithKline Consumer Heailticare South Africa (Ply) Ltd, 39 Hawiins
Avenue, Epping Industria 1, 7460, Cape Town, Republic of South Africa

Manufacturing authorization license Ne000D0000579 — 14

BupoBhui: CnakcoCmiTknain KoHcuiomep Xencxep Misgeqna Adpuxa (Mry) Nra, 39
XouiHe Aserio, Enniur Ihaacrpia 1, 7460, Ketinrayk, NisaexHo-Adpukancska Pecnybnika

_TMueHsis Ha BupoGHvyTao Ne000OD0D579 — 14

%QM v 158
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TEST T U UTsPECIFICATION 7 URESULY i
TECT i ' i COELMaIALIs i ) ~ | PE3YNLTAT |
e o ’ T T T
- :”Moltled pale orange, rounded ablong biconvex | |
: | tablets with score line on one side and embossed | . i
pescrption ! ALB400 on the reverse, wﬁh a characteristic fruity | GEINFLIES !
oF s o uma e o _odour. s ]
! i KpanuacT,  TbMsIHO-OMaPaHUSBOF0  KOMLOPY, ; i
i | 3aockpyrneHi, npoposryeari gesoonyini TaneTky 3 E
. Onwe: | NiHieto po3iomMy 3 oaHero Goky Ta sigtdekom | Binnoigae
i | ALB4OD s inworo, 3 xapaTeptint dppykrosum |
L. _3aNnaXoM. el W——
| Identlfrmtmn of Albenc{azale | Posilive ) 1_ COMPLIES B
I,qemmq‘)maum Anbﬁel—maaony i I'Irmmmano i J Bignosifae
Identtf[catmn of Sunset Yellow S | Positive COMPL[E‘% B }
IneHTrchikaLlin NirMeHTY oBTHA T T ) o T
| sexin S MoanTHeHO e - Bignoeinae ) ,"_.I
E— ek ma e e
| Average Mass* 'll;‘f;%onr{yig%? .20mg (limits 975.84mg to 1078.58mg, | mg
=SS = i 1028.50
Teopatuura: 1027,20 Mr (975,84 — 1078,56 mr
* 1

i CepenEr Mace Taﬁne'mn | Teopetnua * 5%) - M
i )
i ) ) e i e —
Uniformity of Mass* Comply with the Ph.Eur.

OpaHopigHicT Mackt TabneTkum®

Biancsinae BuMoram ¢apM._€")E_sp._

Diélnt&gratlon Tlme

Poananadus*

Not more lhan 15 mm

_He 5|r|b1.ue 15 x8

Albendazole Dissolution

Not less than 85% after 30 minutes. (Each unit
i_value not less than 80%)

; SRS e e e s s A — 88 %

| Posuntkenis anbGenaasony | He meniwe 85% uepes 30 XBrAuH. (nokaanmk

. ] | kool opnHuUi = He meHwe 80%) )
Aibéndazolg ;Contel:;t ) 380 to 420 mg/tabiet X g mgitab
Buwict anebergaaony 380 ~ 420 mr/TabneTky } Mrlraﬁﬂ

*- ihe results are taken from in-process control

*-pesynbTaTy BINTI i3 MbKONepaLiiHoero KaHTponIo
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| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated /manufactured, including packaging and quality control at the above mentioned site(s) in full
cempliance with the GMP requirements of the lacal Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.

. Migreepmiyio, wo 3asHaveHa fHdgopmalja gjiicHa Ta TouHa, Cepis npogywry Byna bupoGnena,

' BERIOYAIOUU YN2KOBKY Ta KOHTPONL AKOCT, Y BIANOBIAHOCTI i3 BUMOraMin HanexHoT supoBHUMOT NpakTiiny
noxanbHOro PerynsTopHoro oprady Ta cneuudmkalli, nepeaGauennx y peecTpalliiHoMy A0ChE KPaTHI-
imnoptepa. [okymerralin  crocosHo obpobid, nakysaHHa Ta ananiay cepii 6yna nepesipena i Gyro
BCTAHOBIEHO, LMo BOHa BiANORIAae suMoran HaneHoi BupaBuyol npairuim (GMP).

AUTHORISED BY: DATE CERTIFICATE PRODUCED f DATE OF
SIGNATURE:
LO3BIN HALAB: [ATA BUOAY] CEPTUDIKATA / HAara nignucy
e jy oaloalleto
£ A DD/MM/YYYY
/
(Aignature-ﬂiunwc a0/MM/PPPP

Nadia Pillay - Hagia Minrei
Name & Sumame- I M's vallpisenwe

(PRODUCT RELEASE PHARMACIST)
(CAPMALEBT 3 BUNYCKY TPOAYKL I T)




o TEPXJIKCIIYIKBA
JEPIKABHA CIYKBA 3 JMKAPCHKHX 3ACOLIB TA K(}HTPOJHO FA
HAPKOTHAKAMMA Y KHIBCHKIA OBJIACTI

npocriekr Banepis Jlo6anoseskoro, 51, M. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls. ko@dls gov.ua,https://www.dls.gov.ua, Ilog EAPIIOY 37078774

BHUCHOBOK
Npo AKICTL BBE3eHoro B Ypainy Jixapebicoro 3acody

10.12.2020 Ne 66197/20/10

SEHTEJ™

(HaiiMeHYBaHHA NiKapchkoro 3acofy 3rifHo 3 peecTpalliiiHiM NOCBIAYEHIIIM)
tabaericy mo 400 mr; o 1 rabaerui y 6iicrepi; mo 1 6aicrepy B xopobui 3 xapToHy

((hopma BHITYCKY, 103YBAHHS, BH] NIAKYBAHH JiKAPCLKOTO 3ac00y)
Homep peecrpaniitnoro rocsimdenns UA/10241/01/01 crpox nii peectpaniitnoro noceiguerns 01.01.2099
Cepin nixapeskoro saco6y Ne XB7U KinskicTs npeseHoro Jikapeskoro sacofy 29280

InaxcoCmitIwiin Konckiomep Xenckep [lispenna Adpura (I1ty) JlTa,

Bupobuux ¥ ;
e [Tisgenno-Adpurancrka PecyOmika
(natiMelrypanns pHpoOHUKa NiIKAPCHKOTO 3200y, KPATHA HOX0KEHHI)
Bueseno B Ykpainy Tosapucrso 3 odmexenor signosinansuictio "Tinakco CritTKaniin

DapmaceloTikanc Yiepaina', igenr, kox: 35619519

(natiMenysanus Ta kox 3a CIPIIOY 1opuauunol ocoby abo npizsuiue, inM's, no 6aTerori (iznyHol
0cofH - mianmpremMLs, 1f Miclie NPOXKHBAHHA Ta peecTpauifauii HoMep 061ikoBoT KAPTKH NIATHHKA
noznarkin abo cepis Ta HoMep Iacnopra)

TpoToexon sisyansroro kourposmo pix 02.12.2020 e 4223/2.

3a pesympTaTaMHM JepKaBHOTO KOHTPOMIO BCTAHOBNEHO, MmO Jikapcbkuit 3aci6 Beeseno B YrkpaiHy 3
JOTPHMAHHNSIM BHMOT 3aKOHOJABCTBA MIOAO0 3a6e3NCIeHH AKOCTI JIiKapchKuX 3aco0iB,

v 22~ Onexciit COJIOJTPAT
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