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CERTIFICATE OF BATCH RELEASE
CEPTU®GIKAT BUIIYCKY CEPIL -
Product name: | ALBENZEE Manufacturing countr}r: i India
Hazea nponyxuii: | AJTbBEH3! Kpaiua-supobuuk: | Ispis

Pharmaceutical form: | chewable tablets
Jikapceska popma:d | TadNETKH RKyBANLUI

Strength/potency: | 1 tablef contains Albendazole 400 mg
Cuua aii/akTHeHICTE: | 1 Ta0aerka MicTHTL annlengasony 400 mr

Type and size of packaging: { 1 tablet in a blister; 3 blisters in a ca rdboard box. Ukrainian and English labelmg 1
no 1 rabaetui y Ouicrepi; no 3 OaictrepH v KapToHHiid kopodni. MapxkysaHus

Bua i posmip ynakoBky: | yKPatHCbKOK Ta ARTAIACEK0I0 MOBAMH

Batﬂi‘] No_..: 33051433 Batf:h SIZE: 33 333 packs
Cepisg Ne: |~ } Possip cepii: YHAKOBOK
Manufacturing date: 08/2023 ”Exp;ry lgate: | 0772025
Hara BHPOOHIUTBA: Hpuparuuit 1o:
Registration Certificate: |, , 1 ¢479/01/01 Valid up 103114 055025
Peecrpauiine noceigueHus: | HificHe g0, _
Manufacturer name: | Indoco Remedies Limited License No.,: o It
. . MNB/(5/259
Hakvenysauna supobuuka: | Iupoko Pemegic JlimiTen Jliuesnsziss Ne: ]

Location: | Village Katha, Badcll, District Selan, IN-173 205, India
Micuesuaxomxenns: | Bineax Karxa, bagai, [Jicrpixt Couan, TH-173 205, Tugia

Conclusion on confirmation of GMP Certificate No.: 122/2023/C-215 dated 24.02.2023

o Brucnopox mono migreepaokerts ceprudixary HBII Ne: Bi

Labelling Should correspond to the approved labelting. | Compties
Mapkysauns [TOBUHHO BIAMOBIZATH 33aTBEPIDKEHOMY MAPKYBAHHIO. BiﬂHOBiﬂaE
Packaging | Should correspond to the requirements of MQC. 3 Compligs
IlaxkyeaHun Hoamno_amnoama’m BUMOTam M}j{}l . _Bir,ﬁnaﬁi,uae;
A.na_lysﬁ results . CBI‘tlﬁ(;EftE of anal?fms No.: BIFG23001173 dflted 30.08.2023
PesyabTaTd ananizy Ceprudgixar ananizy No: _ | BiA o

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site in full compliance with the GMP
requirements. of the local Regulatory Authority und with the specification available in registration dossier. The bafoh
processing, packaging and analysis records were reviewed and found to be in compliance with GMP, /

Lum 7 3aceiduyio, wo Hasedena eutie iHPopmayia ¢ oocmosiphoie ma oo, Lio cepiro npodyryii dyno
UPOINEHO (BKTIOYAIOYH RAKYGUHHA/MAPKYEAHHA) MU KOHMPONs I AKOCINL HA sule3a3nanenid. eupobruyii
OinbHUKI BPOGeOeHO Y NOSHIH 8ionogidnocmi 3 gumozam GMP, 6cmanosaeHuMu MicKesum pezynamopHuM OpeaHoM;
d MAKOIIC BIONOGIONO 00 Cneyuhikaull, o sicmumees ¢ peccmpaninndmy oocove. Hpomokoiu aupodniimea,
HAKYBAHNHA MQ AHATIZie DYII0 NEPe2AHYMO M 8CMAan0eNeno gionggionicms GMP.

Name Surendcr Singh

Position of person authorising the batch release QC H
[Ipissie |
ITocana ocofn, AKA BUAAIA A03BLI HA BUITYCK Cepil /

§€1 ,ﬁ.

L, 5_4“ by pa JH0 IKOCTH

Signature of person authorising the batch ;

Hinnwde ocobu, STKA BHAANA J03BLI Ha BUNYCK cepffic <7
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Ceprudixar Ne: | BIFG23001173 Cropinka 132

CEPTU®IKAT AHAJII3Y

Hazsa npoayxuii: | AJJLBEH3I

Jikapeska popma: | TabneTkn xKyBaJbiil

Cepia Nuo: | 23051433

Jarta pupodunurea: | 08,2023 | ~_ Hpnpavumi go: | 07,2025
Peay.ilh'ra'm DPOBE/JCHHSA AHANZY
ITOKA3SHHKH . METOAH S
AKOCTI -_,__.,CHLLLH (D“{Aulﬂ._,_ KOHTPOUTIO PE3YJIBTATH
1. Onuc bini abo.  malxe 6ini IpoaoBryRati | BisyansHo Malixe 0TI
apoMAaTH30BaHl TabNeTkU 3 NIHIEKD PO3OMY 3 NMPOAOBIYBATL
OAHOTO BOKY, APOMATH30BAHT
| TAOJIETKH 3 JIIHIEID
PO3JTOMY 3 OAHOTO
o e e OoKy
2, InenTudikania Bunycex Tepmin npnaarnocri
2.1 Touxontaposa OcHoBHE nATHO HA | ~eeoee Cep. Oapm.
xpomarorpadis XpoMaTorpami, oTpumate 2.2.27,
ans po3uuHy (1), NOBUHHO BHYTPILLHS Bijinosigae
BIUNOBIAATH OCHOBHOMY METOAMKA
TSTHY H& XPOMATOrpaMMI,
OTPUMAHOMY. A5 PO3UHHY'
(2).
2.2 AGeopOuifina BrnpobyBaHui po3unH Cep.  Papwm. Binnoeijae
cuekrpodoToMeTpist B TIOBUHEH AEMOHCTPYBATH 2.2.25,
Y@®-puanmii obnactax | YO makcumym npubnusno BHYTPILLHS
| 1pyr 309 HMm. , METOAHKA
3. Pizuyni napamempu
3.1 Cepenna maca Bunyck Tepniid npugaTHocTi| BHYTpiBA 9093 6 it
‘ W72mr+s5% | e MCTOIMKA ’
3.2 OaxopianicTb Jna 10 rabneroxk: | - €ep. Dapwm.
N030BAHNX OJHHH U [TpuiimanbHe uncno <L[%. 2.9 40,
(po3paxyHkoBo — Jnsa 30 rabnerox: BHY TPILLHS
BArOBHI MeTOoA) [Mpuimansxe uncito <L1% MCTOAYKA
TA YKOACH THAURIAYAIbHIH
BMICT A030Bal0T OAKHHLL | AV=1,0
e nepesuirye [(1 —(L2) x|
(0.01)] M abo Binbtile HiX |
(T +{L2Yx (0.0HY] M |
(L1 cradosuTs 15.011L2
e _ CTAHORUTL 25.0) S S
3.3 CriiikicTs Tabnerox | He MEHLLIE 68,64 H (7 O Cep. Oapwm.
10 PO3AABITHOBAHHH kr/em’). -279..8,__ | 143.10 H
BHYTPILUHA -
- o MCTOAHKE
4, Cnequhiuni mecmu .
Bunyck Tepmin npuaaruocti
He medinie Hixk 60 % Big | He menwe Hik 60 %
4.1 PU“““*BHHH (yq’) 3ASABJIEHOL KITbKOCTI MAa€ RIA 3AABAECHON Cep. Dapm.
© D pDBHHHHIHLH 34 KIThKOCTI Mag 2.9.3, | 787
il --i XBUAHH. PO3HUHUTHCA 38 BHYTPILLIHA
S \ | 60xpuaun. | MCTOIMKA |
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Ceprudikart No: § BIFG23001173 Cropiska 2 32
Si: He meruse Q+5 % qmua | Sy He menwe Q+5 %
KOKHOT OAMHULLL TS KOYKHOT OAMHMLLLL
Sy Cepenne 3nauenns i3 | Si: Cepeare 3naueHHs
12 oauHnUL (S1+ S,) 13 12 oavHue (S;+
nopiswioc abo Oinewe Q. i | $3) nopisiroe abo
HEMAaE OAHOT OMHKL 31 | Buibiue ;.1 Hemae
3HAYEHHAM MEHLIE ACOAHOT OANHMLL 3]
Q-15%. SHAYCHIHS M -MEHLLIE
| Q- 135 %.
4.2 Boaa: BUSHAUCHHA He binbwe vk 3.0% 1 --m- Cap. Dapwm.
HanismikpomeTtogom (K. 2.5.12, [ 7%
Pinsepa) BHYTPHLHSA *
e} METOAVIKA —
5. Kinnkicue Bunyck Tepmin apMAATHOCTI €Bp,. Dapwm. 100.9 % six
BU3IHAYUCHHS Bin95.0% 0o 105,0% i Bin90,0% no 110.0 | 2.2.25, o .
o R PR s . e 3asBIICHO]
5.1 AnpOenpazon (YP) B 3a5BJICHOT KILKOCTI % BIf 3a980€HOT BHyTpiHs CBKOCT]
KiNbKOCT] METOAHKA.

52 Harpiro Genzoar
(BEPX)

Bin 90.0 % 10 110.0 %
BIA 3aABIEHOT KITBKQCTI

| Bin90,0 % 10 110.0

% B 3agBACHOT

Cap. (Daphi....
2.2.29

100,2 % Bin

. , : E 3aABNEHOT
KI/TbKOCTI Buyrpuims : :
! KUTBKOCT!
o _ - ~ o MCTOOWKE |
6.Cynposiaai gomimku: Bunyck Tepmint npnaaruocti| Cep. Dapm,
6.1 BucoroedpexrTuBHa 2.2.29.
piAMHHA XpomaTorpadin RHYTPILLIHS
-~ ByAb-fKa BTOpHHHA He 6inbine vix 1,0% He 6labue vizk 1,0% | MeTOANKS 0,64 %
XOMIIIIKA
- Cyma aominiox He Ginbwie ik 2,0%. | He Sinsiue ik 2,0% B 1,0%
7. MikpoOGioJsoriuua Cep. Dapwm.
HHCTOTA . 5.1.4:2.6.12
7.1.BuzHaucuns Epp: Dapm.
KiJILKOCTL 5.1.4:26.12
MIKPOOpraniimMis
- 3aranbHa KITBKICTE He Ginslire Hixe 10° KYO/r Binmosinae
aepobHuX
MiKpOOpraRismin
(TAMC) __ -
- 3aransia KijdbKicTh He Gisibiiie wix 107 KYOQ/r Bianosinac
APIHOKEeBHX TA
NJICeHEeBHX IPHDIB
(TYMC) - .
7.2, BunpoOyganust Ha Cap.  @apwm,
oKpeMi BHINH S.1.4:2:6.13
MIKPOOPranizMis
- Escherichia coli Mae 6yTu sincyrniM/r, Bixmnosigae

[locana ocolOu BiANOBIIANLHOY 32 AHAMIZN

L5 | Cypenpep Cinrx

‘TonoBa BiAAISTY KOHTPOMO AKOCTL

ITinnuce ocodHn BiZHOBIAAILEOL 32 AHAAIZH

Hara nignucanng | 30.08.2023

#1141 BHKOHAHO BJACHUKOM PEECTPALUHHOIO TIOCE LIUEHH oo inemiinicnsis
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