JEPXINKCIYXBA
REPHABHA CIIVXKEBA 3 JIKAPCBKUX 3ACOEBIB TA KOHTPORIO

3A HAPKOTHKAMM Y XAPKIBCBKIN OBJIACTI

By:1. I'pomansuceka, 25, . Xapkis, 61057, Ten'daxc: (057) 731-50-68,
e-mail; dls.kh@dls.gov.ua, hthtgs;//ww.dls.gov.ua, Kon €PTIOY 36985153
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BHCHOBOK
Opo AKiCTh BBE3eHOrs B Ykpainy tikapeskoro 3acoly

22.01.2024 . Ne 2339124120

AJIbBEH3]

(naktMerysanns ni apesxoro saco8y 3riano a peecrpalifonm nocBixMenIm)
Tabaerka wyBaasHi no 400 M, vy | rabaerni y Haictepi; no 3 0nicTepH ¥ kapronmil Kopobui
{(hopma sunycky, A03YRaHuA, BuA nakynanHs ATKAPCLKOTO 33006y ) o ' o

Howmep peecrpanifinoro noceinuenns UA/| 8079/01/01 erpox aiy peecTpauifiioro nocsiguendn 13.05.2025

Cepis sikapeskoro sucoby Ne 23051637 Kinexicrs ssesenoro nixapebkoro sacoby 3264 ym.
Bipobuuxk Inpoxo Pemenic Jlimiren, Ixnis
S (uaﬁmcuynuml_x BMpOGIjHKQ niKﬂpCbKQI‘Q 32coBy, kpalna NOXON&SHHs )
Buescno 8 Yipainy Tonapucrso 3 06Mexenon BixnoBigansmicTo "Kouapx Intenmen",
laenr. wog: 25182226
. (vakMenyBania Ta ko sa COPTIOY opran=noi acobn 200 npissnuie, iM'a, 00 GaTHROD] disnynof

0coBH - manpHeMs, T Micne PPOXHBAHHA T8 peceTpauifinul HOMep oBRikoBOY KApTKY TNaTHIKA
nojarkin a6o cepis a 1ioMep nackiopra)

IpoToroa siayanbhore KouTposo 8ia 20.12,2023 N 1095/0/01.21-23/32.
JlaGoparopunii ananis axoer AiXApCHKGra 34c0Qy 3xificnennit;

JlaGaparopis 3 KowTpomo axoet JuKapChKux 3acobin TOR "AOBPOBYT-JIIKUNTAB" (M. Kuis,
_Byn. Hosropoa-Cisepcoxka, 6ya.3, rexuriosi npumimenns 92)

(nuitmenysanns ta MICLEIHEXO X e HHY nabaparopil, wo npoveaa nabopaTopHui aHaNiy AKOCTI)

Buchosox woro axocri nikapeskoro saccdy, sunaumit nabopatopieio pin 18,01 2024 Ne 65723

Peaynvrarn naoparoproro AHENI3Y 5KOCT MiKapekKoro 3acoby 3a nepesiperMix nokarukamy BN 0BiNATE:
BUMOTAM METONIB KOHTPOMO sKOCT] (avamiTidHo-HOpMaTHBHO] HOKYMEuTANIT),

3a  pesynsrartamn ACPHKABHOTO  KOHTPOIIO BCTAHOBNCHO, WO  NikapchkWi  saci§ BBS3eHO B Vikpainy 3
XoHonareTRA UIORO 3afe3neqenny AxocT NiKapebKIX 3acobin,
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Cropinka 132 |

CERTIFICATE OF BATCH RELEASE
CEPTU®DIKAT BAIIYCKY CEPH

“Product name:
Hassa npopykuii:

India
Yrnin

ALBENZEE Manufacturing country:
AJILBEH31 Kpaina-sHpoGHHK:

Pharmaceutical form:
Jlikapcoka dopma:

chewable tablets
TABNETKH KYBATbHI

Strength/potency:
Cuna §iVakTHBHICTS:

1 tablet contains Albendazale 400 mg
1 rabyeTka micTHTL annbewasony 400 mr

Type and size of

1 tablet in a blister; 3 blisters in a cardboard box, Ukrainian and English

packaging: { labeling
Bua i posmip | mo 1 radnetni y Goicrepl; no 3 Giicrepu y xaproynii kopoGui, Maprkyeanus
YNAKOBKN: | YKPATHCbKOIO Ta aH il Chbx 00 MOBAMY ‘
Batch No.t | yaps Batch Size: boxes
Ceplis Ne: 23051637 Poamip cepii: 33333 KopoboK
Manufacturing date: | . Expiry Date: _
Jara pupoGuHUTBAL 09/2023 Hpnparauit go: 08/2025
Registration Certificate: i Valid up to: -
Pecorpaniiise nocsiaden s UA/15079/01/01 Hilicue no: 13.05.2025
Manufactwrer name: | Indoco Remedies Limited License No.: MNB/05/259
Haiimenypauus supobunka: | Iunoxo Pemesic Jlimiren Jlinenzin No: '
* Location; | Village Katha, Baddi, District Solan, IN-173 205, India
Micuesnaxomkennn: | Binenx Karxa, bauni, Jicrpixr Conan, TH-173 295, Innin
Conclusion on {:onfirmahon qf GMP (Fertﬁ'icate No.: 122/2023/C-215 datgd 24.02.2023
Bucsiopok moge nigrseproxesis ceprdikary HBIT No: Bix
Labelling: | Should correspond to the registered labelling, Complies
Maprypanun: | [JOBUHHO BIANOBIJATH 38PEECTPOBAHOMY MAPKYBAHHID. Binnosinae
Packaging: | Should correspond to the requirements of MQC., Conplies
Makysauas: | Hopuigo sianosigamy suvoram MK, Bixnosinae
Analysis results: | Certificate of analysis No _ - | dated
Peszynpm: ama apanizy: | Ceprigixar ananizy No: BIFG23001409 Bin S 28.10.2023

I hereby certify that the above information is authentic and accurate. This batch of product bas been
manufuctured, including packaging/labelling and quality control analysis, at the above mentioned sitein
Sull compliance with the GMP requirements of the local Regulatory Authority and with the specification

available in vegistration dossier. Protacols of batch processing, puckaging and anglysis records were

reviewed and found to be in compliance \.ith GMP. I lierely confirm that all production stages for this
batch of finished product were carvied vt in full compliance with the requirements specifiedin the
current GMP guidelines a;proved by the Ministry of Health of Ukraine.
Lun 2 3aceiduyo, ujo nasedena euwe inshopmayia € docmosipnoio ma mounoiwo. I{io cepiso npooy«usi
6y10 cupobneno (sxmouarodu nakysauwf/ WAPKPEARHR) ma npoae()euo KoOnmpois i arkocmi Ha
GRUCIaINAUenii inonigui y noendi 6ic nosionecmi 3 cumozast GMP, ecmanoenenums MiCeecum

INDIOD BEME RS LMY
indoco House », 166, CS.T. ROQC:, Raiing, Sants
Tel No.o+81 22 6287 1000/ 6875 1250 ¥

VORI oM

o s
Vyoaxm MicTo Aapxin \
[t CEPTUIKATIE

TOB KO AR WMTENMED
Ne2b 182 227 28 . ;‘
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Cropinka 232

PeYAAIMOPHUM OP2AHOM, G HIAKOMHC 6IOR06IOH0 00 crerupixaniit, uio micmumaocn ¢ peecmpayiinomy
dacae. IIpomokonu supobruymea, NAKYSAnNA ma GHARIZIE OYI0 NEPEIRAUYING HIA ECHaNIGAERD
gionosionicms GMP. Lum nivineepdncyso, 1o eci supobnuyi cmudii ons yiei cepii 20moeof npodyxuii
Oyru 30ificnen! ¢ nosniil 8I0NEBIOHOCINI 3 BUMO2AMU, IAINANEHUMU & RUHNIT Hacmanos] 3 GMP,
rameepOnceniii Minicmepcmeost oxoponu 300poe’a Yrpainu.

Name | Surender Singh l
Position of person authorising the batch release | QC Head
fIplzsnuie | Cyperaep Cinrx

ocanz ocolu, Axa sunana jossin na sunycx cepii | Fonosa Bmmlx&;&u v
Signature of person authorising the batch release {,& &y
Higue 0cobu, SKa BHAANS JO3BLT Ra BunyCK cepli| Y.~
Date of signature
Jara ninnncanns

e

28/10/2023

INDOCO REMEDIES LIRATTED
Incoco House, 166, C.S.7. Road, Kaling
Te Mo +91 22 6287 1600/ 6873 125(

wiee indaco . com

Yepaisg Mieto Xapxia

o \[ A9 CEPTUODIKATIB |
TOR “KOHAPK IHTEAMIEL"
Ne25182226 i
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Certificate No.: | BIFG2300139 | Page 1 0f2
CERTIFICATE OF ANALYSIS
Product name: | ALBENZEE
Pharmaccutical form: | chewable tablets
_Strength/potency: | 1 tablet contuins Albendazole 400 mg
Batch No.: | 23051637
Mg, Date: | 09/202) Expiry Date: | (8/2025
, Analysis procedure results
QUuALITY | , _ METHODS OF Ty
PARAMETER SPECIFICATION CONTROL RESCLTS
1. Appearance White 1o off white, elongaled, flavoured tablet with | Visually Off white,
break line on one sida. ' elongated,
| flavoured tablet
!with break line on
. one side.
2. Identification Release Shelf life
2.1 By Thin Layer The principal spotinthe |  =-=ees Ph.Eur. 2.2.27, Comptics
Chrematography chromatogram obtained In-house
with solution (1), should
correspond to that in the
chromatogram obtained
with solution (2).
1.2 By UV-Visihle The sample preparation Ph.Eur, 2.2.25, Complies
absorption v shiould exhibit UV = In-house
spectrophotometry maxyna at about 36% nm.
3. Physical Parameters '
3.1 Avérage weight Release Shelf life In-liouse 994.4
(9972 mg LS % | o B 7700 me
3,2 Uniformity of For 10 dasage units: [ e Ph.Cur. 2,9.40,
dosage units (Mass Aceeptance valie L1 % lo-house
variation) For 30 dosage units:
Acceptance value £ 1L1%
“and no mdividual content AY=11
of the dosage unit is less Y
than [(1 - (L2) x (0.01)]
M or more than [{1 +
(L2) x (0.01)] M. (L1 is
15.0 and 1.2 i3 25.0)
3.3 Resistance to | Notless 68.64N (70 | = - Ph.Eur. 2.9.8, 127.00 N
crushing of tablets kg/em?) In-house '
4, Specific tests _
41 Dissolution (By UV) Release Shelf Tife Ph.Eur. 2.9.3, 1
In-house ' i
NLT 60 % of the label | NLT 60 % of the label !
claim should dissolve in | claim should dissolve®in 78 % :
60 minutcs. 60 minutes. v J
Si: Bach unit is notless | Sit Each unit is not loss
than Q + 5 %. than Q + 5 %, '

LA
Y

Awelndora oo

Ykpaina micto Xopkis ‘

(715 CEPTUDIKATIB] |

/ TOB “KOWAPK HTEAMER. |
Ne25182226
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Certificate No.: | BIFG23001409 | Page 2 of 2 ]
Sz Average of 12 units | St Average of 12 units
{81+ 81) is equal to or (81 + Sz} is equal to or
greater than Q, and no greater than Q, and no
unit is less than Q - 15 % unit is less than Q - 15 %.
4.2 Water: Semi-tniero | Not more than 3.0% | -eeee- Ph.BEur. 2.5.12,
determination (By X, In-house 24%
Fischer) _ v
5. Assay Release Shelf life 99.6 %
5.1 Albendazole (By Frotn 95.0 % to 105.0 % | From 90.0 % to 110.0% | Ph.Eur, 2.2.25, of the label
uv) of the label claim of the label claim In-house claim
5,2 Sedinm benzoate From 90.0 % to 110.0 % | From 90.0 % to 110.0% | Ph.Eur. 2.2.29, 100.4 %
(By HPLC) of the label claim of the label claun In-house of the label
claim
6. Related substances: Release Shelf life Ph.Bur 2.2.29,
6.1 By High In-house
Performance Liquid
Chromatography
- Any s¢condary Not more thap 1.0 % Not more than {.0 % 0.5%
frapurity
- Tatal impurities Not more than 2,0 % Not more thdn 2.0 % 1.2%
7. Microbiological '
Examination
7.1, Microbial
Enumeration Tests
- Total Aerobic Not more than 10° CU/g. Ph.Eur. 5.1.4; Complies
Microbial Count 2,612
(TAMC) , Ph.Eur. 5.1.4;
- Total Combined Not more than 10 Ci'U/g, 2.6.12 Complies
Yeasts/ Moulds Count
(TYMC)
7.2, Test for Specified Ph.Eur, 5.1.4;
Micro-organism 26,13
- Esclierichia coli Should be absent’s. Comples

Name
Position of person responsible for analysis

Surender Singh
QC Head

Signature of person responsible for analysis | (7% -

Date of signature

28/10/2023
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CEPTU®IKAT AHAJI3Y

Hassa nponyxufiz

AJIBEEH3I

Jlirapcwka gopma:

TabJeTKH Y BAJILI

Cuna pil/akTHBBICTDL?

1 Tadaetka micTurs agysbengasony 400 mr

Cepia Nv;

23051637

SR
Jata supoGunnrsa: | 09.2023 l Upnparusuii go: | 08.2025
Pesyawrarn nposeenas anaguizy
HOKASHVKH CIEIHOIKALILS METOMM [ ppy mprarn
SIKOCT] i _ v ___[KOHTPOJIO
| 1. Onne Biui abo maibe B mpoaousryeari | BisyansHo Maibsie Bini
apoMATHIOBAN] TAONETKH 3 JIHED PO3AOMY 3 MPOAOBrYBaT
0MIOro GOKy. ApOMAaTH30BaN]
TabreTkum 3 Ainicio
POBAOMY 2 OAHOTO
dory
2. Inewrudikauin Bupycex Tepmin npuaaTuoCTi
2.1 Touxowaposa OcHOBLIC IATIO HA | e Cpp. Dapm.
xpomarorpadis Xpomatorpami, OTpuMatie 2.2.27,
Just pozuunny (1), mossteHo BHYTPIiLIHS Biamorizae
BIJNOBIAATH OCHOBHOMY MCTOIMKA
MATIY HA XPOMATOTPaMMI,
OTPUMAROMY ATTH POIUUHY
| )., |
2.2 AGeopOuiiing BunpoByranuii po3dun Cep. dapm. Bianowrinae
enexTpodoToMeTpin B NOBHUCH ASMOHCTPYRATY 2.2.25,
Y®-suanmiii ofaacrax | YO makcumyM 1pHBAH3HO BHYTpitLHA
o 1 vpn 309 nm. - MeToAHKE
J. DL napdvempu .
3.1 Cepennn maca ' Bunyew Tepmin apuagarnocyi] Bayvpiwns 995.4 mr
. WT2mr+5% . | eeemee METOAUKA o
3.2 Onnopiasgicts Mo 10 rabaerox: | eeeees Cep. Papm.
ROIOBAMHX OAHHHLDL [puimaneue uieno <1.1%, 2.9.4Q,
(pospaxyHrono — Hosr 30 vabaerox: BHYTPILHS
BAFOBHI MCTOi) NMpuiimansne unens <L1% METOAMKA
T& KOACH THIAABIAVATb I '
BMICT 2030BA1I0S ONMIHIL. AV=13
He uepesuulye [(1 —(L2) x
(0.01)] M abo Burblue Hixk
1+ L2y x (0.01)] M.
(L1 cranopurs 15.01 L2
cranosmTh 25.0)
3.3 Criiixicrs rabaerox | He Mzt":HLUC 68,64 11 (7.0 e Erp.  Dapm,
O POIAABIIORAHNA KIfem®). 2.9.8. ‘ 127.00 H
BLIYTRILLIS
B METOIHKA
4. Cneyuhiuii mecmu :
Bunyck Tepmin npuparmocti
: ' He menure wine 60 % nia | He metune nix 60 %
4.1 Posunnennn (YO) 3asBAEHOT KiNLKOCTI Mae | Bi saspnenol Cap. Dapwm.
POIUNHUTHCA 38 KiILKOCTI Mae 2.9.3, _ 78 %
60 xBHIHA. POIHMAWTHCH 32 BUYTPILLIA
3 _ 60 xBusIHH, MeToamka

s

Vipama,
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] Ceprugivar Ne: | BIFG23001409

Cropinka 232 |

S,: He memwe Q+5 % nng
KOKHOT o,

Sy: Cepenhe 3HaveHAs 13
12 ogmuuup {8+ S;)
nopinroc abo Ginnte Q, i
BEMAE HOAHOT OAMH I 31
3JHAYCHHAM MEHLIC

Q-15%.

Sy He menue Q45 %
g KOMHoT oavnnui;
Sa: Cepenne snadennn
iz 12 opnunue (Si+
$;) nopisdioc abo
Bimsne Q, | Hemae
KOAHOT OJUH M 3
IHAYSHHAM MEHLIE
Q-15%.

4.2 Boga: BU3HAYECUHT He 6inpise His 3.0% | e €rp.  Oapwm,
uanismixpomerogaom (K, 2.5.12, 4%
Ddhinepa) BHYTPILLES -
METOHMKA
5. Kinpricne Bunycr Tepmin npngaruoeri| Csp.  Mapm. 99.6 %
BU3HAYEHH | Bin 95,0 % no 105,0 % Bin 90,0 % no 110,0 | 2.2.25, L TIE
~ , . . " . BIJI 3a9B/ICHO]
5.1 AasSennason (Yd) BIJL 328BNEHOT Kijli KOCTI "/23 Bi/1 324 BJICHO! Brayrpuinus CABKOCTI
i 0 KiTLKOCTI METOANKA
| 5.2 Harpio Sensoar Bin 90.0 % ;v 110.0 % Bin 90,0 % a0 110,0 | €sp. dapm. 00.4 %
(BEPX) Bi/L 3aSBNEHOT KLILKOCTI %o Bin 3assaeHOl 2.2.29 ‘
. . . BiQ 3asBIeN0l
KiaLKOC T BiyTpilsHs
- KiabkocTi {
METOAMKE B
6.Cynposiani nomiuks; Bupyer Tepmin npuaardocri| Cap.  Dapm. }
6.1 Bucorocderwranna 2.2.29,
pinnea xpomarorpadis BHYTPILLILS ’
- Byan-nKa BropHHNA e Ginvuic Hix 1,0% He Binbwe Hixe 1,0% | MeTtoaunsa 0,5%
Jominika ‘
~ Cyma postiniox He Dinplue Hixk 2,0% He Ginblue wix 2,0% 1,2
7. Mikpodionoriana E€sp. Dapm.
qHCTOTA . 5.1.4;2.6.12 ’
7.1.Basuavennn Cap. dapm.
KiabLKRoCT 5.1.4;,2.6.12
MiKpoOprafizmis
- 3arajibua KILKICTS He Ginbure aixe 10" KYO/r Bianosinac
aepobHiLy,
mikpoopranismin
(TAMC)
- 3aransna KiakKicTh He Ginbie wine 10° KYO/r Binnosinae
NPIROKEBHX Ta N
nixicencnux rpudin
(TYMC)
7.2. Bunpobysauns ua Cep. @apwm.
oxpemi BUIH 5.1.4;2.6.13
MIKPOOPrani3Min
- Escherichia coli Mae 6yTr BICYTHIM/T, Bigjiosinac
B.LE | Cypenuep Cinrx
B Hocam ocofu BiftnoninanLuoy 3a ananizn | Nogosa singainy kourposio grocri
Hignuc ocobn sinnositaneuo’ 3z anansm
~ Harca nignucanns | 28.10,2023 ]

TMepeiial BAKOHAHO BAACLIMKOM PeECTpaltiflioro ToCRia1eliHs

Y*Du e MILTO XapKis
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