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HETERO LABS LIMITED
UNIT-HI (E.O.U)

Factory : 22.10, 1DA, Jeedimetla,
HETER Hyderabad - 500 055, Telangana, INDIA,

Phone ; +91 40 23096171/ 72 /73174

CERTIFICATE OF ANALYSIS

CEPTH®IKAT SIKOCTI
f Certificate No.: Page I of3 |
Ceprudircar No: 03FP24001453 _Cropinka 1 }3_&}
Produet name: | LAZINE ' Manufacturing country: | India |
Haisa apoayxuii: JASHUH Heprmasa-pupobunc: Inain _)
Pharmaceutical form: | Film coated tabfets
Jirapeeka dopma; rabserky, srpuTi MIBKeBOI0 06ononKkoTg

Strength/potency: 11 tablet contains Levocetirizine dihydrochloride § Tt g .—‘
Chaa ai/axTusnicrs: 1 Tabaerka micTuTL JMEBOUCTHRHINNY auringoxnog;my S mr i
Size and type of packaging: ; 10 tablets in blister; 3 blisters in a carton box with labelling in Ukrainian language N
Posmip 1a run nakysanus: | wo 10 radrerox y Gaicrepi; mo 3 Guricrepn B KapTouxili kopebui 3 mapkysanusm

YKPATNCEKGI0 MOS0

Batch No.: Batch Size:
Cepin No; | F240518 Posmip cepil: 36666 |
Mfg. Date: | 024 . _ ExpiryDate:
Hara supotunurea: Jata sarirgenns te MIHY DPHAATHOCT]:
Registration Certificate: , UA/17410/01/01 Validupto: |\ s
Peccrpaniiine noceiguenna: Miliche no: ]
Manufacturer names Hetero Labs Limited License No.:
Haitmenysanusy BHpOOHUKS: Terepo Jla6s Jimiren Jlinensis Ne: 22/RR/APRO0Y/F/R

Location; | Unit I, Formulation Plot No 22-110 DA, Jeedimetla, Hyderabad, 500 055 Teiangans, Indja

IGuiT 1LY, Popmynerimu Mnor Ne 22 - 110 1 J1A, Jxunimerna, Xaiiaepabag, 500 055
Micuesuaxomrenun: Tenaurana, Ingia

Conclusion on confirmation of GMP Certificate No.:
Bucuosox weno NHATBepMKeHK T ceprudivary HBI JUJIC No:

449/2023/C-885

Analysis procedure results
Pesynnrary NPOBENeHHS aualIizy
Test / pecification Monyerang Mexi '
Tokasunk axocri Release / Shelf-life /
npA BHnycky HA Tepmin apuaaTHoeT|
Description White film coated, scored, round, biconvex tablets, | White film coated, scored, round, biconvex tablets,
debossed with *161° on one side and ‘I’ on other side. |debossed with *161” on one side and *I on other side.
Tabnerkcn, prprri TUTBKORGIC obonoukoro, 6inore
Onye KOIbOPY, Kpyraot ¢opms, LBooenyki, 3 puckoro, 3 TaGnerkn, Brpuri TINIBKOBOK ofiononxoio, 6imore
HamicoM «H» 3 omnoro Boky Ta «161» — 3 inmoro, KOJEOpY, Kkpyrmol dopuu, ABCONYKAL, 3 puckolo, 3
HammcoM «H» 3 oauore Goky ra « 1615 — 3 iHmoro,

Result Pesynrrar

Identification

~ By HPLC The retention time of the major peak in the The retention time of the mgjor peal in the chromatogram
chromatogram of the sample prepamtion should {of the sample preparation corresponds to that in the

correspond to that in the chromatogram of the standard chromatogram of the standard preparation, as obtained in
Preparation, as obtained in the Assay, the Assay,

— Chiorides Curdled white Precipitate should form with silver Curdled white precipitate forms with silver nitrate

nitrate solution. The precipitate should dissolve easily |solution. The precipitate dissolves easily in ammonia with
in ammonia with the possible exception of 3 few large {the possible exception of a few large particles, which
particles, which dissolve slowly. dissolve slowly,

— By Chiral HPLC The retention time of the majer peak in the | The retention time of the major peak in the chromatogram
chromatogram  of the sample solution should [of the sample solution comresponds to that in the

correspond to that in the chromatogram of'the standard clromatogram of the standard solution, as obtained in the

sohution, as obtained in the Chiral related substance. Chiral related substance, ‘

]
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HETER

Certificate No.: ' T
Ceprudixar Ne: | V3FP24001453 Cropinka 243

LaenTudivanin

—nieror BEPX

— NRGPH

— Xipantha uucror

3 Average weight
Cepeans maca

4 | Water content
Bmicr BOI

5 [ Bissolution
Posunsennsn
6

Hniﬁ)rmil! of dosage umits
Oaugpinpicry,

AO30BAHINY OTHHAYL

I Related substances:
—~Aateg substances
— impurity |

— impurity 2

— impurity 3

— impurity 4

—impurity 5

—maximum single unknown
impurity

—total impurities

Cynpesinni noniu K112

~ RoMilika |

~ loMillka 2

— AoMiitka 3

— Hosilmkad

~ IOMilIKa 5

~ OAHHMYHA Heninona
AoMinrkg

* CYMR RoMilitok

Hac yTPUNMYBAHHA ocHOBHOID
posdiy

BHIpaBosyaanarp
Y¥TPHMYBAALA

BH3IRAYCHHAY

CrpervcTait Ginpii DCAL YTHOPIOETLEH 3 po3YMHOM
AKC DOSUHHACTLCA B PO3YHH]
aMiary, nomyexaerses HA9BHICTL mexifpkox EPYARNx

HITPaTyY cpiting; ocan man

OLHOBHOMD
CTHHIAPTHOND posamuy v BUITpOGY

HETERG LABS LIMITED

UNIT-HHI (E.0.U)

Factory : 22-110, IDA, Jeedimaetla,
Hyderabad - 500 §55, Telangana, INDIA.
Phone : +31 40 23096171/ 72 /93 /74

Page 2 of 3

RIANORIRAC
MEQ ua

WACTGK, AKI POIIHHAIOTLCY DORLIBHO,

Yac yrpumysarus OCHOBHOrO ik
po3uMEY

YIPHMYBRHHT  OCHOBHOrO Rigg
CTHIAAPTHOTO pozymmy vy

Bunpotosysanare

HHCTOTan.

103.53 mg + 5.0%

BiaNoBinae

(98.35 mg— 108.71 mg}

103.53 ar+5.0%

{98.35mr— 108.71 MI)

Not more than 6.5 Ya(wiw)| Not
He Ginbme 6.5 % {(m/M)

Not less than 75°% (Q) of the labeled amaunt of
Levocetirizine dihydrochloride (C'qusCiNzO;'ﬁZHCI)
is dissolved in 20 miruies

He menme 75 9% {Q} 8ig nomimarsroro BMiCTY
AERQUECTHPHIHEY AHTIApoXTOpYay

(C21H25C1N203'2HC!)

fiixa a Xpomarorpasi
ey
Xpomarorpanti
samin «Kimpkicne

4 Ha Xpomarorpami
nacy
Ha  xpomarorpani
BiLpofysanni «Xipanua

Yae YEDTRUYBAM Hs QCITORNO G Nika H
XpoMatorpari  minpodosysanorg PoBYIHY
BIANOBIAAC dacy Yrpuay nauy QCHOBHOTO Tika i
Xpomatorpami  cTanrnaprroro posyitny v
BHTIpOBysanui «Kinnkicne BHIUAY CHifsn

Cupnueryit Sinpit VCULA YTBOPIOCTLCA 3 posyiions
nitpaty cpifina; ocag WEHAKD POHNSEeTRCR &

Posumil  amiay, NONYCKACTLCA  Hasapicrp |
JIEKINBKOX  KpyTsinx YACTOK, K posunnmoThes
MOBiNLHO.

Yac  yrpamysanma OCIOBUOTO  Jika g
XpoMaTorpai BHAPOGOBYBAHO MO posypny

Binnowigac yacy YIPHMYBAHUA GCHORHOIO ITikn Ha
XpoMaTorpami  cramuapriora PosqRy v
Bunpobysanni «Xipansug YHCTOTaY).

He dinpme 7.0 9% {a/m)

O3MHIIETRSY 30 20 xR

Acceptance vahue (L.1} not more than 15.0

Hpuitmannie uneao (L1} ve Ginpine 15.0

Not more than 0.1 %
Not more than 0.2 %,
Not more than 0.2 %,
Not more than 0.1 %
Not more than 0.2 9

Not more than 0,20%
Not more than 0,7 %

He Ginsure 0.1 %
He Ginpwe 0.2 o4
He Ginsure 0,2 o
He 6imsure 0.1 %
He Simme 0.2 ¢

He Gineime .20 9
He Gineine 0,7 9

Chiral related substance:
S (=) isomer

Nipanug YHCTOTH:

S {-) izcne

Corporate

Net more than 1.5 %

He Ginpie 1.5 %,

Not more than 0.] %
Not more than 0.2 %
Not more than 0.2 ¢
Not more than 0.1 9
Not more than 0.2 %a

Not more than 0.20 9
Not more than 1.0 %

He 6insure 0.1 %
He Ginpie 0,2 9
He Bispure 0.2 %
He Ginewie 0.1 %
He Binsure 0.2 9%

He Ginpiue 0.20 %
He Ginswe 1.0 %

103.83 e
M1
more than 7.0 % (w/w) % (wiw)
4.6
Yo (w/v)
99 %,
3.9

Not detected

Not detected

Not detected

Below LOQ (LOQ=0.G{}9%m/m)
Not detected

0.03 %m/m
0.04 Y%m/m

He susenenp

He puseneno

He euasneno

Hixue MKB (MKBEO.D{B%M/M}
He suasneno

0.03 %
0,04 o4

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018, Telangana, India

T +91 40 23704923 / 25

0.3 %mim

0.3 %%
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HETERO LABS LIMITED
UNIT-II (E.Q.U)
Factory 1 22110, DA, Jeedimeta,

HETER Hyderabad - 500 055, Telangana, INDIA,

Phone : +91 4C 23096171 / 72 /73 /74

Certificate No.: - _Mfi:igc 3of3 |
Coprudircar fi: | 0FF24001453 ropiska3s3
9 [Assay

Each tablet contains

Levocetirizine

dihydrachloride:

~ % Labeled amount

Kinbxiche susig HeHHA;

Kkoxua Tadnerka MicTisrr,

SCBOUCTHPHIRLIY

AMTIBpONTOpH:

~ MC

= % BT HOMIHAT OO
SHAYEHHs 95.0-105.0 97.8

Microbiological examinaiion

L. Total acrobic microbig!
count (TAMC):

Tolal combined yeast and
molds count (TYMC): Not more than 10? efi/g Less than 10 cfu per g
2. Test for specified
Microorganisms:
Escherichia coli: Should be absent g
MixpoBiosoriuna “ueTOTA
b Saramie wieno aepodiiy
MiKpoopraiiimig {TAMC): He Gimbure 103 KOy Merme 10 KYO/r
3aransue yneno ApIKIAOBEX

TaTniceHeRX rpnfin
(TYMO); He 6inbiue 10° KyO/r Meture 10 KYO/r
2. BunpoGysanus ua oKxpewmi
BHIIH MiXpoopranisviz:
LIscherichia coli; Marors Gyry BiacyrHia 1 r

4.75-525 4.89
95.0-105.0 97.8

l
|

4.75-325 4.89

Not more than 103 cfu/g Less than 10 cfu per g

Absent per g

Bincyruin I r

Identification of coferant:
— titanium dioxide

Incwrndivayia GapBimkin:

— THTaHY niokcyy

A yellow red colour to orange red colour develops
immediately

A yellow red colour to orange red colour shoyld
develop immediately

3abapeaenus iy HROBTO-EPBOHOIO 10 Opamxeng-
CPEOHOTO HORUILO POABHTHCH Herafing
Should Cortespond to the requirements of MQcC,
Mapkysarus Tosuuuo pignoninary BHMOram MIECS.

Should correspond to the requirements of MQC,

Packaging
Haxysanus Honuuno sinnosigarn BEMOraM MICH.

! hereby certify that the above information is authentic and acevrate. This bateh; of product has been manufactured, inchiding packagr‘ng/!abe[i:}g
and quality control ar the abovementioned sife i _fill complignee with the GMP requirements af the local Regulotory Authoriy and with (he
specification available i registration dossier. The butch Processing, packaging and analysis records were reviewed and found to be in campliance
with GMP,

Llane 2 sacaiongy, 10 nasedena eurye hihoparayia ¢ docmosipros ma mouroio. Lo cepiro npodyryli Byno eupotineio (sriarouaoyy ARG MapRYEaHIT)
A KOUmMpoRs W axocmi na clitfesasnaeniti snpodnnli dinstyi npogedenn Y noeniil sidnosivnocmi 3 surosany GMP, ecmanosrenio, Aticiearn;
PEEYRAMODHIGE OD2anos, a mmcone aidnoeions do crespedicay i, U0 AiCmimbeR @ pecempayiiinasy docee. pomoxony CupobNEa, NARVECHRR 11y
ananizic fyao REPECARHIMO Mg semanosnenp SEMNGGIdmicms GMP.

3abaprrens pig PROBTO-4EPRANOIG 10 UpalxeRo-

. ICPBOHOTO POARIAETLCH Heralino |
Cerresponds to the requsrements of MQC,
Bianosinac samoram MK,
Corresponds 1o 1he requsrements of MQC,
Binnoninae sumoranm MEKST

Labelling

Name | Parameswara Reddy. P
Position of person autherising the batch release AGM-Quality Assurance
Tpispauge Hapaviecsapa Pesut. 11
ITocana ocoty, ska BHAAAA n03Bi7 HA Bunyck cepiy nr}q.gaﬁéﬁj‘;@“ﬁf,ﬂ_gmcﬂ
T T
Signature of person authorising the batch release > “——‘\1:/\
Hianuc ocotu, aka BHAANA R03BIN Ha ennyex cepit 3

Date of signature
Jara nianucannn

Corporate
7-2-A2, Industiiaf Estates, Sapath Nagar, Hyderabad-500 o8, Telangana, India
T:+91 40 23704923 / 75 www.hetero.com




