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HETERO LABS LIMITED
UNIT-II (E.0.U)

Factory : 221G, 1DA, Jeedimietla,
Hyderabad - 500 055, Tela NGana, INDIA,
Phone : +91 40 23096171/ 72 / 73 / 74

CERTIFICATE OF ANALYSIS
CEPTH®IKAT SIKOCTI

Product name: | LAZINE
Hazsa npoayruii: JIASUH

Certificate No.:
Cepritdrinar Ne:
Manufacturing country:
_Hepmasa-supobuani;.

03FP24001453

India

Pharmacentica] form: | Film coated tablets

) Jixapenica tdopma: TabaerTkn, BKPUTI n1iBKOB0I0 06000l

Inpis _’

Size and type of packaging:
Posmip 12 ran HAKYBAHHST:
YKPATHCEKOI0 MOBOIo

Strcngth/potency: 1 tablet contains Levocetirizine dihydrochloride 5 g
Cuan pivaxrHenicrs: 1 Tabaerica MICTHTL JteBouery HIHHY ANrifpoxaoepuay 5 mr i
10 tablets in blister; 3 blisters in a carton bex with tabelling in Ukrainian language
wo 10 raéaerok y Gaicrepi; no 3 GnicTepn B KapTonniii Kopobui 3 mapxysannsm

Batch Size:
Poamip cepii:

Batch No.:
Cepin Ne: E240518 ’_\l
e —————
Mfg. Date:
J_IaTa_sH;)oﬁmmma: 02/2024
Registration Certificate:

Hara sacinuenya ve Mitry

Expiry Date:
NPHAATHOCTI:

01/2027

e

Vaiid up to: 17.05.2024

Peccrpanifine ocBinYennn; UA/17410/01/01 Hiliene no:
Manufacturer name: Hetero Labs Limited License No.:
Halimenysanus BHPODHUKS: Tetepo JTa6s Jinmiren Jliuensia Ne:

Location;

Micueasnaxomrens: Tenaurana, Ingis

Conelusion op confirmation of GMP Certificate No.: ' validity:
Buchosox moge niaTBepmRenna ceprudicary HBI JUIC No: 449/2023/C-885 TepMin gii:

12/RR/API2001/FIR

Unit 111, Formulation Plot No 22 - 116 IDA, Jeedimetla, Hyderabad, 509 055 Telangans, India
t0uit 1L, ®opmyneinmy [Lnor Ne 22 - 110 1 1A,

Hxugimerna, Xai#inepaban, 500 055

07.12.2024

Analysis procedure results !

Peaynurary HpoBeneHns aunaliizy

Test /
Hoxasamk skocri

Specification /Mon CTHMI MeskiE
Release / Shelf-life /
OpH BHNVCKY

HA TepMin npuaaTHoeT

Result /Pesynrrar

Description

Onue

Identiﬂ.caticn .
~- By HPLC

Preparation, as obtained in tha Assay,

— Chlorides

particles, which dissolve slowly.

~By Chiral HPLC

White film coated, scored, round, biconvex tablets,
debossed with *161° on one side and “IT’ on other side.
Tabnerxi, BEDHTI TBKOROIO obonoukoro,. Ginorg
KONBOPY, Kpyrnoi gopms, ZIBOOMYKYI, 3 pHCKOIO, 3
HamacomM «H» 3 ouore Soky Ta «)61% ~3 inmoro,

White film coated, scored, round, ' biconvex tablets,
debossed with “161° on one side and ‘H” on other side.

TaGnerkn, BRPUE TINIBKOBOIG oGonoux‘ozo, 6inoro
KOILCDY, Kpyrnot ¢opuu, AscOnyxni, 3 puckolo, 3
HanueoM «H» 3 oggore Goky ra «161» — 3 iHmore,

The refention time of the major peak in the
chromatogram of the sample preparation shouid
comrespond to that in the chromatogram of the standard

Curdied white precipitate should form with silver

The retention time of the mgjor peal in the chromatogram
of the sample preparation corresponds to that in the
chromatogram of the standard preparation, as obtained in
the Assay.

Curdled white Precipitate. forms with - silver nitrate

nitrate solution. The precipifate should dissolve easily
in ammonia with the possible exception of 3 few large

The reterttion time of the major peak in the
chromatogram  of the sample  sofution. should
correspond to that inthe chromatogram of the standard
Sgolution, as obtained in the Chiral related substance.

B cue i/ 06'9-& 4& /0.0

solution. The precipitate dissolves easily inammonia with
the possible exception of .2 few large particles, which

‘| dissolve slowly.

The retention time of the major peak in the chromatogram
of the sample solution comresponds to. that in the
chromatogram of the standard solution, as obtained in the.

Chiral related substance. :
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LaenTudikauin

—neron BEPX

= NIUPHH

= NIPAALAA 9uCToTa

Average weipght
Cepennn maca

"4 Water content
Bwmicr BOAM

Dissolution

Pozupieing
L83 HMHCHHR

{.lniﬁannit! of dosage units
Oaugpinnicrs

ROZOBAINX ONHHIYL

7 |Related sy bstances:

— impurity 1

- impurity 2

~ impurity 3

— impurity 4.

~impurity 5

—maximum. singlé Unknown
impurity

—tolal impurities

Cynposiani nosiu Kin:

— RoMizizxa |

~ JiOMi1Lka 2

— OoMiimkn 3

—AoMilnkad

~JdoMinna s

~ ORHMWYHA HERINONA
A0MiLIKa

= CYMR A0MIIIoK

| €TAnAdpTHOTO . PO3UMRY y

Hac yTpunysaniy OCHOBHOI'O TiiKa Ha Xpomarorpami
BHOPODOBY saHOTD posuMiny  miamominac qacy
YIPHMYBARUA  OcHOBIONG nigd  ng XpomaTorpani
Crannaprroro posuMEy v Bitnpotypayin «Kinekicne
BHIHAYCHHAN

Cyprvcriii Ginuii ocay YTHOPIOETBEA 3 pogummion

| HITPaTY cpilina; ocay IUBHAKD POSNMHACTLCE B posum|

amiaky, nomyekaerbesn HATBRICTL JAIeKiRRKkOX KpYyIHmx
HACTOK, AKi POBYHHAIOTLCY ToB Lo,

Yac yrpumysanms OCHOBHOTO ik Ha XDOsMATONpas
BHIIpOGOBY BdHO Mo PUIHHY  Biamoinae
YIPHMYBAHHS  OCHOBHOTG  niky B2 xpoMarorpam}
BinpoBysanni «Xiparsna
HHCTOTay,

103.53 mg + 5.0 9%
(98.35 mg—108.71 mg)
103.53 mra-5.09%
(98.35mr— 10871 MI)

Certificate No.:
Ceprudgriscar Ne:

uaey,

HETERQ LABS LIMITED

UNIT-HI (E.0.)

Factory: 22.710, IDA, Jeedimetia,
Hyderabad - 500 055, Telangana; INDIA,
Phone : +97 40 23086171 172 /73 /74

. Pape 7 o .‘:‘
03FP24001453 Page 2 of'3

Cropinka 2.473

Hac  yTpimiveanms CCHOBNOLG  [ika pa
XpoMaTorpani BimpodonysaHore PO3YHHY
Bixnesinac HACY FTRHMY FANHA 0CH OB OTD THKA [
Xpomarorpaml  cranmapTsoro po3YIHy v
Binpoalynanni «Kinskicne BHHIAYCHY AR

Cupuneruit Ginpii OLUR YTBOPIOCTLCR 3 posdimon
HiTpaTy cpibna; ocag WRHAKD POIUHusETRCR B

po3uMHi  amioky, AONYCKACTRCT  yagewicrs |
JIEKITEKON. KpynHmx TACTOK, #Ki posumnmoTLes
NIOBII6HO.

Hac  yrpasysanms OCNOBHOTO  mika g
XpoMarorpasi BHIIPGG0BYBaHO G pozyy

EiinoBinac HACY YTPHMYBAHNR 0CHORBHOG KA A,
Xpomarorpami  cramuaprhoro posiumy v

| BunpOByBanui «X ipanpha wucToTaY,

Net more than 6.5 Yo(wiw) Not more than 7.0 % (ﬁ'/\v)
He Sinbwe 6.5 %M} | He Bingme 7.0 % (vim)

Not less than 75 % (Q) ol the labeled amount of
Levocetirizine-dihydz'ochloride {C21H2sCIN; O, -2HCH)
is dissolved in 20 minufcs

He menme 75 ¢ (Q) eig R(}Mil-la_nLHOl‘O'BMiCTy
TERONETHPUIHHY IHTIApOXNOpUNY
(ClezsCszOs'ZHC!) OIUHURETLCH 3a 20 xg

Acceptance vajyue (L.1) not more than 15.0

Hpuitmamsue wncrig (L1} e Ginsitre 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 §:2 9,

Not more than 0.] %
Not more than 0.2 Y
Not more than-0.2 o
Not more than 0.1 %,
Not more than 0.2 %

Not more than 0.20 %
Not more than 1.0 %

Not mere than 0,20%,.
‘Not more than 0.7 9

He Ginphire 0.1 9%
He 6ingwe 0,2 9
He Ginsme 0.2 %
He Gismie 0.1 %.
He Ginpuie 0.2

He 6inzme ;1 %
He Ginpige 075
He Bispure 0.2 %4
HeGinsme 0.1 %
He Ginbiwe 0.2 %

He dimsinc 0.20 %
He Ginswre 1,0.%

He Binnme 0.20 o5
He Binsiue 0.7 9

Chirai related substénce:
= ———rrated substance

S (-) isomer

 Nipnasug YHCTBTH!

| 3 {-) izonep

Corporate

Not more than.1.5 %

He Ginpiue 1.5 %

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

T..+91 40 23704973 /25

103.83 e

Mr

Yo (wiw)
48 Yo (m/n)
9g 95
3.9

Not detected
Noi detected
Not detected

1 Below LOQ (LOQ=0.009%:m/m)

Not detected

0.03 %m/m
.04 %m/m

He siarneno

He puasneno

He Busaneno o
Huxwe MKB (MEB=0.009%4/41).
He suasneno

0.03 % o

0.04 % T
e :

- .ﬁ*ﬁam e

. A
0.3 %m/m ol
0] :=




HETERO LABS LIMITED
UNIT-NI (E.Q.U)

Factory : 2210, IDA, Jeedimetla,
HETER Hyderabaci - 500 055. Telangana, INDIA,

Phone : +9i 40 23096171 / 72 /73 /74

A T = Certificate No.: ' ijagc 3'_?{1‘3
Ceprudikart No: ’ 03’_FP24001453 l q]}?Plﬁ‘E:}.;?iJ o
— e ——
Assay T
Fach tablet containg
Lcmcetirfzinc_
dihydrochloride:

J
~ mg A475-525 4.39 %
“% Labeled amount 95.0 10510 978 i

Kinbricne sysua YeHks;
koxua TadeTka MicTTr
ACBOUCTHPH3AIY
Ariapoxopu; ) }
~ Mr 4752525 1489
= %8 BT HOMIHA RO
SHAYEHHS 1950 105.0 97.3

r v . i " [ - e 5 - *
Microbiglogical examination)

1. Totai acrobic microbiaf
count (TAMC); Not more than 103 cfu/g Less than 10 cfu perg
Total combined yeast and _
| molds count (TYMC): Not'more than 10% efu/g Less than 10 cfu perg,
‘| 2. Test for specified
| Microorganisms; I

Escherichia coli: Should be absent /g ) Absent per g,
MixpoGionarisua MIETOTA '
1. 3arangue wucno aepobnux
Mikpoopranizmip (TAMC): | He Ginpme 10° KyQ/i Mexme 10 KYO/r
1 3artusme wHeno ApiaKonux
A Tnicenesx rpnfip
(TYMC): He 6imwe 107 Ky o/r | Mente 10KYO/r
2. Bunpobysans ua OKpeMi :

BH.IH MiKpoopramiswis: . .
Escherichia coli; Maovs Gyt sineyrai 5.1 7 Bincyruin 1 r

Identification of colorant:
—titanium dioxide A yellow red colour to orange red colour shoyld

develop immiediately
Lacwrndicanis BApBINKIE:

~ THTZHY Aiokcun 3abapsaenns BIA KOBTO-YepBOHOrG o OP2HXCRO-
"CPBOHOTO NOBHIO POSBHTUCH Heraline

A yellow red colour 1o orange red colour develops
immediately

3aGapanenns BLI JKOBTO-uepRAtioND 0 0paHmeso- |
JEPROHOTO NPOABIAETECH Heraiio

Labeiling Should correspond to the requirements of MQC, Corresponds to the requsrements of MQC,
MapryBanus Floawnio pianosinars BHMoram MK, Binnosiaze sumoram MK,
Packaging Should correspond to the requirements of MQC, Corresponds to {he requsrements of MQC,
Haxynanus Horunes signosizarn BEMOraM MICH, Binnoninae aumoran MK

I hereby certify thar the above information is authentic and accurate. This bateh of product has beer; manufactured, inchiding packagr‘ng/!abe!i;}g
and qualily control g 1he abovementioned site in fill compliance with the GMP requirements of the local Reguletory Authority and swith the-

specification available in registration dossier. The batch processing, packaging and analysis records were reviewed and found to be i compliance-
with GMP,

e 2 saceiouyg, uj0 HaGeoeHa e Inghopaiayis ¢ docitogipton nia mourecie. o cepin NPOOYKYIY BYad siipdtineiio

(6rarkarovy Ry GantaprRyeaHig)
ma xommpors W sxocmi o CUMCIAIHGUERIT 61podHIY dnsriyi npogedeno ¥ noenili eidnosiciocmy 3 6o,

2ar GASP, Scliahoarernam - aticyeg;
T upo asicmummen ¢ peccripayifinasty docer. Hpomorony cupobmea, HARVEWHNA 11y

Parameswara Reddy. P
AGM-Quality Assurance
Hapamecuapgml’énm. H
HFK—gﬁﬁéﬁ}l$iﬂ.gKOCTi
AR

Name

Position of person autherising the batch release
Npizenwe

Tocana ocolu, sxa BHAATA pozeia na BHNYCK cepil

Signature of person authorising the batch release
Hinnnc ocobu, nka BHAA/12 R03RIN Ha ernyck cepit

Date of signature
Hara niarcannn

Corporate
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JAEPIKABHA CJIYVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCBHKINA OBJACTI

TPOE. Caitmmanoi Hanii, 3; m.Kuiz, (2099, Ten/daxe: (044):363-06-50
E-mail; dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
PO SAKICTL BEe3eHOro B Yxpainy JHKAPCHKOTo 3acoby

02.95.2024 : ‘ . Ne 16630/24/10

JIASHH e
(naitserysangs HiXAPCHROTO 3ac0BY 3TiHHO 3 PRECTPailHEM OCB AT NN}
TabJIeTH; BKPITI ICHIBKOBOW 060J0OHKO 10 5 Mr, go 10 raGuerox y Guicrepi; o 3 Omicrepn
B KRPTOHHIN Kopebni _ '
{hopma BRILYCKY, ROSYBAtNA, BHA TAKYBARHS MIKAPCEKOTO 33c06y)

Honzep peeerpaniiinore nocsinsenns UA/17410/01/01 srpo i peecrpatiitnoro nocsiguensas 17.05.2024
Cepix nixapesxoro sacoby Ne E240518 KimbicTs BBe3CHOrO HiKapcrkoro sacaby 35376

Bupobiiic _Terepo Jlabs disiren, Irmis o
{naftmenypanna sEpobLHKa MRAPCEEOTD 3aceby, Kpalua IoXONKeHNT)

Beeseno » Vipainy Toeapucrso 3 ¢6mexcenoro sigmosinansmicio "AMAPOKC
JOKPEHH JIIMITE", ixenr. xon: 43687709 o
(HaiiMenyRaHuA Ta Kox 33 €IPIIOY ropRARYHoT ocobn abo npissmnre, iM'a, 110 GatixoBi BizmyHel
0¢o0H - BiEmprEMILS, 1T MicIie MpoXHENng To péceTpartifiami somep. obnikonot KEPTRY NRATHAKA
HoAaTKiE 260 cepis ta HOMEp TacHOpPTA)

Tporokon sisysissiore kowrpomo eix 10.04.2024 N 0848/3.

ﬁaéa‘pampﬂnﬁ_aﬁanix HKOCTL TIKAPCLKSTD Jacofy saittcnenii:

HH "Tenrpainaa nad OpaTopist 3 aHATIZY AKOCTI MRAPCHRHK 3466615 | MEZIYHOT HPOYKIIT"
(M.Kuis, sy, Kyapsarcska 10r m.Kuis, Byn. Kynpasceka 8B Kuisceka obuacts, ¢. Hosi Hetpipi,

Byl IBana Ppanka, 19) _ _ _
{RaliMenyBamet T2 MiCHe3HAROMKE R TaGoparopii, mo nposena nafopaTopHAH aganis EROCTI)

BrcHOBOK mono AK0CT! MKAPSHKOTO 34¢08y, Bumanmii naboparopien sin 01.05.2024 Ne 0865
PesynsTaTa naGoparoproro anamisy sxoeti JHKAPSHEOr0 33c00Y. 38 TIePEBI PEHENE TTOKASITHKAMH BiINoBigaoTs
BHMOTAM METOMIR KOHTPOMIO SKOCTI (aﬁ'animqHo-gopmamsao'i_ﬂOKymeﬂTauii}',

32 POSYNBTATAMI . JSDWABHOTO  KOHTpOND BCTAHOBACHO, Mo jikapeexkuit 34ci0 ‘sBéséno B Vipaimy
AOTPHMAHHAM savor 53K0H0IABCTRA m0KD 3aDE3HEHEHNS AKOCTI TKAPCHINX 3acabif,
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