JEPXIIKCIIVIKBA

IIEP)KA BHA CJIYIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTP(

HAPKOTHKAMM Y KHiBCHKINA OBJIACTI

IIpOCHCKT Bancpiﬂ JloGanoscskoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-
E-mail: dls.ko@dls.gov.ua https /lwww.dls.gov.ua, Kox €JIPTIOY 37078774
BUCHOBOK
NpPo SAKICTH BBE3€HOr0 B YKpaiHy JiKapchbKOro 3acody
24.01.2023 Ne

JIASUH

DJITO 3A

50

54081/23/10

(HaiiMenyBaHHsA JIKAPChKOro 3aco0y 3rifHO 3 peeCTPALiifHAM MOCBIAUEHHAM)
Tab/1eTKH, BKPUTI ILIIBKOBOIO 060J10HKO10, 10 5 Mr 110 10 Tab6nerox y OJicre
0Jicrepu B KapTOHHII KopoOwi

pi; mo 3

(popma BUMYyCKY, JO3YBaHHs, BUI TAKYBaHHs JIKapCLKOro 3acofy)

Homep peectpauiiinoro nocsizueuna UA/17410/01/01 erpox nii peectpauiiinoro noceinuenns 17.

Ceplst 1iKAPCHLKOTO 3acdﬁy Ne 220102

BupoGrk I'erepo JIa63 Jlimiten, Tnmisa

KinskicTs BBE3eHOTO Jikapebkoro 3acoby 3550

05.2024

8

(naiimenyBanus BUpoOHIiKa JlikapcbKoro 3aco0y, kpaina noxoke

Boeseno B Ykpainy. TosapucTBo 3 o6meskenolo Bixnosinanbuicrio "AMAPO

FOKPEMH JIMITEJL", inent. xox: 43687709

HHST )

KC

(HaiimenyBanns Ta ko 3a €JIPTIOY ropuantHol ocobu ado llpiSBHLLIL iM'st
tisnunoi ocobn - nianpuemus, if Micue NPOKHBAHHS Ta peecTpauiiiuuii HoN
KapTKY MJIaTHHKA NOAATKIB ab0 cepis Ta HOMep NnacnopTa)

Mporokos Bisyaxsuove xontpomo sin 14.12.2022 Ne 3334/3.

JlaBopatopHuil anaiz sKoCTi JKapebKoro 3acody 3iificHeHuii:

JIIT "Lewrpansha tabopaTopis 3 aHaIi3y sIKOCTI JIIKapChKHUX 3aC001B 1 MEMYHOTL PO
(m.Kuis, syn. Kynpsascexa 10r mKuis, By, Kyapsasceka 8B Kuiscbka obnacts, ¢. H
Tlerpisui, Byi. [Basa @panka, 19)

10 0aTbKOBI
tep 00J1K0BOT

nyKkuii”
OBI

(HaiiMeHyEanHs Ta MiCLIE3HAXODKEHHS Tabopatopil, 110 nposena tabopatopHuii aHai3 AKOCTi

BHCHOBOK WIO/IO AKOCTI Jikapcbkoro 3acoby, Bumanuii madoparopieio sin 10.01.2023 Ne 0022, 01
23.01.2023

Pe3ymbTaTi TabopaTopHOro aHaizy AKOCTI TiKapcbKOro 3acoly 3a nepeBipeHUMH MoKasHHKaMu B
BHMOTaM METOAIB KOHTPOJIIO SKOCTI (aHAIITHYHO-HOPMATHBHOT IOKyMEHTaLi{).
3a pesy/bTaTaMu AEPKABHOIO KOHTPOJIIO BCTAHOBIICHO, MO JIIKAPChKUIT 3aci0 BBE3cHO B YKpaiHy 3

AOTPHUMAHHSAM 31MOT 3aKOHOJABCTBA LIO0 3abe3iie et s SIKOCTI JIIKAPCBKHX 3aC00iB.
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(UNIT-10i

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.

E.0.U)

- Tel:91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
e-mail : contact@heterodrugs.com URL : http//www.heterodrugs.com
CIN: U24110TG1989PLC009723

CERTIFICATE OF ANALYSIS

CFPTHG’IKAT HKOCTI
Certificate No.: | -
) NS, R ~ Ceprudixar Ne: ! - 1
Product name: | LAZINE Ianuf"uturmg country: l India

JIABHH
Film coated tablets

FAUIETICH, BRDHTIE IJIIBKOBOIO 000JI0HKOI0

1 tablet contains Levocetirizine dihydrochloride § mg
1 TabserTa MICTHTL JesoueTipusuy s inporaopuny §Mr

10 tablets in blmter, 3 blisters in a carton box with labelling in Ukrainian language
no 10 TaGaerok y Gaicrepi; mo 3 6.m('Tepu B KAPTOHHIH Kopobui 3 MapiKyBaHHSIM YKpaiHCb KO

Hazsa npoayxuii:
Pharmaceutical form:
Jlikapenwn Gopma:
Strength/potency:
Cuna aii/wcrisniers:
Type and size of packaging:
Bua i posmip ynakosiu:

Jlepxansa-BHPOOHHK: [ [uais

Page Tof3
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010 MOBOIO

2| Identification |

Batch No.: £220102 § Batch Size: 36666 packs
Cepist Ne: o Posmip cepii: YNAKQBOK
Mfg. Date: 012022 ' Expiry Date: 1212024
Jlata BHpOOHHUTBA: | i Jara 3aKinqenst TepMiny NPHAATHOCT: |
Registration Certificate: E UA/17410/01/01 Va!lud up to: 17.05.2024
Peecrpaniiine nocsigenns: | Aiiicue no: |
; e 1
Manufacturer name: E Hetero Labs Limited License No.: ’ 22/RR/AP/2001/F/R

Haumeuvﬁaunﬂ BHPOOHHKA:
Location:

| Terepo Jla6s Jimiten

Micuesnaxomxenns: |
Conclusion on confirmation of GMP Certificate No.:
BHCHOBOK 1100 NIATBEPAKEH ST CepTH(tHKBTV HBIT JUIC Me:

Analysis procedure results
Pe3yabTaTH npoBeaeHus aHaNi3y

Specification /Ilonvcmm mesi

Release / E Shelf-life /
ApY BHIYCKY | 1A TepPMiH NPUAATHOCTI
‘hite film coated, scored, round, biconvex tablets,

chossed with *161° on one side and ‘H’ on other side.

Test /
TMokaznuk aKeeTi |

1 Description

| TabacTiky,  BKPUTI  IUIBKOBOW  060JIOHKOIO,
§6inor"0konhopy, kpyrnoi dopmu, aBoonywi, 3
| puckolo, 3 Hanucom «H» 3 oanoro Goky ra «161»
| =3 inwmoro. '

Onuce

["ﬂu. retention time of the major peak it the

— By HPLC
| chromatogram of the sample preparation should
. (,orresr)ond to that in the chromatogram of the standard
| pmpnmtlon as obtained in the Assay.

| — Chlorides Curdled white precipitate should form M[h silver

| mtratc selution. The precipitate should dissolve vasily
ik  in aminonia with the possible exception of a few large
par(icl,es__,» which dissolve slowly.

|~ By Chiral HPLC The. retention time of the major peak in the
chromatogram of the sample solution should
correspond to that in the chromatogram of the standard
solution, as obtained in the Chiral related substance.

| Unit 11, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055 Telangana, Indjia
? IQnir 111, ®opmyaeiiwn Muor Ne 22 - 110 1JIA, Jxunaimeraa, Xaiigepaban, SO0 055 Tesnaurs

| 044/2021/G\1P

Jlinensiss Ne: |

na, luais
[validity:

g 04.06.2023
| Tepmin aii:

Result /PesyabTat

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

TaGnerku, BKPUTI MIIIBKOBOIO 0B0NI0HK
kpyrioi GopMH, ABOOMYKI, 3 PHCKOID,
oanoro 6oky ta «161» — 3 inworo.

10, 6inoro konsopy,
3 Hanucom «li» 3

The retention time of the major peak in the chromatogram of the
sample preparation should comrespond to that in the
chromatogram of the standard preparation, as obtained in the
Assay.

Curdled white precipitate forms with silver nitrate solution. The
precipitate dissolves casily in ammonja with the possible
exception of a few large particles, which dissolve slowly. -

The retention time of the major peak in the chromatogram of the
sample solution corresponds to that in the chromatogram of the
standard solution, as obtained in the Chirgl related substance.

: Fécfory :22-110, IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA.
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Faesrudinanin

= wmeton BEPX

|
— XJIOpHIM

| — XipajibHa YUCTOTa

PAverage weight
Cepeauisi maca
Water content

Bmicr Boau
Dissolution

| Posunnennn

i i3 OQIHHICTB
A0300AHX ol

‘ Related substances:

s aiformity u! dosage puils

(UNIT-1il

“Hetero Corporate”, 7-2- A2 Industrial Estates, Sanath Nagar, Hyderabad - 500 018, Telangana, INDIA.

Tel: 91-40-23704923/24/25, Fax :
- e-mail : contact@heterodrugs.com URL

Certificate No.:
Ceprudirar Ne: |

Yac yTpuMyBaHHS OCHOBHOTO Nika HA XpOMAaTOrpami
BHNPOBGOBYBAHOTO  PO34MHY  BIANOBiZac — uacy
YTPUMYBalls OCHOBHOrO Jlika Ha XpoMarorpami
CTaHOAPTHOIO PO34MHY Y BHIpoOyBanui «Kijnbkicue
BH3HAYEHHSA»

CrpHuetuid 6inMit ocan yrBOPIOETBCS 3 PO3YMHOM
HlTpﬂTV cpifina; ocax WBHAKO PO3UHNACTECS B po3uMHi
amiaky, -10MyCKACTbCA HAABHICTb HEKINBKOX KPYITHHX

14acTok, qKi PO3YHUHAKTHCH [OBIUILHO.

Hac yTpumyBaHHS OCHOBHOTO MMiKa H4 XpOMaTorpami
 BUOPOGOBYBAHOTO  PO3YMHY  BIAMoBigac  vacy
| YTPHUMYBAHHS OCHOBHOTO TliKa Ha XPOMATorpaMmi
CTAnAapTHOro po3uuny y BrnpoOysauni «XipajisbHa
| HMCTOTay.

| 103.53 mg+ 5.0 %

| (98.35mg - 108.71 mg)

L 103.53 Mr+5.0%

: (98 35 mr-- 108.71 mr)

| Not more than 6.5 %(m/m) Not more than 7.0 % (m/m)
' He Ginbe 6.5 % (M/m) [ He Gismuie 7.0 % (m/m)
Nut less than 75 % (Q) of the labeled amount of
‘Levocetirizine dihydrochloride (C21HasCIN203-2HCI)

+is dissolved in 20 minutes

He menwe 75 % (Q) Bin HOMiHaNBLHOTO BMiCTY

JICBOLCTUPU3HMHY IUMIAPOXJIOPUIY

(C21H25CIN203-2HCI) posunusierses 3a 20 xp
Acceptance value (L1) not more than 15.0

[TpniiManshe uncio (L1) we 6inbure 15.0

E.O.U)

91-40-23704926, 23714250
: http//www.heterodrugs.com
CIN: U24110TG1989PLC009723

| 03FP22000615

Yac yTpumMyBamis OCHOBHOTO TMika
BHIPOBOBYBAHOTO
YTPHUMYBaHHSs!

OCHOBHOTO  MiKa

CTAHAAPTHOTO PO3YKUHY Y BHUIPOGY

BU3HAYCHHA»

pO3UUNY BiAnosinae

Page 2 of 3
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Ha Xpomarorpami
vacy |
Ha  Xpomarorpami
BanHl  «Kinbkicre

Cuphuctuii  Olmit ocall yTBOPIOETBCS 3 PO3IYUROM
niTpaty cpibaa; ocall MBKIAKO POZUHHSETLCS B PO3UMHI
amiaky, JIOTYCKAacTbCs HAABHICThL JACKUILKOX Kpynuux

4aCTOK, SIKi PO3YHHSIOTHCS MOBINBHO

Yac yrpuMyBaHHsS OCHOBHOTO [lika
BUIIPOBOBYBAHOTO
YTPUMYBAHHs  OCHOBHOrO  Mika
CTaHNaPTHOrO PO34UHY Yy BHIIPOO
4UCTOTAY,

103.70 ME
mr
T
33 o/o(m/m)
Y% (M/M)

95 %

PO3YHHY BiAnoginac

Ha Xpomarorpami
yacy
Ha  XpomaTorpami
/Banni «XipansHa

| — impurity 1 Not more than 0.1 % Not more than 0.1 % 0.05 %m/m
|~ impurity 2 : Not more than 0.2 % Not more than 0.2 % Not detected
— impurity 3 | Not more than 0.2 % | Not more than 0.2 % Below LOQ(LOQ=0.015%m/m)
— impurity 4 Not more than 0.1 % Not more than 0.1 % Below LOQ(LOQ=0.009%m/m)
— impurity 5 Not mare than 0.2 % Not more than 0.2 % 'Not detected
\—maximum single unknown | Not more than 0.20% | Not more than 0.20 % 10.03 % m/m

impurity !

i

Not-more than 0.7 % ' Not more than 1.0 % - ()11 %m/m

— total impurities
L Cyuposiani goasic:

- — nomiuka 1 i He 6insuwre 0.1 % He 6inpine 0.1 % 0.05 % m/m

| — AoMmilka 2 He 6inbie 0.2 % He Ginbiue 0.2 % He BusiBiieno

|~ nomiuka 3 He Oinciwe 0.2 % He Ginbie 0.2 % Huxue MKB (MKB=0.015%m/m)

|- nomimkad He 6inbuie 0.1 % He 6inbine 0.1 % Hinxue MKB (MKB=0.009%m/m)

|~ nomimka § He Ginbuie 0.2 % He Ginbiue 0.2 % He susisneno

|~ OAMHWYHA HCBizOMa He 6inuuie 0.20 % He 6iane 0.20 % 0.03 % m/m

| IoMInika )

v . e, il s 5 o e

§~.cy§4a 11707Ml>lllt?f-< - HL 61;17[,;1190.7 Yo } He 6inbwe 1.0 % 0.11 % m/m m

| Chiral related substance: 5 YKpeAy 4,/ N
' S (-) isomer Not more than 1.5 % (0.3 %m/m \"
E}i.l?,il;“,‘f,!lil,‘il!‘f’,‘H RIRES B |

1S (-) isomep | He 6invwe 1.5 % 10.3 %m/m

Factory 22-110, iDA Jeedlmetlab Hyderabad 500 055 Telangana INDIA Tel: 91-40-23096170

07172173174




Tel:

Assay

Each tablet contains
Levocetirizine dihydrochloride:
— % Labeled amount

Kiabkicne Busnadennsn:
KoXHa TabIeTKa MICTHTL

JNIEBOLIETHPUSHHY JIUT Iupoxnopml
- MI
— % Bin HQMII{(UIbIIOI‘O 3HAYCHHS

10 | Microbiological examination

1

' 1. Total aerobic microbial count (TAMC):
Total combined yeast and molds count
(TYMC):

1 2. Test for specified Microorganisms:
LEscherichia coli:

Mirpobiosnorisna siuerora

' 1. Barasie wncsio acpobinx Mmpoopmmawu
(TAMC):

3arajibHe YHCIO APDHKIKOBMX TA NCEHEBUX
pubis (TYMC):

2. BunpobyBaHHs Ha OKpeMi Briu
MIKpOOpraHi3min:

Escherichia coli:

Identification of colorant:

— titanium dioxide

bren s iicanin bupiuikio
= TATAHY JIOKCHL

Labelling

. Mapkysanus
i Packaging

. MaxkyBaHus

(UNIT-Il

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Tela

E.O.U)

91-40-23704923/24/25, Fax ;: 91-40-23704926, 23714250
e-mail : contact@heterodrugs.com URL : http//www.heterodrugs.com
CIN:U24110TG1989PLC009723

)

‘Certificate No.:

Cep'rmbma"f No:

4.75-5.25
95.0-105.0
4,75 -5.25
95.0-105.0

Not more than 10° cfu/g
Not more than 10% cfu/g

Should be absent /g

He 6invbuie 10° KYO/r

He Ginse 102 KYO/r

|
I
H
i
V
§

Maiors 6vTH BincyTHiB 1 1
develop immediately

“EPBOHOIQ MMOBKHHO TMPOABUTUCH HECraiHo

liosnxwo Binnosinaru Bumoram MICI.

L Should correepond to the requirements of MQC.

' [osuHHO Bianosinaru BuMoram MKSL.

A yellow red colour to orange red colour should

3abapBAeHHS Bil )KOBTO-4EPBOHOI'O /10 OPAHKEBO-

Should correspond o the requirements of MQC.

1 03FP22000615

5.04
100.8

5.04
100.8

Less than 10 cfu per g
Less than 10 cfu per g

Absent per g
Menuwe 10 KYO/r

Mesnue 10 KYO/r

BincytniB 1 ¢
A yellow red colour to ora
developi immediately

3abapBneHHs B )KOBTO-4
ODAHKEBO-YEPBOHOI'O DO

Complies
Biﬂnoai}ae
i

Compli
Binnosi

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
and quality control at the abovementioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the
specification available in regisiration dossier. The batch processing, packaging and analysis records were reviewed and found

with GMP.

ngana, INDIA.
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1ge red colour

EPBOHOTO J10
HBASETHLCH HElalHO

S
ac

packaging/labeling

0 be in compliance

Ll 5 3aciduyio, ujo nacedzua suuge inghopmayis € docmosiproro ma mouroro. Lo cepito npodyriyii 6y10 6upobiieno (BKA104aiouy naKyGaniis/Mapkyeanis)
ma Koumpoib [ Akoemi Ha Guuye3asHaverit Gupobnuil OitbHuyi nposedeno y noeniu eionogionocmi 3 eumozam GMP, ecman
PeSYAIMOPHUM OP2AHOM, 4 MAKOJK GIONOGIOKO 00 cneyughikayil, wo micmumecs ¢ pecempayiinomy docec. lTpomokonu upobHuy
aKanizie Oyno nepeiaHymo ma ecmanogiena ¢icnosionicme GMP.

Position of person autho

| ITocana ocofu, sika Bugana

Signature of person autho

HU;UIHC OCO6H, mca Bl{)]a.ﬂa H03B|Jl Ha BHITYCK cepn i

Name |

rising the batch release
' IIpisBue |
A03Bin Ha BHIIyCK cepil

nsmg the batch release |

Date of signature
Jara nignucauns

S. Aruna Jyothi

| Sr. Manager Quality Assurance
C. Apyna XKerxu

| Crapuimii menekep Binainy 3abesnedeHns AKoCTi

A

elmnum W
iig ® ‘-_\,

/ b e

GAEHIMU MiCYeBUM
mea, naKyGaHKs ma

[ Factory : 22- no DA Jeed .mena Hyderabad - 500 055, Telangana, INDIA. Tel: 91-40- 23096170/71/72/73/74



http://www.tcpdf.org

