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CERTIFICATE OF ANALYSIS
CEPTUDIKAT SIKOCTI

é Cer tificate No.: | 03FP20002641 1 Page 1 of 4
o _ Ceprudixar Ne: A Cropinkalsd |
i Produetname: | LAZINE quﬁﬂutnz ing C(}untzy in{im
g_ _ Hassanpoaykuir: JIAQHH | | __epKaBaBHPOSHIIK: _E;uus] i
Pharmaceutical form: _Fi]:}l coated tablets it
i Jhikapceska gopma: Tabueriy, BRPATI RAIBKROBOI0 660J0HK0I0
| Strength/potency: |1 tablet contains Levoeetirizine dilydrochloride 5 mg

Cnua gitfarresnicrs: | 1 tabuerka MIiCTIL JeBOHCTHPHINITY aurigpoxjgopuay Swmr i

fypeand size of packaging:] 10 tablets in blister; 3 blisters in a carton box with labelling in Ukrainian !dnguage E

Bigg ¢ pmﬁﬂp 1 10 T rabnerowy ﬁJIICTE}}l 110 3 Bnicrepn B kapronuill Kopobig 3 MADKYBRAHI STV
YHAKDBICH: YKPAELKOI0 MOBOI0 o e N

| Bateh No-: | 0 01069 |  Dateh Ser gy packs
- Cepin Nop o Poswip cepil: ynakopow
e Mifg. Date: e Expiry Date: | o
1 0572020 | e e s L Q442023
Jara supofnnurna: | Aata saxinyesssi repyiny npuaariocti; ]
Registration Certificate: | UA/17410/01/01 valid upto: 4y 05 5004 |

Pecerpauiiine nocsigdenns: | - Hificne go: | . e

| Manufacturer name: | Hetero Labs Limited License No.: | DT
i . Halimenysannsg supofiurat | Tevepo Jlags Jiviven  Jhieusis Ne: L_H/RRJA-I F20017E/R.

Location: ’ Unit HI, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 506G 655 Tei;maarm ;mm.,._ %
100y Zii Dopyynedun flior M 22 110 1A, Toxngisveraa, -Xafipepaban, 5000558
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Analysispracedure resulfs

PEJ}fﬁhhﬂ i POBCACHS AHAHIZY 1
Sr.N( Test/ ‘%pecif‘ ication / Result/ E
N3 Howaznng axoeri | -~ Henyorast VO N Pesyavrar L
1 1 Deseription | 'White 1 I coated, scored, ;{}und, breonivex White fitm umt&d ﬁu);ed round, mmﬂvuzsi ius j
: {tablets, debossed with ‘1617 on one side and | debossed with 167" on one side and CH on other E;
C I EN _{}n_mhu side. | side.

{ Onugc | Tabnerir, BRPUTE HHIBKGHGR 06080HK050, Tabnerkw,  Brputi  maskoioe 66 YOS HKOIO,
1 GLIOTORONLODY, KPYraoT Gopmi, JIBOONY KT, 5;}10rohs}ﬂmpy, KPyrinot giopmu, }jiii}i}il}f&m |
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1 Certificate No.: 03FP20002641 Pd;;;{, ofd
L o . Cepmugirar Ne: |~ | cr L?{}pmr{a,_ﬁ‘a_.-ff}_
| 2 Identification N ;
- By HPLC {The retention time of the major peak in the [The retention time of the maor peak m ihe
| ‘chromatogram of the sample preparation should [chromatogram of the sample preparation should ¥
correspond. fo that i the chromatogram of the [correspond to that in the chromatogram of the |
standard preparation, as obtained in the Assay. | standard preparation, as-obtained in the Assay. 4
—Chlorides Curdled white precipitate should form with silver {Curdled. white precipitate: forms: with silver nitrate. |
nitrate solution. The precipitaie. should dissolve: [solution. The precipitite dissolves easily W ammonia
castly in-ammonia with the possible exception of | with the possible exception of a few large particles, |
__ afew large particles; which-dissolve slowly. which dissolvesiowly.
'-------_{%j}ﬁ“_Ch’ifzé_{_iiiiiﬁL’Cf; The wstention tme -of the major peak in the The ;*eiez"iﬁtjﬁ' tme of the ‘majper peak m. the %

chrginatogram of the samiple solution corresponds 1o

e AR A TR BB 4 S R

L[ VPP

el B T AL by

'_ chromatogram of the samplée solution should
| Teorrespond to that in the Lhmmaiogtam of the [that-in the chromatogram of the standard sofunon, as ¢

- {standard solution, as obtained in the Chiral | obtained in the- Chiral related substance. :
| {related substance.
L meniigieas | l
!i ~meTol BEPX 1ac YTPRMYBAHHA  OCHOBHOTG mka pa Yac  yTpuMyBEHHA  OCHOBIOTO.  TKE  Ha
I : \pammol“pa'ﬁzimnpc}m}ayﬁmmz OPOSUMBYBIITO }Zp{}hﬂ}Gi‘p’lMiEﬁﬁpDﬁOB?%}deUp{}S‘EHH}fBEAHﬂIHH
E ] 1BILAAE. YECY YTRMMYBaRHI. OCHOBRIIONG fiKA Ha {a€  vacy :y,tp;i;;zyrs_annﬁ_ GCHOBHOIO  rHka  Ha -
5 | xpomaro rpami CTAHAAPTHONG  PO3HEHY Y | XPOMATOIpam) C’Tﬁiiiji'&'_g}‘é"r'{_'(j'x'*'t}' POty ¥

1 1punpobypann «KINpricHeBAsHIICH AR | BHIPOGyBanHL «KUILKICHeRHZHATCHARY |

| XHOPRAH. 1Cw prmmnm@znﬁm ocan  YTBOPIETECHE 3 CupuueTnidinmii ocay YTBODIOETHLH 3

: 1 posuRiITOMEITPATYCPIGHA; otan | posunHoMHiTpaTycpitna; ocan
s | WBHAKOPOBUMESETLCR B POIUHHIAMIaKY, | IIBUAKOPOIUNHAETHCS B pO3MMHIaMIaKY, ;

; -ﬂé_‘ifa,}f{:z‘;&'&i%tﬁ&z‘ﬁﬂﬂi‘iitﬁ"z%ﬂ{i;{iﬂ'B-i{i?XE{pyi'm'ﬂx?{'ac: - ﬁGTi}{CK&EThC-}IEIaHBHI'{:_TI}KEKIEJ]BH’{'}'}{H?};‘ﬂHI»IX%EC'_I‘-UK-?.. :
| | TOK, SKIPDOIHHBIOTHCENOB LI FAKIPO3UHIIOTLC S ROBUTBH,

'_-E —RIpANBHE SHETOTE Uac ¥TpunMysatHg OCHOBIIOTO TKG HE L Yac  yrpuMyBaMis  OCHORNGIG  NiKa  Ha

i | xpomarorpaMisunpofoRy BUHO DO3UIHY XPOMATOrPaMIBHIIPOBOBYBAHOTD DOTMNY

| BIAHOBINAC HACY YIPHMYBAHHE OCHOBHEID 1 BIATOBLEAC GECY VIPHM YR UCHORHOIG TIKA Ha
o | 11iKa HA XPOMATOrpaMmi CTAHAGPTHOLY POTY WHY | XpOMATOrpAMi  CTAHEAPTHOTG POy y
oy Benp00YBani «XIDagbHE HHCTOTA. | sanpodynaiii- {{?xli SajibHa unuom}}

3 |Average weight 110353 mg+35.0% o ZRA Xy

| (98.35 mg— 108.71 mg) 105.68 7 @Qﬁ”w%f?‘%

T epenns paca 1 103.53 mr £ 5.0% S * o M ‘9 ** | ]
- . 49835108 T sry At 1
L4 | Water content i Notmore than 6.5 % {m/m) | 3 7 %.@@%{ & .' é
L Bamicy ponn | HeGinpoe 6.5 % (mist) “ |

5 [ Bissglution Not less than 75 %.(Q} of the labeled 'tmmml Of -l Q‘_xi‘& -
11, evecelr] YAt dihydzf}c 116t 1de({3q11125C¥3‘3?O¢ w |
12HECH s dissalved in 20 minutes L @‘m& e

| Posupnens i He menwie 75 Yo () BiA HOMIHanbLHnoTs BMICTY SR
| { NEBOUETHPHIHNY JUITAROXIOPHLY
L Gy HasCINGOs 2HCT posunnsersen 3a 20 xu

¢ | Uniformity of dosage | Acceptance value (L1} not more than 150 N

{units 4.2

+QaBUDIHICTS Tpufimansie snaeno (LY neBiasmc 1500
o lgosemanmxoamnmns | o o |
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ReiHtéd.sui}stanccs:
~ unpurity

[ BT p’_i_it’_‘_i_’ty”ﬁ-

— Uity 3
- ipIpurity 4.
— Bnpurity 5

. tortal | impuz ities
(,xgu pﬁuzmu FOMIIRHY
- poMilka |
' ,a{‘_zmuuﬁaﬁ
- goMIiKa 3
= oM inkad
- E{{}Miﬁ_’li{a’{ﬁ |
_ oW HEBIAOMA AOMITIRA

- CYyMa AOMHLEOK

- fraximum smuiu &nknﬂwn ;mpuni}f

{ He &inswe 0.
1 He 6insuie 002 Yom/n:

1 He Ginswe 0.2 ¥omiv

1 HeGispwe G0 Yew/ne

| He Ginswe (0.2 Yon/M.

1 He Biaviue 026 Yoni/m

| e Ginpmwe 0.7 Yamls

4 Nof more than 0.1 Yom/iM

Not more than 0.2 Yomis

{ Not more than 0.2 Y%ui/m
1 Not more than 0.1
1 Not more than 3.2 Yonmina
Not more than §.20 Y%u/s

- oniim

Not- more than 8.7 Yoris

I Yn/id

1Below LOQ{LOQ = 0.015 Yom/um}
1 Not deteeted |

1 Below LOQ (LOQ = “0.015 Yom/m}
| BL]{JW LOQ(LOQ=0.009 fnmﬁm}
N6t detected

1001 %min

10.040 Yon/ia

THwkae MKB (MK = 0.015%m/4)
| He sussaeHo

1 Hpiewe MKB (M KBo= 0.0153%M/M)
| Hioieae MKB (MEB-= 0.009%M/4)
1 He suasaeno

1007 Yenim

040 Y

Chiralvelated blle{ﬁl‘]CL
.&,{_ 1 1somer

KipabiasHerora:

ES(-7 isovep

1 Not more than

1.5 Yonidm

He Biapwe 1.5 %om/m

i Betow LOQ(LOG = 0.148 Yom/m)

1 Hipieae MKB (MKB = 0. 148%%m/u)
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I'Levocetirizinedihydrochloride:
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Microbiologicalexamination
1, Totalacrobicmicrobialcount

- (TAM Ch
Protalcombinedyeastandmoidscount.
HTYMC):
2. TestforspecifiedMicroorganisms:
i+ Excherichiacoll
 Viikpobioaorinna YHeToTy

1 b Bardisne Haen0 2epod HuX

1 sticpoopraniais (TAMCY):

[ 3arampe HHCAOAPIKBKORHK T4

| nnicenesuxrpubis (TYMC):

12 Bufipobysainis HaokpeMi Buay
| MixpoOPranisMIB!

| Eseherichia coli:

He 6insine I'E}'}'§<-'V'()' wg*? @g}i}ﬁ; }{} '

.' Qg
Maors Oy Tt r

Not rrove than 10%cft 3

Not sore than 107 &

Should beabsent /g

He Ginpme HWWKYOH

iﬁ;ﬁ., = s

mae e

I Lessthan 10 efu peryg

i Lessthan 10 cfuperg

| Absent perg.

i Mepure 10 KYO/ir
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© 11 [ldentification of colorant: A yetlow red ﬁﬂiouz to orange red-colour A yeilnw red colour to orange red cotour |
I titaniom dioxede should develap inmediately _deve?apz lﬂ*ﬂ?“iﬁdl’ltfﬁ, »
Haearixayis 6apsnkin: o o S o |
|- TrrTaNy BIOKCHA | 3abapsaciing BLI KOBTO-UCPBOHOTO 10 3a6apBACHHA BULSKOBTO-YCPECHOTO O
1 : 1 OpEHReBO-4EEBOHOTS TOBHIHO OPAKEBO-TCPBOHOTO NPOABAACTLCA HCTAHHO |-
| {NpoSBYITUCH HETaHHO | o L _E
- Labellin Should correspond 1o the xeqmzemcnts of | Comiplies
| M apx B%H!Hﬂ | MQC | Bianoninae i
) f‘p y Tlosutno sianopigars sumoram MK ; o ) S
- Should correspond to the requirements of Complies i
1 Packaging 1 im : - - S
ﬁfm BAHA | MQC. BIAIIOBIAAE
A J [losunno sianosigatsd sinmoran MICGL |

.;’ }:w ,:,,gj} wufy that the above infor mation iy aubentic und aceurate. This baich of product kos been mmm}‘fzmn m/ mmzm’rm
-gm:{Acfg:sgff’fffbef’ff?g and quulity control at the abuve mentiosed site in jull’ compliunce with, the GMP reguireniénts of the Joce:
Regulatory Authority and with the specification available-in registration dossier. The buich processing, packaging and anulysis.-
Fecords were peviewed and found to be in compliance with GMP.

Hun A ;czmzawyfa ujo sasedend. aue indropumyin ¢ {}mnws;pfwsa memonnor. Lo cepiio npodyiyil 5_}f3{} BUPOBHEID (GRACHOIONT
FHIKYGOHHAS wap@fzaﬁ;m) Ma KORpIpons JEakocmi na eugesaziadeniil aupobi i Olbiyl E?{?EFG’{:’()EH{} Y OGHIE GIONCEIONOTMI 3 BUAOSA
GMP, genaoBnesurmi MICHERUM PeZyRIINOPDHUM OPESrHEM, a4 IMaKodie GISnORIdHY. GO -CHENHDIKAYIE #j MICHHIBCH & pecchipayitinonty

docse Jlponiokon sUPOBIRAINGY, ROKPBANIIS P QHORIZIG BYNO RepESNyYRI0 I 8CIHANOGNEND BIONOSIDHICHTL. GMP,
Name [ 3. NﬂgLSW‘HRI“lG

Position of person authorising the batelyrelease | Sr. Manager, Quality Assurance E
H;Jim;mlc. b. Harcesapapae |

LT

Tlocamn ocoby, sika BiAAAA 0IBLT HA BUITYCK cepii SO oMeHeKeD, sabesneyenss sicocrd

| Signature of person’ mlthmismg the Batch release . N
lignuc ocoby, AKE BHAAIA AOIBIN Ha BHAYCK cepil | )\:Q/
Date of signature | IRk L

Havg wipinkcamm {7 e e | R
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