Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Cetrine film coated tablets, 10 mg

(Mpoaykt  : IleTpuH® TabneTku, NOKPLITLIE MIIEHOYHOW 0007I0YKOH, 10 MT )
Batch No / B2301562 Batch Quantity / 1 687.600 KG/
Cepus Ne O6bemM napTum 687,600 KI"
Analytical Report No / 2002FP23001297 Date of Analysis / 14-05-2023
AHajuTHYeCKHH oT4eT Nt Jata ananusa | ol

Date of Manufacture / : 04/2023 Date of Expiry / 03/2026
JaTa npou3BoACcTBA Togen mo

Analysis performed according ND / Anaau3s nposeaex o H: TT N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / yam. Ne 2 ot 07.10.2021)

Ne Test / IlokazaTein

Result / Pe3yJ:111TaTLl

1 Description / Onicanue

puUCkOof  Ha  OIOHOH
MOIEPEYHOM paszpese
BETA.

CTOPOHE.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrneie
IBOSAKOBBINYKJIBIE TaGieTKH,
IICHOYHOI 000j10uYK0i Oeoro 1BeTa, C

TNOKPBIThIE

Ha

— sapo Genoro

Specification / Hopma

white core on a cross section.
[TOKPBITHIE  TIIICHOYHOM
puckoit Ha oOnHO

10 MOYTH OEIoro 1BETA.

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-

/

Kpyrible JBOSKOBBIMYKITBIE TaONETKH,
000moUKOM
Oenoro WM nNo4ytH Oenoro uBera, c
cropore. Ha
MOTIEpEYHOM paszpese — sapo OT Geroro

[lopnuHHOCTB

macca

2 Identification by HPLC/

3 'Average weight / Cpennsis

Complies as prescribed /
CooTBeTcTBYET

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMss ymepKuBaHHUA OCHOBHOI'O
nuKa Ha XpomarorpaMme
WCIBITYEMOT0  pacTBopa  OJIKHO
COOTBETCTBOBATh BPEMEHH
yIepKUBAaHUS OCHOBHOI'O MHKAa Ha
XpoMarorpaMme pactBopa
cTaHZapTHOTO obpaslla UEeTHPU3UHA
CHOPOXJIOpHIA (pazmen
«KosmuecTBeHHOE OMpeeneHue)).

190.0mg / 190,0 Mr

4 ‘Water / Bogaa

OmHOpPOIHOCTE
031pOBAHUA

5 Uniformity of dosage units

58/58

2.8% wiw/2,8%

196,7 mr) -
Not more than 8.0% w/w /
He Goiee 8,0 %

less than or equal to 15.0/
[TokazaTens npuemnemoct (AV)
imoimkeH OBITE He bomee 15,0.

Remarks : The Product confirms to ND/
Mpumeaanne: ITpoaykT cooTBeTcTBYET TpeboBanmsam HJT

Conclusion : APPROVED /
3axirouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr % 3,0% (ot 1853 mr 1o

The acceptance value (AV) should be |




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpogykr  : IleTpuH® TabiieTKu, MOKPBITHIE TNIEHOUHOH 000/1049KOMH,10 M
Batch No / B2301562 Batch Quantity / : 687.600 KG/
Cepua Ne O6BbeM mapTuu 687,600 KI"
Analytical Report No / 2002FP23001297 Date of Analysis / 14-05-2023
AHaJanTHYeckuii oTuet Ne Hata ananusa =
Date of Manufacture / ¢ 04/2023 Date of Expiry / 03/2026
JaTa npousBoacTBa Tonen no

Analysis performed according ND / Anauu3s nposeaen mo HJI: I1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3M. Ne 2 ot 07.10.2021)

Specification / Hopma

b) Impurity B /
npumecs B
c) Impurity C/
nprmecs C

d) Impurity D /
nmpumecs D

e) Impurity E /
npumecs B

f) Impurity F /
npumMecs F

g) Any unspecified impurity

JIro6as enuuuyHasn
HenIeHTH()HLIHPOBaHH
ast IpyMech

h) Total impurities / Cymma
npuMecei

| Ne Test / Iloxa3aTesb Result / PesyabTaThl B
6 Dissolution / PacTBopeHue 99%., 99%, 99%, 98%, 99%, 97% Not less than 80% (Q) of the
labeled amount of
C21H25C1N203‘ 2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmence 80 % (Q) or
HOMWHAIIBHOTO COIepXKAHUS
C,1HysCIN,O5-2HC1 (uetnpusvna
nuruapoxsaopun) yepes 30 mMun.
7 Impurities by HPLC/
PoncTteenHble mpumMec a) Not more than 0.2 % / He 6onee 0,2
LUEeTUPU3NHA Less than LOQ (LOQ = 0.019%) / Huxe %
) TipeAenia KONWIeCTBEHHOTO onpeee st
a) Impurity A / (ITKO = 0,019%) b) Not more than 0.2 % / He 6onee 0,2
npuMech A %

Less than LOQ (LOQ = 0.010%) / Huxe
TIpefieTa KONHYECTBEHHOTO OTIpeReNeHuUs
(ITKO = 0,010%)

Less than LOQ (LOQ = 0.017%) / Huxe
npeena KoJH4eCTBEHHOro ONpeaeNeHys
(ITIKO = 0,017%)

Not detected / He o6HapyxeHa

0.02%/0,02%

Less than Limit of Detection(LOD =
0.015%) / Huxe npenena obHapyKeHUs
(TTO = 0,015%)

0.09% / 0,09%

0.2% /0,2%

c) Not more than 0.2 % / "e Gomnee 0,2
%

d) Not more than 0.2 % / 1e Gomnee 0,2
%

e) Not more than 0.2 % / He 6onee 0,2
%

f) Not more than 0.2 % / ue 6onee 0,2
%

g) Not more than 0.2% /
He 6oitee 0,2%

h) Not more than 2.0% /
He 6omee 2,0%

Remarks : The Product confirms to ND/
Ipumeyanne: JIponyKT cooTBeTCTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 4

Printed Date & Time

(IST):  16-05-2023 16:03:13



Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg RS |
TIpoayxt [eTprHa® TabneTky, MOKPBITEIE TIeHOTHOH 060104K0i, 10 MT i
Batch No / B2301562 Batch Quantity / : 687.600KG/
Cepus Ne O0beM NapTHH 687,600 KI" )
Analytical Report No / 2002FP23001297 Date of Analysis / ¢ 14-05-2023
AHaauTHYecKHIT oTyeT No JlaTa avaausa
Date of Manufacture / 1 04/2023 Date of Expiry / 03/2026
JlaTa mpon3BonCTEA I"opeH o
Analysis performed according ND / Ananus nposeaen mo HI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3M. Ne 2 o1 07.10.2021) J
Ne | Test/ Mokasatean Result / PesyabraThb | Specification / Hopma __ I
8 Microbial limits /
Mukpoburonornyeckas
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPTAHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / Oburee unicio  Menee 10 KOE/r
NPOMOKEBBIX W TIECHEBBIX
rpu6oB Shall be absent in 1g / OrcyrcTBue B 1
Absent in 1g / OrcyTerByeT B 1T r
~_)E. coli
9 Assay / KomdecTBeHHOE 9.94 mg /9,94 mr Each film coated tablet contains not
onpeneneHue less than 9.0 mg and not more than 11.0
mg Cy HpsCINyO3-2HCI  (cetirizine
dihydrochloride) per tablet / Or 9,0 mr
o 11 ,0 MI C21H25C1N203‘ 2HCI
(LeTupy3HHa JUTHIIPOXIIOPUA) B
TabJerke.
10 Package / Ynakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 TabneTok B leaflet in a carton. "In bulk" package:
[TBX/antomunueBoM 6nucrepe. [o 10 blisters in a carton. 252 cartons in
2 6nrcTepa BMECTe ¢ HHCTPYKIMEH o [master carton.
MPUMEHEHHIO YTAKOBAHBI B MTAYKY ITo 10 Tabnerok B
KapTOHHYIO. [TBX/anromunaneBoM 6muctepe. 1o 2
unu 3 G6aucTepa BMecTe ©
MHCTPYKUHEH 110 MPUMEHEHUIO
YTIaKOBaHBI B TaYKy KapTOHHYIO.
Ymakoska "in-bulk": Ilo 10
ONMICTEpOB MOMELIAIOT B KAPTOHHYTO
kopobky. [Ilo 252 kapToHHble
KOpOOKH TIOMEILAlOT B KapTOHHBIH
KkopuO. -
11 Labeling / Mapkuposka According to ND / B cooTBetcTBIu ¢ HJI
12 Storage conditions / At temperature below 25 °C. / TIpun Temneparype Be Boiiie 25 °C,
XpaHeHne
13 Shelf life / Cpok rogHoctit 3 years / 3 roga :

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoayKkT cooTBeTCTBYET TpeGoBanusM HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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