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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANTHN3A

Product Cetrine film coated tablets, 10 mg

IMpoaykr [lerpuH® TabneTkH, MOKPBITHIC TUIEHOUHOH 06011049K0#, 10 M

Batch No / B2201323 Batch Quantity / : 687.600 KG/
Cepus Ne O6beM MapTHN 687.600KI"
Analytical Report No / : 2002FP22000840 Date of Analysis / 1 27-04-2022
AHANUTRYCCKHI oTYeT Ne JaTa anHaausa

Date of Manufacture / 04/2022 Date of Expiry / 03/2025

JaTa NMpoH3BOACTBA Tonen g0

Analysis performed according ND / Auanu3s nposeaen mo HJ[: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m, Ne 2 ot 07.10.2021)

Ne Test / IToka3zaTean

Result / PesyabTaThl

Specification / Hopma

1 Description / Onwcanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsie
BOSIKOBBIMYKNbIE TaOJETKW, TOKpPBITHIE
mieHo4Ho# o6otoukoii Genoro 1BeTa, C

puckoif Ha  omHoil  cropoHe. Ha
nonepeyHoM paszpese — sAnpo Oenoro
BeTa.

biconvex film coated tablet with
white core on a cross section.
OOKPBITHIE  TUIEHOYHOM
Oemoro MM modtH Geyoro LiBera,

puckoif Ha OAHOM CTOpOHE.

10 rouTH 6eyoro 1BeTa.

White or off white coloured, round,

a

breakline on one side. White to off-

/

Kpyrible NBOSKOBBITYKIEIE TaOlETKH,
o0onouKkoit

Cc

Ha
MOTIEPEYHOM Pa3pe3e — AMPO OT Genoro

2 Identification by HPLC/
[TopnmuHHOCTE

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). /

BpeMmsi yIepXWBaHHsA OCHOBHOIO
nvKa Ha XpoMarorpaMMme
UCIIBITYEMOTO  PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpeMeHH
yIEepKWBaHWs OCHOBHOTO THKa Ha
KpoMaTorpamme pacTBopa
CTaHIApTHOTO 0oOpasla LeTMpU3NHA
THIpOXITOpHLa (pasmen
«KonunuectBenHoE onpeneneHyue).

3 Average weight / CpenHss
Macca

188.2mg /188,22 mr

196,7 mr)

4 Water / Boxa

2.3% wiw /2,3%

5 Uniformity of dosage units
/ OTHOPOAHOCTH
MO3UPOBAHUS

4.2 /4,2

Not more than 8.0% w/w /

|He 6onee 8.0 %

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxa3zarens npuemnemocty (AV)
nokeH OBITE He Oonee 15,0.

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr = 3,0% (ot 185,3 Mr mo

Remarks : The Product confirms to ND/
IIpumeuanmne: [IpoaykT coorBeTcTBYET TpeOoBaHuAM H]JI

Conclusion : APPROVED /

3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 1 of 4

Printed Date & Time (IST):

28-04-2022 21:46:10



Copy

iled

~
!

Uncontre

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJTU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr : IlerpuH® TabneTky, MOKPEITHIE TNIEHOYHOH 000104KO#,10 M -
Batch No / : B2201323 Batch Quantity / : 687.600 KG/
Cepus Ne |O0bem mapTun 687.600KI" J
Analytical Report No / : 2002FP22000840 Date of Analysis / . 27-04-2022
AHAJTUTHYECKHI 0TYeT Ne JaTa ananxusa
Date of Manufacture / : 04/2022 Date of Expiry / 03/2025
JlaTa Mpou3BOACTRA ToaeH oo

Analysis performed according ND / Anaums nposenen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne Test / [TokazaTens Result / PesyabTaTbl

Specification / Hopma

6 Dissolution / PacTBopenue 100%, 98%, 98%, 98%, 98%, 98%

Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) ot
HOMWHAILHOTO coZlep)KaHHus
C,1Hy5CIN,04-2HCI (uetupnsuna
\laruapoxaopun) yepes 30 mMuH.

7 Impurities by HPLC/
PoncTeenHbIe TPUMECH
LETHPH3NHA

a) Impurity A / Not detected / He o6HapyxeHna
npuMech A

b) Impurity B / N .
npumecs B Less than LOQ (LOQ=0.010%)
c) Impurity C / INot detected / He obHapyxeHa

nmpumecs C

d) Impurity D / Not detected / He o6HapyxeHa

a) Not more than 0.2 % / He Gonee 0,2
%o

b) Not more than 0.2 % / He Gonee 0,2
%

c) Not more than 0.2 % / re 6onee 0,2
%

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

npuMeck D e) Not more than 0.2 % / ne 6onee 0,2
0,
) Impurity E/ 0.03% / 0,03% -
. 0/ U, (]
IRMNECEE f) Not more than 0.2 % / He 6onee 0,2
f) Impurity F / Not detected / He o6HapyxeHa %
npumMecs F
g) Not more than 0.2% /
g) Any unspecified impurity He 6onee 0,2%
JIrobas eqguHUYHAS 0.10% /0,10%
HeneHTHPUUMpPOBaHH h) Not more than 2.0% /
A TIpUMECE He 6onee 2,0%
h) Total impurities / Cymma  0-1%/0,1%
npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanme: ITpoaykT cooTBETCTBYET Tpebosanusam HJT 3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg
ITpoayxT Lletprnu® TabneTKH, MOKPHIThIE TNIEHOYHO 0605m04KO0MH, 10 M N
Batch No / B2201323 Batch Quantity / : 687.600 KG/
Cepusa Ne O0bem napTuu 687.600 KI"
Analytical Report No / : 2002FP22000840 Date of Analysis / : 27-04-2022 1
Anaautuyecknii orger Ne JaTa ananau3a o
Date of Manufacture / 04/2022 Date of Expiry / ¢ 03/2025
Jlara npou3BoAcTBA Tomen o
Analysis performed according ND / Ananus nposeaen mo HJI: [T N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)
Ne Test / [loka3aTeanb Result / Pe3yabTaThl Specification / Hopma :
8 Microbial limits /
Mukpobuonoruueckas
HHUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee uncno Menee 10 KOE/r e Gonee 1000 KOE/r
a’pOBHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He Gonee 100 KOE/r
mould count / O6uiee uncno  [Menee 10 KOE/r
IPOMOKEBBIX W TJIECHEBLIX
rpu6os Shall be absent in 1g / Orcytcraue B 1
Absent in 1g / OTcyTcTBYET B IT T
c) E. coli - ]
9 Assay / KonndecTBeHHOE 9.84 mg /9,84 mr Each film coated tablet contains not
oTpeneNeHne less than 9.0 mg and not more than 11.0
mg  C,HysCIN,O3-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr|
mo 11,0 w™r  CyHysCIN,O;3:2HCI
(ueTupusMHa  JUTAAPOXIIOPUN) B
- TabIeTKe.
10 Package / YrakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / TTo 10 tabseTok B leaflet in a carton. "In bulk" package:
1B X/antoMmunnerom 6nucrepe. ITo 10 blisters in a carton. 252 cartons in
3 6nucrepa BMecTe ¢ MHCTPYKIWEH TT0 master carton.
IPUMEHEHHIO YTIaKOBaHbI B ITaYKy / Tlo 10 TabmeTok B
KapTOHHY1O. [TBX/antomunrneBoM 6nucrepe. ITo 2
uny 3 6nucrepa BMECTE €
HHCTPYKIINel TI0 MPpUMEHEHHFO
yIakoBaHb B MaYKy KapTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
GIUCTEPOB MTOMENIAOT. B KAPTOHHYIO
kopobky. Ilo 252 kapToHHBIE
KOpPOOKH TIOMEUIaloT B KapTOHHBIN
- - Kopo0. -
11 Labeling / MapkupoBka According to ND / B cootBetcTsru ¢ HJ{
12 Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Boie 25 °C.
Xpanenne
13 Shelf life / Cpok rogHoctn 3 years / 3 rozia - -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: IpoaykT cootBeTcTBYET TpeboBanmsam HII 3axawyenne: OJOBPEHO
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