CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[Tpoaykt: LleTpuH, TAONETKH, NOKPLIThIE MICHOUHOM 06ooukoit, 10 Mr

Batch No / 1 B24025%4 Batch Quantity / : 955KG/

Cepus Ne O6beM cepuu 955 KT’ B
Analytical Report No / : 2002FP24001966 Date of Analysis / : 16-08-2024
AHanutuyeckuii oryeT No JlaTa ananusa

Date of Manufacture / 1 07/2024 Date of Expiry / ¢ 06/2027

Jlara npousBoacTea l'ones no

Analysis performed according ND / Anamuz nposeaen nmo H/I: TI N013283/01-130723

Ne Test / IMokazarein

Result / PesyabTaTsl

Specification / Hopma

Uncontrolled Copy

1 | Description / Onucanue White colored, round, biconvex fiim- | White or off-white colored, round, biconvex
coated tablets with a break line on
one side. White core on cross section. | side. White to off-white core on cross
/ Kpyriibie JBOAKOBBIMYKIIbIE

TabNeTKH, MOKPHIThIE MTEHOYHOM
obosoukoit 6enoro 1BeTa, ¢ pUCKOA 0000ukoil Oestoro wnM moutd 6Henoro

Ha ogHO# cropoHe. Ha nonepeunoM | uBera, ¢ puckoW Ha opHoif ctopoHe. Ha
paspese sapo Gernoro useTa.

film-coated tablets with a break line on one
section. / Kpyrnele JOBOAKOBBIIYKIIbIE

TaGJ‘ICTKI/I, [MOKPEBITBIC TJIEHOYHOH

nornepeyHoM paspese aapo oT Oermoro go
o4TH 6emnoro LBeTAa.

Remarks : The Product confirms to ND/

ITpumeuanne: [Iponyxr cooTBeTcTBYET TpeboBanuam HJ{

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Tpoaykrt: LleTpuH, TabaeTky, MOKPHITbIC MIEHOYHOM 060M0uKOM, 10 Mr

Batch No / B2402594 Batch Quantity / : 955KG/
Cepus Ne O6BeM cepuu 955 KI'
Analytical Report No / 1 2002FP24001966 Date of Analysis / . 16-08-2024
AHanutHueckuil otyeT Ne Jlata ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jata npoussogcrea 'onen no

Analysis performed according ND / Ananus nposenen no HJI: TT N013283/01-130723

2 | Identification. Cetirizine / [logmunocTn. lleTupuzux

1. HPLC/B3XX

Complies as prescribed /
CooteeTcTBYET TpebOOBAHUAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay™). / Bpemsa ynepxuBaHus
OCHOBHOrC IMKa Ha  XpoMmarorpamme
HCTIBITYEMOTO pacTteopa JIOJIKHO
COOTBETCTBOBATb BPEMEHH YNEPKUBAHHA
OCHOBHOIO FWKA Ha  XpoMmarorpamme
pacTBOpa CTaHJapTHOrO obpasua
LETHUpU3UHA rUApOXIopHIa (paspmen
«KonuyecTBeHHOE ONpeeneHue ).

2. UV spectrophotometry /
Y®-cnekrpodoToMeTpus

Complies as prescribed /
CooTsetcTBYeET TPeOOBAHHIM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 100
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of +2 nm. / V®-cmexTpsi
MOIJIOWIEHUS HUCTIBITYEMOIO pacTBopa M
pacTBOpa CTaHOApPTHOTO obpasua
LeTUpU3KMHA THUAPOXJIOpUAa B obmactd oOT
200 no 400 HM [OMXKHBI HMETH MAKCHMYMBI
MornouleHus Mpu OgHOW U TOH e IJTNHe
BOJIHEI C JIOMYCTHMBIM OTKIOHEHHWEeM * 2
HM.

3 | Water / Bona

3.2% wiw /3,2%

Not more than 8.0 % / He 6onee 8,0 %

4 | Uniformity of dosage units /
OaHopogHOCTD
JA03HPOBAHMSH

29729

Acceptance value (AV) should be not more
than 15.0 / Iloka3aTens mnpUEMIIEMOCTH
(AV) nomxen GbiTs He 6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTBYET TpeGoBanusm HJL

Conclusion : APPROVED /
3akmouenne: ONOBPEHO
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Printed Date & Time (IST): 17-08-2024 11:06:40



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[ponykr: LeTpun, TableTKH, NOKPLITHIE MICHOUHOH 0GonoukoH, 10 mr

Batch No / B24025%94 Batch Quantity / : 955KG/
Cepus Ne O6beM cepuu 955 KI'
Analytical Report No / : 2002FP24001966 Date of Analysis / 16-08-2024
Ananutyieckuii otuer Ne JlaTa ananusa

Date of Manufacture / : 072024 Date of Expiry / 06/2027
JaTa npon3BoACTBa T'onen no

Analysis performed according ND / Ananuz nposeaen no H/T: TI N013283/01-130723

5 | Dissolution / PacTeopeHue Unit-1/ Tabn.-1 100% Not less than 80% (Q) of the labeled amount
- . = of  C,H,CIN,0O;-2HCI (cetirizine
Unit-2 / Tabn.-2 101% dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 98% 80 % (Q) OT HOMHMHANIBHOIO COIEpPXKaHUA
Unitd / Tabn-4 98% C,;H,5CIN,0O5-2HC1 (ueTupusuHa
auruapoxiopun) yepes 30 MuH.
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 101%
6 |Related Impurities by HPLC/
Poacreennble npumMecH
Impurity A / Ilpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %

. 0.005%) / Huwxe npenena = =
Impurity B / [Ipumecs B oBHapysxerns (T10 = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
[mpurity C / ITpumecs C 0.03% / 0.03% Not more than 0.2 % / He 6osee 0,2 %
Impurity D / I[Ipumece D Not detected / He o6Hapysx«eHa Not more than 0.2 % / He 6onee 0,2 %
Impurity E / [Tpumecs E Not detected / He o6rapysena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [lpumecs F Less than LOQ (LOQ = 0.023%) / Not more than 0.2 % / He 6onee 0,2 %

Any individual unidentified | Huke npenena konnuecTBeHHOro Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas eaMHnuHas | OMPEACIEHNs (IKO = 0,023%)
HeujIeHTHUIMPOBAHHAS Less than Limit of Detection (LOD =
HPHMECH 0.015%) / Huxe npenena
obuapyxenus (I10 = 0,015%)
0.07% / 0,07%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6osiee 2,0 %
CyMmma npumeceii
7 | Assay / KonnuecTBeHHOE 9.95 mg /9,95 mr Not less than 9.0 mg and not more than 11.0
ompee/eHue : 0 mg C,;H,5CIN,O4-2HC1 (cetirizine
DLSUOEE S dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 Mr
C,,H,5CIN,O4-2HC1 (uernpnznHa
auruapoxiopun) B Tabnerke (ot 90 % no
110 % OT HOMHHANBLHOTO COIEPHKAHUA).

Remarks : The Product confirms to ND/

IIpumeuanue: [lpoaykr coorBercTyeT TpeboBaHusM HJI

Conclusion : APPROVED /
3akarwuenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):

17-08-2024 11:06:40




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATU3A
Product : Cetrine film-coated tablets 10 mg
[poaykrt: letpuH, TabieTku, MOKPbITHIE MIeHO4YHOH obonouko#, 10 Mr
Batch No / B2402594 Batch Quantity / : 955KG/
Cepus Ne O6beM cepum 955 KI'
Analytical Report No / : 2002FP24001966 Date of Analysis / 16-08-2024
Aunanutnyeckuii otyet No JlaTa aHamu3a
Date of Manufacture / : 07/2024 Date of Expiry / 06/2027
JlaTa npousBoACcTBa I'onen 1o

Analysis performed according ND / Ananus nposeaen no HJI: TT N013283/01-130723

8 | Subdivision of tablets /
OanopoaHocTs Mace IpH
JI€ICHUH TA0JIETOK

Complies as prescribed /
CootBeTcTByeT TpeOOBaHUIM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTku COOTBETCTBYIOT TpeOOBaHUAM,

ecni He Oonee 1 eauHuunas mMacca
OTKJIOHsIeTes 3a mpenenst 85 % - 115 % or
cpenHeit MacchI. Tabnetkn He

COOTBETCTBYIOT TpeboBaHWAM, eciid Gonee
yem 1 MHAMBUAYalbHAs Macca OTKIOHIETCH
OT 3THX npedenoB wmk, ecnn |
UHAMBMAY&IbHAd Macca OTKJIOHAETCA 3a
npeneinst 75 % - 125 % oT cpeaHel Macchl.

9 |Microbiological purity* / Muxpo0unooradyeckast 4ucTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obiee uncno He Gonee 1000 KOE/r
a3pOoBHBIX MUKPOOPTaHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Obmee uncno He 6onee 100 KOE/r
JPOXOKEBBIX U MIECHEBLIX

rpuGoB

¢) Escherichia Coli Not Applicable Shell be absentin 1 g/

Otcyrcteue B 1 r

Remarks : The Product confirms to ND/
IIpumeuannue: [Ipoaykr coorseTcTBYET TpeboanusM HJL

Conclusion : APPROVED /
Zakaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Tpoaykrt: LleTpuH, TableTky, MOKPLITHIE MIIEHOYHO 0fomouKkoi, 10 Mr

Batch No/ B2402594 Batch Quantity / : 955KG/
Cepust Ne O6beM cepuu 955 KI'
Analytical Report No / : 2002FP24001966 Date of Analysis / 16-08-2024
AHanutudeckuii oryeT Ne JlaTta aHanu3a

Date of Manufacture / : 07/2024 Date of Expiry / 06/2027
JlaTta npousBoacTBa I'ogen no

Analysis performed according ND / Ananus npoeenen no HJ/I: TTN013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 Dblisters and patient
information leaflet in a carton. / Ilo
10 Tabnerox B
MBX/IIBJX//antoMuH1UeBOM
6mucrepe. Ilo 3 Gnucrepa BMecTe C
UHCTpYKLMEH MO  INPHMEHEHHIO
YNAKOBaHBI B MAYKy KaPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnetok B
IIBX/IIBJIX//amomunuesoM Gmmctepe. Ilo
2 viu 3 GaucTepa BMECTE C MHCTPYKLUMER 1O
NpPUMEHEHHIO  YMAaKoBaHbl B MAuKy
KAPTOHHYIO.

11

Labeling / Mapkuposka

According to ND / B cootBetcTBun ¢ HJJ

12

Storage conditions /

Xpaunenue

At temperature below 25 °C. / TIpu Temnepatype He Boiie 25 °C.

13

Shelf life / Cpok roanocru

3 years /3 roga

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIpoeodumcs npouzeooumenem npu 8binycke NEPUCOULECKU. O
xascoot 20-0i1 cepuu unu ne menee 1 paza e 200. Hoxazamens mosicem Goimo He exmoven 8 Cepmuguxam

ananuza upmet.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykt coorBercTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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