Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Tpoaykr: Lletpu, Tabnery, MOKPHITHIC MJIEHOHHONH 00OMOUKOH.

10 mr

Batch No / B2303376 Batch Quantity / : 955.000 KG/
Cepust Ne Obbem cepuu 955,000 KT"
Analytical Report No / 2002FP23002361 Date of Analysis / 13-10-2023
Anamarnueckni otget Ne Jlata aganuza

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
JlaTa npoun3BoacTea T"onen no

IIN013283/01 or 13.07.2023

Analysis performed according ND / Ananus nposeaen no HJI: TIN013283/01 dt 13.07.2023 /

Ne Test / ITokaszaTteab

Result / PesyabraThbl

Specification / Hopma

1 | Description / Ouncaunue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section,
/ Kpyriibie IBOSKOBBIIYKITbIE
TabNeTKH, OKPHITHIE TUIEHOYHOH
obonoukoi Oenoro LBeTa, ¢ pUCKOH
Ha oaHOi cTopone. Ha nonepeuHom
paspese spo Gesnoro ugera.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / KpyImble OBOSKOBHIIYKIbIE
TabJeTKH, TIOKPBITEIE TUICHOYHOMN
obonoukon Oeaoro wiM nourtu 6Henoro
uBeTa, C pPUCKOM Ha oaHOM cropone. Ha
nonepeyHoM paspese #Apo ot Genoro ao
noyTH 6enoro LBeTa.

Remarks : The Product confirms to ND/

IIpumeuanue: [IponykT cooTBeTCTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

lpoaykr: LleTpuH, TabneTkyn, NOKPLITHIE

nneHo4Hoi obonoukoi, 10 mr

Batch No / B2303376 Batch Quantily / : 955.000 KG/
Cepus Ne Ob6beM cepum 955.000 KI'
Analytical Report No / : 2002FP23002361 Date of Analysis / . 13-10-2023
Ananutuueckuii otyeT Ne Jlata ananusa

Date of Manufacture / 09/2023 Date of Expiry / . 08/2026
Jlata npov3BoACTEA Tonex 0

Analysis performed according ND / Ananus nposeaex no HJI: TTN013283/01 dt 13.07.2023 /

ITN013283/01 or 13.07.2023

2 | Identification. Cetirizine / Hoanuanocts. [leTHpusnn

1. HPLC/B32XX

Complies as prescribed /
CoorsercryeT TpeOOBaHHAM

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"). / Bpems ynepxuBaHus
OCHOBHOTO ~ MWKAa HAa  Xpomarorpamme
UCIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBAaTh BPEMEHH  YyepKUBAHMS
OCHOBHOIO MMKa Ha  XpOMaTorpaMMe
pacreopa CTaHAAPTHOrO obpasua
LIETUPU3UHA rHAPOXJIOPUAA (pasnen
«KonmuuecTBeHHOE OIpEAC/IEHHEY ).

2. UV spectrophotometry /
VO-criekrpodoTomeTpusa

Complies as prescribed /
CootsercTByeT TpeGOBaHUAM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of £2 nm. / VY®d-cnekrpsl
MOIIOIIEHMs] MCOBITYEMOTO pacTBOpa H
pacTBopa CTaHIAPTHOIO obpazia
LETHPU3UHA THUAPOXJIOpUAa B 00JacTH OT
200 g0 400 HM NO/DKHBI UMETb MAKCUMYMbI
MOTJIOWEHUS] MPU OJHOM M TOW XKE JUINHE
BOJIHBI C JOIYCTHMEIM OTKJIOHEHHeM *+ 2
HM.

3 | Water / Boaa

3.2%w/iw/32%

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

4 | Uniformity of dosage units /
OanopoaHOCTD
JA03UPOBAHHA

4.8/4,8

Acceptance value (AV) should be not more
than 15.0 / [loxa3zarens TpHEMIEMOCTH
(AV) nomxken 651Th He Gomnee 15,0,

Remarks : The Product confirms to ND/
l'[pnmellanne: HDO,HVKT COOTBCTCTBYET

Tpebopanusam HJT

Conclusion : APPROVED /
3akarouenne: OJIOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Iponykr: IleTpuH, TabaeTku, NOKPbITbIE MIEHOUHOH 060n04Ko#H, 10 Mr

Batch No / B2303376 Batch Quantity / : 955.000 KG/
Cepust Ne O6bem cepun 955,000 KI'
Analytical Report No / 2002FP23002361 Date of Analysis / 13-10-2023
Ananutudeckuii otdyer Ne JaTa aHanu3za

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
JlaTa nponzroacTea ToneH no

Analysis performed according ND / Ananus npoeeaet no HII: TIN013283/01 dt 13.07.2023 /

[1N013283/01 or 13.07.2023

5 | Dissolution / PacTBopenue

Unit-1/ Ta6n.-1 98%
Unit-2 / Tabn.-2 99%
Unit-3 / Tabn.-3 98%
Unit-4 / Tabn.-4 98%
Unit-5 / Ta6n.-5 100%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of C,,Ho5CIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) or HOMMHANLHOTO coaepKaHKA
C,1H,5sCIN,O5-2HC (ueTvpusuHa
Juruapoxopun) depes 30 Mum.

6 |Related Impurities by HPLC/
PoacTBeHHbIE NPUMeECH

Impurity A / TIpumecs A Less than Limit of Detection (LOD =
. 0.005%) / Hwxe npencna
InourtyBrAlpmcerD oGuapyxenus (10 = 0,005%)
Impurity C/ Tpumecs C 0.02% / 0.02%
Impurity D / Tipumecs D Not detected / He 0GHapy*eHa
Impurity E / [1pumecs E Not detected / He obHapyskeHa
Impurity F / HpHMer F 004% / 0 04%
Any ‘individual unidentified [ ess than Limit of Detection (LOD =
impurity / Jobas eauHnuHas 0.015%) / Hioke npeaena
HeHICHTHPHIMPOBAHHAA obuapysenus (T10 = 0,015%)
NRkNeCE 0.08% /0,08%

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

Not more than 0.2 % / He 6omnee 0,2 %

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

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

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

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

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

Total impurities /
CyMMa npumeceit

0.2%/0,2%

Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KonudyecTBeHHOE
onpeeieHue

9.95mg /9,95 mr
99.5% 1 99,5%

Not less than 9.0 mg and not more than 11.0
mg C,H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,;H55CIN,O5-2HCI (ueTupuzuna
auruapoxiopua) B Tabnerke (ot 90 % mo
110 % OT HOMHHAJILHOTO COJIEPIKAHMA).

Remarks : The Product confirms to ND/

Ipumeyanne: IlponykT coorBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
Saxkmoyenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[poaykr: IleTpuH, TaGNeTKY, MOKPLITHIE NJIEHOYHOM 060/10uK0#H, 10 MI

Batch No / B2303376 Batch Quantity / : 955.000 KG/

Cepusa Ne O6bem cepuu 055,000 KT’

Analytical Report No / 2002FP23002361 Date of Analysis / 13-10-2023 |
AnamutHaeckuii orger Ne Jara ananuza

Date of Manufacture / 09/2023 Date of Expiry / 08/2026

JaTa npon3BoacTBa Tonex no

Analysis performed according ND / Ananns nposeaet no HJI: TTN013283/01 dt 13.07.2023 /

T1N013283/01 ot 13.07.2023

8 | Subdivision of tablets /
OasopoaHOCTH Mace NPH
JeJICHUH TADJIeTOK

Complies as prescribed /
CooTreTcTBYeT TpeOOBaHUAM

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. /
TabneTkd COOTBETCTBYIOT TpeboBaHusM,
ecni  He Oonee 1 envMuuunas  macca
OTKIIOHAeTCA 3a mpenensl 85 Y% - 115 % or
cpenHeit MaccEbl. TaGnerku He
COOTBETCTBYIOT TpeGoBaHusAM, ecan Gonee
yem 1 MHAKMBHYaJIbHAS MAcca OTKIOHAETCS
OT 3TUX  MpeAenoB MW, ecaud 1
HHIAYMBHOYyalIbHAsAd Macca OTKIOHAETCS 3a
nipenesnst 75 % - 125 % ot cpenneit Macchl.

9 |Microbiological purity* / MakpoOnoJoruyeckas YHcTOTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61mee gucio He 6onee 1000 KOE/r
aspOOHbIX MUKPOOPTraHM3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / OGuiee urcno He 6onee 100 KOE/r
JPOGOKEBBIX W NIIECHEBBIX

rpu6os

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

OtcytetBue B 1 ¢

Remarks : The Product confirms to ND/
Ilpameuanne: IlponykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Tpoayxt: LeTpuH, TabaeTKy, NOKPbITHIE NJICHOUHOH 060noukoi, 10 Mr

Batch No / B2303376 Batch Quantity / : 955.000 KG/
Cepus Ne O6bemM cepum 955,000 KI"
Analytical Report No / 2002FP23002361 Date of Analysis / 13-10-2023
AHanmATHYeCKUH oTdeT No Jara ananuza

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
JlaTa nponzsoacTea T'open no

Analysis performed according ND / Ananus nposeaen no HJI: TTN013283/01 dt 13.07.2023 /
TTN013283/01 or 13.07.2023

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / ITo
10 TabsieTok B
NBX/TIBAX//amoMunreBOM
6nuctepe. [lo 2 Gnucrepa BMmecTe ¢
MHCTPYKUMEH N0 [PUMEHEHHIO
YIAKOBaHbI B NAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 rabnerox B
TMIBX/TIBJTX//antomunueBom Guucrepe. Tlo
2 unu 3 6micTepa BMeCTe C MHCTPYKIIMEH Mo
NpUMeHeHHIO  YNAaKOBaHbl B IAa4Ky
KAPTOHHY!O.

11 | Labeling / Mapkunposka According to ND / B coorsercruu ¢ H/J

12 | Storage conditions / At temperature below 25 °C. / [Tpu Temneparype He Boiue 25 °C,
XpaHeHue

13 | Shelf life / Cpox rognocTn 3 years /3 ropa

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The fest can
be absent in the Certificate of Analysis / [Ipogodunica npouzeooumnienem npu Gelnycre neprooutecKu; onl
Kaxcooii 20-0ti cepuu unu ne aenee 1 paza 8 200. [loxazamens modicein Goine He 6xmoven 6 Cepmughuxam

ananuza QupmoL.

Remarks : The Product confirms to ND/
TMpumeyanue: [Iponykr cooreTcTBYET TpeboBanmaM HJL

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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