CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

[ Product : Cetrine film-coated tablets 10 mg
Ipoaykr: Lerpun, TabaeTKH, OKPHITHIE [IEHOYHOH obonoukoii, 10 Mr

Batch No / B2402971 Batch Quantity / : 955KG/
Cepus Ne Ob6wem cepin 955 KT
Analytical Report No / 2002FP24002241 Date of Analysis / i 16-09-2024
AHanuTayeckuii otuer Ne [ara ananusa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
Jlara npouasoactsa Ionen o

Analysis performed according ND / Anaus nposezex o HJT: ITN013283/01-130723

Uncontrolled Copy

Ne Test / Ilokaszatens Result / PesynbTaThi Specification / Hopma T

1 | Description / Onucaune White colored, round, biconvex film- | White or off-white colored, round, biconvex
coated tablets with a break line on film-coated tablets with a break line on one
one side. White core on cross section. | side. White to off-white core on cross
/ KpyTutbie ABOAKOBBITyKIIBIE section. / Kpyrisle OBOSKOBEI MyKJIbIE
TabNeTKH, NOKPEITHIE IEHOYHOH TabneTky, NOKPBITEIE TUIEHOYHOH

060omouKoit Genoro useta, ¢ puckoit | 06onouKoit Oemoro wmu moutn Genoro
Ha 0JIHOH cTopone. Ha nonepeunom UBE€Ta, C PUCKOH Ha oAHOM cropone. Ha
paspese s71po Gernoro BeTAa. TIONIEPEYHOM pa3pese sApo oT 6emoro mo
no4TH OEIoro 1BeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanne: Mpoaykr COOTBETCTBYET TpeboBannsam HJJ 3axmouenne: OJIOBPEHO
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. CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Tpoayxr: Ierpun, Tabnerky, MOKPEITEIC MIIEHOYHOH 000s104K0H, 10 Mr

AHamutHueckuii oTueT Ne

Batch No / B2402971 Batch Quantity / : 955KG/
Cepus Ne O6sem cepun 955 KI'
Analytical Report No / 2002FP24002241 Date of Analysis / ¢ 16-09-2024

Jara ananuza

Date of Manufacture /
Hara npoussoacrea

: 08/2024 Date of Expiry / ;0722027

oaen no

Analysis performed according ND / Aramus nposenen o HJL: TT N013283/01-130723

2 | Identification. Cetirizine / oaaunnocTs. Hetupusun

1. HPLC/B3XX

Complies as prescribed /
CootserctByeT TpeboBaHuIM

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 ynepxusanus
OCHOBHOTO INMKa Ha XPOMAaTOrpaMme
MCIBITYEMOTO pacTBopa DOJDKHO
COOTBETCTBOBATh BPEMEHH  YIEPKHBAHMAS
OCHOBHOTO THKA Ha XPOMarorpamme
pacTBopa CTaHJIAPTHOTO obpasia
LETHPH3NHA THIPOXJIOpHAA (pazmen
«Konuzecrsennoe onpenenenmen).

Uncontrolled Copy

2, UV spectrophntometry /
Y®-cnexrpodoromerpus

Complics as prescribed /
Coortsercteyer TpeboBanusm

The UV-specttum 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. / V®-cmextpsr
TIOTTIOICHMS.  MCHBITYEMOTO DPacTBOpa M
pacTBopa CTaHAAPTHOIO obpasma
UETHPU3HHA THAPOXJIOpHIA B 0OJACTH OT
200 x0 400 M TOKHBI HMETH MAaKCHMYMBI
[OTTIOINCHUS. TIPM OOHOM M TOH K€ JUIMHE
BOJIHEI C JONYCTHMEIM OTKIOHEHHEM + 2
HM.

3 | Water / Boaa

3.4% wiw / 3,4%

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

Onnuoponnocts
HAO3UPOBAHMS

4 | Uniformity of dosage units /

2.8/2,8

Acceptance value (AV) should be not more
than 15.0 / Iloxasarens npuemizemoctu
(AV) nomxen 6uiTs HE 6onee 15,0,

Remarks : The Product confirms to ND/
Tpumeuanue: Mpoayxr CooTBETCTBYET TpeboBannam HJL

Conclusion : APPROVED /
3axnrogenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar

Page 2 of 6

Printed Date & Time (IST):  17-09-2024 15:04:59




CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| Tpoayxr: Lletpun, TafneTky, MOKpHITHE WICHOHOH obonmouxoii, 10 mr

Batch No / B2402971 Batch Quantity / : 955 KG/
Cepus Ne O6nem cepun 955 KTI"
Analytical Report No / 2002FP24002241 Date of Analysis / 16-09-2024
Anamatraeckuit otueTt Ne Jlara anamuza

Date of Manufacture / : 08/2024 Date of Expiry / 07/2027
Mara nponssojcrea logen no

Analysis performed according ND / Anayus nposegen 1o HJT: IT N013283/01-130723

5 | Dissolution / Pacreopenue

Unit-1 / Ta6.-1 99%

Unit-2 / Tabn.-2 102%
Unit-3 / Ta6mn.-3 100%
Unit-4 / Tabun.-4 101%
Unit-5 / Ta6n.-5 102%
Unit-6 / Tabi.-6 101%

Not less than 80% (Q) of the labeled amount
of Cz] H25C1N203 -2HC1 (cet'irizine
dihydrochloride) after 30 min. / He menee
80 % (Q) or HOMMHAIBHOrO CcOmEpXaHuUs
C21 H25C1N203 -2HC1 (llmpHBHHa
DUruapoxyopun) depes 30 MumH.

PoncTrenHbIe TpuMecH

6 |Related Impurities by HPLC/

Impurity A / Tlpumecs A

Impurity B / Ilpumecs B

Impurity C / Ilpumecs C

Impurity D / TIpumecs D

| Not detected / ne oGHapyxeta

Impurity E / lIpumecs E

Impurity F / I[Tpumecs F

Any individual

HEUICHTHQHUIHUPOBAHHAS
IIPHMeCh

unidentified
impurity / Jlobas egmuau4nas

Not detected / He oBHapyxena.

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

Not detected / He oBHapyxeHa.

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

Not detected / He 0GHapyxeHa.

0.05% / 0,05%

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

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

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

Less than Limit of Detection (LOD =
0.015%) / Huxe npenena
obnapyxerus (I10 = 0,015%)

0.07%/0,07%

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

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

Uncontrolled Copy

Total impurities /
Cymma npumeceii

0.1%/0,1%

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

7 | Assay / Konn4uectBenHOe
onpeneneaue

10.02 mg/ 10,02 mr
100.2% / 100,2%

Not less than 9.0 mg and not more than 11.0
mg C21 H25C]N2032HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mr
CyH35CIN,05-2HC1 (uetnpusisa
auruapoxnopua) B tabnerke (ot 90 % mo
110 % or HomMuHaIBEHOTO Coaepsanus).

Remarks : The Product confirms to ND/
Ipumeuanwue: MNpoaykr COOTBETCTBYET Tpebosauuam HJT

Conclusion : APPROVED /
3akniouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Printed Date & Time (IST):

17-08-2024 15:04:59




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

Hpostyxr: Llerpun, Tabnerxu, MOKPLITEIC MIEHOYHOH 06051040, 10 Mr

Batch No / B2402971 Batch Quantity / : 955KG/
Cepus Ne O61beM cepun 955 KI°
Analytical Report No / 2002FP24002241 Date of Analysis / 16-09-2024
Ananutuuecknit oryet No Jlata ananuza

Date of Manufacture / : 08/2024 Date of Expiry / 07/2027
Jlara nponssojacraa Tloaen no

Analysis performed according ND / Anamms nposenen o HJI: ITTN013283/01-130723

8 | Subdivision of tablets /
Onnopoanocts Mace npn
NeJIeHUH TalJIeTox

Complies as prescribed /
CootserctByeT TpeGoBaHHIM

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. /
Tabnetkn cOOTBEICTBYIOT —TpeGoBaHMAM,
ecmu He Oomee | enmmuyHas Macca
OTKJIOHSIETCS 32 mpeaensl 85 % - 115 % ot
cpeanei MAacchl. Tabnerku HE
COOTBETCTBYIOT TpeboBauusaM, ecau Golee
4eM | MHIMBHAYaTbHAS Macca OTKIOHAETCH
OT 3THX 1OpedenoB wiW, ecmd |
WHTWRWIYATRNAS MAacCa OTWIONAOTOL 54
npenenst 75 % - 125 % ot cpenHeit Maccrl.

9 |Microbiological purity* / MukpoGHoorudeckas yucrora*

a) Total Aerobic Microbial
Count / O6wee uncno
23pOOHEIX MUKPOOPTaHH3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6mee uuciio He 6onee 100 KOE/r
APOXOKEBBIX U [LIECHEBBIX

rpubor

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

OrcyrctBue B 1 1

Remarks : The Product confirms to ND/

IIpumeuanwue: [Tpoaykr CooTBEeTCTBYET Tpebosannuam HJI

Conclusion : APPROVED /
3axaouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Printed Date & Time (IST):

17-09-2024 15:04:59




Uncontrolled Cooy

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A

[ Product ; Cetrine film-coated tablets 10 mg

[Tposayxr: Llerpun, TaGerxu, MOKPLITHIC IICHOYHOH 000104k, 10 Mr

Batch No / B2402971 Batch Quantity / : 955KG/

Cepusi No O6bemM cepun 955 KI'

Analytical Report No / 2002FP24002241 Date of Analysis / 16-09-2024
ARanmutnaeckuii otuer No Jara ananuza

Date of Manufacture / : 08/2024 Date of Expiry / 07/2027

Jlara npousroacrea logen g0 ]

Analysis performed according ND / Ananus nposeaeH o HJ: IT N013283/01-130723

10 | Packaging / Ynaxoska

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / ITo
10 Tabnetox B
IBX/TIBJX//amomuuneBoM
6imcrepe. Ilo 3 6muctepa BMecte ¢
WHCTpYKUHMEH 10  NpUMEHEHHIO
YTIaKOBAHEI B NaYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabuerox s
NBX/MBAX//amomunnesom 6nncrepe. ITo
2 umm 3 Gucrepa BMeCTE ¢ MHCTPYKUMEH IO
UDHMEHEHUIO ~ YNaKOBAHKI B mauky
KapTOHHYIO.

11 | Labeling / MapknpoBka

According to ND / B cooTsetcTRuH © HJ

12 | Storage conditions /

Xpanenne

At temperature below 25 °C. / ITpu Temneparype ue Beiue 25 °C.

Shelf life / Cpok roanocTa

L13

3 years /3 roga

*lest is performed periodically with the interval of I fiom
be absent in the Certificate of A nalysis /
kasicdoli 20-oii cepuu unt ne yvenee |

aHanuza pupme.

20 batches, or at least once a year. The test can
! Hposodumen npoussodumeien npu suinycke nepuodudecku. onn
paza 6 200. Hokazameas Moxcem 6sime ne gmoven g Cepmugburam

Remarks : The Product confirms to ND/
Ilpumeuanne: lpojyxr coorsercryeT TpeboBannsm HJJ

Conclusion : APPROVED /
3axawgenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Cooy

ELECTRONIC SIGNATURES

|Dr.Reddy’s @

Title

B2402971

Document No.
- Version

QUA-FT02-3428
- 1.0, CURRENT

Approved Date

17-Sep-2024
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