Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

[ Product : Cetrine film-coated tablets 10 mg

| poayxrt: LleTpun, TabneTKu, HOKPHITHIEC IIEHOYHOM 0607104KOM, 10 MI

Batch No / B2402277 Batch Quantity / : 955 KG/
| Cepust Ne O0beM cepuu 955 KI'

Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024 R
| AHAIMTHYECKHH 0T49eT No Jara aHanusa e

Date of Manufacture / 06/2024 Date of Expiry / 05/2027 -
 JlaTa npou3BoACTBa T'onen no

Analysis performed according ND / Auanus nposenes no HJ[: IT N013283/01-130723

Ne Test / [Toka3zaTein Result / Pe3yabTaThl Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ KpyTible JBOSKOBHITYKIIBIE
TabJIeTKH, TOKPHITEIE TIFICHOYHOH
o6onoukoii 6enoro 1BeTa, ¢ pHCKOi
Ha oJHo# cTopone. Ha nonepeynomM
paspese saapo 6e10ro nBeTa.

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. / Kpyrable IBOSIKOBLIMYKIIBIE
TabIeTKy, TTOKPBITBIE MICHOYHOMH

obosoukoii 6ejoro WIM TMoutH 6eyoro
I[BETa, C PHCKOM Ha ogHOM cropone. Ha
MIOMEPEYHOM pas3peze AApo OT 6emoro 10
oYTH OeIToro IBETA.

Remarks : The Product confirms to ND/

IIpumeuanune: IIpoayxr cooTBeTcTBYeT TpeboBanmsm HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AIIAJIHU3A

Product : Cetrine film-coated tablets 10 mg

| [poaykr: LieTpnH, Ta6neTkM, NOKPHITHIE MIEHOUHON 000I0M KO, 10 Mr B
Batch No / B2402277 Batch Quantity / ¢ 955KG/
Cepusi Ne O0BeM cepui 955 KT’
Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024
Ananuruydecknit oruer Ne Jara aHanvza
Date of Manufacture / 06/2024 Date of Expiry / 05/2027
JlaTa npousBoACTBa T'onen no ]

Analysis performed according ND / Ananu3 nposesen no HJI: TIN013283/01-130723

2

Identification. Cetirizine / logaunHocTh. IeTHpU3INT

1. HPLC/B3XX

CooTBeTCTBYET TpeOOBaHUAM

Complies as prescribed /

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 ynmepxupanus
OCHOBHOTO [MKA Ha  XPOMAaTOrpaMme
HCHBITYEMOTO pacTBOpa JOJIKHO
COOTBETCTBOBATh BPEMEHH  yIepXKMBaHMs
OCHOBHOTO TIHKA Ha  XPOMAaTorpaMMe
pacrBopa CTAHIAPTHOTO obpastia
LEeTUPU3HHA CAAPOXJIOpUAA (paznen
«KonyecTBEHHOE OIpeIeNeHue).

2. UV spectrophotometry /
Y®-cnektpodoTomerpus

CoortBetcrByeT TpeOGOBAaHUAM

Complies as prescribed /

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®-cmexTps
MOIJIOMEHHST MCIBITYCMOTO  PacTBOpa U
pacTeopa CTaHJIapTHOTO obpasna
LETHPM3MHA THAPOXJIOpHJIa B 00JacTH OT
200 mo 400 HM JOMKHBI HMCTh MaKCHMYMBI
TOTJIOWICHMST TIPH OIHOHW W TOH e JUTHHE
BOJHEI C JONYCTHMBIM OTKJIOHGHHeM + 2
HM.

Water / Boaa

3.1% wiw/3,1%

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

Uniformity of dosage units /
OnauopoaHocTh
JA03HPOBAHMS

3.7/3,7

Acceptance value (AV) should be not more
than 15.0 / Ilokaszarenb NPHEMIEMOCTH
(AV) nomxen ObITh He bonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorseTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AIIAJIU3A

[ Product : Cetrine film-coated tablets 10 mg

| Ipoayxr: Iletpus, TabneTky, NOKPHITHIE MIEHOYHOH 000/104K0i, 10 MI

Batch No/ B2402277 Batch Quantity / : 955 KG/

Cepust Ne ObneM cepun 955 KI' -

Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024 -
Ananuruyeckuii oruer Ne [Jara ananuza - |
Date of Manufacture / 06/2024 Date of Expiry / 05/2027

[Hara npousBoicTBa I'osen mo

Analysis performed according ND / Ananns nposeaet no HJI: I N013283/01-130723

5 | Dissolution / PacrBopenue

Unit-1/ Tabn.-1 96%
Unit-2 / Tabn.-2 96%
Unit-3 / Ta6n.-3 96%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabmn.-5 97%
Unit-6 / Tabn.-6 98%

Not less than 80% (Q) of the labeled amount ‘
of C2|H25C1N203'2HC1 (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAIBHOTO COAEPKAHMS
C21H2501N203 -2HC1 (HBTI/IpI/BHHa
Jurpapoxiaopun) depes 30 Mun.

6 |Related Impurities by HPLC/
| PoicTBenHbIe IpUMecH

Impurity A / IIpumecs A

Impurity B / Ilpumecs B

Impurity C / [lpumecs C

Impurity D / ITpumecs D

Impurity E / IIpumecs E

Impurity F / IIpumecs F

Any individual unidentified
impurity / Jlrobas emuuudIHas
HEUICHTU(ULHPOBAHHAS
NpHUMech

Less than Limit of Detection (LOD =
0.005%) / Huxe npenena
obuapyxenus (ITO = 0,005%)

0.01%/0,01%
Not detected / He obHapyxeHa
Not detected / e obnapyxeHa
0.02% /0,02%

Less than Limit of Detection (LOD =
0.015%) / Hmxe mpenena
obnapyxenus (I10 = 0,015%)

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 6onee 0,2 %

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

Not more than 0.2 % / He 6o1ee 0,2 %

Not more than 0.2 % / He 6omee 0,2 %
Not more than 0.2 % / He 6oiee 0,2 %

Total impurities /
CymMmMa npumeceit

0.1%/0,1%

Not more than 2.0 % / He Goxnee 2,0 %

7 | Assay / KosinyecTBeHnHOe
onpejeJieHHe

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

Not less than 9.0 mg and not more than 11.0
mg C21H25C1N203‘2HC1 (cetirizine
dihydrochloridc) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,H,5CIN,0O;-2HCI (uerupuznna
muruapoxnopun) B tabnerke (ot 90 % go
110 % OT HOMHUHAJIBHOI'O COIEPIKAHHUS).

Remarks : The Product confirms to ND/
Ipumeyanne: IIpoaykT coorsercTByeT TpebosanmsM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OIF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

 Iponyxrt: Lletpu, TabNeTKN, NOKPHITHIC NIICHOUHON 0001049K0#, 10 Mr

Batch No / B2402277 Batch Quantity / ¢ 955 KG/

Cepus Ne | O6weM cepuu 955 KT

Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024

Ananutuyeckuii oryer Ne Jlata aHanusa i
Date of Manufacture / 06/2024 Date of Expiry / 05/2027

MlaTa npoussoacTsa T"onex o

Analysis performed according ND / Ananu3s nposeaen no H/I: T1 N013283/01-130723

8 | Subdivision of tablets /
OaHopoAHOCTL Mace NpH
RelleHuu TabJIeToK

Complies as prescribed /
CooTBeTCTBYET TpebOBaHMUAM

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. /

TabmeTk COOTBETICTBYIOT TpPeGOBAHUAM,
ecan  He Oonee | enuHMuYHag Macca
OTKJIOHsSIETCA 32 mpenensl 85 % - 115 % ot
cpenHen MAacCCBHI. Tabnetkn He

COOTBETCTBYIOT TpeOOBaHHIM, eciaH Gojee
qeM | MHOUBUMIyallbHas Macca OTKIIOHSCTCS
OT 3TUX IOpejenoB win, ecan 1
WHJIIMBUAyaNbHAS Macca OTKIIOHAETCS 34
npexnest 75 % - 125 % oT cpennelt Macchl.

9 |Microbiological purity* / MukpoOuoaoruyeckas 4ucrora*®

a) Total Aerobic Microbial
Count / O61iee ynciio
a’poOHBIX MUKPOOPI'aHU3MOB

Less than 10 CFU/g /
Memnee 10 KOE/r

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

b) Total Combined Yeast and
moulds count / Ob1ee yucio
JIPOMOKEBBIX U TUTECHEBBIX
rpuboB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli

Absentin 1 g/
OrcyTcTByeTB 1 T

Shell be absentin 1 g/
OrcyrctBHe B 1 T

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykT cooTBeTCTBYET TpebGoBaHmsM HJI

Conclusion : APPROVED /
3axmwoyenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 4 of 6

Printed Date & Time (IST):

13-07-2024 18:54:31



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

 Ilpopyxr: IleTpuH, TabACTKH, MOKPBITHLE IUIEHOUHOH 0001104K0MH, 10 MI

Batch No / B2402277 Batch Quantity / : 955 KG/

Cepust Ne O0beM cepun 955KI"

Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024 -
Ananutnyucckuii orger No [Jara aHanusa

Date of Manufacture / 06/2024 Date of Expiry / 05/2027

Jara npon3BoAcTBa loxen oo

Analysis performed according ND / Ananu3 nposeae o HJ1: TIN013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Tlo
10 TabIeToK B
[IBX/IIBX//antoMuHHEBOM
6nuctepe. Ilo 2 Gauctepa BMECTE ¢
HHCTPYKIHEH [0  IPHUMCHEHHUIO
YIaKOBAHBI B 129Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 raGnerox =
MIBX/TIBAX//antomunneBoM Guucrepe. Ilo
2 wiu 3 BnucTepa BMECTe C MHCTpyKUMEH 110
NPUMEHEHUIO  YNAKOBAHBl B Qauky
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B cootBerctBnm ¢ HJ|

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / TIpu TeMueparype He Bbiiue 25 °C.

13 | Shelf life / Cpox roanocTn

3 years /3 rona

*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 / IIposodumcs npouseooumenem npu 8elnycke nepuoouteck. Ons
kaoicoou 20-oti cepuu unu ne mernee 1 pasa 6 200. Iloxazamens mooicem 6vimb He sxnioven 8 Cepmughuxam

ananusa upmel.

Remarks : The Product confirms to ND/
Ipumeuanue: Tpoaykr coorBercTByeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akmarouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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