CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Cetrine film-coated tablets IO—Eng
 IIponykr: Hetpun, TabneTKH, HOKPBITHIC IICHOYHOH 0607104KO#, 10 Mr

Batch No / B2401362 Batch Quantity / : 955.000KG/
Cepusa Ne o ObreM cepiit 955,000 KI"
Analytical Report No / : 2002FP24001024 Date of Analysis / 26-04-2024
| AHaIUTHYeCKHi oTyeT Ne Mara ananuza
Date of Manufacture / : 04/2024 Date of Expiry / 03/2027
| JlaTa npou3BOACTBA Tlonen o

Analysis performed according ND / Axanu3s nposeaet o HJI: I N013283/01-130723

Ne Test / Iloxa3zaTeb

Result / PeayasTaTthl

Specification / Hopma

Uncontrolled Copy

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriiple TBOSKOBBIITYKIIBIE
TaOJIeTKH, TOKPBITHIE IIEHOYHON
0605104KO# 6eTI0T0 1BETA, C PUCKOH
Ha oiHOM cropoHe. Ha monepeynom
paspese sa1po 6eyoro nBera.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white corc on cross
section. / Kpyrnsie ABOSKOBBIITYKJIbIE
TabJIeTKH, TIOKpBITBIE IJIEHOYHO#H
000I0YKOM Oemoro WIH T1ioutd  GEIoro
IIBETa, C PUCKOH Ha OHHOM cropome. Ha
[OTIEPEYHOM paspese IIp0 oT Geroro mo
mouTH 6eNToro UBETA.

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoayxT cooTBeTCTBYET TpebopanusmM H]I

Conclusion : APPROVED /
3Zakarwuenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH@HKAT AHAJIM3A

[ Product : Cetrine film-coated tablets 10 mg
[ponyxt: IleTpuH, TabueTKn, NOKPHITHIE IIIEHOUHON 060104K0H, 10 MI

]

Batch No / : B2401362 Batch Quantity / £ 955.000KG/
Cepus Ne O6pemM cepnn 955,000 KT"
Analytical Report No / : 2002FP24001024 Date of Analysis / : 26-04-2024 —
AnannTuyecKuid oTyer Ne JlaTa ananusa
Date of Manufacture / ¢ 04/2024 Date of Expiry / o 03/2027

| JlaTa mpou3BoACTBA Tonmen no

Analysis performed according ND / Ananus nposeznes no HJI: IT N013283/01-130723

2 | Identification. Cetirizine / IlognuunocTb. IleTHpH3UH

1. HPLC/B32XX

Complies as prescribed /
CooTtBeTcTByET 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"). / Bpemsa ynepxusanus
OCHOBHOTO IIMKA Ha  XpomaTorpamMme
HCIIBITYEMOTO pacTBopa LOJDKHO
COOTBETCTBOBaTh BPEMEHM  yIep KMBaHUA
OCHOBHOIO INHKAa HAa  XpoMmaTorpamMme
pacTBOpa CTaHZapTHOT'O obpasiia
LIeTUPU3HHA TUIPOXIIOpUAA (pasmen
«KonnyecTBEHHOE ONPECIICHUE ).

2. UV spectrophotometry /
Y®-cuektpodoTomeTpus

Complies as prescribed /
CooTBercTBYET TPEOOBAHUAM

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®-coektpsl
MOIVIOIIEHUS HCIBITYyEeMOrO  pacTBopa H
pacTeopa CTAHAapPTHOTO obpasua
LETUPU3KHA THAPOXJIOpuIa B 00IacTu oT
200 mo 400 HM NOMKHBI UMETH MAKCHMYMEL
MOMJIONIEHUS TIPU OAHOM W TOH e ATHHE
BOJIHEI C JIONMYCTAMBIM OTKJIOHEHHeM + 2
HM.

3 | Water / Boaa

2.2% wiw / 2,2%

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

4 | Uniformity of dosage units /
OaHopoaHOCTD
JM03MPOBAHUA

2.712,7

Acceptance value (AV) should be not more
than 15.0 / Iloka3zaTtenbs OPUEMIIEMOCTH
(AV) momxeHn GbiTh He Gosee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoxykr coorBercTBYeT Tpebosanmam HJ[

Conclusion : APPROVED /
Sakmouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar....,

Page 2 of 6

Printed Date & Time (IST): 27-04-2024 17:51:55



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
ponyxr: Terpui, Tabnerku, NOKPLITHE TUIEHOMHON 060101K0f, 10 Mr

£ 955.000KG/

omnpeaecaecHne

101.3% / 101,3%

Batch No / B2401362 Batch Quantity /
| Cepus Ne O6BeM cepiu 955,000 KI"
Analytical Report No / 2002FP24001024 Date of Analysis / 26-04-2024
| AganuTiueckui oraer Ne Mara aHanusa
Date of Manufacture / : 04/2024 Date of Expiry / 03/2027
| Jlata npouseojcTEa Tojicn jio
Analysis performed according ND / Ananns nposenen no HJI: ITN013283/01-130723
5 | Dissolution / PacTBopenne Unit-1/ Ta6.-1 99% Not less than 80% (Q) of the 1abeled amount
- ) B of  CyHysCIN,05-2HCI (cetirizine
Orii=2 /Tat.=2 100% | dinydrochloride) after 30 min, / He mesice
Unit-3 / TaGm.-3 100% 80 % (Q) oT HOMUHAIBHOTO comepKaHHs
. C21HpsCIN,O5°2HC (ueTnpusnHa
- - 0,
Unit-4 / Tabn.-4 99% nuruapoxiopun) yepes 30 Mugy,
Unit-5 / Tabmn.-5 100%
Unit-6 / Tabn.-6 99%
6 |Related Impurities by HPLC/
PoacrBeHHbIE PUMeECH
Impurity A / Ilpumecs A Less than LOQ (LOQ = 0.019%) / Not more than 0.2 % / He 6051ee 0,2 %
: Hwxe npenena KOIUIECTBCHHOIO =
Impurity B / IIpumecs B onpenenerns (IIKO = 0,019%) Not more than 0.2 % / He 6omnee 0,2 %
1 0,
Impurity C / IIpumecs C 0.01%/0,01% Not more than 0.2 % / He 6oee 0,2 %
Impurity D / Tlpumecs D Less than Limit of Detection (LOD = Not more than 0.2 % / He 6oi1ee 0,2 %
Impurity E / Tlpumecs E 0.006%) / Huxe npeaena Not more than 0.2 % / He Gouee 0,2 %
- o [10 = 0,006
Impurity F / TIpumecs F OOHApYRCHIA %) Not more than 0.2 % / He 6omee 0,2 %
— - - Not detected / ne oOHapykeHa
Any individual unidentified Not more than 0.2 % / He 6omee 0,2 %
impurity / Jio6as emuauanas | 0.03%/0,03%
HeHJICHTHOUUMPOBAHHAS Not detected / ne 06Hapyxena
MPUMECH
0.07%/0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KonnuecTBennoe 10.13 mg/ 10,13 mMr Not less than 9.0 mg and not more than 11.0 |

mg C,H,5CIN,0O5-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr 10 11,0 Mr
C,,H,sCIN,O;-2HCI (uetupuzuna
puranpoxnopun) B tabnerke (or 90 % mo
110 % OT HOMHHAIBHOI'O COJIEPIKAHUA).

Remarks : The Product confirms to ND/

IIpumeuanue: IHponykr coorsercTyet TpeboBanmsam HJI

Conclusion : APPROVED /
3axnwuenue: OJJOGPEHO

WI-GLOB-QA-0669-2.0

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

27-04-2024 17:51:55



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

| Product : Cetrine film-coated tablets 10 mg

| Tpoayxr: Hetpus, TaGiuerku, HOKphITLIC 1eHOMHOHA 0607104K0H, 10 Mr

Batch No / B2401362 Batch Quantity / : 955.000KG/ N
| Cepist No O6bem cepudd 955,000 KI"
Analytical Report No / 2002FP24001024 Date of Analysis / 26-04-2024 |
Ananuruiueckui oryet No Jarua ananuza
Date of Manufacture / 1 04/2024 Date of Expiry / 03/2027
| Hara npou3BOACTBA T'open o -

Analysis performed according ND / Ananus nposezes no HJT: TT N013283/01-130723

8 | Subdivision of tablets /
OnHopoaHOCTHL Mace NPH
AeJeHMH TA0JIeTOK

Complies as prescribed /
CoOTBeTCTBYET TPeOOBaHHAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the avcrage 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  TpeOOBAHUAM,
ecmn He OGomee 1 eawHmyHas Macca
OTKJIOHSIETCS 3a Tpenensl 85 % - 115 % or
cpenHei MacChL. TaGnerkn HE

COOTBETCTBYIOT TPeOOBAHUAM, eciau Goiee
ueM | MHAMBHAYAIbHAs Macca OTKIOHSIETCS
OoT OTHX TIpefenoB  Wim, ecau |
MHIUBHAYaJdbHAsd Macca OTKIOHSETCA 3a
npenenst 75 % - 125 % oT cpenHei Macchl.

9 |Microbiological purity* / Mukpo6uonoruieckasi yucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6mee qucio He 6oiee 1000 KOE/r
a3poOHBIX MUKPOOPraHM3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61ee yucno He 6onee 100 KOE/r
JPOMOIKEBBIX M IIECHEBBIX

rpubos

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

OrcyrcTrRue r 1 1

Remarks : The Product confirms to ND/

ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBanmsM HJ

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

[Iposyxr: Lierpuu, Tabnerxu, HOKphithie mieHo4dHo# 060n0ukod, 10 Mr B N
Batch No / B2401362 Batch Quantity / 955.000 KG / |
| Cepua Ne N | O6BeM cepuH 955,000 K"
Analytical Report No / 2002FP24001024 Date of Analysis / 26-04-2024
AHaJIMTHUECKURA OTYET Ne Jara ananuza
Date of Manufacture / 1 04/2024 Date of Expiry / 03/2027
| Jara nponssojicTsa T'open a0

Analysis performed according ND / Anaimu3a uposenes no HJT: TTN013283/01-130723

10

Packaging / Ynaxopka

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / Ilo
10 TadIeTOK B
TIBX/TIBJAX//antoMuHyeBOM

6auctepe. o 2 Gnuctepa BMecTe C
HHCTPYKIHEH 1O  IPUMEHEHHIO

YIIaKOBAHBI B ITaUKy KapTOHHYO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 TtaGnerox =B
[IBX/IIBIX//anmromMunneBoM  6mmctepe. ITo
2 win 3 GaucTepa BMECTE C UHCTpYKIMeH o
NPUMEHEHUIO  YIIAKOBAHBI B Mauky
KapTOHHYO.

11 | Labeling / MapkupoBka According to ND / B cootBerctsun ¢ HJ

12 | Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He pbime 25 °C.
Xpanenue

13 | Shelf life / Cpok rognocTn 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 6bINYcKe NEPUOOULECKU. 0N
Kxaoicoot 20-oti cepuu unu ne menee 1 pasa 6 200. [Toxazamens modcem bvimo He sxmoyen ¢ Cepmucpuxam

ananuza gupmot.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoayxT cooTBeTCcTBYET Tpebopanmsam HJT

Conclusion : APPROVED /
Jaxiarouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

B2401362

Title

Document No.
- Version

QUA-FTO02-3175
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