Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Tpoaykr: [ lerpun, Tabnerkn, NOKPLITLIE nieHoYHoN 0osoukoi, 10 Mr

Batch No / : B2400481 Batch Quantity / ¢ 955.000 KG/
Cepust Ne O6bem cepun 955,000 KI©
Analytical Report No / © 2002FP24000410 Date of Analysis / . 21-02-2024 =
Ananurrndeckmii orueT Ne JlaTa ananmsa
Date of Manufacture / » 02/2024 Date of Expiry / . 01/2027
| JlaTa npoussoacTea 'ojen 1o

Analysis performed according ND / Autanus npoenen no HJI: T1 N013283/01
TTN013283/01 ot 13.07.2023

dt 13.07.2023 /

Ne Test / [loxazaTenan Result / Pe3yabTaThi

Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie JIBOAKOBBITYKITbIE
TabNETKH, [IOKPbITHIE [1JIEHOYHON
0605104KOI1 BeNoro LBeTa, ¢ PUCKON
H4 OJHOM cropoHe. Ha nonepeuHom
paspese aapo 6enoro LpeTa.

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. / Kpyrneie IOBOsKOBBINyKiIbie
TabJETKY, NOKPBITHIE [IJIEHOYHOMN
obonoukoi Oeoro MAM  TouTH Genoro
LBeTa, ¢ PHCKOMl Ha oaHOH ctopone. lla
[IONEPEUHOM paspese sSApo oT Genoro Jo
nouTy OeNoro UBeETa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [ponykr cooTBercTBYeT TpebGosanusm HJL 3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTU3A

Product : Cetrine film-coated tablets 10 mg
Iponyxkr: LleTpun, TabaeTku, NOKphIThIE M1eHOUHOH 0bonoukoi, 10 Mr

Batch No / : B2400481 Batch Quantity / © 955.000 KG/
| Cepus Ne O61eM cepuu 955,000 KT’

Analytical Report No / ¢ 2002FP24000410 Date of Analysis / o 21-02-2024

AHanuTH4YecKHui oTuet Ne JlaTa aHanv3a

Date of Manufacture / : 02/2024 Date of Expiry / o 01/2027

JaTa npoussoiacisa T"oneH go

TTIN013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposenen no HJ[: TIN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / Hoamuunoctsb. Lerupusun

1. HPLC/B3XX

Complies as prescribed /
CootBeTcTBYET TpeGOBAaHUAM

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 ynepxwBaHus
OCHOBHOTO  MHKA HAa  XpOMAaTOrpamme
HCIILITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBATh BPEMEHH  yICPIKUBAHHS
OCHOBHOrO TIMKa Ha  XpoMaTorpamme
pacTBopa CTaHIAaPTHOIO obpasua
LeTUpU3MHA rMAPOXI0pUAA (paznen
«KonunyecTBeHHOE OnpeAeneHHeY).

2. UV spectrophotometry /
Y®-cnekrpodoToMeTpus

Complies as prescribed /
CootBetcTBYET TPEOOBAHKAM

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®-cnekrpsl
[OIVIOWEHUS. WCIBITYEMOTrO pacTBopa H
pactsopa CTAHAAPTHOTO obpasua
NETHPU3UHA TUApoxJopuaa B obnacth ot
200 mo 400 HM JOJKHBI UMETH MAKCUMYMBI
NOMIOIEHUS TNpYU OJHOW M TOH e ANNHE
BOJIHBEI C JIONYCTUMBIM OTKJIOHEHHeM + 2
HM.

3 | Water / Boga

3.6% w/w / 3,6%

Not more than 8.0 % / He Gonee 8,0 %

4 | Uniformity of dosage units /
OanopoaHoCcTh
JA03UPOBAHUS

1.4/ 1,4

Acceptance value (AV) should be not more
than 15.0 / Tlokasarenb NpUEMIIEMOCTH
(AV) ponmxen 6biTh He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: IIpoayxr coorsercrayeT TpeboBansim HJL

Conclusion : APPROVED /
Zakmouenne: OJIOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHATI3A

Product : Cetrine film-coated tablets 10 mg
Mposyxr: Llerpun, Tabnerkn, NOKPLITLIC NieHouHol obonovkoii, 10 Mr

Batch No / . B2400481 Batch Quantity / : 955000 KG/
Cepus Ne O6beM cepun 955,000 KI'
Analytical Report No / 2002FP24000410 Date of Analysis / 21-02-2024
AHanuTHdeckuii otyeT No Jlata aHanm3a

Date of Manufacture / 02/2024 Date of Expiry / 01/2027

Jara nponssojcTia l'oieH go

Analysis performed according ND / Ananns nposezen no HJI: TIN013283/01 dt 13.07.2023 /
TTN013283/01 or 13.07.2023

5 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 100% Not less than 80% (Q) of the labeled amount
oy = o of C21H25C1N203'2HC1 (CetiriZine
Ui TaBes 28% dihydrochloride) after 30 min. / He menee
+Unit-3 / Tabn.-3 98% 80 % (Q) OT HOMMHANBHOIO COAEpXKaHUA
Unitd / Tabn.4 99% C,;H,5CIN,05:2HC] (ueTnpuznHa
ouruapoxsiopun) uepes 30 MUH,
Unit-5 / Tabn.-5 98%
Unit-6 / Tabu.-6 100%
6 |Related Impurities by HPLC/

PopcTBeHHbIE IpHMeCH

Impurity A / Ilpumecs A Less than LOQ (LOQ = 0.019%) / Not more than 0.2 % / He 6onee 0,2 %
. Hwmxe npenena KoJMYECTBCHHOTO = 5

Impurity B / ITpumecs B onpeencuus (KO = 0,019%) Not more than 0.2 % / He 6onee 0,2 %

Impurity C/ IIpumecs C 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %

Impurity D / IIpumecs D Not detected / He oGHapyeHa Not more than 0.2 % / He Gonee 0,2 %

Impurity E / ITpumecs E Not detected / e oGHapyskena Not more than 0.2 % / He 6onee 0,2 %

Impurity F / IIpumecs F 0.04% / 0.04% Not more than 0.2 % / He 6onee 0,2 %

Any individual unidentified | Not detected / ne oBHapyxKena Not more than 0.2 % / He 6onee 0,2 %

impurity / Jlrobas eauHu4HAas

HeuJeHTHULIMPOBaHHAS 0.08% /0,08%

NPUMECH

Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %

CyMmMa npumMeceit

Assay / KoanvecrsenHoe
onpeneieHne

10.00 mg / 10,00 mr
100.0% / 100,0%

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 mMr go 11,0 mr
C,,H,5CIN,0;-2HCI (uetupUzmHa
aurugpoxjaopun) B tabnerke (ot 90 % mo
110 % OoT HOMMHANBHOIO COACPIKAHMSA).

Remarks : The Product confirms to ND/
Mpumeuanne: Ipoayxr coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Sakawuenre: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page

3

of 6

Printed Date & Time (IST):

22-02-2024 18:06:18




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHAMH3A

Product : Cetrine tilm-coated tablets 10 mg
[Tposykr: LeTpin, TabneTky, NOKPLITLIC MJIEHOUHOM obonoukoit, 10 Mr

Batch No/ : B2400481 Batch Quantity / ©: 955.000KG/
Cepust Ne g O6bem cepun 955,000 KT’
Analytical Report No / 2002FP24000410 Date of Analysis / o 21-02-2024

AHanuTHueckuit otuet No

Jata aHanusa

Date of Manufacture /
JlaTa npon3BoICTBa

02/2024 Date of Expiry / . 01/2027

['omen mo

Analysis performed according ND / Ananus nposesen no HJI: TTN013283/01 dt 13.07.2023 /
I1NO013283/01 ot 13.07.2023

8

Subdivision of tablets /
OxHOPOAHOCTH MACC MPH
JleJIeHHH TabJIeToK

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHNAM

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 | individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTkn COOTBETCTBYIOT — TpebGOBaHUsIM,
ecii He Oonee 1 eaMHuyHas Macca
oTkJIoHseTcs 3a npeAensl 85 % - 115 % ot
cpenneit Macchbl. TaGnerkn He
COOTBETCTBYIOT TpeOOBaHMAM, ecnu Gonee
yeM | MHAMBMIIyanbHA Macca OTKIOHAETCS
OT 53THX IpenenoB  unMm, ecnu |
UHIMBHOyallbHas Macca OTKJIOHsSeTcs 3a
npenensl 75 % - 125 % ot cpenueii Maccbl.

Microbiological purity* / Muxpo6uonorudeckas yucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obiee amcno He 6onee 1000 KOE/r
adpoOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Obuiee uncio He 60onee 100 KOE/r
JPOMOKEBBIX U [UIECHEBbIX

rpuboB

¢) Escherichia Coli Not Applicable Shell be absent in 1 g/

OtcyrcTBHe B | I

Remarks : The Product confirms to ND/
Ilpameuanue: [IpoaykT cootBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 1
[Tponykt: LleTprH, TabNeTKu, NOKPLIT

0 mg
ble NJICHOYHOM 0Booukoid, 10 Mr

Batch No / . B2400481 Batch Quantity / : 955.000 KG/

Cepust Ne | O6bem cepumn 955,000 KT’

Analytical Report No / 2002FP24000410 Date of Analysis / 21-02-2024 =
AHanurHyeckuil otuet Ne JlaTta aHanuza

Date of Manufacture / 02/2024 Date of Expiry / 01/2027

Jlara mpousBoacTBa Ilogen no

Analysis performed according ND / AHanus nposeact o HJI: ITN013283/01 dt 13.07.2023 /

11 N013283/01 or 13.07.2023

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3  Dblisters and patient
information leaflet in a carton. / Ilo
10 Tabnerok B
TMBX/IBJIX//antoMMHHEBOM
6iucrepe. [lo 3 Oaucrepa Bmecre ¢
MHCTPYKIMER 110 NPUMEHEHUIO
YIAKOBAHBI B [1A4KYy KAPTOHHY.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabmetox B
[IBX/TIBX//antomuunesom Gaucrepe. Ilo
2 uny 3 GaMcTepa BMECTE C HHCTPYKLIMEH 110
OPUMEHEHUIO  YIIAKOBaHbI B MAuky
KapTOHHYIO.,

11 | Labeling / MapxupoBka According to ND / B cooreercTenu ¢ HJ

12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Boie 25 °C,
Xpanenue

13 | Shelf life / Cpox ronnocru 3 years/ 3 roma

*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 / IIposodumcst npouzeooumenem npu 6bINYCKe NePUOOULECKU. ONs
kaoicooti 20-0ti cepuu unu ne menee 1 pasa 6 200. Hoxazamens modicem 6oy 1e gronoven @ Cepmudpuxam

ananuza @upmol.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr cooTeTcTBYeT Tpeboanuam HJT

Conclusion : APPROVED /
3axumouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q’."

B2400481

Title

Document No. | QUA-FT(02-2996
- Version - 1.0, CURRENT

Approved Date

22-Feb-2024

Pre

22/02/2024

Printed By: K Narayana Swamy

pared By
17:39:06
Reviewed And P00043828 A Susmitha 22/02/2024
Approved By 17:41:18
Approved By QA P00019846 K Narayana Swamy 22/02/2024
17:59:21
Page 6 of 6

Printed Date & Time (IST): 22-02-2024 18:06:18




