Ulicuniug oticeu woupy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[poaykr: Llerpnn, tabiacTku. NOKpLITEE IEHOYHOK 060/104K0ii, 10 Mr

AHamurrueckuil oTuet No

Batch No / B2401362 Batch Quantity / : 955.000 KG/
Cepua No O6beM ceprn 955,000 KI"
Analytical Report No / 2002FP24001024 Date of Analysis / : 26-04-2024

Jlara aranuza

Date of Manufacture /
JaTa npon3BoACTBa

['ogen o

: 04/2024 Date of Expiry / . 03/2027

Analysis performed according ND / Ananus nposeact no HJT; ITTN013283/01-130723

Ne

Test / IlokazaTeb

Result / PesyabTatnbl

Specification / Hopma

1

Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrbie JBOSKOBBIITYKJIbIC
TabNETKH, TIOKPHITHIE TNICHOYHOM
0605104K0M OEIOr0 IBETA, C PUCKOH
Ha oqHoii cTopore. Ha monepeunom
paspese aapo 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. / Kpyrmiele  ABOSKOBBITYKIIbIC
TaOIEeTKH, TIOKPHITHIC IIJIEHOYHOH
oboyoukol Oenoro WM pouytd 6€JI0ro
LBETA, ¢ PUCKOM Ha OZHOM ctopone. Ha
TIOTIEPEYHOM pa3pese apo or Oesnoro A0
nouTu 6eI0ro 1BETA.

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpoaykr coorsercTByeT Tpebosanuam HJL

Conclusion : APPROVED /
Zaxarouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Ulicui g ulieu woupy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Mpoayir: LlcTpui, TabNeTKH, HOKPBITHIC IFICHOUHOH oboaoukoii, 10 Mr

Batch No / ¢ B2401362 Batch Quantity / : 955.000 KG/
Cepns Ne O6beM cepri 955,000 KI'
Analytical Report No / : 2002FP24001024 Date of Analysis / : 26-04-2024
Ananurnueckuii otyer No Jara ananuza

Date of Manufacture / : 04/2024 Date of Expiry / » 0372027
Hara npoussojctsa I'osien 1o

Analysis performed according ND / Ananus nposezaes no HII: ITN013283/01-130723

2 | Identification. Cetirizine / [lognmunnoctb. Llerupusun

1. HPLC/B2XX

Complies as prescribed /
CootBeTCTBYET TPeOOBAHUIM

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 ynepxuusanus
OCHOBHOTO TNHKA HAa  XpOMATOrpaMme
HCIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH  yIACPIKHBAHHS
OCHOBHOIO NHMKa HAa  XpOMarorpamme
pacteopa CTaHJAPTHOTO obpasua
LETHPH3UHA THAPOXJIOpHAA (paszen
«KonuuecTseHHOE onpeACIIeHue)).

2. UV spectrophotometry /
Y ®-cniexkrpodoTomMeTpHs

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHMIM

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
[OIJIOIIEHUS HCIBITYEMOTO pacTBopa u
pacTBopa CTaHIAPTHOTO obpasma
LETUPU3NHA THAPOXJIIOPHAA B OONACTH OT
200 mo 400 HM JODKHBI UMETh MAKCUMYMBI
MOTJIOMICHHUST TIPH OAHOM M TOH XK€ JJIMHE
BOJHBI C JOIYCTHUMBIM OTKJIOHCHHEM *+ 2
HM.

3 | Water / Boga

2.2% wiw /[ 2,2%

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

4 | Uniformity of dosage units /
OapHopoaHoCTL
JO3HP OBAHHS

2.712,7

Acceptance value (AV) should be not more
than 15.0 / Tlokazarenp IPHEMIEMOCTH
(AV) nomxen OwiTh HE Gosee 15,0.

Remarks : The Product confirms to ND/

HMpumeuanue: [Mpoayxr coorBeTcTBYET TPeOOoBanmsaM HJL

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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UIILULILUIIEU WUpPY

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Cetrine film-coated tablets 10 mg
F[]g(u\':cl: Llerpun, TabneTRI, NOKPLITHIE IEHOYHON obonouxoii, 10 Mr
Batch No / B2401362 Batch Quantity / : 955.000 KG /
Cepus Neo O6beM cepun 955,000 KI'
Analytical Report No / 2002FP24001024 Date of Analysis / 26-04-2024
AHamuraaeckuii otuet No Jlara anammsa
Date of Manufacture / : 04/2024 Date of Expiry / 03/2027
| Jlata mpousBoacTBa [ ogen jgo

Analysis performed according ND / Ananu3 nposeaes no HJI: [IN013283/01-130723

5 | Dissolution / PacrBopenne

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

Not less than 80% (Q) of the labeled amount
of Cz 1 H25CIN 203 2HCI (CCtiI‘iZiI’lG
dihydrochloride) after 30 min. / He mecnee
80 % (Q) or HOMUHAIBHOTO COACPIKAHUSA
C,H,5CIN,O5-2HCI (ueTupusuHa
Juruapoxaopun) uepes 30 mun.

6 |Related Impurities by HPLC/
PopcTBennbie mpuMecH

Cymma npumeceit

Impurity A / TIpumecs A Less than LOQ (LOQ = 0.019%) / Not more than 0.2 % / He 6onee 0,2 %
. Hroke npezaena KOMMIeCTBEHHOrO 5 .
Impurity B / ITpumecs B onpeaener (ITKO = 0,019%) Not more than 0.2 % / He 6osee 0,2 %
Impurity C/ ITpumecs C 0.01% /0.01% Not more than 0.2 % / He Gouee 0,2 %
Impurity D / [Ipumecs D Less than Limit of Detection (LOD = Not more than 0.2 % / He 6onee 0,2 %
Impurity E / Tlpumecs E 0.006%) / Hmxe mpeaena Not more than 0.2 % / He Gonee 0,2 %
= o6Hapysxenus (I10 = 0,006%)
Impurity F / ITpumecs F Not more than 0.2 % / He 6onee 0,2 %
e - - Not detected / ve oGHapyx eHa
Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlobas eaummnas | 0.03% /0,03%
HeMACHTHQHIMPOBAHHA Not detected / He oGHapyeHa
HPHUMECh
0.07%/0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KonuuecTBeHHOE
onpeaeeHHe

10.13 mg /10,13 mr
101.3%/101,3%

Not less than 9.0 mg and not more than 11.0
mg C,1H,5CIN,0O;3-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 mr
C21H25C1N2O3 2HCI (I_IeTI/I'pI/I3I/IHa
aurugpoxmopun) B tabaerke (ot 90 % no
110 % OT HOMHHATEHOTO COACPIKAHMS).

Remarks : The Product confirms to ND/

IIpumeuanne: [Tpoayxr coorsercTByeT TpeboBanmsm HI

Conclusion : APPROVED /
3axarouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Ulicunyulicu woupy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
lMpoayicr: Llerpun, TabaeTku, DOKPHITHE MIEHOUHOH obonoukoH, 10 Mr

Batch No / B2401362 Batch Quantity / : 955.000 KG/
Cepust No OGbem cepii 955,000 KI"
Analytical Report No / 2002FP24001024 Date of Analysis / 26-04-2024
AHanurnuecknii otuet Ne Hara ananusza

Date of Manufacture / . 04/2024 Date of Expiry / 0372027
Jara npoussoacTsea l'oaen a0

Analysis performed according ND / Ananu3 nposeaen o HJI: TIN013283/01-130723

8

Subdivision of tablets /
OaHopoaHOCTH MACC IPH
JAeJIEHHH TA0JIeToK

Complies as prescribed /
CootgeTcTBYET TPEOOBAHIIM

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. /
TabneTk# COOTBETCTBYIOT —TpPeOOBAHUSM,
ecni He Oomee 1 exaunmuHas Macca
OTKJOHSETCs 3a mpegensl 85 % - 115 % or
cpeaset MacChl. Tabnerkn HE
COOTBETCTBYIOT TpeOOBaHMAM, eciu Oojee
yeM | MHAMBHAYyaNbHAS Macca OTKIOHSCTCS
OT O3TUX DHPEeNnoB ik, ccad |
WHOUBHAyATbHASI MacCa OTKJIOHACTCS 3a
npenenst 75 % - 125 % or cpeaneit Maccsr.

Microbiological purity* / Mukpo6uonornueckas 4ucrora*

a) Total Aerobic Microbial
Count / O6uiee uncno
a’pPOOHBIX MUKPOOPTaHU3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / OGiiee yucio
APONOKEBBIX H TICCHEBBIX
rpuboB

Not Applicable

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

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OrcyrctBue B 1 1

Remarks : The Product confirms to ND/
Mpumeuanue: Ilpoayxr coorBeTcTBYET TpeboBanmsam HJT

Conclusion : APPROVED /
Jaxmouenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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U1 ILUTILLUIIEU LUpPY

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Mpoayicr: Letpus, Tabaerki, NOKPLITHIC IUICHOYHOH 0007104K0H, 10 Mr

Jlata npousBoacTBa

Toaen g0

Batch No / B2401362 Batch Quantity / : 955.000 KG /
Cepust Ne O6beM cepult 955.000 KI'
Analytical Report No / 2002FP24001024 Date of Analysis / 26-04-2024
Ananuruucckuii otuet No Hara ananusa

Date of Manufacture / 1 0472024 Date of Expiry / 03/2027

Analysis performed according ND / Ananns nposeaes no HJI: TTN013283/01-130723

10 | Packaging / YnakoBka

10

blister.

2 blisters

o

10 tablets in PVC/PVDC//aluminum
and patient
information leaflet in a carton. / Tlo
Tabnerox

[IBX/ITBJIX//antoMuHHEBOM
6mucrepe. [To 2 Omucrepa BMecTe ¢
HHCTPYKUHEH
YIIAKOBAHBI B [AYKY KAPTOHHYIO.

B

MMPUMCHCHHIO

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / ITlo 10 Tabnerox B
MBX/TIBJX//amomunneBom Gnucrepe. [lo
2 wiu 3 Gnuctepa BMECTE C MHCTPYKIMEH 10
NMPUMCHCHHIO  YNAKOBAaHBI B MAYKY
KapTOHHYO.

11 | Labeling / MapkupoBka

According to ND / B coorsercrauu ¢ HJI

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / Tlpu Temneparype He Boime 25 °C.

13 | Shelf life / Cpox rognocTu

3 years / 3 roga

*Test is performed periodically with the interval of I from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIpoooumcsi npouzgooumenem npit 6bINycKe NEPUOOUHECK: ONa
Kkaoicooti 20-oti cepuu unu ne menee 1 pasza 6 200. [lokazamens movem 6vims He exnover ¢ Cepmuguram

aHANU3A YupMmboi.

Remarks ;: The Product confirms to ND/

Mpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusM HJ1

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Ulnuuliuviiceu wupy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

Title

B2401362

Document No.
- Version

QUA-FT02-3175
- 1.0, CURRENT

Approved Date

27-Apr-2024

e

Prepared By P00021162 Latha Dasi 27/04/2024
156:16:25
Reviewed And P00034556 V Krishna Nimmakayalal  27/04/2024
Approved By 16:05:25
Approved By QA P00050127 Ajay Kumar..... 27/04/2024
17:46:58
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