Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

| Product : Cetrine film-coated tablets 10 mg

[Mpoayxr: Llerpun, TabneTKH, DOKPBITHIE NICHOYHON 000104K0ii, 10 M

Batch No / B2303498 Batch Quantity / : 955.000 KG/

Cepus Ne O6beM cepui 955,000 KI"

Analytical Report No / 2002FP23002490 Date of Analysis / 29-10-2023 h
AHAIHTHYCCKHH OTUET No o Hara ananusa

Date of Manufacture / 09/2023 Date of Expiry / 08/2026 N
JlaTa mpoM3BOACTBA T'ogeH oo

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananu3 nposeaex no HJI: TTN013283/01 dt 13.07.2023 /

Ne Test / Iloxazarenn

1 | Description / Ouncanue

White colored, round, biconvex film-
coated tablets witly @ break line on
one side. White core on cross section.
/ KpyriaBIc JBOSIKOBBIMTYKIIBIC
TabNeTKH, OKPHITHIE MICHOYHOMH
000J104K0i1 6eJI0T0 1BETA, C PUCKOH
HA OJHOM cropoxe. Ha momepeyHoM
paspese 1apo 6esIoro uBeTa.

Result / PesyabTarni

Specification / Hopma

White or off-white colored, round, biconvex
film-coated tablets with a break line on vne
side. White to off-white core on cross
section. / Kpyriele JABOSKOBLIMYKIIBIE
TAOIETKH, TOKPBITHIC TIEHOYHOM
obonoukoii Oemoro WIM HOYTH OEnoro
IBETA, C PHCKOW Ha OAHOH crtopone. Ha
MIONICPEYHOM pas3pese sAapo0 OT Oenoro Ao
noutu 6e10ro UBETA.

Remarks : The Product confirms to ND/

Ipumeyaune: ITpoayxT cooTBeTcTBYCT TpeboBaHmIM HJT

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

Product : Cetrine film-coated tablets 10 mg

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3IA

Mpoaykt: llcTpuH, TAGACTKH, NOKPHITHIC MICHOUHOM 000104k, |0 MP

 955.000KG/

Batch No / B2303498 Batch Quantity /

Ccpus No O0bem cepun 955,000 KI"
Analytical Report No / 2002FP23002490 Date of Analysis / 29-10-2023
AnamuTH4cCKUU oTUCT No JlaTa ananusza

Date of Manufacture / 09/2023 Date of Expiry / 08/2026

Jara npoun3BoACTBa I'omen oo

Ana]ysis performed according ND / Ananus nposesaes o HJT: T N013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

2 | Identification. Cetirizine [ Hoxmauoctn. Herupusng

1. 1IPLC/B2XX

Complies as prescribed /
CoOoTBCTCTBYCT TPCOOBAHMAM

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 yuaeprkuBaHus
OCHOBHOTO IHKA HA  XPOMATOTPaMMC
HCITLITY CMOTO pacTBopa JOJDKHO
COOTBETCTBOBATb BPCMCHH Y ACPIKHBAHUSL
OCHOBHOTO  MHKa HA  XPOMATOTpaMMC
pacTsopa CTaHJAPTHOTO obpa3ua
LETHPU3UHA THAPOXJIOPHIA (pasnen
«KOJMHUCCTBCHHOE OIIPEACICHHEY).

2. UV spectrophotometry /
Y®-cnekrpopoTroMeTpHs

Complies as prescribed /
CootBeTcTBYET TpeOOBAHMAM

The UV-gpectrum 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
MOTJIOMICHHST MCIBITYEMOTO PAcTBOpa H
pacTeopa CTAHAAPTHOTO obpasua

HETUPU3MHA THAPOXJIOPHAA B OOIacTu or
200 no 400 HM AOJDKHBI UMCTh MAKCHMY MBI
MOTJIOIICHUA TPH OJHOH M TOM K€ JJIHHC
BOJIHBI C JOIYCTUMBIM OTKJIOHCHHCM =+ 2
HM.

3 | Water / Boja

3.7% wiw /3,7%

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

4 | Uniformity of dosage units /
OO pO/UOCTT
JA03HPOBARMS

1.6/1,6

Acceptance value (AV) should be not more
than 15.0 / TloxazaTenp NPHEMICMOCTH
(AV) momxen 65iTh He 60€ee 15,0.

Remarks : The Product confirms to ND/

Mpnmeuanue: ITpoayKT COOTBEICTBY €T TpeOoBanmsM HJI

Conclusion : APPROVED /
Zakmoucnmne: OAOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHANTH3A

Product : Cetrine film-coated tablets 10 mg
poayxT: LicTput, TAGACTKH, IOKPLITHIC NICHOUHOM 060104K0H, 10 M

Batch No / B2303498 Batch Quantity / D 955.000 KG/
| Cepua No O0beM cepun 955,000 KI'

Analytical Report No / 2002FP23002490 Date of Analysis/ 29-10-2023

AHAanUTHUYCCKUH OTUCeT Ne Jlata ananusa

Date of Manufacture / 09/2023 Date of Expiry / 08/2026

Jara nponsBoacTB lozem 10

I1NO13283/01 or 13.07.2023

Analysis performed according ND / Anann3 nposeaes no HJI: TINO13283/01 dt 13.07.2023 /

5 | Dissolution / PacTBopenie

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

Not less than 80% (Q) of the labeled amount
of  CyH,;CIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He mence
80 % (Q) OT HOMMHAIBHOTO COICPIKAHUS
C,H55CIN,O5-2HCI (ucTupusuHa
JUCHAPOXJIOPH) uepes 30 MUH.

6 [Related Impurities by HPLC/
PoacTBeHIlbIC IPHMECH

Impurity A/ Ipumecs A

Impurity B / Ilpumecs B

Impurity C/ IIpumecs C

‘Impurity D / [Tpumecs D

Impurity E / I1pumccs E

Impurity F / I1pumecs F

Any individual unidentificd
impurity / Jlrobas cauHHIHAA
HECHACHTH(DHLIMPOBAHHAS
MPHMECH

Less than Limit of Detection (LOD =
0.005%) / Hmxe npeaena
obuapyxenus (I10 = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Hoxe npenena kOTHYECTBEHHOT O
omnpeacneHus (ITKO = 0,010%)

Less than Limit of Detection (LOD =
0.006%) / Huke npenena
obuapysxenns (ITO = 0,006%)

Not detected / He oOHapyKkeHa

Not detected / He 0OHapyxkeHa
Not detected / He 0OHapyxeHA
0.08% / 0,08%

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

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

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

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

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

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

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

Total impurities /
Cymma npumeceit

0.2%/0,2%

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

7 | Assay / Kosmmsecrsennoe
ompejaeeIne

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

Not less than 9.0 mg and not more than 11.0
mg C,,H,5CIN,O5-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 Mr
C5H;35CIN,O;3-2HCL (UCTHPH3HHA
nuraapoxaopun) B tabnerke (o1 90 % mo
110 % 0T HOMHHAJIBHOTO COJCPIKAHUS).

Remarks : The Product confirms to ND/
Ipumeyanne: [TpoayxT coorseTcTBYET TpeboBanusM HJI

Conclusion ;: APPROVED /
3akmouenne: Q1IOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg

[IpoaykT: LIcTpUH, TAOJICTKH, MOKPHITHIC MACHOUHOI 000110uK0#, 10 Mr

Batch No / B2303498 Batch Quantity / : 955.000 KG/
| Cepus Ne O0BeM cepun 955,000 KI' |
Analytical Report No / 2002FP23002490 Date of Analysis / 29-10-2023

AnamurHucckuii oTuet No Jlata ananmsa

Date of Manufacture / 09/2023 Date of Expiry / 08/2026

Jlara mpousBoacTBd "onen 10

Analysis performed according ND / Anann3 nposeaet o HJI: TI N013283/01 dt 13.07.2023 /
I1 N013283/01 ot 13.07.2023

8

Subdivision of tablets /
O/11r0 poaANoCThH MACC NPT
acaennn r1adaerox

Complies as prescribed /

CooTBeTcTByeT TPEOOBAHHIM

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. /
TabneTkun  COOTBETCTBYIOT — TPEOOBAHHSIM,
ecad He Oonce 1 eauHHuUHAS — Macca
OTKNOHACTCs 32 mpeaensl 85 % - 115 % or
cpeaHei MAcCCHIL. Tabnerku HC
COOTBETCTBYIOT TPEOOBAHMAM, eciu Oonee
yeMm | MHIAMBHAYANBHAS MACCA OTKIOHACTCS
OT 3TUX OpeaenoB  umd, ecmu |1
WHIMBHAYaANbHASA MAacca OTIUIOHACTCS 3a
npeacast 75 % - 125 % o1 cpemHe# MacChl,

Microbiological purity* / Muk

poGiosiorneckas yncrora®

a) Total Aerobic Microbial
Count / Obuee uuciio
A3POOHBIX MHKPOOPTAHU3MOB

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

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

b) Total Combined Yeast and
moulds count / O611ee UHCTI0
JIPONOGKEBBIX M [IJICCHEBBIX
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/
OrcyTcrByers I

Shell be absentin 1 g/
OrcyrctBue B | r

Remarks : The Product confirms to ND/
IIpnmeuanue: [Tpoaykr cooTBercTBYeT TpeboBanmsiM HJL

Conclusion : APPROVED /
Zakmoucunuc: ONOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATTI3A

Product : Cetrine film-coated tablets 10 mg
| [lpoayxr: L{cTpHH, TAGACTKH. TOKPHITHIC IICHOUHOM 060104KO0H, 10 Mr

Baich No / B2303498 Batch Quantity / : 955.000 KG/

Cepust Ne B O6neM cepuu 955,000 KT -
Analytical Report No / 2002FP23002490 Date of Analysis / 29-10-2023

AnanuTnycckui oTieT No JlaTa aHanm3a

Date of Manufacture / 09/2023 Date of Expiry / 08/2026

Jlata npou3BoACTBA I'oacH 10

| I1 NO13283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposeacn no HJI; IT N013283/01 dt 13.07.2023 /

10 | Packaging / Ynakopka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabJIETOK B
[IBX/TIB JAX//amoMAHEEBOM
omuctepe. [To 3 Gmucrepa BMECTE C
UHCTPYKIMECH N0  IPUMECHEHMIO
YDAKOBAHBI B MAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 rTabnerox B
[IBX/TIBIX//amomuuueBoM Onucrepe. T1o
2 w3 OaHcTEpa BMECTE C HHCTPYKIMCH 1O
OPHMCHCHHMIO ~ YMAKOBAHBI B TAYKY
KapTOHHYIO.

11 | Labeling / MapxupoBka

According to ND / B coorsetcTBHM ¢ H/I

12 | Storage conditions /
Xpauenne

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

13 | Shelf life / Cpox roanocrn

3 years/ 3 roga

ananusq Qupmei.

Uncontrolled Copy

*Test is performed periodically with the interval of 1 from 20 balches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIpogooumcs npousgooumenei npu Gulnycke NepuooHyecKi. Oia
Kaxcooti 20-o0ii cepuu wiu ne menee 1 pasza ¢ 200. lloxazamens Mooicem 6uime ne gronover ¢ Cepmuguxam

Remarks : The Product confirms to ND/
Ipnmeyanue: [Tpoaykr cooTBeTcTBYET TpeboBaHisiM HJT

Conclusion : APPROVED /
Zakmouenve: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

ELECTRONIC SIGNATURES Dr.Reddy’s @3¢

B2303498

Title

Document No. | QUA-FT02-2713
! Approved Date |29.0ct-2023
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Reviewed And P00034556 V Krishna Nimmakayala|  29/10/2023
Approved By 21:08:30
Approved By QA P00050127 Ajay Kumar..... 29/10/2023
22:19:41

Page 6 of 6




