Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[poaykr: LleTpHH, TaOJACTKH, MOKPLITHIC MICHOUHOM 00010 KO0MH, 10 MP

Batch No / : B2303209 Batch Quantity / : 955.000 KG/
[CepraNe Obnem cepun 955,000 KI"

Analytical Report No / : 2002FP23002354 Date of Analysis / 11-10-2023

AHayurayueckuit oTuet No Hara ananmsa

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

Jlara mpou3BOACTBA Tonen no

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananu3s nposeacu mo HJI; TI N013283/01 dt 13.07.2023 /

Ne Test / Hoxazare/in Result / PesyabTarnt

Specification / Hopma

coated tablets with a break line on

/ KpyTabie ABOSIKOBBIITY KIIBIC
TabJICTKH, IOKPHITHIC INICHOYHOM

paspese aapo 6enoro usera.

1 | Description / Onucaune White colored, round, biconvex film-

one side. White core on cross section.

000104K0} 6e10r0 1BETA, C PHCKOH
Ha oAHO¥ cropone. Ha monepeunom

section.
TabJICTKH,

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross

/" Kpyrmeie  IBOSIKOBBIITYKJIbIC

MOKPBITHIC

IUICHOYHOH

000JI04YKOif OEIOr0o HIH IOUTH OeNoro
IBETa, C PHCKOH HAa OXHOH cropome. Ha
MONEPEUHOM pa3pe3e AApo OT 6exoro o
oyt 6eJI0T0 LBETA.

Remarks : The Product confirms to ND/

Ipumeyanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

[poayxkr: LicTpuH. TAGACTKH, MOKPHITHIC MLNICHOUHOH 0001010, 10 Mr o o
Batch No / B2303209 Batch Quantity / 1 955.000 KG/
Cepus Ne - ObdbeM cepuu 955,000 KI'
Analytical Report No / 2002FP23002354 Date of Analysis / 11-10-2023
Ananuruuccruii oTuet No Jlata ananusa

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

JlaTa mpoM3BOACTBA T'ogeH 10

Analysis performed according ND / Ananus nposeaen no HJT; IT N013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

2 | Identification. Cetirizine / Iloamugocrn. Herppusun

1. HPLC/B2XX

Complies as prescribed /
CootBercTByeT TPeOOBAHUAM

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 ynep:xkuBammus
OCHOBHOTO MHKA HA  XPOMATOTPaMME
HCIIBITY €MOTO pacTeopa IOJDKHO
COOTBCTCTBOBATh BPEMEHH Y ACPIKUBAHUSL
OCHOBHOTO IIMKA HA  XPOMATOTPaMME
pacTeopa CTaHJAPTHOTO obpasua
LETHPH3UHA TUAPOXJIOPHIA (pazaen
«KonnuecTBCHHOE ONPEACICHHUEY).

2. UV spectrophotometry /
Y®-cnekrpopoToMeTpust

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHMAM

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 mm. / VY®-cnekrpsl
NOTJIOMCHHS HMCIBITYEMOTO  pacTBOpa H
pacTBopa CTAHAAPTHOTO obpasua
UCTHPH3HHA THAPOXJIOPHAA B 00IacTH OT
200 mo 400 HM AOJDKHBI HMETh MAKCUMYMBI
NOTJIOICHHUS TPH OJHOH U TOH JKE UIMHE
BOJIHBI C JOTYCTHMMBIM OTKIOHCHHMEM = 2
HM.

Water / Bopa 3.5% wiw /3,5%

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

Uniformity of dosage units / 6.9/6,9
Omiopoauocrn

A03UPOB AT

Acceptance value (AV) should be not more
than 15.0 / Tloxazatens NPHCMIICMOCTH
(AV) momxen OsrTh He Goaee 15,0.

Remarks : The Product confirms to ND/
IIpumeyarne: TpoaykT cOOTBETCTIBYET TpeboBanusiM HJL

Conclusion : APPROVED /
Zaxmoueune: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 2
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Uncontrolled Copy

Product ; Cetrine film-coated tablets 10 mg

 [1poayxkr: LicTpyH, TaGNCTKH, TIOKPLITHIE MIICHOYHOH 06010UK0H. 10 MT

CERTIFICATE OF ANALYSIS

CEPTUMHKAT AHAJIH3IA

© 955000 KG/

Batch No / B2303209 Batch Quantity /

Ceput Ne O6BeM cepum 955,000 KI'
Analytical Report No / 2002FP23002354 Date of Analysis / 11-10-2023
Ananmurnyuccruit oTueT No Jlata aHanu3za

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
JlaTa npou3BoACTBA ['oxeH 1o

Analysis performed according ND / Anann3 nposeaes no HJI: IT N013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

5 | Dissolution / Pacrsopenue

Unit-1/ Tabm.-1 96%
Unit-2 / Tabn.-2 96%
Unit-3 / Ta6un.-3 99%
Unit-4 / Ta6n.-4 99%
Unit-5 / Tabu.-5 100%
Unit-6 / Tabn.-6 96%

Not less than 80% (Q) of the labeled amount
of (3 HasCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He mecnee
80 % (Q) oT HOMHMHAJBPHOIO COACPIKAHHSL
C, H;35CIN,0;3-2HCI (ueTupusnHa
JUCAAPOXIIOpH ) uepes 30 MUH.

6 |Related Impurities by HPLC/
PojcrBennbie NpuMecH

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B

Impurity C / [Tpumecs C

Impurity D / Ipumvecs D

Impurity E / Ilpumecs E

Impurity F / ITpumecs F

Any individual unidentified
impurity / Jlio6as eguHuIHAS
HCUACHTH(HLHPOBAHHASL
NIPUMECh

Less than Limit of Detection (LOD =
0.005%) / Huxe npeaena
obuapy»enus (IO = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Hroxe npeaena KOMHYECTBEHHOTO
onpeaencumsi (ITIKO = 0,010%)

Not detected / ne oOHapyIKEHA
Not detected / e o6HapyxeHa
0.04% / 0,04%
Not detected / He 0OHapyKCHA
0.08% / 0,08%

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

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

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

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

Total impurities /
Cymma npumecer

0.1%/0,1%

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

7 | Assay / Ko.mnuecrsenuoe
onpe/e/ieHue

9.83 mg /9,83 mr
98.3% /98,3%

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 mr g0 11,0 Mr
C, H,5CIN,05-2HCI (ueTupH3HHA
nuruapoxiaopua) B tadaerke (ot 90 % mo
110 % OT HOMHHAJIBPHOTO COACPIKAHUS).

Remarks : The Product confirms to ND/

Mpumeuanne: [TpoaykT COOTBETCTBYCT TpeOoBanmsaM HJL

Conclusion : APPROVED /
Zakmouenuc: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

“Product : Cetrine film-coated tablets IOm_g B

Mpoavir: 1eTpuH, TaBICTKH, IOKPHITHIC IICHOUHOH 00010K0H, 10 Mr

Batch No / B2303209 Batch Quantity / ¢ 955.000 KG/ ]
Cepust No S ObnpeM cepun 955,000 KI'

Analytical Report No / © 2002FP23002354 Date of Analysis/ 11-10-2023

Anamurnucckuii otuer No Jlata ananusa

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

JaTa npou3soacTsa loaen 10

Analysis performed according ND / Axanu3 nposeacu no HJ[: IT N013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

8 | Subdivision of tablets /
Oauopoanocty, Mace npu

ACJACHHUH rabaeror

Complies as prescribed /
CoOTBETCTEYCT TPCOOBARMAM

The tablets comply with the test, if not more |
than 1 individual mass is outside the limite
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. /
TabneTku COOTBETCTBYIOT — TPEOOBAHHSIM,
ecim He Oonee | eamBHH4YHAs Macca
OTKJIOHACTCA 3a mpeaenst 85 % - 115 % or
Cpe/tHeH MACCHI. Tabnerku HC
COOTBCTCTBYIOT TpeOOBaHMAM, eciau Ooyiee
yem | MHAMBHIyandbHAS MacCca OTKIOHSETCS

OT JTHX OpPEOeNoB Wi, eciau 1
HHIUBHAYANBHAS Macca OTKJIOHACTCA 3a
npeacist 75 % - 125 % ot cpexHei MacchL.
9 |Microbiological purity* / Mukpoonosornueckas uncrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /

Count / Obwee yucao He 6onee 1000 KOE/r

a3pOOHBIX MUKPOOPTAHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /

moulds count / Ob1ee yucio He 6onee 100 KOE/r

JPOACKEBEIX U IJICCHCBBIX

rpuboB

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

OrcyrcrBue B 1 1

Remarks : The Product confirms to ND/

Mpumeuanuc: [Tpoaykr coorBercryer TpeboBanmsaM HJ

Conclusion : APPROVED /
Jakmouenue: OJOBPEHO

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

CEPTHOUKAT AHAITHU3A

Product : Cetrine film-coated tablets 10 mg
Ipoayxr: LlerpuH, TAGNCTKH, MOKPHITHIC MICHOUHON 0005104K0H, 10 Mr

Batch No / B2303209 Batch Quantity / © 955.000KG/
Cepmst Ne O6beM cepuu 955,000KI"
Analytical Report No / 2002FP23002354 Date of Analysis/ 11-10-2023
AHamuTHYCCKHI oTueT Ne Jlata ananusa

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
_JlaTa npou3BOACTBA Tozen o

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Axanu3 nposeaex no HJI: TI N013283/01 dt 13.07.2023 /

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
hlister 2. hlisters and  patient
information leaflet in a carton. / ITo
10 TabJIEeTOK B
[MBX/IB JIX//amoMUHHEBOM
oxmcrepe. [To 2 Onucrepa BMecTe C
HHCTPYKUMEH 10  NPUMCHEHHIO
YIAKOBAHBI B AYKY KAPTOHHYI).

10 tablets in PVC/PVDC//aluminum blister. |
2 or 3 hlisters and patient informatinn leaflet
in a carton. / Ilo 10 Tabnerox B
[MBX/TIBOX//amromunueBoM Gucrepe. Ilo
2w 3 6aucTepa BMECTE ¢ HHCTPYKIHMEH 1O
NPYMMCHCHUIO  YNAKOBAHBI B TAYKy
KAPTOHHYI0.

11 | Labeling / MapkunpoBka

According to ND / B coorsercTBum ¢ HJL

12 | Storage conditions /
XpaueHnue

At temperature below 25 °C. / IIpu remneparype He Bbiue 25 °C.

13 | Shelf life / Cpox roasocTtn

3 years/ 3 roma

aHanu3a QupmesL.

Uncontrolled Copy

*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 / IIpogeooumces npouszgooumenem npu sbinycke nepuooudecku: o
Kaoicdoti 20-0il cepuu unu ne menee 1 pasa e 200. Iloxasamens modcem Guims He axnioven @ Cepmughuxam

Remarks : The Product confirms to ND/
IIpumeyanue: ITIpoayKT cooTBETCTBY €T TpeGosanmsam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s ‘:..'

Title

B2303209

Document No.

QUA-FT02-2663
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