Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOLHKAT AHAJIU3ZA

Product : Cetrine tilm-coated lablets 10 mg
[Mpoaykr: Lierpun, 1TadacTen, NOKPLITEIE IICHOUHOH 000104K0M, 10 Mr

Batch No / B2303027 Batch Quantity / - 955000 KG/

| Cepua No B Obven cepiu 955,000 KI' =
Analytical Report No / 2002FP23002344 Date of Analysis/ ©11-10-2023

| AHa;HTHYECKHH OTUeT No - Jlara aHanuza
Date of Manufacture / 08/2023 Date of Expiry / o 07/2026

| Jlara npousBoACTBA T'oaeH no

TTN013283/01 ot 13.07.2023

Analysis performed according ND / Ananu3 nposenes no HJI: TT N013283/01 dt 13.07.2023 /

Ne Test / Hoxaszarenn

Result / Pesyantarni

Specification / Hopna

1 | Description / Onncanune

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrisie ABOSKOBBITY KJIbIC
TAaONETKH, TIOKPHITHIC IVICHOYHOM
000J104K0H OCI0TO LBETA, C PUCKOH
Ha OHO¥ cropoHe. Ha monepeynoM
paspese s4po 6e1010 LBeTA.

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. / Kpyrable  IBOSIKOBBIIYKIbIE
TaOIETKH, MOKPBITHIC MJICHOYHOM
000704YKkOl O€JIOr0 MM IOYTH OENoro
1BeTa, ¢ pPHCKOH Ha OAHOHM cropomne. Ha
HONEPEYHOM paspese sapo OT 6enoro o
nouru 6emoro uBera.

Remarks : The Product confirms to ND/
Ipumeyanne: [IpoavkT cooTBeTCTBY €T TpeOoBaHusIM HJL

Conclusion : APPROVED /
Jakmoueune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 1 of 6



Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 g
Mpoaykr: LleTpuH. TabJCTKH, MOKPBITHIC TIICHOYHOH 060104KO0H, 10 Mr

T N013283/01 ot 13.07.2023

Batch No / B2303027 Batch Quantity / ; 955.000 KG /
Cepma Ne . O0BeM ceprn 955,000 KI'
Analytical Report No / 2002FP23002344 Date of Analysis / : 11-10-2023
Ananuruyeckuit otuer No Jata ananusa n

 Date of Manufacture / 08/2023 Date of Expiry / : 07/2026

| JlaTa npoM3BOACTBA T"oncH 10

Analysis performed according ND / AHanns I'EOBC,E[CH o HJI; TIN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / Hopanuuocrn. Hernpusun

1. HPLC/B2XX

Complies as prescribed /
CooTaeTcTBYeT 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 yaepxuBanus
OCHOBHOTO IHKA HA  XPOMATOTPAMMEC
HCIIBITY EMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPCMCHH Y IEPXKHBAHMSI
OCHOBHOTO  TWKAa  HA  XPOMATOTpAMME
pacTBopa CTAHAAPTHOTO obpasua
HECTUPH3HHA THAPOXIOPHIA (paszaen
«KOMHICCTBEHHOE OTIPEACICHHUEY).

2. UV spectrophotometry /
Y®-cnexTpo(poToMETpHS

Complies as prescribed /
CooTBeTCTBYCT 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 mnm. / VY®-cnexrph
MOTJIOICHKSI HCIBITYEMOIO  PacTBopa H
pacrBopa CTaHZAPTHOTO obpasua
LETUPU3HHA THAPOXJIOPHAA B 00IacTd oOT
200 mo 400 HM AOJDKHBI HMECTH MAKCHUMYMBbI
TOTJIOIICHUS NPH OJHOM W TOHM K& IJIUHE
BOJIHBI C JONMYCTHUMBIM OTKJIOHGHHEM * 2
HM.

3 | Water / Bopa

3.4% wiw /3,4%

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

4 | Uniformity of dosage units /
OaHopoANOCTT
JIO3APOB AL

78178

Acceptance value (AV) should be not more
than 15.0 / Tloxazatens IPHEMICMOCTH
(AV) momwxen ObiTh HE Oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeyaune: ITpoaykT cooTBeTCTBYCT TpebopanusaM HJL

Conclusion : APPROVED /
Jakmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Mpoayer: Llerpun. TaSACTKH. TOKPHITHIC TICHOYHOH 000104K0iH, 10 Mr

Batch No / B2303027 Batch Quantity / 1 955.000KG/
| Cepust No O6xneM cepun 955,000 KT _
Analytical Report No / 2002FP23002344 Date of Analysis/ 11-10-2023
Anamuruucckuii otyer No Jlata aHanu3a .
Date of Manufacture / 08/2023 Date of Expiry / 07/2026
Jara npoM3BOACTBA TogeH oo

Analysis performed according ND / Anamu3 nposeaes o HJI: TI N013283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

OIIPECTCTICHUE

99.7% 1 99,7%

5 | Dissolution / PacrBopenie Unit-1/ Ta6a.-1 97% Not less than 80% (Q) of the labeled amount
. 3 of  CyHasCIN,O5-2HCI (cetirizine
e p dihydrochloride) after 30 min. / He mcHee
Unit-3 / Tabn.-3 98% 80 % (Q) oT HOMMHAJIBLHOIO CONCPIKAHMSI
— ng”]gsC]NszzHCl (HeTlprI/[?:HHa
» il 0,
Unit-4 / Tabn.-4 S quruapoxyaopun) ucpes 30 Muw.
Unit-5 / Tabin.-5 96%
Unit-6 / Tabn.-6 98%
6 |Related Impuritics by HPLC/
PojacTBenmnbie npuMec
Impurity A / Ilpumecs A Less than LOQ (LOQ = 0.019%) / Not more than 0.2 % / He 6omnce 0,2 %
: Hike npenena kOmMIECTBEHHOTO = : 5
Impurity B / ITpumecs B onpeaencams (ITKO = 0,019%) Not more than 0.2 % / He 6onee 0,2 %
. 0, A 0,
Impurity C/ ITpumecs C Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity D / [Tpumecs D Huxe npeaesa KOTHYECTBEHHOTO Not more than 0.2 % / He 6oxee 0,2 %
= ompeacnenust (ITKO = 0,010%)
Impurity E / Ipumecs E Not detected / ie 06HApyKena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / TTpumecs F Not detected / He oGHApysKeHa Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | 4 0304/ 0.03% Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas cauHmIHAsA !
HCHCHTU(DUIHPOBAHHAS Not detected / He oOGHapyx eHa
Runiceb 0.07% / 0,07%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6once 2,0 %
Cymma mpumecei
7 | Assay / Koamuccrsennoce 9.97 mg /9,97 Mr Not less than 9.0 mg and not more than 11.0

mg C4H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,,H,5CIN,O5-2HCI (uCTHPHAHHA
guruapoxsopux) B tabmerxe (ot 90 % mo
110 % OT HOMHHAJNBHOTO COACPIKAHUS).

Remarks : The Product confirms to ND/
IIpumeuare: IIpoaykr coorseTcTBYCT TpeboBanmsam HJ

Conclusion : APPROVED /
Zakmouenuc: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 3 of 6




Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHATNU3A

‘Product : Celrine film-coated lablets 10 mg_

Tposykr: Lierpuu. TabnCTKH, ROKPHITHIC TICHOUHOH 000104KO#, 10 MT

- 955.000 KG/

Batch No / B2303027 Batch Quantity /

| Cepust Ne Ob6beM cepun 955000 KT"
Analytical Report No / 2002FP23002344 Date of Analysis / 11-10-2023
AHajuTHYCCKHH 0TUET No Jara ananusa S—
Date of Manufacture / 08/2023 Date of Expiry / 07/2026
JlaTa MpoH3BOACTBA TozxeH g0

Analysis performed according ND / Ananu3 nposezact no HJI: ITN013283/01 dt 13.07.2023 /

TTN013283/01 ot 13.07.2023

Subdivision of tablets /
OaHoPOAIOCT MACC MPH
JCJICHHE TA0CTOIC

8

Complies as prescribed /
CoOoTBETCTBYCT TPEOOBAHUAM

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. /
TaGnCTKH  COOTBCTCTBYIOT — TPEOOBAHMSIM,
ecnu He Oonee 1  eauHM4HAs Macca
OTKJIOHACTCS 3a mpeaensl 85 % - 115 % or
cpenHe MACCBHI. TaOnerku HE
COOTBETCTBYIOT TpcOOBAHUAM, eciu Oosee
yeM | WHIMBHOYANBHAS MACCa OTKJIOHACTCS
OT J3THUX TpPCIeNnOB  uoH, ccom |
HHIHBHIAYyATbHAS Macca OTKJIOHICTCA 3a
npeaensbl 75 % - 125 % or cpeaned MacebL.

Microbiological purity* / Mukpoouoornueckas 1ncrora®

moulds count / Ob1uee 4uciio
JIPONOKEBBIX H IJICCHEBBIX
rpubos

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obmee uucao He 6onee 1000 KOE/r
a3POOHBIX MEKPOOPTAHH3MOB

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

He 6osee 100 KOE/r

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OtcyrctBue B 1 1

Remarks : The Product confirms to ND/

Ipumeuadne: IIpoaykT coorBercTByeT TpeboBanmsM HJI

Conclusion : APPROVED /
3akmoucnue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 6




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablcts 10 g
Npoayxr: Llerpui, Ta6ACTKH, MOKPLITLIC MIICHOUHOU 000104K0H, 10 MT

£ 955.000KG/

Batch No / R2303027 Batch Quantity /
| Cepug Ne O06BeM cepun 955.000 KT
Analytical Report No / 2002FP23002344 Date of Analysis / 11-10-2023 N
Anamurauecikuii oTyeT No Jlata aHanuiza
Date of Manufacture / 08/2023 Date of Expiry / 07/2026
JlaTa mpoOU3BOACTBA T'onen a0

[1N013283/01 or 13.07.2023

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

10 | Packaging / Ynaronka

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabICTOK B
[MIBX/I1B AX//amroMUHIHEBOM
omuctepe. Ilo 2 6aucTepa BMECTE C
MHCTPYKIMEH IO  IPHMEHCHHIO
yHAKOBAHBI B TAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnerox B
[IBX/IIBIX//anmromuHueBOM Ouctepe. Ilo
2 unm 3 61MCTEPA BMECTE C HHCTPYKUKEH IO
OPUMCHCHHMIO  YIAKOBAHBI B TAuKy
KApTOHHYIO.

11 | Labeling / Mapxuposka

According to ND / B coorsercTuu ¢ HJI

12 | Storage conditions /
Xpauenne

At temperature below 25 °C. / IIpu TeMnepaType He Bbime 25 °C.

13 | Shelf life / Cpox roanocru

3 years /3 ronma

ananusa gupmbi.

Uncontrolled Copy

*Test is performed periodically with the interval of I from 20 baiches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Ipogodumes npou3eooumenes npi aulnycke nepuooutecku: O
Kaxcooti 20-oii cepuu unu ne menee 1 pasa ¢ 200. lloxasamens moxcen 6vimo ne exnioven 8 Cepmugpuram

Remarks : The Product confirms to ND/
Ipumeuaune: [Ipoaykr cOOTBETCTBY T TpebosanmsiM HJT

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES Dr.Reddy’s Q3¢

B2303027

Title

Document No. | QUA-FT02-2661
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