Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Product ; Cetrine film-coated tablets 10 mg

Ipoaykr: Llerpus, TAOICTKH, MOKPHITHIC NICHOUHOH 000104K0H, 10 Mr

Batch No / B2303943 Batch Quantity / 1 955.000 KG/
| Cepust Ne O6BeM cepunt 955,000 KI"
Analytical Report No / 2002FP23002787 Date of Analysis / 05-12-2023 N
AHamuriycckui oTyct No Jarta anammsa
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
| JlaTa mpom3BOACTBA ToacH 10

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Axanu3 mposeaex mo HJI: TINO013283/01 dt 13.07.2023 /

Ne Test / IloxkasaTean

Result / PesyanTarbi

Specification / Hopma

1 | Description / Onucauue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrjbie ABOSKOBBILY KJIBIC
TabIETKH, TOKPHITHIC INICHOYHOH
00onmouKo# 6enoro nBeTa, ¢ pUCKoi
Ha oxHOM cropone. Ha momepeyHoM
paspese aapo 6exoro uBera.

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. / Kpyriable JBOSKOBBIMYKJIbIE
TaOJCTKH, TOKPRITHIC IUICHOYMHOM
oboyouxoit 6enoro WM mOYTH ©OENoro
IBEeTa, C PHCKOH Ha OAHOM cropore. Ha
MONEPEYHOM paspe3e sAApPO OT Oenoro mo
nouru 6enoro usera.

Remarks : The Product confirms to ND/

Ipumevanne: [Tpoaykr cooTsercTBYET TpeboBanusm HIT

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATHZA

Product : Cetrine film-coated tablets 10 mg

[poay kr: LieTpuit. TaOACTIH. OKPBITHIC DICHOUHOM 060104KOH, 10 MT

Batch No / B2303943 Batch Quantity / . 955.000 KG/
 Cepus Ne O65BeM cepur 955,000 KI'
Analytical Report No / 2002FP23002787 Date of Analysis / 05-12-2023
Ananurrycckuii oruer N Jlata aHaJIKH3a

Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Jata mpou3BoACTBA TozcH 10

[1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposeaer no HJI: TT N013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / Hopmunocrs. Herupusun

1. HPLC/BJXX

CoOTBETCTBYECT TPEOOBAHMAM

Complies as prescribed /

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 ypepskuBaHus
OCHOBHOTO INHKAa HA  XPOMaTOTpaMMC
HCIIBITY EMOTO pacTBopa JOTDKHO
COOTBETCTBOBATh BPCMCHH  yACPIKHBAHMSI
OCHOBHOTO [HKAa HA  XPOMAarorpaMme
pacTBopa CLaHAaPTHOTO obpasua
LETUPH3HHA THAPOXJIOPH/IA (pazmen
«KOIMICCTBCHHOEC OTMPCACICHULY).

2. UV spectrophotometry /
Y®-cuexrpodoromerpust

CooTBeTCTBYET TPCOOBAHUAM

Complies as prescribed /

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
MOTVIOIIEHMSI HCIBITYEMOIO  pacTBopa H
pacTBopa CTaHJAPTHOTO obpasua
HECTHPM3KMHA THAPOXJIOpHAA B 0O1acTu oOT
200 xo 400 HM AOJDKHBI HMETh MAKCHMYMBI
MOTJIOICHUS NPU OJHOH W TOH >Ke AJIHHE
BOJIHBI C JONYCTUMBIM OTKJIOHCHMEM =+ 2
HM.

3 | Water / Bojga

4.2% wiw /4,2%

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

4 | Uniformity of dosage units /
OauopoaoCTn
JA03UPOBAHMSI

34/34

Acceptance value (AV) should be not more
than 15.0 / Tloka3aTens NIPHEMIIEMOCTH
(AV) nomkeH 6biTh He Oonee 15,0.

Remarks : The Product confirms to ND/

Mpumevanue: ITpoaykr cooTBeTcTBY T TpeboBanmsim HJT

Conclusion : APPROVED /
Jaxmouenne: OAOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATTH3A

Product : Cetrine film-coated tablets 10 mg
[poaykr: LleTpyH. TaONCTKH, MOKPBITHIC MACHOUHOK 000104k, 10 Mr

Batch No / B2303943 Batch Quantity / : 955.000 KG / =
Cepusn No o OGBeM cepHH 955,000 KI"

Analytical Report No / 2002FP23002787 Date of Analysis/ 05-12-2023

Ananurnucciuii oTuer Ne JlaTa aHann3a

Date of Manufacture / 11/2023 Date of Expiry / 10/2026

JlaTa npou3BOACTBA IogeH oo

Analysis performed according ND / Axamus uposeacu no HJ[: ITNO13283/01 dt 13.07.2023 /
[TN013283/01 ot 13.07.2023

onpenesenne

100.3% / 100,3%

5 | Dissolution / PacTropenue Unit-1/ Taomn.-1 98% Not less than 80% (Q) of the labeled amount
- —— = of (5 HsCIN,O5-2HCI (cetirizine
Unit-27 Thbl. 2 96% | gihydrochioride) after 30 min. / He meHce
Unit-3 / Tabn.-3 99% 80 % (Q) oT HOMHHAIBHOIO COACPIKAHMSN
- C,H,5CIN,O5-2HCI (ueTupH3uHA
- 0, it -
Unit-4/Ta6a.4 S JUrHAPOXJIOpHA) uepes 30 MHH.
Unit-5 / Tabn.-5 99%
Unit-6 / Tabr.-6 99%
6 |Related Impuritics by HPLC/
Po/ICTREHIIBIC IIPHMECH
Impurity A / ITpumecs A Not detected / He oOHapyxeHA Not more than 0.2 % / He 6onec 0,2 %
Impurity B / Ilpumecs B Less than LOQ (LOQ =0.010%) / Not more than 0.2 % / He 6onee 0,2 %
; Hipke nipesena KOIHIeCTBEHHOIO = : :
Impurity C / ITpumecs C onpeacaexns (TIKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity D / [Ipumecs D Not detected / He oGHApyena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / Ilpumecs E Not detected / ne oGHapyseHa Not more than 0.2 % / He 6onee 0,2 %
Impurity F / Ipumecs F Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6oxnee 0,2 %
— . . 0.008%) / Hmxe mpenena
Any individual unidentified o6Hapysxerus (ITO = 0,008%) Not more than 0.2 % / He 6onee 0,2 %
impurity / Jliobas cAuHUUHASL i ’
HCHACHTH()HIHPOBAHHAS Less than Limit of Detection (LOD
IPEMECH =0.015%) / Hwxe npeaena
o6uapyxenus (I1O = 0,015%)
0.08% / 0,08%
Total impurities / 0.1% /0,1% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumecei
7 | Assay / Koautuecrsentoe 10.03 mg/ 10,03 mr 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 go 11,0 mr
C, Hy5CIN,O5-2HCI (ueTupu3uHa
auruapoxnopun) B tabnerke (ot 90 % mo
110 % OT HOMHHAJIBHOTO COAEPKAHUS).

Remarks : The Product confirms to ND/

HMpnveuanne: TTpoayxr cooTBeTcTBY €T TpeboBanusm HJT

Conclusion : APPROVED /
Jakmoueuue: OAOBPEHO

WI-GLOB-QA-0669-1.0

Page 3 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO@HKAT AHAJTU3A

[ Product : Cetrine film-coated tablets 10_1;1g

poayxr: Lierpus. TabieTin, MOKPELITHIC NICHOUHON 000104K0i, 10 Mr

Batch No / B2303943 Batch Quantity / : 955000KG/
| Cepust Ne - O0BeM cepn 955,000 KT
Analytical Report No / 2002FP23002787 Date of Analysis / 05-12-2023
| AHAIHTHUECKHH OTUCT No Jlata aHanu3a
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Jara npouspoacTsa I'ocH 10

[1NO13283/01 ot 13.07.2023

Analysis performed according ND / Ananu3 nposeacs mo H/I: ITN013283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
O110pOANOCTH MACC TIPH
AeJICHII Ta01eTOK

Complies as prescribed /
CootBeTcTByET 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. /
Tabnerku COOTBETICTBYIOT — TPEOOBAHHSIM,
ecni He Oomee 1 eauHuMyHAsS Macca
OTKIOHSETCs 3a Mmpeaenst 85 % - 115 % ot
cpemHen MAacchl. Tabnerxu HC
COOTBEICIBY 0T ‘Ipefosanusnm, ecnd Gonee
yeM 1 MHAMBHU/IyaNbHAS MAcCa OTKJIOHACTCA
OT 3THX TPEACIOB  HWIH, ecid |
UHAMBUAYAJIBHASL MACCa OTKJIOHACICH 3
npeaennt 75 % - 125 % oT cpeaHel Macchl.

9 [Microbiological purity* / Mukpo6uosiorneckas yncrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1ee uucxo He 6oaee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / O61mee 4ucIo He 6onee 100 KOE/r
JPOMOKEBBIX U IJICCHEBBIX

rpuboB

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

OrcyrctBue B 1 1

Remarks : The Product confirms to ND/

Hpumeuanue: IIpoayKT cOOTBETCTBYET TpebGoBarusiv HJT

Conclusion : APPROVED /
Jaxmouenne; OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Tlpoaykr: LleTpiy. TaOICTKH. MOKPHITHIC TICHOYHON 060104KOi, 10 Mr

Batch No / B2303943 Batch Quantity / : 955.000 KG/
| Copus Ne | Obbem cepiu 955,000 KI"
Analytical Report No / 2002FP23002787 Date of Analysis / 05-12-2023
| AHAJTHTHYCCKUMH OTYET No Hara ananusa
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Hata npou3soacTea Tonen no

Analysis performed according ND / Aranu3 nposezact no HJI: TT N013283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / Yuakoska 10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / [To |in a carton. / Ilo 10 Tabnerok B
10 TabNeTOK B | IIBX/TIBIX//amoMunueBoM Onuctepe. 1o
MBX/IIB IX//amoMHHEEBOM 2 wiu 3 6aucTepa BMECTE C HHCTPYKIHUCH 1O
6auctepe. [To 3 Guucrepa BMCCTE C | MPUMEHEHMIO — YMAKOBAHBI B MAYKy
HHCTPYKUHCH 1O  DPHMCHCHMIO | KADTOHHYIO.
YIaKOBAHb! B MAYKY KAPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorsetctuu ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / Ilpu Temmneparype He sbiue 25 °C.

Xpaucnne
13 | Shelf life / Cpox roanoctn 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 / [Ipogodumcs npou3eo0umeneM npu 6binycke nepuoouyecki: ons
xaxcooti 20-oii cepuu unu ne menee 1 pasa ¢ 200. Iloxaszanens moxcem bviinb He gxmoyen ¢ Cepmudhuxam

ananusa upmeol.

Remarks : The Product confirms to ND/
IIpnmeuanne: TIpoayxT cooTBeTCTBYET TpeboBanmaM HJL

Conclusion : APPROVED /
3acmouenune: QJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 5 of 6




Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy's ":0'

B2303943

Title

Document No. | QUA-FT02-2828
- Version - 1.0, CURRENT

Approved Date

05-Dec-2023

Intention |  Employe

|

Prepared By P00021162 Latha Dasi 05/12/2023
17:39:58

Reviewed And P00043828 A Susmitha 05/12/2023
Approved By 17:48:30

Approved By QA P00050127 Ajay Kumar..... 05/12/2023
19:14:19
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