Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

“Product : Cetrine film-coated tablets 10 n_1g

Mpomyxt: HeTpun, TabGNCTKH, MOKPBITbIC VICHOYNOK 0bonouKoit, 10 Mr

Batch No / B2303942 Batch Quantity / : 955.000KG/ |
| Cepust Ne O6rem cepun 955,000 KT’

Analytical Report No / 2002FP23002776 Date of Analysis / 30-11-2023

Aunanuruydeckuit otyet Ne Jlara ananuza

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

Jara npoussoacTea T'opmen 1o

ITN013283/01 ot 13.07.2023

Analysis performed according ND / Ananus mposezen o HJI: TIN013283/01 dt 13.07.2023 /

Ne Test / Iloka3aTean

Result / PeayabTaTsl

Specification / Hopma

1 | Description / Onncanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible IBOSKOBBITIYKIIbIE
TabJIETKH, TTOKPBITHIE TNICHOYHOM
o6osouKoli 6enoro Lgera, ¢ PUCKOI
Ha oiHo# cTopoHe. Ha monepeurom
paspese sapo 6ejoro ugera.

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. / Kpyrnele OBOAKOBLINYKIBIE
TabJIETKH, TIOKPBITEIE MIEHOTHOH
oDonoukoii 0enoro WM rourn OeJoro
LBETa, ¢ PUCKOW Ha OAHOM cropoHe. Ha
nonepeyHoM paspese sIapo ot Genoro o
mouTH Genoro 1gera.

Remarks : The Product confirms to ND/

Hpumeuanne: [poaykTt coorBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 1 of 6

Printed Date & Time (IST):

30-11-2023 17:31:11




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

' Product : Cetrine film-coated tablets 10 mg

Mponyxkr: Ie1pun, 1abNeTkH, TOKPHITHIE TIEHOYHOH ob6ooykoit, 10 Mr

Batch No / . B2303942 Batch Quantity / : 955.000 KG/
Cepust No O6beM cepun 955,000 KI'
Analytical Report No/ : 2002FP23002776 Date of Analysis / : 30-11-2023
AHanutrueckuii otyeT Ne Jlara aHanu3za

Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
Hata npousBojcTBa lonen no

Analysis performed according ND / Ananus niposesen o HJI: TTN013283/01 dt 13.07.2023 /

TIN013283/01 ot 13.07.2023

2 | Identification. Cetirizine / Ilogmnauocts. lleTupuzun

1. HPLC/BOXX

Complies as prescribed /
CooTBeTCTBYET 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 ynepxusaHus
OCHOBHOTO  THKAa Ha  XpOMarorpamme
HCTIBITYEMOTO pacTBOpa TIOJKHO
COOTBETCTBOBATh BPEMEHH  Y/IEpPKUBAHUS
OCHOBHOTO TMHKa Ha  XpOMAToTrpamMe
pacTBopa CTaHAapTHOro obpazua
LETHPHU3NHA THAPOXIIOpUAa (pazmen
«KonuuecTBeHHOE ONPEeNICHHEN).

2. UV spectrophotometry /
Y®-cnekrpodoTomerpust

Complies as prescribed /
CootBeTcTByeT TpeboBaHMAM

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. / V®-conexkrpsl
TIOrJIOUIEHMS  UCIBLITYEMOTO  pacTeopa |
pactBopa CTaHJAPTHOIrO obpasua
LUETUPU3HHA THAPOXJIOpUAA B 00NacTH OT
200 0o 400 HM NOMKHBI HMETh MaKCUMYMBI
TIOTTIOLEHUST TIpH OJHOW W TOW ke AWHe
BOJIHBI C JIOMYCTUMBEIM OTKJIOHEHHEeM £ 2
HM.

3 | Water /Boaa

4.0%w/iw / 4,0%

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

4 | Uniformity of dosage units /
Oanopoanoctn
J03HPOBAHUSA

3.8/3,8

Acceptance value (AV) should be not more
than 15.0 / Tloxazarens TMpHUEMAEMOCTH
(AV) nomxen 661TE He 6onee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: ITpoxykt coorBeTcTBYET Tpebosanuam HJ{

Conclusion : APPROVED /
3akiawyenne: OJIOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 30-11-2023 17:31:11




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

| Product : Cetrine film-coated tablets 10 mg
ITpouysr: IeTpuH, TabIeTK, TTOKPLIThiE TUIEHOYHOH ofbonoykoi, 10 mr

Batch No / B2303942 Batch Quantity / 1 955.000 KG/
Cepus Ne Ob6weM cepru 955,000 KI'
Analytical Report No / 2002FP23002776 Date of Analysis / 30-11-2023
Ananutuueckuid oryer Ne Jara ananusa

Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Jlara npou3BoacTBa I"onen 1o

ITNO013283/01 ot 13.07.2023

Analysis performed according ND / Anamus nposenen no HJI: TT N013283/01 dt 13.07.2023 /

5 | Dissolution / PacTBopenne Unit-1/ Tabmn.~1 97% Not less than 80% (Q) of the labeled amount
= ; S of  C,H,sCIN,O;-2HCI (cetirizine
W2/ aome 100 dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 98% 80 % (Q) OT HOMHMHAIBHOTO cofepIKAHUS
Unit-4/ Tabn-4 o8 | CuHsCINOs 2HC] (ueTupusutia
jqurugpoxinopun) gepes 30 Muw.
Unit-5 / Ta6n.-5 99%
Unit-6 / Ta6n.-6 99%
6 |Related Impurities by HPLC/
PoxcrBeHHbIE IPHMECH
Impurity A / IIpumecs A Not detected / ve obHapy»xeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Ilpumecs B Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
- Hywoxe npefiena KOMWIECTBEHHOTO =
Impurity C / TIpumeces C onpenenenus (IKKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity D / TIpumecs D Not detected / He o6HapyxeHa Not more than 0.2 % / He 6omee 0,2 %
Impurity E / ITpumecs E Not detected / He o6Hapyxena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / TTpumeck F Less than Limit of Detection (LOD = Not more than 0.2 % / He Gomee 0,2 %
Any individual unidentified | 0.008%) / Hwke npenena Not more than 0.2 % / He 6onee 0,2 %
impurity / JioGas eguuuunas | o6Hapyxkenns (T10 = 0,008%)
HEMACHTMGULMPOBAHHAS Less than Limit of Detection (LOD =
npAMeECh 0.015%) / Huxe nipenena
obnapyxenns (ITO = 0,015%)
0.08% / 0,08%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He G6onee 2,0 %
CyMMa ipuMeced
7 | Assay / KosinuecTBeHHOE 10.20 mg/ 10,20 mr Not less than 9.0 mg and not more than 11.0
onpejeyieHue o o mg C,,H,5CIN,O5-2HCI (cetirizine
102.0%7102,0% dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 mr
C,,H,5CIN,053-2HCI (uetupusvna
auruapoxnopun) B Tabnerke (ot 90 % no
110 % OoT HOMHHATIBHOT'O COICPKAHMNSA ).

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoayKT cooTBeTCTBYET TpeOoBaHusaM HJI

Conclusion : APPROVED /
Sakmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

30-11-2023 17:31:11




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
_l'[po,qur:_ Llerpun. Tabnerku, NOKphITLHIE TNICHOYHON 060n104KO, 10 mi

Batch No / B2303942 Batch Quantity / : 955.000 KG/
Cepug Ne O6beM cepnn 955,000 KI'
Analytical Report No / 2002FP23002776 Date of Analysis / 30-11-2023
Amnanuruueckuit oruer Ne JlaTa aHanu3a
Date of Manufacture / 11/2023 Date of Expiry / 10/2026

| Jlara npousBoacTea ["open no

Analysis performed according ND / Ananus niposezen o HJI: TIN013283/01 dt 13.07.2023 /
ITNO013283/01 ot 13.07.2023

'8

Subdivision of tablets /
OXHOPOAHOCTHL MACC NPH
JleJIeHHH Ta0JIeToK

Complies as prescribed /
CooteetcTByeT TpeboBaHHAM

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. /

TabneTkn COOTBETCTBYIOT — TpebGOBAHUSM,
ecnmu  He Ooymee |  eouHMuHas Macca
oTknoMsercs 3a npeaenst 85 % - 115 % or
cpeaHei Macchl. Tabnerku HE

COOTBETCTBYIOT TpeOOBaHUAM, ecnu Gonee
yeM | WHOMBHIyallbHAst Macca OTKJIOHSETCS
OT 3THUX Openesos Wi, ecod |
UHJIUBUAYallbHAss Macca OTKIIOHsAeTcs 3a
nipenensl 75 % - 125 % ot cpenHeit Macchl.

Microbiological purity* / Muxpo6uonorudeckas THcrora*

a) Total Aerobic Microbial
Count / Obmiee ymcno
a3pO0HbBIX MUKPOOPIraHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O6iuee uncno
IPONOKEBBIX U ITECHEBBIX
TprboB

Not Applicable

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

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
Orcyrereue B 1 T

Remarks : The Product confirms to ND/
Tpumeuanne: [IponykT cootBeTcTBYET TpeboBanusimM HJT

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):

30-11-2023 17:31:11



CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Mpopykr: Lerpu, TabeTku, TOKPLIThIE TIICHOYHON obonoukoi, 10 mr

Batch No / B2303942 Batch Quantity / : 955.000 KG/ e
Cepust No O6bem cepuu 955,000 KI'

Analytical Report No / 2002FP23002776 Date of Analysis / 30-11-2023

Ananurudeckuit otyeT No JlaTa annanuza

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

Jara npousBoacTsa T'onen no

Analysis performed according ND / Ananus mposenen mo HJI: TT N013283/01 dt 13.07.2023 /
TIN013283/01 ot 13.07.2023

10 tablets in PVC/PVDC//aluminum blister.

Uncontrolled Copy

10 | Packaging / YnakoBka 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 Tabnerox B
10 TabIIeTOK B | [IBX/TIBJIX//antomuanesoM 6Giuctepe. [To
TIBX/TTB I X//antompraueBom 2 unn 3 GnKcTepa BMECTE C MHCTPYKUMEN No
6mmcrepe. TTo 3 Gmuctepa BMecTe ¢ | IPUMEHEHWIO  YMAaKOBaHBI B Mayky
UHCTpYKIIMEH MO MPUMEHEHWIO | KapTOHHYIO.
yMaKoBaHbl B MAYKy KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorsercrenn ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / Ilpu TemniepaType He Bbilue 25 °C.

XpaHenue
13 | Shelf life / Cpox roanocrn 3 years /3 roma

*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 / lIposodunica npouzsodumenem npu 8bINYyCKe REPUOOUNECKU. ONs
kaoicoou 20-0ii cepuu unu ne menee 1 paza 6 200. Hokazamens moocem buime He exoven 6 Cepmughuxam

ananuza Qupmol.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTCTBYET Tpebopanuam HJ{

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 5 of 6

Printed Date & Time (IST):

30-11-2023 17:31:11




Uncontroiled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s “:‘

Title

B2303942

Document No.
- Version

QUA-FT02-2818
- 1.0, CURRENT

Approved Date

30-Nov-2023

Printed By: K Narayana Swamy

Prepared By P00021162 Latha Dasi 30/11/2023
17:13:46
Reviewed And P00043828 A Susmitha 30/11/2023
Approved By 17:19:06
Approved By QA P00019846 K Narayana Swamy 30/11/2023
17:26:55
Page 6 of 6

Printed Date & Time (IST):  30-11-2023 17:31:11




