CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

[poaycr: LleTprn, TabIeTKH, MOKPHITHIC INIGHOYHOH 0607104K0H, 10 Mr

Batch No / B2401492 Batch Quantity / : 955.00 KG/ 1
Cepus Ne - O0BeM cepuu 955,000 KI"

Analytical Report No / 2002FP24001179 Date of Analysis / 14-05-2024
Ananuruueckyi otueT Ne Jlata ananu3za

Date of Manufacture / 04/2024 Date of Expiry / 03/2027

Jlara mpom3BoACTBA ['oneH mo

Uncontrolled Copy

Analysis performed according ND / Ananus nposenen o HJ1: [1 N013283/01-130723

Ne Test / ITokazaren

Result / PesynbTaTni

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 TBOSKOBBIITYKIIBIE
TabIETKH, TIOKPBITBIC TUIEHOYHOMH
000J104KOF OeToro 1BeTa, C PUCKOH
Ha oHOM cTopone. Ha nonepeurom
paspese sapo 6enoro sera.

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. / Kpyrmele ABOAKOBBINyKITBIC
TabneTKH, MOKPBITHIC IUICHOYHOM

obomoukoii 6enoro WIM  IIOYTH 0enoro
LBeTa, C PMCKOM Ha OJHOW cropone. Ha
MOTEPEYHOM pa3pese sapo oT 6enoro 1o
rouTH OeIoro 1BeTa.

Remarks : The Product confirms to ND/

Npumeuanwne: [Ipoaykt coorBeTcTBYET TpeboBaHmsM H/L

Conclusion : APPROVED /
3axmouenne: OAOBPEHO
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Page 1 of 6

Printed Date & Time (IST):

15-05-2024 19:44:22




Uncontrolled Copy

Product : Cetrine film-coated tablets 101_ng

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

[pouyicr: LlerpuH, TabIeTKH, MOKPBITHIC IVIEHOUHOM 000m04KoH, 10 Mr

Batch No / : B2401492 Batch Quantity / : 95500KG/

Cepus Ne S O6BeM cepuu 955,000 KI" -
Analytical Report No / : 2002FP24001179 Date of Analysis / © 14-05-2024
Amnanwriiueckuii otyet No Jata aHanusza

Date of Manufacture / : 04/2024 Date of Expiry / 1 03/2027

JlaTa nmpon3BoacTBa ['open mo

Analysis performed according ND / Ananus nposeaen no HJL: I1 N013283/01-130723

2 | Identification. Cetirizine / [lopgmunnocts. Hernpuznn

1. HPLC/BOXX

Complies as prescribed /
CootsercTByeT 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 yaepxuBaruma
OCHOBHOIO IIMKa Ha  XPOMAaTOrpaMMe
HCITBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMCHH  yACPKHBAHMSA
OCHOBHOTO IHMKAa HAa  XpOMaTorpamme
pacTsopa CTaHJAPTHOTO obpasma
LIETUPHM3HHA THOPOXJIOPHUAA (pasnmen
«KonmiecTBeHHOS OIPEASTICHUEY ).

2. UV spectrophotometry /
Y O-criexktpodoToMeTprs

Complies as prescribed /
CooteercTByeT TpcOOBaHKSIM

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. / Y®-cnexrpsr
MOTJIOLICHM HKCILITYEMOrO  pacTBOpa M
pacTsopa CTaHJAPTHOTO obpasua
LIETUPU3MHA THAPOXJIOpUAa B 0O0MacTH OT
200 no 400 BHM JOKHBI IMCTh MAKCHMY MBI
TIOTJIOINCHUA TIPU OJHOW W TOH XK€ JUTHHE
BOJIHBI C JOITYCTHMBIM OTKJIOHCHHCM £ 2
HM.

3 | Water / Boga

2.4% wiw / 2,4%

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

4 | Uniformity of dosage units /
OnaopoaHocTs
103UPOBAHHSA

5.0/5,0

Acceptance value (AV) should be not more
than 15.0 / [lokasaTtens IPUEMIEMOCTH
(AV) nomxen 6wITh He Oonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoaykTt cooTBeTCTBYET TPpeboBamisiM HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 2 of 6

Printed Date & Time (IST):  15-05-2024 19:44:22




Uncontrolled Copy

Product : Cetrine film-coated tablets 10 mg g

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

[IpoaykT: LleTput, TabNeTKy, DOKPBITHIC TFIEHOUHOM 000I0UKOMH, 10 mr

Batch No / B2401492 Batch Quantity / : 955.00KG/
Cepus Ne O6meM cepum 955,000 KI"
Analytical Report No / 2002FP24001179 Date of Analysis / 14-05-2024
Ananuruieckuii oTyet Ne JlaTa aHanuza B
Date of Manufacture / 04/2024 Date of Expiry / 03/2027
JlaTa npou3BoaCTBA Fopen mo

Analysis performed according ND / Ananus nposeaen o HJ1: [1 N013283/01-130723

5 | Dissolution / PacTBopenue Unit-1/ Tabm.-1 99% Not less than 80% (Q) of the labeled amount
. 0 of C2|H25CIN203'2HC1 (CetiriZine
e R e dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 98% 80 % (Q) 0T HOMMHABHOTO COAEPIKAHUSA
N C2|H25C]N203'2HCI (ueTI/l'pI/BHHa
= - 0,
Unit-4 / Tabm.-4 S quruapoxitopun) depes 30 Mun.
Unit-5 / Tabm.-5 102%
Unit-6 / Tabn.-6 99%
6 |Related Impurities by HPLC/

PopcrBeHubIe npuMecu

Impurity A / Ilpumecs A

Impurity B / [lpumecs B

Impurity C/ [lpumecs C

Impurity D/ Ilpumecs D

Impurity E / [lpumecs E

Impurity F / [1pumecs F

Less than LOQ (LOQ = 0.019%) /
Hrwoke npenena konuuecTBEHHOTO
ompenencuus ([TKO = 0,019%)

0.01%/0,01%
Not detected / He obHapyKeHa

Not detected / He oOnapyxeHa

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 6onee 0,2 %

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

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

0.03% /0,03%
Any individual unidentified | Not detected / He oBHapyKeHa Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas eaurudHast
HECUICHTH()ULIMPOBAHHAS 0.08% /0,08%
MPUMEChH
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %

Cymma npumeceit

Assay / KomiuecTBenHoe
orpeneseHne

10.09 mg /10,09 mr
100.9% / 100,9%

Not less than 9.0 mg and not more than 11.0
mg C, H,5CIN,O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 Mr
C,H,5CIN,O5-2HCI (ueTrpu3uHa
qurnapoxitopun) B tabnetke (ot 90 % mo
110 % 0T HOMMHANBHOTO COACPIKAHWS).

Remarks : The Product confirms to ND/
Mpumeuanmne: [poaykt coorseTcTBYET TpeOOoBaHMsiM HJL

Conclusion : APPROVED /
Jaxaouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):

15-05-2024 19:44:22




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Npomykr: LleTpuH, TabneTku, NOKPHITHIC IUIEHOUHOM 060/104K0M, 10 Mi

Batch No / B2401492 Batch Quantity / © 955.00 KG/
 Cepusa No - 06BeM cepun 955,000 KT" __a il
Analytical Report No / 2002FP24001179 Date of Analysis / : o 14-05-2024
| AnanurHycckui oTueT No Jara ananusa

Date of Manufacture / 04/2024 Date of Expiry / ¢ 0372027

[arta nmpoussoacTsa ['omeH oo

Analysis performed according ND / Ananus nposenes nio H/L: 11 NO13283/01-130723

8

Subdivision of tablets /
OaHopoaHOCTHL MACC IPH
JeeHHH Ta0JIeTOK

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHHMIM

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 — TPeBOBaHUAM,
ecii He Oonee | eauHmuHas Macca
OTKIIOHsIeTCs 33 mpenensl 85 % - 115 % ot
cpenHer Macchl. Ta6neTku HE
COOTBETCTBYIOT TPeOOBaHUsIM, ccau Gomee
4yeM | MHIUBHAYAJbHASI MacCa OTKJIOHACTCA
OT OJTHX TMPESACIOB  MWiIW, eciu |
WHIMBUAYATbHAS MacCa OTKIOHAETCA 34
npeaensl 75 % - 125 % ot cpeaneii maccsl.

Microbiological purity® / Mukpo0noJiormyeckast 4ucrora*

a) Total Aerobic Microbial
Count / O61ee unco
a3pOOHBIX MUKPOOPTaHM3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / O6iuee yucio
JPOAOKEBBIX U ILIECHEBBIX
rpuboB

Not Applicable

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

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OrcyrctBue B 1 1

Remarks : The Product confirms to ND/
Ilpumeuanue: IlpoaykT cooTseTcTBYeT TpeboBarmam HJL

Conclusion : APPROVED /
3axmouenne: OAOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 4 of 6

Printed Date & Time (IST):  15-05-2024 19:44:22




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHAJIM3A

‘Product : Cetrine film-coated tablets 10 mg
[poxyxr: Lletpus, TaGneTH, MOKPBITHIC TUIEHOUHOH 0007104K0#, 10 M1

Batch No / : B2401492 Batch Quantity / : 955.00 KG / |
| Cepust Ne O06BeM cepru 955,000 KI"

Analytical Report No / ¢ 2002FP24001179 Date of Analysis / ¢ 14-05-2024

Ananurmieckuit oruer No Jlara aHanusa

Date of Manufacture / o 04/2024 Date of Expiry / : 03/2027

Jlara npousBoacTBa T'ogen mo |

Analysis performed according ND / Ananus nposeaet mo HJL: 11 NO13283/01-130723

10 | Packaging / YnaxoBka 10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / [lo
10 TabIeToK B
MIBX/TIBJIX//anrtoMyuHHUECBOM
onuctepe. [lo 2 Gavctepa BMecTe ¢
MHCTPYKLIMCH MO0  IPAMCHCHHIO
YIAKOBAHBI B MAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. |
2 or 3 blisters and patient information leaflet
in a carton. / [lo 10 Tabnerox B
NBX/NBAX//amoMurueBoM Gnuctepe. [lo
2 viu 3 GrpcTepa BMECTE C MHCTPYKLMEH 110
NMPUMCHCHHMIO ~ YNAKOBAHBI B MAYKYy

KapTOHHYIO.

11 | Labeling / MapxupoBka According to ND / B coorsetcTBru ¢ H/]
12 | Storage conditions / At temperature below 25 °C. / [1pu Temniepatype He Boue 25 °C,
Xpaneune

13 | Shelf life / Cpox roguocT 3 years /3 rona

*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 / IIposodumcs npouseooumenem npu 6binycKe NEPUOOUHECKU: O
Kaoicooii 20-o0ii cepuu v He Meree 1 pasa 6 200. ITokazamens moacem Goimo He eknioueH ¢ Cepmughuxam

ananusa upmol.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNpumeuanne; [TpoaykT coorBeTcTBYET TpebopanmsaM HJL 3axmoyenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s Q’.‘-’

Title

B2401492

Document No.
- Version

QUA-FT02-3203
- 1.0, CURRENT

Approved Date

15-May-2024

’ ~ Intention
|

Employee ID

Printed By: Prashanth Voladri

Prepared By P00021162 Latha Dasi 15/05/2024
17:17:20
Reviewed And P00034556 V Krishna Nimmakayala|  15/05/2024
Approved By 17:26:23
Approved By QA P0O0039909 Prashanth Voladri 15/05/2024
19:37:54
Page 6 of 6

Printed Date & Time (IST):  15-05-2024 19:44:22




