Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product ; Cetrine film-coated tablets 1

0 mg

[lpoayxr: LletpuH, TabIeTKH, IOKPHITHIE TUICHOUHOM 00010uKO0M, 10 Mr

Batch No / B2303292 Batch Quantity / : 955.000 KG /

Cepus No O6beM cepum 955,000 KI"

Analytical Report No / : 2002FP23002360 Date of Analysis / : 13-10-2023 ]
AHamuTHYeCKHUM 0T4eT No Jlara aHanmza

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

Jlara mpou3BOACTBA ["oueH jo

Analysis performed according ND / Anayma nposezen o H/1: I1' N013283/01 dt 13.07.2023 /

11 N013283/01 ot 13.07.2023

Ne Test / [loxazarean

Result / PesynabTathl

Specification / Hopma

1 | Description / Omicanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrnbie 1BOSKOBBINYKITBIE
TabJIETKH, TIOKPBITHIC TUICHOYHOM
060J104KOM GeNIoro uBeTa, ¢ PUCKOM
Ha 0JHOI cTopoHe. Ha rionepeunomM
paspese sixpo 0en0ro 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. / Kpyrnble IBOSKOBBIIYKIBIC
TabNeTKH, ITOKPBITHIE TUIEHOYHOM
0bonoukoii 0emoro WIH IOYTH Oeoro
UBETa, C PUCKOM Ha OJHOHM cropone. Ha
MOTMEPEYHOM pPaspese aapo oT 6emoro o
oyt OeyIoro LBeTa.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoxykr coorBeTcTBYET Tpebonarmsam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):  14-10-2023 17:35:45




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3IA

Npoaykr: LleTpuH, TabneTky, NOKPHITHIE

Product : Cetrine film-coated tablets 10 mg

IUIEHOYHOM 060m04K0H, 10 MT

Batch No / : B2303292 Batch Quantity / 1 955.000 KG /
Cepust No Q0weMm cepun 955,000 KI'
Analytical Report No / : 2002FP23002360 Date of Analysis / ¢ 13-10-2023
Ananurnueckuii otyet No - Jara aHanu3za s
Date of Manufacture / 09/2023 Date of Expiry / ¢ 08/2026
Jlara rmpousBoacTBa F'omen mo

I1NO013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposezen mo HJ1: I1 N013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / HoaimmuHocTb. Lletupusun

1. HPLC/B3XX

Complies as prescribed /
Coorsercrsyer 1pebuBaHUAM

The retention time of the main peak in the
Chiromatogram — 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 ynepsxupaHMs
OCHOBHOTO IMKA HAa  XPOMAaTOrpamMme
KICITBITYCMOTO pacTsopa JIOJDKHO
COOTBCTCTBOBATh BPEMEHU  yACP)KMBAHHS
OCHOBHOTO IMKAa Ha  XpOMAaTorpamme
pacTBopa CTaHZAPTHOTO obpasia
LIETUPU3UHA THAPOXJIOpHIA (pasmen
«KonmiecTBeHHOE OMPEeaeneHEY ).

2. UV spectrophotometry /
Y ®-criextpodoromeTpust

Complies as prescribed /
CootBercTByeT TpeOGOBaHMIM

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®-crekTps
MOTVIOIICHKWST HCITBITYEMOIO  pacTBopa U
pacTsopa CTaHAAPTHOTO oOpasua
LETUPU3UHA TUAPOXJIOpUIA B 00IacTH OT
200 mo 400 sM mOKHBI UIMETH MAKCHMY MBI
MOTJIOIICHHUS TIPU OAHOW W TOM XK€ JUTHHE
BOJIHBI C JOIYCTUMBIM OTKIOHCHHMEM =+ 2
HM.

3 | Water / Boaa

3.2% wiw / 3,2%

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

4 | Uniformity of dosage units /
OauHopoaHocThL
JA031POBAHUS

3.1/3,1

Acceptance value (AV) should be not more
than 15.0 / Iloxasatens TpPUEMIIEMOCTH
(AV) nomxken 6wiTh He Goee 15.0.

Remarks : The Product confirms to ND/

IIpumeuanue: [IponyxT cooTBeTCTBYET TPeOOBaHMsIM HJ|

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 14-10-2023 17:35:45




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

 Product : Cetrine film-coated tablets 1

0mg

Npoayxrt: Llerpus, Tabme Ty, MOKPHITHIE ILICHOYHON obonouko, 10 Mr

Batch No / B2303292 Batch Quantity / : 955.000 KG/

Cepust Ne O61bcM cepun 955,000 KI' |
Analytical Report No / : 2002FP23002360 Date of Analysis / 13-10-2023

Amnanurieckuii otget Ne JlaTta aHanuza

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

Jlara mpou3BoaCTBa ['onen oo

IMMN013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposezaen no H/L: [1 N013283/01 dt 13.07.2023 /

Not less than 80% (Q) of the labeled amount

PoacTBeHHbIC NpuMecn

5 | Dissolution / PacTBopenue Unit-1/ Ta6mn.-1 100%
N o of C21H25CIN203'2HC1 (Cetirizine
Busptilaties oo dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6mn.-3 99% 80 % (Q) OT HOMHHAIBHOTO COACPIKAHMSA
= Cz] H25C1N203 -2HCI (uen»rpmm{a
Unit-4 / Tabn-4 85 auruapoxsiopun) yepes 30 Mun.
Unit-5 / Ta6mn.-5 97%
Unit-6 / Ta6n.-6 99%
6 |Related Impurities by HPLC/

Impurity A / Ilpumecs A

Impurity B / IIpumecs B

Impurity C / IIpumecs C

Impurity D / TIpumecs D

Impurity E / [lpumecs E

Impurity F / [lpumecs F

Any individual unidentified
impurity / Jlrobas eguHudHAA
HEHICHTH()HULIMPOBaHHAS
NPUMECH

Less than Limit of Detection (LOD =

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

0.005%) / Hwxe npeaena

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

obuapysxenus (I10 = 0,005%)
0.02% / 0,02%

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

Not detected / He obHapyxeHa

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

Not detected / ve oOHapyxeHa

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

0.04% / 0,04%

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

Not detected / He o6Hapy»xeHa
0.09% / 0,09%

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

Total impurities /
CyMMma npuMecen

0.1%/0,1%

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

Assay / KommuecTBeHHoe
orpeneieHue

9.88 mg /9,88 mr
98.8% /98,8%

Not less than 9.0 mg and not more than 11.0
mg C21H25C]N203 -2HCI (Ceti rizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C2 1 H25C1N203 -2HCI (I.[GTPIp HU3UHa
nuruapoxiopun) B tadbnerke (ot 90 % mo
110 % OT HOMMHAIIEHOTO COACPIKAHIT).

Remarks : The Product confirms to ND/
Mpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBammiMm HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

14-10-2023 17:35:45




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

 Product : Cetrine film-coated tablets 10 mg_

CEPTUO®UKAT AHAJIU3A

[Mpoayxr: Lierpun, TabaeTin, NOKpEITHIC TUICHOYHOH obosomkon, 10 mr

Batch No / B2303292 Batch Quantity / : 955.000 KG /
 Cepuss Ne O6eM ceprn 955,000 KI"
Analytical Report No / : 2002FP23002360 Date of Analysis / 13-10-2023
Amnamuryieckuii oTuet No Jlara ananuza

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
Jlara mpousBoACTBa l'ogen o

I1N013283/01 or 13.07.2023

Analysis performed according ND / Ananms mposeaen no HJ1: [1N013283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
OaHOPOAHOCTH MACC MIPH
JeNeHNH TA0JIETOK

Complies as prescribed /
CooTtBercTBYET 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. /
TabneTkn COOTBETCTBYIOT —TpeOOBAaHUAM,
ecniu He Oomee 1 exuHMuyHas Macca
OTKJIOHACTCs 3a mpenensl 85 % - 115 % ot
cpexHen MacCHL Tabnetxku HE
COOTBETCTBYIOT TpeOOBaHMAM, ecnu Gosee
yeM | MHAMBHIAYaILHAS MAcca OTKJIOHAETCS
ecmu |

OT OTUX TIPSJCNIOB  HITH,
WHIMBUAYAIbHAS Macca OTKJIOHACTCSA 3a
npenensl 75 % - 125 % ot cpeaneit Maccsl.
9 |Microbiological purity* / Mukpo0uo/iornueckas yncrora*

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

Count / O6wee yucio He 6onee 1000 KOE/r

a3pOOHBIX MUKPOOPTaHH3MOB

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

moulds count / O6wee uucno He 6onee 100 KOE/r

JIPOMOKEBBIX M TIECHEBBIX

rpuboB

¢) Escherichia Coli Not Applicable Shell be absent in 1 g/

OrcyrctBue B I T

Remarks : The Product confirms to ND/

Mpumeuanue: |lpoaykr coorsercTBYeT TpeboarmsaM HJL

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4

of 6
Printed Date & Time (IST):

14-10-2023 17:35:45




Uncontrolled Copy

Product : Cetrine film-coated tablets 1

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJTHIA

0 mg

[Npoayxt: lleTpuH, TAOICTKH, NOKPHITHIC [UICHOYHOM 06010uKoH, 10 MT

Batch No / B2303292 Batch Quantity / 1 955.000 KG /

Cepusn Ne O6BeM cepun 955,000 KI" |
Analytical Report No / : 2002FP23002360 Date of Analysis / 13-10-2023

AnHanurudeckui oTaeT Ne JlaTta ananuza

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

Jlara mpousBoACTBA ['omen mo

TIN013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposeaen no HJL: I1 N013283/01 dt 13.07.2023 /

10 | Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3 Dblisters and patient
information leatlet m a carton. / llo
10 TabIeTOK B
[IBX/TIBJIX//antoMuHmMeBOM

Gmuctepe. [lo 3 Gnuctepa BMecTe C
MHCTPYKLMCH IO  IPUMEHEHUIO

YIIAKOBAHBI B MaYKy KapPTOHHYIO,

10 tablets in PVC/PVDC//aluminum blister.

2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabmerox B
NBX/TIBAX//amomunmesomM Gauctepe. ITo
2 wnu 3 6amcTepa BMECTE ¢ HHCTPYKUMEH 110
NMPUMEHEHMIO ~ YMAKOBAHBI B IAYKY

KAPTOHHYIO.

11 | Labeling / MapxupoBka According to ND / B cootBercTeimu ¢ H/J,

12 | Storage conditions / At temperature below 25 °C. / [1pu remniepatype He eoiue 25 °C.
Xpauenne

13 | Shelf life / Cpoxk roanocru 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 / ITpogooumecs npouseooumenem npu bINYCKe NEPUOOULECKU. O
Kaoicooit 20-01 cepun uni He menee 1 paza ¢ 200. Hokazamens modcem 6vims He exuiover ¢ Cepmuguxam

avanusa upmot.

Remarks : The Product confirms to ND/
Npumeuanue: [Ipoaykrt cooreeTcTBYET TpeboBarmam HJ|

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 5 of 6

Printed Date & Time (IST):

14-10-2023 17:35:45




Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

Title

B2303292

Document No.
- Version

QUA-FT02-2665
- 1.0, CURRENT

Approved Date | 14-Oct-2023

dB P00021162
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13/10/2023
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