Dr.Reddy’s Qf"

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
| Mpomykr: LleTpuH, TabieTKu, NOKPbITHIE MIEHOUYHOH 060104KOH, 10 Mr

Batch No / : B2303029 Batch Quantity / :955.000 KG 7/ 955,000 KI"
Cepus Ne Ob6bem cepuu

Analytical Report No / : 2002FP23002172 Date of Analysis / : 15-09-2023
AHanuTuyeckuit otTyeT No Jara aHanu3a

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

Hara npoussoacrsa ["oaeu no

| Analysis performed according ND: / Anaans nposeaen no HJL: [1 N013283/01-170223

Page 1 of 5/ Crp. 113 5§

Ne Test / IToka3aTean

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie ABOSIKOBBITYKJIbIE
TabNETKH, MOKPbITHIE MJAEHOYHOM!
obonoukoll 6en0ro Lsera, ¢ puckoii
Ha oiHOH cTopoHe. Ha nonepeuHom
paspese sinpo 6enoro uBeTa.

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 ABOSIKOBbIMYKJble TabneTKH,
MOKPbITbIE MJIEHOYHOU 000s0uKOll Benoro
WJTM TOYTH O€10ro UBETa, C PUCKO Ha O HOI
cropone. Ha nonepeurom paspese sapo ot
6enoro no moutu 6e10ro UBETA.

2 | Identification. Cetirizine / ogmunocts. Llernpusun

1. HPLC/B2XX

Complies as prescribed /
CootBetcTBYeT TpeGOBaHMAM

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 ynepxuBaHusi OCHOBHOIO
NUKa Ha XpPOMATOrpaMMe MCMbLITYEMOroO
pacTBOpa A0JKHO COOTBETCTBOBATh BPEMEHH
YOEPXKMBAaHUSI  OCHOBHOrO  MWKa  Ha
XpoMarorpamMMme pactBopa CTaHAapTHOro
obpa3zua uetTupusrHa ruApoxaopuaa (pasaen
«KonuuecTBeHHOE OnpeaeieHue).

Remarks : The Product confirms to ND/
IIpumeyanue: [IpoayxT coorseTcTBYeT TpeboBaHusam HJJ

Conclusion : APPROVED /
3akmwuenne: OJIOBPEHO

Prepared by / [ToarorosneHo:
D. Latha - Quality Control- Team

Member \ Eg ?

Checked by / [TposepeHo:
N.V. Krishna- Quality Control-
Team Member

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosoaurenn
Ajay Kumar- Quality Assurance- Team
Member g\

=d

Date /JaTa: 16-09-2023

Date /Jlata: 16-09-2023

Date /[lata: 16-09-2023
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Product : Cetrine film-coated tablets 10 mg
[MpoaykT: LleTpuH, TabaeTkn, MOKPbITbIE MIeHOYHOH 060on0uKoi, 10 Mr

Batch No / : B2303029 Batch Quantity / : 955.000 KG / 955,000 KI"
Cepus Ne Obbem cepun

Analytical Report No / : 2002FP23002172 Date of Analysis / : 15-09-2023
AHanuTnyecknii otuer Ne Hara ananu3sa

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

Jlata npon3BoAcTBa ["oneH o

Analysis performed according ND: / Anaans nposeaen no H/: [T NO013283/01-170223

Page 2 of 5/ Crp. 213 5

2. UV spectrophotometry / Complies as prescribed / The UV-spectrum of the test solution and the
V®-cnexrpodoromerpus CootsercTByeT TpeboBaHHM 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®-cnekrps!
MOTJNOLIEHMST UCMILITYEMOrO pacTBopa U
pacTBOpa CTaHAapTHOTO obpasua
UeTHPU3MHA FUAPOXJOpUAa B 06NacTH OT
200 no 400 HM JOKHBI UMETb MaKCUMYMbI
MOrJIOLLEHHUST MPU OAHOH U TOU K€ AJMHE
BOJIHbI C JIOMYCTUMbIM OTKIIOHEHUEM + 2 HM.

3 | Water / Boaa 3.3 %w/w /3,3% Not more than 8.0 % / He 6osee 8,0 %
4 | Uniformity of dosage units /| 2.8/2,8 The acceptance value (AV) should be less
OIHOpPOAHOCTH JO3HPOBAHHSA than or equal to 15.0 / [Ilokasarens
npuemiemoctu (AV) nomxeH 6biTh He Oonee
15,0.
5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 97% Not less than 80 % (Q) of nominal content of
- C21H25sCIN,O3-2HCI (Cetirizine
5 - [
Snji=2/ Tacisg e Dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 98% 80 % (Q) OT HOMWHaNbLHOTO COAEPIKAHUS
Unitd / Tabna 100% C21H25CIN2O5-2HCI (uetTupusmHa
auruapoxnopun) yepes 30 MuH.
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 98%
Remarks_: The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipoaykt cooTBeTcTBYET TpebopaHusim H]| 3axmiouenue: OJJOBPEHO
Prepared by / [loarorosneHo: Checked by / ITposepeHo: Approved by: Manager/Executive /
D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Onobpero: Medemwkep / PykosoauTens
Member k}&f/—/ Team Member Ajay Kumar- Quality Assurance- Team
Member n
3 %
Date /Jlata: 16-09-2023 Date /JlaTa: 16-09-2023 Date /[{ata: 16-09-2023
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[ Product : Cetrine film-coated tablets 10 mg
[IpoayxT: LleTpuH, TabaeTky, NOKpPbITbIE NIEHOUYHON 000a04YKOM, 10 Mr

Batch No / : B2303029 Batch Quantity / : 955.000 KG 7 955,000 KT
Cepus Ne Obbem cepuu

Analytical Report No / : 2002FP23002172 Date of Analysis / : 15-09-2023
AHanuTuyeckunii otuet Neo Jlata aHanu3za

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
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100.3% / 100,3%

6 | Related Substances / PoacTBeHHbIe npuMecH
Impurity A / [Tpumecs A Not detected / He obHapyxkeHa Not more than 0.2 % / He Gonee 0,2 %
1 0,
Impurity B / Ilpumecs B Less than LOQ (LOQ=0.010%) / Not more than 0.2 % / He 6_onee 0,2 %
Impurity C / I[1pumecs C Huxe npeaena konu4ecTBEHHOrO Not more than 0.2 % / He 6ouee 0,2 %
- 0,
Impurity D / [Tpumecs D onpexeneins (KO =0,010%) Not more than 0.2 % / He 6ousee 0,2 %
Not detected / 6
Impurity E / ITpumecs E OF detected [ He ObHapyseta Not more than 0.2 % / He 6onee 0,2 %
Impurity F / Tpumecs F Not detected / He oGHapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Any .individual unidentified 0.02% /0,02% Not more than 0.2 % / He Gousee 0,2 %
impurity / Jltobas eaunuuHas
HeHACHTHDHLMPOBAHHAS Not detected / He o6HapyxeHa
npUMeCh
0.07%/ 0,07%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KonnuecTBenHnoe 10.03 mg/ 10,03 mr From 90 mg to 11.0 mg of
onpejejieHne C21H35CIN2O3-2HCI (Cetirizine

dihydrochloride) in tablet (from 90.0 % to
1100 %  of  label claim). /
Ot 9,0 MIr A0 11,0 Mmr C2|H25C1N203'2HC]
(uetupu3nHa JUrMApOXJIopUn) B TabneTke
(ot 90 % po 110 % OT HOMMHANLHOrO
coaepxaHus).

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoayxr coorBeTcTBYeT TpeGoBanusM HJT

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / [ToarorosneHo:
D. Latha - Quality Control- Team
Member

Checked by / [Tposepeto:
N.V. Krishna- Quality Control-
Team Member

Approved by: Manager/Executive /
Opobpeno: Menenxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member N

Date /[lata: 16-09-2023

Date /J{ata: 16-09-2023

Date /[laTa: 16-09-2023
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8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OaHOPOAHOCTH MACC MpH CooteTcTBYET TpeOOBaAaHUAM than 1 individual mass is outside the limits of
AesleHUd Ta0JIeTOK 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 I individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTkn COOTBETCTBYIOT —TpeGOBaHUSAM,
ecnu He Oonee 1 egunuyHas Macca
OTKJIOHsiETCS 32 npeaenbl 85 % - 115 % ot
cpenHeit Macchbl. Tabnetkn HE
COOTBETCTBYIOT TpeGoBaHusiM, eciu 6osee
yeM 1 WHAWBHAYaAJIbHAsA MacCa OTKJIOHAETCS
OT  3TUX MNOpeaenoB  uiauv, ecad |
WHAWBUAYANbHAsT MacCa OTKIIOHSETCS 34
npeznenslt 75 % - 125 % ot cpenHeii Macchl.

9 | Microbial enumeration tests* / MukpoGHo/10rH4ecKast 4uCTOTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g/
Count / O6wuee uucno He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6tiee uuciio He 6onee 100 KOE/r
APONOKEBLIX U MIECHEBBIX

rpubos

c) Escherichia Coli Not Applicable Shell be absent in 1 gram /

OtcyrctBUe B 1 1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt coorseTcTByeT TpeGoBaHuam HJJ 3akawuenune: OJJOBPEHO
Prepared by / Ioarorosaeto: Checked by / ITposepeno: Approved by: Manager/Executive /
D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Opnobpeno: Meunemxkep / Pykosoaurens
Member Team Member Ajay Kumar- Quality Assurance- Team
Member n
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Product : Cetrine film-coated tablets 10 mg
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10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / [To 10
TabneToK B
[MBX/TIBJAX//antoMuHuesom
6auctepe. 3 Onucrtepa BMecTe ¢
MHCTPYKLUMEH MO  NPUMEHEHUIO
ynaKoBaHbl B Na4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
[IBX/TIBJX//antomunueBom Gnucrepe. Ilo
2 uau 3 GcTepa BMECTE C MHCTPYKUHME N0
NPUMEHEHUIO  YNAaKOBaHbl B MauKy
KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootserctBuu ¢ HI
12 | Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype He Bbitie 25 °C.
XpaneHue
13 | Shelf life / Cpok rognocru 3 years /3 roaa |

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. /
* - [poBoaAMTCS NPOU3BOAUTE/IEM NPH BbINYCKe MEPUOIHUUECKH: A1 KAXKA0# 20-0ii cepuH KM He MeHee
1 pa3a 8 roa. [loka3aTesib MOMKeT ObITH He BKJIIOYEH B CEPTHHHKAT aHAIM32 PUPMBI.

Remarks : The Product confirms to ND/
Ilpumeuyanne: [IpoaykT cootBercTByeT TpeGoBaHusm HJI

Conclusion : APPROVED /
3aknawuenue: OJIOBPEHO

Prepared by / Iloarorosnexo:
D. Latha - Quality Control- Team
Member

Checked by / [TposepeHo:
N.V. Krishna- Quality Control-
Team Member

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTesib
Ajay Kumar- Quality Assurance- Team
Member n
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