Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A
\Product ¢+ Cetrine film coated tablets, 10 mg
Nponyxt ¢ Llerpun® TabneTku, NTOKPHITHIE MIEHOYHOM 060m04K0M,10 MI
Batch No/ : B2104441 Batch Quantity / ¢ 665680 KG/
Cepust Ne O6beM napTumn 665,680 KI
Analytical Report No / : 2002FP21002549 Date of Analysis / : 27-12-2021
AHaJuTHYeCKHii oTueT Ne JlaTa aHanusa
Date of Manufacture / ¢ 1272021 Date of Expiry / i 11/2024
JlaTa 1IPOU3BOACTBA T'onen o

Analysis performed according ND / Ananns nposeacn mo HA: 1 'N013283/01- ]60919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020

pDUCKO# [1a  OMIOH  CTOPOHE.

1BCTA.

[Ne _[Test/Iokasatens Result / PesyabTaTsl Specification / Hopma
' White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Onucanue coated tablet with a breakline on one side.|biconvex film coated tablet with a

White core on a cross section. / Kpyrnsie/breakline on one side. White to off-
IBOAKOBBIMyKIbIe TabNeTkH, NOKpEITEie|white core on
ruieHouHOM o6onoukoif Genoro 1Bera, ClKpyripie MBOAKOBBITYKIIBIC TabneTkn,
HalnokpsiThie
nonepeyHoM paspese — Aapo Genorol6enoro Wi MOYTH Gestoro ugera, €

a cross section. /

nneHoYyHoi  oGonouko#
puckoit Ha opHo#i cropone. Ha
nonepeYHoM paspese — aapo ot Genoro
o noyTH Geyloro 1BETA.

2 Identification by HPLC/
IToANMMHHOCTE

Complies as prescribed /
CoOTBETCTRYET

The retention time of the main peak
in the chromatogram of test solution
hould correspond to the retention
ime of the main peak in the
chromatogram of cetirizine
ihydrochloride reference standard
olution (section Assay). /

Bpems YAEPXHBaHUA OCHOBHOTO
nuka Ha XpoMaTorpaMme
WCOLITYEMOrO pacTBopa  AOJKHO
COOTBETCTBOBATh BpeMEHH
IepXXUBAHUS OCHOBHOTO MNHKa Ha
poMaTorpaMme pacTBopa
|cranmapTHoro ofpasua ueTHpU3HHa
ruapoxnopuna (pa3nen
«KoJ1MyecTBEHHOE OnpefielICHNEN).

3 Average weight / Cpennss
Macca

189.5mg / 189,5 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (or 1853 mMr no
196,7 M)

4 Water / Bona

3.5% wiw /3,5%

Not more than 8.0% w/w /
He Gonee 8,0 %

5 Uniformity of dosage units
OxropoaHOCTD
03MpOBaHKA

29/29

The acceptance value (AV) should be
less than or equal to 15.0 /
[Mokasatens npuemiemoctH (AV)
nomxen 6uITE He Gonee 15,0,

Remarks : The Product confirms to ND/
ITpumeuanue: INponykr cootsercTBYeT TpeboBanmam HJ

Conclusion :
3axmouenue: ONOBPEHO

APPROVED/
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

NMponykr  : Uerpuu® TabneTku, MOKPHITEIE MICHOYHOM 060a04K0M, 10 MT

Batch No / : B2104441 Batch Quantity / ¢ 665.680 KG/
Cepun Ne O6beM NapTHH 665,680 KI"
Analytical Report No/ : 2002FP21002549 Date of Analysis / : 27-12-2021
AuHanuTRyecKknit oTuer Ne JlaTa ananuia

Date of Manufacture / ¢ 1222021 Date of Expiry / s 11/2024

JlaTa MpON3BOACTBA I'onen o

Analysis performed according ND / Anaau3 nposesen no HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne | ot 12.05.2020

b) Impurity B /

Not detected / He o6HapyxeHa

Ne | Test/ lokasaTens Result / PesynbTaTsbl Specification / Hopma B
6 Dissolution / PacrBopenne 97%, 99%, 99%, 97%, 97%, 98% Not less than 80% (Q) of the
labeled amount of
C2|H25C1N203‘2HCl (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmewee 80 % (Q) or
HOMWHATBHOTO cozepxanus
C2 stClNzOg -2HCI (umpmuﬂa
nurunpoxaopun) yepes 30 MuH.
7 Impurities by HPLC/
Poncraennsie mpumMecn E) Not more than 0.2 % / He 6onee 0,2
LETHPH3NHA A
@) Impurity A / Not detected / He o6HapyxeHa b) Not more than 0.2 % / He Gonee 0,2
npuMech A

%
c) Not more than 0.2 % / He Gonee 0,2

mpuMeck B %

c) Impurity C / Not detected / He 06 Ha

npumech C oree i o d) Not more than 0.2 % / re 6onee 0,2
%

d) Impurity D/ Not detected / He o6napyxena

mpumech D e) Not more than 0.2 % / He Gonee 0,2
%

) fropunity B 0.06% / 0,06% o

mpmecs E ik sl f) Not more than 0.2 % / e Gonee 0,2

f) Impurity F / %

F Not detected / He o6rapyxena :
MpHMech po% ig) Not more than 0.2% /
9) Any unspecified impurity He 6onee 0,2%
0.11%/0,11%
JIro6as equHUUHAS
HeuneHTHUUNPOBAHH h) Not more than 2.0% /
NpUMech i He 6onee 2,0%
h) Total impurities / Cymma 0.2%/0,2%
npuMeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeaanue: [IpoxykT cooTBeTcTBYeT TpeboBanusM HIT 3akmoyenue: OXOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHATU3A
\Product + Cetrine film coated tablets, 10 mg
Mpoaykr : Lletpun® Tabnetkn, MoKprITHIE MIeHOYHONW 060n04koi, 10 M ,
Batch No / : B2104441 Batch Quantity / :* 665.680KG/
Cepun Ne O6beM naprun 665,680 KT
Analytical Report No / : 2002FP21002549 Date of Analysis / s 27-12-2021
AnanauTHyecKuil oTaer Ne JlaTa aHaJM3a
Date of Manufacture / ¢ 1272021 Date of Expiry / 1172024
JAaTa npou3BOACTEA Copen 10
Analysis performed according ND / Anaau3 nposeaes no HJ: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020
Ne | Test/Ilokasarenn Result / PesyasTaTsl Specification / Hopma
8 Microhial limits /
MukpoGuonornyeckas
MICTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6luee urcno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOGHBIX MHKPOOPraHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6mee uncno [Mewnee 10 KOE/r
IPOYXKEBBIX M MITECHEBBLIX
rpubos Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g / OtcyTcTBYeT B IT r
c) E. coli
0 Assay / KonniecTBeHHOE 9.98 mg /9,98 Mr Each film coated tablet contains not
onpefienexne less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O5;-2HCl  (cetirizing
dihydrochloride) per tablet / Ot 9,0 M
o 1 1,0 Mr C2|H”C|N203'2HC[
{UeTHpU3NHA  AWIMAPOXJIOPHA)
. rabneTke. .
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in for 3 blisters and patient information
a carton. / ITo 10 TaGnetok B leaflet in a carton. "In bulk" package:
[MBX/anmoMrHreBoM Ginucrepe. Ilo .|10 blisters in a carton. 252 cartons in
2 GnucTtepa BMecTe C HHCTpYKIHeH o [master carton.
MPUMEHEHHIO YTIaKOBaHEI B ITa4YKy / TTo 10 Tabnerok B
KapTOHHYIO. TIBX/anroMunmnesoM Girrcrepe. Ilo 2
nnu 3 Gnucrepa BMecTe ¢
WHCTPYKLMEHR O MPHMEHEHHIO
YITaKOBAHEI B TIAYKY KapTOHHYIO.
VnakoBka "in-bulk": TIo 10
GIIICTEPOB NOMEINAIOT B KAPTOHHYO
opobky. ITo 252 xaproHHEIE
Eopo&m TMOMEMAIOT B KapTOHHBIH
opo6.
11 Labeling / MapknpoBka According to ND / B coorsercrun ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / TIpu temneparype He sbitue 25 °C.
X panenue
13 |Shelflife / Cpok ronnocti B years /3 roma
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: MNpoxyxT cootsercTByeT TpeGonannsm HII 3axaouenune: QJJOBPEHO
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Y ELECTRONIC SIGNATURES Dr.Reddy’s ¢3¢
B2104441 ' '
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