Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTH3A

Product Cetrine film coated tablets, 10 mg

ITpoaykt LleTprH® TabNETKH, TTOKPLITHIE TIEHOYHOW 060104K0H,10 MF

Batch No / B2300882 Batch Quantity / 687.600 KG/
Cepns Ne O0beM MapTHH 687,600 K"
Analytical Report No / 2002FP23000704 Date of Analysis / ¢ 14-03-2023
AHanuTudecKuii oTuet Ne JlaTa anajausa

Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JlaTa npousBoxCcTBA T'open no

Analysis performed according ND / Ananus nposeaen no H: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

N

Test / IlokazaTeanb

Result / Pe3ynbTaThl

Specification / Hopma

Description / Onvicanvie

IUIEHOYHOM 0005109KOii
pUckol  Ha  OJHON
NonepeyHoM paspese
1[BETA.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnete
NBOSIKOBBIYKJIblE TaONETKU, TOKPBIThIE

bemoro uBera, ¢
cropore. Ha
— sgpo Genoro

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
KpyTiibie TBOSKOBBITYKIIbIE TaONETKH,
MOKPBITHIC  TUIEHOYHOM  060JI0YKOi
Germoro wimu TouTH Oenoro usera, ¢
puckoif Ha omHOH crtopone. Ha
[OTIEPEUHOM pazpese — ANPo oT Genoro
10 mouTH 6eJ10ro LBETA.

Identification by HPLC/
[TognunrocTh

iIComplies as prescribed /
Co00TBETCTBYET

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMmss yIAEpXHBaHUA OCHOBHOIO

nHKa Ha XpoMartorpamme
WCILITYEMOrO0  pacTBOpa  JIOMKHO
COOTBETCTBOBATh BpeMeHH
yIEpKUBAHUS OCHOBHOTO IMHKa Ha
XpoMaTorpamme pacTBopa
CTaHgapTHOro o6pa3lia UeTHPH3NHA
THAPOXJTOpHIA (paznen

«KOnMYECTBEHHOE ONPE/ICTCHUER).

Average weight / Cpennsist
Macca

190.0mg / 190,0 mr

191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,33 Mr mo
196.7 mr)

Water / Bona

21% wiw /2,1%

Not more than 8.0% w/w /
He 6onee 8.0 %

Uniformity of dosage units
/ OMHOPOIHOCTH
MO3UPOBAHUS

44/44

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokasatens npueMnemocti (AV)
momkeH OBITH He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: Ipoaykt cooTBeTCTBYET Tpeboanmsam HJL

Conclusion : APPROVED /
3axnaouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
[Product Cetrine film coated tablets, 10 mg
Npoayktr : Lletpun® TabnieTky, MOKPBITIE MIIEHOYHOM 060109KO0M, 10 M -
Batch No / B2300882 Batch Quantity / 687.600 KG /
Cepust Ne O6beM mapTuu 687,600 KI'
Analytical Report No / 2002FP23000704 Date of Analysis / 14-03-2023
Ananurudeckuid otyer Ne JlaTa aHaau3a
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JlaTa npou3BoAcTBa T'onen no

Analysis performed according ND / Ananns nposeaen no HJL: 11 N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3sm. Ne 2 ot 07.10.2021)

Specification / Hopma

h) Total impurities / Cymma
npuMeceit

0.1%/0,1%

Ne Test / [ToxazaTean Result / Pe3yabTaThl -
6 Dissolution / PactBopenne 99%, 100%, 98%, 98%, 98%, 98% Not less than 80% (Q) of the
labeled amount of
C2|H25C1N203'2HCI (Cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMWHATBHOTO comepkaHus
C,1H,5CIN,0O5:2HCI (uetupusnna
__ |muruapoxyiopun) yepes 30 MuH.
7 Impurities by HPLC/
PopncreenHslie npuMecu a) Not more than 0.2 % / ne Gonee 0,2
LETHPH3HHA %
a) Impurity A / Less than LOQ (LOQ=0.019%) b) Not more than 0.2 % / e Gonee 0,2
npumech A A
b) Impurity B / Less than LOQ (LOQ=0.010%) c) Not more than 0.2 % / xe 6onee 0,2
npumecs B %
c) Impurity C/ Less than LOQ (LOQ=0.017%)
nmpumMech C d) Not more than 0.2 % / ne 6omee 0,2
%
d) Imputity D/ Not detected / He o6HapysxeHa
npuMecs D e) Not more than 0.2 % / ne 6onee 0,2
e) Impurity E / 0.02% / 0,02% [
nprveck B f} Not more than 0.2 % / ve 6onee 0,2
f) Impurity F / Less than Limit of Detection %
apumMech F (LOD=0.015%)
g) Not more than 0.2% /
g) Any unspecified impurity He 6omee 0,2%
JTrobas emuHUYHAS 0.06% /0,06%
HeuICHTHULIMPOBAHH h) Not more than 2.0% /
A1 IpHMECh He 6onee 2,0%

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusM HJ{

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANTNW3A

[Product Cetrine film coated tablets, 10 mg

Mpoaykr LleTpuu® TableTKH, TOKPLIThIC TNEHOYHO 060m09KoH, 10 M )
Batch No / B2300882 Batch Quantity / 687.600 KG /
Cepus Ne O06beM napTuyn 687,600 KI'
Analytical Report No / 2002FP23000704 Date of Analysis / 14-03-2023
AHaauTHYEeCKHIT oTueT Ne JlaTa anajau3a

Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JaTa npon3BoacTBA I'ogen no

Analysis performed according ND / Anasms nposenen mo H)L: 11 NO13283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

| Ne Test /:HOKasaTeJn. | Result / PesynbTaTnl Specification / Hopma
8 Microbial limits / .
Muxpobuonoruyeckas
qCTOTA
a) Total aerobic microbial 80 CFU/g/ Not more than 1000 CFU/g /
count / Ob1uee yucno 80 KOE/r He Gonee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6uree uncio  Menee 10 KOE/r
IPOYIKEBBIX W TIECHERBIX
rpu6os Shall be absent in 1g / OtcyrctBue B 1
Absent in 1g / OtcytcTByeT B 1T r
c) E. coli
9 Assay / KonmnyectBeHHOE 9.94 mg /9,94 Mr Each film coated tablet contains nof
oTpeneeHe less than 9.0 mg and not more than 11.0
mg  C,HysCIN,O3-2HC1  (cetirizine
dihydrochloride) per tablet / Ot 9,0 M
bi(e] 1 1,0 MI C21H25C1N203 -2HCI
(ueTUpu3MHA  JUTUOPOXJIOPHI) B
TabneTke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet for 3 blisters and patient information
in a carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[1BX/amomuHueBom G6nucrepe. [1o 10 blisters in a carton. 252 cartons in
2 6iuctepa BMeCTE ¢ MHCTPYKIHEN 1o master carton.
TIPUMEHEHHWIO YIIaKOBaHBI B TTaYKy / ITo 10 TabmeTok B
KapTOHHY1O. [MBX/anmtomuHneBoM Onmctepe. [To 2
uny 3 Gnucrepa BMECTe ©
MHCTPYKLWEH 110 IPUMEHEHUIO
yIaKkoBaHbI B Ta4YKy KAPTOHHYIO.
Vnakoska  "in-bulk": Ilo 10
BIUCTEPOB MOMEINANOT B KAPTOHHY!O
kopobky. Ilo 252 kapToHHEIE
KOpOOKH TIOMEIIaloT B KapTOHHBII
i - Kopob. -
11 Labeling / MapkupoBka According to ND / B cootsetcTBiu ¢ HJI
12 Storage conditions / At temperature below 25 °C. / TTpu temnepatype He Bble 25 °C.
X paHeHne
13 Shelf life / Cpok rogHoct  [3 years /3 roxa o

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoxykT cooTBeTCcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akauenne: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy's “.’."’

Title

B2300882

Document No.
- Version

QUA-FT02-2073
- 1.0, CURRENT

Approved Date

17-Mar-2023

Prepared By P00021162 Latha Dasi 15/03/2023
17:46:21

Reviewed And P00034556 V Krishna Nimmakayala| ~ 15/03/2023
Approved By 18:19:03

Approved By QA P00019846 K Narayana Swamy 17/03/2023
20:18:54

Page

Printed By: K Narayana Swamy

4

of 4

Printed Date & Time (IST). 17-03-2023 20:35:17




