Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg ]
IMpoaykTr LerprH® TabeTkH, TOKPLITHIE MIIeHo9HOH o6onovkoi, 10 Mr -
Batch No / B2301457 Batch Quantity / 687.600 KG/ -
Cepus Ne O6Lem napTun 687,600 KI"
Analytical Report No / 2002FP23001130 Date of Analysis / 30-04-2023 N
AHaJguTHYecKuii oTaer Ne JlaTa aHaausa
Date of Manufacture / 04/2023 Date of Expiry / 03/2026
JlaTa npousBoacTBA Tonen no

Analysis performed according ND / Ananus nponeaent mo HJI: 11 N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 or 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

al

|

d

[ToanuHAOCTE

Ne Test / IlokazaTenan Result/ PesynoTaThl Specification / Hopma - i
White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Omucanne coated tablet with a breakline on one side.biconvex film coated tablet with a
White core on a cross section. / Kpyrisie breakline on one side. White to off-
NBOAKOBBIMYKJbIE TabneTky, NOKpbIThle|white core on a cross section. /
niedodHoil obonoukoit Genoro usera, ¢|Kpyribsie OBOAKOBBITTYKIIblE TabJIETKH,
puckoit wWa  ommod  cropore.  Hajmokpritiie  TuleHOTHOH  o6omodkofi
nmomepeyHoM paspese — sAapo Oenorolbenoro uaM NouTH Oenoro ugera, ¢
LBETA. puckoif Ha ofHOW cTopone. Ha
MOTIEPEYHOM pa3pese — AIApo oT Geroro
. o moutH 6esloro LBETA.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak

CooTBeTCTBYET

Average weight / Cpeansis
mMacca

‘Water / Boza -

187.8 mg / 187,8 mr

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). /

BpeMss ymepKWBaHHUA OCHOBHOTO
MHKa Ha XpoMarorpaMme
HCTBITYEMOrO  PacTBOpa  JIOJHKHO
COOTBETCTBOBATD BpeMeHH
'yOepKWBAHWS OCHOBHOTO TIHKAa Ha
IXpoMaTorpaMme pactBopa
CTaHAApTHOTO obpaslla LIeTHPU3MHA
rHIpoXIopuaa (pazmen
«Konu4yecTBeHHOE ONMpeeNneHnen).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 1853 wmr mo
196,7 mr)

1 2.5% wiw/2,5%

Uniformity of dosage units
OnHOPOOHOCTE
103POBAHUA

34/34

{He 6omee 8,0 %

Not more than 8.0% w/w /

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokazaTtenb npuemiemMocTH (AV)
nomxkex OBITH He Oolee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoayKT cooTBETCTBYET Tpebosanuam HJ

Conclusion : APPROVED /
Jaxawuenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 1 of 4

Printed Date & Time

(IST): 30-04-2023 14:34:36



Uncontrolled Copy

CERTIFICATE OF ANAIYSIS
CEPTHOHUKAT AHAJTU3A

Product : Cetrine film coated tablets, 10 mg
| Mpoaykr Llerpun® Ta6NeTKu, TIOKPLITHIC NITEHOYHO!M 060/101KO#, 10 MF
Batch No / B2301457 Batch Quantity / 687.600 KG / - |
Cepusn Ne O0beM napTun 687,600 KT’
Analytical Report No / 2002FP23001130 Date of Analysis / 30-04-2023 =
AHaTuTHYecKHIi oTueT No JlaTa aHaau3a
Date of Manufacture / 04/2023 Date of Expiry / 03/2026
Jlata npon3BOACTEA Topen g0 |
Analysis performed according ND / Auasins npogegen no HIL: T1 NO013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 or 07.10.2021)
Ne Test / oxazaTeJib Result / PesyabraThi Specification / Hopma :
6 Dissolution / PacTBopenue 98%, 98%, 97%, 98%, 98%, 98% Not less than 80% (Q) of the
labeled amount of
C3|H25C1N203' 2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMWHAIILHOTO cofepiKaHus
(5 H)ysCIN, Q4 2HCI (netnpusnna
D nrnppoxitopun) vepes 30 MuH.
7 Impurities by HPLC/
PojicTBeHHBIE TIPUMECH a) Not more than 0.2 % / He 6onee 0,2
LETHPU3UHA Yo
. Not detected / He obnapyxena
a) Impurity A / b) Not more than 0.2 % / ne Gonee 0,2
npuMech A Yo
. Less than LOQ (LOQ = 0.010%) / Hixe
EL::EE??%I B/ [IpEAeNa KOJTHHECTBEHROTO OTPECICHHS c) zjot more than 0.2 % / ne 6onee 0,2
(TTKO = 0,010%) °
c) Impurity C/ 0.02% / 0,02%
npumeck C d) Not more than 0.2 % / ne 6onee 0,2
d) Impurity D / Not detected / He o6rapyxkena %
npumecs D e) Not more than 0.2 % / He 6onee 0,2
e) Impurity E / Less than LOQ (LOQ = 0.023%) / Hixe %
patareds | ?g?(ﬂ(‘;nj gfz)zlglz/tz;:meﬂﬂoro SRESESESES f) Not more than 0.2 % / ne 6onee 0,2
f) Impurity F / Less than LOQ (LOQ = 0.041%) / Huxe | 7
npumech F Tpejiesyia KOTNYeCTBEHHOTO OTpe/IeNICHH
) ) ) (HKO - 0,041%) g) Not more than 0.2% /
g) Any unspecified impurity He 6onee 0,2%
Jro6as enuHNYIHAst 0.07% /0,07%
HengeHTH(puIMpoBaHH h) Not more than 2.0% /
as prMech He 6onee 2,0%
h) Total impurities / Cymma | 0.1%/0,1%
npuMeceit
L1 -

Remarks : The Product confirms to ND/
Mpumeuanue: [1pojlyKT COOTBETCTBYET TPEOOBAHNAM HIT

Conclusion : APPROVED /
3axatouenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUHKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg ]
Mpoaykr @ [erpun® tabierku, MoKpbIThie MIeHOIHOH obomoukoii,10 mr -
Batch No / B2301457 Batch Quantity / 687.600 KG /
Cepus Ne B Obbem naprTun 687,600 KI"
Analytical Report No / 2002FP23001130 Date of Analysis / 30-04-2023
AHaJuTHYeCKMil oT4YeT Ne Jlara anaausa
Date of Manufacture / 04/2023 Date of Expiry / 03/2026 ]
Jara nponssojcrsa "open no
Analysis performed according ND / Anajin3 nposcaelt no HJI: TIN013283/01-160919 (amend Ne | from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)
Ne | Test/ [lokasaTenn Result / Pesyabtatrbl Specification / Hopma—j
8 Microbial limits /
Mukpobronoruueckan
qHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / OGuiee yucio Menee 10 KOE/r He 6omee 1000 KOE/r
a3pOGHBIX MUKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6mee uncno Menee 10 KOE/r
JIPOMOKEBBIX W TIIECHEBBIX
rpuGoB Shall be absent in 1g / OtcyTtcrBue B 1
Absent in 1g / OtcyrcTByeT B 11 r
c) E. coli -
9 Assay / KonndecTBeHHOE 9.88 mg / 9,88 MT Each film coated tablet contains not
onpeneneHne less than 9.0 mg and not more than 11.0
mg C2 1H25CIN203' 2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 M|
a0 11 ,0 MT C21H25C1N203' 2HC]
(ueTVpH3MHA ~ AWUTHOPOXIIOPUA) B
rableTKe.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 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/amomunuesoM 6micrepe. [lo 10 blisters in a carton. 252 cartons in
3 6icTepa BMECTe C MHCTPYKLUEH 110 master carton.
[PUMEHEHHIO YTTaKOBaHbI B MAYKY / TTo 10 Tabnerox B
KapTOHHY1O. [TBX/amomunaneBoM Gnuctepe. 1o 2
unu 3 Gnucrepa BMECTE ©
WHCTPYKUHEH 110 TPUMEHCHWIO
yITaKOBaHB! B TIAUKY KapTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
OIBCTEPOB MTOMEIIAIOT B KAPTOHHYIO
xopobky. Tlo 252 xaproHHbIe
KOpPOOKH TIOMEIIAIOT B KapTOHHBIH
o KOpoO. o
11 Labeling / MapknpoBKa According to ND / B cootsercrsun ¢ HJI
12 Storage conditions / At temperature below 25 °C. / [Tpu Temnepartype He Bbiwe 25 °C.
XpaHenue
13 Shelf life / Cpox roanocty  [3 years / 3 roga R B
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumedanue: [IpoayKT COOTBETCTRYET TPeGOBAHNAM H 3axmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 4

Printed Date & Time (IST):

30-04-2023 14:34:36



Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q¢

Title

B2301457

Document No.
- Version

QUA-FT02-2182
- 1.0, CURRENT

Approved Date

30-Apr-2023

—_———

 Intention EmployeeID |

User Name

Printed By: K Narayana Swamy

Prepared By P00021162 Latha Dasi 30/04/2023
11:47:27
Reviewed And P00034556 V Krishna Nimmakayala|  30/04/2023
Approved By 12:54:23
Approved By QA P00039909 Prashanth Voladri 30/04/2023
13:59:46
Page 4 of 4

Printed Date & Time (IST): 30-04-2023 14:34:36




