Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Cetrine film coated tablets, 10 mg
TMpoaykt : lleTpun® TabneTkn, MOKpLITHIE NeHOuHOH o6onoukoi, 10 Mr
Batch No/ + B2104565 Batch Quantity / i 674.040KG/
Cepus Ne O6bem napTuH 674,040 KI'
Analytical Report No / : 2002FP22000029 Date of Analysis / ¢ 10-01-2022
AHAJIMTHYECKHH 0TYeT Ne JlaTa aHa/u3a
Date of Manufacture / : 12/2021 Date of Expiry / + 112024
JIaTa npoH3BOACTBA Toaen no

Analysis performed according ND / Ananus nposeaen no HJ: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3Mm. Ne | ot 12.05.2020

Ne | Test/ Iloka3saTenn Result / Pesyabrarni Specification / Hopma
'White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Onucanue icoated tablet with a breakline on one side.biconvex film coated tablet with a

White core on a cross section. / Kpyrasiejbreakline on one side. White to off-
MBOSKOBLINYKJIBIE TabneTkH, NOkpbiThie/white core on a cross section. /
nieHoyHol obonoykod Genoro wsera, c[Kpyrible ABOAKOBHINYKIblE TaGNeTKH,

puckoii Ha  omHoif  cropoHe. HalnoxpeiTele nieHouHolt  oGonoukoi
nomepeyHoM paspese — saapo Genorolfenoro win noytd Genoro usera, ¢
(BETA. puckoii Ha opHod cTopoHe. Ha

Monepe4yHoM paspese — Anpo oT Genoro
no moytH Genoro LBeETa.

2 Identification by HPLC/
[ToanuHHOCTD

Complies as prescribed /
COOTBETCTRYET

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

BpeMA yIepHBAHUS OCHOBHOIO
nuka Ha XpoMaTorpaMmme
CNBITYEMOTO  pacTBOpa JIONXHO
COOTBETCTBOBATD BpeMeRU
yIep)KUBAHHA OCHOBHOTO NHKA Ha
XpOMaTOTpaMme pacTBopa
CTannapTHoro obpasua neTHpu3MHa
rAPOXJIOpHIA (pasnen
«KonuvecTBEHHOE ONpeaeneHuey).

3 Average weight / Cpegnss
IMacca

190.4 mg /190,4 Mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 185,3 mMr po
196,7 mr)

4 Water / Boaa 2.9% wiw /2,9% Not more than 8.0% w/w /
He 6onee 8,0 %
S Uniformity of dosage units 1.9/1,9 The acceptance value (AV) should be
OnHoOpoAHOCTD less than or equal to 15.0 /
IO3UPOBaHUA

TToxasatesns npuemneMocTH (AV)
nosixeH ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [Npoaykr coorsercTBYeT TpeGopanuaM HJT

Conclusion : APPROVED /
3axawyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

Mponyktr : Lletpun® TabnerTku, NOKpLITHIE IUIEHOYHOH 060n0uKoi, 10 M

Batch No/ s B2104565 Batch Quantity / : 674.040KG/
Cepus Ne , O6bemM napTHH 674,040 KI'
Analytical Report No / : 2002FP22000029 Date of Analysis / ¢ 10-01-2022
AHaJHTHYECKHUI oTHeT No JlaTa anajusa

Date of Manufacture / s 12/2021 Date of Expiry / ¢ 112024

JlaTa npou3BoACTBA TogeH no

12.05.2020 / u3m. Ne 1 ot 12.05.2020

Analysis performed according ND / Anaau3s nposeaen no HJ/I: T N013283/01-160919 (amend Ne 1 from

Ne | Test/ IlokasaTen Result / PesyapTaThbl

Specification / Hopma

6 Dissolution / Pacteopenue 100%, 100%, 98%, 100%, 99%, 101%

labeled amount

minutes /

um,upoxnopml) yepes 30 MUH.

Not less than 80% (Q) of the

of

C,1H,5CIN;05-2HCI (cetirizine
dihydrochloride) is dissolved in 30

He wmenee 80 % (Q) or
HOMHHAJIBHOIO conepxanus
C21H25CIN,O;3-2HCI (uetupusuna

7 Impurities by HPLC/
Poxcraeniivie npumecy
LETUPH3NHA

Not detected / He o6uapyxena
) Impurity A / e

npuMmecs A

) Impurity B / 0.02% / 0,02%

npumMecs B
) Impurity C /
npumecs C

Not detected / He oGuapysxena

) Impurity D / Less than LOQ (LOQ=0.003%)

puMecs D
) Impurity E / 0.02%/0,02%
npumMecs E

f) Impurity F/ Not detected / He o6Hapyskena
npuMmeck F

@) Any unspecified impurity

/ HlO6aﬂ €NMHUYHas 0.08% / 0,08%

HEMAEHTHDULHPOBAHH
A NpUMech

h) Total impurities / Cymma  |0.1%/0,1%
npumeceii

%

%

%

%

%

% _

g) Not more than 0.2% /

He Gonee 0,2%

h) Not more than 2.0% /
He Gonee 2,0%

;a) Not more than 0.2 % / e 6onee 0,2

b) Not more than 0.2 % / e 6onee 0,2

c) Not more than 0.2 % / ne 6onee 0,2
d) Not more than 0.2 % / ne 6onee 0,2
{e) Not more than 0.2 % / ne 6onee 0,2

) Not more than 0.2 % / ne Gonee 0,2

Remarks : The Product confirms to ND/

Ipumeuanne: [ponykr COOTBEeTCTBYET TpeGoBanusam HJ[

Conclusion : APPROVED /
SaKnmqulge: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 4
Printed By: Ajay Kumar.....

Printed Date & Time (IST):  12-01-2022 16:44:15




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykt : Lletpun® Tabnetku, MOKphITbIE MIEHOYHOH 060n04KOH, 10 MI
Batch No / : B2104565 Batch Quantity / :  674.040KG/
Cepun Ne O6bem napTuH 674,040 KI'
Analytical Report No / : 2002FP22000029 Date of Analysis / :  10-01-2022
AHaguTHyeckui oTyer No JlaTa anaau3a
Date of Manufacture / ¢ 122021 Date of Expiry / s 1122024
JlaTa npoH3BOACTBA I'open no

Analysis performed according ND / Ananus nposeaex no HJI: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020

Ne  |Test/ Ilokasareab Result / PesyabTaTbl Specification / Hopma
8 Microbial limits /
Muxpobuonoruyeckas
MHCTOTA
a) Total aerobic microbial |_ess than 10 CFU/g / Not more than 1000 CFU/g /
count / O6wiee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOoOHBIX MHKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6uwee uncno Menee 10 KOE/r
IPOMOKEBBIX U ILTECHEBBIX
rpuGos Shall be absent in 1g / OrcyrcTBue B 1
Absent in 1g / Orcyrereyer B 1T r
c) E. coli
9 Assay / KonuuecTeeHHOe 9.94 mg /9,94 mr Each film coated tablet contains not
onpeneneHue less than 9.0 mg and not more than 11.0
mg Cz]szC]NzO:;ZHCI (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
ino 11 ,O Mr CNH25C]N203'2HCI
(UeTHpU3MHA  AUCMAPOXJIOpHI) R
rrabJieTke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / [To 10 Tabnetok B leaflet in a carton. "In bulk” package:
I1BX/antoMmuuueBom Giucrepe. Io 10 blisters in a carton. 252 cartons in
3 6iucrepa BMECTe C HHCTpYKUMe#i mo  |master carton,
NPMMEHEHMIO YNAKOBaHbl B NauKy / ITo 10 Tabnerok B
|KapTOHHY!O. [BX/amomunnesoM 6nucrepe. Io 2
1M 3 6nuctepa BMeCTe ¢
MHCTPYKLMEH 110 NPUMEHEHHIO
Y[IaKOBaHbl B NIaYKy KapTOHHYIO.
Ynaxoeka  "in-bulk": Tlo 10
6nycTepoB MOMELLAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapronusle
KOpOOGKH MOMEMIAIOT B KApPTOHHLIH
KOpo6.
11 Labeling / Mapkuposka According to ND / B coorsercreuu ¢ HJ]
12 Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Bbie 25 °C,
XpaHeHue
13 Shelf life / Cpok rogsoctd B years /3 ropa

Remarks : The Product confirms to ND/

Npumeyanue: [1ponykr coorBeTcTBYeT TpeGoBauuam HJ

Conclusion : APPROVED /
3akaoyenne: OJIOBPEHO
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