Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

IMpoaykr : [lerpun® rabneTku, NOKPbITLIE NAEHOUHON 0000 KO, [0 MT

Batch No / : B2300032 Batch Quantity / : 687.600 KG/ T
Cepusa Ne _|O6bem napTun 637.600KI"
Analytical Report No / 2002FP23000098 Datc of Analysis / 1 14-01-2023
AnanuTuuecknii otuer No Jara anaiusa

Date of Manufacture / 1 11/2022 Date of Expiry / 10/2025

JlaTa npousBoACTBA

Tomen a0

Analysis performed according ND / Ananns nposeaen no HJI: TIN013283/01-160919 (amend Ne | from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne Test / TlokazaTeJb

Result / PesynabTaThl
White coloured, round, biconvex film

Specification / Hopma _
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. /
Kpyrisle ABOSKOBBITYKITBIE TaONETKY,
NOKPBLITbIE  TUIEHOYHOW  060N0OuUKOH
Oenoro wiad moutH Oeloro usera, C
puckoif Ha oAHONl cTopone. Ha
rnomnepeuHoM paspese — 8Jpo ot benoro
o TIOYTH OENoTo UBeTa.

1 Description / Onucanne coated tablet with a breakline on one side.
\White core on a cross section. / Kpyrnuie
IBOAKOBLIMYKIbiE TaONETKH, NOKPhITbIE
mieHounoW oboJioykoi Oeymoro HeeTa, ¢
puckod  Ha  ommoii  ctopowe. Ha
mormepeudoM paspese — sAapo Oenoro
[IBeTa.

2 Identification by HPLC/ Complies as prescribed /

[TouMHHOCTD CooTBeTCTBYET

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). /

BpeMs yIepXWBaHWUS OCHOBHOTO

nnka Ha XpomaTorpaMme
WCIBITYEMOTO  PacTBOpa  JIOIDKHO
COOTBCTCTBOBATH BpeMeH!
yIePXKMBAHUST OCHOBHONO MMKa Ha
XpomaTorpaMMme pacTteopa
crangaptHoro obpasua weTupn3nHa
ruapoxaopuaa (pazzen

«KonmaecTBEHHOE OTIPEACTICHAE ).

1900 mg / 190,0 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr & 3,0% (or 185,3 ™mMr mo
196,7 m1)

2.6% wiw / 2,6%

Not more than 8.0% w/w /
He Gosee 8.0 %

3 | Average weight / Cpenmss
Macca

4 Water / Boga

5 Uniformity of dosage units - 4.9/49
/ OnHOPOIHOCTL
n031poBaHUs

The acceptance value (AV) should be
less than or equal to 15.0/
[Mokazarens npuemnemocti (AV)
imomxeH OeITH He Gonee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanue: [MpoaykT cootsercTByeT Tpedoranuam HJI

Conclusion : APPROVED /
Zakmouenne: OJ{OGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANHU3A

Product Cetrine film coaled tablets, 10 mg

Tpoayxr LleTpun® TabieTKK, NOKPLIThIE 11eHOHOI 060n04YKoH, |0 MI B

Batch No/ B2300032 Batch Quantity / : 687.600 KG/
Cepua Ne O6bem mapTum 687,600 KI" )
Analytical Report No / 2002FP23000098 Datc of Analysis / 14-01-2023

| AHATUTHYECKH I 0TIeT N JdaTa ananusa

Date of Manufacture / : 1172022 Date of Expiry / 10/2025

MlaTa nponsBoicTBa logen a0

Analysis performed according ND / Ananns nposenen no HJ: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

Ne Test / IloxkaszaTens

Result / PesynbTaTst

6 Dissolution / PacTBopenue

7 Impﬂrilics by HPLC/
PopcTeenHbIE TPUMECH
LEeTUPH3NHA

a) Impurity A /
npuMech A

b) Impurity B /
npumecs B

c) Impurity C/
npumecs C

d) Impurity D /
npumecs D

e) Impurity E /
npumect E

f) Impurity F /
npumechb F

JTto6ag equHnYHas
HenaeHTUHUUHPOBAHH
as PIMeECh

npumecen

g) Any unspecified impurity

h) Total impurities / Cymma

Not detected / He obnapyxena

Less than LOQ (LOQ=0.010%)

Less than LOQ (LOQ=0.017%)
Not detected / He o6napyskeHa

P.O3% /0,03%

Not detected / He o6napy»xena
0.06% / 0,06%

0.1%/0,1%

100%, 97%, 99%, 100%, 100%, 99%

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C, H,sCIN,O;-2HCI (celirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHHAJILHOTO cofiep Kauus
C, Ha5CIN,O5-2HCI (uernpusuna
mUrrapoxsopra) depes 30 MuH.

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

b) Not more than 0.2 % / re Gonee 0,2
%

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

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

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

f) Not more than 0.2 % / ne 6onee 0,2
%

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

h) Not more than 2.0% /
He 6omee 2,0%

Remarks : The Product confirms to ND/
TMpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHnsamM HII

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Product Cetrine film coated tablets, 10 mg

IMpoaykTt [erpun® rabuierku, 10KPLITbIC NNEHOUHOH 0bonoukoi, |0 mr

Batch No/ BB2300032 Batch Quantity / : 687.600 KG/
Cepna Ne O6bem napruu 687,600 KI"”
Analytical Report No / 2002FP23000098 Date of Analysis / 1 14-01-2023
Ananurnyecknii oTyer Ne Jarta ananusa

Date of Manufacture / : 1172022 Date of Expiry / 10/2025

JlaTa npousBoAcTRA Iopen g0

Analysis performed according ND / Ananaus nposegen no HJI: TT N0O13283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 o1 07.10.2021)

Shelf life / Cpok rogmocTH

Ne  [Test/Tlokasarens Result / PesyabraThl Specification / Hopma
8 Microbial limits / :
Mukpobuonoruyeckas
uuCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obwee yncno Menee 10 KOE/r He Gonee 1000 KOE/r
a3pOOHBIX MUKPOOPTAaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / Obwee unciro  Menee 10 KOE/r
JIPOKKEBBIX M TIIECHEBBIN [
rpnbos Shall be absent in 1g / Orcyrcreue B |
Absent in 1g/ Orcytcreyer B IT r I
) E. coli
9 Assay / KomiuecTBerHoe 9.88 mg /9,88 mr Each film coated tablet contains not
onpenencHue less than 9.0 mg and not more than 11.0
mg  Cy HysCIN,O;-2HCL  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr]
no 11,0 wmr  CyHysCIN,O5-2HC]
(TeTHpW3MHA  AWTHApOXJIOpWO) B
~ TabneTke. |
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / [To 10 Tabnetox B leaflet in a carton. "In bulk" package:
[IBX/amomunnesomM omicrepe. ITo 10 blisters in a carton. 252 cartons in
3 6nucTepa BMecTe ¢ MHCTPYKLWEH To master carton.
MPHMEHEHNIO YMaKOBaHbl B MaYKy / TTo 10 TabneTok B
KapTOHHYIO. [MBX/amomunuesom dnwcrepe. ITo 2
unu 3 6HcTepa BMCCTC ©
WHCTpYKLMKeH No NpyMeHeHUI0
YTTaKOBaHBI B TAYKy KapTOHHYIO.
Vnakoeka  "in-bulk": Ilo 10
OJIMCTEPOB TIOMETIAIOT B KAPTOHHYO
kopobky. Tlo 252  kaprToHHblE
KOpOGKKM TIOMELAI0T B KapTOHHbIN
— B ~ |[kopob. -
11 Labeling / Mapkupogxa According to ND / B coorercreuu ¢ HJ,
12 Storage conditions / At temperature below 25 °C. / Tlpn Temneparype He Bbitre 25 °C.
XpaHenue
13 3 years /3 roga

Remarks : The Product confirms to ND/
Tpumeuanue: [IpoRyKT cooTeeTcTRYET Tpeboparnsam HJI

Conclusion : APPROVED /
axmiovenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES Dr.Reddy’s Q3¢

B2300032
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