Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
Ipopykr [LeTprH® TabneTik, MOKPLITHIE N1EHOYHOU 000104KOH, 10 Mr
Batch No / B2302207 Batch Quantity / 1 687.600 KG/
Cepus Ne O0bem maprun 687,600 KT'
Analytical Report No / : 2002FP23001679 Date of Analysis / 17-07-2023
AnaauTnyeckyii oTyer Ne Jara anaausa
Date of Manufacture / : 06/2023 Date of Expiry / 0572026
Jara npou3BoacTBa I'oxen 1o

Analysis performed according ND / Auanns nposenen no H/: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne

Test / ITokaszaTeanb

Result / PesyabTaTnl

Specification / Hopma

Description / Onucanue

pUCKOIf Ha  OOHOM  CTOpOHE.

HBCTA.

Identification by HPLC/
TTontMHHOCTH

Complies as prescribed /
CoOTBETCTBYET

White coloured, round, biconvex film
coated tablet with a breakline on one side.
Whitc corc on a cross scction. / Kpyrinvie
IBOSIKOBBINYKIIbIE TabNeTKH, MOKPbITHIE
MAEHOUYHON 0060Jioukoi Oenoro LBera, ¢

Ha

MOMMEpEeYHOM paspe3e — AOpo 6emoro

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. /
Kpyribie ABOSKOBBINYKIIbIE TaGNETKH,
MOKPBHITBIE  [UIGHOYHOM  060JI0YKOMA
Genoro wid IMouYTH 0Oeloro nBeTa, ¢
puckoi Ha OnHOM crtopone. Ha
NnoNepeyHoM paspese — spo ot 6enoro
1o nouty 6e€noro uBera.

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  yHep)KHBaHHI OCHOBHOTO
nMKa Ha XpoMarorpamme
MCMBITYEMOrO  PacTBOPa  AOKHO
COOTBETCTBOBATH BpEMEHH
yAEpIKHMBaHWS OCHOBHONO NKKa Ha
Xpomarorpamme pacTBopa
cTaHgapTHOro obpasua LEeTUPU3MHA
CHIPOXJIOpUAA (paznen
«KoanuecTBEHHOE OMpeeeHue).

Average weight / Cpegnss
Macca

1903 mg / 1903 mr

191.0 mg +3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (or 1853 mr ao
196.7 mr)

Water / Bona

2.4% wiw / 2,4%

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

Uniformity of dosage units
/ OnHOPOAHOCTD
N03MpOBaHUs

6.8/68

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokazaTenb npuemnemocTh (AV)
mosnkeH OBITE He Goee 15,0.

Remarks : The Product confirms to ND/
HNpumeuanne: [Ipoaykt coorBercTByeT TpeboBanusM HJJ

Conclusion : APPROVED /
3aksaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Product Cetrine film coated tablets, 10 mg

Hpoaykr LeTpun® Tabnerky. NoKphIThic NJIeHOUHOH 060104K0i, 10 Mr

Batch No / B2302207 Batch Quantity / : 687.600 KG/
Cepusi Ne O6bem maprun 687,600 KI'
Analytical Report No / : 2002FP23001679 Date ot Analysis / 17-07-2023
AHanuTHYecKHuil oTyeT No JlaTa anaju3a

Date of Manufacture / : 06/2023 Date of Expiry / 0572026
Jara npon3BoicTBA T'onen no

Analysis performed according ND / Anasnus nposegen no HJL: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. No 2 o1 07.10.2021)

Ne Test / ITokazaTean

Result / PesyabTaTsl

Specification / Hopma

6 Dissolution / PactBopeHnue

99%, 98%, 97%, 98%, 97%, 95%

Not less than 80% (Q) of the
labeled amount of
C,;H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /
% (Q) or

He wMenee 80
coaepianmst

HOMMHAJILHOI'O
C,HysCIN,O43-2HCI (uernpusuna
imuruapoxsiopua) yepes 30 MuH.

7 Impurities by HPLC/
Poacreennbie npumecu
LIETHPU3HHA

a) Impurity A /
mpuMech A

b) Impurity B /
npumecs B
c) Impurity C/
npuMeck C

d) Impurity D /
nprMecs D

e) Impurity E /
npumecs E

f) Impurity F/
npumecs F

g) Any unspecified impurity

Jliobas equHHvHAas
HEUICHTUPULMPOBAHH
ast mprMech

h) Total impurities / Cymma
npuMeceH

Less than LOQ (LOQ = 0.019%) / Huxe
npezena KoJAnYyeCTBEHHOro ONpeaeIcHus
(TTKO = 0,019%)

0.02% /0,02%

Not detected / He o6uapyseHa

Less than LOQ (LOQ = 0.003%) / Huxe
nipeaena KONMYECTBEHHOTO OMPeeIICHUS
(ITKO = 0,003%)

0.03%/0.03%

Not detected / He obnapy»xeHa

0.06% /0,06%

0.1%/0,1%

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

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

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

L?) Not more than 0.2 % / He 6onee 0,2
Yo

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [1poaykT cooTBeTCcTBYeT TpeboBaHusaM HJ{

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 4

Printed Date & Time (IST):

18-07-2023 09:26:52




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Tpoayxr : lletpuu® tabnetiu, NOKpbIThIC MNIEHOUHOH 000104KOH, 10 M
Batch No / B2302207 Batch Quantity / : 687.600 KG/
Cepus Ne Odbem HaApTHH 687,600 KT"
Analytical Report No / : 2002FP23001679 Date of Analysis / : 17-07-2023
AdanuTuyeckmii oruer Ne Jarta anaJjn3a
Date of Manufacture / : 06/2023 Date of Expiry / 05/2026
JdaTa mpon3BoacTBa T'ogen o
Analysis performed according ND / Ananns nposexen mo H/L: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / n3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)
Ne Test / IlokasaTenn Result / PesyabTaThl Specification / Hopma
8 Microbial limits /
MukpoGHoIornyeckas
MKCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obiee uucno Menee 10 KOE/r He Gonee 1000 KOE/r
a3pOOHBIX MUKPOOPTraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O61uee uucno Menee 10 KOE/r
IPOOKEBBIX U [JIECHEBbIX
rpu6os Shall be absent in 1g / Orcyrcreue 8 1
Absent in 1g / OtcyrcTByeT B IT r
c) E. coli
9 Assay / KonnuecTBeHHOE 991 mg /9,91 mr Each film coated tablet contains nof
onpeneneHue less than 9.0 mg and not more than 11.0
mg C,1H,5CIN,O5-2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr]
110 11,0 mr C21H25C1N203‘2HC]
(ueTHpH3KMHA  OUrHAPOXJIOpHA) B
Tanerke.
10 Package / Ynakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 TaGnerok B leaflet in a carton. "In bulk" package:
[1BX/amomunueBoM 6rucrepe. 1o 10 blisters in a carton. 252 cartons in
2 ©dancrepa BMeCTe ¢ MHCTpYKUuMeit o [master carton.
IPUMCHEHHIO YIIAKOBAHBI B TIAYKY [lo 10 TaGnetox B
KapTOHHYIO. [TBX/antomunueBom 6nuctepe. [To 2
unu 3 6aucrepa BMecTe ©
MHCTPYKLKEH N0 NMPUMEHEHHIO
YIaKOBaHHI B MAYKY KAPTOHHYIO.
Vnakoska  "in-bulk": Ilo 10
BAKCTEPOB NOMEIAIOT B KAPTOHHYIO
kopobky. [lo 252 kaproHHBIE
KOPOOKH TOMEMIAI0T B KapTOHHBIIM
KOpoO.
11 Labeling / Mapxuposka According to ND / B coorsercrauu ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiwe 25 °C.
XpaHenue
13 Shelf life / Cpok ronnoctn 3 years / 3 roga
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [lponykr coorBeTcTBYET TpeboBanusaM HJI 3akaoyenne: OJOBPEHO
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