Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHATN3A

Product Cetrine film coated tablets, 10 mg

Ipoaykr Llerpun® rabneTku, TOKPLITLIC MICHOYHUR 0OLILUKLI, 10 Mr

Batch No / B2302208 Batch Quantity / 687.600 KG /
Cepus Ne O0beM mapTHH 687,600 KI"
Analytical Report No / 2002FP23001703 Date of Analysis / : 19-07-2023
AHaanTndecknii oryer Ne Aarta anayusa

Date of Manufacture / 06/2023 Date of Expiry / 05/2026
JlaTa npon3BOACTBA I'onen mo

Analysis performed according ND / Ananns nposegen o HJI: 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 / n3m. Ne 2 ot 07.10.2021)

Ne

Test / Iloxka3zaTean

Result / PesyabTaTsl

Specification / Hopma

™o

Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrbie
[IBOSIKOBLIITYK/ible TabJeTKH, IIOKPBITbIE
IeHOYHOM 06oJiodKoi Genmoro LBeTa, ¢
puckoit  Ha  onmHoW  cropone. Ha
nonepe4doM paspese — aapo Oenoro
LBETA.

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 ITBOAKOBBIMYKIIbIE TabNeTKH,
MOKpPHITHIE  TUIEHOYHOW  obonmovkoii
Genoro wnau nouty 6enoro usera, ¢
puckoii Ha opgHoM ctopone. Ha
Mornepe4HoM paspese — s/1po oT 6enoro
Mo 1o4TH GeNToro LBeTa.

Identification by HPLC/
Mo THHHOCTD

Complies as prescribed /
COOTBETCTBYET

Average weight / Cpegass
Macca

189.0mg / 189,0 Mr

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). /

BpCMﬂ y)lep)Kl/lBaH us OCHOBHOI'O
nuka Ha XpoMarorpamme
MCIBITYEMOrO  PacTBOpa  HOJDKHO
COOTBETCTBOBATH BpEMeHH
yIep>KUBAHMS OCHOBHOTO MHMKa Ha
xpomarorpamme pacTeopa
CTaHaapTHOro obpasua LEeTHpU3HHA
rUApOXTOpYIa (pazmen
«KoJIMIeCTBEHHOE OlIpEIeTIEHAE) ).
191.0 mg +3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 1853 mr no
196.7 mr)

Water / Bona

2.7% wiw [ 2,7%

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

Uniformity of dosage units
/ OaHOPOAHOCTD
TO3HPOBAHHS

38/338

The acceptance value (AV) should be
less than or equal to 15.0/
[lokasaTtens npuemieMocTd (AV)
nokel OBITE He Goee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [1poaykt cooTBercTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axmawovenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHPHUKAT AHAJM3A

Product Cetrine film coated tablets, 10 mg

Ipojpykr Lerpun® 1abuet kn, HOKPLIbIE 11110 1HOH 0605104k, 10 MI

Batch No / B2302208 Batch Quantity / 687.600 KG/
Cepusa Ne O6bem mapTHH 687,600 KT
Analytical Report No / 2002FP23001703 Date of Analysis / 19-07-2023
AnaanTnyecknii otyer Ne JlaTa aHaau3a

Date of Manufacture / 06/2023 Date of Expiry / 05/2026
JlaTa npon3BoOACTBA T'onen no

Analysis performed according ND / Auannz nposeaen mo H/L: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

e) Impurity E /
npumeck E

f) Impurity F /
npuMmech F

g) Any unspecified impurity

JlroGas enuHUYHAS
HenAeHTHGHUIMPOBAHH
s npuMech

h) Total impurities / Cymma
npumecei

0.04% / 0.04%

Not detected / He oGHapysxena

0.07%/ 0,07%

0.2%/0,2%

Ne | Test / Ilokasarenn Result / Pesyabrarni Specification / Hopma
6 Dissolution / Pacreopetue 96%, 98%, 99%, 95%, 98%, 95% Not less than 80% (Q) of the
labeled amount of
C,1H,5CIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMHWHANBLHOTO coAepIKaHus
C,1H,sCIN,O3-2HCI (nervpusuna
muruapoxnopun) yepes 30 MuH.
7 Impurities by HPLC/ Less than LOQ (LOQ = 0.019%) / Huxe
Poncteennslie npumecu npeaena KoaM4decTseHHoro onpeaenenus (@) Not more than 0.2 % / ne Gonee 0,2
LEeTHPHU3KHA (I1KO = 0,019%) o
a) Impurity A / 0.02% / 0,02% b) Not more than 0.2 % / He 6onee 0,2
npumech A %
b) Impurity B / Not detected / He oftapysceria c) Not more than 0.2 % / He Gonee 0,2
npumech B %
c) lmpurity C/ Less than 1.LOQ (I.LOQ = 0.003%) / Huxe
npumeck C Npefena KoMM4ecTBEHHOTo onpeaenenus (0) NOt more than 0.2 % / ne 6onee 0,2
- 0 Yo
d) Impurity D / (IS =0:0013%5)
npumeck D e) Not more than 0.2 % / e 6onee 0,2

Yo

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

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

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

Remarks : The Product confirms to ND/
ITpumeyanne: [IpogyKT cooTBeTcTBYET TpeboBanmaM HJJ

Conclusion : APPROVED /
3axaoyenne: OJJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 4

Printed Date & Time (IST):

21-07-2023 17:58:47




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg
Hpoaykr Terpub® 1ubae1 KM, BOKPLITLIE [VIEHO'1HOH 000/101K0#, 10 Mr
Batch No / B2302208 Batch Quantity / 687.600 KG /
Cepus Ne O0beM napTHH 687,600 KI"
Analytical Report No / 2002FP23001703 Date of Analysis / 19-07-2023
AHaauTHYecKHii oTueT Ne JlaTa agaJju3a
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
Jara npon3soacraa Topnen no
Analysis performed according ND / Auanns nposegen o H/I: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / nam. Ne 2 ot 07.10.2021)
Ne Test / Iloxazarean Result / PesyanTarnt Specification / Hopma
8 Microbial limits /
MuxpoGuosnoruuecKas
uncToTa
a) Total acrobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61yee yucno Menee 10 KOE/r He Gonee 1000 KOE/r
29pOOHBEIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / OGuee uucno [Meunee 10 KOE/r
IAPOMOKEBBIX W MJIECHEBbIX
rpuboB Shall be absent in 1g / OtcyrcTeue B 1
c) E. coli Absent in 1g / OtcyrcTByer B 1T r
9 Assay / KonuuecTBeHHoe 9.92 mg /9,92 mr Each film coated tablet contains nof
ompeneieHue less than 9.0 mg and not more than 11.0)
mg  CyHysCIN,O3-2HCl  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr
ile] 11,0 mr C21H25C1N203'2HC1
(neTupu3uHa ~ JUTHOPOXJIOPHA) B
TabneTke.
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. / 1o 10 TaGnerok B leaflet in a carton. "In bulk" package:
[1BX/antomunuesom 6aucrepe. [lo 10 blisters in a carton. 252 cartons in
2 GMcTepa BMeECTe ¢ HHCTPYKUHMel Mo master carton.
MPUMEHECHHIO YMAKOBAHKI B MA4Ky / TIo 10 TaGnerok B
[KapTOHHYTO. [TBX/aniomrnueBom bnucrepe. [To 2
nu 3 OnpcTepa BMECTe ¢
MHCTPYKIUEH 10 IIPUMEHEHHIO
yIIaKOBAHBI B NTA4YKy KapTOHHYIO.
Vnakoska  "in-bulk": Tlo 10
GIMCTEPOB IIOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapToHHEIE
KOPOBKH IIOMEMArOT B KapTOHHEIA
KOpOB.
11 Labeling / MapkupoBka According to ND / B coorserctnm ¢ HJ
12 Storage conditions / At temperature below 25 °C. / I1pu Temnepatype He Bbime 25 °C,
XpaHeHve
13 Shelf life / Cpok ropHocTd 3 years /3 roaa
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanune: [lponykr coorBercTBYET TpeboBanusM HJJ 3akmoyenue: OJIOBPEHO
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