Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIH3A

[ Product : Cetrine film-coated tablets 10 mg

Ipoayxr: LleTpuil, TaGIETKH, NOKPLIThIC TIEHOUHOR 060104KO#H, 10 MP

| JTata npou3BOACTBA

Date of Manufacture / ¢ 01/2024

["'open no

Batch No / . B2400480 Batch Quantity / : 955.000 KG/
Cepus Ne ObbeM cepun 955,000 KT
Analytical Report No / : 2002FP24000376 Date of Analysis / 21-02-2024
Ananuruyeckuii otuer Ne Jlara aHanuza

Date of Expiry / 12/2026

ITN013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposenen no HI: TIN013283/01 dt 13.07.2023 /

Ne Test / IlokazaTeas

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie JBOSKOBBITYKITbIE

TabNeTKH, MOKPHITHIE TIFIEHOYHOH
o6onoukoii 6enoro LBeTa, ¢ PUCKOH
Ha oaHo cropolie. Ha nonepeurtom
paspese spo Hesnoro LBeTa.

section.
TabJIETKH,

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross

/ Kpyrable  OBOSKOBbINYKJbIE

NOKPLBITHIE

MAeHOYHOH

obonoukoit 0Oenoro WM nourud Oenoro
L[E€Ta, C PHCKOI Ha OJHOI cTopone. Ha
HONEpEeYHOM paspese AApo ot Genoro o
nouTtu Oenoro usera.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipopykr coorBeTcTBYeT Tpebopanusam HJL

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HEAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Ipoaykr: LeTpuH, TabneTkn, NOKPHITHIE MTEHOYHOH obonoykoii, 10 Mr

Batch No / : B2400480 Batch Quantity / : 955.000 KG/
Cepus Ne Ob6beM cepuu 955,000 KI'
Analytical Report No / 2002FP24000376 Date of Analysis / ¢ 21-02-2024
Ananuruyeckuii oryeT No Jara aHanu3a

Date of Manufacture / 01/2024 Date of Expiry / :12/2026
Jara npon3BoacTBa I'opeH mo

I11N013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposezaex no HJI; ITN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / ITloqimunocts. lleTupusun

1. HPLC/B3XX

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHMAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpems ynepskupaHus
OCHOBHOTO IHKA HA  XPOMaTOTPAMME
WCTBLITYEMOTO pacTBOpa JOJIKHO
COOTBETCTBOBATh BPEMEHU  YIEP>KMBAHUS
OCHOBHOTO TIHKa Ha  XpomaTorpaMMe
pacTBopa CTaHJAPTHOrO obpasua
UeTHpU3UHA rufpoxiopuaa (paznen
«KonnuecrsenHoe onpeneseHuey).

2. UV spectrophotometry /
Y®-cnexkrpodoTomerpus

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHUAM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of 2 nm. / VY®-cnexrpst
MOIJIOIIEHU HKCIBITYEMOTO pacTBopa u
pactBopa CTaHAAPTHOTO obpasia
UETHPHU3MHA TMAPOXJOpHAa B obnactu or
200 no 400 HM IOMXHBI UMETh MaKCUMYMbI
TIOTJIOLIEHUsT TIPW OJIHOM M TOH >XKe AJIMHE
BOJIHEI C JAOMYCTUMBIM OTKJIOHEHHMeM + 2
HM.

3 | Water / Boaa

3.8% w/w / 3,8%w/w

Not more than 8.0 % / He 6onee 8,0 %

4 | Uniformity of dosage units /
OanopoaHocTh
J03UPOBAHHS

4.6/4,6

Acceptance value (AV) should be not more
than 15.0 / [loka3arenb NpUEeMSIEMOCTH
(AV) nomxen OuTE He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogykr cooTBeTcTBYET Tpebopanusm HJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 22-02-2024 18:05:20




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

[poaykT: Llerpus, TabneTid, nokphIThie nienouHol obonoukoi, 10 mr

Batch No / : B2400480 Batch Quantity / ¢ 955.000 KG/
Cepus No ObbeM cepum 955,000 KI'
Analytical Report No / 2002FP24000376 Date of Analysis / 21-02-2024
Adanutudeckuid otder Ne JlaTa ananusa

Date of Manufacture / 01/2024 Date of Expiry / 12/2026
JlaTta npousBoaActBa T'opneH no

Analysis performed according ND / AHanus nposeznen o H[: TTN013283/01 dt 13.07.2023 /

1 N013283/01 ot 13.07.2023

5 | Dissolution / PacTBopenne

Unit-1/ Tabn.-1 100%
Unit-2 / Tabn.-2 102%
Unit-3 / Ta6n.-3 101%
Unit-4 / Tabn.-4 99%
Unit-5 / Tabn.-5 97%
Unit-6 / Tabn.-6 101%

Not less than 80% (Q) of the labeled amount
of C2|H25C]N203'2HC1 (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHMHAJIBLHOIO COAEPIKAHUS
C2 1 H25C1N203 -2HCI1 (LleTl/lpI/B HHa
quraapoxiopun) yepes 30 MuH.

6 |Related Impurities by HPLC/
PoacreeHHbIe BpUMecH

Cymma ripumMeceit

Impurity A / [Ipumecs A Less than LOQ (LOQ =0.019 %) / Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Ilpumecs B ?ﬁ;ﬁ;:ﬂpefi:?ﬁig:egg ]e ;}0'/3; N Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ ITpumecs C 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Ilpumecs D Not detected / He o6Hapysena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / I[1pumecs E Not detected / e oGHapyxena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / ITpumecs F 0.05% /0.05% Not more than (.2 % / He 6oimee 0,2 %
Any individual unidentified | Not detected / He oBHapyKena Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas eanuuyHas

HeuaeHTHULIKPOBaHHAs 0.09%/0,09%

NpUMeCh

Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KosinyecTBeHHOE
onpeaeaeHne

9.98 mg /9,98 mMr
99.8% / 99,8%

Not less than 9.0 mg and not more than 11.0
mg C,,H,5CIN,05-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C, H,5CIN,04-2HCI (ueTvpu3uHa
quruapoxiopun) B tabnerke (oT 90 % no
110 % OT HOMHHATBHOTO COAECPIKAHMS ).

Remarks : The Product confirms to ND/

IIpameuanue: [Iponykr coorrercTBYeT Tpeboranusm HJL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

22-02-2024 18:05:20




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

| Mpomyict: Lierpuit, 1abaeTicn, NOKphIThIE MIeHOUHOM 060104Ko#, 10 Mr
Batch No / : B2400480 Batch Quantity / : 955.000 KG/
Cepust No O6beM cepuu 955,000 KI'
Analytical Report No / 2002FP24000376 Date of Analysis / 21-02-2024
Ananutuyeckuii otuer No JlaTta aHanu3a
Date of Manufacture / 01/2024 Date of Expiry / 12/2026
Jara npouspoacTea [ogen no

I1NO013283/01 ot 13.07.2023

Analysis performed according ND / Ananus npogenen ro HJT: ITN013283/01 dt 13.07.2023 /

Subdivision of tablets /
OaHOpPOAHOCTH Mace MpU
JeJieHHH Ta0JIeTOK

8

Complies as prescribed /
CooTBeTcTBYET TpebOBaHUAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTku COOTBETCTBYIOT —TpeGOBAHMSM,
ecii He Oomee 1 eauHWyHas Macca
OTKJIOHsIeTCs 3a npenens! 85 % - 115 % or
cpenHeit Macchl. Tabnerku HE
COOTBETCTBYIOT TpeGOBaHUAM, ecin Oonee
yeM 1 MHAMBUAYaNbHAS Macca OTKIOHSAETCS
OT 3TMX TIpelesoB  wiam, ecam 1
WHAMBWYaNbHas Macca OTKIIOHAETCs 3a
npenesst 75 % - 125 % oT cpenueit Maccbl.

Microbiological purity* / Mukxpoouosornueckas uucrora*

a) Total Aerobic Microbial
Count / O61ee uncio
aspoOHbIX MUKPOOPraHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O61ee uncno
JPOXOIKEBBIX W TIECHEBbIX
rpruboB

Not Applicable

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OtcyTcTBHE B 1 T

Remarks : The Product confirms to ND/
ITpumeyanue: Ilponykr cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
Zaxkmouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[MpoaykT: LleTpin, TabneTkn, NOKPhIThIE MIEHOYHOH 060I0YKOMH, 10 mr

Batch No / : B2400480 Batch Quantity / : 955.000 KG/
Cepnst Ne O6beM cepHH 955,000 KT"
Analytical Report No / 2002FP24000376 Date of Analysis / 21-02-2024
AnanuTtnyeckuii oTueT Ne JlaTa aHanu3a

Date of Manufacture / 0172024 Date of Expiry / 12/2026
Jlara npoussoiCIBa [onen no

Analysis performed according ND / Ananvs nposenen o HJI: ITN013283/01 dt 13.07.2023 /

[1N013283/01 ot 13.07.2023

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabneTok B
[BX/TIBJIX//anroMuH1ueBOM
6mctepe. [lo 3 Gnucrepa BmecTe ¢
HUCTPYKIMER 110 TIPUMEHEHUIO
YMaKoBaHbI B IA4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 rabnerox B
[IBX/TIBAX//anmomuuneBom Gancrepe. [lo
2 unu 3 GiuicTepa BMECTE ¢ MHCTPYKLIMEN 110
NPUMEHEHHIO  YTAKOBaHbI B IauyKy
KapTOHHYIO.

11 | Labeling / MapkupoBKka According to ND / B coorserctun ¢ HJ{

12 | Storage conditions / At temperature below 25 °C. / Tlpu Temriepatype He Bbitie 25 °C,
Xpauenne

13 | Shelf life / Cpox roanocTn 3 years /3 ropna

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIpogodumcs npouzeo0umenem npu Gblnycke NepuoOUYecKi. Ol
kaoicooti 20-ot cepuu unu ne menee 1 pasa é 200. Ilokazamenv modcem bvimy He exmoven 6 Cepmugpuxam

ananuza Qupmeot.

Remarks : The Product confirms to ND/
ITpumevanne: [Ipoaykr coorBercTByeT TpebGoBanusm HJL

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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