Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[poaykt: LleTprH, TabJICTKH, IOKPbITHIE MIEHOUHOH obonouxoit, 10 mr

Batch No / B2304362 Batch Quantity / i 955.000 KG /955,000 KI” '
Cepust Ne O0bem cepuu

Analytical Report No / 2002FP24000021 Date of Analysis/ : 08-01-2024

Ananutuueckuii order Ne JlaTa ananusa

Date of Manufacture / 12/2023 Date of Expiry / : 11/2026

Jlata npou3BonucTsa l"onen 1o

Analysis performed according ND / Ananus nposezen o HJT: TIN013283/01 dt 13.07.2023 /
TTN013283/01 ot 13.07.2023

Ne

Test / IloxaszaTean

Result / PesyabTaThl

Specification / Hopma

1

Description / Onucaunue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie {BOAKOBBITYKIIbIE
TabJIETKY, NOKPLITIE TIICHOYHO
obonoukoii Gesoro uBeTa, ¢ pUcKoi
1a oALOH cropote. Ha nonepednom
paspese gapo Oe0ro LBeTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpymible OBOSIKOBBINYKIbIE
TabneTKH, HOKPBITHIE MIEHOYHO’
000N04KON Oeoro WaM mnoyru 6enoro
LBeTa, C pHCKOM Ha OJHOH crtopoHe. Ha
MOMeEpPEYHOM paspese fAApo oT Henoro 1o
Mo4TH BENIoro LBETA.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr coorBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
Zakmouenune: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHAJTA3A

"Product : Cetrine film-coated tablets 10 mg

Hpoayxr: Llerpun, TabneTku, NOKphiThie neHouHol obonouxol, 10 mMr

Batch No / B2304362 Batch Quantity / : 955.000 KG /955,000 KI"
Cepust Ne O6mwem cepur

Analytical Report No / 2002FP24000021 Date of Analysis / 08-01-2024
Ananurnyeckuii oruet Ne Jara ananuza

Date of Manufacture / 12/2023 Date of Expiry / 1172026

Jara npouseojacTea l'oen 1o

Analysis performed according ND / Ananus npoeeen no HII: TIN013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

2 | Identification. Cetirizine / IloxaunnocTs. Ilerupusun

1. HPLC/B2XX

Complies as prescribed /

CoOoTBeTCTBYET TpeOOBAHUAM

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 ynep:kuBaHus
OCHOBHOIO MKMKa Ha XpoMaTorpaMme
WCTIBITYEMOTO pacTBopa JIOIKHO
COOTBETCTBOBATh BPEMEHH  yJep>KUBAHUS
OCHOBHOTO TIMKa Ha  XpOMATOrpamMMe
pacteopa CTaH/IapTHOro obpasua
HeTHpU3UHA rujipoxnopuaa (pasnen
«KonuyecTeeHHOE ompeeienue).

2. UV spectrophotometry /
Vd-criexrpodoromerpus

Complies as prescribed /

CootBetcTByeT TpeboBaHUAM

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®-cnekrpsi
NOIJIOLIEHHsI UCIBITYEMOIO  pacTBOpa U
pacTBopa CTaHJAPTHOTO obpasua
LETUPU3MHA THAPOXJOpHAAa B 00J1acTH OT
200 go 400 HM JOJIKHBL UMETh MaKCUMYMBI
HOIJIOLEHUS TIPY OHOW M TOW K€ JJTHHE
BOJIHBI C JIOMYCTUMBIM OTKJIOHEHMEM + 2
HM.

3 | Water / Boaa

3.6% w/w /3,6%

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

4 | Uniformity of dosage units /
OpnopoanocTs
JAO3HPOBaHNH

3.0/3,0

Acceptance value (AV) should be not more
than 15.0 / Ilokazarens IPUEMIIEMOCTH
(AV) nosmkeH 66ITh He 6onee 15,0.

Remarks : The Product confirms to ND/

Ipumeuaune: [Ipoaykr cootBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmovenune: O/IOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTU3A

[ Product : Cetrine film-coated tablets 10 mg

[poayxr: Lerpun, TabneTku, NOKPLITLIE MIEHOYHON 060s104KOH, 10 MT

Batch No / B2304362 Batch Quantity / : 955.000 KG /955,000 KT
Cepuist Ne O6BeM cepun

Analytical Report No / 2002FP24000021 Date of Analysis / 08-01-2024
Ananuruueckuii oruet Ne JlaTta aHanuza

Date of Manufacture / 12/2023 Date of Expiry / 11/2026

JlaTta npousBoacTBa I'onen no

ITN013283/01 ot 13.07.2023

Analysis performed according ND / Anannus nposenen no HJI: TIN013283/01 dt 13.07.2023 /

Not less than 80% (Q) of the labeled amount

5 | Dissolution / PacTBopenne Unit-1 / Tabn.-1 102%
g B ry of C2|H25C]N203'2HC1_ (cetirizine
Cini=2el Taous2 101% | fihydrochloride) after 30 min. / He Meee
Unit-3 / Tabn.-3 100% 80 % (Q) OT HOMHHANILHOTO CcoAEPIKAHUS
Unit-d / TaGn.-4 100% C, H,5CIN,05-2HCI (ueTnpusnHa
nurunpoxsropun) uepes 30 MuH.
Unit-5 / Ta6n.-5 99%
Unit-6 / Tabn.-6 104%
6 |Related Impurities by HPLC/
PosicTBeHHBbIE IPpHMeCH
Impurity A / Ilpumecs A Not detected / He oGHapy>KeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Ilpumecs B Not detected / He oOHapyceHa Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ ITpumecs C Less than LOQ (LOQ =0.017%) / Not more than 0.2 % / He Goxree 0,2 %
- H
Impurity D / Ilpumecs D 0:;2; ;ie;;:?ﬁ(ﬁjgieg? f ’1;;31“0 Not more than 0.2 % / He 6onee 0,2 %
Impurity E / IIpumecs E Not detected / ne oGHapysena Not more than 0.2 % / He 6osee 0,2 %
Impurity F / IIpumecs F 0.04% / 0.04% Not more than 0.2 % / He 6osnce 0,2 %
Any individual unidentified | [ ogs than Limit of Detection (LOD = Not more than 0.2 % / He 6osnee 0,2 %
impurity / Jlrobas enuHu4Has | o 015% )/ Huoke npeniena
HeuaeHTU(HHULIHPOBAHHAS obuapysxenus (11O = 0,015%)
NIPHUMECH
0.07% /0,07%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He Gosnee 2,0 %
Cymma npumeceit
7 | Assay / KonuuecTBeHnHoe 10.11 mg/ 10,11 mr Not less than 9.0 mg and not more than 11.0
ompejae/ieHUe o 0 mg C,,H,5CIN,0O5-2HCI (cetirizine
W% 10, Veto dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,1H,5CIN,O4-2HC1 (ueTnpu3uHa
nuruapoxnopun) B Tabnerke (ot 90 % no
110 % oT HOMUHANTBEHOTO COIEPKAHMS).

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBannsam HJI

Conclusion : APPROVED /
3akmouenue: QIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):

09-01-2024 09:31:30




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJI3A

Product : Cetrine film-coated tablets 10 mg
Ipoayxkt: 1leTpuH, TabICTKH, NOKPITHIC MICHOUYNOMH 06onouKoi, 10 Mr

Batch No / B2304362 Batch Quantity / : 955.000 KG/ 955,000 KT
Cepus No O6BeM cepun

' Analytical Report No / 2002FP24000021 Date of Analysis / : 08-01-2024
Ananutuyeckuii oTuet No JlaTa aHanu3a
Date of Manufacture / 12/2023 Date of Expiry / ¢ 11/2026
Hata npousBoaCTBa l'onen a0

Analysis performed according ND / Auanus nposezen no HJT: TIN013283/01 dt 13.07.2023 /

[1N013283/01 ot 13.07.2023

8 | Subdivision of tablets /
OaHOpOIHOCTH Mace NPH
JeJIEHHH TA0JIETOK

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHHAM

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 % (o 125 % of the average mass. /
Tabnetku COOTBETCTBYIOT TpeOOBaHHsM,
ecim He Oonmee |  eavHM4YHas Macca
OTKJIOHsieTCs 3a mpenensl 85 % - 115 % ot
cpenHen MaccChl. Tabmetku HE
COOTBETCTBYIOT TpeOOoBaHUsAM, eciu Oosee
yeM | MHAMBUAYyallbHAs Macca OTKIOHACTCA
OT 3TUX TIpeAenoB Wi, ecnu |
WHAMBH/yalbHast Macca OTKJIOHSeTcs 3a
npenesst 75 % - 125 % ot cpeaueii Macchl.

9 |[Microbiological purity* / Muxpoonosoruyeckas Hncrora*

moulds count / O6mee yucno
JPONOKEBBIX U [IIECHEBbIX
rpuboB

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6ee uncno He Gonee 1000 KOE/r
a3pOBHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/

He 6onee 100 KOE/r

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OtcyrctBHEB I T

Remarks : The Product confirms to ND/
IIpumeuanue: [poaykr cootsercTBYeT TpeboBanusam HII

Conclusion : APPROVED /
3aksouenne: OJJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):  09-01-2024 09:31:30




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg
Mpoaykr: LleTpuu, Tabneric, NokpLITLIe Nieto'Ho# 06osotKkoif, 10 mr

Batch No / B2304362 Batch Quantity / 1 955.000 KG /955,000 KI
Cepus Ne ObbeM cepun
Analytical Report No / 2002FP24000021 Date of Analysis / 08-01-2024
Ananntuueckuil otyer Ne Hara ananuza
Date of Manufacture / 12/2023 Date of Expiry / 11/2026

laTa pon3BoACTEA Tojen j1o

Analysis performed according ND / AHanus nposenen no HJI: TIN013283/01 dt 13.07.2023 /
ITN013283/01 ot 13.07.2023

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient

information leaflet in a carton. / Ilo
10 Tabnerok B
[IBX/IIB/IX//anioMiHIEBOM

6nucrepe. Ilo 3 Gauctepa BMeECTE ¢
UHCTpYiKMEl 00  NPUMEHEHHI0
YNaKoBaHbI B MUKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
[1BX/TIB/IX//anmomuumnesom Gaucrepe. [lo
2 unu 3 6aucTepa BMECTE ¢ UHCTPYKLIMEH 1O
NPYMEHEHUIO  YMAKOBAaHBI B Mavky
KApTOHHY!O.

11 | Labeling / MapkupoBka According to ND / B cootrercteun ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / Tlpu Temniepatype He Beiie 25 °C,
Xpanenue

13 | Shelf life / Cpox roanocTu 3 years /3 roaa

*Test is performed periodically with the interval of I from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIposooumest npouszgo0umenem npu GuINYCKe NEPUOOUYecKu. Os
Kkaoicooti 20-0ii cepuu unu ne menee 1 paza 6 200. IToxasamens modicem 6vimp He xmoyven ¢ Cepmudhuxam

ananuza upmot.

Remarks : The Product confirms to ND/
Hpumeuanue: [Ipoayxr coorsercrByet Tpeboranusm HJ|

Conclusion : APPROVED /
Zakswuenune: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):

09-01-2024 09:31:30




Uncontrolled Copy
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