Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

| Product : Cetrine film-coated tablets |

0Omg

[ponykr: Llerpun, TabneTky, MOKPLITbIC TINCHOYHON 000N0YKOH, 10 Mr

Batch No / : B2302549 Batch Quantity / © 955.000 KG/ ]
Ccpust Ne O06semM cepun 955,000 KI'

Analytical Report No / 2002FP23001987 Date of Analysis / . 24-08-2023

Ananurnyeckuit otyet No Jlata ananuza

Date of Manufacture / 08/2023 Date of Expiry / : 07/2026

Jlara npouseonacTea Tonen no

Analysis performed according ND: / Auamns nposexen no HJI: T N013283/01-170223

Ne Test / IloxazaTenn

Result / PesyasTaTsl

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible IBOAKOBLITYKITbIC
TabIETKH, TOKPBITHIE TUIEHOYHOH
oGomoukoi 6enoro ugeta, ¢ pUckoi
Ha oiHO# cTopoHe. Ha nonepedrom
pazpese 5apo Genoro ugera.

White or off-white colored, round, biconvex
film coated tablets with a brealc linc on onc
side. White to off-white core on cross
section. / Kpymble nBOsKOBEITYKIBIE
TabJICTKH, TTOKPBITEIC TIICHOYHOM
obonouykoit  6enoro vnn  mouTu  Genoro
BeTa, ¢ puUckod Ha oaHoi cropowe. Ha
TIoNepeyHOM paspeze SApo OT 6Genoro Ao
noyTH 0enoro LBeTa.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogykt cooTBeTCcTBYET Tpeboanusm HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
IMpoaykrt: LleTpun, TabneTKky, MOKPhIThie MIIeHOYHOM 060m09koM, 10 M

Batch No / : B2302549 Batch Quantity / : 955.000 KG/
Cepus Ne Obvem cepum 955,000 KI'
Analytical Report No / : 2002FP23001987 Date of Analysis / : 24-08-2023
Ananurudeckunii oryer Ne JlaTa ananuza

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npon3BOACTBA Tonen no

Analysis performed according ND: / Anasaz nporexen no HJI: TT N013283/01-170223

2 | Identification. Cetirizine / Ilogaunuocts. HeTupusny

1. HPLC/B3XX

Complies as prescribed /
CooteeTcTByeT 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:xxusanus
OCHOBHOTO THKa Ha  Xpomarorpamme
HCITBITYEMOrO pactBopa TOIDKHO
COOTBETCTBOBATb BPEMEHH YIepKMBAHUS
OCHOBHOTO TIMKa HAa  XpOMarorpamme
pacTBopa CTaHIApTHOTrO obpasua
LeTHpU3VHA THAPOXJIOpHIa (paznen
«KonuecTBeHHOE OTIPEIEIIEHHER ).

2. UV spectrophotometry /
Y®-cnekrpodoTomeTpys

Complies as prescribed /
COOTBCTCTByCT TpC6OBaHHﬂM

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. / V®-cnekrpst
MMOTJIOWEHNS  UCIBITYEMOTO  pacTBopa W
pacTeopa CTaHHAPTHOTO obpasua
LHETUPU3NHA THOApOXJIOpHaa B oONacTH oT
200 no 400 HM DOMKHBI UIMETH MAaKCUMYMbI
TOTJIOUIEHUS TP OAHOW M TOW XKe JUTHHE
BOJIHBI C JONYCTMMBIM OTKJIOHEeHMeM * 2
HM.

3 | Water / Bona

2.0% w/w / 2,0%

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

4 | Uniformity of dosage units /
OaHopoaHoCTh
A03UpPOBAHUS

4.714,7

The acceptance value (AV) should be less
than or equal to 15.0 / Tlokazatems
nipuemnemoctd (AV) nomkeH ObITH He
Goee 15,0.

Remarks : The Product confirms to ND/

ITpumeuanue: [Ipogykr cooTBeTcTRYET TpebGoBanusM HJI

Conclusion : APPROVED /
Sakawuenne: OJTOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 25-08-2023 10:46:18




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3IA

Product : Cetrine film-coated tablets 10 mg
[MpomykT: LleTpyH, TabJIeTKH, TTOKPLITHIE TNIEHOYHOH 0607104KO#, 10 Mr

Batch No / : B2302549 Batch Quantity / : 955.000 KG/

Cepust Ne ObveM cepun 955,000 KI'

Analytical Report No / 2002FP23001987 Date of Analysis / 24-08-2023 -
AHaUTHYECKUI oTyeT No Jlara aHanuza

Date of Manufacture / 08/2023 Date of Expiry / 07/2026

JaTa npon3BOCTBa Tonen no

Analysis performed according ND: / Anaaus nposexen mo HJI: ITTN013283/01-170223

5 | Dissolution / PacTBopenne

Unit-1/ Ta6n.-1 100%
Unit-2 / Ta6n.-2 96%
Unit-3 / Ta6n.-3 99%
Unit-4 / Ta6n.-4 96%
Unit-5 / Ta6n.-5 96%
Unit-6 / Tabn.-6 100%

Not less than 80 % (Q) of nominal content
of C21H25C1N203 -2HCI (CetiriZine
Dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAIILHOTO coepsKaHUA
C,H,5CIN,O5:2HCI (uerupuznHa
IUruapoxsiopun) uepes 30 MuH.

6 | Related Substances / PoacTBennble npuMecH

Impurity A / Ilpumecs A

Impurity B / ITpumecs B

Impurity C / TTpumecs C

Impurity D / [Tpumecs D

Impurity E / TTpumecs E

Impurity F / Tlpumecs F

Any individual unidentified
impurity / Jiobasg enuHuYHas
HEWIEHTHPUILHPOBAHHAS
npuMech

Less than Limit of Detection (LOD =
0.005%) / Huxe nipeaena
obnapysxenus (ITIO = 0,005%)
0.01%/ 0,01%

Not detected / He oGHapyeHa

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.023%) /
Hwxe npezena KonMYecTBEHHOTO
onpenenenns (ITKO = 0,023%)

Not detected / He o6HapykeHa
0.05% / 0,05%

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

Not more than 0.2 % / He Gosiee 0,2 %

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

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

Not more than 0.2 % / He 6osee 0,2 %

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

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

Total impurities /
CyMMa npumMmeceit

0.1%/0,1%

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

7 | Assay / KosimgecTBenunoe
onpeaeseHune

9.92mg /9,92 mr
99.2% /99,2%

From 90 mg to 1.0 mg of
C21H25C1N203'2HC1 (CetiriZine
dihydrochloride) in tablet (from 90.0 % to
110.0 % of  label claim). /
Ot 9,0 MI' 4O 11,0 MT C2]H25CIN203'2HC1
(UeTHPU3WHA OUTHAPOXJIOPHA) B TabneTke
(ot 90 % no 110 % or HOMHHaJILHOTO

conep KaHus).

Remarks : The Product confirms to ND/
IIpumeuanne: IlpoaykT cooTBeTcTBYET TpebGoBanusM HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[MpoayxT: IleTprH, TabNeTKH, MOKPbIThIE TIIEHOUHOMN 0bomoyko#, 10 Mr

Batch No / : B2302549 Batch Quantity / : 955.000 KG/
Cepust Ne 061eM cepuu 955,000 KI'
Analytical Report No / 2002FP23001987 Date of Analysis / 24-08-2023
Auanutudeckuit oryer No Jlata aHanu3za

Date of Manufacture / 08/2023 Date of Expiry / 07/2026

Jlara npon3BOACTBA

T'onen no

Analysis performed according ND: / Anaaus nposexen mo HJI: TIN013283/01-170223

8 | Subdivision of tablets /
OAHOPOAHOCTE MACC MPH
JeJleHuH Ta0JIeTOK

Complies as prescribed /
CooTBeTCcTRYeT TpeOOBaAHHAM

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. /
TabneTkn COOTBETCTBYIOT —TpeGOBaHUAM,
ecni  He O6Gonee | eowHWYHag Macca
oTKJIOHsieTcs 3a mpenensbl 85 % - 115 % or
cpemHel MAaccChl. Tabmerkn He
COOTBETCTBYFOT TpebOBaHWAM, ecnu Gonee
yeM | MHOMBUAYaNbHAS Macca OTKIIOHAETCS
OT 3TWX TMpemeNoB Wnu, ecav |
WHJMBUAYAIbHAs Macca OTKJIOHseTcs 3a
nipenenst 75 % - 125 % oT cpeqiHeil Macchl.

9 | Microbial enumeration tests* / MukpoGunooruueckas yucrora*

a) Total Aerobic Microbial
Count / Ob1iee uucno
a3pOGHBIX MHKPOOPTaHH3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / O6uiee uuciio
JAPOXOKEBBIX U IMJIECHEBbIX
TpHUOOR

Not Applicable

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

¢) Escherichia Coli Not Applicable

Shell be absent in 1 gram /
OtcyrctBue B 1 1

Remarks : The Product confirms to ND/
IIpumeuanue: ITpomykr coorBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Mpoayxt: LeTpun, TabmeTkH, MOKPHIThIC TIICHOYHOM 06onoyko#, 10 Mr

JlaTa npon3BoJCTBA

T'onen no

Batch No / 1 B2302549 Batch Quantity / : 955.000 KG/
Cepuist Ne O61em cepun 955,000 KI"
Analytical Report No / 2002FP23001987 Date of Analysis / 24-08-2023
Ananurudeckuit otyet No Jlata ananuza

Date of Manufacture / 08/2023 Date of Expiry / 07/2026

Analysis performed according ND: / Ananus nposenen mo HJI[: TT N013283/01-170223

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / ITo
10 TabrneTok B
TMBX/TIBAX//antoMuHAEBOM
6mucrepe. ITo 3 GnucTepa BMecTe ¢
HMHCTPYKIWEH 10 TIPUMEHEHHIo
YINAKOBaHbI B 024Ky KAPTOHHYO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 -Tabnerok =B
[IBX/TIBX//antomuanesoM Gnuctepe. Ilo
2 unu 3 GircTepa BMECTE C MHCTPYKUMEN 1o
IPUMEHEHHIO  YIaKOBaHBl B Tauky
KapTOHHYIO.

11

Labeling / Mapkupogska

According to ND / B cooreetctBry ¢ HJ|

12

Storage conditions /
Xpanenue

At temperature below 25 °C. / TIpn temneparype He Bbiie 25 °C.

13

Shelf life / Cpox rognocru

3 years/ 3 roma

Uncontrolled Copy

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year.
The parameter may be absent from the Company's certificate of analysis. /

* - IIpoBoANTCS MPOU3BOJHTENEM NPH BbINYCKe MEPHOXNYECKH: IS Kax/a0i 20-0ii cepuH HIIH He
MeHee 1 paza B roa. Ilokazaresib MoXKeT GBITh He BKJIIOYEH B cepTHOUKAT aHAIN3A PHPMBL.

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykr cooTBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy
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