Uncontrolled Copy

[ Product : Cetrine film-coated tablets 10 mg
[popykr: Lerpun, Tabnerin, NOKpLIThie MIeHOUHOH obosoukoi, 10 Mr

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Batch No / 1 B2401567 Batch Quantity / : 955 KG/

| Cepust No O6beM cepum 955 KI'
Analytical Report No / i 2002FP24001297 Date of Analysis / . 28-05-2024
AnHanuTyeckuil oTyeT Ne /JlaTa ananuza
Date of Manufacture / : 05/2024 Date of Expiry / ¢ 04/2027

| Mara npoussojerna TojieH j1o

Analysis performed according NI / Ananus nposenen no HJI: TI N013283/01-130723

Ne Test / IToxazarean

Result / Pe3yanTars!

Specification / Hopma

1 | Description / Onucanne White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible JBOSKOBbINY KIIblE
TabNeTKH, OKPBITHIC IIJICHOYHO
000J10uKO# Gesioro LBeta, ¢ pUCKoi
Ha oAHOI1 cropoHe. Ha nonepedHom
paspese sapo 6enoro upeta.

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. / Kpyrieie ABOSKOBbINYKIbIE
TabJIeTKY, NIOKPBITLIE MNCHOYHOM
obonoukoii 6enoro HWAM noOuYTH OENIOro
LBETa, ¢ PUCKOW Ha OAHOR cropone. Ha
MOTIEPEUHOM paspe3e fApO oT 6eoro o
Mo4YTH 6eNoro LUBeTa.

Remarks : The Product confirms to ND/

IIpumeuanue: Ilpoaykrt cooTBeTcTBYET TpeboBanusMm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

[ Product : Cetrine film-coated tablets 10 mg

[poaykr: LleTpun, Tabierkn, NOKpbITEIE MIeHOYHOH 06osoukolt, 10 mr

| Batch No / ¢ B2401567 Batch Quantity / : 955KG/ ]
Cepus Ne O6BeM cepuu 955 KI'
Analytical Report No / : 2002FP24001297 Date of Analysis / ¢ 28-05-2024 =
Ananuruyeckuii otyeT Ne Jlata aHanu3a
Date of Manufacture / » 05/2024 Date of Expiry / : 042027
JlaTa npon3BoacTBa opmen o ]

Analysis performed according ND / Ananus I‘[pOBCIlgH no H: TTN013283/01-130723

2 | Identification. Cetirizine / logimanocts. HeTupuszuu

1. HPLC/B3XX

Complies as prescribed /
CooteercTyeT TpeGoBaHUAM

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 yaepxupanus
OCHOBHOTO TNHMKAa Ha  XpOMaTorpaMme
HCIIBITYEMOro pacTeopa JIOJDKHO
COOTBETCTBOBATb BPEMEHH  yNEPKMBAHUS
OCHOBHOTO THKa Ha  XpoMaTorpamMe
pacTBopa CTaHIAPTHOTO obpazia
LeTHpHU3UHE TUOPOXJIOpUIa (pazgen
«KonuuecTBeHHOE onpeaeneHumes).

2. UV spectrophotometry /
YO-cnektpodoromeTpus

Complies as prescribed /
CootBeTcTRYeET TpebGOBAHUAM

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®-cnektprl
NOITIOIEHHS  HMCTIBITYEMOrO  pacTBopa M
pacTBopa CTaHJAPTHOTO o0pasua
LUeTHPU3WHA Truapoxjiopuaa B obracté or
200 no 400 HM BOKHBI UMETH MaKCUMYMBI
TIOMJTOLIEHUST TIPU OJHOHW M TOW ke JJTHHe
BOJIHBI C JIONMYCTUMBIM OTKJIOHEHMEM =+ 2
HM.

3 | Water / Bona

2.7% wiw [ 2,7%

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

4 | Uniformity of dosage units /
OnHopoaHOCTH
AO03HPOBAHMA

23/23

Acceptance value (AV) should be not more
than 15.0 / Ilokazatens TmpHEMIEMOCTH
(AV) pomxen 6uiTh He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykrt coorBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| Tpoxykr: LleTpun, Tab1eTku, NOKPbITHIE M1EHO4YHON 000/104KOH, 10 mr

Batch No / B2401567 Batch Quantity / 1 955 KG/
Cepus Ne O6bemM cepuu 955 KI'
Analytical Report No / 2002FP24001297 Date of Analysis / 28-05-2024
Ananuruueckuil otuet Ne JlaTa aHanuza

Date of Manufacture / 05/2024 Date of Expiry / 04/2027
Jara npoussojicria ["onen 1o

Analysis performed according ND / Ananus nposenen no HI: ITN013283/01-130723

onpeaejcHue

100.7% / 100,7%

5 | Dissolution / PacTeopenne Unit-1/ Tabn.-1 102% Not less than 80% (Q) of the labeled amount
o 3 T of C21H25C1N203'2HC1 (cetirizine
Wil G2 2 dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6x.-3 101% 80 % (Q) OT HOMHMHANBHOI'O cOAepIKaHUs
Unit-4 / Tabn.-4 o0 ||| 2t 2HO (erIRhag
) ’ avruapoxiaopun) yepes 30 Mum.
Unit-5 / Tabn.-5 101%
Unit-6 / Tabn.-6 101%
6 |Related Impurities by HPLC/
PojcrBennbie npuMecH
Impurity A / Ilpumecs A Less than LOQ (LOQ = 0.019%) / Not more than 0.2 % / He 6omnee 0,2 %
Impurity B / Ilpumecs B ?:;;Z;]pe e{f:;?éggieg? le ;(;)c))ro Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ IIpumecs C 0.01% /0.01% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Ipumecs D Not detected / e G6HapyeHa Not more than 0.2 % / He 6oiee 0,2 %
Impurity E / TTpumecs E Not detected / He o6Hapykena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / TTpumecs F 0.04% / 0.04% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | Not detected / He obHapysKeHa Not more than 0.2 % / He 6osiee 0,2 %
impurity / JlobGas eanHuunas
HeuaeHTHHUIMPOBaHHAS 0.07%/0,07%
MpUMech
Total impurities / 0.3%/0,3% Not more than 2.0 % / He Goinee 2,0 %
Cymma npumeceit
7 | Assay / Konn4yecTBeHHoe 10.07 mg /10,07 mr Not less than 9.0 mg and not more than 11.0

mg C2 1 H25C1N203 -2HC1 (Cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,H,5CIN,O5-2HC1 (uerupnzuHa
murugpoxsiopun) B tadnerke (ot 90 % no
110 % oT HOMMHANLHOIO COAEPIKAHMS).

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cootsercTBYET Tpebopanusm HJIL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTU3A

Product : Cetrine film-coated tablets 10 mg

JlaTa npou3BoacTBa

I"'onen no

Tlponykr: LletpyH, TabeTkn, NOKPhIThIE NJEHOYHOR 0bonouKkoH, 10 mr s
Batch No / . B2401567 Batch Quantity / : 955 KG/
Cepus No O6BeM cepur 955 KI"
Analytical Report No / 2002FP24001297 Date of Analysis / 28-05-2024
Ananutuueckuit oruer No JlaTa ananuza
Date of Manufacture / 05/2024 Datc of Expiry / 04/2027

Analysis performed according ND / Ananuz nposeaex no HJI: TIN013283/01-130723

8 | Subdivision of tablets /
OXHOPOAHOCTH Mace PR
nejieHnu TabJIeToK

Complies as prescribed /
CooTeTcTBYET TPeOOBAHUAM

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. /

Tabnerku COOTBETCTBYIOT TpeGOBAHHUAM,
eciin  He Oonee 1 eauHuunas macca
OTKNoOHseTcs 3a npenensl 85 % - 115 % or
cpenHen MAacCHI. Tabnerku HC

COOTRETCTBYIOT TpeOOBaHUAM, ecnu Goree
yem | MHAMBUAYanbHAS Macca OTK/IOHSETCS
OT 3TWX MpemesoB WM, ecan |
WHAMBUAYalbHas Macca OTKJIOHSAETC 3a
npeaesl 75 % - 125 % ot cpeaHeii Macchl.

9 |Microbiological purity* / Mukpo6uosiornyeckast Hucrora*®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obmee uncio He Gonee 1000 KOE/r
a3pOoOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / OG1ee uncio He 6onee 100 KOE/r
JIPONOKEBBIX 1 MIECHEBbIX

rpubos

¢) Escherichia Coli Not Applicable Shell be absentin 1 g/

Otcyrcrene B 1 1

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponyxr coorBeTcTBYET TpeGoranusim HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3IA

Product : Cetrine film-coated tablets 10 mg
Tpoayxr: LeTpux, TabneTku, NOKPHITLIC MIIGHOUHON 06onoyKoi, 10 mr

Batch No / : B24015607 Batch Quantity / : 955 KG/

Cepus No O6bem cepun 955 KT"

Analytical Report No / : 2002FP24001297 Date of Analysis / : 28-05-2024 o ol
| Ananuruyeckuis oTuer Ne Jara ananusa

Date of Manufacture / ¢ 05/2024 Datc of Expiry / ¢ 04/2027
| [laTa npousBoacTBa I"onmen no

Analysis performed according ND / Ananuz npoeenex no HA: I1 N013283/01-130723

10 | Packaging / Ynakoska 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / [lo |in a carton. / Tlo 10 Tabnerox B
10 TabieTok B | IIBX/TIBJIX//amoMunmesoM 6Giucrtepe. Ilo
TIBX/MNBAX//antoMHHKHEBOM 2 nnu 3 6aMcTepa BMECTE C MHCTPYKIMEN 110
6micrepe. Ilo 3 Gnucrepa BMecTe € | NPUMEHEHMIO  YNAKOBaHbl B Ia4Ky
MHCTpYKUMCH 10 MPHUMEHCHHIO | KAPTOHHYFO.

YNaKOBaHbl B MA4YKy KAPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cooreetcTeun ¢ HJJ
12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype =e Boiiue 25 °C.
XpaneHue

13 | Shelf life / Cpox roanocrn 3 years /3 rozna

*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 / [Iposooumcs npouszeodumenem npu 8bInYcKe NepUoOOUIecKu: Ons
kaoicoou 20-oti cepuu unu ne menee 1 paza 6 200. Iloxkazamenv modicem dvime e gxnouer 6 Cepmupuxam
ananusa upmel.

Uncontrolled Copy

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykr coorBeTcTBYET Tpebosanuam HJT 3ak.irouenune: OJJIOBPEHO
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