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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg

IIpoayxT LerpuH® TabrneTku, MOKpPhITHIE MIEHOUHOH 0605104K0M, 10 Mr

Batch No / B2203033 Batch Quantity / : 687.600 KG /
Cepus Ne O6beM napTun 687,600 KI'
Analytical Report No / 2002FP22002254 Date of Analysis / 12-11-2022
|AHaguTHYECKHH oTyeT No JlaTa ananunza

Date of Manufacture / 09/2022 Date of Expiry / 08/2025
Jata npoH3BOACTBA T'omen go

Analysis performed according ND / Anasnns nposesen no HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend No 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

[ Ne Test / Ilokazarenn

1 Description / Onincanve

Result / Pe3yabtaTer

Specification / Hopma

‘White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrmnsie
IBOAKOBEINYKIIbIE TabNeTKH,
nueHouyHol obosoukoit Genoro 1Bera, ¢

NMOKPBITHIC

puckoii Ha  oaHoii  cropone. Ha
romepeTiioM  paspeze — sApo  Geloro
BeTa.

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. /
Kpyribie IBOSKOBBITIYKIBIE TabIETKH,
MOKPBITBIE  NNEHOYHOH  000JI0UKOi
Oenoro WM TMOYTH Gesoro uUBeTa, ¢
puckoif Ha ogHoW crtopoHe. Ha
NoNepevHoM pa3pe3e — sApo oT Geyoro
10 MouTH GENoro IBETA.

2 Identification by HPLC/
[ToanuHHOCTH

Complies as pgcribed /
CooTBeTCTBYET

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). /

BpemMsa ynoepXWBaHHMS OCHOBHOTO
nuKa Ha XpOMAaTOrpamMmme
MCITBITYEMOTO  pacTBOpa  JIOMKHO
COOTBETCTBOBATH BpeMeHH
lyA€p>KUBaHUS OCHOBHOIO MNHWKa Ha
XpoMaTorpaMMe pacTBOpa
cTaHJlapTHOro obpasua LEeTUpU3NHA
THAPOXIIOpHIa (paznen
«KoITMuecTBEHHOE ONpeieTICHHEY ).

W |

Average weight / Cpennsis
Macca

4 | Water / Bcﬁa

189.4mg / 189,4 mr

- 2.4% wiw / 2,4%

191.0 mg = 3.0% (185.3 mg-196.7 mg) |
191,0 mr = 3,0% (ot 185,3 Mr po
196,7 mMr)

Not more than 8.0% w/w /
He 6omnee 8,0 %

5 Uniformity of dosage units
/ OOHOPOIHOCTE
TO3UPOBAHUS

3.6/3,6

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokazarens npuemnemoctu (AV)
\MoikeH OBITE He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpuMmeuanne: Ilponykr coorBeTcTBYET Tpebosanusm HJ|

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

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

CEPTHOHMKAT AHDAJIU3A

Product Cetrine film coated tablets, 10 mg

IIponyxT I{eTprH® TabJIeTKH, NOKPbITbIE NIeHOYHOI 06010uKOM, 10 MI . _
Batch No / B2203033 Batch Quantity / : 687.600 KG /

Cepun Ne O6bem naprun 687,600 KI"

Analytical Report No / 2002FP22002254 Date of Analysis / 12-11-2022
AnanuTHuecKHil oTueT Ne JlaTa ananuza

Date of Manufacture / 09/2022 Date of Expiry / 08/2025

JlaTa npon3BoACcTBA T'oxen oo

[ Ne
6 Dissolution / PactBopenune

Analysis performed according ND / Ananus nposeaen no HJI: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 o1 07.10.2021)

Test / IlokazaTeab

Result /_Pe3y.Ill>TaTbl

Specification / Hopma

100%, 98%, 101%, 101%, 101%, 101%

Not less than 80% (Q) of the
labeled amount of
C,,H,sCIN,O;-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He m™eHee % (Q) or
HOMMHAJIEHOTO cofepXaHusa
C,1H,5CIN,O5-2HCI  (uerupuzuna
nurnapoxnopu) Hepes 30 MuH.

80

7 Impurities by HPLC/
Poncreennble nipuMecu
LETUPU3NHA

a) Impurity A /
npuMecst A

b) Impurity B /
npumech B
c) Impurity C/

npumechk C

d) Impurity D/
npumeck D

e) Impurity E /
npumMeck E

f) Impurity F /
mpuMech F

g) Any unspecified impurity

JItobas equnpaHas
HEUIEHTAPULNPOBAHH
as1 TIPUMECH

h) Total impurities / Cymma
npumecei

Less than Limit of Detection
(LOD=0.005%)

Not detected / He oGHapy>xeHa
Not detected / He o6Hapy»kena

Not detected / He obnapyxena

0.03%/0,03%

Not detected / He o6Hapy>xeHa

0.08% /0,08%

0.1%/0,1%

a) Not more than 0.2 % / He Gornee 0,2
%

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

c) Not more than 0.2 % / He 6omee 0,2
%

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

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

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

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

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

Remarks : The Product confirms to ND/

IIpumevanue: IIpoaykr cooTBeTcTBYET Tpebosanusm HJJ

Conclusion : APPROVED /
3akarwuenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJTTH3A

Product Cetrine film coated tablets, 10 mg

Hpoxykr LleTpuu® Tabierky, NOKPLITHIE TIIEHOUHOH 060104K0#,10 MP

Batch No / B2203033 Batch Quantity / 1 687.600 KG /
|Cepun Ne - O0beM napTHH 687,600 KI'
Analytical Report No / 2002FP22002254 Date of Analysis / p12-11-2022
AnanuTHYecknii oTyeT Ne Jara anaaunsa

Date of Manufacture / 09/2022 Date of Expiry / 08/2025
\laTa npon3BoacTBA Tonen j1o

Analysis performed according ND / Anann3s nposegen no HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3M. Ne 2 ot 07.10.2021)

jﬂ Test / IokazaTens Result / PesyanraTh Specification / Hopma
8 Microbial limits /
Mukpobuonoruueckas
qHUCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O011ee YUCno Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MHKPOOPTaHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6mmee unciio  [Menee 10 KOE/r
APONIKEBLIX U MIECHEBBIX
rpubos Shall be absent in 1g / OrcyrcTeue B 1
Absent in 1g/ OtcyTcreyer B 1T r
c) E. coli e B i
9 Assay / KonnaectBenHoe 9.95mg /9,95 mr Each film coated tablet contains no
ofipeieNeHne less than 9.0 mg and not more than 11.
mg CyHysCIN,O3-2HCI  (cetirizine
dihydrochloride) per tablet / OT 9,0 mr
10 1 1,0 MI’ C21H25C1N203'2HC1
(uetupu3mHa  AWTHAPOXJIOPHN) B
TabeTKe. |
10 Package / Ymakoeka 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. / I[To 10 Tabnerox B leaflet in a carton. "In bulk" package:
[1BX/amomunnesom Ganucrepe. Ilo 10 blisters in a carton. 252 cartons in
2 6nucTepa BMECTE ¢ MHCTpYKUMel mo  jmaster carton.
MIPUMEHEHHIO YTIaKOBaHBI B TIAYKy ITo 10 Tabnerok B
KapTOHHYIO. [TIBX/amomunuesoM Gnuctepe. [1o 2
unu 3 GrrcTepa BMeCTe ©
HHCTPYKUWEH 1O IPUMEHEHUIO
ynaxkoBaHbl B MaYKy KapTOHHYIO.
Vnakoska  "in-bulk™: [lo 10
OJIMCTEPOB NOMELIAIOT B KAPTOHHYIO
kopobky. Ilo 252  kapTOHHBIE
KOpoOKU TIOMEWAIOT B KapTOHHBIH
- KOpo0.
11 Labeling / MapkupoBka According to ND / B cooteerctenu ¢ HJ
12 Storage conditions / At temperature below 25 °C. / Ilpu TemnepaTtype He Boite 25 °C, b
Xpanenue
13 |Shelflife/ Cpok rOTHOCTH 3 years/—3r0;[a B Bl

Remarks : The Product confirms to ND/
Hpumeyanume: TTpoaykr cooTBeTCTBYET Tpebosanusm HJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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