Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
IMpoaykTt IeTpun® TabraeTKH, MOKphITEE MICHOUHON 0601104K0M, 10 MT
Batch No / B2300401 Batch Quantity / 687.600 KG /
| Cepust N Oonem napTuu 687,600 KI" - ]
Analytical Report No / 2002FP23000366 Date of Analysis / ¢ 12-02-2023
AHAJTUTHYECKHIT oTHeT Ne Jarta anaansa
Date of Manufacture / : 01/2023 Date of Expiry / 12/2025
JlaTa npousBoacTBa Tonen oo

Analysis performed according ND / Auauns nposeaen o HJI: T1 N013283/01-160919 (amend Ne 1 from

12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne Test / lloka3zaTenanb

Result / Pe3ybTaTht

| Specification / Hopma

1 Description / Oncanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrimsie
NBOSAKOBBIITYKJIblE TaOJETKH, MOKPhITHIC
NJIEHOYHOM 00o0TouKkoit Geyoro 1BeTa, C

puckoii Ha opHoit  cropoHe. Ha
NomepevyHoM paszpese — sapo 6eroro
LIBETA.

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 ABOSKOBBINYKIbIE TabIETKH,
MOKPBITBIE  TUIGHOYHON  060109KO#H
Oeyioro WM I1104TH OeNoro LBera, ¢
pUCKOM Ha oOfHOW crtopore. Ha
HOTIEPETHOM pa3zpese — AIPo oT Genoro
10 nouyTH 6eoro LBeETA.

2 Identification by HPLC/
[TognuuHocTh

Complies as prescribed /
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). /

BpeMmss yaepX UBaHUS OCHOBHOIO
nvka Ha XpoMaTtorpamme
HCMBLITYEMOTO  PacTBOpa  OJDKHO
COOTBETCTBOBATh BpPEMEHH
yIepKHBaHWsS OCHOBHOIO THKa Ha
XpoMaTorpamMMe pacTBopa
CTaHZapTHOTO 00pasia LETHUpU3UHA
THUAPOXIIOpHJA (pazzmen
«KonnuecTBEHHOE ONPENEICHUCY).

3 Average weight / CpenHss
macca

190.2 mg /190,2 mMr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr + 3,0% (or 1853 Mr o
196.7 mr)

4 Water / Boga 2.2% wiw /2,2%
5 Uniformity of dosage units 3.6/3,6 I
OnHopogHOCTH
MO3NpPOBaAHUS

Not more than 8.0% w/w /
He 6onee 8,0 %
The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokaszatens npueMnemocty (AV)
nommkeH ObITE He 6oee 15,0,

Remarks : The Product confirms to ND/
HMpumeuanue: [Tponykt coorBeTcTBYET TpeGoBanusm HJT

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg i
Mpoayxt IeTpuH® TabneTku, TOKPBITEIE TIEHOYHOH o6onoukoit,10 Mr
Batch No / B2300401 Batch Quantity / 687.600 KG / i
Cepus Ne - O6Lem nmapTuu 687,600 K"
Analytical Report No / 2002FP23000366 Date of Analysis / 12-02-2023
AHAJIUTHYIECKHI 0T4UeT No Jata anajn3a
Date of Manufacture / : 01/2023 Date of Expiry / 12/2025
JlaTa mponssoacTBa Iogen 1o

Analysis performed according ND / Anains nposexen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Ne Test / IToka3aTenn

Result / PesyasTaThl

Specification / Hopma

6 Dissolution / PactBopeHue

98%, 99%, 99%, 98%, 98%, 99%

Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC1 (cetirizine |
dihydrochloride) is dissolved in 30 |
minutes /

He wmenee 80 % (Q) or
HOMWHATTBHOTO COZCPIKAHUA
CyHysCIN,O;3-2HCI (uetupusuna
nuraapoxopun) yepes 30 MuH.

7 Impurities by HPLC/
PoxcreenHsle prMecH
LETUPU3UHA

a) Impurity A /
npuMecs A
b) Impurity B /
npumech B
c) Impurity C /
npumecsh C

d) Impurity D /
npumech D

e) Impurity E /
npuMeck E

f) Impurity F /
npuMecs F

g) Any unspecified impurity

JIro6as enuHUYHAS
HenaeHTUUUUPOBaHH
as IPHUMeECh

h) Total impurities / Cymma
npuMecei

Not detected / He obHapyxena
0.01% /0,01%

Less than Limit of Detection
LOD=0.006%)

Not detected / He obnapyxena

0.03% / 0,03%

[Less than Limit of Detection
(LOD=0.015%)

0.08% / 0,08%

0.1% /0,1%

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

b) Not more than 0.2 % / 1e 6omnee 0,2
%

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

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

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

Remarks : The Product confirms to ND/
ITpumeuanne: [TponyKT cooTBeTCTBYET TpeboBaHusiM HJT

Conclusion : APPROVED /
Jaxmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAITU3A

Product Cetrine film coated tablets, 10 mg

Mpoaykr  : Uerpru® TabneTky, MOKPLITHIE NICHOTHOH ofonoukoif,10 Mr

Batch No / B2300401 Batch Quantity / 687.600 KG /
Cepust Ne O0bem napTun 687,600 Kl )
Analytical Report No / 2002FP23000366 Date of Analysis / : 12-02-2023
AHaguTHyeckuii oTuet Ne B JaTa anaausa

Date of Manufacture / : 0172023 Date of Expiry / 12/2025

JlaTa Npon3BOACTBA T'omen go

Analysis performed according ND / Ananu3 nposegen no HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Result / PesyabTaThl

No Test / loka3aTeab

8 Microbial limits /
Mukpobuonorayeckas
HUCTOTA

a) Total aerobic microbial
count / O06I1IEe YUCTIO
a’pOOHBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O6uiee uncno
IPOMOKEBBIX W TIIECHEBBIX
rpuboB

c) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

\Absent in 1g / OTcyTcTBYeT B 1T

Specification / Hopma

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g / Orcyrcrsie B 1
r

9 Assay / KonngectBeHHOE
oTIpenieNieHNe

9.96 mg / 9,96 Mr

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0)
mg C2|H25C1N203'2HC1 (Cetirizine
dihydrochloride) per tablet / Ot 9,0 mr|

Lo 11,0 MT C21H25C1N203‘2HC]
(ueTHpU3MHA  OUTHIPOXJIOPUL) B
TabneTke.

10 tablets in PVC/aluminum blister.

2 blisters and patient information leaflet in
a carton. / [To 10 TabneTok B
[IBX/amomunuerom 6nucrepe. Io
26mucTepa BMECTE C MHCTPYKIMEH 110
TIPUMEHEHHNIO YITAKOBAHET B MUKy
KapTOHHYIO.

According to ND / B COOTBETCTBAN cﬁﬂ_

10 Package / YnakoBka
11 Labeling / T\/Iapknpoﬁ
IV Storage conditions /

XpaHeHue

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

ITo 10 Tabnerok B
[IBX/anromuaueBoM onuctepe. 1o 2
unu 3 6rrcTepa BMECTE C
WHCTPYKUUEN 110 IPUMEHEHHUIO
yIMakoBaHB! B MaYKy KapTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
GIIMCTEPOB TTOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapToHHBIE
KOpOOKM TOMEIafoT B KapTOHHBIA
K0poD.

At temperature below 25 °C. / [Tpu Temnepatype He Bblwe 25 °C.

’13 Shelf life / Cpox rognoctu

3 years / 3 rona

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoayxT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO
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