Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg h =
Mpoayxt : Llerpun® TabneTKH, MOKPBITBIC TWIEHOYHOH 0601101KOM, 10 MI =
Batch No / B2203227 Batch Quantity / : 687.600 KG/ i
Cepus Ne O0beM NapTHH 687,600 KT'
Analytical Report No / 2002FP22002266 Date of Analysis / 14-11-2022
AHaauTHYecKnii oTuet Ne Jara anannsa i s
Date of Manufacture / 09/2022 Date of Expiry / 08/2025
|laTa Npou3BOACTBA T'oneH o

Analysis performed according ND / Anaans nposegen nmo H/: TI N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

N

_Tes__t/ Ioka3aTteb

Description / Onucanme

Result / PesyabTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnele
BOSIKOBBIMYKJIbIC TabNEeTKH, IOKPBITbIE
IeHoYHO# o6oNovkoi Genoro usera, ¢
puckaif  Ha om0l cTopore. Ha
momnepeyHoM paspese — sAapo Oenoro
IBETA.

no nmoyTH Oesoro 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. /
Kpyrible JTBOSKOBBITYKIEIC TableTKH,
MOKPBITEIE  TJIEHOYHOM  obomoukoii
Genoro MMM MOYTHM Oenmoro wuBera, ¢
puckoi Ha ofHOM cropone. Ha
MONepPeyHOM paspese — sIapo ot 6enoro

Identification by HPLC/
[TopmuHHOCTB

Average weight / Cpennsist
Macca

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). /

Bpemst yaepKuBaHUsd  OCHOBHOIO
[MUKa Ha XpoMmaTorpaMmme
HCOBITYEMOTO  pacTBopa  OMDKHO
COOTBETCTBOBATh BpPEMEHN
yIepXKUBaHWS OCHOBHOTO TIMKa Ha
XpoMaTorpaMme pacTeopa
CTaHAapTHOro obpasua LETHPU3NHA
THAPOXIIOpUA (pazmen
«KonuuecTBeHHOE ONpeneneHne).

| 189.0mg / 189,0 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,3 Mr no
196,7 mr)

Water / Boma

Uﬁiformity of dosage units
/ OmHOPOTHOCTH
1031POBAHUS

2.4% wiw / 2,4%

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

32/32

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toka3saTenb npuemnemMocti (AV)
imoykeH 66ITH He 6omee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoxyKT COOTBETCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoaykis Lerpiu® Tabnemkin, NoKpLIThie TieHo4Hol oboaemkoi, 10 Mr )
Batch No / B2203227 Batch Quantity / : 687.600 KG/ 3
Cepus Ne O6bem napTHA 687,600 KI"
Analytical Report No / 2002FP22002266 Date of Analysis / 14-11-2022
AHanuTAYecKHii oTyeT No _|aTa anann3a
Date of Manufacture / 09/2022 Date of Expiry / 08/2025
JlaTa npou3goaAcTBA TI"'ogen oo

Analysis performed according ND / Ananus nposeex mo H/I: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wam. Ne 2 ot 07.10.2021)

Specification / Hopma

g) Any unspecified impurity

JIro0ast emuHUYHAS
HeUAEHTH(UUMPOBAHH
ast IPUMeCh

h) Total impurities / Cymma
npuMeceit

No Test / IloxasaTein Result / PesyabTaTthi
6 Dissolution / Pacreopenne 96%, 100%, 98%, 96%, 100%, 100%
T Impurities by HPLC/
PoacTBeHHBIE IPUMECH
LCTHPU3UHA
] Less than Limit of Detection
a) Impurity A / (LOD=0.005%)
npuMech A
b) Impurity B/ Not detected / He obnapyxena
nprmMech B
c) Impurity C/ Not detected / He o6HapyxeHa
npumMech C
pl) Impurity D / Not detected / He o6rapyxena
npuMecs D
e) Impurity E / Less than LOQ(LOQ=0.023%)
npumecs E
f) Impurity F / Less than Limit of Detection
npumecs F (LOD=0.015%)

0.09% / 0,09%

0.1%/0,1%

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

He wmenee % (Q) or
HOMWHATEHOTO COTEepKaHN
C,HysCIN,O5-2HCI (netupnznna
nurnapoxyopua) depes 30 MuH.

80

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

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

c) Not more than 0.2 % / "e 6onee 0,2
%

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogykT cooTBeTcTBYET Tpebopanusm HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg
HpoaykT TleTpiH® TabneTkH, I0KPHIThiC TIIeH0HO 060s104KOH, 10 MT -
Batch No / B2203227 Batch Quantity / : 687.600KG/ ]
Cepun Ne O6beM mapTHH 687,600 KI"
Analytical Report No / 2002FP22002266 Date of Analysis / : o 14-11-2022 H
AHaJUTHYECKHH oTueT No JlaTa anaausa B
Date of Manufacture / 09/2022 Date of Expiry / 08/2025
Jata npousBoacTBa Tonen 10
Analysis performed according ND / Awaaus nposeaen no H/: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 oT 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)
Ne Test / IloxazaTeab Result / Pe3yabTaTsl '__Specification_!F Hopma
8 Microbial limits /
Mukpobuonornueckast
HHUCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1iee 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6uiee unciio  [Meree 10 KOE/r
IPOOKEBBIX 1 TUICCHEBBIX
rpu6oB Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g/ OtcyTcTByeT B 1T r
| c) E. coli
9 Assay / KonndecTBeHHOE 9.97 mg/ 9,97 Mr Each film coated tablet contains not
oTpefesieHne less than 9.0 mg and not more than 11.0
mg C,HysCIN;O3-2HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 M|
J0o 1 1,0 MT C2[H25C1N203'2HC1
(ueTupusuHa  JUTUOPOXJIOPUA) B
— TabJeTke. . .
10 Package / VnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / ITo 10 Tabnerox B leaflet in a carton. "In bulk” package:
B X/amomuranesom 6immctepe. 1o 10 blisters in a carton. 252 cartons in
3 Gaimcrepa BMecTe ¢ HHCTpyKuMeii no  |master carton.
MMPUMEHEHHIO YIIaKOBAHE! B TTAYKY ITo 10 tabnertok B
KapTOHHY1O. MBX/amomunnesom 6nrcrepe. [To 2
uin 3 6nucrepa BMeCTE ©
MHCTPYKIIHeii TT0 TPUMEHEHHIO
yNaKOBaHbl B IAYKY KapTOHHYHO.
VYnakoska  "in-bulk™: Ilo 10
BAMCTEPOR TIOMELTAlOT B KAPTOHHYIO
kopobky., Ilo 252  kapToHHBIE
KOpOBKH TIOMCIIAIOT B KapTOHHBIN
- _[kopob.
11 Labeling / Mapkupoka According to ND / B coorBetcTBUM ¢ HJ|
12 Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype ne Bbine 25 °C. B
XpaHeHre
13 Shelf life / Cpok ronHocTH  [3 years / 3 rona = '
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IpogykT cooTBeTCTBYET TpeboBanusam HJI 3axmouenne: OJJOBPEHO
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