Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg N
Mpoaykt HetpnH® TabneTKH, TOKPLITHIC TIIEHOUHOIT o6omoukoi,10 mr o
Batch No / : B2202863 Batch Quantity / : 687.600KG/ B
Cepust Ne g O6nem napTum 687,600 KI"
Analytical Report No / 2002FP22002095 Date of Analysis / 15-10-2022
| AHaJuTHYeCKMIi oT4eT Ne Jdarta anannsa N
Date of Manufacture / 09/2022 Date of Expiry / 08/2025
JlaTa npousBoacTRa Tonen mo. i
Analysis performed according ND / Anaian3s nposegen o HJI: [T N013283/01-160919 (amend Ne 1 from

Ne Test / [Tokaszarennb

12.05.2020 / m3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Resul_t / Pe3ynbTaThl

1 Description / Onmcanme

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrmsie
BOSKOBBIMYKJIbIE TaONeTKH, MOKPHIThIC
MmIeHodHol oboyioukoif Oemoro 1BeTa, C
pHcKoit Ha  opaHoii  cTtopoHe. Ha
momepeyHoMm paspese — sapo Genoro
uBeTa.

Specification / Hopma _
White or off white coloured, round,l
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrible ABOSKOBBIMYKITbIE TabNETKH,
MOKPBITEIE  TUICHOYHOM  060JI0YKON
oenoro unu mouta Oenoro IBera, C
puckoii Ha onHOW cropone. Ha
MOTIEPETHOM pazpese — sIpo oT 6enoro
Mo mouTH 6€n0ro LUBETA.

2

Identification by HPLC/
[TonnuHHOCTB

Complies as prescribed /
CooTseTcTBYET

3 Average weight / Cpennsist
mMacca

4 Water / Boxna

5 | Uniformity of dosage units
OIHOPOHOCTH
NO3UPOBAHUL

1914mg / 1914 mr

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). /

Bpems ynepkHuBaHWA OCHOBHOIO
nrka Ha XpoMarorpamme
UCMLITYEMOr0  pacTBopa  AOJIKHO
COOTBETCTBOBAaThH BpPEMEHH
yIepXKXVBaHHUs OCHOBHOTO MWKa Ha
XpoMaTorpamme pacTBopa
cTaHmapTHoro obpaslia LieTUPU3NHA
THApOXJIopHAa (pazmen
«Konu4ecTBeHHOE ONpeeneHuen).

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 185,3 mr mo
196,7 Mr)

2.6% wiw /2,6%

1 3.9/39

Not more than 8.0% w/w /
He 6omee 8,0 % |
The acceptance value (AV) should be |
less than or equal to 15.0 /
[TokazaTens npuemnemoct (AV)
&onmeﬂ OwITh He Oomee 15,0.

Remarks : The Product confirms to ND/
Mpumeyanue: IpoaykT coorBercTByeT Tpeboranusam HJI

Conclusion : APPROVED /
3axaiouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg o
Mpoaykr : Uerpru® TabiieTk, NOKPLITIE THIEHOYHOH 060/10uKOH, 10 MT
Batch No / : B2202863 Batch Quantity / : 687.600 KG/
Cepus Ne O6bemM mapTum 687,600 KI"
Analytical Report No / 2002FP22002095 Date of Analysis / 15-10-2022
| AHaJTHTHYecKuii oTyeT Ne Jarta anajausa
Date of Manufacture / 09/2022 Date of Expiry / 08/2025
Jata npon3BoAcTBA T"oneH g0

Analysis performed according ND / Anaaus nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wi3m. Ne 2 ot 07.10.2021)

Ne

| Test / Iloxasarennb

6

Dissolution / PaCTBope_Hne

Impurities by HPLC/
PojicTBEHHBIE IPUMECH
UEeTHPU3UHA

a) Impurity A/
npumech A

b) Impurity B /
npumMech B
c) Impurity C/
npumect C

d) Impurity D /
npuMech D

e) Impurity E /
npumMech E

f) Impurity F /
nprmeck F

g) Any unspecified impurity

/ JTrobas equauuHas
HEUACHTUPULUPOBAHH
as PHMech

h) Total impurities / Cymma
npuMecei

Result / PesyabTaTnl

Specification / Hopma

98%, 100%, 99%, 97%, 101%, 97%

Not less than 80% (Q) of the
labeled amount of
C2|H25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He w™enee 80 % (Q) ot

HOMUHAJIBHOTO COMIE PXKAHUS
'1C21H25C1N203-2HC1 (ueTupnsnna

Less than LOQ (LOQ=0.019%)

0.02% / 0,02%

Not detected / He obnapy»xena

Less than LOQ (1.OQ=0.003%)
Not detected / He o6HapyxeHa
[ess than Limit of Detection

LOD=0.015%)

0.06% / 0,06%

0.1%/0,1%

\nuruapoxmnopun) yepes 30 MuH.

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
MIpumeuanue: ITponykT cooTBeTCTBYET TpeboannaM H]|

Conclusion : APPROVED /
3akarouenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
IIpoaykT Herpuu® TabneTku, TOKpLITHIC TEeHOYHOIT 0bonioukoif, 10 mr -
Batch No / : B2202863 Batch Quantity / : 687.600 KG/ i
Cepusi Ne O6beM napTun 687,600 K"
Analytical Report No / 2002FP22002095 Date of Analysis / 15-10-2022
|AHaIUTHYecKNii oT9eT Ne JlaTa anHaau3a e
Date of Manufacture / 09/2022 Date of Expiry / 08/2025
JlaTa npon3BoacTRBA - Togen 0
Analysis performed according ND / Auaaus nposeaen mo HJI: TT N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)
J@ Test / Iloka3aTeab Result / PesynbTaThl [ Specification / Hopma
8 Microbial limits / : -
MukpoGuonoruueckas
4HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee yuciIo Menee 10 KOE/r He 6onee 1000 KOE/r |
a3pOOHBIX MUKPOOPraHW3MOB '
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6uiee uncno  [Menee 10 KOE/r |
IPOMCKERBIX U TTECHEBBIX |
rpu6oB Shall be absent in 1g / Orcyrcrsue B 1
Absent in 1g / OTcyTeTBYeT B IT r
| 1) E. coli
9 Assay / KonmnuecTBeHHoe 10.01 mg /10,01 mr Each film coated tablet contains not
oTIpeeNeHue less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
mo 11,0 wmr Gy HysCIN,O52HCI
(ueTUpM3MHA  AMTHAPOXNIOPWA) B
. - TabneTke. _
10 Package / YnakoBka 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. / ITo 10 Tabnerox B leaflet in a carton. "In bulk" package:
[IBX/antomunneBoM 6ancrepe. Ilo 10 blisters in a carton. 252 cartons in
2 GiMcTepa BMECTE C MHCTPYKUMeH Mo [master carton.
MPUMEHEHUI0 yITaKoBaHbI B TAYKY / Tlo 10 TabneTok B
KapTOHHY1O. [MBX/amoMunnesoM 6nucrepe. ITo 2
unu 3 Gnucrepa BMecTe ¢
WHCTPYKIHCH TI0 IPUMEHEHHIO
YTTaKOBAHBI B TTaUKy KaPTOHHYIO.
VnakoBka  "in-bulk™: Ilo 10
OMUCTEPOB MOMEIIAIOT B KAPTOHHYFO
I1<op061<y. ITo 252 xapToHHbIE
KOpOOKM ITOMEIIaroT B KapTOHHBIH
| - KOpoG.
11 Labeling / Mapxuposka According to ND / B coorsercTsnu ¢ HJ
12 Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiue 25 °C,
XpaneHune
13 |Shelflife / Cpok ronnoctn 3 years / 3 ropa -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpoaykT cooTBEeTCTBYET TpebosaumsaM HJI 3akmovenne: ONOBPEHO
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