Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
IMpoayxT LletpnH® TabREeTKH, TOKPLITBIE TWIEHOYHOI 060J104KOi, [0 MT ) ]
Batch No / : B2203032 Batch Quantity / 687.600 KG/
Cepust Ne O0beM MapTHH 687,600KI"
Analytical Report No / 2002FP22002242 Date of Analysis / : 10-11-2022 m
AHaJIHTHYECKUN oTueT No JlaTa anaausa |
Date of Manufacture / ¢ 09/2022 Date of Expiry / 08/2025
JlaTa mMpoH3BOACTEA T"ogen oo

Analysis performed according ND / Auauus nposeaen no HJI: TTN013283/01-160919 (amend Ne 1 from

[ Ne

Test / Iloka3zaTean

1 Description / Onucanue

12.05.2020 / wsm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / nzm. Ne 2 ot 07.10.2021)

| Result / PeayabTaThl

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
BOSKOBBIMYKNble TableTkHu, MOKpbIThIE
IeHOYHOH oOoNouKkoii Genmoro uBeTa, C

puckoit Ha  omHol  cropone. Ha
MmomepeyHoM paspese — saapo ©Genoro
LIBETA.

~ |mo mouTwy 6enoro ugera.

 Specification / Hopma

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 IBOSKOBBIITYKIIBIE TabIETKH,
MOKPEITEIE  TUIEHOYHOW  060mouKoti
fenoro unau moutd Oenoro LBera, ¢
puckoit Ha omHOH cTopoHe. Ha
MOTMEPEYHOM pazpese — AAPo oT BEnoro

2 Identification by HPLC/
[ TopmuHHOCTD

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 yaepXuBaHUS ~OCHOBHOTIO
nuka Ha XpomaTorpamme
MCIBITYEMOTO  PAacTBOpa  IOJIKHO
COOTBETCTBOBATH BpEMeHH
yIepKUBaHWs OCHOBHOIO MHKa Ha
XpoMaTorpamMmmMme pactBopa
CTaHAapTHOro oOpaslia LeTUpU3NHA
TMApOXJIopHUaa (pazmen
«KonnuecTBEHHOE ONpefieNICHHEN).

3 Average w_eight / CpenHss
Macca

189.6 mg / 189,6 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 wmr gmo
196.,7 mr)

4 Water / Boga

2.4% wiw | 2,4%

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

5 | Uniformity of dosage units
OnHoponHOCTE
03UpOBAHUA

1.7/1,7

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazarenb npuemneMoctd (AV)
noJkeH ObITh He bonee 15,0.

Remarks : The Product confirms to ND/
HMpumeuanue: IpoaykT cooTBETCTBYET TpebosaHuaM HJI

Conclusion : APPROVED /
3axuaouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
[Product : Cetrine film coated tablets, 10 mg DR
Mpoayxr : Ierpuu® TabneTkN, NOKPLITHIE TNEHOYHO# 0605101KOM, 10 M N
Batch No / : B2203032 Batch Quantity / 687.600 KG/ Bt
Cepus Ne i O6bem napTHH 687,600 KI"
Analytical Report No / 2002FP22002242 Date of Analysis / 10-11-2022
AHaTuTHYECKHii oT4eT No JlaTa ananu3sa
Date of Manufacture / 2 09/2022 Date of Expiry / 08/2025
JaTa npou3BoOACTBA I'ogen a0

Analysis performed according ND / Anaaus nposeaen no HJI: ITN013283/01-160919 (amend Ne 1 from

12.05.2020 / uzm. Ne 1 or 12.05.2020, amend Ne 2 from 07.10.2021 / m3M. Ne 2 ot 07.10.2021)

Specification / Hopma

JiTg -_:Test / TloxazaTenn Result / PesyabTaTsl N |
6 Dissolution / PacTBopenue 101%, 100%, 101%, 99%, 100%, 100% |Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMHWHAITLHOTO COAEPIKAHUS
C, H,5CIN,O;-2HCI (uetmpnsnna
) - nuruapoxaopun) yepes 30 MuH.
7 Impurities by HPL.C/
PojicTBEHHBIE TIpUMECH a) Not more than 0.2 % / ne Gonee 0,2
LETUPU3NHA %
) Less than Limit of Detection
a) Impurity A / LOD=0.005%) b) Not more than 0.2 % / 1e Gonee 0,2
npumech A A
. Not detected / He o6napyxena
b) Impurity B / = c) Not more than 0.2 % / He Gonee 0,2
npuMecsk B %
c) Impurity C/ Not detected / He oGHapyxkeHa
npnmMecs C d) Not more than 0.2 % / He 6onee 0,2
%
o) Not detected / He o6HapyxeHa
mprmechk D e) Not more than 0.2 % / He 6onee 0,2
e) Impurity E / 0.05% /0,05% &
MpuACeEE f) Not more than 0.2 % / ne 6onee 0,2
f) Impurity F / Not detected / He obHapyxeHa %
npumMech F
g) Not more than 0.2% /
g) Any unspecified impurity | 979 / 0,07% He 6onee 0,2%
JIro0as equaudHas
HeNICHTHPUUMPOBAHH h) Not more than 2.0% /
R He Gonee 2,0%
h) Total impurities / CyMmma 0.1%/0,1%
npumecei

Remarks : The Product confirms to ND/
Mpumeuanue: [Iponykr cooTBeTcTBYET Tpebopanmnam HJI

Conclusion : APPROVED /
3axiarwgenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg ]
IpoaykTt IeTprH® TabIeTkH, MOKPBITHIE MIEHOTHOW 0601109k0H, 10 MT N
Batch No / : B2203032 Batch Quantity / 687.600 KG /
|Cepust Ne e el O6beM mapTun 687,600 K"
Analytical Report No / 2002FP22002242 Date of Analysis / 10-11-2022
ARaJUTHYECKHUIT oTUeT Ne Jdara aHaau3a |
Date of Manufacture / : 09/2022 Date of Expiry / 08/2025
Jata npous3BOACTBA I'ogen go
Analysis performed according ND / Anaaus nposeaen mo HA: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 o1 07.10.2021)
Ne Test / IlokazaTeab Result / PesyabTaTsl Specification / Hopma
8 Microbial limits /
IM1/11<p061/1onorymecm;[
[gucTOTA
a) Total acrobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6uiee yucno Menee 10 KOE/r He Gostee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6mee uncio |Menee 10 KOE/r
IPOJOKEBBTX W TIECHEBBIX
rpu6oB Shall be absent in 1g / OrcyrtcrBue B 1
c) E. coli Absent in 1g / OtcyTcTBYeT B IT r
|
9 Assay / KoniecTBeHHOE 9.90 mg/ 9,90 mr Each film coated tablet contains nol1i
onpenesieHne less than 9.0 mg and not more than 11.0
meg Cz|H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 wmr
h(e) 1 1,0 Mr C21H25CIN203 -2HC]
[ (meTupusvHa  JUCUAPOXJIOPHA) B
rabaeTke. N |
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. / TTo 10 TabneTox B leaflet in a carton. "In bulk" package:
[1BX/amomunnerom o6nucrepe. 1o 10 blisters in a carton. 252 cartons in
2 GnucTepa BMeCTE C WHCTPYKILMEH Mo master carton.
NpUMEHEHNI0 YITaKOBaHbI B TaUKy / TTo 10 Tabnerok B
KapTOHHY1O. [IBX/amomunanerom Omuctepe. 1o 2
unu 3 6nMcTepa BMecTe ¢
WHCTPYKIHEH 110 TPUMEHEHUIO
yNaKOBaHBI B ITa4Ky KapTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
OGMCTEpOB MOMENIANOT B KAPTOHHYHO
kopobky. Ilo 252 xapToHHBIE
KOpOOKH TIOMelaroT B KapTOHHBIH
o KOpob. B
11 Labeling / MapkupoBka According to ND / B cootBerctsuu ¢ HJ
12 Storage conditions / At temperature below 25 °C. / [Ipu Temnepartype He Bbile 25 °C.
XpaHeHne
13 Shelf life / Cpox ronnoct 3 years / 3 rona o o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITpoaykT cOOTBETCTBYET TpebosaHusM HJ Jakaruenne: OJIOBPEHO
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