Uncontrolled Copy

IFrdduct

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Cetrine film coated tablets, 10 mg

Tponykr : IleTpnu® TabneTku, NOKPLITLIE MIEHOUHOM 0607104KOM, 10 MI - |
Batch No / B2203229 Batch Quantity / : 687.600 KG/

| Cepust Ne O0beM MapTUH 687,600 KI"

Analytical Report No / 2002FP22002311 Date of Analysis / : 28-11-2022
AnanuTuyeckuii oTyeT Ne JdaTta aHanam3a B
Date of Manufacture / 10/2022 Date of Expiry / 09/2025

JaTa npon3BojacTBA Tonen 10

Analysis performed according ND / Anaaus nposegen o HJE: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3mM. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3M. Ne 2 ot 07.10.2021)

White core on a cross section. / Kpyrnsie
NBOAKOBBINYK/ble TabneTku, TOKPHIThIE
[UIEHOYHO# obonoukoii Genoro usera, ¢

puckoit Ha opHoW  cTopoHe. Ha
morepevyHoM paszpese — sjapo Oenoro
LBETA.

Ne | Test/Iloxaszarenn Result / PesyjbTaThl | Specification / Hopma -
White coloured, round, biconvex film| White or off white coloured, round,
1 Description / Omiucanue coated tablet with a breakline on one side.|biconvex film coated tablet with a

breakline on one side. White to off-
white core on a cross section. /
Kpymible ABOSKOBBITYKIIBIE TaONeTKH,
MOKPBITEIE  TUIGHOYHOM  06oyodKo
Genoro wuinyd mouytH Oenoro uBerd, ©
puckoii Ha oaHoil croponHe. Ha
MOTIepEeTHOM pazpese — Anpo oT 6enoro
Ino moutu 6enoro LBeETAa.

2 Identification by HPLC/
[TopnuHHOCTB

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  yIepXWBaHWS  OCHOBHOTO
nKa Ha XpoMaTorpaMme
UCMILITYEMOTO ~ pacTBOpPa  JAOIKHO
COOTBETCTBOBAThb BpeMeHH
yIepKHUBaHHS OCHOBHOIO IIHKa Ha
XpoMaTorpaMme pacTBopa
cTaHaapTHOro obpasua LeTHpHU3NHa
THAPOXJIOpHAa (pazmen
«Ko4ecTReHHOE ONPEIENEHUED ).

3 Average weight / CpenHsis
Macca

190.2 mg /190,2 Mr

4 | Water / Boza

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr = 3,0% (ot 185,33 mr no
196,7 mr)

3.2% wiw / 3,2%

5 Uniformity of dosage units
OOHOPOOHOCTE
\M03UPOBaAHNSA

52/52

Not more than 8.0% w/w /

He 6onee 8,0 % -
The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazarenb npuemMieMocTu (AV)
JmoikeH ObITh He Gortee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanue: ITpoaykT cooTBETCTBYeT TpeboranusiM HJI

Conclusion : APPROVED /
3aurovenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg -
(MpoaykT LeTprn® TabneTku, NOKPhIThIE MIeHOYHOH 0605104K0#, 10 MT
Batch No / B2203229 Batch Quantity / : 687.600 KG/ ]
Cepua Ne O6bem napTuu 687,600 KI' |
Analytical Report No / 2002FP22002311 Date of Analysis / 28-11-2022
AHaauTHYecKUIi oTyer Ne JlaTta aHaau3a
Date of Manufacture / 10/2022 Date of Expiry / 09/2025
JaTa npon3BOACTRA Topen oo

Analysis performed according ND / Anauus nposepen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

g) Any unspecified impurity

Jrobas enuHIHAS
HeuneHTUGNUNPOBAHH
ast TpUMech

h) Total impurities / Cymma
npuMeceit

i.N'_g | Test / TlokazaTenn "I(egllt/ Pe3yabTaThl
6 Dissolution / PacTRopenue 96%, 99%, 99%, 99%, 100%, 96%
7 Impurities by HPLC/
PoacTBeHHEBIE TIPUMECH
LEeTHPH3UHA
. Less than LOQ (LOQ=0.019%)
a) Impurity A /
npuMecb A
0, 0,
b) Impurity B / 0.01% /0,01%
npuMech B
c) Impurity C/ Not detected / He oGHapy»xeHa
npumech C
d) Impurity D / Not detected / He o6Hapyxena
npumMecs D
e) Impurity E / 0.03% / 0,03%
npumeck B
f) Impurity F / Not detected / He o6HapyxeHa
nmpuMech F

0.08% / 0,08%

0.1% / 0,1%

Specification / Hopwa

Not less than 80% (Q)_of the
labeled amount of
C,,H,5CIN,O5-2HCI (cetirizine

dihydrochloride) is dissolved in 30
minutes /

He MeHee % (Q) or
HOMWHAJIEHOTO COIEpKaHUs
C,1HysCIN,O3-2HCI (netnpmsnna
inuruapoxyopun) dyepes 30 mMuH.

80

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: I[pomykT cooTBeTcTBYET Tpeborannsam HJT

Conclusion : APPROVED /
Zakarouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANW3A

Product Cetrine film coated tablets, 10 mg
Ipoaykt [leTprH® TabaeTKy, MOKPLITHIE TIICHOYHO 0607104K0H, 10 MT
Batch No / B2203229 Batch Quantity / : 687.600 KG/ o
| Cepun Ne B ObbeM napTuu 687,600 KI" B
Analytical Report No / 2002FP22002311 Date of Analysis / r 28-11-2022
AHanutTHdeckHii oTyer Ne Hata anaauia
Date of Manufacture / 10/2022 Date of Expiry / 09/2025
Jara mponzBoacTBa ToneH g0
Analysis performed according ND / Ananns nposeaen no HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m, Ne 2 ot 07.10.2021)
| Ne Test / IlokasaTenanb Result / Pe3yabTaThl - | Specification / Hopma _ - B
] Microbial limits /
Mukpobronoruueckas
YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Obtiee yucio Menee 10 KOE/r He Gonee 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 uncno |Menree 10 KOE/r
IPOCKEBBIX M TNIECHEBBIX
rpu6oB [Shall be absent in 1g / OrcyrctBue B 1
Absent in 1g / OtcyTcTByeT B I r
c) E. coli B
9 Assay / KomigectsenHoe 9.92 mg/ 9,92 mr Each film coated tablet contains not
OTpeneeHne less than 9.0 mg and not more than 11.0
mg C21H25C1N203 2HCI (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
0 1 1,0 MT C21H25C1N203'2HC1
(LeTUpu3uHa  JUTUOPOXIOpPUL) B
TabJIETKE.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / Ilo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/amomunneBom 6nuctepe. I1o 10 blisters in a carton. 252 cartons in
3 GnucTepa BMecTe ¢ MHCTpYKLHUEH 110 master carton.
[IPUMCHEHWIO YTaKOBaHBbI B ITaYKy / TTo 10 TabneTok B
KapTOHHYIO. [IBX/amroMunueBoM Ginctepe. o 2
unu 3 6nuctepa BMecTe ¢
HHCTPYKLMEHR 110 TPUMEHEHHUTIO
yTIaKOBaHE! B TA4YKy KapTOHHYIO,
Voakoska  "in-bulk": Ilo 10
OIUCTEpOB IOMENIAIOT B KAPTOHHYHO
kopoOky. Ilo 252 xapToHHbIE
KOpoOKM TOMENIAIT B KapTOHHBIN
B - - KopoO.
11 Labeling / Mapkupoeka According to ND / B cooteercteum ¢ HJ]
12 Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Bolie 25 °C.
XpaHeHue
13 Shelf life / Cpok rogHoctn  [3 years /3 rona
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanwsaM HJI Zaxmouenune: OJJOEPEHO
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