Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
Mpogykr ITeTprH® TabaeTkH, TTOKPHITHIE IeHOYHOM 060m04yK0i, 10 Mr .
Batch No / B2203752 Batch Quantity / 687.600 KG/
Cepus Ne O6bemnmaptum 687,600KI"
Analytical Report No / 2002FP22002435 Date of Analysis / 27-12-2022
AHajuTHYecknii oTueT No - Jarta ananusa N
Date of Manufacture / 11/2022 Date of Expiry / 10/2025 o
HaTa npousBoacTBa Tonen g0

Analysis performed according ND / Anaaus nposeaen mo HI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / nam. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / u3mM. Ne 2 ot 07.10.2021)

N | N

:ﬁt_/ Hoxa3¥em>

1 Description / Oniicanue

2 Identification by HPLC/
[TognmmHHOCTE

1 _Resm/ PesyabTaThl

Specification / Hopma

"'Complies as prescribeﬁ

CooTBeTCTBYET

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnste
TIBOSIKOBBIMYKJIbIE TabneTk,
INTEHOYHOH o0ojoukoii Oenoro ImBeTa, C

MOKPLIThIC

pucko Ha  omHoi  cTopoHe. Ha
nonepeyHoM paspese — saAapo ©Genoro
[BETA.

White or off white coloured, m,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrible [BOSKOBBINYKITEIE TablETKH,
MOKPBITEIE  TIEHOYHOH  oBonovkoii
Oenoro win noyutH Oenoro LBera, ¢
puckoii Ha OmHOW cTopoHe. Ha
[OTIEPEUHOM paspese — siApo oT Beoro
10 MOYTH 6€eJI0ro LBETa.

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 yaepKHWBaHUS OCHOBHOTO
nuKa Ha XpoMarorpaMme
MCITBITYEMOTO ~ PacTBOPa  JIOJKHO
COOTBETCTBOBATh BpPEMEHH
yIepKMBaHWA OCHOBHOTO IIHKa Ha
XpomaTorpaMmme pacTBopa
CTAaHZAPTHOTO OOpa3la UeTHPHU3UHA
ruapoxjopuaa (pazzmen
«KonuiecTBeHHoe olpeneneHuey).

3 Average weight / Cpennss
Macca

191.7mg / 191,77 mr

‘Water / Boga

2.5% wiw /2,5%

1196,7 M)

191.0 mg + 3.0% (185.3 mg-196.7 mg) |
191,0 mr £ 3,0% (ot 1853 wmr o
Not more than 8.0% w/w / N
He 6omnee 8,0 %

W ‘ ENY

 Uniformity of dosage units
OnHOPOIHOCTE
MO3POBAHUS

3.5/3,5

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokasaTens npuemMaemocT (AV)
momxeH O6ITH He Gomee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykr coorBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3axmarouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg ]
Hp_onyKT : TeTpnu® TabneTky, MOKPEITHIE NEHOMHON 06omoukoi, 10 Mr ]
Batch No / : B2203752 Batch Quantity / : 687.600KG/
Cepus Na ObnemM mapTHH 687,600 KI°
Analytical Report No / : 2002FP22002435 Date of Analysis / : 27-12-2022
ARasuTHYecKnii oTyeT No N JdarTa anaausa
Date of Manufacture / i 11/2022 Date of Expiry/ 2 10/2025
Jara npousBoacTra Tonen oo

Analysis performed according ND / Anaaus nposeaen mo HJ: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3Mm. Ne 2 ot 07.10.2021)

Ne | Test/ Ioxazatens Result / PeayabTaThbl ~ |Specification / Hopma

6 Dissolution / PacTBopenue 101%, 97%, 99%, 98%, 98%, 98% Not less than 80% (Q) of the
labeled amount of
C,HysCIN,0O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMHWHAIIEHOTO COAEPXKAHUA

C,1HysCIN,O;3-2HCI (neTupusuna
muruapoxyopun) depes 30 MuH.

7 Impurities by HPLC/

PoncreeHHbIe prMecH a) Not more than 0.2 % / He Gonee 0,2
LeTUPU3UHA %
a) Impurity A / Less than LOQ (LOQ=0.019%) b) Not more than 0.2 % / He Gonee 0,2
npumechb A 0
b) Impurity B / Not detected / He oBHapys«eHa c) Not more than 0.2 % / ne 6oee 0,2
mprMect B %
c) Impurity C/ Not detected / He o6HapyxeHa
ripumech C d) Not more than 0.2 % / He Gonee 0,2
%
i DY Not detected / He o6Hapyxena
npumeck D e) Not more than 0.2 % / e 6onee 0,2
e) Impurity E / Less than LOQ (LOQ=0.023%) o
HRMMESETE f) Not more than 0.2 % / He 6onee 0,2
f) Impurity F / LNot detected / He oGHapysxxeHa %
npumeck F
g) Not more than 0.2% /
g) Any unspecified impurity |y 969 / 0,06% He 6onee 0,2%
JIrobasg emMHMYHAS
HENICHTHULMPOBAHH h) Not more than 2.0% /
A PHMECh He 6onee 2,0%
h) Total impurities / Cymma
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IpogykT cooTBEeTCTBYET TpeboBanusm HJT 3axurouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJTU3A
Product Cetrine film coated tablets, 10 mg ]
Mpogykt : Iletpun® TabieTKH, TOKPBIThIE MICHOYHOI 06omouKoif, 10 Mr N
Batch No / B2203752 Batch Quantity / 687.600KG/
Cepus Ne o Obbem napTun 687,600 KIT
Analytical Report No / 2002FP22002435 Date of Analysis / s 27-12-2022 N
|ARasuTHYecKHii oT9eT No JaTa anauu3a N
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
Hara npousrojacTRa Topmen o
Analysis performed according ND / Anauns nposegen 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 / u3m. Ne 2 ot 07.10.2021)
Ne | Test/ MokasaTenn Result / PesynbTaTnl Specification / Hopma
8 Microbial limits /
Mukpobnonoruueckas
qHUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / ObIiee yncno Menee 10 KOE/r He 6omee 1000 KOE/r
a3pO6HBIX MUKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He Gonee 100 KOE/r
mould count / O6mee uncmo [Menee 10 KOE/r
IPOOKEBBIX W TMHECHEBEIX
rpu6oB Shall be absent in 1g / OrcyrcTBue B 1
Absent in 1g / OTcyTcTByeT B IT r
c) E. coli |
9 Assay / KonndecTBeHHOE 9.90 mg / 9,90 mr Each film coated tablet contains not
oTIpeICeHUE less than 9.0 mg and not more than 11.0
mg  C,HpsCINyO3-2HC]  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 MT C2|H25C1N203'2HC]
(ueTHpH3NHA  JIUTHAPOXJIOPHI) B
Tabnerke.
10 Package / Ynakosxa 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 Tabnerok B leaflet in a carton. "In bulk" package:
[TBX/amomunnerom 6nucrepe. ITo 10 blisters in a carton. 252 cartons in
3 6nMcTepa BMeCTe ¢ MHCTpyKUMel Mo |master carton.,
NpHUMEHEHHNIO YIIaKOBAHBI B TTAYKY / TTo 10 TabneTok B
KapTOHHYIO. [MBX/amomurneBoM 6muctepe. [To 2
unu 3 6nucTepa BMECTE C
HHCTPYKIMETT TT0 TPUMEHEHNIO
YMaKoBaHEI B TAYKy KapTOHHYIO.
Vnakoska  "in-bulk™: Ilo 10
ONUCTEPOB TIOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapTOHHBIE
KOpOOKH TOMEIIAIOT B KapTOHHBIM
- - - Kopo0. - |
11 Labeling / Mapxuposka According to ND / B cootBercTBuu ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / [1Ipu Temneparype He Bbline 25 °C.
Xpanenne
13 |[Shelflife / Cpok ronHoctu  [3 years /3 roma
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: 1IpoayKT cOOTBETCTBYET TpeOoBaHusam HJI 3axarwuernue: OJJOBPEHO
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