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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
MpoaykT LleTpra® TabieTky, MOKPhITEIE TUIEHOYHOH 060104K0§i,10 MT o
Batch No / B2202614 Batch Quantity / : 687.600 KG/
Cepust No O0bem naprum 687,600 KI"
Analytical Report No / 2002FP22001763 Date of Analysis / 30-08-2022
AHaJINTHYECKHIT oT4ueT Ne JlaTa aHaqu3a
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
JlaTa npou3BoACTBA T'ogen oo

Ne

Analysis performed according ND / Ananus uposeaen no HJI: TTN013283/01-160919 (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)

_'l?t / H0_K232T_e.)">

Result / PesyabTaTn!

Specification / Hopma

Description / Omucanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrmneie
IBOAKOBBITIYKJIbIE TaOJIETKH, MOKPBITHIE
MmreHouHoi oboJoukoit Genoro 1BeTa, C
puckoii Ha  omwoit  cTopoHe. Ha
mornepeyHoM paspese — sAapo Oenoro
nBeTa.

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. /
Kpyrnble ABOSKOBBITYKITBIE TabNETKH,
MOKPBITBIE  TUTEHOYHON  000J109KOi
6enoro WM Moyt Oefnoro LBera, C
pucko Ha ogHoi cropoHe. Ha
MmoTiepevyHOM pa3pese — sIApPo oT GeNtoro
no noury 6enoro LBeTa.

|25

Identification by HPLC/
ITonnnuHanOCTH

" Average weight / Cpeimm_‘

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). /

Bpemss ynepkuBaHUS OCHOBHOIO
IHKa Ha XpoMarorpaMme
WCILITYEMOTO  PacTBopa  IOJKHO
COOTBETCTBOBATh BPEMCHH
yIepKUBaHUS OCHOBHOTO IHKa Ha
XpoMaTorpaMmme pacTBopa
cTaHaapTHoro obpasla HLETHPU3NHA
CHIPOXJIOpUIA (pazmen
«KonuuecTBeHHOE ONpPENeTIeHUue) ).

190.4mg / 1904 mr

Water / Bona

Uniformity of dosage units
OIHOPOOHOCTH
\1031pOBaHNA

3.4% wiw/34%

2.6/2,6

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr =+ 3,0% (or 1853 wmr ma
196,7 mr)

Not more than 8.0% w/w /

He 6onee 8,0 %

The acceptance value (AV) should be
[ess than or equal to 15.0 /
[ToxazaTens mpuemneMocty (AV)
nomxkeH OBITE He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: Iponykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr LleTpuu® TabIeTKH, TOKPBIThIE TIIEHOYHOW 0060109K0#,10 MT o
Batch No / B2202614 Batch Quantity / : 687.600 KG/
|Cepusa No - Ob6bem napTun 687,600 KI" __||
Analytical Report No / 2002FP22001763 Date of Analysis / 30-08-2022
AHaTuTHYECKHI oTHeT No Jara ananusa o
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
Jlata mpou3Bo/ICTBA Iogen o

Analysis performed according ND / Auaaus npeseaen no H/: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

| Result / PesyabTathl

102%, 98%, 99%, 101%, 101%, 100%

[Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C5;H,5CIN,05-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmeree 80 % (Q) or
HOMMHAIILHOTO cofieprkaHus
C,1HysCIN,O5-2HCI (uetmnpusuna
nuraapoxnopun) 4epes 30 MuH.

Ne  |Test/ Moka3arean

6 | Dissolution / PacTopenue
|

7 i Impurities by HPLC/
| PomcTBeHHBIE TpUMECH
| LleTHpU3NHA

a) Impurity A /
nprumMech A

b) Impurity B/
|mprmvecs B
c) Impurity C/
npumMechk C

d) Impurity D/
npumecs D

e) Impurity E /
npumecs E

f) Impurity F /
npumMeck F

g) Any unspecified impurity

JIro6as equuuaHas
HEeUACHTUPULHMPOBAHH
ast IPUMECh

h) Total impurities / Cymma
npuMecen

[Less than Limit of Detection
(LOD=0.005%)
0.02% / 0,02%

Not detected / He o6HapyxeHa

Not detected / He o6Hapyxena

0.02% / 0,02%

Not detected / He o6HapyxeHa

0.09% / 0,09%

0.1%/0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Mpumevanne: TTpoaykT cooTBeTCTBYET Tpeborannsm HJL

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
MpoaykTt Letpun® TabieTkn, MOKPBITHIE TNTIEHOYHOH 060M0UKOM, 10 MI o i
Batch No / B2202614 Batch Quantity / : 687.600 KG/
| Cepus Ne O06beM MapTHH 687,600 KI"
Analytical Report No / 2002FP22001763 Date of Analysis / : 30-08-2022
AHanuTH4YecKHii oT4yeT No JlaTa aHaau3a
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
JdaTa npon3BOACTBA T"opewn 1o
Analysis performed according ND / Ananus nposeaen no HJI: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)
Ne  [Test/ ITokazarens Result / PesyabTaThl ~ |Specification / Hopma
8 Microbial limits /
Mukpobuonornueckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obuiee YUciIo Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6mee uncno [Menee 10 KOE/T
IPO>KKEBBIX W TIIECHEBBIX
rpuboB Shall be absent in 1g / Orcytcrsue B 1
Absent in 1g / OrcyTeTByeT B 1T r
c)E. coli -
9 Assay / KonmiecTBeHHOE 10.05 mg / 10,05 mr Each film coated tablet contains not
oTipeieNieHre less than 9.0 mg and not more than 11.0
mg  C,HysCIN,O3-2HCIL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
1o 1 1,0 MT C21H25C]N203'2HC]
} (ueTnpusnHa IUTHAPOXIIOPU.) B
| _ TabIeTKe.
(10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[[IBX/amomunuesom 6auncrepe. [1o 10 blisters in a carton. 252 cartons in
2 6nyicTepa BMecTe ¢ MHCTPYKIIMEH T10 master carton.
| MPUMEHEHHIO YTIaKOBaHBI B MTadKy ITo 10 Tabnerox B
KapTOHHY1O. [TBX/antomunneBoM 6nmctepe. ITo 2
' unu 3 6nucrepa BMeCTE C
WHCTPYKIHEl TI0 TPUMEHEHHIO
yIIaKOBaHBI B MaYky KapTOHHYIO.
Ymakoska  "in-bulk": Ilo 10
GIIMCTEPOB TTOMEIIAIOT B KAPTOHHYIO
| kopooky. Ilo 252 kapronnbie
' KOpOOKH TIOMEIIaloT B KapTOHHBIH
! K0pob. -
11 | Labeling / MapxupoBka According to ND / B cootercTBuM ¢ HJJ
|
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype e Bbiwe 25 °C.
[Xpanenue
13 [Shelflife / Cpox romoctin 3 years /3 rona :
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanune: [TpoaykT cooTBeTcTBYET Tpeboanusm HJI Zakmwouenne: OJJOBPEHO
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