Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

Tpoaykr LleTpun® TabueTku, MOKPLIThIE TNEHOYHOI 0601104K0#H, 10 Mr -

Batch No / : B2203466 Batch Quantity / 687.600 KG /

Cepus Ne O6bem mapruu 687,600 K[

Analytical Report No / 2002FP22002329 Date of Analysis / : 29-11-2022
AnanuTnyecknii oTyer Ne Jarta ananauza -
Date of Manufacture / : 10/2022 Date of Expiry / 09/2025

HaTta npousBoacTEa T"omen 10

Analysis performed according ND / AHaJm37pam_eH mo 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 / u3m. Ne 2 ot 07.10.2021)

_i Ne __Test / IHokazarTeJjb

1 Description / Oniicanme

Result / Pe3yabTaThsl
White coloured, round, biconvex film

coated tablet with a breakline on one side.
‘White core on a cross section. / Kpyrnsie
NBOSIKOBBIMYKIBIE TabNeTkKy,

MOKPBITHIE

IEHOYHO} oOoyioukoif Genoro uBeTa, C
puckofi Ha  omHo#i  cropone. Ha
norepeyHoM paspese — Anpo OGenoro
IBETA.

Specification / Hopma

|no mouTK 6enoro 1BETA.

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. /
Kpyriible ABOSIKOBBIMTYKITBIE TabJIETKH,
MOKPBITEIE  TIIEHOYHOM  00010YKOH
Oenoro unu mnoutH Oenoro UBETa, ¢
pruckoii Ha omHOWM cropoHe. Ha
MOTIePEYHOM pazpese — SIpo oT Heyioro

2 Identification by HPLC/
[TognuHHOCTD

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  yaepKWBaHWS ~ OCHOBHOIO
MuKa Ha XpoMarorpamMmme
WCTIBITYEMOTO  PacTBOpa  OKHO
COOTBETCTBOBATh BpeMeEHH
yAepKUBaHHS OCHOBHOTO IHKa Ha
XpoMaTrorpaMme pacTBopa
cTaHgapTHoro obpasua LeTHpH3NHA
CROPOXITOPUAA (pazmen
«KoJuecTBEHHOE ONpeAeaeHue»).

3 Average weight / Cpemsss
Macca

190.8 mg /190,8 mMr

191.0 mg £+ 3.0% (185.3 mg-196.7 mg)
191,0 mMr = 3,0% (ot 1853 w™Mr mo
196,7 mr)

b4 Water / Bona

5 Uniformity of dosage units
/ OMHOPOTHOCTE
7103HPOBAITHS

3.3% wiw / 3,3%

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

- 45/45

The acceptance value (AV) should be
less than or equal to 15.0/
[MokasaTtens npuemMneMocTi (AV)
nomxeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanne: ITpoaykT coorBeTcTBYET TpeboBaumam HJI

Conclusion : APPROVED /
Jakarouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTU3A

Product Cetrine film coated lablels, 10 mg

Tlpoykr LleTpun® TaGieTKu, HOKPLITEIC NNEHOUHOH 0604104 KV, 10 MI -

Batch No / : B2203466 Batch Quantity / 687.600KG/

Cepun Ne O01LeM napTun 687,600 K"

Analytical Report No / 2002FP22002329 Date of Analysis / 29-11-2022 a3l
AnaguTHyecknii oTyer Ne Jdara anajiu3a

Date of Manufacture / : 10/2022 Date of Expiry / 09/2025 i
Hara npouszsojicria Togen no

Analysis performed according ND / Ananus nposesen no HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

No Test / [lokasarenn

Result / Pe3yabTaThl

Specification / Hopma

6 Dissolution / PacTBopenne

99%, 97%, 98%, 96%, 99%, 99%

_ |muruapoxsopna) yepes 30 MuH.

Not less than 80% (Q) of the
labeled amount of
C21H25CIN203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wMenee % (Q or
HOMWHAITEHOTO COZICpXKAHMS
C, H,5;CIN,0;-2HCI (netnpusmnna

80

7 ' Impurities by HPLC/
PoacTBeHHBIE TIPUMECH
LIETUpU3NHA

a) Impurity A/
npuMech A
b) Impurity B /
npumech B
c) Impurity C/

npumMech C

d) Impurity D /
npuMech D

e) Impurity E /
npumMecs E

f) Impurity F /
npumechb F

g) Any unspecified impurity

/ JTto6as equHUYHAA
HEeWIeHTU(ULUPOBAHH
asd pUMech

h) Total impurities / CymmMa
npumMecen

Less than LOQ (LOQ=0.019%)

0.01% / 0,01%

Not detected / He obHapyxeHa

Not detected / He oGHapyxeHa

).03%/0,03%

Not detected / He obHapysxena

0.09% / 0,09%

0.1%/0,1%

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

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

c) Not more than 0.2 % / ue 6omnee 0,2
%

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

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

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

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

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

Remarks : The Product confirms to ND/
IMpumeuanue: [TpomykT cooTeeTcTBYET Tpebosarmsm HJI

Conclusion : APPROVED /
Zakarouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

Mpoaykr @ Llerpun® radieriu, NOKPLITHIC TIEHOYHOH 0605104K0i, 10 Mr -

Batch No / : B2203466 Batch Quantity / 687.600 KG / -
Cepus Ne Oo61em napTun 687,600 KI"

Analytical Report No / 2002FP22002329 Date of Analysis / 29-11-2022 T
| AHaJIMTHYeCKHI oT4er Ne Jdara aHajiusa

Date of Manufacture / : 10/2022 Date of Expiry / 09/2025

Jata npoussojcrsa Nopen o

Analysis performed according ND / Ananns nposeaen mo 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 / u3m. Ne 2 o1 07.10.2021)

(Ne | Test/ IloxazaTean | _l_lesult/ PesyabTaThi | Specification / Hopma -
8 Microbial limits /
MukpoGronoruueckas
MICTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61Lee uncio Menee 10 KOE/r He Gonee 1000 KOE/r
a3po6GHBIX 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 uncino |[Menee 10 KOE/r
IPOXCKEBBIX W TIECHEBBIX
| rpnboB Shall be absent in 1g / Orcyrcreue B 1
| Absent in 1g / OTcyTcTBYeT B IT r
| c) E. coli -
9 Assay / KonmndectBenHoe 9.94 mg /9,94 mMr Each film coated tablet contains not
' orpenesicHIe less than 9.0 mg and not more than 11.0
mg C21H25CIN203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
;1o 1 1,0 MI C21H25C1N203'2HC]
(ueTupu3vHa  JIMTUAPOXNIOPWA) B
TabJeTke.
10 Package / YnakoBka 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. / [To 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/amomunanerom 6micrepe. ITo 10 blisters in a carton. 252 cartons in
3 6nucrepa BMecTe ¢ UHCTpYKUKeH 1o master carton.
MPUMEHCHUIO YTIaKOBaHBI B ITAYKy / TTo 10 TabneTok B
KapTOHHYIO. [MBX/amtoMunaneBoM Onuctepe. [To 2
iy 3 6auctepa BMeCTe ¢
WUHCTPYKLINEH 0 IPUMEHEHHIO
yIIaKOBaHbBI B Ma4Ky KapTOHHY!O.
Vnakoska  "in-bulk": Ilo 10
GIMCTEPOB MOMEWIAOT B KAPTOHHYIO
kopobky. Ilo 252 kapTOHHbIE
KOpPOOKH MOMELAKT B K4PLIOHHbIH
| K0poO. B
11 Labeling / Mapkupogka According to ND / B cootrerctBum ¢ H/{
12 Storage conditions / At temperature below 25 °C. / ITpu Temncparype re Boie 25 °C.
Xpanenue
13 Shelf life / Cpok l"OIlH_OETI/I 3 &ears /3 tona o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: ITpoaykT COOTBETCTBYET TpeboarusM HJI 3akarwuenne: ONOBPEHO
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