Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
poayrr Lerpun® TabiaeTky, HOKPBITHIC IICHOUYHONA 060104K0#, 10 MP
Batch No / : B2301559 Batch Quantity / 687.600 KG /
Cepnst Ne O61em naprTun 687,600 KI'
Analytical Report No / 2002FP23001436 Date of Analysis / 10-06-2023 -
AnajnTnyecknii oTuer Ne Jdara anausa
Date of Manufacture / 04/2023 Date of Expiry / 03/2026
|{ara npou3BoACTEA T'ojen xo

Analysis performed according ND / Anaan3 nposeaen o HJ[: ITN013283/01-160919 (amend Ne | from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne Test / Iloxazaren Result / PesyabTarni | Specification / Hopma
White coloured, round, biconvex film| White or off white coloured, round,
| Description / Onucanue coated tablet with a breakline on one side.|biconvex film coated tablet with a

White core on a cross section. / Kpyrusie
IIBOAKOBBIIYKJIBIC TAOJNCTKH, IOKPBITHIC
IJICHOYHOM 00o0ouKkoi 6enoro uBera, C

puckoii Ha  omHOW  croponc. Ha
MONCPEMHOM paspese — sapo Oesoro
LIBCTA.

breakline on one side. White to off-
white core on a cross section. /
Kpyrible ABOSKOBLIIYKIbIC TAONCTKH,
MOKPHITBIC  IUIGHOYHOH  060I0UKOM
Oenoro wid moytd OENOro upera, ¢
puckoii Ha omHOH cropome. Ha
MOMEPEYHOM paspese — AAPO 0T 6eoro
10 TOYTH OEI0T0 IBETA.

2 Identification by HPLC/
[1oATUHHOCTH

Complies as prescribed /
CoOTBETCTBYCT

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  YACPXKHBAHHUS OCHOBHOTO
KA Ha XPOMATOTPaMME
MCOBITYEMOr0  PacTBOPA  JOJDKHO
COOTBETCTBOBATH BPEMCHH
yﬂ,ep)KHB?]Hl/lﬂ OCHOBHOI'O IIHKA4 HA4
XPOMATOTPAMME pacrsopa
CTaHZAPTHOrO 00pa3sua UCTHPUZHHA
CHUIPOXJIOpPHIA (pasaen
«KONMUYCCTBEHHOE ONPEACACHHUEY ).

3 Average weight / Cpexusist
Macca

189.7mg /189,7 mr

191.0 mg £+ 3.0% (185.3 mg-196.7 mg)
191,0 Mr £ 3,0% (ot 185,3 Mr mg
196,7 mr)

4 Water / Boaa

3.3% W/W/3,3%

Not more than 8.0% w/w /
He Gonee 8,0 %

5 Uniformity of dosage units
/ OAHOPOAHOCTD
TO3MPOBAHHSA

59/59

The acceptance value (AV) should be
less than or equal to 15.0/
[ToxasaTenb npueMaeMocTH (AV)
InoJpKeH OBITH He 6oee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTBYCT TpeOoBanmam H JT

Conclusion : APPROVED /
Jaxmouenue; OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product Cetrime film coated tablets, 10 mg

Npoaykr Llerpun® TabJCTKH, HOKPBIThIC MICHOYHOM 060J104KOH, 10 M -

Batch No / 1 B2301559 Batch Quantity / : 687.600 KG/
(Cepust Ne Oonem mapTHn 687,600 KI'
Analytical Report No / 2002FP23001436 Date of Analysis / 10-06-2023
Anajrnuccknii oruer Ne Hara anausa

Date of Manufacture / 04/2023 Date of Expiry / 03/2026
lara npoussojacraa I'oaen po

Analysis performed according ND / Anaym3 nponegen no HI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. No 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

f) Impurity F /
npuMech F

g) Any unspecified impurity

/ JIro0ast e IMHIYHAS
HCHICHTH(MIUPOBAHH
AT IPUMCCh

h) Total impurities / Cymma
nmpumecei

Ne Test / Iloxazarein Result / Pesyimsrarsi Specification / Hopma
6 Dissolution / Pactopenne 97%, 95%, 94%, 98%, 98%, 93% Not less than 80% (Q) of the |
labeled amount of
C, HysCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He w™enee 80 % (Q) or
HOMHHAJIBHOTO COACPKAHMS
C2|H25C1N203'2HC1 (HCTHpHBMHa
_ o uruapoxaopua) uepes 30 Mun.
7 Impurities by HPLC/
Poacreensric MpUMECH a) Not more than 0.2 % / e 6onee 0,2
LETHPH3HHA Less than Limit of Detection (LOD = %
' 0.005%) / Hmxke npenena oGHapyKEHUS
a) Impurity A / T10 = 0,005%) b) Not more than 0.2 % / He Gouee 0,2
nprMech A Less than LOQ (LOQ = 0.010%) / Huxe (%
b) Impurity B / ?gfggnj (I; (())‘%:ZTBCHHOFO ONPEACHERI c) Not more than 0.2 % / e 6oxaec 0,2
npumecs B ’ %
c) Impurity C/ 0.02% / 0,02%
mpumech C d) Not more than 0.2 % / ue 6osee 0,2
d) Impurity D / Not detecled / He obuapyskena o
mpumecs D e) Not more than 0.2 % / ue 6ousee 0,2
e) Impurity E / 0.03% / 0,03% o
npumech E ) Not more than 0.2 % / ue 6oiee 0,2

Not detected / He oOHapyxeHa

0.09% / 0,09%

0.2% /0,2%

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cooTeTcTBYCT TpeboBaHMIM H /I

Conclusion : APPROVED /
Zakmoucune: QJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJNH3A

Product Cetrine film coated tablets, 10 mg

IIpoayxr LleTpuH® TaONCTKH, IOKPBITHIC MICHOUHOH 060104K0ii, 10 Mr -
Batch No / : B2301559 Batch Quantity / 687.600 KG/
Cepus Ne - O6Lev nap 687,600 KI'

Analytical Report No/ 2002FP23001436 Date of Analysis / 10-06-2023
AHATUTHYCCKITIT oTucT Ne Jlata anajuisa

Date of Manufacture / 04/2023 Date of Expiry / 03/2026

Jdara npoussojacTna Togeu po

Analysis performed according ND / Anasmns nponegen no H: 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)

|(Ne | Test/ Iokaszarens Result / Pesyantarsi Specification / Hopma
8 Microbial limits /
MuKpoOHOIOrHUCCKAs
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ INot more than 1000 CFU/g /
count / Ob1uee YUCao Mecree 10 KOE/r He 6osiee 1000 KOE/r
A9POOHBIX MUKPOOPIaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onece 100 KOE/r
mould count / Obmee uncno |Menee 10 KOE/r
[POSKIKEBBIX U IICCHEBBIX
rpu6oB Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g / OtcytcTByeT B 1T r
c) E. coli
9 Assay / KonmuecTBeHHOE 9.96 mg/ 9,96 mMr Each film coated tablet contains nof
OTIPCICIICHIC less than 9.0 mg and not more than 11.0
mg  CyHasCIN,O3-2HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 M1
10 1 1,0 Mr C21H25C1N203'2HC]
(LCTHPH3MHA  JUTCHAPOXJIOPHX) B
rabieTKe.
10 Package / Ynakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet for 3 blisters and patient information
in a carton. / [To 10 Tabnerox B leaflet in a carton. "In bulk” package:
[1B X/amomunneBom Oaucrepe. 1o 10 blisters in a carton. 252 cartons in
3 GimcTepa BMCCTE C HHCTPyKIMCH M0 [master carton.
[PUMCHCHUIO YIIAXOBAHBI B TAYKY / TTo 10 Tabnerok B
KapPTOHHY FO. [MBX/amomunueBoM 6ucrepe. 1o 2
un 3 DIIcTepa BMECTE C
HHCTPY KITHCH 0 MPUMCHCHUEO
ly TAKOBAHBI B MAYKy KAPTOHHYIO.
Vmakoska  "in-bulk™: ITo 10
0 IMCTCPOB MOMCIIAOT B KAPTOHHYIO
kopobxy. Ilo 252 KapTOHHBIC
KOPOOKH TOMCLIAIOT B KAPTOHHBIH
KOpoO.
11 Labeling / Mapkuposka According to ND / B coorsercteuu ¢ H/|
12 Storage conditions / At temperature below 25 °C. / Tlpu Temueparype ue Boiue 25 °C.
X paHeHHE
13 Shelf life / Cpox roasocts 3 years / 3 roga

Remarks : The Product confirms to ND/
IIpumesanne: [TpoaykT cooTBeTcTBYET TpedoBanmam HII

Conclusion : APPROVED /
Jaxyuouacnue: OJJOBPEHO
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Uncontrolled Copy
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