Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
Ipoaykr : IleTpun® TabneTKu, NOKPLITHIC MICHOYHOH 06onoukoi, 10 mr
Batch No / : B2302209 Batch Quantity / 687.600 KG/
Cepusn Ne O6beM mapTHH 687.600 KI"
Analytical Report No / 2002FP23001721 Date of Analysis / : 22-07-2023
AdaquTuyecknii oruer Ne JlaTa aHaJM3a
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
 lara nponsBoacTea Topen 1o

Analysis performed according ND / Anasn3 nposeaen o HJL: 11 N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Ne

Test / Iloxkazate)ib

Result / PesyabTaThi

Specification / Hopma )

Description / Onmucanue

NJIEHOYHOM 000JI0UKOM
puckol Ha  OmHOH

BETA.

White coloured, round, biconvex film
icoated tablet with a breakline on one side.
White core on a cross section. / Kpyrnwie
NBOSIKOBbINYK/IblE TabAETKY, NOKPHITHIE

Oenoro ugera, C
cropore. Ha

[onepeyHoM paspese — sApo 6enoro

White or off white coloured, round,
biconvex film coated tablet with a
hreakline on one side. White to off-
white core on a cross section. /
Kpyribie ABOSAKOBBINYKJIblE TaGAETKH,
[MOKPBITHIE  IUICHOYHOH  06GONOYKOM
Gemoro wiM IMOYTH O€NOro IBera, ¢
puckoii Ha OOHOM cropoHe. Ha
NOMNEepPe4HOM paspese — sApo oT 6estoro
10 noutH 6enoro LBeTa.

 Identification by HPLC/
[ToATMHHOCTL

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). /

Bpemsi yIep)XKMBaHUY OCHOBHOIO
nuKa Ha XpoMarorpamme
UCHbITYEMOrO0  pacTsopa  AOJ/IKHO
COOTBETCTBOBATH BpEMEHH
Y ACPKHUBaAHUA OCHOBHOTI'O TITMKa Ha
XxpomaTorpaMme pacreopa
CTaHZAPTHOTO 00pasia NETHPU3UHA
THAPOXJIOPUA (paznen
«KonuuecTBeHHOE onpeneieHue).

Average weight / Cpennss
Macca

189.7mg / 189,7 mr

191.0 mg +3.0% (185.3 mg-196.7 mg)
191,0 mr £+ 3,0% (ot 1853 wmr g
196,7 mr)

Water / Bona

2.7% wiw [ 2,7%

Not more than 8.0% w/w /
He 6onee 8.0 %

Uniformity of dosage units
/ O HOPOAHOCTD
031MpOBaHMs

45/45

The acceptance value (AV) should be
less than or equal to 15.0/
[Mokasarens npuemaemoctu (AV)
nossken ObITh He Gonee 15,0,

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykr coorBeTcTByeT TpeboBanuaMm HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg

Hpoayktr : Ierpun® tabiietku, NOKPhIThIC NeHOUHOM 060104K0i. 10 Mr

Batch No / : B2302209 Batch Quantity / 687.600 KG/
Cepus Ne O0beM BapTHH 687.600 KT
Analytical Report No / 2002FP23001721 Date of Analysis / 22-07-2023
AnanuTHYecKnii oTder No Jara apaamnza

Date of Manufacture / 06/2023 Date of Expiry / 05/2026
Hara npon3BoacTBa I'ogen o

Analysis performed according ND / Anaus nposegen mo H/I: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / n3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 or 07.10.2021)

Ne Test / [lokazateanb Result / PesyasTaThl Specification / Hopma
6 Dissolution / PacTBopenue 97%, 100%, 98%, 100%, 98%, 100% Not less than 80% (Q) of the
labeled amount of
C21H,sCIN,O4-2HCI {cetirizing
dihydrochloride) is dissolved in 30
minutes /
He menee 80 % (Q) or
HOMMHA/ILHOTO coaepixKaHus
C21HsCIN,O5-2HCI (uerupusuna
nuruapoxnopua) yepes 30 muH.
7 Impurities by HPLC/ Less than Limit of Detection (LOD =
POACTBEHHBIE HPUMECH 0.005%) / Hixe npepena obuapysxenus [a) Not more than 0.2 % / e Gonee 0,2
LEeTHPU3HHA 10 = 0,005%) (Vo
a) Impurity A / Less than LOQ (LOQ = 0.010%) / Hixe |p) Not more than 0.2 % / ze 6onee 0,2
npuMech A npezeiia KOMMYECTBEHHOTO onpeneiieHus (%o
. TTKO = 0,010%
b) Impurltg B/ ( ) c) Not more than 0.2 % / He Gonee 0,2
npuMer. Not detecled / He oGuapyxeHa %
c) Impurity C/
IpuaMech C Less than LOQ (LOQ = 0.003%) / Huxe d) Not more than 0.2 % / ae Gonee 0,2
%
. npenena KoMYeCTBEHHOTO ONPeAeNeHUs
d) Impurity D / ([IKO = 0,003%)
mpumech D e) Not more than 0.2 % / ue Gonee 0,2
e) Impurity E / 0.04% / 0,04% o
npumeck E Not detected / He oGuapysxea f) Not more than 0.2 % / ue 6onee 0,2
f) Impurity F / %
npumech F
- . 0.08% /0,08% g) Not more than 0.2% /
@) Any unspecified impurity He 6onee 0,2%
Jlobas emHuuHas
HEWIEHTHULIMPOBAHH 0 0 h) Not more than 2.0% /
@s1 pUMeCkH 0.2%70.2% He 6onee 2,0%
h) Total impurities / Cymma
TpuMeceit

Remarlks : The Product confirms to ND/

Mpumevanue: [Ipoaykr cootBeTcTByeT TpeboBanmsiM HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A
[Product  : Cetrine film coated tablets, 10 mg ]
Hpoaykr : Ilerpun® TabneTkn, DOKPLITHIC INICHO4HON 060/104K0M,10 Mr |
Batch No / : B2302209 Batch Quantity / 687.600 KG /
|Cepust Ne O0bem napruu 687,600 KT
Analytical Report No / 2002FP23001721 Date of Analysis / : 22-07-2023
AnanutTuyeckunii oryet Ne JIaTa aHaaH3a N
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
|laTa npou3BoACTBA Iogen no
Analysis performed according ND / Anasu3s nposeaen no H/L: I1N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 or 07.10.2021)
No Test / Iloxkasarean Result / PesysibTaTsl Specification / Hopma
8 Microbial limits /
Mukpobrosiorudeckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6wee unucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6uiee uncno  |Menee 10 KOE/r
IPOMOKEBBIX H [IECHEBbIX
rpu6os Shall be absent in 1g / Oreyrereuc B 1
Absent in 1g / OtcyTcTBYeT B I r
c) E. coli
9 Assay / KonnuectBeHHoe 9.85mg /9,85 mr Each film coated tablet contains nof
orpenencHue less than 9.0 mg and not more than 11.0)
mg  CyHysCINyO3 2HCIL  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mrf
10 1 1,0 Mmr C21H25C1N203 -2HC]
(ueTMpu3nMHa  AUCUIPOXJIOPHA) B
rabJieTke. |
10 Package / Ynakonka 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. / TTo 10 TaGnerok B leaflet in a carton. "In bulk" package:
[1BX/amomMunrieBoM Gnucrepe. [1o 10 blisters in a carton. 252 cartons in
2 6aucrepa BMECTE ¢ MHCTpyKUMeit no  |master carton.
[IPYMCHEHUIO YIIAKOBAHEI B TAYKY / Ilo 10 TabneTox B
KapTOHHYIO. B X/asomunuesom Ouumcrepe. To 2
uau 3 Gnrcrepa BMeCTe C
MHCTPYKUHEN MO MPUMEHEHUIO
yIIaKOBAHEI B MaYKy KApTOHHYIO.
Vnakoska  "in-bulk"™: Ilo 10
BANCTEPOB MOMELAIOT B KAPTOHHYIO
kopobky. [lo 252 kapToHHBIE
KOpOOKH TIOMEUIaloT B KapTOHHBIN
KOpoO.
11 Labeling / Mapxuposka According to ND / B coorsercTun ¢ HJ1
12 Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Bbiwe 25 °C.
XpaHeHre
13 Shelf life / Cpox ronHocTH 3 years / 3 roaa
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IponykT coorsercTyeT TpebopanusM HJI 3axkmovyenue: OJJOGPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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