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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A
Product Cetrine film coated tablets, 10 mg
Hpoaykr IeTpun® TabneTku, MOKpbIThIE MIEHOYHOH 0007104KOi, 10 Mr
Batch No / B2203799 Batch Quantity / : 687.600 KG/
Cepns Ne O0beM napTiu 687,600 KI'
Analytical Report No / 2002FP22002474 Date of Analysis / 23-12-2022 3
AHanuTH4YecKHi oTdeT Ne Jara ananusa
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
Jata npoH3BoACTBA I'ogen go

Analysis performed according ND / Anamus mposeaen nmo HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Neo 2 from 07.10.2021 / wzm. No 2 o1 07.10.2021)

Ne Test / IlokazaTenn

Result / Pe3yanTaTs!

Specification / Hopma

1 Description / Omiicanve

‘White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnere
IBOSIKOBBIMYKJIblE  TabJIeTKH, MOKPBITHIE
IeHOYHOM 000JI0YKoi Oenoro 1Bera, ¢

puckoi  Ha  oaHoW  cropone. Ha
MONepeyHoM paspese — sapo Oemoro
UBETA.

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. /
Kpyrneie ABOSKOBBIMYKIIEIE TabIEeTKH,
MOKPBITBIE  TUIEHOYHOM  06010uKOi
Oermoro wiM moutH Genmoro uBera, C
pUCKOii Ha oaHoH croporne. Ha
MOMEPEYHOM paspese — siapo OT Georo
1O TTIOUTH OEJIOTo IBETA.

2 Identification by HPLC/
[TognuHHOCTE

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 yAepXUBaHHWS OCHOBHOTO
nuKa Ha XpOMAaTOrpaMMe
HCTIBITYEMOTO  pacTBOpa  JIOJIKHO
COOTBETCTBOBATH BpPEMEHH
yIOep>KUBaHUA OCHOBHOIO MNWKa Ha
XpoMaTorpamme pacTBopa
cTanpapTHoro ofpasua UeTUPU3UHA
rUapoXIopuaa (paszen
«KonuuecTBeHHOE OlpeeNieHney ).

3 Average weight / CpeaHss
macca

187.0 mg /187,0 Mr

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

4 Water / Boga 2.4% wiw / 2,4% Not more than 8.0% w/w /
He 6onee 8,0 % |
5 Uniformity of dosage units 22/22 The acceptance value (AV) should be
/ OMHOPOAHOCTH less than or equal to 15.0/
ITO3UPOBAHUS [TokazaTens npueMiieMoctH (AV)

moyKeH OBITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT coorBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenne: OJ/IOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUD®PUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Ipoaykr : Ilerpun® TabierTku, MOKPbIThIE INIEHOYHOH 06071049K0M, 10 Mr
Batch No / ¢ B2203799 Batch Quantity / 1 687.600 KG/ B
Cepus Ne Of6bem napTun 687,600 KT"
Analytical Report No / ¢ 2002FP22002474 Date of Analysis / 1 23-12-2022
AHATHTHYECKHH 0TYeT Ne JaTa ananuza
Date of Manufacture / : 11/2022 Date of Expiry / : 10/2025
 /laTa mpounsBoacTBa I'ogen go

Analysis performed according ND / Ananus nposegen no HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 o1 07.10.2021)

_TV‘Q | Test / Tlokazarennb Result / PesyanTaThl Specification / Hopma
6 Dissolution / PacTBopeHue 98%, 100%, 97%, 98%, 98%, 99% Not less than 80% (Q) of the
labeled amount of
C,;H,5sCIN,O;-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMWHAJILHOTO CoJiepsKaHUs
C, 1 HysCIN,O3-2HCl (uernpusuna
ITMTHIpOXJIOpH]) yepes3 30 MUH.
7 Impurities by HPLC/
PogncteenHble ipMecH a) Not more than 0.2 % / ne 6onee 0,2
HETUPU3UHA %
a) Impurity A / Not detected / He o6Hapy>keHa b) Not more than 0.2 % / ne G6onee 0,2
nprMech A A
b) Impurity B / 0.01% /0.01% c) Not more than 0.2 % / He 6onee 0,2
npumeck B ’ ’ %
c) Impurity C/ Not detected / He obHapyxeHa
npumech C d) Not more than 0.2 % / ne 6onee 0,2
%
A purity Dy Not detected / He obHapyxena
npumecs D e) Not more than 0.2 % / e 6onee 0,2
0,
Pl i 0.03% / 0,03% ’
) o/ VU,
fIEHNECE ° f) Not more than 0.2 % / 1e 6osnee 0,2
f) Impurity F / %
npumech F Not detected / He oOHapyskena
g) Not more than 0.2% /
g) Any unspecified impurity He 6onee 0,2%
0.05% /0,05%
Jrobas equHmUHas
HeHICHTHPUUUPOBAHH h) Not more than 2.0% /
pUSRPIMECE: He 6onee 2,0%
h) Total impurities / Cymma  0-1%/0,1%
npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykr cooTBeTcTBYET TpeboBaHusM HJI 3akmarouenne: OTOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

Product Cetrine film coated tablets, 10 mg
\Opoaykr : lleTpun® TabneTku, NOKPhITbIE NJIEHOUHON obonoukoii, 1 0 Mr
Batch No / B2203799 Batch Quantity / : 687.600 KG/
Cepust Ne O6beM napTun 687,600 KI'
Analytical Report No / 2002FP22002474 Date of Analysis / 23-12-2022
AnanuTHuecknii oTyeT No Jlara anaausza
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
Jlata npou3sBo/JcTBa T'ogen go
Analysis performed according ND / Ananu3s nposegen mo H/I: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend No 2 from 07.10.2021 / viam. Ne 2 ot 07.10.2021)
Ne  [Test/ Iokasarenn Result / Pe3ybTaTh! Specification / Hopma B
8 Microbial limits /
Mukpobuonoruueckas
HHUCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1uee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a’poOHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / [Te 6omee 100 KOE/r
mould count / Obiuee unciio  [Menee 10 KOE/r
IPOJNCKEBBIX M TIIECHEBBIX
rpubos Shall be absent in 1g / Orcyrcraue B 1
Absent in 1g / OtcyrcrByeT B 1T r
c) E. coli
9 Assay / KonuuectBeHHOE 10.02 mg / 10,02 mr Each film coated tablet contains nof
oTpenesieHne less than 9.0 mg and not more than 11.0
mg  CyHysCIN;O3-2HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 MIt C2|H25C1N203 -2HCI
(ueTMpU3WHa  OWTHOPOXJIOPHA) B
TableTKe.
10 Package / YniakoBka 10 tablets in PV C/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 TabneTok B leaflet in a carton. "In bulk" package:
[IBX/amomuaueBomM Gnucrepe. Ilo 10 blisters in a carton. 252 cartons in
3 6nucrepa BMecTe C HHCTPYKLHUEH MO master carton.
MPUMEHEHHIO YTIAKOBAaHEI B TTAUKY ITo 10 Tabnerox B
KapTOHHYIO. [IBX/amomunueBom onucrepe. [To 2
unu 3 GincTepa BMecTe ¢
MHCTPYKLHEH 110 TPUMEHEHHIO
[y[IaKOBaHbI B MaYKy KapTOHHYIO.
Vmakopka  "in-bulk": Ilo 10
OIUCTEpPOB OMEWIAIOT B KAPTOHHYIO
kopobky. Ilo 252  kaproHHbIE
KOpOOKH TIOMEIAloT B KapTOHHBIN
Kopo0.
11 Labeling / MapkupoBka According to ND / B coorsetctsuu ¢ HJT
12 Storage conditions / At temperature below 25 °C. / ITpu Temmnepatype He BbIwe 25 °C.
XpaHeHue
13 Shelf life / Cpok rogHoct |3 years /3 roza
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanusam HJI 3axmouenne: OJJOBPEHO
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