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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
Hpoaykr [lerpun® TabaeTKu, NOKPHLITLIE MITeROYHONH 000104K0I1,10 M
Batch No / B2301136 Batch Quantity / 687.600 KG / O
Cepus Ne O0beM NapTHH 687,600 KI'
Analytical Report No / 2002FP23000982 Date of Analysis / ¢ 15-04-2023
AnanuTHuecknii oTuer Ne JaTa anayusa
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
Jlara npou3BoAcTBA I'open xo

Analysis performed according ND / Anasn3 nposexen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne

Test / IlokazaTenan

Result / PezyabTaTh!

Specification / Hopma

1

Description / Oniucanue

'White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyriueie
[IBOSKOBBINYKJbIC TaOJNETKH, TOKPHITHIE
TuieHoyHoOM o6osoukoi Genoro mpeta, c
puckoii Ha  omHOi  cropone. Ha
moriepedHoM paspese — sAapo 6Genoro
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. /
Kpyriibie ABOSKOBBIMTYKITbIE TaONIETKU,
MOKPBITbIE  TIEHOYHOM  060J1049KOi
Gemoro WM TOYTH Oenoro nBera, C
pruckoil Ha oAHoW cropoHe. Ha
MornepeyHoM paspese — sAapo ot 6enoro
o moutH 6esIoro MBETA.

Identification by HPLC/
[ToanuuHocTh

Complies as prescribed /
CooTBeTCcTBYET

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  yIOepXHBaHHS OCHOBHOTO
nuKa Ha XpoMarorpamme
MCIIEITYeMOTO  PacTBOpa  JIOJDKHO
COOTBETCTBOBATH BpPEMEHH
yIAEepXKUBAHUS OCHOBHOIO IHKAa Ha
XpOMaToTpamMMe pactBopa
cTangapTHoro obpasua LeTHpU3MHA
rHApOXJIOpUaa (pazmen
«KonuyecTBeHHOE ONpesIENeHUEY).

Average weight / Cpenuss
macca

191.0mg / 191,0Mr

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

Water / Boga

3.1% wiw /3,1%

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

Uniformity of dosage units
OpHopoAHOCTD
JTO3HPOBAHUS

3.1/3,1

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxa3zatens pueMieMocTh (AV)
imomxkeH ObITE He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: IponykT coorBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
[HpoayxT [leTprH® TablieTKu, MOKPHIThIE MIEHOUHOK 06010uKOH,10 Mr
Batch No / B2301136 Batch Quantity / 687.600 KG /
Cepnst Ne O6BeM napTHH 687,600 KI”
Analytical Report No / 2002FP23000982 Date of Analysis / 15-04-2023
Ananurnyecku otaeT No JlaTa aHa/iu3a
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JlaTa nponsBoacTBa Togen go

Analysis performed according ND / Anaym3s nposeaen mo HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot (07.10.2021)

Ne Test / Ilokazarenn

Result / PesyabTaTsl

Specification / Hopma

6 Dissolution / PactBopenue

100%, 98%, 97%, 97%, 98%, 99%

Not less than 80% (Q) of the
labeled amount of
C,H,5CIN,0O;3-2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /

He wmeHee % (Q) or
HOMWHAJIIEHOTO cofepxKaHus
C2HysCIN,03-2HCI1 (uetupusuna

imuruapoxsiopun) yepes 30 MuH.

80

7 Impurities by HPLC/
PopcTBeHHBIE PHMeCH
LeTUpU3NHA

a) Impurity A /
npuMech A

b) Impurity B /
npumech B
c) Impurity C/

npuMecs C

d) Impurity D /
npumecs D

e) Impurity E /
npuMeck B

f) Impurity F /
npumech F

lg) Any unspecified impurity

JIrobag equHUYHAs
HenIeHTU(HULUMPOBaHH
asi PUMeEChH

h) Total impurities / Cymma
npUMecei

Not detected / He o6Hapyxena

Less than LOQ (1.LOQ = 0.010%) / Huxe
Mpejiena KOJIMYECTREHHOTO ONPEsIENeHHs
(ITKO = 0,010%)

Less than LOQ (LOQ = 0.017%) / Huxe
TipefieNia KOJIHYECTBEHHOTO OTIPeAeICHHS
(TIKO = 0,017%)

Less than LOQ (LOQ = 0.003%) / Huxe
npeena KoJIMYeCTBEHHOTO OTpeIesIeHUs
(TIKO = 0,003%)

0.02% / 0,02%

Not detected / He oGHapyxeHa

0.06% / 0,06%

0.1%/0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykr cootBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Drintad Ry K Nlaravona Quramae
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
IpoaykT Ierpuu® TabieTku, MOKPhIThle MIEHOUHOU 000II0UKON, 10 M
Batch No / B2301136 Batch Quantity / 687.600 KG /
Cepust Ne - O6bem napTun 687,600 KI’
Analytical Report No / 2002FP23000982 Date of Analysis / 15-04-2023
Ananurmaeckuii otyet Ne JlaTa anann3a
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
aTa NPOM3BOJACTBA T'ogen g0
Analysis performed according ND / Ananus nposeaen no HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3am. Ne 2 ot 07.10.2021)
No Test / IloxazaTesb Result / PesyabTaTsl Specification / Hopma o
8 Microbial limits /
Mukpoburosnoruyeckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee yncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHW3MOB
Not more than 100 CFU/g/
b) Total combined yeasts and |Less than 10 CFU/g / He 6omee 100 KOE/r
mould count / O6mee wncio |Menee 10 KOE/r
TPOJKIKEBBIX W MJIECHEBBIX
rpudos Shall be absent in 1g / OrcyTcTere B 1
Absent in 1g/ OtcyTcTByeT B 11 r
c) E. coli
9 Assay / KonmuuecrsenHoe 10.04 mg / 10,04 mr Each film coated tablet contains nof
onpeneneHue less than 9.0 mg and not more than 11.0)
mg C2|H25C1N201 -2HCI (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 11,0 MI' C21H25C1N203'2HC]
(eTHpU3WHA  JUTHAPOXJIOPHA) B
TabneTKe.
10 Package / Ymakoeka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / [To 10 TabneTok B leaflet in a carton. "In bulk" package:
[IBX/antomunneBom 6muctepe. [1o 10 blisters in a carton. 252 cartons in
2 bnHcTepa BMECTE € MHCTPYKLKEH o master carton.
MPUMEHEHHIO YITaKOBaHbI B MaYUKy ITo 10 Tabnerok B
KapTOHHYIO. [1BX/amomunueBom 6nucrepe. Io 2
“TH 3 GIIHCcTepa BMeCTe C
MHCTPYKUHEH 110 TPUMEHEHHIO
yHaKOBaHbI B [1a4Ky KapPTOHHYIO.
Vnakoska "in-bulk": Ilo 10
BIIMCTEPOB TIOMEIAIOT B KAPTOHHYIO
kopobky. Ilo 252  xapTOHHEBIE
KOpPOOKH TMOMEIIAOT B KapTOHHBIH
Kopob.
11 Labeling / MapkupoBka According to ND / B coorBercteiu ¢ HJ
12 Storage conditions / At temperature below 25 °C. / Tlpu Temnepartype He Bbie 25 °C,
XpaHeHue
13 Shelf life / Cpox rogsocTi 3 years / 3 rona

Remarks : The Product confirms to ND/
IIpumeuanue: Iponykr cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Drintad v+ K Narauana Qurarmag
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