Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHU®HKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg -
MMpoaykT [erpuH® TabneTku, IOKPLIThIE TNEROIHON 000J104KOM, 10 Mr -
Batch No / B2203031 Batch Quantity / : 687.600 KG/
Cepus Ne O6beM napTun 687.600 KT"
Analytical Report No / 2002FP22002110 Date of Analysis / - 17-10-2022 |
Anajgurudeckuii oT4yer Ne JMata anaausa |
Date of Manufacture / : 09/2022 Date of Expiry / 08/2025
JlaTa npou3BoOACTRA Toaen 1o

Analysis performed according ND / Anauns uposeieH no H)I: TTN013283/01-160919 (amend Ne 1 from
~ 12.05.2020 / w3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 o1 07.10.2021)

| Test / TloxazaTean

Ne

1 Description / Onncanve

Result / Pe3yanTathl

Specification / Hopma

White coloured, round, biconvex film
|coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsie
NBOSAKOBBIMYKJIbIE TAGJEeTKH, MOKPHITHIE
IUIEHOYHOMH o6oNoukoil Geyoro LBeTa, C

puckoii  ua  oxmmoif  cropore.  Ha
nonepeuHoM paspese — sapo 6Gesoro
IBETA.

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. /
Kpyrnbie ABOSIKOBBIMYKITBIE TabIETKH,
MOKPBITBIE  TIIEHOUHOIT  oGomnomkoit
Oenoro WiauM INOYTH Oenoro 1Bera, ¢
prckoit Ha ofHOW cropomne. Ha
MOMepeYHOM paspese — SAIpo oT 6eToro
o NOYTH Oenoro BETA.

2 Identification by HPLC/
[TopmuHHOCTL

3 Average weight / Cpennsis
macca

4 Water / Boma

5 Uniformity of dosage units
/ OTHOpPOIHOCTH
IMO3UPOBaHUS

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 yOepKMBaHHS OCHOBHOIO
nuka Ha XpoMmarorpamMMe
WCTILITYEMOrO  pacTBOpa  HOJDKHO
COOTBETCTBOBATh BpeMeHH
yICPKUBAHHS OCHOBHOTO TIMKa Ha
XpoMaTorpamme pactBopa
cTaHmapTHoro obpasia LeTHpH3uHA
TAIPOXIIOPHAA (pasnmen
«KonMuecTBEHHOE OTIPEAETICHIEY ).

11908 mg / 190,8 Mr

2.6% wiw / 2,6%

35735

~ |He 6onee 8,0 %

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 mr mo
196,7 Mr)
Not more than 8.0% w/w /

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxazarens npuemnemoctd (AV)
imoJkeH O6ITh He Oomee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: TIpoAyKT COOTBETCTBYET Tpeborannam HJT

Conclu

Zaxumouenue: OJJOBPEHO

sion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
TpoayxT [eTpuH® TabNeTKH, OKPLITLIE MIEHOUHOW 0601104KO#,10 MT -
Batch No / B2203031 Batch Quantity / : 687.600 KG/
Cepus Ne g O0bem napTnu 687,600 KI” B
Analytical Report No / 2002FP22002110 Date of Analysis / 17-10-2022
AHaJIHTHYECKHIT 0T4eT No B ~ |MaTa ananusa
Date of Manufacture / : 09/2022 Date of Expiry / 08/2025
JlaTa MpoM3BOACTBA T"oneH oo

Analysis performed according ND / Anauus uposesen no HJ: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 [/ m3m. Ne 2 o1 07.10.2021)

6

7

_.N'Q

[Test / Iokazaren

Dissolution / PactBopenne

 Result / PesysibTaThl
100%, 101%, 99%, 98%, 98%, 100%

| Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC1 (CetiriZine

dihydrochloride) is dissolved in 30
minutes /

He wmenee % (Q) or
HOMHHATBHOTO coAepKaHus
C,1Hy5CIN,O4-2HCI (uetwpnzuna
nuruapoxaopun) 4epes 30 MUH.

80

| Impurities by HPLC/
I PoncreenHsle mpuMecH
LIeTUpU3NHA

a) Impurity A/
npuMeck A
b) Impurity B/
npuMmecs B
c) Impurity C/

npumMech C

d) Impurity D/
npumMecs D

e) Impurity E /
npumecs E

f) Impurity F /
npuMecs F

g) Any unspecified impurity

JIrobast enuanyHas
HeuJeHTU(GUUUPOBAHH
asT IPUMECH

h) Total impurities / Cymma
rnpuMecei

Less than Limit of Detection
(LOD=0.005%)

0.02% / 0,02%
Not detected / He obrapyxeHa

Less than LOQ (LOQ=0.003%)

0.06% / 0,06%

Less than Limit of Detection
(LOD=0.015%)

0.06% / 0,06%

0.1% /0,1%

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

b) Not more than 0.2 % / me 6omee 0,2
%

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

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

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

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

g) Not more than 0.2% /
He 60iee 0,2%

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

Remarks : The Product confirms to ND/
ITpumeyanne: TTponykT cootBeTcTBYET TpeboBanuim HJI

Conclusion : APPROVED /
3axuarwuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg ]
IpoaykT [leTpuHi® TabIeTKH, MOKPLITLIE IEHOYHOH 060104K0IH,10 M -, |
Batch No / B2203031 Batch Quantity / 1 687.600 KG/
Cepua Ne Obnem naprun 687,600 KI"
Analytical Report No / 2002FP22002110 Date of Analysis / 17-10-2022
AHaIMTHYeCKHi oTHeT Ne Jara anaausa N ]
Date of Manufacture / : 09/2022 Date of Expiry / 08/2025
JlaTa npon3BoACcTBA T'onen no

Analysis performed according ND / Anasins nposeaet mo HJ: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne | Test/ IokazaTens Result / PesyabTaThl :Speciﬁcation / Hopma o
8 Microbial limits / 'i -
Muxkpobuonoruyeckasn
HUCTOTA
a) Total acrobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6uree yncio Menee 10 KOE/r He Gonee 1000 KOE/r
43pOOHBIX MUKPOOPTaHN3MOB
Not more than 100 CFU/g /
I| b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6miee ancno  [Menee 10 KOE/r
IPOsKKEBBIX W MIICCHEBBIX
rpu6oB Shall be absent in 1g / OrcyTtcTBue B 1
Absent in 1g / OtcyTeTBYeT B IT r
c) E. coli )
9 Assay / KonuiecTBeHHOE 9.86 mg /9,86 mT Each film coated tablet contains not
oTpeyieNieHNE less than 9.0 mg and not more than 11.0
mg C,HysCIN;O3-2HCL  (cetirizing
dihydrochloride) per tablet / Ot 9,0 wmr|
a0 1 1,0 MT C21H25C1N203'2HC1
(ueTvpu3MHa ~ AUTHAPOXNOPUA) B
TabneTke. R
10 Package / Ynakoeka 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. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[1BX/amomunnesom Giucrepe. [To 10 blisters in a carton. 252 cartons in
2 6nucrepa BMeCTe ¢ MHCTpyKImeii o |master carton.
TIPUMEHEHHWIO YITakoBaHBI B ITaYKy / Tlo 10 TabneTok B
KapTOHHYIO. [TBX/anromuHneBoM 6muctepe. ITo 2
unm 3 6nucTtepa BMECTE €
WHCTPYKIMEH 10 MPUMEHEHHIO
yTaKoBaHbl B MAYKyY KapTOHHYIO.
Vnakoska  "in-bulk"™: Ilo 10
GIMUCTEpOB MOMEMIAIOT B KAPTOHHYHO
kopobky. Ilo 252 kapronHnele
KOPOOKH TOMEILAT B KapTOHHBIH
L = Kopob.
11 Labeling / Mapkupogka According to ND / B cootrBercTBun ¢ HJI
12 Storage conditions / At temperature below 25 °C. / TTpu Temnepatype ne Boiie 25 °C.
XpaHenue
13 Shelf life / Cpok ronsoctn |3 years / 3 roga
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumedanne: [TponykT cooTBeTcTBYET Tpeboranmsam HJT 3axmouenne: ONOBPEHO
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