Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg -
TMpogykt : IleTpus® TabneTku, NOKpPLITHE IUICHOMHOI 060104K0#, 10 MT .
Batch No / : B2203400 Batch Quantity / : 687.600 KG/
Cepus Ne OobeM mapTum B 687,600 KT’
Analytical Report No / : 2002FP22002262 Date of Analysis / ¢ 13-11-2022
AHaJMTHYECKHI oTyeT Ne Jlara anaau3a
Date of Manufacture / : 10/2022 Date of Expiry / 09/2025
JaTa npousBoACTBA Tonen no

Analysis performed according ND / Ananns nposeaen no H/I: IT N013283/01-160919 (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 / [loka3zaTennb Result / Pe3yapTaThl

pHuckoit Ha  OXHOWM

BCTA.

CTOpOHE.

White coloured, round, biconvex film
1 Description / Onmcanue coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisle
IBOSKOBBIMYKIIbIe TadleTKy,
mieHouHOW oboJoukoii Gejoro nBera, ¢

IOKPBITBIC

Ha

[IOIEPEYHOM paspese — AApo Genoro

Specification / Hopma

white core on a cross section.

[0 110YTH Oesioro LBeTa.

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-

/

Kpyriible ABOSKOBBIMYKIIbIE TAaOJETKH,
MOKPEITEIE  TNIEHOYHOW  obonoukoi
’6enoro WIM TiodTH 6eJIoro LBeTa, ¢
puckoif Ha OJIHOW crTopoHe. Ha
MOTIEPEYHOM paspese — AAPo oT Genoro

2 Identification by HPLC/ Complies as prescribed /
[TomnuHAOCTL 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). /

BpeMs yAepKUBaHWUS OCHOBHOTO
nuka Ha XpoMarorpaMMe
UCIILITYEMOTO  PACTBOPa  IOJIKHO
COOTBETCTBOBATh BpEMeHH
yIep)KMBaHHUsI OCHOBHOrO THWKa Ha
XpoMaTorpaMme pactBopa
CTaHIApTHOro obpasna UeTUpPU3UHA
FHAPOXITOPHAA (paznmen
«KOonuuecTBEHHOE OlpeieNeHUe» ).

3 Average wéight / Cpennss 189.0 mg / 189,0 mr
macca

4 Water / Bona 2.3% wiw/2,3%

196,7mMr)

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 Mr mo

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

5 Uniformity of dosage units 6.4/64
OnoHOpOOHOCTh
VAO3HUPOBaHUA

less than or equal to 15.0 /
[TokasaTens npuemieMocTi (AV)
nomkeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/

IMpumeuanne: [TponykT cooTBeTcTBYET Tpebosannam HJI

Conclusion : APPROVED /
Zaxmouenne: ONOBPEHO
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The acceptance value (AV) should be |




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Cetrine film coated tablets, 10 mg

Product

MpoaykTt Llerprn® TabneTku, TOKPLIThIC TITEHOYHO 06010uko#,10 Mr

Batch No / B2203400 Batch Quantity / : 687.600 KG/ L
Cepusi Ne B O0BeM MApPTUM 687,600KC

Analytical Report No / 1 2002FP22002262 Date of Analysis / 13-11-2022 N
| AHasITHYecKHii oTueT No B Hdara ananusa

Date of Manufacture / : 10/2022 Date of Expiry / 09/2025

JlaTa mpon3BoacTEA Togen g0

Analysis performed according ND / Ananus nposexen mo HJ: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend No 2 from 07.10.2021 / m3m. Ne 2 o1 07.10.2021)

b) Impurity B /
nmpuMech B
c) Impurity C/
npumecst C

d) Impurity D /
nmpuMecs D

e) Impurity E/
npuMech E

f) Impurity F /
nmpuMech F

g) Any unspecified impurity

JIrobas equHUYHASL
HeuaeHTUGULHPOBAaHH
as TIPUMECh

h) Total impurities / CymMa
npuMecei

Not detected / He obrapyxena
Less than Limit of Detection
(LOD=0.006%)

Not detected / He oO6HapyxeHa
0.03% /0,03%

Not detected / He obHapyxeHa

0.08% / 0,08%

0.1%/0,1%

Ne Test / IloxasaTean Result / PesyapTater Specification / Hopma :
6 Dissolution / PacTBopeHue 99%, 98%, 100%, 100%, 98%, 98% Not less than 80% (Q) of the
labeled amount of
CZIH25CIN203‘2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) ot
HOMUHATLHOTO COEPXKAHUA
Cz]H25ClN203'2HC] (HCTI/IpI/IBI/IHa
o= | B B auraapoxsaopun) yepes 30 MuH.
7 Impurities by HPLC/
PoJicTBeHHBIE TIPUMECH a) Not more than 0.2 % / ne 6onee 0,2
LETUPU3NHA %
a) Impurity A/ Less than LOQ (LOQ=0.019%) b) Not more than 0.2 % / He Gonee 0,2
npumech A A

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

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

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

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

g) Not more than 0.2% /

He 6omee 0,2%

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

Remarks : The Product confirms to ND/
Mpumeuanne: [poaykT coorBeTcTBYET Tpebosannam HJI

Conclusion : APPROVED /
Zakawuenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg L
IMpoaykTt LleTpua® TabneTkH, TTOKPEITEIE TUICHOYHON 060109K0H, 10 Mr )
Batch No / B2203400 Batch Quantity / : 687.600 KG/ |
|Cepug Ne O6bemM napTum 687,600 KI"
Analytical Report No / : 2002FP22002262 Date of Analysis / : 13-11-2022
| AHaJHTHYeCKHH oTueT Ne i Jarta anajausa
Date of Manufacture / : 10/2022 Date of Expiry / 09/2025
JaTa npoussoacTBa T'ogen oo el _ Il
Analysis performed according ND / Anaaus nposeaen o HJI: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3aM. Ne 2 ot 07.10.2021)
Ne Test / Iloka3aTenn [Result / PezynbtaTh! Specification / Hopma : Bl
8 Microbial limits /
Mukpobuonoruueckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obuiee 4ucno Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6utee uncno  Meree 10 KOE/r
JIPOMOKEBBIX W TIECHEBBIX
rpu6oB Shall be absent in 1g / Orcyrcrue B 1
Absent in 1g / OtcyTcTBYeT B 1T r
c) E. coli i
9 Assay / KonugectBeHHOoe 9.92 mg /9,92 mr Each film coated tablet contains not
oTIpesiesieHue less than 9.0 mg and not more than 11.0
mg C,Hy;CINyO3-2HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr
pile] 11 ,0 MT C21H25C1N203 2HCI
(ueTMpyu3uHa  AUTHAPOXNIOPHI) B
| TabneTke.
10 Package / YnakoBka 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. / Ilo 10 Tabnetok B leaflet in a carton. "In bulk" package:
B X/antoMmuaneBoM onucrepe. ITo 10 blisters in a carton. 252 cartons in
2 GnucTepa BMECTE ¢ MHCTPYKLMEH Mo master carton.
NPUMEHEHWIO YTIaKOBaHBI B MTauky / TTo 10 Tabnerok B
KapTOHHYIO. [MTBX/amoMuumeBom bnuctepe. TTo 2
unu 3 6ucTepa BMeCTe ©
WHCTPYKLUEH TI0 TPUMEHEHUIO
YIaKOoBaHBI B TAYKY KAPTOHHYIO.
Vnakoka  "in-bulk": Ilo 10
ONUCTepOB MOMEUIAIOT B KAPTOHHYIO
kopobky. [lo 252 kapronHble
KOpOOKH TOMEIIAIoT B KapTOHHBIN
I Kopob. |
11 Labeling / Mapkuposka According to ND / B cooTtercTBun ¢ HJJ
12 Storage conditions / !_At temperature below 25 °C. / Tlpu TeMneparype He Bbilue 25 °C,
XpaHeHne
13 Shelf life / Cpok rogHocTd 3 years / 3 rona |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanne: [TpoayxT cooTBeTcTBYET TpeOoBanwsaMm H]J 3aksrouenne: OJOBPEHO
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