Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

[Ipoaykr: lleTpuH, TabNE€TKM, NOKPHITHIC MJICHOYHOH 000104KOM, 10 Mr

Batch No / : B2302772 Batch Quantity / : 955.000 KG/
Cepust Ne O6bem cepuun 955,000 KI"
Analytical Report No / : 2002FP23002012 Date of Analysis / : 25-08-2023
Ananutndeckuii otuet Ne JlaTa aHanuza

Date of Manufacture / . 07/2023 Date of Expiry / : 06/2026
JlaTta npou3BoacTBa T'onen no

Analysis performed according ND: / Anann3 nposeaen mo HJI: I1 N013283/01-170223

Ne Test / Iloka3zaTean

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie 1BOSIKOBBIMYKJIbIE
TabJeTKH, TOKPBITHIE MICHOYHON
obosoukoii 6enoro 1BeTa, ¢ pUcKon
Ha oJiHoH cTopoHe. Ha monepeuHom
pazpese s51po 6esoro 1BeTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpyriabsle JIBOSKOBBIMYKIIbIE
TaOJIETKH, MOKPBIThIE IIJIEHOYHOM
000J104K0ii Oejloro WM IOoYTH OeJioro
LBeTa, C pUCKOHW Ha onaHoM ctopoHe. Ha
MOTIEPEYHOM paspe3e SApo OT Oenoro o
IOYTH O€JIoro LBeETA.

Remarks : The Product confirms to ND/

IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJ|

Conclusion : APPROVED /
3akmouenune: OIOBPEHO
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2 | Identification. Cetirizine / Iloguanoctb. lleTupusnn

1. HPLC/BD2XX

Complies as prescribed / The retention time of the main peak in the

CooTBeTcTBYeT TpeOOBaHUAM chromatogram of test solution should

comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpems yaepkuBaHus
OCHOBHOTO TMHKa Ha XpoMaTrorpamme
HCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBaTh BPEMEHH YJACPIKUBAHHS
OCHOBHOTO TMHWKa Ha XpoMarorpamme

pacTBopa CTaH/IapPTHOTO obpasia
LETHPU3HHA TUAPOXJIOpHUIA (pazmen
«KonnuecTBeHHOE OMnpeesieHre ).
2. UV spectrophotometry / Complies as prescribed / The UV-spectrum of the test solution and
Y®-cnekrpodoromerpus CooTBeTcTBYyeT TpeOOBaHUAM the Cetirizine Hydrochloride reference

standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of £2 nm. / V®-cnekrpsl
TMOTJIONICHUsI UCTBITYEMOr0 pacTBopa U
pactBopa CTaH/IapTHOTO obpasua
LHeTUPU3MHA THIPOXJopuaa B objacTd oOT
200 go 400 HM DOJHKHBI KIMETh MaKCUMYMBbI
MOTJIONICHUsT TIPU OAHOW M TOW JKe JUUIMHE
BOJIHBI C JIOMYCTHUMBIM OTKJIOHeHHWeM + 2

HM.
3 | Water / Boaa 2.9% w/w /2,9% Not more than 8.0 % / He 6onee 8,0 %
4 | Uniformity of dosage units / 4.8/4,8 The acceptance value (AV) should be less

OanopoanocTs
A03HPOBAHHSA

than or equal to 15.0 / [Ilokazarenp
npuemiemMoctd (AV) nomkeH ObITb He
6oiee 15,0.
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5

Dissolution / PacTtBopenue

Unit-1/ Ta6n.-1 102%
Unit-2 / Ta6mn.-2 98%
Unit-3 / Ta6n.-3 100%
Unit-4 / Ta6n.-4 99%
Unit-5 / Tabn.-5 102%
Unit-6 / Tabn.-6 102%

Not less than 80 % (Q) of nominal content
of C21H25C1N203'2HC1 (CCtiriZine
Dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHUHAJILHOTO COJEPIKAHUS
C,1H,5CIN,O5-2HC1 (uetupuzuHa
auraapoxiopun) yepes 30 MuH.

Related Substances / PoncTBennble mpumMecn

Impurity A / Ilpumech A Not detected / He oOHapyxkeHa Not more than 0.2 % / He 6oniee 0,2 %
Impurity B / [Ipumecs B 0.02% / 0,02% Not more than 0.2 % / He 6onee 0,2 %
Impurity C / [Tpumecs C Not detected / He oGHapy:keHa Not more than 0.2 % / He 6osee 0,2 %
Impurity D / [Ipumecs D Not detected / e o6Hapysiena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / [Tpumecs E 0.03% /0,03% Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [Tpumecs F Not detected / He 06HapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Any .individual unidentified | 4 379,/ 0 07% Not more than 0.2 % / He 6osiee 0,2 %
impurity / JloGas enuHuuHas

HeuAeHTH(DUIIPOBaHHAS

npUMech

Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %

CyMmma npumeceit

Assay / KoainvecTBeHHOE
onpeaeieHue

10.00 mg / 10,00 mr
100.0% / 100,0%

From 90 mg to 11.0 mg of
C21H25C1N203‘2HC1 (Cetirizine
dihydrochloride) in tablet (from 90.0 % to
110.0 % of  label claim). /
Or 9,0 MIr 1o 11,0 mr C21H25C1N203'2HC1
(uetpusuHa aurHApoxyiopua) B TabrieTke
(or 90 % mo 110 % OT HOMMUHAJIBHOIO
CoJIepKaHus).
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8 | Subdivision of tablets /
OanopoaHOCTH Macc MpH
JeJIeHHH Ta0JIeTOK

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHUAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTkd COOTBETCTBYIOT TpeOOBaHUSM,

ecii He Oonee 1 eguHMuYHAas Macca
OTKJIOHsIeTes 3a npendest 85 % - 115 % or
cpenHeit Macchbl. Tabnerku HE

COOTBETCTBYIOT TpeOoBaHUAM, eciu Oonee
4yeM | MHIMBMIyallbHAs Macca OTKJIOHSETCS
OT 9TUX mOpenenoB  wiv, ecam 1
WHIMBUIOYyalbHAas Macca OTKJIOHseTcs 3a
npenenst 75 % - 125 % ot cpenHeli macchl.

9 | Microbial enumeration tests* / MukpoOnoJiornieckasi YucTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6uiee uncio He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / OGuiee uncio He 6onee 100 KOE/r
JIPOMIKEBBIX U MIIECHEBBIX

rpuboB

c) Escherichia Coli Not Applicable Shell be absent in 1 gram /

OtcytctBue B 1
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10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabJIeTOK B
[NBX/TIBAX//antoMmuHrEBOM
onuctepe. [lo 3 Onucrepa BMecTe ¢
HHCTPYKLIMEW MO  MPHUMEHEHHIO
yHaKoBaHbl B MAa4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnmetok B
IMBX/TIBIX//antomunuesom Omuctepe. Ilo
2 vy 3 GiMcTepa BMECTe ¢ MHCTPYKIME 1o
NPUMEHEHUIO  YMakoBaHbl B MAayKy
KapTOHHYO.

11

Labeling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJJ

12

Storage conditions /
Xpanenne

At temperature below 25 °C. / Ilpu Temneparype He Bbitie 25 °C.

13

Shelf life / Cpox roanocTn

3 years / 3 rona

Uncontrolled Copy

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year.
The parameter may be absent from the Company's certificate of analysis. /

* - [IpoBoANTCS MPOU3BOAMTEIEM NPH BBINYCKE NEPHOIUYECKH: A5l Kaxaoi 20-o0ii cepun uim He
MeHee 1 pa3a B roa. lloka3aTesib MOKeT ObITH He BKJIIOUEH B cepTH(PHUKAT aHAIN3A (HPMBI.
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