Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
MpoaykT  : LleTpua® TabneTKH, NOKPLITLIE TNIEHOYHOH 0607104K0H, 10 MT B
Batch No / : B2301135 Batch Quantity / 687.600 KG/
Cepusn No O6beM napTuu 687,600 KT’
Analytical Report No / 2002FP23000968 Date of Analysis / 20-04-2023
AHAJIUTHYECKHIT oTHeT Ne Jara anHanusza
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JdaTa npou3BOACTBA I'opeH 1o

Analysis performed according ND / Ananus nposeaen no HJI: T1 N013283/01-160919 (amend Ne 1 [rom
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wsm. Ne 2 ot 07.10.2021)

Ne

Test / [loxazaTeanb

Result / PesyabTaThl

Specification / Hopma

Description / Onucanme

NIEHOYHOI 000JI0YKOH
pHcKoit Ha  OJHOM

aBeTa.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
'White core on a cross section. / Kpyrisie
IBOSIKOBBIMYKJIbIE TaOnerky,

NOKpPBIThIE
Oemoro 1BeTa, C
cropoHe. Ha

flonepeyHoM paspese — sAapo  Geroro

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. /
Kpyriible IBOSKOBBIMYKIIbIE TabIETKM,
IIOKpPbITblE  [LWIEHOYHOW  06omoykoit
Genoro wnu noutu Oenoro LBera, ¢
puckoif Ha oxHOW crTopone. Ha
MOTIEPEYHOM pa3pese — AAPO OT 6eNoro
10 MoYTH Oesloro uBera.

Identification by HPLC/
[TognHHOCTL

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). /

BpeMmst  yIepXUBaHHs OCHOBHOIO
311 ¢:1 Ha XpoMaTorpamMme
HCIBITYEMOrO  PacTBOpa  JOJDKHO
COOTBETCTBOBATH BpPEMEHU
yIepXMBAHUS OCHOBHOTO THKAa Ha
XpOMaTorpaMme pacTBopa
CTaugapTHOrO oOpasua UeTHpH3UHA
THAPOXITOpUIA (pazmen
«KonuuecTBeHHOE onpeneneHyuey).

Average weight / Cpennss
Macca

191.1mg /

191,1 mMr

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

Water / Boga

3.1% w/w /3,1%

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

Uniformity of dosage units
OnHopoaHOCTH
MO3UPOBAHUS

1.7/1,7

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazatens npuemnemMoct (AV)
imomkeH ObITH He Oonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanue: IIponykT cooTBeTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3akmaouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg o
Mpoayxt  : Llerpun® TabeTky, MOKPBITHIE MIIeHOUHO 06osioukoit,10 Mr N
Batch No / : B2301135 Batch Quantity / 687.600 KG /
Cepus Ne Oobem napTumu 687,600 KI”
Analytical Report No / 2002FP23000968 Date of Analysis / 20-04-2023
AHaguTHYecKHii oTueT No JlaTa anaJiu3a.
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JaTa npousBoacTBA Topen no

Analysis performed according ND / Ananns nposenen o IT: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3am. Ne 2 ot 07.10.2021)

d) Impurity D /
npumecsh D

e) Impurity E /
npumecs E

1f} Impurity F /

npumech F
g) Any unspecified impurity

JIrobas equnnyHas
HeuneHTU UL POBAHH
ast IprMech

h) Total impurities / Cymma
npumecein

Less than LOQ (LOQ = 0.003%) / Hmxe
TipeJielia KOJIMIeCTBEHHOTO OIpeieIeH s
(TTIKO = 0,003%)
Less than LOQ (LOQ = 0.023%) / Huxe
npejiena KoJIM4YeCTBEHHOTO ONpeaeeHUs
(TTKO = 0,023%)

Not detected / He obHapyxeHa

0.06% / 0,06%

0.1% /0,1%

Ne Test / [lokasaTens Result / PesyabTaThl Specification / Hopma: -
6 Dissolution / PacTBopenue 98%, 98%, 101%, 97%, 99%, 99% Not less than 80% (Q) of the
labeled amount of
C21H25CIN203’2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /
[le menee 80 % (Q) or
HOMHWHAIIBHOTO coneprkaHus
C21H2501N203‘2HC] (ueTnpnana
murunpoxsopun) yepes 30 mMuH.
7 Impurities by HPLC/
PoncTeeHHbIEe TPUMecH a) Not more than 0.2 % / He 6onee 0,2
LETUPU3UHA %
) Not detected / He o6Hapy»xeHa
a) Impurity A / b) Not more than 0.2 % / ue Gonee 0,2
nprumMecs A Less than LOQ (LOQ = 0.010%) / Huxe %
b) Impurity B / ?ﬁ;ﬂgnj (]; %Jip(])‘:/e:; R O OTipencTiciuA c) Not more than 0.2 % / ne 6onee 0,2
npuMech B i %
¢) Impurity C/ 0.02% / 0,02%
nprumecs C d) Not more than 0.2 % / He Gornee 0,2

%

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: ITpogyKT cooTBeTCTBYET TpeboBanuam HJ

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg o
Mpoaykr LeTprH® TabiieTKu, TOKPBITEIE TUIEHOYHOW 060I0uKO#H, 10 MT B
Batch No / : B2301135 Batch Quantity / 687.600 KG/
Cepus Ne |O6nem napTuu 687,600 KI"
Analytical Report No / 2002FP23000968 Date of Analysis / : 20-04-2023
AHaJauTuyeckuii oruet No JlaTa aHaJu3a
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JaTa npou3BoACTBA TI'onen 10
Analysis performed according ND / Auayiz nposeaen mo IT1: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)
Ne | Test/Ioka3zaTenn |Result / PesyabTatnol Specification / Hopma
8 Microbial limits /
MukpoGuonoruueckas
YICTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O0Lee YnCiIo Menee 10 KOE/r He 6onee 1000 KOE/r
a’POOHBIX MUKPOOPraHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6mee gncno  [Menee 10 KOE/r
POMOKEBBIX W TITECHEBBIX
rpn6os Shall be absent in 1g / OtcyrcrBue B 1
Absent in 1g / OTcyTcTByeT B 1T r
c)E.coli I - .
9 Assay / KonugecrBeHHOE 9.98 mg /9,98 mMr Each film coated tablet contains nof
orpeneneHue less than 9.0 mg and not more than 11.0
mg C2|H25C1N203‘2HC1 (cetirizine
dihydrochloride) per tablet / OT 9,0 M
10 1 1,0 MU C21H25C1N203 -2HCI
(ueTMpu3uHA  JAWUTAAPOXNOPUA) B
TablieTKe.
10 Package / Ynakorka 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. / ITo 10 Tabnerox B leaflet in a carton. "In bulk"” package:
[IBX/antomunnesom 6aucrepe. ITo 10 blisters in a carton. 252 cartons in
2 6nvcTepa BMecTe ¢ HHCTPYKIHeilf o [master carton.
NPUMEHEHUIO YTIaKOBaHBI B Na4Ky ITo 10 Tabnerok B
KapTOHHYIO. ' IMTBX/amomunneBoM o6nuctepe. ITo 2
uny 3 6nucrepa BMECTE ©
HHCTPYKLWEH [0 PUMEHEHHIO
YIIAKOBAHEI B TAYKy KapTOHHYIO.
Vmakoska "in-bulk"™: Ilo 10
OITUCTEPOR TIOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapToHHbIe
KOPOOKH TIOMEIHAIOT B KapTOHHBIH
- - _ |ropob. |
11 Labeling / MapkupoBka According to ND / B coorBercTeum ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Bolile 25 °C,
Xpanenne
13 Shelf life / Cpok rogrocTH 3 years / 3 roga
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykT cooTBETCTBYET TpeboaumsaM HJI 3axmouenue: OJIOBPEHO
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