Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg i
Mpopyxr LleTprH® TabIETKH, MTOKPHITBIE MIEHOYHOH 060104K0#, 10 MT B - B _
Batch No / B2300400 Batch Quantity / 687.600 KG / |
Cepust Ne O6nLemM napruu 687,600 K"
Analytical Report No / 2002FP23000357 Date of Analysis / 08-02-2023
AHaauTH4YecKmii oT4deT Ne JaTta anainsa B
Date of Manufacture / 01/2023 Date of Expiry / 12/2025
JaTa npoussoacTBa Tonen 1o

Analysis performed according ND / Anasnus nposeaex mo HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / mzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Ne ‘Test / IlokasaTens

1 Description / Onicanue

2 Identification by HPLC/

[TognuHHOCTB

Macca

4 Water / Boxa

5 Uniformity of dosage units
OOgHOPOOHOCTH
MO3UpPOBAHMS

3 Average weight / Cpennsist o

Result / PezyanraThl

| Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrmste
NBOSKOBBITYK/bIe TAONETKHU, MOKPHITHIE
IUIEHOYHON o0oJoukoif Oenmoro 1BeTa, C

puckoif Ha  omHoW  crTopone. Ha
moriepedHoM paspese — Axpo OGenoro
[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. /
Kpyrnele ABOSKOBBINTYKIIbIe TaONEeTKH,
MOKPBITBIE  TIIEHOWHOW  000JI0YKO¥H
Oenoro WIM [OYTH O€Noro upera, ¢
puckoif Ha oAHOH cTopoHe. Ha
HOITEPEYHOM pazpese — Aapo oT 6eToro
no moytH Gesioro 1BeTa.

C;rr_lplies 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 ynepxuBaHUsS OCHOBHOIO

nKa Ha XpoMaTorpamme
UCTILITYEMOrO  pacTBOpa  JOIDKHO
COOTBETCTBOBATh BpPEMEHU
yACp)KUBaHUS OCHOBHOI'O TIHMKa Ha
XpoMaTorpamme pacTBopa
CTaHAapTHOro obpasua UETUPU3UHA
rUAPOXIIOpUIa (pazmen

«KonuyecTBeHHOE ONpENENneHIER).

190.5 mg /190,5 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 mr gmo
196,7 Mr)

| 2.5% wiw/2,5%

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

1.5/1,5

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazarens npuemiaeMoctu (AV)
jTokxeH ObITh He G6omee 15,0.

Remarks : The Product confirms to ND/
HMpumeuanne: [IpoayxT cooTBeTCTBYET TpeboBauusM HJI

Conclusion : APPROVED /
3axauenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg o
Mpoaykt : IletprH® TabNeTKW, MOKPHITHIE TNIEHOYHON 000J104KO#,10 Mr
Batch No / B2300400 Batch Quantity / 687.600 KG /
Cepus Ne O6bem mapTuu 687,600KI"
Analytical Report No / 2002FP23000357 Date of Analysis / 08-02-2023
AHaauTuyeckuii oTyeT Ne JlaTa anaausza
Date of Manufacture / 01/2023 Date of Expiry / 12/2025
JlaTa npou3BoACTBA Togen g0

Analysis performéd according ND / Ananaus nposeaen mo HI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

|

Ne
6

Test / [ToxazaTennb

Result / PesyabTarsl

Dissolution / PactBopenne

98%, 101%, 99%, 97%, 93%, 93%

Specification / Hopma
Not less than 80% (Q) of the
labeled amount of

C21H25C1N203‘2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He Menee % (Q) or
HOMHHAILHOTO collepyKaHHs
C21H25C1N203'2HC] (HCTI/IpI/IBHHa
nuruapoxnopua) yepes 30 mMuH.

80

Impurities by HPLC/
PopncTeenHbIe ipumecn
LIETHPU3NHA

a) Impurity A /
npuMech A
b) Impurity B/
mpumecs B
c) Impurity C/
npyMech C

d) Impurity D /
npuMmecs D

e) Impurity E /
npumeck E

f) Impurity F /
npuMech F

g) Any unspecified impurity

JIrobas emHNYHAS
HeWIeHTUDUIMPOBAHH
as IPUMecCh

h) Total impurities / Cymma
npumeceit

Not detected / He o6Hapyxkena

Less than LOQ (LOQ=0.010%)

Less than LOQ (LOQ=0.017%)

Not detected / He oGHapyxeHa

0.04% / 0,04%

Less than Limit of Detection
LOD=0.015%)

0.07% /0,07%

0.1%/0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Mpyumeuanne: IpoaykT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg |
IIpoaykT erpun® TabneTkn, MOKPLITHIE THIEHOYHOH 060104K0i, 10 Mr
Batch No / B2300400 Batch Quantity / 687.600 KG/
Cepus Ne |O6mem mapTuu 687,600 KI"
Analytical Report No / 2002FP23000357 Date of Analysis / 08-02-2023
AHaJuTUYECKHIl oTueT Ne JlaTa anaqu3a
Date of Manufacture / 01/2023 Date of Expiry / 12/2025
JlaTa npou3BoOACTRA Tomen 1o
Analysis performed according ND / Auasms nposeaen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wam. Ne 2 ot 07.10.2021)
Ne Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma
8 Microbial limits /
Mukpobronoriudyeckas
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOGHBIX MHKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6uee uncno  [Menee 10 KOE/T
JPOMCGKEBBIX U TIECHEBBIX
rpu6oB Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g / OrcyTcTByeT B 1T r
] c) E. coli
9 Assay / KomnaecTBeHHOE 10.04 mg/ 10,04 mr Each film coated tablet contains not
onpeneneHue less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 wmr
10 11 ,0 MTI C21H25C1N203'2HC1
(uerupusuHa  AUTUOPOXJIOPHUI) B|
TabIeTke. _
10 Package / YniakoBka 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 TabneTok B leaflet in a carton. "In bulk" package:
[T1BX/antomMuuueBom 6nucrepe. I1o 10 blisters in a carton. 252 cartons in
2 6nrcTepa BMECTe ¢ HHCTPYKIHEH o [master carton.
MpPHMEHEHHF0 YTIaKOBaHBbI B IaUKy / ITo 10 TabneTox B
KapTOHHYIO. [MBX/amomunueBoM Onrcrepe. 1o 2
unu 3 6nycrepa BMECTE ©
WHCTPYKLWEH 10 TTIPUMEHEHHI0
YITAKOBAHB! B TAYKy KAPTOHHYIO.
Vmakoka  "in-bulk™: Tlo 10
67IUCTEpOB TOMEMIAIOT B KAPTOHHYIO
kopobky. [lo 252 kapToHHBIE
KOpOOKY TOMEINAIOT B KapTOHHBIH
- o KopoO.
11 Labeling / MapkupoBka According to ND / B cootsercTeum ¢ HJI
12 Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Bbilne 25 °C,
XpaHenne
13 Shelf life / Cpox rognocta 3 years / 3 roma h
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanmsam HJI 3axmouenne: OJIOBPEHO
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