Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr [eTpru® TabiIeTKH, TTOKPBITEIE TUIEHOUHON 0605104K0#,10 MT = -
Batch No / B2300656 Batch Quantity / : 687.600 KG/ o
Cepust Ne O6beM mapTun 687,600 KI" B
Analytical Report No / 2002FP23000566 Date of Analysis / 28-02-2023
AHnannruyeckuii oTuetr Ne N JaTta anajusa |
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
Jara mpousBoacTBa Topen no

Analysis performed according ND / Ananus nposeaen mo H/I: [T N013283/01-160919 (amend Ne 1 from

1

Ne |

_Test / Iloka3zaTenapb

Description / Onncanme

12.05.2020 / w3m. Ne 1 or 12.05.2020, amend Ne 2 from 07.10.2021 / mzm. Ne 2 ot 07.10.2021)

| Result / PesynbTaThI

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnbie
BOAKOBLINYKIIbIe TabNeTKU, MOKPLIThIE
riucHouHoM o6Gojoukoif 6enoro mpera, ©
puckoit Ha  omgHoM  cropoHe. Ha
[IoMepeyHoM paszpese — sapo Geroro
UBCTA.

Specii_'lcation / Hopma

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. /
Kpyrneie nBOSKOBBIMYKIIBIE TabNETKH,
MOKPHITEIE  TUTEHOYHOH  060novKoit
Oenoro My moyTH Oenoro LBera, C
puckoifi Ha o@HOM cTopoHe. Ha
MoTIepevYHOM paspese — SApo oT GeToro
10 MoYTKN OeJIoro 11BETa.

Identification by HPLC/
[TonnmnuHBOCTL

=]

Average weigﬁt /_Cpemmﬂ
macca

1 190.8 mg /190,8mr

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). /

Bpemst yaepKHBaHHS OCHOBHOIO
nMKa Ha XpomaTorpamMmMe
MCIIBITYEMOTO  PacTBOpa  JIOMKHO
COOTBETCTBOBATE BpEMeHH
yOepKMBaHWS OCHOBHOI'O TIMKa Ha
XxpoMaTorpaMme pacTBopa
cTaHmapTHoro obpasua LeTHPH3NHA
MUIpOXJIOpHIA (pazmen
«KonmnuecTBeHHOE OnpeaeneHuey).

Water / Boz:xa_

' Uniformity of Eiosage units
OmHOpOIHOCTE
MO3MpOBaHMs

2.9% wiw / 2,9%

47747

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

Not more than 8.0% w/w /
He Gonee 8,0 %
The acceptance value (AV) should be
less than or equal to 15.0 /
[TokazaTens npuemieMoctd (AV)
nmoJked OBITE He Oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusm HIL

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHANTHU3A

Product Cetrine film coated tablets, 10 mg

Mpoaykt [eTpuH® TabIeTKH, MOKPLITHIE TUIEHOYHOM 060104KO0H, 10 Mr r
Batch No / B2300656 Batch Quantity / 687.600 KG/
| Cepust Ne O6beM napTun 687,600 KI"
Analytical Report No / 2002FP23000566 Date of Analysis / 28-02-2023
AnanuTndeckuii oruer No JaTa anaausa

Date of Manufacture / 02/2023 Date of Expiry / 01/2026

JaTa mpous3sBoAcTEA TopeH o

Analysis performed according ND / Anaaus nposeaen no HJI: TIN013283/01-160919 (amend Ne 1 from

12.05.2020 / mam. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Specification / Hopma

|Ne [ Test/ Ioxasarenn Result / PesynbTaTh1

6 Dissolution / PacTeopenue 99%, 98%, 97%, 97%, 98%, 99% Not less than 80% (Q) of the
labeled amount of
CyHysCIN,O32HCl  (cetirizine

7 Impurities by HPLC/
PojcTBeHHBIE MPUMECH
UeTUpU3HHA

a) Impurity A /
npumech A
b) Impurity B /
npuMecs B
c) Impurity C/
npumecs C

d) Impurity D /
npumecb D

e) Impurity E /
nmpumecs E

f) Impurity F /
mpumMech F

g) Any unspecified impurity

Jro6as equHUYHAas
genaeHTUGILMPOBaHH
as PUMech

h) Total impurities / Cymma
npuMecein

Not detected / He o6Hapy:xena

Less than LOQ (LOQ=0.010%)

0.02% / 0,02%

Not detected / He obuapyxkeHa

0.02% / 0,02%

Not detected / He obHapyxkeHa

0.06% / 0,06%

0.1%/0,1%

dihydrochloride) is dissolved in 30

minutes /
He wmenee 80 % (Q) or
HOMUHATLHOTO coflepsKaHus

C2]H25CIN203'2HC1 (HCTHpI/BHHa
lmruapoxaopun) yepes 30 MuR,

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

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

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

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

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

f) Not more than 0.2 % / ne 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/
Ipumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axarwuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
HpoayxT LeTprH® TabicTKH, MOKPBITBIE ICHOUHOH 060104K0i, 10 MT : o
Batch No / B2300656 Batch Quantity / : 687.600 KG/
|Cepun Ne O0neM MapTHH 687,600 K"
Analytical Report No / 2002FP23000566 Date of Analysis / 28-02-2023
AHaauTHueckuii oTyeT No Jarta anaausa — -
Date of Manufacture / 02/2023 Date of Expiry / : 01/2026
/laTa mpousBoacTBa Tloaen o

Analysis performed according ND / Anaaus nposeaen mo HJI: [T N013283/01-160919 (amend Ne 1 from

12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / nam. Ne 2 ot 07.10.2021)

Ne [Test / MoxasaTenn Result / PeayabTaThl __ Specification / Hopma
8 Microbial limits / -
MukpoGuonoruueckas
qUCTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61iee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPTaHM3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He Gomnee 100 KOE/r
mould count / O6uiee uncmo  [Menee 10 KOE/r
TOPOXKEBBIX M TIECHEBBIX
rpuboB Shall be absent in 1g / OtrcyrcrBue B 1
Absent in 1g / OtcyTcTRyeT B IT r
c) E. coli
9 Assay / KonngectpeHHoOe 991 mg/9,91 mr Each film coated tablet contains not
onpeReeHre less than 9.0 mg and not more than 11.0
mg Cy HysCINyO3:2HCl  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
ne 11 ,0 MT C21H25CIN203 -2HCI
(LeTupusuHa  JUTUAPOXNOPUA) B
- TabJeTke. |
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2

T | 'fabel_ing mapknposxa

3 blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
[IBX/antomuuneBom 6nucrepe. [To

3 6aucTepa BMeCTe ¢ MHCTPYKIMEH 1Mo
NMpUMEHEHWIO YTTAKOBAHET B MAYKY
KapTOHHYIO.

or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

/ TTo 10 TabneTok B
[1BX/anmromuaunesoM onncrepe. [To 2
unu 3 6nucrepa BMECTE C
WHCTPYKIINEN 110 TPHMEHEHHIO
yIakoBaHbl B TIAYKY KapTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
OIIMCTEpPOR TIOMEINAOT B KAPTOHHYIO
kopobky. Ilo 252 xaproHHble
KOpoOKH TIOMENIAfoT B KapTOHHEIN
KOpob.

According to ND / B cootserctBum ¢ HJI

12 Storage conditions /
XpaneHne
13 |Shelflife / Cpok rogHocTy

/At temperature below 25 °C. / TIpu TeMnepa%e_He Bole 25 °C.

B years / 3 roza

Remarks : The Product confirms to ND/
IMpumeuanne: IpoaykT cooTBeTcTBYET Tpeboranusam HJI

Conclusion : APPROVED /
Jaxawuenne: OJJOBPEHO
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