Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg ) =
MpoayxT [{eTpuH® TableTKH, MOKPBITHIE NIIEHOYHOM 060104KOW. 10 MI -
Batch No / B2201602 Batch Quantity / : 687.600 KG/
Cepusa Ne B O6beM napTuu 687,600 KI" |
Analytical Report No / : 2002FP22001069 Date of Analysis / 29-05-2022
AHaJuTHYeCKHUH oTyeT No JaTta anaausa
Date of Manufacture / 05/2022 Date of Expiry / 04/2025
JaTa nMpousBoACTBA Fogen 1o

Analysis performed according ND / Auasins nposeaen mo HJ: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / mw3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne Test / IloxazaTeanb

Result / PesyabTaTst

Specification / Hopma

1 Description / Onmcanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrimsle
IBOAKOBBIMTYKJbIE TabNETKH, MOKPBITbIE
IUIeHOYHOM obomnoukoil Genoro 1BeTa, C
puckoii Ha omHo#t  cropoHe. Ha
MONEpeuHOM paspese — AApo Oeyoro
[BeTa.

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. /
Kpyrible IBOSKOBBIIYKIIbIE TaONETKH,
NOKPEITEIE  TJICHOYHOW  06oNouKoif
fenoro WM MHOuYTH OeNoro 1LBeTa, C
puckoii Ha oOmgHOW cropoHe. Ha
MOMepedHOM pazpese — AAPo oT Genoro
10 TTOYTH OENoro IBeTa.

>

Identification by HPLC/
[TopnuHHOCTB

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). /

Bpemss yAepKHUBaHHS OCHOBHOIO
nMka Ha XpoMarorpamMMe
MCTIBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBAThb BpEMEHH
yIEep)KUBAHUS OCHOBHOTO TIMKa Ha
XpoMaTorpamMmme pactBopa
CTaHAApTHOTO o0pa3ta LeTUpU3NHAa
THApOXTOpUIa (pazmen
«KonMuecTBeHHOe OTIpefIeNeHUED).

S

Average weight / Cpennsas
Macca

189.4mg /189,4 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg) |
191,0 mr = 3,0% (ot 185,3 Mr 1mo
196,7 Mr)

Water 7Bo;1a

=

OnIHOPOOHOCTH
MO3MpPOBAHUSA

5 | Uniformity of dosage units |

2.4% wiw / 2,4%

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

4.5/4,5

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokasarenb mpuemneMoctd (AV)
nomxeH OvITh He 6omee 15,0.

Remarks : The Product confirms to ND/
Tpumeyanne: ITpoxyxT cooTBETCTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
Jakarouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg — |
MpoaykT IleTprH® TabreTKn, MOKPHITHIE THIEHOYHOH 060moYkoi. [0 Mr -
Batch No / B2201602 Batch Quantity / : 687.600 KG/
Cepusa Ne - O6beM napTum 687,600 KT"
Analytical Report No / : 2002FP22001069 Date of Analysis / 29-05-2022
AHaJMTHYeCcKHIi oTHeT No JaTa anaqm3a
Date of Manufacture / 05/2022 Date of Expiry / 04/2025
JaTa npoH3BOICTRBA Tonen no

Analysis performed according ND / Anaym3 nposenen mo HJ: TTN013283/01-160919 (amend Ne 1 from

12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

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

npumMecs C

d) Impurity D /
npumMecsk D

e) Impurity E /
npumMecs E

f) Impurity F /
npumech F

9) Any unspecified impurity

JIrob6as enyaUYHas
HeWIeHTHQULHPOBAHH
ast IpruMech

h) Total impurities / Cymma
npuMecei

Ne | Test/Ilokasatens | Result / Pesygb'ranﬂ
6 Dissolution / Pacreopenune 100 %, 99%, 98%, 99%, 98%, 98%
7 Impurities by HPLC/

PojacreeHHbBIE TPUMECH

LIeTUpU3UHA

Less than Limit of Detection
LOD=0.005%)

Not detected / He obHapyxkeHa

Not detected / He obHapysxeHa

Not detected / He o6HapyxeHa

Less than LOQ (LOQ=0.023%)

Not detected / He obHapyxeHa

0.08% /0,08%

0.2%/0,2%

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C,,;H,5CIN,O5-2HCI (cetirizine

dihydrochloride) is dissolved in 30
minutes /

He mMecHee % (Q) ot
HOMUWHATBHOTO cofep)kaHusl
C, Hy5CIN,05-2HCI (ueTupusnna
nuraapoxnopun) yepes 30 MuH.

80

@) Not more than 0.2 % / ue Gonee 0,2
%

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoxykT cooTBeTCTBYET Tpebopanmam HJT

Conclusion : APPROVED /
3axuovwenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
(Mpoaykt : LleTpnH® TabneTky, MOKPBITHIE TIIEHOYHOH 0605109K0#,10 MT o
Batch No / B2201602 Batch Quantity / : 687.600 KG/
Cepust Ne - O6beM napTHH 687,600KI" |
Analytical Report No / : 2002FP22001069 Date of Analysis / 29-05-2022
AHaJHTHYeCKUi oTYeT No JaTa anaausa
Date of Manufacture / 05/2022 Date of Expiry / 04/2025
JlaTa npou3BoOACTBA T'open 1o

Analysis performed according ND / Anaxus nposeaen mo H: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Result / PesynbraThl

Ne Test / IlokasaTens

8 Microbial limits /
Mukpobuonorndyeckas
4YHCTOTA

a) Total aerobic microbial
count / Ob1uiee YnciIo
a3pOGHBIX MUKPOOPTAHH3MOB

b) Total combined yeasts and
mould count / O6miee yucio
IPO3CKEBBIX U TITECHEBBIX

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Specification / Hopma

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

rpu6oB Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g / OrcyTcTBYeT B IT r
c) E. coli -
9 Assay / KonuecTBeHHOE 9.84 mg /9,84 mr Each film coated tablet contains not
onipesieNieHNe less than 9.0 mg and not more than 11.0
mg  C,HysCIN,O;3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 Mr]
o 1 1,0 MT C21H25C1N203'2HC]
(ueTnpuzuHa  JUTMAPOXNOPUA) B
| __rabmeTke.
10 | Package / Vrakopka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 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/anrompranesoM Onmctepe. [To 10 blisters in a carton. 252 cartons in
3 6nuctepa BMecTe ¢ UHCTPYKUUEH 110 master carton.
IPUMEHEHHWIO YNAaKOBaHbI B TAYKY ITo 10 Tabnetok B
KapTOHHYIO. [TBX/anromunueBom 6imctepe. ITo 2
unn 3 Gnucrepa BMECTE C
MHCTPYKINEH TI0 TpUMEeHEHHTO
YMaKoOBaHEI B TAYKy KapTOHHYIO.
Yuakorka  "in-bulk": Ilo 10
GIUCTEPOB MOMEILAFOT B KAPTOHHYIO
kopoOky. Ilo 252 kapTonHbIE
KOPOOKH TIOMEHIAOT B KapTOHHEIH
I - - KOpoO. ) -
11 Labeling / MapkupoBka According to ND / B coorBetcTBnu ¢ HJ{
12 Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He soite 25 °C,
Xpanenne
13 |Shelflife / Cpox ronHoctn 3 years / 3 roma - - ]

Remarks : The Product confirms to ND/
Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusaM HII

Conclusion : APPROVED /
Jaxmouenue: OJOBPEHO
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