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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

MpoaykT Lerpnn® TabncTku, MokpbiThle THEHOUHO 00onovkoit, 10 Mr I

Batch No / B2202612 Batch Quantity / : 687.600 KG/

Cepnsa Ne N _|O6Bbem naprun 687,600 KI" -
Analytical Report No / 2002FP22001722 Date of Analysis / ¢ 24-08-2022
AHaJIuTHYecKUH oTueT Ne Jarta aHanmu3a

Date of Manufacture / 08/2022 Date of Expiry / 07/2025 o
JlaTa npou3BoACTEA Togen no

Analysis performed according ND / Ananus nposeaen mo HJI: TT N013283/01-160919 (amend Ne | from
12.05.2020 / w3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Specification / Hopma

noxpeiThiewhite core on a cross section. /|

fime of the main peak in the

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off:|

Kpyriisle IBOAKOBBITYKIIbIe TaGNIETKH,

MOKPBITBIE  INIEHOYHOM  0BGONOYKOI
Genoro mnu noutn Oenoro uBeTa, c
puckoil Ha onHOW cTopone. Ha

MoNnepeyHOM pa3pese — sIpo oT Genroro
10 1moyTH Genoro upera.

The retention time of the main peak

in the chromatogram of test solution
should correspond to the retention

chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMss ymepKWBaHUsS OCHOBHOIO
nvKa Ha Xpomarorpamme
ACIBLITYEMOT0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpeMEHN
yOep)KUBAHUS OCHOBHOT'O TIMKd Ha
XpomarorpaMMe pacTBopa
CTaHAapTHOro obpaslia LeTHPU3IWHA
TUApOXJIOpUAA (pazmen
«KonnuecTBeHHOE onpe/ieneHuey).

Ne Test / IlokazaTens Result / Pe3y.m>TaTE,l
White coloured, round, biconvex film
1 Description / Onncanne coated tablet with a breakline on one side.
White core on a cross section, / Kpyribie
|TBOSIKOBBIMYKIIBIE  TAONETKU,
MIEHOYHOH 00O0NOYKOW Oemoro nseta, ¢
puckoii Ha omwoill  cropone. Ha
[ollegpeyHoM paspeze — sAapo  Oejoro
aBerTa.
o Identification by HPLC/ (_Iomplies as prescribed /
[ToaIMHHOCTE CoOoTBETCTBYET
|
3 Average weight / Cpennsst 190.7 mg /190,7 mr
Macca
4 |Water/Bona 3.1% wiw/3,1%
5 . Uniformity of dosage units 1.9/1,9
/ OIHOPOJHOCTH
103UpOBaHNs

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

Not more than 8.0% w/w /

He 6onee 8,0 %

The acceptance value (AV) should be
less than or equal to 15.0 /

[Toxazarens npuemneMocty (AV)
moymkeH OBITE He Gostee 15,0.

Remarks : The Product confirms to ND/
TIpumeuanune: ITpoaykT coorBeTcTBYET TpeOoBaruAM HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg -
Mpoaykr  : Llerpun® rabiierku, 110KPLIThIE IIIEHOMHON 000H04KOH,10 Ml o |
Batch No / i B2202612 Batch Quantity / ; 687.600 KG/
Cepua Ne O6nbeM napTnn 687,600 KI'
Analytical Report No / - 2002FP22001722 Date of Analysis / 1 24-08-2022 |
AnaapTHYeckuii oTueT No - Jarta anajmsa
Date of Manufacture / ¢ 08/2022 Date of Expiry / : 072025
JlaTa npou3BoacTBa T'ogen ao

Analysis performed according NI / Ananus nposeueﬁoﬂﬂﬂ,: 11 NO13283/01-160919 (amend Ne | from
12.05.2020 / wzM. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne |Test/Iokasatenn ' Result / PesyanTaTst

6  |Dissolution / Pacteoperme | 102%, 100%, 101%, 99%, 101%, 100% |Not less than 80% (Q) of the

Specification / Hopma

labeled amount of
C21H25C1N203'2HC1 (CetiriZine
dihydrochloride) is dissolved in 30
minutes /

He w™enee 80 % (Q) or
HOMUHAJIEHOTO collepKaHus

C,1HpsCIN,O5-2HCI (uetnpusuna
inuruapoxnopun) yepes 30 MuH.

7 Impurities by HPLC/
PoacTReHHbIE IPUMECH
UeTHpU3NHA

a) Impurity A / Not detected / He o6Hapyxena
npuMech A

0,
b) Impurity B / 0.01%/0,01%

nmpuMech B

c) Impurity C/ Not detected / He o6HapyxkeHa
npumech C

) Impurity D / Not detected / He obnapyxena

npuMeck D

e) Impurity E / Less than LOQ (LOQ=0.023%)

npuMech E

f) Impurity F / Not detected / He o6HapyxeHa
npuMech F

g) Any unspecified impurity 0.07% / 0,07%

Jto6as emnHNYHas
HEUJIEHTUGUIIMPOBAHH
ast IPUMeECh

h) Total impurities / Cymma ~ 0.1%/0,1%
npuMecen

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

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

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

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

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

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

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

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

B

Remarks : The Product confirms to ND/
Hpumeuanue: [IpoaykT cooTBeTCTBYET TpeOosanmsm HJI

Conclusion : APPROVED /
3akauenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
[Product Cetrine film coated tablets, 10 mg
MpopykT ¢ LeTpuH® TablieTku, MOKPLIThIE 1UIEHOYHOR 000NI04KOMH,10 mI .
Batch No / B2202612 Batch Quantity / : 687.600 KG/
Cepug Ne O6bem napTun 687,600 KI'
Analytical Report No / 2002FP22001722 Date of Analysis / 24-08-2022
AHaJuTHYecKHUil oT4yer Ne Jara anaausa
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
JlaTa nponsBoacTBA I'open no
Analysis performed according ND / Anaans nposemen mo HJL: 11 NUO13283/01-160919 (amend Ne | from
12.05.2020 / uam. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / u3zm. Ne 2 ot 07.10.2021) -
Ne ”Tgt / Tloxa3aTenb | Result / Pe3yabTaThbl - | Specification / Hopma
8 Microbial limits / '
MukpoGuosorudeckas
qHCTOTA
a) Total aerobic microbial LLess than 10 CFU/g / Not more than 1000 CFU/g /
count / O6uee yucio Menee 10 KOE/r He Gonee 1000 KOE/r
a3poOHBIX MUKPOOPTAHH3MOB f
Not morc than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He Gonee 100 KOE/r
mould count / O6mee uncio [Menee 10 KOE/T
UXPO3CKEBBIX W TIIECHEBBIX
[rpu6os Shall be absent in 1g / OrcyrcTue B 1
' /Absent in 1g / OrcytctByeT B IT r
c) E. coli e
9 Assay / Konnuectsennoe 10.01 mg/ 10,01 mr Each film coated tablet contains not
oTipenieieHAe less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC] (cetirizine
dihydrochloride) per tablet / Ot 9,0 mry
mo 11,0  wmMr  Cy;HpsCIN,O3-2HCI
y (ueTdpuzMHa  AUTHAPOXJIOPHI) B
Tabnerke. o
10 Package / YnakoBka 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. / ITTo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/amomunnesom 6nncrepe. [To 10 blisters in a carton. 252 cartons in
2 6nuctepa BMECTE ¢ MHCTPYKIIMUEH 110 master carton.
MPUMEHEHWIO YITaKOBaHEI B TaYKy / ITo 10 Tabnerox B
KapTOHHY1O. [TBX/anromunaneBomM ommcTepe. [To 2
unu 3 bnucrepa BMecTe C
WHCTPYKUHUEH 1o TPHMEHEHHIO
'yNaKOBaHBI B Ia4Ky KapTOHHYIO.
}Vnakoaka “in-bulk™:  Ilo 10
iGHHCTCpOB TTOMEIIIAI0T B KAPTOHHYIO
[kopobky. TIlo 252 kapToHHblE
' KOpOOKH TIOMEINAIOT B KapPTOHHBIH
| ~ |[xopob.
11 Labeling / MapkupoBka According to ND / B cootBetcTBnu ¢ HJ{
12 Storage conditions / At temperature below 25 °C. / Tlpu TeMnepatype He Bbille 25 °C.
[Xpauenue
13 |Shelflife / Cpok romHoctd 3 years / 3 roga o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeyanne: [TpomykT cooTBeTcTBYET TpeboBanusaM HJI 3axmoyenue: OJIOBPEHO
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