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CERTIFICATE OF ANALYSIS

2 CEPTHOUKAT AHAJIM3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr : Llerpun® Tabnerku, NOKPLIThIE IWIEHO4YHOM 060104KOH, 10 M
Batch No / : B2104564 Batch Quantity / ¢ 672.060KG/
Cepusn Ne O6bem napTuu 672,060 KI'
Analytical Report No / : 2002FP22000016 Date of Analysis / ¢ 10-01-2022
AnaauTuyecknii oTuer Ne Jara ananusa v
Date of Manufacture / : 122021 Date of Expiry / ¢ 1172024
JlaTa npou3BoaCTBA Tonen no
Analysis performed according ND / Ananus nposenen no HJI: IT1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020
Ne | Test/ IlokasaTenn Result / PesynbTaThi Specification / Hopma
White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Onncanue coated tablet with a breakline on one side.|biconvex film coated tablet with a
White core on a cross section. / Kpyrasie|breakline on one side. White to off-
[IBOAKOBBITIYKNIbIE TabNeTKH, MOKpBIThie|white core on a cross section. /
[UIeHOuHOH obGonouko# Genoro usera, ¢Kpyrible NBOSKOBbINYKNble Tabnerxu,
PHCKOH Ha  omHoH  cropoHe. HalnokpeiThle [UIeHOuHOH  oGonoukoi
MONepeYyHoM paspese — sapo Genorofbenoro AW Moyt Genoro usera, ¢
l{BETA. puckoii Ha onHo# cropone. Ha
nonepe4yHoM paspese — sapo ot 6enoro
J10 Moyt 6enoro LBeTa.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[TonnuHHOCTDL CooTBeTcTBYyeT 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). /
BpemMs  ynep)KHBaHUA OCHOBHOIO
M1Ka Ha XpomarorpaMme
HCTIBITYEMOTO  pacTBOpa  HOMKHO
ICOOTBETCTBOBATh BpEMEHH
YREPXKMBAHUA OCHOBHOIO NMKAa Ha
XpoMaTorpamme pactBopa
CTaHIapTHOro obpasua LETHPU3HHA
ruapoxsopuaa (pasnen
«KonnuecrseHHoe onpenenenuen).
3 Average weight / Cpennss 189.8 mg / 189,8 mMr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
Macca 191,0 Mr + 3,0% (ot 1853 mr mo
196,7 mr)
4 Water / Boga 3. 1% wiw/3,1% Not more than 8.0% w/w /
He 6onee 8,0 %
5 Uniformity of dosage units 551/5,5 The acceptance value (AV) should be
OnxopozHocTs less than or equal to 15.0 /
INO3UPOBAHKS [Mokasarens npuemnemoctu (AV)
noskeH 6uiTh He Gonee 15,0,

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
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CERTIFICATE OF ANALYSIS

, CEPTU®HUKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

Mpoaykt : Llerpuu® Tabnerku, MOKpbITHIE M1eHOUHON 0601104KO0#H, 10 MT

Batch No / s B2104564 Batch Quantity / 1 672.060KG/
|Cepus Ne O6bem napTun 672,060 KTI"
Analytical Report No / 2002FP22000016 Date of Analysis / ¢ 10-01-2022
AnanuTHYeCKHH 0T4ueT Ne _|/laTa anaan3a

Date of Manufacture / ¢ 1272021 Date of Expiry / : 11/2024

JlaTa npoH3BOACTBA Conen po

Analysis performed according ND / Ananns nposeaen no HJL: I N013283/01-160919 (amend Ne | from
12.05.2020 / u3m. Ne 1 ot 12.05.2020

Ne |Test/ Ilokasareib Result / PesynbTaThbl Specification / Hopma

5 Dissolution / PacTBopeHue 99%, 100%, 98%, 102%, 101%, 101% |Not less than 80% (Q) of the
labeled amount of
C,,H,5sCIN,O5-2HCI (cetirizine

dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHHAJILHOIO cofiepxaHus
C,1H2sCIN,O5-2HCI (uerupusuna
nuruapoxnopun) yepes 30 MuR.

7 Impurities by HPLC/
PopncrBeHHbIe NPUMECH

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

Ipumeuanne: ITpoaykt coorBercTByeT TpeGoBanuam HIl

uEeTHpM3uHa A
) Impurity A / Not detected / He oGHapyxena b) Not more than 0.2 % / He Gonee 0,2
npumMecsh A r%
b) Impurity B / 0.02% /0,02% ic) Not more than 0.2 % / ue Gonee 0,2
npumech B %
c) Impurity C/ Not detected / He o6HapyxeHa
npumecs C E) Not more than 0.2 % / He 6onee 0,2
= 0, A)
4) Impurity D / Less than LOQ (LOQ=0.003%)
npumecs D E)_Not mote than 0.2 % / ue 6onee 0,2
) Impurity E / 0.02% / 0,02% %
npumecs E f) Not more than 0.2 % / ne 6onee 0,2
Impurity F/ Not detected / He o6HapyxeHa %
pumech F
ig) Not more than 0.2% /
) Any unspecified impurity He 6onee 0,2%
0, 0,
Jlio6as equHHYHAsA 0.07%10,09%
eHICHTHPUUNPOBAHH h) Not more than 2.0% /
NpUMECh He 60onee 2,0%
h) Total impurities / Cymma
npuMecen 01% / 0,1%
Remarks : The Product confirms to ND/ Conclusion : APPROVED/
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : Cetrine film coated tablets, 10 mg
Tpoaykt ¢ LleTpuH® TabieTkH, MOKPLITIE MIEHOYHOK 060104KOMH,10 MF
Batch No / : B2104564 Batch Quantity / :  672.060KG/
Cepust Ne O6beM napTuu 672,060 KT"
Analytical Report No / : 2002FP22000016 Date of Analysis / ¢ 10-01-2022
AnanuTnyeckuii oTuer Ne JlaTa aHaan3a
Date of Manufacture / s 12/2021 Date of Expiry / ¢ 11/2024
JlaTa npoM3BOACTBA I'ogen no
Analysis performed according ND / Anaaus nposeaen no HJI: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / n3m. Ne 1 ot 12.05.2020
[ Ne Test / IlokazaTensn Result / PesyabTaTsl Specification / Hopma
I8 Microbial limits /
Mukpo6uonornyeckas
KHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6wwee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOGHBIX MHUKPOOPTraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6iuee yucno Menee 10 KOE/r
IPOOKEBBIX H TUIECHEBBIX
rpubos Shall be absent in 1g / Otcyrcrsue B 1
Absent in 1g / Orcyrersyer 8 Ir r
c) E. coli
9 Assay / Konuyecrsennoe 9.99 mg /9,99 mr Each film coated tablet contains not
onpezenetue less than 9.0 mg and not more than 11.0
mg C2|H25CIN203 -2HCI (cetir izine
dihydrochloride) per tablet / Ot 9,0 mr
o 11 ,0 mr CZ|H25C1N203'2HC]
(ueTHpH3MHA  JUrMAPOXJIOPH) B‘
rrabeTke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PV C/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / ITo 10 Ta6nerok B leaflet in a carton. "In bulk" package:
[1BX/amomunneBom Gincrepe. o 10 blisters in a carton. 252 cartons in
3 6aucrepa BMecTe ¢ MHCTpyKumeli no  |master carton.
NPUMEHEHHIO YIIaKOBaHbl B AYKY / ITo 10 Tabnetok B
[KapTOHHY!0. [BX/anomunnesom 6nucrepe. Io 2
nnu 3 Gnucrepa BMecTe ¢
MHCTPYKLMel N0 PUMEHEHHIO
YNIaKOBAHBI B Ma4Ky KapTOHHYIO.
Ynakoka  "in-bulk": Ilo 10
G/INCTEPOB NOMELLAIOT B KAPTOHHYO
Kkopo6ky. Ilo 252 kapronHbie
kopo6KH MOMEIAIOT B KAPTOHHBII
Kkopo6.
11 Labeling / Mapxuposka According to ND / B coorBerctauu ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Bbiiue 25 °C.
XpaHenue
13 Shelf life / Cpok ronsoctn B years /3 rona
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipnmeuanne: Mponykr coorrercrayer Tpe6oBauuaM HJI 3akawuenne: OMOBPEHO
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