Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUHDPUKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg
Mponykr : Lletpun® TabneTkn, NOKpHIThIE MIEHOYHOM 060104KO0H, 10 Mr
Batch No / B2200334 Batch Quantity / t 674.030KG/
Cepus N O6Bem naprum 674,030 KI"
Analytical Report No / :  2002FP22000159 Date of Analysis / s 30-01-2022
AHaJATHYECKHIT oTueT Ne Jlata aHaau3a
Date of Manufacture / 01/2022 Date of Expiry / v 12/2024
JaTa npousBoACTBa Tonex oo
Analysis performed according ND / Anasuns nposegen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / n3am. Ne 1 ot 12.05.2020
Ne  |Test/ITokasarenn Result / PesyasTaTs! Specification / Hopma
White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Orucaune coated tablet with a breakline on one side.biconvex film coated tablet with a
White core on a cross section. / Kpyrmsiejbreakline on one side. White to off-
NBOSIKOBBIMYKNbIE TabneTku, NoOKpeiThieiwhite core on a cross section. /
MIeHOYHOM obosiouko#t 6enoro upera, c{Kpyriisie ABOAKOBBITYKIIbie TaOJeTKH,
puckoit Ha  omHoit  cropoHe. HajmokperTele ruleHOWHOR — o6onoukoit
nonepeyHoM paspese — sapo GenorofGenoro unu moytH Genoro uBera, c
UBETA. puckoli Ha omHOU cropone. Ha
MoIepeyHoM paspese — SIpo oT Genoro
0 noyty 6emnoro UBeTa.
2 Identification by HPLC/ IComplies as prescribed / The retention time of the main peak
[TommuRocTs CooTsercTBYyET 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 ynepXHBaHUA OCHOBHOTO
m1Ka Ha XpoMarorpaMme
UCTILITYEMOTO  PacTBOpa  JOXKHO
COOTBETCTBOBATD BpEMEHH
YAEPXXHBAaHHA OCHOBHOIO IMKa Ha
XpoMaTorpaMme pacTBopa
CTaHAapTHOro ofpasua ueTHpH3NHa
THIPOXJIOPHIA (pasmen
«KonnyecTpeHHOE onpenenesney).
3 Average weight / Cpennss 1910 mg / 191,0 Mmr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
Macca 191,0 mr = 3,0% (ot 1853 mr no
196,7 mr)
4 Water / Bona 3.2% wiw/3,2% Not more than 8.0% w/w /
. He 6onee 8,0 %
5 Uniformity of dosage units 3513,5 The acceptance value (AV) should be
/ OnHopozHoCTE less than or equal to 15.0 /
N03UpOBAHMS [Toxasarens npuemMneMocTy (AV)
nomieH 66ITH He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TPORyKT cOOTBETCTBYET TpeGoBaHmAM HA

3axarwuenne: OHOBPEHQ
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykt : lerpun® TabneTkw, MOKpLITHIE NNeHOYHOH 06onoukoi, 10 Mr
Batch No/ B2200334 Batch Quantity / t 674.030 KG/
Cepun Ne O6bem napTun 674,030 KT
Analytical Report No / 2002FP22000159 Date of Analysis / ¢ 30-01-2022
AnaguTHyecKHii oTyeT No JlaTa aHa/u3a
Date of Manufacture / 01/2022 Date of Expiry / : 122024
JlaTa NpoH3BOACTBA Togen xo

Analysis performed according ND / Ananus nposexen no HII: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020

) Any unspecified impurity

JIrob6as eqnanYHAs
HEeWACHTHHIHIPOBAHH
as IPUMECh

h) Total impurities / Cymma
npumecei

0.07%/0,07%

0.2%/0,2%

Ne  [Test/IlokazaTenn Result / PeaynbTathi Specification / Hopma
6 Dissolution / PactBopenue 98%, 100%, 99%, 99%, 99%, 99% Not less than 80% (Q) of the
labeled amount of
Cz[H25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He w™enee 80 % (Q) or
HOMHHATBHOTO ColepX)aHHs
C2|H25C1N203'2HCI (uenxpnanﬂa
nuruapoxaopun) yepes 30 MHH.
7 Impurities by HPLC/
PoncTBeHHbBIE IPUMECH a) Not more than 0.2 % / ne Gonee 0,2
LETUPU3NHA %
. [ .ess than Limit of Detection
ra) Impurity A / (LOD=0.005%) b) Not more than 0.2 % / te Gonee 0,2
npumecs A A
b) Impurity B / Not detected / He 06 ic) Not more than 0.2 % / He 6onee 0,2
prMecs B ot detecte ¢ o6HapyxeHa o
c) Impurity C/ Not detected / He o6rapyxena
npuMecs C d) Not more than 0.2 % / He 6onee 0,2
%
) Impurity D f Less than LOQ (LOQ=0.003%)
npumechk D @) Not more than 0.2 % / ne 6onee 0,2
o) Impurity E / Less than LOQ (LOQ=0.023%) %
[pAkccs E f) Not more than 0.2 % / ne Gonee 0,2
f) Impurity F / Less than Limit of Detection %
npumecs F (LOD=0.015%)

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

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

Remarks : The Product confirms to ND/
IIpameuanne: [ponyxT cooTBeTcTBYeT TpeGoBanuaM HIT

Conclusion : APPROVED /
3akarovenne: ONOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJU3ZA
Product : Cetrine film coated tablets, 10 mg
{lpoayxr : IleTpur® Tabnetkw, NOKpPLITHIE MEHOYHOMN 0601104K0i, 10 Mr
Batch No / s B2200334 Batch Quantity / ¢ 674.030KG/
Cepusa Ne O6beM NapTuH 674,030 K"
Analytical Report No / ¢ 2002FP22000159 Date of Analysis / 30-01-2022
AHanuTHYeckuit oTyer Ne Hata ananusa
Date of Manufacture / 0172022 Date of Expiry / s 12/2024
JaTa npoussojacTea Tonen no
Analysis performed according ND / Anauus uposeyeH no H}I TTN013283/01-160919 (amend Ne 1 trom
12.05.2020 / u3m. Ne 1 ot 12.05.2020
Ne  [Test / Ioxazarens Result / PesyabTaTs! Specification / Hopma
8 Microbial limits /
Muxpobuonoruyeckas
HCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ - Not more than 1000 CFU/g /
count / O61uee aucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pobOHLIX MHKPOOPTraHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6wee aucno  Menee 10 KOE/r
IPOJOKEBLIX W TIECHEBBIX
rpu6os IShall be absent in 1g / OrcyrcTBHE B 1
Absentin 1g / Oreyrersyer s 1 I
c) E. coli
9 Assay / KonugectseHHoe 9.88 mg /9,88 mr Each film coated tablet contains nof|
orTpenieneHve less than 9.0 mg and not more than 11.0
mg Cz 1 H25C1N203 -2HCI (ceti rizine
dihydrochloride) per tablet / Ot 9,0 mr
nie 1 1,0 MT C21H25C1N203'2HC1
(UeTHpU3HHA  OMTHOPOXNOPHA) B
rabnerke.
10 Package / Ynakoska 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
fa carton. / Tlo 10 TabneTok B leaflet in a carton. "In bulk" package:
[MBX/antoMunneBoM 6nucrepe. IMo 10 blisters in a carton. 252 cartons in
3 6nmcrepa BMECTe ¢ HHCTPYKUMeEN Mo |master carton.
MPUMEHEHHIO YIIaKOBAHBI B TaYKy ITo 10 Tabnerox B
KapTOHHYIO. [1BX/anromunneBom Grrvcrepe. ITo 2
1M 3 Gnucrepa BMecTe ©
WHCTPYKIMEH 10 MPUMEHEHNIO
[YTIaKOBaHHI B N1aYKy KAPTOHHYIO,
‘Vmakoska "in-bulk": ITo 10
BIIVICTEPOB TOMEMANOT B KapTOHHYIO
kopobky. Ilo 252 xaproHmble
JKOPOGKH MOMEIAIOT B KapTOHHBIH
KOopob.
11 Labeling / Mapkuposxka According to ND / B cooTeercTuu ¢ HJ[
12 Storage conditions / At temperature below 25 °C. / Ipu Temneparype He Bbie 25 °C.
XpaHeHue
13 Shelf life / Cpok ronHocTy years / 3 ropa
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue; IMpoaykT cooTeTcTRYET TpeboBanuam HJI

3akmouenne: OTIOBPEHOQ
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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