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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTA3A
Product Cetrine film coated tablets, 10 mg
Iponykr : Ilerpus® TabuerTky, HOKPHITHIE MICHOYHOH 060104K0#, 10 Mr
Batch No /. : B2102450 Batch Quantity / 660.930 KG/
Cepusa Ne O0beM NapTHH 660,930 KT’
Analytical Report No / 2002FP21001499 Date of Analysis / : 15-07-2021
AHanuTHYecKHi oTueT Nt JlaTa aHaJiM3a
Date of Manufacture / : 06/2021 Date of Expiry / 05/2024
JlaTa npon3BOICTBA T'ogen go

Analysis performed according ND / Anaaus nposexen no HJ[: II N013283/01-160919 (amend Ne 1 from

12.05.2020 / m3m. Ne 1 ot 12.05.2020)

Neo Test / Iloxa3arenb

1 Description / Onucanue

?  |Identification by HPLC/

[ToTHHHOCTD

|Result / PesyabTarTst

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
TBOSIKOBBIILYK/IBIC TAONCTKH, ITOKPBITHIE
mwieHouHoM o6omouxoif 6enoro Bera, C
puckoii  Ha  omHOH  cropone. Ha
moIepeyHoM paspesec — sapo 6enoro
[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. /
Kpyrabie ABOAKOBBIIYKIIbIE Tabneriu,
[IOKPEITBIE  TIIEHOYHOM  060I0YKOH
Oeoro MWiaM moutH Oenoro IBeTa, C
puckoii Ha onmHOH cropone. Ha
IOTIEPEYHOM pa3pese — AApo oT Genoro
/10 IT0YTH OEJIoro 1BeTa.

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). /

Bpems yOEpXXUBaHHUSA OCHOBHOIO
MHKA Ha XpoMaTorpamMme
HCOIBITYEMOTO  PacTBOpa  NOJDKHO
COOTBETCTBOBATh BpPEMCHH
yICPKUBAaHHA OCHOBHOIO ITHMKAa Ha
XpOMaTorpaMme pacTBopa
cTanmapTHOrO o6pasua IeTHpHU3HHA
THAPOXJIOPHIA (pasgen
«Konn4ecTBEeHHOE ONIPENENICHHE).

3 Average weight / Cpeauss

Macca

190.4mg / 190,4 Mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 mMr no
196,7 mr)

4 Water / Bona

3.1% wiw / 3,1%

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

5 Uniformity of dosage units

OIHOpOIHOCTE
\HO3UPOBAHMS

22722

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazatens mpueMiaeMocT (AV)
nosxeH 6b1Th He Gonee 15,0,

6 Dissolution / PacTBopenue

99%, 100%, 100%, 99%, 98%, 98%

Not less than 80% (Q) of the
labeled amount of
Cy1H,5CIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

B - He wmenee 80 % (Q) or
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanne; [IpoxykT cooTBeTCTBYCT TpeboBaHMIM HJL 3axmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
[Product Cetrine film coated tablets, 10 mg
Nponykr : Illerpun® TabIeTKH, IOKPHITHC IIEHOIHON 060104K0H, 10 Mr
Batch No / : B2102450 Batch Quantity / 660.930 KG/
Cepus Ne O0neM napTHH 660,930 KT’
Analytical Report No / 2002FP21001499 Date of Analysis / 15-07-2021
AHanaTHYecKHii oTyeT Ne Jlara anann3a
Date of Manufacture / : 06/2021 Date of Expiry / 05/2024
JlaTa NIpoH3BOACTBA T'ogen no

12.05.2020 / m3M. Ne 1 ot 12.05.2020)

Analysis performed according ND / Anaxn3 nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from

No Test / Iloxa3arean

Result / Pe3yabTaThl

Specification / Hopma

HOMHMHAJILHOIO coltepxanus
C,1H,5CIN,O5-2HCl (netupusuna
MUruapoxIopua) yepes 30 MuH.

7 Impurities by HPLC/
PojicTBeHHBIE TPUMECH

g) Any unspecified impurity

JIrobas equuuaHAas
HEUICHTH(QHUIPOBAHH
fas IpUMech

h) Total impurities / Cymma
TpuMecet

LETUpU3UHA

. Not detected / He o6rapyxena
a) Impurity A /
npuMecs A

— 0,
b) Impurity B / Less than LOQ (LOQ=0.010%)
npumecs B
c) lmpurity C/ Not detected / He oOHapy»xeHa
npumecs C
d) Impurity D / Less than LOQ (LOQ=0.003%)
mpumecs D
0.04% / 0,04%

e) Impurity E /
apumecs B Not detected / He o6HapyxeHa
) Impurity F /
npumecs F

0.09% / 0,09%

0.1%/0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/

Ipumeuanune: [IpoayKT cooTBETCTBYET TpeboBanmam HJ

Conclusion : APPROVED /
Saxaouenne: OJJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHATHU3A
Product Cetrine film coated tablets, 10 mg
IMpoaykT IeTpun® TabieTkn, MOKPLITHIE INIEHOYHOH 0007104K0#H, 10 Mr
Batch No / : B2102450 Batch Quantity / 660.930 KG /
Cepns Ne O6beM NApTHH 660,930 KT’
Analytical Report No / 2002FP21001499 Date of Analysis / 15-07-2021
AHaJMTHYECKHH oTyeT N JlaTa aHAJIN3a
Date of Manufacture / : 06/2021 Date of Expiry / 05/2024
JlaTa Npon3BOACTBA Topnen no

Analysis performed according ND / Ananus nposenen no HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020)

Ne Test / Iloxa3zaTesb

|Result / PesyanTaTsl

Specification / Hopma

8 Microbial limits /

HHUCTOTAa

Muxkpobnonornieckas

a) Total aerobic microbial
count / Obmee 9ucno
a5p00HbIX MUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / Ob1ee uncio
IPOMIKEBBIX U IIECHEBBIX

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

ILess than 10 CFU/g /
;NICHCC 10 KOE/r

|Absent in 1g / OtcyTcTByeT B Ir

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

INot more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g / OrcyrcTeHe B 1
r

rpu6oB
c) E. coli

9 Assay / KonuuecTBeHHOE
onpeicIeHue

10 Package / YnakoBka

110 tablets in PVC/aluminum blister. 3

9.79 mg /9,79 mr

Each film coated tablet contains nof;
less than 9.0 mg and not more than 11.0
mg C21H25C1N203 -2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
M(e] 1 1,0 Mr C21H25C1N203 -2HC]
(ueTHpH3WHA  JUTHIPOXIIOPUN) B
rabmerxe.

blisters and patient information leaflet in a
carton. / TTo 10 Tabnerok B
([IBX/anromunuesom Gaucrepe. Ilo 3
onucTepa BMecTe ¢ HHCTPYKLHME 110
[IPUMEHEHUIO YIAKOBaHL] B MaUKy
KapTOHHY!O.

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

ITo 10 Tabnerok B
[IBX/amomunuesoM Gnuctepe. [To 2
i 3 6micTepa BMecTe ©
HMHCTPYKIHEH 110 IPUMEHEHHIO
yIIaKOBaHbI B AYKy KAPTOHHYIO.
Vnakoska  "in-bulk": Ilo 10
GIIMCTEPOB TTOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapToHHBIE
KOpOOKHM IOMEINAl0T B KapTOHHBIM
KOpoO.

11 Labeling / MapKI/IPOBKa_

Accordingto ND /B cootBercTBun ¢ HJ|

12 |Storage conditions /
XpaHeHue

At temperature below 25 °C. / IIpu Temnepatype He Beime 25 °C.

13 Shelf life / Cpok rogsoCTH

3 years / 3 roga

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykr coorsercTBYeT Tpebosanmsam HJI

Conclusion : APPROVED /
Zaximouyenune: OJJOBPEHO
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