Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Product Cetrine film coated tablets, 10 mg

|TponykT LleTpuH® TabreTKy, MOKPBITHIE TUIEHOYHOH 0601101K0M, 10 MP |
Batch No / B2300654 Batch Quantity / 687.600 KG /

Cepus Ne O6neM NapTMR 687,600 KI"

Analytical Report No / 2002FP23000674 Date of Analysis / ¢ 09-03-2023
AHaJIuTHYecKHuil oTuet Ne JlaTa anajmn3a

Date of Manufacture / 02/2023 Date of Expiry / 01/2026

JdaTa npou3BoacIea TI'onen o

Analysis performed according ND / Anaans nposeaen no HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

| Ne Test / TlokazaTeas

Result / PezyasTaThl

Specification / Hopma

1 Description / Onvicanue

IBOAKOBBIITYKJIBIC Ta6H€TKI/I,

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsie
MOKPBIThIE
mIieHo4HoH obojroukoif Gemoro uBera, ¢

puckoif Ha  omHo#t  cropoHe. Ha
orepeyHoM paspese — sagpo Oenoro
uBera.

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. /
Kpyrsibie QBOSKOBBIMTYKITBIE TaGlICTKH,
TOKPEITEIE  TUIEHOYHOH  060104Koit
fenoro WKW mnodTH Oenoro 1ReTa, C
puckoii Wa ongHOW cTopoHe. Ha
NomepeyHoOM paspese — sipo oT Germoro
10 MOYTH GeJIOro LBETa.

2 Identification by HPLC/
[TonnuHHOCTH

R 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 yaepXuBaHWA OCHOBHOTO
nKa Ha XpoMarorpaMMme
HCIILITYEMOTO ~ pacTBOpa  JIOIDKHO
COOTBETCTBOBATh BpeMeHH
yIep)XWBaHH OCHOBHOTO MMHUKa Ha
XpomarorpaMme pacTBopa
cTaHAapTHOro obpaszlia LETHPH3MHA
THIPOXJIOpHIa (pazmen
«KonuuecTBEHHOE ONPEHETICHUEN ).

3 | Average weight / Cpenmss
Macca

188.4 mg / 188,4 mr

Water / Boga

() ‘ ES

Uniformity of dosage units
/ OQHOPOTHOCTH
MO3MPOBAHUSL

2.2% wiw /2,2%

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

Not more than 8.0% \A?V/W /
He 6oee 8,0 %

54/54

The acceptance value (AV) should be
less than or equal to 15.0 /
[ToxazaTens npuemieMoctu (AV)
imoykeH ObITh He 6omee 15,0.

Remarks : The Product confirms to ND/
Mpumeyanue: ITpomyKT cooTBETCTBYET TpeboparnsM HJ{

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Cetrine filin coated tablets, 10 mg

Hpoaykt : lleTpuH® TabneTKH, TOKPHITHIE TUIEHOYHOH 0001104K0i, 10 Mr )

Batch No / : B2300654 Batch Quantity / 687.600KG/
Cepus Ne O06beM MapTUH 687,600 KI"

Analytical Report No / : 2002FP23000674 Date of Analysis / : 09-03-2023
AHAJHTHYCCKHIl oTUeT Ne Jarta anaausa

Date of Manufacture / : 02/2023 Date of Expiry / 01/2026

JaTa mpounssojacTea I'ogex 1o

Analysis performed according ND / Auasin3 nposegen mo HJL: TI N013283/01-160919 (amend Ne 1 from

12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Ne Test / [loxasaTenn _ Result / Pe3ybTaThl | Specification / Hopma :_

6 Dissolution / Pacreopenue 97%, 98%, 99%, 99%, 99%, 99% Not less than 80% (Q) of the
labeled amount of
021H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or

HOMWHAITRHOTO comemKaHus

CQ1H25CIN203’2HC1 (HCTI/IpI/BWHa
- - i uraapoxaopua) yepes 30 MuH.

7 Impurities by HPLC/

PoicTBEHHBIC TIPUMECH a) Not more than 0.2 % / ne Gonee 0,2
LETUPU3NHA Yo
' Less than Limit of Detection
a) Impurity A / (LOD=0.005%) b) Not more than 0.2 % / He Gonee 0,2
npuMech A %
b) Impurity B / Not detected / He o6Hapysxena c) Not more than 0.2 % / He 6onee 0,2
npumecs B %,
c) Impurity C/ 0.02% / 0,02%
npnmMech C d) Not more than 0.2 % / 1e 6onee 0,2
%o
d) Impurity D / Not detected / He obHapyxeHa
mpumecs D e) Not more than 0.2 % / He 6onee 0,2
e) Impurity B / Less than LOQ (LOQ=0.023%) o
pigrmcerl f) Not more than 0.2 % / e 6onee 0,2
f) Impurity F / Less than Limit of Detection %
npumecs F (LOD=0.015%)
g) Not more than 0.2% /
g) Any unspecified impurity He 6onee 0,2%
JIro6ast emAUYHAS 0.06% /0,06%
HEUCHTH QUM POBAHH h) Not more than 2.0% /
a1 NPUMECh He 6onee 2,0%
h) Total impurities / Cymma ~ 0-1%/0,1%
npuMecent
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpoaykT cooTBeTCcTBYET Tpebosanmsam HJI Saxawuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg |
Mpoaykr ]leTpuH® TabneTKH, MOKPLIThIC TIEHOYHO 06onovkoi, 10 Mr B - |
Batch No / B2300654 Batch Quantity / 687.600 KG /
Cepus Ne O0bem napTuu 687,600 KI"
Analytical Report No / 2002FP23000674 Date of Analysis / : 09-03-2023 1
AHaduTUYecKHil oTyeT No JlaTa aHajam3a N
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JlaTa Mpou3BOACTBA Togen no -

Analysis performed according ND / Ananus nposeaen mo HJI: IT N013283/01-160919 (amend Ne 1 from

12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3mM. Ne 2 ot 07.10.2021)

| Ne Test / lloxazaTean Result / PesynTaThl | Specification / Hopma :
8 Microbial limits /
| Mukpo6uonoruueckas
| HCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
' count / OG11ee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a’3poOHBIX MIKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6mmee uncio  [Menee 10 KOE/r
IPOMCKEBBIX U TUTECHEBBIX
rpu6oB Shall be absent in 1g / OtcyrcTBre B 1
Absent in 1g/ OtcyTcTBYET B 1T r
c) E. coli il
9 Assay / KonnyecrBeHHoe 10.03 mg /10,03 mr Each film coated tablet contains not
oTIpesiesieHNe less than 9.0 mg and not more than 11.0
mg  CyHysCIN;O3-2HCl  (cetirizine|
dihydrochloride) per tablet / Ot 9,0 mrl
00 1 1,0 MT C21H25C1N203 -2HCI
(ueTupusnHa  OUTUAPOXIOPHN) B
TabneTke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blistcrs and paticnt information leaflet in jor 3 blisters and patient information
a carton. / [To 10 Tabnetok B leaflet in a carton. "In bulk" package:
[BX/amomunnesom 6mucrepe. [To 10 blisters in a carton. 252 cartons in
2 6rucTepa BMECTE C MHCTPYKUMEH Mo [master carton.
NPUMEHEHWIO YTIaKOBaHEI B ITa4YKy / TTo 10 TabneTok B
KapTOHHYIO. [MBX/amomuunesoM ommcrepe. ITo 2
unu 3 6aucTepa BMECTE C
WHCTPYKIHEH MO TIPUMEHEHHI0
yITaKOBaHBI B TAYKy KapTOHHYIO.
Voakoska  "in-bulk": Ilo 10
GIIICTEPOB MTOMELIAIOT B KAPTOHHYHO
kopobky. Ilo 252  kapToHHble
KOpPOOKH TOMEIIAIOT B KapTOHHBIR
I - KOpob. -
11 Labeling / MapkrpoBka According to ND / B cooteetrcTeum ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Bbiwe 25 °C.
' XpaHeHne
13 Shelf life / Cpok roxHocT 3 years / 3 roga o o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INMpumeyanue: ITpoayKT cooTBETCTRBYET TpebosanusM HJI 3akiouenne: OJJOBPEHO
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Uncontrolled Copy
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