Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Cetrine film coated tablets, 10 mg |
MpoaykT : UetpuH® TabneTky, MOKPLITHIE NIEHOYHOI 06071049KOH,10 M
Batch No/ : B2300653 Batch Quantity / 687.600 KG /
Cepus Ne O0beM mapTun 687,600 KT
Analytical Report No / : 2002FP23000637 Date of Analysis / : 07-03-2023
AvaguTnyeckuii oTuer Ne Jarta ananusza - _
Date of Manufacture / : 02/2023 Date of Expiry/ 01/2026
JlaTa MpoH3BOACTBA I'onen 1o

Analysis performed according ND / Auanu3s nposeaer no H/{: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / nu3m. Ne 2 o1 07.10.2021)

=)

_'_N_ | Test / Ioka3aTenb Result / Pes_ngmTaTbl

White coloured, round,

PUCKOH  HA  OuHO#
MONEpEYHOM paspese —
LIBETA.

[ToanunHoCTb CooTBeTcTBYyET

Specification / Hopma

biconvex film

1 Description / Onucanve coated tablet with a breakline on one side.
While cote vu a cross section. / Kpyiibie
JIBOSIKOBBIMYKIIbIE TabNeTKU, MNOKpbIThbIE
mIeHoYHoil obonoukoil Oenoro 1usera, ¢

cropode.  Ha
sapo  Gernoro

White or off white coloured, round,
biconvex film coated tablet with a
Lreakling on one side. White o ofl
white core on a cross section. /
Kpyrisle ABOAKOBEBINYKIIbIE TaONETKH,
LIOKPbIThIE  TUIGHOYHOW  o6onmoukoit
Genoro unu nodytH Oenoro 1ugera, c
puckol Ha OIOHOHl  CTopoHe. HaI
MOMepPeYHOM pazpese — AIpo oT benoro
no o4ty 6en0ro 1BeTa.

2 Identification by HPLC/ C_oglpﬁes as prescriba T I

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). /

Bpemsi ynepxuBaHHS OCHOBHOTO
1171 %1 Ha XpoMarorpaMmme
UCIIBITYEMOI0  pacTBOpa  JOJKHO
COOTBCTCTBOBATh BpPEMCHHI
yIepXKUBaHW OCHOBHOTO TIMKa Ha
KpoMarorpammMe pacTBopa
cTaHAapTHOro obpasla LeTHpU3NHA
MUOpOXIOpHAA (pazmen
«KonuuecTBeHHOE onpeneneHne).

3 Average weight / Cpenmss 190.1mg / 190,1 mr
Macca

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 1853 wmr o
196.7 mr)

Water / Boga 2.5% wiw/2,5%

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

U:[ ESS

Uniformity_ of d&age units 49/49
OnHOPOOHOCTH
1O3UPOBAHUS

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokasarens npuemiaeMoctH (AV)
momkeH OBIThL He Gomnee 15,0.

Remarks : The Product confirms to ND/

IMpumeuanue: ITponykT cooTBeTcTBYET TpebopanusM HJL

Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg |
Mpoaykr  : Lerpus® TabneTku, NoKpbIThiE TWIEHOYHOH 060n04K0H,10 MI
Batch No / B2300653 Batch Quantity / 687.600 KG /
|Cepusi Ne O6nem mapTuu 687,600 KI" B
Analytical Report No / 2002FP23000637 Date of Analysis / 07-03-2023
AHayMTHYeCKMIA oTyeT Ne B |JaTa aHaau3a o |
Date of Manufacture / 02/2023 Date of Expiry / 01/2026 o
JaTta npou3BoAcTBa T'onen po

Analysis performed according ND / Anasans mposegen mo HI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / 3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

6

Ne

Test / [TokazaTenan
Dissolution / PactBopenue

! Impurities_by HPLC/
PojcTBeHHbIE TPUMECH
LEeTUpH3NHA

a) Impurity A /
npumecs A
b) Impurity B /
npuMech B
c) Impurity C/
npumecs C

d) Impurity D /
npumecsk D

e) Impurity E /
npumMecs E

f) Impurity F /
apuveck F

g) Any unspecified impurity

Jro6as equaugHas
HEUOEHTU(PULMPOBAHH
ast IpyMech

h) Total impurities / CymMmma
npumMecei

Specification / Hopma

Result / Pe3ym,TaT|>|__ -
98%, 100%, 98%, 97%, 98%, 98%

Less than Limit of Detection
LOD=0.005%)

Not detected / He obHapyxeHa

0.02% / 0,02%

INot detected / He oOHapyxeHa
0.02% / 0,02%

Less than Limit of Detection
(LOD=0.015%)

0.06% / 0,06%

0.2% /0,2%

Not less than 80% (Q) of the
labeled amount of
CZIH25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He mMenee % (Q) or
HOMHHAJILHOTO COTepKaHNsA
C, HysCIN,O5 - 2HCI (netupnsuna
nuruapoxyaopun) yepes 30 MuH.

80

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: IpomykT cooTBeTcTBYET Tpebosannam HJI

Conclusion : APPROVED /
3axauenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg ]
TpoayxT LleTpus® TabeTKu, MOKPLITbIE NIECHOYHOM 06051049KO0M, 10 Mr o ¥
Batch No / B2300653 Batch Quantity / 687.600 KG/
Cepus Ne O0beM napTuu 687,600 K"
Analytical Report No / 2002FP23000637 Date of Analysis / . 07-03-2023
AHaauTHYecKHii oTyer No _ |MaTa ananusza
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JdaTa npow3Bo/ICTBA ___|Tonen o |
Analysis performed according ND / Ananu3z nposexen mo H: TIN013283/01-160919 (amend Ne 1 from -
12.05.2020 / uzMm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)
Ne [ Test/MokazaTenn | Result/ PesyabraTnl Specification / Hopma
8 Microbial limits / |
Mukpobuonornieckas
YUCIUTY
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1ee yucno Menee 10 KOE/r He 6omee 1000 KOE/T
a3POOHBIX MUKPOOPI'dAHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6omee 100 KOE/r
mould count / O6wee uncnio |Menee 10 KOE/r
APOMIKEBEIX W MIICCHEREBIX
rpuGoR Shall be absent in 1g / Orcyrcrue B 1
|Absent in 1g / OtcyTcTByeT B IT I
c) E. coli i B -
9 Assay / KonmmaecTBeHHOE 9.93 mg/ 9,93 mMr Each film coated tablet contains not
oTipeieneHye less than 9.0 mg and not more than 11.0
mg  C, HysCIN,O3-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr|
10 11 ,0 Mr C21H25C1N203 -2HCI
(ueTupuznuna JUTULIPOXIIOPHA) B
TabJeTke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 TabreTok B leaflet in a carton. "In bulk" package:
[IBX/amomunneBom 6nuctepe. [1o 10 blisters in a carton. 252 cartons in
2 dnucTepa BMecTe ¢ MHCTpYKIHEH 110 master carton.
MPIMEHEHUIO YITAaKOBAHBI B TTAUKY / TTo 10 Tabnerox B
KapTOHHY1O. [IBX/anroMuuneBoM 6muctepe. [To 2
uni 3 6JMcTepa BMECTe ¢
HHCTPYKIUEH 110 TPUMEHEHHF0
YITAKOBaHEI B 1Ta4Ky KapTOHHYIO.
Vmakopka  "in-bulk": Tlo 10
OIUCTEPOB TOMELIAIOT B KAPTOHHYTO
kopoOky. Ilo 252 xapToHHbIE
KOpPOOKH TOMENIaloT B KapTOHHBIN
— Ikopod. - =
11 Labeling / Mapkuposka According to ND / B cootBeTcTBHM ¢ H/J
12 Storage conditions / At temperature below 25 °C. / TIpu TeMneparype He Boliuie 25 °C.
XpaHeHne
13 Shelf life / Cpok rogroctn 3 years / 3 roza N o ]
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ipoxykr coorBeTcTBYET TpeboBanusm HJI 3axawuenune: OJOBPEHO
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