CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg ]
MpoaykT Llctpuu® TaGneTku, NoKpbIThe Menoqol obonouko, [0 Mr )
Batch No / B2202195 Batch Quantity / 1 687.600 KG/
Cepust Ne B O0BemM mapTum 687,600 K" ]
Analytical Report No / 2002FP22001421 Date of Analysis / ¢ 19-07-2022
AnaanTueckunii oTuet No JlaTa ananusa
Date of Manufacture / 07/2022 Date of Expiry / 006/2025
Hata nponssoacrea Topen xo

Analysis performed according ND / Anaaus nposeaen no H: IT1N013283/01-160919 (amend Ne 1 from

[ No

| Test / Iloka3zaTenn

1 Description / Onucanne
|

|
I

2 . Identification _by HPLC/
{[MTopMUHHOCTE

\ABOSKOBLIMTYKJIbIE Ta6J'leTK]/],

'Complies as prescribed /

12.05.2020 / mam. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

[ Result /_Pe3)iJIBT3Tbl

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrntie
[I0KpBITHIE
[UIeHOYHOM ofOonoukoii Gemoro 1BeTa, ¢
puckoit Ha  ONHOH  CTOpOHE.
nornepeuHoM pazpese — saapo OGenoro
BeTA.

CoOTBRETCTBYET

Ha|nmokpsiTeie

Specification / Hopma

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. /
Kpyribie OBOAKOBBIIYKIBIE TAGNETKH,
IUTEHOYHOH  obosoukoil
{oenoro wnm moutu Genoro imeta, ¢
jprickoll  Ha omHOW  cTopowe. Ha
[moTiepevHOM pa3spese — SApo oT 6enoro
110 IMOUTK $eJIoro 1BeTa.

| 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 ynepxuBaHHA OCHOBHOTO
nuKa Ha XpoMaTorpaMme
WCIIBITYEMOTO  pacTBOpa  JOJKHO
COOTBETCTBOBATH BPEMEHA
yAEpKMBAHNA OCHOBHOTO THKAa Ha
XpomarorpamMme pacTBopa
craHaapTHOro 06pasua UeTHPH3NHA
THAPOXIIOPNIA (pazmen
«KomiyecTREHHOE ONIPENETICHHE).

3 Average weight / Cpennss
Macca

4 Water / Boga

5 Uniformity of dosage units
/ OmHOPOOHOCTH
[MO3UPOBAHN

189.7mg / 189,7 mMr

3.6% wiw / 3,6%

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 1853 Mr mo
196,7 mr) -
Not more than 8.0% w/w /

He 6oinee 8,0 %

4.8/4,.8

The acceptance value (AV) should be
less than or equal to 15.0/
[TokazaTtens npuemieMoct (AV)
noinkeH OuITE He Goree 15,0,

Remarks : The Product confirms to ND/
TMpumeyanue: IIpoayKT cOOTBETCTBYET TpedoBannaM HIL

Conclusion : APPROVED /
Zaxmoyenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr @ Lletpud® tabneTky. nokpLiThie NIEHOYHOH 060104KOI, 10 Mr
Batch No / B2202195 Batch Quantity / 1 687.600 KG/
|Cepun Ne OoLem napruu 687,600 KI'
Analytical Report No / 2002FP22001421 Date of Analysis / 19-07-2022
AHANHTHYECKUH 0THeT No Jara anaania il
Date of Manufacture / 07/2022 Datc of Expiry / 06/2025 -
JlaTta npon3BoAcTBA Tonmen 10

Analysis performed according ND / Anasnns nposeaen no HI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne | Test/ Mokazatens

6 | Dissolution / Pacteopenie

| Result / PezyabTarhi
100%, 97%, 101%, 101%, 99%, 99%

I -
7 Impurities by HPLC/
Popcreennsie ipumecn
HeTHPU3NHA

a) Impurity A /
npumMecs A
b) Impurity B /
npuMmecs B
¢) Impurity C/

npumecs C

d) Impurity D /
npumeck D

e) Impurity E /
npuMecs I

f) Impurity F /
npuMecsk F

JlioGan eqHuyHas
HeWACHTHPUUMPOBAHH
asi IPUMeECh

npuMecei

g) Any unspecified impurity

h) Total impurities / CymMmma

Not detected / He obnapyxena
Not detected / He oGHapyskeHa

Not detected / He oB6Hapyxena

Not detected / He o6HapyxeHa

|
0.04% / 0,04%

Not detected / He o6HapykeHa

0.07% /0,07%

0.1%/0,1%

| Specification / Hopma

Not less than 80% (Q) of the
labeled anmount of
C, H,,CIN,O,-2HCl (cctirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMWHANIBHOTO coaepkanus
C,H,5CIN,O5-2HCI (uetupusuna
muruapoxsiopun) wepes 30 MuR.

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

b) Not more than 0.2 % / He GoJee 0,2
%

c¢) Not more than 0.2 % / e Goxee 0,2
%

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

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

If) Not more than 0.2 % / ne 6osee 0,2
%

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

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

Remarks : The Product confirms to ND/
Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3akmwoyenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

JaTa npousBoacTBa

Product Cetrine film coated tablets, 10 mg

MpoaykT LleTpia® TabieTk1. NOKPLIThIE MEHOYHOH 000104K0#H, 10 MT B -

Batch No / B2202195 Batch Quantity / : 687.600 KG /

Cepua Ne - Obnem napTuu 687,600 KT

Analytical Report No / 2002FP22001421 Date of Analysis / 19-07-2022
AnanuTndeckuii oTaeT No _|MaTa anayiu3a - I _
Date of Manufacture / 07/2022 Date of Expiry / 06/2025

Analysis performed according ND / Awanns nposenen o HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

Tonen o

Specification / Hopma

Not more than 1000 CFU/g /
He 6omee 1000 KOE/T

Not more than 100 CFU/g /
He 6osree 100 KOE/r

Shall be absent in 1g / OtcytcTaue & 1
r

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg Gy HysCIN,O;-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 wmr|

no 11,0 wmr G HysCINyO5-2HCI
(ueTwpusuHa  AWCHAPOXIIOPHN) B;
TabreTke.

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.

/ Tlo 10 TabmeTok B
[IBX/amomuHuesom 6aucrepe. 1o 2
nnw 3 6mictepa BMecTe ©
MHCTPYKUMEH 110 TPUMEHEHHIO
yIaKOBaHbl B MAaYKy KapTOHHYIO.
Vnakoska  "in-bulk™: Tlo 10
6AUCTEPOR OMEIAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapronHbie
KOpoOKY TOMENIAI0T B KapTOHHBIH

KopoO.

At temperature below 25 °C. / T1pu TeMnepatype He Bbiie 25 °C.

Ne | Test/IokazaTenn Result / PE3_y.ﬂbTaTu
8 Microbial limits /
Mukpobwonmorndeckas
uuCTOTA
a) Total aerobic microbial Less than 10 CFU/g /
count / OGinee TrcIO Mewnee 10 KOE/T
a’poOHBIX MMKPOOPTaHM3MOB
b) Total combined yeasts and |Less than 10 CFU/g/
mould count / O6iee uncino  [Menee 10 KOE/r
IPOXCKEBBIX W ITIIECHEBBIX
| rpuboB
Absent in 1g / OrcyTcTByeT B IT
) E. coli
9 | Assay / KommuecTBeHHOE 9.79 mg/ 9,79 mr
onpeneneHne
10 Package / YnaxoBka 10 tablets in PVC/aluminum blister.
3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnerok B
([TBX/amomuaneBom bitncrepe. ITo
3 GnucTepa BMecTe C MHCTPYKLUMWEH 1o
MPUMEHEHHFO YTTaKOBaHEI B TTAUKY
. KapTOHHYIO.
11 Labeling / Mapkuposxka According to ND / B coorsetcteun ¢ HJJ
12 Storage conditions /
XpaHeHne
13 Shelf life / Cpox roanoctv 3 years/ 3 roaa o

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT cooTBeTcTBYET Tpebosanugm HJI

Conclusion : APPROVED /
3axmiouenne: OJJOGPEHO
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ELECTRONIC SIGNATURES
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