CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg
[MTpoaykT Lletpun® tabyeTku, noKpbLITHIE NIACHOYHON obooukol, 10 Mr
Batch No / : B2202193 Batch Quantity / 1 687.600 KG/
Cepus Ne ___|O6bem mapTun 687,600 KT"
Analytical Report No / 2002FP22001389 Date of Analysis / i 16-07-2022
AHalIUTHYECKHI oTyeT No JlaTa ananusa
Datc of Manufacture / 06/2022 Date of Expiry / 05/2025
JlaTa npou3BoACTBA Toxen go
Analysis performed according ND / Ananns nposenen mo HJI: [TNO13283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne | ot 12.05.2020, amend No 2 from 07.10.2021 / m3m. Ne 2 o1 07.10.2021)

;TVQ Test / TMokazaTens

1 Description / Onucanne

_;.Identiﬁcation by HPLC/
TTomIMHHOCTE

I

Uncontrolled Copy

Result / PeaynbTarer
White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnbie
JBOSKOBBIYKIIbIC TaGJIeTKH, [TOKPLITLIE
[eHo4yHoi oboyoukol Oenoro nBera, ¢
puckoii Ha omHOW  cropoHe. Ha
rnonepevHoM paszpese — sapo Gemnoro
BeTA.

Specification / Hopma

White or off white coloured_, rouﬁ,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyriisle MTBOSKOBBITYKITBlE TabIeTKH,
MOKPBITBIC  INICHOYHOW  060moukoil
Germoro wnu mouTd Oenoro usera, ¢
prckoll Ha omHOW cTopoHe. Ha
MOTIEPEYHOM pazpese — ANPO 0T Oeoro
1o mouTH OeNloro 1BeTA.

Complies as prescribed /
CooTeeTcTBYET

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 ynepxwBaHWs OCHOBHOTO
THKa Ha XpoMaTorpaMmme
VCTIBITYEMOTO ~ PACTBOPA  JTOIDKHO
COOTBETCTBOBATH BpEMeHRN
YAEP)KUBAHWA OCHOBHOTO THKa Ha
XpoMaTorpamme pacTBOpa
craHgapTHOro obpasla LeTUpU3NHa
rugpoxJopnaa (pazmen
«KonmdecTBeHHOE ONIPENETEHAE ).

B Average weight / Cpennsis
Macca

4 Water / _Boua_

189.0mg / 189,0 mr

3.3% wiw /3,3%

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

He 6onee 8,0 %

5 Uniformity of dosage units
|/ OmHOpOIHOCTE
N03UPOBAHNS

43/43

The acceptance value (AV) should be
less than or equal to 15.0/
[Mokazarens npuemnemoctd {AV)
nomked ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
Mpumeganue: [Ipogykr cooTBeTcTBYET TpebOoRBauMaM HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg

IpoaykT LleTpna® TabIeTKN, TOKPLITLIE NNEeH0IHOI 000sI0uKoi, 10 MT

Batch No / : B2202193 Batch Quantity / : 687.600 KG/
Cepus Ne B |O6bem napTUn 687,600 KI'
Analytical Report No / 2002FP22001389 Date of Analysis / 16-07-2022
AnagutHuecknif otuet No Jarta anasn3a

Date of Manufacture / 06/2022 Datc of Expiry / 05/2025
Hdara npounszBoacrsa Toaen go

Analysis performed accordi;lg_NF/ Anamus nposexen no H: [TN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

Test / Mokasarenn

Ne
6 Dissolution / PacTsopenue

| Result / PesynnraTel

| 100%, 98%, 100%, 96%, 100%, 100%

7 Impurities by HPLC/
Poncreennsie npuMecn
ETHPU3NHA

a) Impurity A /
npumecsh A
b) Impurity B /
mpuMeck B
c) Impurity C/

npumecs C

d) Impurity D /
npuMeck D

Uncontrolled Copy

e) Impurity E /
npumecs E

f) Impurity F /
npumecsk F

g) Any unspecified impurity

JItoban equHnuHAas
HeuneHTHGUIUPOBAHH
as npuMech

h) Total impurities / Cymma
npumecei

Not detected / He oOHapyskeHa

Not detected / He o6napyxena

Not detected / He o6napysxena

Not detected / He obnapyxena

Less than LOQ (LOQ=0.023%)

Less than Limit of Detection
(LOD=0.015%)

0.09% /0,09%

0.1%/0,1%

 Specification / Hopma

labeled amount of
C,,H,5sCIN,O;-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He w™enee % (Q) or
HOMWHAITLHOTO COfepKaNN
C, H,sCIN;O5-2HCI (uetnpusnua
nuruapoxiopun) vepes 30 Mun.

80

| Not less than 80% Q) of the :

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

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

c) Not more than 0.2 % / ne 6omee 0,2
%

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

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

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

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

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

Remarks : The Product confirms to ND/
Mpumeuanne: [IponykTt cooTBeTcTBYET TpeboBanmaM HJJ

Conclusion : APPROVED /
3axaroucnaune: OJJOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

[Product Cetrine filim coated tablets. 10 mg

Mpoaykt : [lerpun® TabneTky, NoKpLIThie NaeHoYHON 0601104 K0MH, 10 Mr -

Batch No / : B2202193 Batch Quantity / 1 687.600 KG/

Cepus No_ B Oo0nLem mapTuu 687,600 KI”

Analytical Report No/ 2002FP2200138&9 Date of Analysis / 16-07-2022

AnanuTHueckuii oTuer No JMata awannza

Date of Manufacture / 06/2022 Date of Expiry / 05/2025

JlaTa npou3BoaCTBA Togen xo -
Analysis performed according ND / Ananuz nposemen o H: [T N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020. amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

| Ne __'T__e_st / MokaszaTens Result / Pe3yanTaTh - _'_Speciﬁcation / Hopma__ -
8 |Microbial limits / .
MukpoGuonornaeckast
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obree ancio Menee 10 KOE/r He 6omee 1000 KOE/r
a3pOGHBIX MUKPOOPTAHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6osree 100 KOE/r
mould count / O6ee uncno  [Menee 10 KOE/r
DIPOMCKEBBIX W MITECHEBBIX
rpuboB Shall be absent in 1g / Otcyrcreue B |
Absent in 1g / OtcyTcTByeT B IT r
e E.coli
9 Assay / KonndecTBeHHOE 9.85mg/ 9,85 mr Each film coated tablet contains nof
joripenencHue less than 9.0 mg and not more than 11.0)
img  CyHysCIN,O3-2HCl  (cetirizing
[dihydrochloride) per tablet / Ot 9,0 wr
J0 1 1,0 Mmr CQ]I'I25C1N203'2HC1
|(ueTnprzuna IUTUIPOXIIOPUI) B
rablieTke. —
10 | Package / Ynakogka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet jor 3 blisters and patient information
in a carton. / TTo 10 Tabnerox B leaflet in a carton. "In bulk" package:
[IBX/amomunneBom brvctepe. [To 10 blisters in a carton. 252 cartons in
3 onucTepa BMECTe ¢ UHCTPYKUMEH no  |master carton.
MPUMEHEHUIO YTIAKOBAHBI B MUKy TTo 10 Tabnerox B
KapTOHHYIO. [BX/amomuHuesom 6nncrepe. I1o 2
pr 3 GrmcTepa BMeCTe ©
MHCTPYKUMeE# 10 IpUMeHEeHNIO
YMAKOBaHbIl B IAUKY KAPTOHHY!O.
Vnakoska  "in-bulk":  Tlo 10
GTHCTEPOR TIOMEMIAOT B KAPTOHHYHO
kopobxy. [lo 252 xapToHHBIE
KOpoDKM MOMEIlaloT B KapTOHHBbIH
L N ___|kopob. N
11 Labeling / MapkupoBka According to ND / B cootBerctenm ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Bbilue 25 °C.
Xpauenue
13 |Shelflife / Cpok romsoctn 3 years / 3 roma R
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [poaykr coorseTcTBYET TpeboBanmsm HJT 3akaouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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