CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

Ilponyicr Llerpun® tabierku, MOKPBITHIC TIEHOYHOH 060104K0M,10 Mr o

Batch No / : B2202192 Batch Quantity / 1 687.600 KG/
|Cepus Ne O6LeM nmapTuu 687,600 KI' -
Analytical Report No / 2002FP22001383 Date of Analysis / 14-07-2022
AHaJNTHYECKHIl oTueT No Jara anaausa

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

JlaTa NIpou3BOACTEA Conen o

Analysis performed according ND / Auaan3 nporegen no HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / mu3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3sm. Ne 2 o1 07.10.2021)

Ne  |[Test/ IMokazarein

l Description / Onucanue

| Result / PesyabTaTsl

| Specification / Hopma

‘White coloured, round, biconvex film| White or off white coloured, round,
jcoated tablet with a breakline on one side.
\White core on a cross section. / Kpyrisle
JBOAKOBEIITYKIIBIC  TabNeTKH, MOKPBITHIE
ruteHovynol obojroukoil Oelmoro IBeTa, €

pWckolt  Ha  OJHOW  CTOpOHE.

aBeTa.

5 Identification by HPLC/

MOMepevwHoOM paspeze — sAgpo Oenoro

biconvex film coated tablet with a
breakline on one side. White to off-
'white core on a cross section. /
Kpyrinele DBOAKOBBIIYKIIBIE TadJeTKH,
MOKPHITHIC  TUICHOIHON  060N0YKON
Oestoro wnu TOUTH OENoro uBeTa, ¢
pucKOW Ha opHOH cTopoHe. Ha
TIONEPEYHOM pa3pese — AApo oT Henoro
o o4yt Oejoro HBETA.

Complies as ;)rescribed 2 od

- [HopnmumHocTs CooTBeTcTBYCT
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3 Average weight / Cpennss 190.6 mg / 190,6 mr R
Macca
4 ‘Water / Boma 3.4% wiw /3,4%
5 Uniformity of dosageﬁits 6.0/ 6,0
OxnHopoAHOCTH
TO3UPOBAHUS

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main pcak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

|Bpems  yIepKHBaHUS OCHOBHOTO
MuKa Ha XpoMaTorpaMme
HCTIBITYEMOTO  PACTBOPA  JIOJIKHO
COOTBETCTBOBATH BpeMeHH
YICPKUBARMA OCHOBHOTO TIHKAa Ha
XpoMaTorpamme pactBopa
crangapTHoro obpasia LETHPH3UHA
THAPOXIOPHAA (pasuen
«KoJyecTBeHHOE OIIPE/IeIIEHNER).

191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 Mr = 3,0% (or 1853 mr no
196,7 mr) I
Not more than 8.0% w/w /

He 6omnee 8,0 % .
The acceptance value (AV) should be
less than or equal to 15.0/
[Tokasarens npuemneMoctd (AV)
momkeH 661TEH He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipnmeyanne: IIpoaykt coorBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akmouenue; OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg

[pouykr : lletpun® TabneTky, NOKPHITHIE THTEHOUHOR 06010uKOH, 10 MI -
Batch No / : B2202192 Batch Quantity / : 687.600 KG/
Cepus Ne _ |O06beM mapTUH 687,600 KI"
Analytical Report No / 2002FP22001383 Date of Analysis / 14-07-2022
AHaJIUTHYECKHIi oTyeT Ne Jlara ananusa B

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

JlaTa npousBojcrea I'onen g0

Analysis performed according ND / Ananus nposenen mo H: I N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3Mm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

Ne ':I‘est_/ TMoka3zaTen

Result / Pes_yJILTaTH

6 | Dissolution / Pacteoperne

7 Impurities by HPLC/
PojacTeeHHBIC IPUMECH
LUCTUPH3HNHA

a) Impurity A /
npuMecs A

b) Impurity B /
npumech B

c) Impurity C /
npumMeck C

d) Impurity D /
rpumeck D

e) Impurity E /
npumMeck E

f) Impurity F /
npumech F

g) Any unspecified impurity

Jho0an eguuuyHas
(ENICHTHQUITHPOBAHH

ast IPUMCCh

| h) Total impurities / Cymma
| IpuMecer
|
|
|
|

Not detected / He o6napysxena

Not detected / He o6napysxena

Not detected / He obrapyxena

Not detected / He o6HapykeHa

0.02%/0,02%

Less than Limit of Detection
(LOD=0.015%)

0.07%/0,07%

0.1%/0,1%

102 %, 102%, 100%, 100%, 98%, 97%

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C, H,5CIN,O;3-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wMcuee 80 % (Q) or

HOMWHAIILHOTO conepIkanust
C, H,5CIN,O;32HCI (uetnpusnna
lnurugpoxnopu) depes 30 MuH.

a) Not more than 0.2 % / e 6omee 0,2
Yo

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

c) Not more than 0.2 % / He Gosee 0,2
%

d) Not more than 0.2 % / we Goyice 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 6omee 0,2%

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

Remarks : The Product confirms to ND/
TMpumcuanue: IIponykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axsouenue: OJOBEPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJTU3A

[Product Cetrine film coated tablets, 10 mg
Mpouykr : llerpua® TabneTky, HOKPBITEIE TUIEHOYHON 0605104KO0M,10 Mr B
Batch No / : B2202192 Batch Quantity / ¢ 687.600 KG/
Cepus Ne O0beM mapTuu 687,600KI" -
Analytical Report No / 2002FP22001383 Date of Analysis / 14-07-2022
AHaJMTHYECKHIi oTueT Ne Jdara anajusa
Date of Manufacture / 06/2022 Date of Expiry / 05/2025
JlaTa NPoH3BOJICTEA Iopen fo B

Analysis performed according ND / Ananuz nposeaen mo HIT: TT N013283/01-160919 (amend Ne 1 from

12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 o1 07.10.2021)

Test / lokasaTean
Microbial limits /
Mukpobuonornyeckas
qUCTOTA

a) Total aerobic microbial

count / Obuiee yucio

JPOOKCBBIX W TIIECHEBBIX
rpruboB
c) E. coli

10

Assay / Konudecreentnoe
oTIpesicNeHAne

Package / Ynakoeka

Labeling / Mapmpos?a

a’pOOHBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O61iee YHcio

Result / Pe3y1bTaThl

Specification / Hopma

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

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

Absent in 1g/ OrcyrcTtByeT B IT

Not more than 1000 CFU/g /
He 6omnee 1000 KOE/r

Not morc than 100 CFU/g /
He 6onee 100 KOE/r

|Sha]] be absent in 1g / OTtcyTcrere B 1
Ir

10 tablets in PVC/aluminum blister.

3 blisters and patient information leaflet
in a carton. / [To 10 TabneTox B
[1BX/amomunneBoM Gmuctepe. 1o

3 6nmcTepa BMECTE ¢ MHCTPYKIMEH TT0
MPHUMEHEHHIO YITaKOBAaHEBI B [IAUKY
KapTOHHYIO.

[Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O52HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr

a0 11 ,0 MTI C21H25C1N203'2HC]
(meTwpu3MHA  OUTHAPOXIOPHI) B
rabneTke.

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.

/ TIo 10 Tabnerox B
[BX/antomuuuceom 6mucrepe. [To 2
v 3 GIMCTepa BMECTE ¢
HMHCTPYKIMEE IO IPUMEHEHHIO
yIaKOBaHbl B Na4Ky KapTOHHYIO.
VYaoakopka  "in-bulk": Tlo 10
ONUCTEPOB TIOMEIAKT B KaPTOHHYHO
kopobky. Tlo 252  kapTOHHbBIC
KOpOOKH IIOMENIAFT B KapTOHHBIH
KOpoO.

‘According to ND / B COOTBETCTBHH ¢ HA

Storage conditions /
XpaHenne

Shelf life / Cpok roxnocru

At teﬁperaﬁre below 25 °C. / IIpu Temrnieparype He Buite 25 °C.

3 y;ars /3 roEa

Remarks : The Product confirms to ND/
Hpumeyanue: Tpoxykt coorBercTByeT TpedosanusM HJI

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Title

B2202192
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