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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
poaykr IleTpuH® TablieTkH, NOKPBIThIE MIEHOYHON 0601104KOH, 10 Mr
Batch No / : B2202613 Batch Quantity / : 687.600 KG / ]
Cepusn Ne O6bemM napTun 687,600 KI"
Analytical Report No / 2002FP22001744 Date of Analysis / 27-08-2022 =N
AHanuTuuyeckuii oTuer Ne JlaTa anaania
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
JaTa npousBoacTea T'ogen po

Analysis performed according ND / Ananns nposenen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 o1 07.10.2021)

=

| Test / Hoka3aTenn

Result / PesyabTarsl

Specification / Hopma

1

[3®) ‘

Description / Onucanme

puckoii Ha  OJHOH  CTOpOHE.

aBeTa.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
IBOAKOBBLIMYKJbIE TabJIETKH, TOKPBITHIE
IUIEHOYHOM 00oMoukoi OGeloro 1BeTa,

MoMepevYHoM paspese — sApo 6Hemoro

c
Ha

10 TTOYTH 6enoro IBCTA.

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. /
Kpyriele IBOSKOBBITYKJIBIE TaGIETKH,
MOKPBITBIC  TUICHOYHOM  060JI0YKOM
Oenmoro WM TOYTH Oeyoro 1IBETa, C
pucko Ha omHOM cropone. Ha
[OIMEePEYHOM pazpese — Aapo oT Genoro

| Identification by HPLC/
[TouMHHOC T

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). /

BpeMss ymepkWBaHWS OCHOBHOTO
nuKa Ha XpoMaTorpamme
WCITBITYEMOTO  pacTBOpa  JIOIKHO
COOTBETCTBOBATH BpEMEHN
yaepKUBaHUsS OCHOBHOrO TMKa Ha
XxpoMaTrorpamme pacTtBopa
cTaHAapTHOro obpasua 1eTUpH3NHA
THAPOXJIOpHIA (pazmen
«KomuecTBeHHOE OIpeJielIeHHeY ).

Average weight / Cpem:;m
Macca

189.9mg / 189,9 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)

191,0 mr = 3,0% (or 185,3 mr no
196,7 MT)

Sl

Water / Bona

3.5% wiw /3,5% wiw

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

Uniformity of dosage units
OaHOPOOHOCTD
103UPOBAHNA

3.7/3,7

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokazarens nipremMieMocTH (AV)
nomken OLITEL He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanune: [IponykT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg

IIpoaykT [eTpun® TabaeTku, MOKPLITHIE TNEHOYHOH 0605104K0M, 10 M ]
Batch No / : B2202613 Batch Quantity / : 687.600 KG/

| Cepust Ne - O6bem mapTum 687,600 KI'

Analytical Report No / 2002FP22001744 Date of Analysis / 27-08-2022 S
AnajuTHyeckuii order No darta ananausa

Date of Manufacture / 08/2022 Date of Expiry / 07/2025

Jdarta npon3gBojacTBa I'open xo

Analysis performed according ND / Ananns nposegen mwo HJI: ITTN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Ne  [Test / Tlokazarens Result / PesyabTaThl Specification / Hopma

6 Dissolution / PacTBopenue 97%, 98%, 100%, 97%, 97%, 97% Not less than 80% (Q) of the
labeled amount of
C21H25C1N203‘2HC1 (cetirizine

dihydrochloride) is dissolved in 30
minutes /

He weHee % (Q) or
HOMHHAJTEHOTO comepKaHUs
C,H5CIN,O5:2HCI (netrpusnna
rrapoxaopus) depes 30 MuH.

80

7 Impurities by HPLC/
PoncreeHHbIE IpUMECH
UETUPU3UHA

a) Impurity A /
npuMech A

b) Impurity B /
nprMecs B
c) Impurity C /

npuMecsk C

d) Impurity D /
npumecs D

e) Impurity E /
nprMeck E

f) Impurity F /
npumech I

g) Any unspecified impurity

JIrobas equnuHas
HeUICHTUPUUMPOBAHH
ast IpUMech

h) Total impurities / Cymma
npuMecei

Less than Limit of Detection
(LOD=0.005%)

0.02% / 0,02%

Not detected / 11e o6HapykeHa

Not detected / He o6HapyskeHa

Less than LOQ (LOQ=0.023%)

Not detected / He obHapyxena

0.08% /0,08%

0.1%/0,1%

a) Not more than 0.2 % / ne Gosee 0,2
Yo

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [IporykT cooTBeTCTBYET Tpebopanusam H /T

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

W Nlaravana Qurmmay

Drintnd R

Page 2 of 4

Drintad MNata 2 Tirma /1IQTH-

27 NQ INDD 2N-AN-RQ



A SRAVAWIREERWSR LWV | UUrJy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg

Mpoxykr : LlerpiH® TabneTKH, NOKPHITHIE IIEHOUHON 0607104K0M, 10 Mr

Batch No/ : B2202613 Batch Quantity / 1 687.600 KG / o
Cepus Ne - O0beM napTHu 687,600 KI"

Analytical Report No / z 2002FP22001744 Date of Analysis / 27-08-2022

AHanTuTHYECKHI oTUeT No JTaTa aHaju3a

Date of Manufacture / 08/2022 Date of Expiry / 07/2025

Jata npousBoacTBa T'ogen go

Analysis performed according ND / Anasus nposeaen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uaM. Ne 2 ot 07.10.2021)

Ne  [Test/ TloxazaTenn Result / Pe3yabTaTsl Specification / Hopma
8 Microbial limits /
MukpoGuosnorudeckas
HUCTOTA
a) Total acrobic microbial ILess than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1ee umcio Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6uiee uncno Menee 10 KOE/r
IPOXKOKEBBIX U MIIECHEBBIX
rpu6os Shall be absent in 1g / Orcytctere B 1
Absent in 1g / OrcyterByeT B 11 r
c) E. coli
9 Assay / KonnuecTBeHHOE 9.94 mg/ 9,94 mr Each film coated tablet contains not
oTpeieNieHne less than 9.0 mg and not more than 11.0
mg  CyHpsCIN,O3-2HC]  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
o 11,0 MI' C21H25C1N203'2HC]
(eTHpW3HHA  OWTHAPOXJIOPUA) B
TaGJIETKE.
10 Package / YrakoBka 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 Tabnerok B ; leaflet in a carton. "In bulk" package:
[IBX/antomunueeom 6nucrepe. Ilo 10 blisters in a carton. 252 cartons in
2 6muctepa BMecTe ¢ UHCTPYKUMEH Mo |master carton.
NMPUMEHEHHIO YIIaKOBaHBI B MTaUKy ITo 10 TabneTok B
KapTOHHYIO. [BX/amomMuHnerom 6nmcrepe. Ilo 2
wiu 3 6rucTepa BMecTe ¢
WHCTPYKUMEH MO TPUMEHEHHIO
yIaKoBaHB! B MAYKy KapTOHHYIO.
Vnakoeka  "in-bulk": Ilo 10
OGIMCTEpOB TIOMELIAIOT B KAPTOHHYIO
kopoOky. I[lo 252  kapTOHHEIE
KOpOoOKM TMOMellatoT B KapTOHHbIH
| ~ [kopob.
11 Labeling / MapkupoBka According to ND / B cootBercTBur ¢ HJI
12 Storage conditions / At temperature below 25 °C. / Ipu Temmnepartype He Boile 25 °C.,
XpaHeHue
13 Shelf life / Cpox rognocTu 3_years /3 rona o =

Remarks : The Product confirms to ND/
Hpumeuanne: Ipoaykr coorBercTByeT TpeboBaHusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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