Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

;ﬁg | Test / TTokasateas

|
1 Description / Onucanne

Result / PesyabTaThl

[Product : Cetrine {ilm coated tablets, 10 mg
Ipoaykr [etpuH® TabJIeTKN, NOKPHITHIE MIEHOYHOM o0oJioukoii, [0 Mr B
Batch No/ : B2300031 Batch Quantity / 1 687.600 KG/
Cepun Ne B - Oonem napTun 687,600 KI' )
Analytical Report No / : 2002FP23000076 Date of Analysis / ¢ 13-01-2023
AHaJTHTHYecKHI oTHeT No JlaTa ananusa
Date of Manufacture / : 1172022 Date of Expiry / 10/2025
Jlata npousBoacrea I'ogen g0
Analysis performed according ND / Anains nposegen no H: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Specification / Hopma |

puckoit Ha  OmHOMN

aBeTa.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
MBOSKOBBLIMYKNble TabNETKH,
[NeHouHoi obonoukoil Genoro LBeTa, ¢
cropoHe. Ha
nomepeunom  paspese — aapo 6Gemnoro

NOKPBITEIE

|

2 Identification by HPLC/
[ToxmuAHOCTE

Complies as prescribed /
CooTBeTCTBYET

White or off whitc colourcd, round,.I
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrsibie TBOSKOBEITYKIEIC TabieTKH,
TIOKPEITHIE  TIIEHOWHOR  oBostoukoii
0enoro wWiu HOYTH OENoro uBeTa, ¢
pucko#ft Ha ofgHOW cTopone. Ha
MoTIePETHOM paspese — AApo oT Genoro
J10 TOYTH OENOTO UBETA.

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  ymepXWBaHWS  OCHOBHOTO

nuka Ha XpoMmaTorpamme
UCNLITYEMOr0  pacTBOpa  J0JKHO
COOTBETCTBOBATH BpEMEHN
YACPXKWUBaHUS OCHOBHOrO IUKa Ha
XpoMarorpamme pacTBopa
CTaHgapTHOTO 00paszua UeTUPW3NHA
ruapoxnopuia (pazgen

«KonnuecTBEHHOE OTIPENETIEHHEY ).

i3 Average weight / C[_)em-l}m
| Macca

190.7 mg / 190,7 mr

191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 1853 mr go
196,7 mr)

4 Water / Bona

5 | Uniformity of dosage units
/ OOHOPOTHOCTE
MO3UPOBAHUA

2.8% wiw / 2,8%

45/4)5

Not more than 8.0% w/w /

He 6omee 80%

The acceptance value (AV) should be
less than or equal to 15.0/
[[Tokaszarens npuemiemoct (AV)

i,[[OJ'DKeH O5ITH He Gonee 15,0.

Remarks : The Product confirms to ND/
TMpumeuanne: [MpoxykT cooTBeTcTBYET Tpeboranusm HII

Conclusion : APPROVED /
Jakarouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
IMpoaykt [{eTpun® TabneTku, MOKpLITLHE 11EHOUHOR 000104KoH, | 0 MT
Batch No / B2300031 Batch Quantity / : 687.600 KG/
[ Cepug Ne Oo6nem napruu 687,600 KI'
Analytical Report No / 2002FP23000076 Date of Analysis / 13-01-2023
| ARanIHTHY ecKHi oTyeT No Jarta ananusa
Date of Manufacture / : 11/2022 Date of Expiry / 10/2025
JlaTa npou3BoACTEa Toxen 1o

Analysis performed according ND / Ananus nposexen o HI: TI N013283/01-160919 (amend Ne 1 from

Result / PesyabTaTsl

12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Specification / Hopma

101%4, 100%, 99%, 100%, 99%, 99%

{C,H55sCIN,O5-2HCI (ueTupusnna

Not lees than 80% (Q) of the
labeled amount of
C, H,sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He menee
HOMUHAJTEHOTO

80 % (Q) or

CoOep KaHuA

mETIApoXJTIopHa) Tepes 30 M.

Ne [ Test/Mokasarens

0 Dissolution / 'actBopchuC

7 Impurities by HPLC/
PoncTeennsie npuMecu
HEeTHPHU3INHA

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

d) Impurity D /
npumecs D

e) Impurity E /
nprumecs E

f) Impurity F /
npumecs F

g) Any unspecified impurity

JIro6as equHuunas
HeuaeHTUQUIINPOBaHH
asi NPUMECh

h) Total impurities / Cymma
npumMeceit

Not detected / He obHapyxena

Less than LOQ (LOQ=0.010%)
Less than LOQ (LOQ=0.017%)

Nolt detected / He obrapysxena

0.03% / 0,03%

Not deteeted / He o6rapykena

0.06% /7 0,06%

0.1%/0,1%

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

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

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

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

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

Remarks : The Product confirms to ND/
TMpumeuanne: [TpoaykT cooTBeTCTBYET Tpebosanusm HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHMUKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg

IMpoaykT LleTpuH® TabneTKu, NOKpPLITHIE [WIeHOUHOi 0001104 K0, 10 Mr

Batch No/ B2300031 Batch Quantity / : 687.600 KG/ T
Cepusa Ne o O0bem mapTuu 687,600 K"

Analytical Report No / : 2002FP23000076 Date of Analysis / 13-01-2023
AHanuTHueckuil oTueT Ne - Harta anannsa

Date of Manufacture / : 1172022 Date of Expiry / 10/2025

JlaTa npon3BoAeTBA ogen /10

Analysis performed according ND / Anaans npoeeaen mo 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 / u3m. Ne 2 o1 07.10.2021)

Result / PesyanTaTsl

Specification / Hopma

Ne t Test / TokaszaTesb

8 Microbial limits /
MwkpoGromornueckas
UHCTOTA

a) Total aerobic microbial
count / Ob1iee yncio
a3poGHLIX MAKPOOPraHM3MOB

b) Total combined yeasts and
mould count / Ob1ee uncno
OPOIKIKEBEIX H TIIECHEBBIX

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

[Less than 10 CFU/g /
Menee 10 KOL/r

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

Not more than 100 CFU/g /
He Gomee 100 KOE/r

Shall be absent in 1g / Orcyrcreue B |
r

rpubos
Absent in 1g / OrcyTcrByeT B IT
c) E. coli
i Assay / KonnuecTBeHHOE 9.92 mg /9,92 mr
onpenenieHye

Each film coated tablet contains nof
less than 9.0 mg and not more than 11.0
mg  C;HysCIN,O3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 M1

10 11,0 Mr C2|H35C1N203‘2HC]1
(U;CTI/IpI/ISHH a JOUTUIPOXIT OpHJl) B
TabIeTKe.

10 tablets in PVC/aluminum blister.
3 blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
[TBX/amomranesoMm bmmcrepe. o

3 6nMcTepa BMecTe C MHCTPYKUHEH 1o
PUMEHEHIIO YTAaKOBaHb! B TTAYKy
KapTOHHYIO.

Accordi1_1g to ND / B cootsercrain ¢ HJI

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.

/ [To 10 TabneToK B
[MBX/amomunuenom Gnucrepe. Mo 2
FTH 3 6ITUcTepa BMecTe ¢
WHCTPYKUMEH TT0 TPUMEHEHHTO
yIIAaKOBaHbI B IAUKY KAPTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
GJTHCTEPOB ITOMETIATOT B KaPTOHHYIO
kopobky. TIlo 252  kapToHHEIE
KOPOOKW MOMEILAIOT B KAPTOHHLIA
KopoO.

10 Package / Yakorka

11 Labeling / M;pknpom(a |

12 Storage conditions /
XpaHeHne

13 Shelf life / Cpok ronrHocTH

3 years / 3 roma

At temperature below 25 oy ITpn Temneparype He Bhiwe 25 °C.

Remarks : The Product confirms to ND/
IMpumeaanne: TIponykt cootreTcTBYET Tpebosannam HJL

Conclusion : APPROVED /
Zakarouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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