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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg . as = | o
Hpojpyxr Lletpun® rabieTky, MOKPLIThIE UIEHOYHOMH 000/104K0i, 10 M
Batch No / B2202080 Batch Quantity / : 687.600KG/ o
Cepus Ne o O0neM napTun 687,600 KI" .
Analytical Report No / 2002FP22001233 Date of Analysis / ¢ 23-06-2022
AHaJMTHYECKHIH oTueT No Jara ananmsa
Date of Manufacture / 06/2022 Date of Expiry / : 05/2025 R
JlaTa Ipou3BOACTRA Ioxen no

Analysis performed according ND / Ananu3z nposenen o HJ: TT NO13283/01-160919 (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)

1

'Ne | Test/Tlokasarein

Description / Onucanune

Result / PesyapTarter §_peciﬁcati0n_/H(_)_pn:a_ '
White coloured, round, biconvex film|White or off white coloured, round,
coated tablet with a breakline on one side. biconvex film coated tablet with a
White core on a cross section. / Kpyrmsrebreakline on one side. White fo off-
[BOSKOBBLIIIYKJLIE TabJIeTkH, MOKpHIThe|while core on a cross section. /
mieHouHoH o6onoukoli Gegoro neera, ¢Kpyribie JIBOSKOBBINIYKIBIC Tabueriu,
puckoi Ha oaHoW  cTopoHe. HaokpwuiThie  [IeHOMHOH  obomoukoii
11OTIepeyHoM  paspese  — sjipo  Genoro Benoro i nowtH Genoro mpera, ¢
LBETA. [puckoit  ma  ommoii  cropone. Ha
[nonepeutiom paspese — siupo or Genoro
Jo outi Genoro usera.

Identification by HPLC/
ITogmunnocts

Average weight / Cpennsist
Macca

Complies as prescribed / The retention time of the main peak
CooTBeTCTBYCT in the chromatogram of test solution
should correspond to the rctention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard |
solution (section Assay). /
Bpems yIEpXHBaHUS  OCHOBHOI'O
muka Ha XpoMaTorpaMme
HCTIBITYEMOTO  pacTBOpa  JIOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIep)KUBAaHMS OCHOBHOIO IHKa Ha
KxpomarorpaMme pacTeBopa
cTaHIApTHOTO o0pa3ua LCTUPU3IUHA
|rnnpoxnopn)1a (paznen
1 — «KonmmyecTBEHHOE OLPEAETHEHNE).
189.2mg / 189,2wmr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (or 1853 Mr nmo
196.7 mr)

Water / Bona

Uniformity_of dosage units
/ OnHOPOJHOCTH
MO3UPOBAHMS

2.6% wiw / 2,6% Not more than 8.0% w/w /

He 6oiree 8,0 % |
The acceptance value (AV) should be
less than or equal to 15.0 /

[Toxazatens npuemieMoctu (AV)
imormkeH OBITEH He Oonee 15,0.

L |

55/5,

Remarks : The Product confirms to ND/
IIpumeuanne: IpoaykT coorBercTByeT TpeOoanuam HJT 3axmoucnue: OJOBPEHO

Conclusion : APPROVED /

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg

[poaywr Llerpun® rabuerky, HOKPLITHE TIEHOIHOM o6onoukon. 10 Mr B
Butch No / 132202080 Batch Quantity / 1 687.600 KG/
Cepus Ne - Obnem naprun 687,600 KT’ B
Analytical Report No / 2002FP22001233 Date of Analysis / 23-06-2022 o
AHajiMTHUYecKH i oTyeT Ne Jara ananusa

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

JlaTa npoH3BoOACTRA T"onen no

Analysis performed according ND / Ananu3 nporeacn mo HJT: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020. amend Ne 2 from 07.10.2021 / n3m. Ne 2 o1 07.10.2021)

Ne
6

__'_Tgt / TTokazarenn

Dissolution / PacTBopcHIC

]'Result / PeaynbTaTnl
| 98%, 99%, 97%, 97%, 101%, 101%

| Specification / Hopma

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

He wmenee 80 % (Q) or
HOMHHAIEHOTO coZlepIKaHMs
C;H,5CIN,O4 2HCI (metwpusuna
puruapoxnopu) 9epes 30 Mun,

Impurities by HPLC/
PoacTeeHHBIE IPUMECH
| HETUPHU3HHA

a) Impurity A /
npuMecb A
b) Impurity B /
npumecs B

c) Impurity C/
npumeck C

d) Impurity D /
npumMecs D

e) Impurity E /
npumeck E

f) Impurity F /
]npumccr, F

lg) Any unspecified impurity

Jo6as equHUYHAs
HenIeHTUPAIINPOBAITT
Ast IPUMECh

h) Total impuritics / Cymma
npuMeceit

Less than Limit of Detection
LOD=0.005%)

0.01%/0,01%

Not detected / He o6napyxeHa

Not detected / He oGHapykena

Less than LOQ (LOQ=0.023%)

Not detected / He o6Hapyxena

0.08% / 0,08%

0.1%/0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: IlpoxykT coorBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
Zaxmwuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIHU3A
[Product Cetrine film coated tablets, 10 mg h
Tpopyxr Llerpun® tabIeTky, NOKPLITHIE THIEHOTHOM 060104K0i, 10 MI o
Batch No / B2202080 Batch Quantity / : 687.600 KG/
|Cepun Ne 061eM napTHn 687,600 K"
Analytical Report No / 2002FP22001233 Date of Analysis / 1 23-06-2022
AHaJIMTUYECKHIT oTyeT No Jlara anajuza
Date of Manufacture / 06/2022 Date of Expiry / 05/2025
JlaTa IPon3BOACTEA INoaen no

Analysis performed according ND / Anajus nposenen mo HJ: II N013283/01-160919 (amend Ne 1 from

Ne
8

3

—

Test / Tloxaszarein

Microbial limits /
Mukpobuonornueckas
HHCTOTA

a) Total aerobic microbial
count / Obuiee yucio
A’pOOHBIX MUKPOOPTAHU3MOB

b) Total combined yeasts and
Imould count / O6imee uncno
{TPOXOKEBBIX U MIECHEBBIX
rpubos

~ E)E. coli

12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 or 07.10.2021)

| Result / PesynbTarhi

[ess than 10 CFU/g/

Memnee 10 KOE/T

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

Absent in 1g / OTcyTcTByeT B IT

Assay / KonnyecTteenmoe
OTIpelIeIICHHE

Package / YnakoBka

_'I;beling / M_e;pEpOBKa

Storage conditions /
XpaHeHUC
Shelf life / Cpok ronsoctn

[9.68 mg/_9,68 MT

Specification / Hopma

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

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

Shall be absent in 1g / Orcyrereue B 1
s

Each film coated tablet contains nol
less than 9.0 mg and not more than 11.0
mg C2]I‘I25CIN2032HC1 (Cetil‘iZinC
dihydrochloride) per tablet / Ot 9,0 M1

mo 11,0 wmr  C, HyCIN,04-2HCI
(nervipusmna IUTHIPOXITOPW L) B
rabiieTKe.

110 tablets in PVC/aluminum blister.

2 blisters and patient information leaflet in
a carton. / TTo 10 rabierox B
1IBX/amromurncsom 6mucrepe. Ilo

2 prycrepa BMeCTe ¢ HHCTPYKUMEH 110
[PUMEHCHHUIO YITAKOBAHBI B IAYKY
KapTOHHYIO.

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.

{/ Ilo 10 TabmeTok B
[MBX/amomunuesom Gimcrepe. o 2|
{3 6rHMcTepa BMECTE © |
[AHCTPYKIVEH 110 MPUMEHEHWTO
[yTIaKOBaHEI B MaYKy KapTOHHYIO.
'Vmakorka  "in-bulk": Ilo 10
[6IIMCTEPOB MOMELIAIOT B KAPTOIHYIO
fkopobky. TIlo 252 KapToHHEIE
{KOpoGKM TTOMEINAOT B KapTOHMbLHA
[Kopob.

Acco_rding to ND / B COOTBETCTBHH ¢ HA

At t_emRraturc below 25 °C. / I_'Ipn TCMITEpa’_I‘)EC He BeinTe 25 °C.

3 years / 3 rona

Remarks : The Product confirms to ND/
TTpumeuanue: IlpoaykT coorBercrByer Tpebosanusm HJT

Conclusion : APPROVED /
3akaoucHue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Title

B2202080
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