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CERTIFICATE OFF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrinc film coated tablets, 10 mg

Mpoaykt : Uerpnu® tabnerku, mokpsIThle NIeHOUHO# 0601104K0i, 10 Mr

Batch No / : B2300030 Batch Quantity / ¢ 087.600 KG/
Cepus No N O6Bem naprTin 687,600 KI" g
Analytical Report No / ¢ 2002FP23000064 Date of Analysis / : 13-01-2023
AHAJHTHYECKHI oTUeT No JlaTa aHanu3a

Date of Manufacture / ¢ 1172022 Date of Expiry / 1072025

JlaTa npoH3BOACTBA Togen oo

Analysis performed according ND / Ananus npoeeaen no HJI: TIN013283/01-160919 (amend Ne 1 from

Ne | Test/Mokasatens

Result / PesynabTaThl

12.05.2020 / u3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Specification / Hopma

1 Description / Onucanne

M1EHOUHOM 000710YKOit
puckoi  Ha  OJHOW
NOMepeusioMm paspese
BeTa.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrsie
IBOSKOBBINMYKIIbiE TAONETKW, TOKPLITEIE

Oenoro uBera,
cropone. Ha
— saapo 6enoro

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. /
Kpyribie TBOSKOBBIMYKITbIE TabIETKH,
TIOKPHITBIE  MIEHOUHOW  060J104KO
femoro Wi TMOUTH OENoro uBera, ¢
pUcKoii Ha ofmHOW crTopowe. Ha
[OTIepeUTIoOM pa3pese — AIPO oT OeNoro
M0 MOYTH GENOro UBeTa.

7] Identification by HPLC/
[ToonuHHOCTH

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 yIepKWBaHWS OCHOBHOTO
nvka Ha XpomaTtorpamMme
UCMBLITYEMOr0  pacTBOpa  JOJLKHO
COOTBETCTBOBATH BPEMEHH
lyIep)KNBaHUS OCHOBHOTO TIMKAa Ha
XpoMaTorpaMMme pacTBopa
CcTaHgapTHOTO 00paslia UeTHpH3NHA
TMAPOXTIOPUAA (paspen
«KonryecTBeHHOE OTIPENIENICHHE)).

3 Avcrage weight / Cpennss
Macca

1923 mg /1923 mr

4 | Water / Bogaa

5 Uniformity of dosage units
{ ODHOPOLHOCTE
103RPOBAHUL

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £+ 3,0% (ot 1853 mMr no
196,7 mr)

31% wiw/3,1%

44/44

Not more than 8.0% w/w /

He 6oree 8.0 % B

The acceptance value (AV) should be
less than or equal to 15.0 /
[Mokazaresnk npremneMoctu (AV)
moJnkeH ObIThL He Oonee 15,0.

Remarks : The Product confirms to ND/
TMpumeuanne: IponykT cooTBeTcTBYET Tpedosanusam HJI

Conclu

3akatouenne: OJIOBPEHO

sion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIES

CEPTHOUKAT AHAJINU3A

Product Cetrine film coated tablets, 10 mg

Mpoayxt : Llerpun® Tabnerki, NOKPLITLIE 1eHOUHON 000104K0H, [0 Mr

Batch No/ B2300030 Batch Quantity / : 687.600 KG/
Cepusn Ne s = O0beM napTUN 687,600 KI"
Analytical Report No / 2002FP23000064 Date of Analysis / 13-01-2023
AHATHTHYECKNH 0Tuer No JaTa anaausa

Date of Manufacture / 11/2022 Date of Expiry / 10/2025
JlaTa NpOHU3BOACTBA I'oaen oo

Analysis performed according ND / Ananus nposeaens no HJI: TT N013283/01-160919 (amend Ne 1 from

Ne Test/ TMokaszaTtensb

Result / Pe3ynbTaThl

12.05.2020 / mam. Ne 1 ot 12.05.2020, amend No 2 from 07.10.2021 / u3am. Ne 2 ot 07.10.2021)

Specification / Hopma

6 Dissolution / PacTBopchnc

08%, 1029, 100%0, 99%, 99%, 98%

Not less than 80% (Q) of the
labeled amount of
'C2|H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMUWHAJIBHOTO COiepKaHHs
C, H,5CIN,O5-2HCI (uetupusuna
nuraapoxyopux) Tepes 30 murr.

HUEeTUpU3WHA

a) Impurity A /
npuMech A

b) Impurity B /
npumech B

c) Impurity C/
npumeck C

d) Impurity D /
npumMech D

e) Impurity E /
npumMech E

f) Impurity F /
nmpumeck F

JIrob6asg equuuynas

as npuMech

npumeceii

7 Impurities by HPLC/
PopcTBeHHBIEC IPpUMECH

g) Any unspecified impurity

HENOeHTUPHUIMPOBAHH

h) Total impurities / Cymma

Less than Limit of Detection
(LOD=0.005%)

Less than LOQ (LOQ=0.010%)

Less than Limit of Detection
(LOD=0.006%)

Not detected / He o6HapyxeHa

0.03% / 0,03%

Not dctected / He obmapyaera

0.06% / 0,06%

0.1%/0,1%

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 Gonee 0,2
%

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

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

f) Not more than 0.2 % / ne 6osnee 0,2
%

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

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

Remarks : The Product confirms to ND/
Mpumeuaune: [lpooykT cooTseTcTBYET TpeboBanwsM HJI

Conclusion : APPROVED /
Saxsovenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUHKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg
ITpoayxT Lerpun® TabieTku, HOKpbITble HIGHO4HON 0607104KOH, 10 MP
Batch No / B2300030 Batch Quantity / : 687.600 KG/
Cepus Na O6bem napTuu 687.600 KI*
Analytical Report No / 2002FP23000064 Datc of Analysis / : 13-01-2023
AHATUTHYIECKWH oTdeT No Jara ananusa
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
JlaTa NpoH3BOACTBA T"oaeu no
Analysis performed according ND / Ananus nposeaes no HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. No 1 ot 12.05.2020, amend No 2 from 07.10.2021 / uzm. Ne 2 or 07.10.2021)
Ne [Test/Tlokasateab | Result / Pesy.ibTats! | Specification / Hopma
8 Microbial limits /
MrukpodHronoruueckas
MHCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ INot more than 1000 CFU/g /
count / Obuiee yucno Menee 10 KOE/r He 6osree 1000 KOE/r
a’pOOHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6utee uucno  [Menee 10 KOE/r
JPOXKKEBBIX U TIECHEBBIX
rpr6oB Shall be absent in 1g / Orcyrcreue B ]
Absent in 1g / OrcyTcTByeT B 1T r
c) E. coli
9 Assay / KonnvecTBeHHOE 10.08 mg/ 10,08 mr Each film coated tablet contains not
onpenenexue less than 9.0 mg and not more than 11.0
mg  CyHasCIN,O5-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 11 ,0 MI' C2 |H35C1N203 -2HC]
(uetvipusuHa  KUTUAPOXIIOPHA) B
= TabIeTke
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / [To 10 Tabnerox B leaflet in a carton. "In bulk" package:
[TBX/amomunneBoM 6iuctepe. [o 10 blisters in a carton. 252 cartons in
3 Gincrepa BMeCTe ¢ WHCTPYKIMel o [master carton.
MPUMEHEHWIO YAKOBaHb! B MauKy / [To 10 Tabnerok B
KapTOHHY1O. [IBX/amomuHieBoM OnncTepe. TTo 2
vt 3 6rrcTepa BMECTeE C
WHCTPYKUMEH 10 TIPUMEHEHHIO
y[aKOBaHbl B MauKy KAPTOHHYIO.
Ynakoska  "in-bulk": Ilo 10
OJIMCTEPOB IMOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kaproHHEIE
KOpOOKH MOMeLNaloT B KapTOHHbIH
T . — = kopob. —
11 Labeling / Mapkuposxka According to ND / B cooteerctuu ¢ HIL
12 Storage conditions / At temperature below 25 °C. / TTpn Temnepatype He Beiwe 25 °C.
XpaHenue
13 |Shelf life / Cpox romsoct _|§ years / 3 rozia _
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Tpoaykr cootBetcTByeT Tpebosannam HII Jaxmouenne: OJJIOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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