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MEDOCHEMIE

TIpenapar: TAPOKCETHH, Tabnerku no 20 mr

Menokemi JITA (3ason AZ)

2 Mixaen Epakneoc Crpit, Axuoc Atanacioc Innycrpiansha 3014,
Axcioc Aranacioc, JTimaccon, 4101, Kinp

Jliuensis Homep: 032

HBI1 Ceprudikar Ne: MEDAZ/2022/001

CEPTU®IKAT AHAJII3Y

Ynakoska: no 10 Tabnerok y Gictepi, o 3 GicTepH y kaprouni kopobui

Cepis Ne: 240410-005

[Mpunaruuii no:

Poamip cepii: 1000000 Tabnetok (33333 ynakosku)

Hominansuuil sMict; 1 TabneTka MiCTHTB TAPOKCETUHY FiApoXnopuay 22,22 MF eKBIBRJICHTH

TMokyneus: «TOB «X®K «biokou» Ykpaiua
Peecrpauiiiie nocsiaieHus B YKpaiHi: UA/1498/01/01

[ara supoBumirsa: 04/2024

04/2027

o0 napokceruHy 20 Mr

Ioka3unkn Bumoru cneundikauil PesyabTaTH
Onne TInocki TabneTku maiixke OiL1oro Kombopy, 3i CKOLICHHMH KpasMu. Binnosinae
PO3NOMINBYOI0 PUCKOID 3 oaoro Goky Ta MapyBaHHAM «20» - 3
inuoro. [liamerpom 9,0-9,2 MM, BHCOTOIO 3,1-3,4 mMm.
Cepenns maca 350 Mr + 5 % (332,5 - 367,5 mr) 350,7 mr
Tabjaerky
Criiikicte Tabnerox | 40H-150H 110 H
10 PO3AABAIOBAHHS
Monia TabneToK V sianosinnicri 1o €sp.P., Tabnerku Bianosinae
Posnananus He Ginbue 15 x8 <l xB
1. Yac yTpuMaHHs OCHOBHOrO Miky Ha XxpoMarorpami BrrofyBaHoro Bianosinae
laenTudikauin PO34MHY TOBHHEH BIANOBIASTH 4acy YTPUMaHHS OCHOBHOIO niky Ha
XpOMATOrpaMi po3UHMHy CTAHAAPTY.
2. CnexTp NOMIMHAHHS KiHLEBOro PO3YMHY, OTPUMAHOIO B tecti | Binnosigae
PosunnenHs, B obnacti 230 — 350 uM NOBHHECH MaTH MaKCHUMYM
NOrAMHAHHS NP AOBXHHI XBUMi 293 £ 2 HM.
Onuopianicts ¥ sinnosiznocti o €8p.P. 2.9.40
[1030BAHHX OAHHULD 2.2
Po3uuHeHHn He meriue 85 % (Q)3a 15 xs 99.0 %
Cynyrni poMiluxu Bunyck: Tepmis npuaarHocti: He BusiBiieno
Jlomiwku [ (€8p.D.): <0,1 % Jlomiwku 1 (€pp.d.): <02% <0.02%
Koxuol inwol aoMimku: < 0,1 % KosxHol iwoi nomiuiku: < 0.2 % <0.02%
CyMa AOMIILIOK: < 0,5 % Cyma n1oMiloxk: <0,5%
KinbkicHe 95.0 ~105,0 % Bi/l HOMIHWILHOT KiLKOCTI NAPOKCETHHY 99,8 %
BH3HAMEHHA
MikpoGionoriuna JaranbHa KibKICTb KUTTEIAATHHX acpobHux Mikpoopranismis 8 1 r: e <100 KYO/r
4HCTOTA Ginswe 10° Gaxrepiii Ta ue Sinuwe 102 rpubis. Escherichia coli <100 KYO/r
noBukH] 6yTH BiACYTHI B 1 T, Binnosinae

Llnm # 3acBi/THYy10, WO HaBeaeHa BUile indopmais ¢
(BKIOYAIOMH AKyBaHHA/MAPKY BAHHA) T2 NIPOBCACHO KOHTPOIH 11 %KOCTL 114 BUALIC3A3H
ginoBinHocTi 3 BUMoramy GMP, BCTAHOBASHUMN MICUEBHM PErYSTOPHHM OPraHoM, a TaKOK
cneundikaiii, 1o MICTATHES Y peecTpauifinoMy nocke a60 Toprosiit finen3ii kpalHH-BUPOGHHK

10CTORIpHOO Ta TouHo. Llio cepito npoaykuii Gy io supobiieHo
aueHidl Ainbruul y noBHik
BLANOBIAHO 110

a 260 kpaiHH-iMIIOpTEpS,

AKLLO TPORYKLIIO IMIOPTOBAHO, 200 y A0CHE creuwdikauiii Ha npenapar s J0CHiLKY BaHOrO nixapcsroro 3acoby.

IpoToxoAH BUPOGHHUTBA, MAKyBaHHs T2 aHaNi3is Oy N0 NEpernanyTo Ta BCTAHOB
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Medochemie LT (Factory AZ)
» 2 Michael Brakleous Street, Agios Athanassios Industrial Area,
MEDDCHEMIE Agios Athamssios, Limassol, 4101, Cyprus

License number: 032
GMP Certifiente Moo MEDAYZ. 2022 00

CERTIFICATE OF ANALYSIS

Product:  Paroxeting 20mg tablets Manufacturing date: 0472024
Pack: 10 tablets in blister, 3 blisters in carton
Batch No: 240410-003 Expiry date: 042027

‘ol

Batch size: 1.000.000 tabs (33,333 boxes)

Labet claim: Paroxetine HCT22.22mg equivalent to 20 myg Paroxetine per tahlets
Customer: LTD "CPC" "BIOCON" UKRAINE

Registrition certificate in Ukraine: UAZT498/01/01

ANALYSIS PERFORMED SPECIFICATIONS ' RESULTS
f.)lt»\.ﬂn.tc. f}:lt 'I';u:cd hu\x':hcdgcd and scored tiblets with the Conforms
Desceription inscription "20" an one side.
C Setl Diameter: 9.0-9.2mm,
i Thickness: 3.1-3.hmm,
h Average weight 350mg + 3% (332 5my - 367.5 ms.) 350.7my
1 Hardness JON- 150N IION
: 13u-tl~dlﬂh(\ Camplies with the requirement Ph.Hur, Tablels Complies
I)NI"llcudllOH Not more than 15 minutes <} min
¢ 1. The retention time of the major peak in the chromatogram
a corresponds o that in the chromatogeam of the Standard. Conforms
11 Identification 2. The light absorption in the range 230 10 330 nm of the final
solution obtained in the Dissolution test exhibits 4 maxinium at Conforms
293 & 2 nm.
Uiniformity of dosage | | . . . . o
0 it Complies with the requirement Phobor 2940 22
Disselution Not less than 839 (Q) in 15 minutes. 99,094
S Release: ,
; Impurity I: Not more than 0.1% Not detected
h Any other individual impurity: Not mare than 0.1%s “1.02%
,( Total impurities: Not more than 0,39, <1020
¥l Related substances impurities: Not more { ‘ ‘
g Shelf lite:
) Impurity I: Not more than 0.2%
I ‘\n\ other individual impurity: Not more m.\n 1.2%
¢l Total impuritics: Not more than 0.5%,
al Assay 95.0%0 - 105.0% of the labeled amount of Pum\wm B9 K%
l Total Acrobic Microbial Count: NMT 1000 ¢.Lu'y < 100 e /g
Microbial Control Total combined Yeast/Mould Count: NMT 100 c.fu/g < 100 e fu'y
Escherishia coli: Absent from 1p Conlorms

Flereby | contirm the above mentioned information is complete and accurate. The bateh was manufactured (including pucking” ‘marking)
and mk‘px.m.d for quality in the above mentioned site in strict correspondence to GMP requirements, vsiablishied by regulitory autharities
and also in accordance with specifieations included into the Master File or rade licenee of nsnuficturing or importing county. if the
products are imported, or s e Drug Master File Tor drog for an investization medicinal prodoet, Reponts an praduction, pi whing and
analyses were reviewed and the cor sp(}:?\gnw with GMP established.

/

Qualified Person, .. ..., .. g : N.Antontow Dade: 25072024
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