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Ceprugikar anajizy Ne 0799 Bix 23.04.2024

Ha3sga 3pazka:

PeecTpauilinnii Homep:
BupoOHuk:

Homep cepii:

Micue Bigbopy 3pa3ka:
3aMOBHHK:

CynpoBinHuii oKyMeHT:

AKT Bindopy 3paska:
Cran 3pa3ka:

JaTa oTpuMaHHs 3pa3Kka:

HAaTu BHKOHAHHS pooiT:
Bug kontponto:

Micue npoBegeHHS
AIAJIBHOCTI:

H/I, BiamoBigHo go sakoi
NPOBOAUBCS aHAJI3:

TIAITPUIAH®, Tabnetku mo 100 mr; o 20 Tabnetok y 6iicrepi; mo 1 6iictepy y
KOpoOlli 3 KapTOHY

0811.24

["JI. ®apma I'm0X

F08262

CrinbHe yKpaiHCEKO-€CTOHCBKE HiANpHEMCTBO ¥ ¢opmi TOB "Onrima-®apm JIT/I"
JlepxxaBHa ciyx0a YKpaiHu 3 JlikapchKMX 3ac00iB Ta KOHTPOJIIO 33 HAPKOTHKAMH
JIuct Ne 3144-002.4.1/002.3/2-24 Bix 10.04.2024 p.

Ne Bix 12.04.2024

3pa3ok B CTaHl NPpUAATHOMY JUIS IIPOBEAEHHS BHIPOOYBaHb

15.04.2024

15.04.2024 - 23.04.2024

3a posnopsimkenssam JlepixaBHoi ciyxOu Ykpainu 3 nikapchkux 3aco0iB Ta KOHTPOITHO
3a HapkoTukamu ("IM", [Toctanosa 902)

Al «Llentpansha nabopatopist 3 aHali3y AKOCTI JTiKapchKuX 3aco6is i MeaMYHOT
MPOYKLI

MKX o p.n. Ne UA/10161/01/01, 3Minu mo MK Big 30.07.2020 Haxaz Ne 1729,
3MIHH

MokaszHuku

Bumorn HLQ PesynbTraTtu

30BHILWHIN BUrNAa

Po3napaHHs
CepeaHsa maca

MapkyBaHHs

bini, kpyrni, 3i ckoweHum kpaem TabneTku, 3 xpecTonoibHo NiHielo Bianosinac
po3nomy Ha 000X CTOpoHax

<= 30 xBUNWH Bianosinae

180 mr+ 7,5 % Bianosigae
182 mr

3rigHo sumor MKH Bianosigae

BUCHOBKH: Ceprudikar anamizy Ne 0799 Bin 23.04.2024 MIATBEPDKYE, 110 NepeBipeHMil 3pasok mpemaparty
TIAIIPIJTAH®, tabnetku o 100 mr; mo 20 TabneTok y 6iictepi; no 1 Omicrepy y xopoOui 3 KapTOHY,
Ne cepii F08262, BupoOuuurso I'.JI. ®apma I'm6X pigmoimac sumoram MKS 1o p.m. Ne
UA/10161/01/01, 3minm no MKS Bin 30.07.2020 nakaz Ne 1729, 3MiHuM 3a HaBeACHUMH BHIIC
MMOKa3HUKaMH. . !

AupexTop / Y3 POMﬂH MAPKIH

-
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CepTudikar ananisy He miunsrae nopHoMy a60 4acTKOBOMY BiATBOpeHHIO Ge3 ao3rony M1 “Lientpansha naGopatopis 3

SOP/G-5.10/D1

aHaJII3Y SIKOCTI JIIKApCHKHUX 3ac006iB i MENMYHOT MpoayK1Lii”

Kineur ceprucdikara ana.nhy Ne 0799 Bin 23.04.2024
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Gl®Pharma

G.L. Pharma GmbH - LANNACH

Schiosspiatz 1
A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81563
e-mail: office@gl-pharma.at
Ceprudixar sxocti nikapenkoro 3acoby

Quality certificate of the medicinal product

Tipenapar: TIAITPUJIAH®, tabnetxu no 100 Mr
Product: Tiaprilan®, tablets at 100 mg

Homep pericTpaniitnoro mocsiguenna: UA/10161/01/01 or 30.08.2019 p.
Number of registration certificate: UA/10161/01/01 from 30.08.2019.

Cuna aii / akrnauicers: rianpig 100 mr
Strength / activity: tiapride 100 mg

Jlikapcoka dopma: tabnerkn
Pharmaceutical form: tablets

Posmip i Tam ynmaxoswu: [lo 20 rabnerok 8 6nictepi, ro 1 Gnicrepy B Kapronmiit kopofni
Volume and type of packaging: 20 tablets in a blister, 1 blisters in a carton box.

Homep cepil i kisbxicrs ymakosox: F08262, 20.000 ynakoBok
Batch number and batch size: F08262, 20.000 packs

AdaTta BupoduuuTea / Manufacturing date: 09.2023
TepMin npuaarnocti go / Expiry date: 09.2028

Hajimenypanun, micuesRaxoaxenns i HoMepa nivensiit Beix gimanox no PHPOOHHNTBY i KOHTPOJIO AKOCTI.
Name, address and N of Manufacturing License for the batch releaser

I'JI. @apma I'm6X, lnocennan 1, 8502 Jawax, Ascrpis
G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach, Austria

Jiueusig na sapobnunrbo /Manufacturing License: 481327

Ceprudikar signosignocyi GMP 260 ccunka EurdaGMP
/Certificate of GMP compliance or the reference to EurdaGMP Ne INS-481327-101358959-17825937

HaiiMenyBanns, micuessaxoakeHun i Homepa nineHsii neix alraHox no BMpoSHUNTBY | KOHTPOJI0 AKOCTI.
Name, address and Ne of Manufacturing License for the manufacturing site and quality control site

[JL @apma I'm6X, Inpactpimrrpacce 1, 8502 Jlanax, Asctpis

(G.L.Pharma GmbH, Industriestrasse 1, 8502 Lannach, Austria

JIunensis Ha Bupobunurso /Manufacturing License: 481348

Ceprugixar signosignocri GMP a6o cenika EurdaGMP
{Certificate of GMP compliance or the reference to EurdaGMP No INS-481348-100432269-17697356




Ceprudikat sxocTi nikapcokoro 3acofy
Quality certificate of the medicinal product

Gl®Pharma

G L Pharma GmbH - LANNACH

Schlossplatz 1

A-8502 [_annach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/{0)3136/81563
e-mail: office@gl-pharma.at

OTPHMEHUX /I CTAHZAPTHOrO
PO3YHHY

The spectra of the sample sclution
should be similar to the spectra
obtained for the standard solution

TECTH /TESTS Adonycrami Mexi aus JikapesKoTo PeayabTat / Result
npenapaTty / Specification
1, 3opHimmiK Burmay / Bini, kpyrni, 3i ckomeHuM Kpaem
Appearance TabneTry, 3 xpecTononibuol ninicto
po3noMy Ha ofox croponax / Bianosigae
White, round, with a beveled edge
tablets with cross fault line on both Corresponds
sides
2. Teepaicts / 60-130 N 81N
Hardness 60-130 H
3. Crupanicts / =1,0 % 0.0 %
Aftritive
4. PoznaptaxHzs / < 30 xBHIHH / < 15 min.
Disintegration <30 minutes
5. Cepenna maca /
Average weight 180 mg/mr £ 7,5% 179.7 mg
6. OnHopiaHiCTs nO30BaHNX omMHHUL | Bianosiauo no sumor €ppor. Dapm.*
/ Should comply with the requirements Bigmosigae
Uniformity of dosage units E.Ph. Corresponds
7. Posynneuns / >70 % (Q=65%) 3a 60 xz. / 78 %
Dissolution = 70% {(Q=65%) in 60 minutes
8. Inentndixania / Identification
- igentndixauia Tianpuny, Hac yTpumMyBaHHS OCHOBHOIO DIKY Ha Bianosiaae
BEPX / identification of XpOMATOrpaMl OOCIHIRKYBAHOTO Corresponds
tiapride, HPLC PO3UHHY BIANIOBIAAE Yacy '
YTPHMYBaHHA OCHOBHOrO MKy Ha
XpOMATOrpaMi CTAHAAPTHOTO PO3UHRY
The retention time of the main peak on
the chromatogram of the test solution
corresponds to the retention time of the
main peak on the chromatogram of the
standard solution
- 1xeHTHgiKania Tianpuny, Vo / CriexTpst po3yuHy 3pa3ka NOBWHHI Bignoginae
identification of tiapride, Uy | 8y™¥ moaibui  mo crexrpie, Corresponds




Ceprudikar AKOCTI Jikapchbroro 3acody
Quality certificate of the medicinal product

Gl®PPharma

G.L. Pharma GmbH - LANNACH

Schlosspiatz 1

A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81563
e-mail; office@gl-pharma.at

9. Kinekicue suspauyenus, BEPX /
Quantitative definition, HPLC

100,0 Mr=5%
(95-105%)

08.0 mg tiaprid / tablet

10. Brpat npu pucymysansi / Loss <3,0% 0.7 %
on drying
11. Homiarxy (BEPX) / Impurities
(HPLC)
- pomimika A / impurity A < 0,2% <0.03 %
- jomiwka B / impurity B < 0,2% <0.03 %
- OKpeMa HeiaeRTHdIKOBaHA
gomiuka / separate unidentified
impurity < 0,2% <0.03 %
- ¢yma HeireaTrhikoRaHHX
pomitok / sum of unidentified
impurities < 0,4% <0.03 %
- cyma jgomimox / sum of < 0,5% <0.03 %
impurities
12. BuznadeHss i20fponiioaoro He eunpofysano
crmpty 1, T'X / Identification of of < 0,5%
isopropyl alcohol 1, GC Not tested
13, MikpoGioneriuna yncrora ¥4/ RianosinHo ao Bumor Cep. Papm*,, He sunpoSysaso
Microbiclogical purity Y2 5.1.4 / According to Eur,Ph.*, 5.1.4
Not tested

*. Tliroye Bujiannsa / Current edition

1) .BUKOHYETHCS HA MOMEHT BMOYCKY, BUKOHYETHCS 3 PEryJIApHAMM iHTepBanamy, Aaa Koxnoi 10-i
cepii, ane ue pimue | pas Ha pix / performed at the time of release, performed at regular intervals, for
every 10th batch, but at least once a year:

2} . BUKOHYETBCH U1 TEPMIHY NPH/ATHOCTI- BUKOHYETHCH 3 PeryipHEMY iHTepBatamy / performed
for the shelf life - performed at regular intervals




Gl®Pharma

G.L Pharma GmbH - LANNACH

Schlossplatz 1

A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81563
e-mail: office@gl-pharma.at

Ceprugikar sixocri dikapeskoro 3acoly
Quality certificate of the medicinal product

3agea npo ceprudikanio,

CopesxHiv 5 380814y, MO HaReLeHa BulLe IHpOpPMANIF € HOCTOBIPHO | TOYHOIO, Liro cepito npomyxuii 6yno supobeno
{(BrTIOY2:04M YNakosKy i MADKYBAHHA) | POBSAEHO KOHTPONS 1 RKOCTI HA BUDIEIraAaHNIA HinsHLUi B nong!it BIANOBIOHOCT]
3 sumoraMy OMP, RerauoBnenuMy miciessM PCIYNATCPHHM OpraHom, a TaxoX BiINOBIAHO HO cnetivdrixaugty, mo

MICTATbCA B PEECTPaLiHOMY 0Che. [Iporokonn BHpOBHULITRA, YTakoBKE Ta aHaisle Oyiu mepermsnyTi § seTANOBCHO
ainnopigxicTs GMP,

Statement of Certification

"With this, T certify that the above information is true and accurate. This series of products have been produced (including
packaging / labeling) and conducted by the quality control in the above section, in full compliance with the requirements of
GMP, established by local reguiatory authority and in accordance with the specifications contained in the registration dossier
or N marketing authorization of the country of the manufacturer or N importing country if the products are imported N, or

in the file specifications for the drug for the investigational product. Protocols production, packaging and testing has been
revised and the correspondence GMPy.

Compiled by: Hara / Date; 13.02.2024
b. Pecen, :' Zﬂé :;[L@M H-p. B. 3aiiuny, /k, [’Q
Buxonareus YnosHOBaXKEHa 0cofa 3 axocti /Quality Authorized person
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