AEPIKABHA CJIYXBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMY ¥ KHIBCBKIH OBJIACTI

npoB. Ceitanynol Hanii, 3, M.Kuiz, 02099, ren/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo AKICTh BBE3EHOr0 B YKpaiHy JikapchbKoro 3acody

18.11.2024 Ne 42107/24/10

TIAIIPIJIAH®

(HaliMeRYBallig GiKapChXOTo 3000y 3riaNo 3 peeCTPAtiiitiM NOCRi TTeHMAA)
Tabaericn 10 100 mry no 20 Tabaerox y Gaictepi; no 1 Gaicrepy y xopobui 3 kaprony

(thopma BUTIYCKY, A01YBAHHS, BUA NAKYBAHHA NKapCHEOIG Jacoby)

Howmep peectpaniitaoro nocsimpenns UA/10161/01/01 crpox aii peectpauitinoro nocsiaueans 01,01,2099

Cepisa nixapcskoro sacoby Ne GO1211 KinbkicTh Beesenoro anixapcsrore 3acoby 960
Brpo6iik [ J1. dapma I'm6X, ABcrpis
{Haiimerrysaina pupobitnxa Aikapeeroro 3acoby, Kpaiua noxomsens}
Buezeno & Yxpainy Crinslie ykpaincoio-ecToNchke Hianpuemcreo y dopmi ToBapuerea
1 00mesxeno10 Bignosinaabricrio "'Onrirma-@apm, ITH", inenr. koa:
21642228

(HaftMenyBannz Ta Ko 3a €IPITOY 1opsumimol ocobn abe npissmue, in's, no Garexobi dismauol
ocofiu - nianpseMua, i Micne MpoxMBINEA TA peecTpauilinmil Homep oBAIROROT KAPTRY MAATHIKA
nogaTkis abo cepis Ta HoMmep nacnopTal

Opororon Bisyannzore wontpome eig 23.08.2024 N 2487/11.

34 pesymLTATAMH JIEPKABHOTG KOHTPOMIO BCTAMOBAEHQ, MO JIKApCHKMiT 3aci6 sBeemo B Ypahty 3
HOTPUMAHHAM BHMOT 30KOHOAABCTAA OO 3aBeaNeYeHRA AKOCT] MIXapeskus 3ac0bin.




Gl®Pharma

G.L. Pharma GmbH - LANNAGCH

Schlossplatz 1

A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81563
e-mail: office@gl-pharma.at
Ceprudixar sxocri sikapeskoro 3acoly

Quality certificate of the medicinal product

Hpenapar: TIATIPIAH®, tabnerxu o 100 mr
Product: Tiaprilan®, tablets at 100 mg

Homep pericTpaniiinore mocsiguens: UA/10161/0° /01 or 30.08.2019 p.
Number of registration certificate: UA/10161/01/01 from 30.08.2019.

Cuna aii / axrusnicrs: tianpin 100 mr
Strength / activity: tiapride 100 mg

Jlikapebka popmas Tabnerku
Pharmaceutical form: tablets

Posmip i Tun ynaxoskn: ITo 20 tabnerox B Baicrepi, no 1 Gnicrepy B kapTonHik xopobii
Volume and type of packaging: 20 tablets in a blister, 1 blisters in a carton box.

Homep cepil i kibkicrs ynaxosox: G01211, 5.000 YIIaKOBOK
Batch number and batch size: G01211, 5.000 packs

HAata sapobunursa / Manufacturing date: 09.2023
Tepmin mpugarnocti no / Expiry date: 09.2028

Haitmenysaung, micnesuaxomxenns i Homepa ninensii Beix ginnuok no BHPOGHHITRY i KOHTPOIIO RKOCTI,
Name, address and Ne of Manufacturing License fo- the batch releaser

TJL. ®apma I'm6X, Iroceruax 1, 8502 Jlanax, Ascrria

G.L. Pharma GrabH, Schiossplatz 1, 8502 Lannach, Austria

Jliuensin na BupoSuauTso /Manufacturing License: 481327
Cepradirar signosianocti GMP abo coniaxa EurdaGMP

[Certificate of GMP compliance or the reference to EnrdaGMP Ne,: INS - 481327-101358959

Haiimenypanns, MiCHe3HAXO/KEHUA | HOMepa Ainensii Beix Alnarok mo BHPOGHHDTBY i KOHTPOIO AKOCTI.
Name, address and Ne of Manufacturing License fo- the manufacturing site and quality contrel site

T.J1. ®apma ['MEX, Ipactpimrpacce 1, 8502 Jlamax, ascrpis

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

JInnensia ma BupoGuuKTso /Manufacturing License: 481348

Cepragirar signosinsocri GMP a6o cennka EurdaGMP
/Certificate of GMP compliance or the reference to EurdaGMP  No INS - 481348-101802660

Komenrapi/Comments
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Ceprudikar axocri JHKAPCHKOro 3ac06y
Quality certificate of the medicinal product

Gl®Pharma

G.L. Pharma GmbH - LANNACH

Schiossplatz 1

A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81553
e-mail: office@gl-pharma.at

TECTH /TESTS Honycrumi mexi ans JiKaperKkoro Pesyaurar / Resnlt l
mpenapary / Specification f
|
I. 3oHiumi Burngy / Biai, kpyryi, 3i ckomesua Kpaem !
Appearance Tabnerku, 3 xpecronogi6uot nidiero |
po3nomy Ha oBox croponax / Binnosinae i
White, round, with a beveled edge ﬂ
tablets with cross fault line on both Corresponds !
sides J
|
2. Teepricrs / 60-130N 81N |
Hardness 60-130 H I
3. Crupanicrs / £1,0% 0.0%
| Attritive i
i
4. Poanapawnns / < 30 xsunpu / < 15 min. !
Disintegration <30 minutes J
5. Cepenms Maca /
Average weight 180 mg/mr + 7,5%
' ' 179.7mg
6. Onnopignicts nosoparux oauHuIE | Bianosiano go eumor €spon. dapm.*
Should comply with the requirements Binnosinae
Uniformity of dosage units Ph. Corresponds
7. Posuynenns / 270 % (Q=65%) 3a 60 xg. / 78 %
Dissolution 2 70% (Q=65%) in 60 minutes
Ls. lnenrrudianis / Identification
I - imenTngiaia Tianpuay, Yac yrpumysanug ocaonRoro miky Ha Binnoeinae
BEPX / identification of Xpomarorpami KocmimKyBanoro Corresponds
tiapride, HPLC PosumKy Bianosinae yacy
yrpxmyaanml OCHOBHOYO NTiky Ha f
XpOMATOrpami CTalfapTHOro posunHy
The retention time of the main peak on }
the chromatogram of the test solution i
corresponds to the retention time of the [
main peak on the chromatogram of the ]
standard solution ;
- inerudixanix tianpuny, Ve / Crexrpy posuury 3pasxa rosneni Bimnoninae |
Gyrn nogibui  po CheKTpin, Corresponds

identification of tiapride, UV

O'l‘pPlM3HHX Ans CTa}mapTHOPO

PO3YHHY

The spectra of the sample soJution
should be similar to the spectra

| obtained for the standard solution




Ceprudikar sicocti Aikapebxoro 3acoly
Quality certificate of the medicinal product

Gl®Pharma

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

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

98.0 mg tiaprid / tablet

9. Kinsxicre wuswauenns, BEPX / 100,0 mrt5%
Quantitative definition, HPLC (95-105%)
10. Brparu npu Bucynrymansi / Loss <3,0% 0.7 %
on drying
11. Jomimxe (BEPX) / Impurities
(HPLC)
- Rowmiuka A / impurity A < 0,2% <0.03%
- nomimka B / impurity B =02% <0.03%
- OKpema Heigeutndikopana

Aomiuka / separate unidentified

impurity < 0,2% <0.03%
- cyma HeijenTHdiKOBaHMK

Zomimox / sum of unidentified

impurities < 0,4% <0.03%
- cyMa Jomiwox / sum of < 0,5% <0.03%

impurities
12. Bushauenus isonponinosoro
cimpry ), TX / Identification of of < 0,5% 0%
isopropy! alcohol U, GC :
13. MixpoGionoriuna yncrora 'V / Binnosigno x0 sumor €ap. Mapm*., He sunpoGysano
Microbiological purity V2 5.1.4 / According to Eur.Ph.*, 5.1.4

Not tested

*. Iliroue Bunanns / Current edition

1) -BHKOHYETHCS HA MOMeEHT BUITYCKY, BUKOHYETLCH 3 PeryIApHUMHE iHTepBajaMu, jis xoxHo! 10-1
cepil, ane se pimue 1 pa3 wa pik / performed a- the time of release, performed at regular intervals, for
every 10th batch, but at least once a year;

?)

for the shelf life - performed at regular intervals

- BUKOHYETBCH JUISL TEPMIiHY NPUAATHOCTI- ¥UKOHYETHCA 3 PEryIIAPHUME inTepBanamu / performed




Gl®Pharma

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

A-B502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81563
e-mail: office@gl-pharma.at

Ceprudixar soeri Jikapcekoro 3acofy
Quality certificate of the medicinal product

3asra mpo ceprudikaniro,

Cripasxcim 5 sacsinayio, mo Hapenena BuIe iHhopMalis € ocToBipHO | ToHO, Lo cepiro nponyxuii 6yao Brpobacto
(BIJIOHAIOMH YNAKOBKY i MapKyBaHHA) | ApoBeseHo xorTpons 1Y sxoeTi Ha Buesranansiil Kinauui b noemid signosigsoct
3 paMoramy GMP, BCTaHOBMEHMMH MicLenuM PCTyJATOPHUM OpraHoM, & TakOX BiAMOBiaHO gO cnenudikauii, mo
MIiCTATHCS B peecTpaviitHOMy RoChe. Tporoxonn BupoGrMTEA, yrakosky Ta ananiais 6y.u nepernaHyTi i BCTaHOBNEHO
sizmosipaicrs GMP,

Statement of Certification

"With this, I 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 ahove section, in full compliance with the requirements of
GMP, established by local régulatory 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 GMP».

Compiled by: Hara / Date: 07.06.2024

. g
B. ®ecen, | fil (b, 7L J-p. B. 3atus, s {m el f.,{ |
Buxounaseus Vnosxoeaxena acoba 3 axocri /Quality Authorized person

GLl®Pharma

G.L. Pharma GmbH
Schlossplatz 1
8502 Lannach, Austria
+43 3136 82577 . 0]



CERTIFICATE of CONFORMANCE

Internal code:

2024-FF-1382360-1-FF Version 1

Gl®Pharma

G.L. Pharma GmbH
Schlossplatz 1

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

Page 1/2

Name of product

Tiaprilan 100 mg tablets

Importing Country

Ukraine

Marketing Authorisation Number

UA/10161/01/01

Marketing Authorisaton Holder

BAUSCH HEALTH LLC

Dosage form

See name of product

ltem No. | 70560UA J

Package size / type 20/ Blister

Batch number F0121 1

Date of manufacture 09.2023

Expiry date 09.2028

Bulk batch number GG04071

Batch size 396060 STK 7
Packages released! 5000 T
Manufacturing site G.L. Pharma GmbH, Industriestrafie 1 , 8502 Lannach, Austria

Authorisation Number 481348

EudraGMP 63079

Packaging site
Authorisation Number
EudraGMmP

G.L. Pharma GmbH,
481348
63079

Industriestraite 1, 8502 Lannach, Austria

QC site(s): G.L. Pharma GmbH, Industriestrae 1, 8502 Lannach, Austria
Name of API Lot/batch of API Manufacturer
TIAPRIDE HclI 2206015 ICROM S.r.l.
IT
Results of analysis There is further information in the attached CoA of the finished product and the W
API
Deviation Report I no :{

Comments / remarks




Gl°Pharma

G.L. Pharma GmbH

Schlossplatz 1

A-8502 Lannach, Austria

Phone: +43/(0)3136/82577-0

CERTIFICATE of CONFORMANCE rax: +43/(0)3136/81563

e-mail: office@qi-pharma.at

Internal code: 2024-FF-1382360-1-FF Version 1 Page 2/2

STATEMENT of CERTIFICATION

I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorisation of the importing country. The batch processing, packing and analysis records were reviewed and
found to be in compliance with GMP.

Any deviation has been assessed and documented. For any deviation that might have an influence on the quality
and/or safety of the product, a deviation report is added to the CoC.

Date of release: 31.05.2024 Dr. Volker Seidel

Head of QA Regulatory & Quality
Compliance / Head of QA Oversight
External Relations / Qualified Person

Date of issue: 11.06.2024 11:41 Barbara Fessl



http://www.tcpdf.org

