JlonaTok 2

no Ilopsnky  ceprtudikamii — sKoOCTI
JTIKApChKUX 3ac00iB I  MDKHApPOJIHOL
TOPTIBJII Ta MIATBEPKEHHS JIS aKTUBHUX
(hapManeBTUYHNUX IHTPETIEHTIB, 10
EKCIIOPTYIOThCS

(a03ar apyruii nyHkTy 7 po3aiay I)

bnank Yrpaincokoeo gpapmayesmuunozo acenmcemea

IMigTBepa:KeHHs 1 AKTUBHUX (papManeBTUYHMX iHIPedi€HTIB,
10 eKCopPTYIThCs 10 €Bponeiicbkoro Corw3y (€C) Ta iHmux Kpain
JJIA JIIKAPCHLKUX 32C00iB, IPU3HAYEHUX /ISl CIIOKMBAHHS JIKOIMHOIO,

BignoBigHo a0 crarri 46b(2)(b) AupexTusu 2001/83/€C

[TigTBepKEHHS Ne:

1. HaliMeHyBaHHsI, MICIIE3HaXO/DKCHHSI Ta MICIE IMPOBAPKCHHS ISJIBHOCTI BHUPOOHWUYOI JUTBHMII
(Brmrogaroun Ne OyIMHKY, SIKIIIO HEOOX1THO):

2. Homep(mn) minensii(if) Ha BUpOOHUIITBO JTIKApChKUX 3aC00IB:

[Hdopmartisi cTOCOBHO BUPOOHUKA, SIKUH BUTOTOBIISAE Jit0uy(i) pe4oBUHY (1), IO
EKCITOPTYETHCA(FOTHCS) JIO €C Ta THIIMX KpaiH JUIS JIIKApChKHUX 3aC001B, TPU3HAYCHUX JIJISI CTIOKHBAHHS
JIFOTUHOIO

Jiroua(i) pedosuna(u)’ Ipouec (omeparii)?

VYkpaiHchke (hapMalieBTHUHE areHTCTBO MiJITBEPIXKYE, 1110:

CTaHJapTH HalexkHOi BUpoOHNYoi npakTuku (GMP), 1110 3acTOCOBYIOTHCS J0 IILOI'O BUPOOHUKA,
€KBIBAJICHTHI THM, SIK1 BCTaHOBJIeHI B €C;

BUPOOHMUK MIJIATA€ PEryIsApHiil, CyBopilf Ta Mpo30piit mepeBipiii Ta €(pEeKTUBHOMY 3/11HCHEHHIO BUMOT
HAJIe)KHOT BUPOOHUYOT MPAKTHKH, B TOMY YHCIIi TIOBTOPHHUM Ta ITO3aIUIaHOBUM TIepeBipKam
(IHCTIEKTYBaHHSM), 3 METOIO 3a0€3MeUeHHsI CUCTEMHU OXOPOHH 3/10pOB’ s HACEJICHHsI, €KBIBaJIEHTHOL
npuiiaTi y €C;

Ta B pa3l NPUHHATTS PILLIEHHS 111010 HEBIAMOBIIHOCTI BUpOOHUIITBA 1H(GOpMAILIis TPO TaKe PilLIEHHS
HaJaeThes YKpaiHChKUM (hapMalleBTHYHIM areHTCTBOM Oe3 3atpumku g0 €C.3

Jlata OCTaHHbBO1 IEPEBIPKU:

CrpaBXKHICTh LIOTO MIATBEP/KEHHS MOXKe OyTH MepeBipeHa B YKpaiHChKOMY (hapMalleBTHUHOMY
areHTCTBI

Micue3Haxo/pkeHHsT YKpaTiHChKOTo (hapMarieBTHYHOTO areHTCTBA:
E-mail, renedon:
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(mocaja xepiBHHKa YKpaiHCHKOro (hapMarieBTHIHOTO (Bnacue im’st Ta TIPI3BUILIE)
areHTCTBA)

IUITXOM HAaKIJIAJCHHS KBaTi(PIKOBAHOTO EIEKTPOHHOTO MiANMUCY KEpiBHUKA YKPaiHCHKOTO (apMarieBTHYHOTO
arcHTCTBA Ta KBaTi(hiKOBaHOI CIEKTPOHHOI IMeYaTKH Y KPaiHCHKOTO (hapMarieBTUIHOT'O areHTCTRA.

uB
VYxpaiHcbke (hapManeBTHIHE areHTCTBO
QR-xox, peectpaniiinuii Homep, AaTa peecTpartii,
Npi3BHILE Ta iHIiIiaNy MigNucyBada, peKBi3UTH MigNUCyBada

! Inentudikanis KOHKPETHMX JiFOYMX PEYOBMH HepPE3 MiKHAPOAHO-Y3TO/PKEHY TEPMIHONOTIIO (0aXkaHO MiXkHapojHa
HernaTeHTOBaHa Ha3Ba).

2 Hanpuxnaj, «XiMi9HHM CHHTE3», «EKCTpakKilis (BHTSKKA) 3 NPUPOJHUX JDKEPET», «OI0NOTiYHI mpouecH», «piHambHi
ormeparii».

3 gdefect@ema.europa.eu.

branx Yxpaincokoeo gpapmayesmuunoco acenmemeda

Written confirmation for active substances
exported to the European Union (EU) and other countries for medicinal products
for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

Confirmation no.:

1. Name and address of site (including building number, where applicable):

2. Manufacturer’s licence number(s):

Regarding the manufacturing plant under (1) of the following active substance(s) exported to the eu
and other countris for medicinal products for human use

Active substance(s):! Activity(ies):?

The Ukrainian Pharmaceutical Agency hereby confirms that:

The standards of good manufacturing practice applicable to this manufacturing plant are equivalent to
those laid down in the EU;

The manufacturing plant is subject to regular, strict and transparent controls and to the effective
enforcement of good manufacturing practice, including repeated and unannounced inspections, so as to
ensure a protection of public health equivalent to that in the EU;

and

In the event of findings relating to non-compliance, information on such findings is supplied by the
exporting third country without delay to the EU.®

Date of inspection of the plant under:
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The authenticity of this written confirmation may be verified with the Ukrainian Pharmaceutical Agency.
Address of the Ukrainian Pharmaceutical Agency:

E-mail, Telephone no.:

The confirmation is signed by

(the position of head of the Ukrainian (First name Last name)
Pharmaceutical Agency)

by applying the qualified electronic signature of the head of the Ukrainian Pharmaceutical Agency and
the qualified electronic seal of the Ukrainian Pharmaceutical Agency authority.

uB
Ukrainian Pharmaceutical Agency
QR code, registration number, registration date,
surname and initials of the signatory, signatory details

! Identification of the specific active substances through an internationally-agreed terminology

(preferably international nonproprietary name).

For example, «Chemical synthesis», «Extraction from natural sources», «Biological processes»,
«Finishing steps».

% gdefect@ema.europa.eu.

2



