Jomarok 3
1o Tlopsiaky ceprudikarii SKOCTi
JTIKapChKUX 3ac001B Il MKHAPOAHOT
TOPTIBIII TA MIATBEPIKCHHS TSI aKTUBHUX
(hapMareBTHYHUX IHTPEIIEHTIB,
110 EKCIIOPTYIOThCS
(myHKT 6 po3ainy I)

Branx Jlepocnikcnysicou

MIATBEPIKEHHSA 1JIsSI AKTUBHUX ®APMALHEBTUYHHUX
IHT'PEJAIC€HTIB,
10 eKCNOPTYIThCA 10 €Bponeiicbkoro Cor3sy (€C) Ta iHmux Kpain

151 JTIKAPChKUX 3aC00iB, NPU3HAYEHUX VI CIIOKUBAHHS JIIOINHOIO,
BianmoBiaHo 10 crarri 46b(2)(b) AupexTunu 2001/83/€C

[TinTBepmxenns Ne:

1. HalimenyBaHHsI, MiCIIE3HAXOKCHHSI Ta MICIIE TIPOBA/KEHHS AiSUTBHOCTI BUPOOHUUOT TITHHHUIIL
(Brirovyaroun Ne OyIMHKY, SIKIIO HEOOX1AHO):

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

IHOOPMAIIIS CTOCOBHO BUPOBHUKA, IKUI BUTOTOBJISIE A0V (D)
PEUOBHHY (M), IO EKCIIOPTYETHLCA(IOTHCS) J10 €C TA IHIIMX KPAIH JIJIs1
JIIKAPCBbKHNX 3ACOBIB, ITPUSHAYEHUX JUIA CIIOJKMBAHHS JITOAMHOIO

Hiroua(i) peuoBuHa(m)* Ipomnec (omeparrii)?

JIEP)KABHA CJIYXXBA YKPAIHU 3 JIIKAPCHLKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU IIITBEPJDKYE, I11O:

CTaHJAPTH HajexkHOi BUpoOHn4oi npaktuku (GMP), 1110 3acTOCOBYIOTBCSA 10 IIbOI'O BUPOOHUKA,
€KBIBAJICHTHI THM, SIKi BcTaHOBIIeHI B €C;

BHUPOOHMK MiJIATAa€ PErYISIpHil, CyBOpil Ta MpOo30pii mepeBipii Ta ePeKTUBHOMY 31 CHEHHIO
BHAMOT HaJIS)KHOI BUPOOHHYOI MPAKTUKH, B TOMY YHCITI TOBTOPHUM Ta MO3AIJIAHOBUM ITepeBipKaM
(IHCTIEKTYBaHHSM), 3 METOIO 3a0€3MEeUSHHS CUCTEMH OXOPOHH 3/10pOB’ sl HACENCHHS, €KBIBaJICHTHOL
npuitasTi y €C;

Ta B pa3i NPUHHATTS PiLIEHHS 111010 HEBIAMOBIIHOCTI BUPOOHUIITBA iH(OpMAILisl TPO TaKe PillleHHS
HagaeThes Jepxkiikemyxo6oto 6e3 3aTpumku 10 €C.°

Jlata oCcTaHHBOI IEPEBIPKHU:

CrpaBKHICTh ILOTO MIATBEPIKEHHS MOKe OyTH mepeBipeHa y Jlepkiikcmyxoi.

Micue3HaxoxeHHst J{epkmikemyxou:

Bnacne im'st ITPI3BUILIE Ta mocana BiAmoBigaaIsHOI 0COOM:

IMigmuc Jara M.II.
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E-mail, Tenedon, daxc:
UnenTudikariss KOHKPETHUX IIOYUX PEYOBUH Yepe3 MIXKHAPOIHO-Y3TO/HKEHY TEPMiHOJIOTIIO
(6axaHO MIXKHApOJIHA HETTATEHTOBAaHA Ha3Ba).

‘Hanpukia, «XiMiYHUH CHHTE3», «EKCTPaKLisi (BUTSDKKA) 3 TPUPOAHUX JDKEPET», «010710T1uH1
nporecu», «piHaabHi oneparmii.

sgdefect@ema.europa.eu.

Bnanx Jlepocnikcnyoicou

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):?

State Service of Ukraine on Medicines and Drugs Control (SSUMDC) 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:

The authenticity of this written confirmation may be verified with the SSUMDC.
Address of the SSUMDC:
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Name and function of responsible person:

Signature Stamp of the SSUMDC and date

E-mail, Telephone no., and Fax no.:

¢ Identification of the specific active substances through an internationally-agreed terminology
(preferably international nonproprietary name).

2 For example, «Chemical synthesisy», «Extraction from natural sourcesy, «Biological processesy,
«Finishing steps».

s qdefect@ema.europa.eu



mailto:qdefect@ema.europa.eu

