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NIKAPCbKUX 3ACOBIB (MEAUWYHUX IMYHOBIOJIOIN4YHUX NPEMNAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU
A0 PEECTPALIMHUX MATEPIANIB, AKI BHOCATLCA A0 AEP>XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB

YKPAIHU, AAKI SAPEECTPOBAHI KOMNETEHTHUMU OPTAHAMMWU CMOJTYYEHUX LUTATIB AMEPUKW,

LUBEULLAPCBHKOI KOH®EOEPALIIL, ANOHII, ABCTPAII, KAHAOWN, NIKAPCbKNX 3ACOBIB, LLO 3A

LLEEHTPANI3OBAHOIO NMPOLIEQYPOIO 3APEECTPOBAHI KOMNETEHTHUM OPITAHOM €EBPOIMNMEUCBKOIO

COIo3y

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npouyedypa Ymoeu Homep
n/ | nikapcbkoe (nikapcbka ¢ghopma, eidnycky | peecmpayiliHo2o
n 0 3acoby ynakoeka) noceid4yeHHs1
1. IMYHAT MOPOLLOK Ta PO3YNUHHUK BakcTep ABcTpisa Bunyck cepii 'M13 Ta po3ymHHUKa: ABcTpisi/ B.lll.1.a.2 (IA) - 3aTBEpOXEHHS YNHHOIO 3a UA/16963/01/01
ONS PO34MHY AN iH eKuin Al Bakctep All, ABcTpisi; BupobHuuTBO, HimevuunHa cepTudikaty BignosigHocTi (CEP) Ha renapuH peuenmom
no 250/190 MO; 1 cnakoH nepBuHHe nakyBaHHs [T13, BTOpUHHE HaTpito Bia komnawii Opocrin S.p.A B pegakuii R1-
3 NMOPOLLKOM Y KOMMNNEKTi 3 nakyBaHHs 113 Ta po34mHHUKa, CEP 2002-006-rev 08
1 bnakoHOM poO34MHHUKA KOHTponb sikocTi I13: bakctep AT,
(Boga ons iH'ekuin) no 5 AscTpis; KoHTponb sakocTi [M113: Bakctep
Mn Ta Habopom ans Al', ABcTpisi; BUpoGHULTBO, NEpBUHHE
PO3YMHEHHS | BBEAEHHSA Y naKyBaHHs Ta KOHTPOMb AKOCTI
Kopooui posumnHHuka: 3ircppia XamensH MvbX,
HimeydnHa
2. IMYHAT MOPOLLIOK Ta PO3YNHHMK Bakctep ABCTpis Bunyck cepii M3 Ta po3ynHHUKa: ABcTpisi/ B.11l.1.a.2 (IA) - 3aTBEpAKEHHS YNHHOTO 3a UA/16964/01/02
AN PO34MHY Ans iH'eKUin, Al Bakctep Al', AscTpis; BupobHuuTso, HimeuunHa cepTtudpikaTy BignosigHocTi (CEP) Ha renapuwH peuernmom
no 1000/750 MO; 1 nepBUHHE NakyBaHHs 13, BTOpUHHE HaTpito Big komnaHii Opocrin S.p.A B pegakuii R1-
hNakoH 3 NOPOLLKOM Y nakyBaHHs 113 Ta po34mHHUKa, CEP 2002-006-rev 08
KomnnekTi 3 1 donakoHoM KoHTpornb skocTi [J13: bakctep Al
pO34unHHKKa (BoAa Ans ABcTpis; KoHTponb sikocTi [M13: Bakctep
iH'ekuin) no 10 mn Ta Al', ABcTpisi; Bupo6HMUTBO, NepBrHHE
Habopom AnA PO34MHEHHS nakyBaHHs Ta KOHTPOMb SKOCTI
i BBeAleHHS y kopobui posuunHHuka: 3ircppig XamensH MvbX,
Hime4vdnHa
3. IMYHAT MOPOLLOK Ta PO3YNHHUK Bakctep ABCTpis Bunyck cepii 13 Ta po3ymHHUKa: ABcTpis/ B.lll.1.a.2 (IA) - 3aTBepAXEHHS YUHHOIO 3a UA/16964/01/01
ONS pO34MHY Ans iH'ekuin, Al Bakctep Al', ABcTpisi; BupobHuLTBO, HimevyunHa cepTudpikaty BignosigHocTi (CEP) Ha renapuH peuenmom
no 500/375 MO; 1 cnakoH nepBUHHe NakyBaHHs 13, BTOpuHHe HaTpito Bia komnawii Opocrin S.p.A B pepakuii R1-
3 MOPOLLKOM Y KOMMMEKTI 3 nakyBaHHs 113 Ta po34mHHUKa, CEP 2002-006-rev 08
1 donakoHOM PO34MHHMKA KOHTponb sikocTi [J13: Bakctep Al
(Bopa ans iH'exuin) no 5 AscTpis; KoHTponb skocTi IM3: Bakctep
mn Ta Habopom Ans Al', ABcTpist; BupobHMLUTBO, NepBrHHE
PO3YMHEHHS | BBEAEHHS Y nakyBaHHs Ta KOHTPOb AKOCTI
Kopooui posumnHHuka: 3ircppig XamensH Mv6X,
HimeyymHa

FeHepanbHUWN gupeKTop

OupekTopaTty hapmMaueBTUYHOro 3abe3nevyeHHs
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