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CNOPA3YMHW PACKME CKBMPHOI CNOPA3YMA BP. 39-8/16
3A JABHY HAEBABKY KOPCHAPHUX CTEHTOBA 3A 2016. TOOXUHY
- 3a napTujy & -

MPETXOOHA KORCTATAUMJA:

®oHg v OoGasreay koHCTaTyjy Aa cy aaxa 9.6.2016. roguHe 3akbyqnnun QKerpHIA cncpasym 6p. 39-
8/16 3a jaBHY Hafarky KopoHapHW creHTosm 38 2016. roguHy Bp.ju. 404-1-110/16-7, 3a naptijy 9 -
BUOpecoprTHBHY KOPOHAPHK CTEHT OGNOXEH WMMYHOCYMPECMBHAM FEKOM KO 33ayCTABMa nporpecwjy
henwjekor uuknyca wHxXMBuWUnjom m-TOR-a, szawTtwhenor Hasusa Absorb GT1 Bioresorbable Vascular
Scaffold System, nponaeofada Abbolt Vascular.

[axa 24.4.2017. ropnne Jobaercav je ®oHay aAocTasno gonuc 6p. {-188/17, sasenen nog 6p. 404-1-
7116-72, y kojem HaBoAKM A2 je of npousechava Abbott Vascular obaselwrer o 3aWTHTHAM Mepama y Beau
¢a ynoTpefom Absorb BVS n Absorb GT1 koje ce cnposoae Ha TepuTopuju ERponcke yAuje.

Hanme, Abbott Vascular je, y capajiei ca eBponckim HaanNexHWM opraHuma, pada 31.03.2017.
rogwke fofuo cpobperwe Aa y EBpPOncKoj yHUW uMnnemeHTApa NPOMEHE Y YNyTeTBMMa 3a ynorpeby
npoussoga Absorb BVS u Absorb GT1 sesaHo 3a onTumanHe TexHWxe WMNnaWTayuje, npy demy ce
yroTpeGa ORMX MPOW3BOAA WA TepuTepuiw EBponcke yHuje orpaHU4aBa WCKILYYWMEO Y OKBUPY pervcTapa,
ohHocHo ucTtu he Ha Teputopujn EBponcke yHuje BuT BOCTYNHW 33 ynoTpely Camo ¥ OKPYXEteY KRMHMUKX
perucyapa po neta 2018. roaune. OrpaHnyaBare ynoTpebe Ha BENWKe PErMCTPE, Npema HaBOAKMA
npouascfiasa, he omOryhuTM CUCTEMATCKO NPUKYNTbake NoAaTaka ca uvrsem yTephvBatba yTruaja
NPCMERa TeXHYWKE WMNAIAHTALMIE Ha KNWMHWYKE WUCXOAe, OAROCHO Aa nwn hie vcTe yinaxuria euwe ctone
YMeCTamNoCTIA HENOBOMLHUX cpyaHux AorafRaja, Hapo4nTo WHdiapkTa Muokapaa M Tpombosa, 1 afiekeaTHe
NpPoueHe AyropoYHUX KoprcT noeelaHrx ca Absorb sistemom.

Wako Penybnuka Cpbuja Huje ynanuua ERponcke yHuje 1 HABEASHE NPOMEHE HE YTWMY HA CTATVC W
npomeT npouasoda Absorb BVS u Absorb GT1 y cmucny 3akora © NEKoBUMa 1 MEBAULIKHCKAM CReACTBMME,
NoBapreav je ropeHaeseaeHm gonvcom PoHay npeanoxuo crposofiere UCTUX Mepa Koje Gy CripoBegeHe
Ha TPXMLWTY EBporncke yHuje, 0gHOCHD NoBnadyewke npouseoaa Absorb GT1 Bioresorbable vascular Scaffold
System ca Tpxuiita Penybnuxke Cpbnje.

Y cxnagy ca HAasefiedum $ona v JoBapreau Cy CarnacHY Aa 3akbyqe 0Baj CNopaszyMHW packma
OKBUpHOr cnopasyma Gp. 39-8/16,

Ynan 1.

Wimajyhir v Buay dumeenuyy na je npowseohay Abbott Vascular npocneguo ynyrcrso cemm
AUCTpUBYTepuma Aa ce BuopecopnTiaHA KOPOHAPHK CTEHT OBROMEH WMYHOCYTPECHBHUM NEKOM KOjw
saycraerea nporpeckjy henujcror uwiknyca wHxubuuuvijom m-TOR-a, sawrmheHor Hasusa Absorb GTi
Bioresorbable Vascular Scaffold System, noenavn w3 komepuwmjanHe ynorpede y semmama EY, oeuM nyTem



doHg v Aobaersad CnopasymHo packuaajy OKBUPHW  CNopasyn Gp. 39-18/16 on 09.06.2016. roanse, na
paznora roBnadYesa HapeaeHor NPoM3B0AA U3 NPOMETA €3 TRHULLITE PenyGnuke Cpbwje.

Unan 2.

dorg v [Jobaprbad CArNAcHC KOHCTATY)Y A@, ASHOM 3anrbydeHa OBOP CnopazymHor packuga,
OKBMPHN cnopasyM 6p. 38-8/16 npecTaje Aa NPONIBCAN NPABHO AEjCTBO.

JioBaprbay 4 agpaBCTBEHE YCTAHOBR, OAHOCHD KYNUW, KOjit MME]y 3aKiby4eHe YrOBOpe Ha QCHOBY
oKampHor cnopasyma 6p. 39-8/18 cy AyXHW Aa WCTE PacKnRY.

YnaH 3.

®ona v fobasrbas Aarke carnacHo koHcTaTyly Aa ce [obaersay obaeedyje na we uenopyvyje
Kynumma BUOPECOPNTUEHN KOPOHAPHW CTEHT OGAOKEH WMYHOCYMPECMBHUM NEKom KOjli  3aycTasrba
nporpecujy Renumickor uwknyca wHxubuumjor m-TOR-a,  aok he Kynuu waepwmtn nospahaj csux
BHMOPECOPNTMBHUX KOPOHAPHMX CTEHTOBA OODMNOMEHWX WMYHOCYNPECWBHUM  NEKOM KCik  3aycTasroajy
nporpecujy Renujcker uwiyca wHxuBuumjom m-TOR-a kojun Hucy yrpahenu u koju UM C& Hanase Ha
Januxama.

Kynuw he JoBagrbady, ¥ CKNaay ca 3akiby4eHrs yroBOpMMa Ha OCHOBY OKBUPHGT CnopasymMa 6p. 39-
816, WCmNATMTM CBE KONMWUMHE yrpaleHux BUOPecOPNTMBRMX KOPOHAPHUX CTEHTOBE OBMOMEHWX
MMYHOCYNPECHBHIM NEKOM KOjW 32YCTaBMajy nporpecujy Renmjckor unknyca nHxnbuLivom m-TOR-a, gox ce
JoBasrsay ofapesyje Aa nsaa oaroeapajyha kewina ofobpera Koja ce ofiHoce Ha noepahaj HeyrpaheHnux
CTEHTOBA KOjU1 CE Hanale Ha 2anuxama kof Kynaua.

JoBaersad 1 Kynau he o noppahajy KeyrpafleHnx cTeHToBa KOju Ge Hanase Ha 3annxama KOj Kynua
cauuHMTI ogrosapajyfie aanucHaxke kojn hie noTnucueati npeAcTaeHuUy JoGasrkaqa u Kynua.

Ynan 4.
dorg v [loBaeread garbe GarnacHo KoHCTaTyly Aa HakoW rospahaja HeyrpafjeHux cTedToBa 04
cTpaHe Kynaua w umcnnate ceux yrpafierux BuopecopnTiBHAX KOPOHAPHWMX CTEHTORA oBnoMeHux
MMYHOCYNPECHBHYM NEKOM KoM 3aycTasfeajy nporpecujy henujckor Lmioyca wHxnbBuuviom m-TOR-a, y

cHnasly ¢a Yrosopuma 3aktyverum uavely oGasrbava v Kynua, Ha OCHOBY OKBUPHOT CNOpadyma 6p. 30-
8/18 He nocToje Buno kakea mefycobra noTpaxusaka u obase3e No 0BOM NPABHOM OCHOBY.

doHp ce obapesyje aa JoBasreauy y poky og 10 (necer) fawa of AaHa NoTnMCKBarea OBOF
CNOpasyMHO: PACKWOa@ OKBUPHCT Chopadyma u3spwu nobpahaj baHkapcke rapaHuuje 3a AoOpo W3BpUWEHE
noCNa BATE Y CKAaay ¢a Tavkom 9 oxeupHor cnopalyma 6p. 39-8/16.
YnaH 5.
Oeaj cnopaaym cTyfa Ha chary AaHOM NoTICHBaH:A.

YnaH 6.

CTpame y CnopasyMy ¢y CarfacHe Aa ce eBeHTYallHi CNOpoBKM DeLIaeajy CNopasymMHo, a y crydajy
54 Ce CNop He MOXe pelwnTi CNopasymHun nyTem, yTephyje ce cTBapHa 1 MecHa HaanexHocT MNpuspeaHor
cypa y Beorpany.

Ynau 7.

Osaj Ccropasym CadumrbeH je y 4 (4eTupy) MCTOBETHA NpumMepka Ha CPrcKoM jesnky, v TO 33 CRaky
cTpaHy NOTAUCHUKA OKBMPHOT COR&3yMa no 483 NpUMepxa.
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