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NMPEOMET: OopaTHO nojawkele KOHKYpPCHe AOKYMeHTauuje 3a jaBHy Hab6aBky JlekoBa ca Jlucte L
Jlucte nekorBa 3a 2019. roguHy, 6p. JH 404-1-110/19-41, carnacHo YnaHy 63. 3akoHa O jaBHUM HabGaBKama
(,,Cnyx6eHun rnacHuk PC“, 6poj 124/12, 14/15 v 68/15)

HaHa 28.8.2019. roguHe, 3auHTEpecoBaHO nuue ce obpaTtuno Hapyuuouy 3axTeBuma 3a gogaTHUM
nojalwHewnma y Be3un nocTyrnka jaBHe Habaske JlekoBa ca Jlucte L Jlucte nekoea 3a 2019. roguHy, 6p. JH 404-1-
110/19-41, y cknagy ca 4naHom 63. 3akoHa o jaBHMM HabaBkama (,Cnyxbenu rmacHuk PCY, 6p.124/12, 14/15 n
68/15).

MuTtame:

ABL|, kao jeguHn Hocunay possone 3a nek Keytruda®, pembrolizumab, koHueHTpaT 3a pacTBop 3a
UHy3njy, 1x4ml/100mg Ha Teputopuju Penybnuke Cpbuje oBuM nyTem xenm ga Bac nopcetu Ha cnepgehe
YNHEHULE:!

* [lek Keytruda®, pembrolizumab, koHUeHTpaT 3a pacTBop 3a MHPYy3unjy, 1x4ml/100mg ce Hanasn Ha Jluctun
L nucte nekoera P®30 oa dpebpyapa 2019. roauHe.

* Jlek Keytruda®, pembrolizumab, koHueHTpaT 3a pactBop 3a MHAY3Wjy, 1x4ml/100mg je npegomet
MocebHor yrosopa uamehy P®30 u ABL, koju TauyHO AedumHuLIe BpeMeHCke M KomepuujarHe YCIoBE KOju cy
ob6aBesyjyhu 3a 06e yroBopHe cTpaHe.

Y cknagy ca NocebHum yrosopom nek Keytruda®, pembrolizumab, koHueHTpaT 3a pacTBop 3a UHAY3Kjy,
1x4ml/100mg je n npeameT Tekyhe ueHTpanu3oBaHe jaBHe Habaske P30 — jaBHa Habaska 6p. JH 404-1-110-19-
1 (jaBHa HabaBka 3a nekose ca Jlucte nekosa) 3akrbydeHe 11.04.2019. Ha nepwop of 12 meceum (gatym mncreka
11.04.2020).

YBnaom y TexHuuky cneuudpumkaumjy JH 6p. 404-1-110/19-41 napTtuja nog pegHwum OGpojem 27. ca
npeasvieHUM POKOM 3akibyymMBaka OKBUPHOr crnopasyma of 12 meceum je nek Keytruda®, pembrolizumab,
KOHUEHTpaT 3a pacTBop 3a MHAy3ujy, 1x4ml/100mg wTo je y konuanju ca tekyhom JH 6p. 404-1-110/19-1 kao n
BpeMeHCcKMM okBupuma NocebHor yroeopa 3akrbydeHor namehy AL n PO30.

Y3eBWwM y 063np cBe HaBeAEHO MONMMMO Bac 3a Mojallkere Aa N ce pagu O Cy4vajHOM Oynnupamy
HabaBke neka Keytruda®, pembrolizumab, koHUeHTpaT 3a pacTBop 3a MHAY3Wjy, 1x4ml/100mg unmn NocToju Hekn
OpYyrv pasnor 3awTo je caga pacnucaHa Habaeka HaBedeHor reka.

Oprosop:

Penybnvdkn ¢poHA 3a 34paBCTBEHO OCUrypake je CnpoBeo MocTynak jaBHe Habaeke JlekoBa ca Jlucte
nekosa, Pb 404-1-110/19-1, Ha OCHOBY KoOje Cy 3aKiby4yeHu OKBUPHU crnopasymu. 3a nek Keytruda ® 100 mg/4 ml,
OKBMpPHM criopasyM je 3akrbydeH 11.4.2019. rogmHe ca pokoMm Tpajawa of 12 meceuwn, ogHocHo o 11.4.2020.
roavHe.

Wwmajyhn y Buay ga je npeameTHu nek obnvkoBaH y napTtuju 27 y jaBHoj Habasum JlekoBa ca Jlucte L
Jlncte nekosa 3a 2019. roauHy, PB 404-1-110/19-41, usspwmrhe ce nameHa KOHKypCHe OOKyMeHTauuje, Tako LTo
he ce Tauka 2.3 mogena OKBUPHOI cnopasyma AonyHUT oapeadom ,a npumeksyje ceog . .20 . rogmHe.”

CxogHO HaBegeHOM, HakOH OKOHYaha MpegMeTHOr MOCTyrka jaBHe HabaBke, MPUIMKOM 3akibydMBahba
OKBMPHMX Cropasyma ca uM3abpaHum gobaerbaumma, no naptumjama, y uctmm he 6uTu Ha3HayveH gaTtym npumeHe
OKBUPHMKX criopa3yma 3a cBaky napTtujy, wTto he y cny4ajy neka Keytruda ® 100 mg/4 ml 6utn 12.4.2020. roguHe.

KOMUCWUJA 3A JABHY HABABKY
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