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2 .6.2020. roanHe

PENYENAYKA ®OHL 3A 3[IPABCTBEHO OCUIYPAHSE
CBVM GUITUJATTAMA 1 MOKPAJUHCKOM ®OHAY
-OupekTopy-

fpepMet: HoctaBa OGaBewTewa y Be3u 3akibyuyuBakea AHeKca yroBopa Ha OCHOBY OKBUpPHOr
cnopasyma y nocTtynky jaBHe HabaBke Llutoctatuuu ca Jlucte B u Jlucte f1 fNucre nexkosa 3a 2019.
roauxy, 6poj JH 404-1-110/19-15, 3a naprujy 2

PenyGnuuku doHa 3a 3apaBCTBEHO OCUryparbe (Y Aarbem TekcTy: PenyGnnukn coHg) je, 3a notpebe
3ApaBCTBEHUX ycTaHoBa 13 lNnaHa mpexe, cnpoBeo jasHy Habaeky Liutoctatuum ca Nucte B v Jiucre [ Nucre
nekosa 3a 2019. roguHy, 6poj JH 404-1-110/19-15, Ha ocHOBY koje je maHa 16.07.2019. roguHe 3aKMbyyuno
OKBUPHWK cnopasym 6poj 50-6/19, ca noyeTkom npumetre oa 19.10.2019. roauHe, 3a naptujy 2- metfalan 50 mg,
sawtuheHor Hasuea, Alkeran®, ca goBasrbadem ,Aurora 2222¢ d.0.0. u3 beorpaga, o yemy cy 3gpascreeHe
ycraHoBe bune obaseluteHe WHCTpykumjama 6p. 404-1-14/19-49 on 29.10.2019. roauHe u Bp. 404-1-14/19-50
oa 30.10.2019. roanke.

Hana 26.05.2020. roguHe JoBasrsay ,Aurora 2222° d.0.0. oBaeecTuo je Penybnuurn doHa, pa koa
npouseofaya Glaxosmithkline Manufacturing S.P.A. u Hocnoua aossone Aspen Pharma Schweiz GmbH nocToju
npekna y npoussofu neka melfalan 50 mg, sawrtuheHor Hasuea, Alkeran®, n ¢ Tm y Besu rnoGanHu
AednLMT y HaBaBum U UCnopyun nexa.

Takofje, lobasrvay ,Aurora 2222 d.0.0. je HaBeO Aa je y Unrby npesasunaxersa Hactane cuTyauuje un
ucnopyuuBatba MpeAMeTHOr neka yctaHoBama, npoHafena moryhHocT fa ce obesbegn nek uctor MHH-a,
thapmatieyrckor obnuka W jauuHe, sawTtuheror Hasnea Melphalan Tillomed, npoussohava Emcure Pharm UK
Ltd. wTo je n notepano Ynytcreom 3a nek (PiL-Patient Information Leaflet) Melphalan Tillomed 50 mg, npawak
¥ pacTeapady 3a pacTBop 3a uHjekuunje n 3a EFG uHdysuje.

Haume, oksupHu criopasym 6p. 50-6/19 sakrbyyeH je Ha ykynHy KonuuuHy og 515 amnyna, ¢ Tum Aa je
3ApaBCTBEHUM yCTaHOoBama Ao nonosuHe anpuna 2020. roAWHe UCMOPYYEHO yKynHO 124 amnyne y cknagy ca
3axTesuma 3a UCMOPYKY JOCTABIbEHWUM 0/ CTPaHE 3paBCTBEHUX YCTAHOBA.

CxopHo HasepeHoMm, a umajyhu y Bugy Aa je HeonxoAHo oGe3beauTu KOHTUHYUTET y cHapbesary
NPEAMETHUM NEKOM Ha OCHOBY Baxeher oksupHor cnopasyma, aaHa 01.06.2020. roauHe 3akrbyueH je AHexc
OksupHor criopasyma &p. 50-6/19, kojum ce sa napTujy 2 - melfalan 50 mg, y Npunory 2 oksMpHor cnopasyma —
Cneumndukaumja nekosa ca LeHama, U Y Npurory 3 oKBUPHOT crnopasyma — Mogen yrosopa, y Aeny npunora 1
ucror ~Cneundukaumja nexkoea ca ueHama, gogaje nek sawTuheHor Hasnsa Melphalan Tillomed v nponssohay
neka Emcure Pharm UK Ltd.

30paBCTBEHE YCTaHOBE Koje MMajy Beh 3ak/bydeHe yroBope Ha OCHOBY OKBUpPHOr cnopasyma 6p. 50-6/19
op 16.07.2019. roaure, 3a naptujy 2, ¢y y ofaBesu Aa 04Max HaKOH npujema osor OBasellTetba, NpucTyne
3akrbydetby AHekca yrosopa ca HaBeaeHum JoBasrbadem.

CXopAHO HaBeAEHOM, CKeHNpaH 3akrby4eH AHEKC OKBUPHOT CropasyMa U npunor 2 OKBMpPHOr cnopasyma
- Cneundukaumja nekosa ca Lexama, ce MOry Hahu Ha MHTEPHET cTpanuuy Penybnuykor ¢oHaa, y neny JasHe
HaGaeke 2019.rop./ OxsupHu cnopasymu2019./LiutocTatvum ca Jiucte B u Jiucte O INucte nekosa 3a
2019.roanky,JH 6p. 404-1-110/19-15, OfHOCHO Ha agpecu http//www javnenabavke.rfzo.rs/index.php/n-
2019/virni-sp-r-zu-i-2019.

Hanomumwemo pa je sgpascTBeHa ycTaHoBa y obaBesu Aa cama u3paam mogen AHekca
yrosopa y CKnagy ca rope HaBefeHuM.
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Takofe, 3a cBa Aarba nuTata v uHopmauuje, notpetHo je obpahatu ce e-mann-om, UCKIbY4YMBO Ha

aapecy cjn.citostaticiblista@rfzo.rs.

MoTpe6Ho je ma ca cappxusom osor OGaBewTeHa ynosHaTe CBe 3APABCTBEHe yCTaHOBe M3
MnaHa Mpexe ca CBOr NoApyuja, koje y NpyXxaHy 3ApasCTBEHe 3aWTUTe KOPUCTE NPeAMETHH NeK.
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