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PENYBIINYKK ®OHA 3A 3JPABCTBEHO OCUINYPALLE
CBMM ONNNJATTAMA U NOKPAJUHCKOM @ OHAOY

- AnpekTopy

NPEOMET: AoctaBa NMHCTpYyKUuuje y Be3n 3akibyyuBatba yrosopa y NoCTYnKy jaBHe HaGaBke
OpurnHanHv » MHoBaTUBHM NNEKOBM, 6p. JH 404-1-110/20-3, 3a naptuje 1, 2, 3,4, 5,6, 8, 9,10, 11,12,
13n14

Penybnuukyn cona 3a 3gpascTaeHo ocuryparse (y farsem Tekcty. PenyGnuukv dona) je, 3a
notpebe 3ppaBCTBEHNX yCTaHOBA U3 MnaHa mpexe, cnpoBeo jaBHY HabaBky OpUrMHantu U UHOBATUBHU
nexosw, 6p. JH 404-1-110/20-3, Ha oCHOBY koje je aaHa 28.04.2020. roanHe 3akrbyyuo OKBUMPHE crnopasyme
ca usabpaHum gobasrbadvma 3a napruje 1, 4, 5,6, 9, 11, 12, 13 u 14 1 10 3a nepuog og 12 (ABaHaecT)
meceun, ogHocHo po 28.04.2021. roauHe W saHa 08.5.2020. roguHe 3akrbydyvo OKBUPHE cnopasyme ca
uzabpaHum pobaerbaunma 3a naptuje 2, 3, 8 n 10 3a nepwoa oa 12 (ABaHAECT) mMeceun, OGHOCHO 40
08.05.2021. roguHe.

CxopHo rope HaBeAeHOM, 3APaBCTBEHE YCTAHOBE MOry, OAMAX HakoH npujema ose MHCTPyKuMje,
NPUCTYMUTY 3aKiby4eksy yrosopa ca aoBasrbavem, 3a cnegehe napruje:

1 kobimetinib 20 mg film tableta tableta Roche d.o.0.
2 dabrafenib 75 mg kapsula tvrda kapsula Medica Linea Pharm d.o.o.
3 trametinib 2mg fitm tableta tableta Medica Linea Pharm d.o.o.
; koncentrat za
4 mVOR:nTab 4 4 ml (10mg/mi) rastvor za bodica Amicus SRB d.o.0.
infuziju
nivolumab 10 10 mi koncentrat za
5 mi (10mg/mi) rastvor za bocica Amicus SRB d.o.o.
9 infuziju
6 teriflunomid 14 mg film tableta tableta Adoc d.o.o0.
koncentrat za
8 natalizumab 300mg/15mi rastvor za bocica Vega d.o.0.
infuziju
koncentrat za
9 alemtuzumab 12mg/1.2 rastvor za boéica Adoc d.o.o.
infuziju
10 fingolimod 0.5mg kapsula, tvrda kapsula Phoenix Pharma d.o.0.
koncentrat za
11 okrelizumab 300mg/10ml rastvor za bocica Velexfarm d.o.o.
infuziju
12 kladribin 10mg tableta tableta Merck d.o.o0.
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13 alektinib 150mg kapsula, tvrda kapsula Roche d.o.o.

14 osimertinib 80mg film tableta ' tableta Adoc d.o.o.

3a naptujy 7 noctynak npeametHe jaBHe Habaske je obycTasrbeH Gyayhu fa HWUCY uCnytbeHw
YCNOBM 33 JOHOLUEH:E OfTYKE O 3aKSby4etby OKBUPHOT cnopasyma.

Kako cy nekoBu Koju cy npeamMeT oBe jaBHe HabaBKe cTaBJskeHM Ha JIUCTy nekoBa y3
3akrbyyere noceGHMx yroBopa usmelly Peny6nuukor hoHaa M Hocunaua no3Borne, TPOWKOBYW 3a
HaBefeHe NekoBe ce aene namely Penybnuukor hoHAa U HOocunaua AO3BoONe 3a feK, y cknany ca
yroBopeHUM oapeabama.

C Tum y Be3y, Npe 3ak/byveta yroBopa 3a Aobpa 3a ocurypaua nuuna Penybnuukor ¢roupa,
noTpebHO je Aa ce 3apaBcTBEHa ycTaHOBa obpaTu AoGasrbavy NUCAHMM MyTeM, y3 3axTes O
noTpe6GHMM QoQaTHUM KONTMYMHAMA NIEKOBa, ¥ TO eNeKTPOHCKUM NyTem Ha cnegehe e-mail apnpece:

- Roche d.0.0. - serbia.office@roche.com

- Medica Linea Pharm d.o.0. - office@medicalineapharm.rs
- Amicus d.0.0. — branislava.zivkovic{@swixxbiopharma.com
- Adoc d.0.0. — dijana. mitrovic@adoc.rs

- Vega d.0.0. — marijana. stuiic@vegadoo.rs

-~ Phoenix Pharma d.o.0. — fenderi@phoenixpharma.rs

- Merck d.0.0. - merck@merck.rs

- Velexfarm d.o.o. — jelena.golubovic@velexfarm.rs,

HakoH yera he gobasmsauw obaBecTUTM 3O0paBCTBeHY YCTAHOBY O HauvHy yrosapama
TpameHUX KOsIMUMHA NEeKOBa, KONMYMHK Koja hie nhu Ha TepeT Peny6rinukor )oHNa M KONTMUMHMK KOja
he uhiv Ha TepeT HOCKONa AO3BOSE 33 FNEK.

Mo pobBujary undopmaumnje on aobaBmbavya O HauMHy YroBoparba TPaXeHUX KOSIMUMHA
nexkosa (KonuyuHa Ha TepeT PP30 M KoNUUMHA Ha TepeT HOCHOLIA JO3Bone 3a rek), 3gpaBCTBEHa
yctaHoBa ce o6paha Peny6nuukom conay paau Aobujarba carnacHoctM Ha e-mail appecy:
saglasnostizu@rfzo.rs.

3axTes MOpa Aa caapxXu AoOaTHE KONMUYMHE y3 06pasnokerse UCTUX.

DNob6asrbay je y obaseau Aa MCNOpyuN TpameHY KONMUWHY NeKa y PoKy AeUHUCAHUM
yroBopoMm M aa ucnoctasy noceSHy (hakTypy 3a KONMUMHe KOje ce HCNopyuyjy Ha TepeT Hocuoua
[03BOS1e ca o6aBe3HOM Ha3HaKOM Ha (haKTypu Aa ce nek Mcnopyuyje Ha TepeT Hocuoua fgo3Bsone.

Moce6HO HaNOMNIbEMO Aa 34PaBCTBEHE YCTAHOBE MOTY Aa 3aKIibyuyjy yroBope 3a Uucnopyky
fleKoBa Ha TepeT HOCHOLa J03BOSe UCKILYYUBO Y (hopMu YroBOpPa Koju je Jo caaa 6o y ynotpeom.

CKeHVpaHK 3aKkrby4eHn OKBUPHW CNopasymu, Mojenu yrosopa, npunosu 1 n 2 yrosopa ce mory
Hahu Ha WHTepHeT cTpanuum Penybnuukor donpa, y aeny JasHe Habaske 2020. roguHa /OkBupHW
cnopasymu 2020 /OpuruHanHi u vwHosaTuBHu nekosu, 6p. JH 404-1-110/20-3, ogHocHo Ha cnepehoj
agpecw: https:/fwww.javnenabavke.rfzo.rs/index.php/n2020/okvirnisp2020.

FlojeamHauHe yroBope 3a npeameTHE NeKkoBe, 3aKbydyjy HenocpedHo 3apaBcTBeHe ycTaHose ca
HaBegeHum pobaerbayvMma, npeMa mogenuma yrosopa, W To: Mogen yrosopa 3a ocurypaHa nuvua
PenyGnuukor donga u Mogen yroeopa 3a aobpa koja ce duHaHcupajy u3 Apyrux ussopa 3a Koje
30paBCTBEHA YCTAHOBA HeMa 3aKiby4YeH YroBOp O Mpyxawy W huHaHcupawy 34paBCTBEHE 3alwTuTe U3
0ofaBe3Hor 33paBCTBEHOr OCUIypama ca PenyBnuikum oHAoM.

3a yroeope koju he ce 3akiby4nBaTh Ha OCHOBY OBUX OKBUPHMX CNOpasymMa, He NoCTOoj1 pacnoaena
no 3gpascTBEHUM yCTanoBama, Beh cy ucte y obaBesu [a yrosope sakibydyjy Ha KonuuuHe Koje cy um
notpebHe 3a nepvoa og 3 Meceua a yaumajyhn y o63up pacnonoxwvsa uHaHcnjcka cpeacTaa.

Y HacnoBy Mogena yroBopa 3a ocurypaHa nvua Penybnuukor ¢oHApa, 3ppaBcTBeHa
ycTaHoBa nonywana KINN wudpy v 6poj naptuja 3a koje ce yroBop 3akmyuyje.



mailto:serbia.office@roche.com
mailto:office@medicaiineapharnn.rs
mailto:branislava.ztvkovic@swixxbiopharma.com
mailto:diiana.mitrovic@adoc.rs
mailto:mariiana.stuiic@vegadoo.rs
mailto:tenderi@phoenixpharma.rs
mailto:merck@merck.rs
mailto:ielena.qolubovic@velexfarm.rs
mailto:saaiasnostizu@rfzo.rs
https://www.javnenabavke.rfzo.rs/index.php/n2020/okvtrnisp2020

PR O

PenyGarxi roma 51 a4y ERXuE
Wnegapuuk KlMM-oba je poctynaH y okeupy BeG annhuxauuje “Moptan cunaHcuja —
AoKyMmeHTauuja” Ha agpecwu https:/iws.rfzo.rs/FinKontrola. LlucapHuk ce Hanasn y neBOM MeHMjy
KOju je AocTYNaH HaKOH YCMEWHOr NpyjaBibuBatba y ansiukaumjy.

MNpunor 1 mopena yrosopa je Tafena y KOjy ce yHOCH KONMuMHA NPeAMETHOr neka 3a Koju ce
3akrbydyje yrosop. Tabena je thopmaTupaHa ga cama uspadyHa spegHocT yrosopa ca [NfB-om, Tako aa je
y yrosop (4naH 3. ctas 9), notpebHo camo yHeTu ykynHy epegHocT ca [[B-om (BpegHocT ca aee
Aeunmane). Ceaky mogen yrosopa caapxu, noped Mpunora 1, n Mpunor 2 — O6pasau KBW.

3apascTBeHa ycraHoBa Uma obasesy aa y cknagy ca WHcTpykuwjom 08 ©p. 404-209/20, on
25.2.2020. roguHe, 06jaBu oBaBelUTEBE O 3aKIBYHEHUM YTOBOPUMA Y 3aKOHCKOM POKY.

Hanomutsemo ga je y Tabenu NPUnukoMm noryk-asawa nojaraka O NPoLeHeHoj BPeaHOCTM
noTpeBHO YHETH YKYNHO NpoLUeeHy BPeAHOCT nNo NapTujaMa, O4HOCHO, 3a NoAaTKeE O HajBULLIOj U HAjHUXKO]
noHyReHoj LUeHn noTpebHo je yHeTH yKynHYy noHyReHy BpeaHOCT N0 napTHjv.

Mpunukom nonywasara lNpunora 1 yrosopa, y Mpunory 2 — OBpasay KBWU ce ayromarcku
npuKkagyjy cBu HEONXo4HW nogauu 3a esuieHTupare nojeAuHayvHux yrosopa o jasHoj Habasuu, a Koje je
notpebHo aa Penybnuuku coHa KOCTaBM 34paBCTBEHO] yeTaHosn, kako Bu ucta Buna y moryhHocTu aa
cauuHu KBapTanHw n3sewrTaj 3a Ynpasy 3a jaHe HabaBske, y cknaay ca unadom 132. 3akoHa © jaBHUM
Habaekama ("CnyxBeHu rnacHuk PC" Bp. 124/12, 14/15 n 68/15).

HakoH nspage yrosopa v nonywasara MNpunora 1 yrosopa, NnoTpebHo je Aa 3qpaBCTBeHa ycTaHosa
odwramna v MNMpunor 2 yrosopa kojy e NpunoxuTh y3 UCTU, a y uurby Nakwer uisewrasarwa Ynpase 3a
jaBHe HabaBke.

Y Besu ca npaheweM peanusaluje yrosopa, 3akiby4eHmx Ha OCHOBY OKBMPHOr Criopasyma, Ao
axypupatba sed annukauuje 3a npahere UeHTpanu3oeBaHux jasiux Habasku, 3ApaBcTBEHE yCTaHoBE Cy Y
UnWby fpaeama carnacHocTw, y ofaeesn fa [OCTaBraly NoJaTKe O YroBOPEHWM, WCMOopyuYeHuM u
YTPOLLEHUM KOMUYnHaMa, aXypHO W TauyHo, y cknagdy ca tabenom Kojy AOCTaBfbaMo y npunory ose
WHCTpyKUuje.

MNoparke 0 yroBOPEHWM KONUYMHaMa, kao W NoJaTke O UCNOPYYEHUM W YyTPOLLUEHWM KOnuMYnHama
3ApaBCcTBEHE YCTAHOBE [OCTaBMbajy Ha MeceuHom HuBoy, 4o 10. y Mecelly 3a NpeTxoAHn Mecel, y rope
HaBeaeHoj Tabeny, enekTpoHCKUM NyTeM UCKIBYYNBO Ha appecy cjn.isporuka@rfzo.rs.

Mogaiin o0 yrosopeHuM KonuuMHama JocTasrbajy ce, y Tabenu y aebuHucaHum KonoHama, nocebHo
3a nobpa 3a ocurypaHa nuua Penybnuukor choHga, a nocebHo 3a gobpa koja ce mHaHcupajy na apyrux
M3BOpa 33 KOje 3A4paBCTBEHA YCTaHOBA HEeME 3aKkibydeH YroBOP O Npyxaky 3ApaBCTBEHE 3aluTuTe ca
Penybnuukum thoHaom, AOK Ce Nogaumn O UCTIOPYYEHUM 1 YTPOLLEHUM KONMUYUHaMa, [0CTaBmbajy caMo 3a
Aobpa ncnopyyeHa, 0AHOCHO yTpoLLeHa 3a ocurypaHa nuua Penybnuukor dooHaa, AOK Ce HaBeaeHW nojauu
He focTasrbajy 3a agobpa koja ce huHaHcupajy 13 Apyrux U3Bopa 3a Koje 3APaBCTBEHA yCTaHOBa Hema
3aKUbYJYEeH YroBOp O NPpYXaky 34paBCTBEHE 3awTuTe ca Penybnuukum doHaom.

Mpunukom nonywasara Tabene 3a nasewTaBamwe MNOTPeBHO je NONYHWTU W OocTane TpaxeHe
noaatke. Huje BO3BOILEHO Mewake, Opucatbe UNu 4oaaBakbe pedoBa 1 KONoHa.

WNcriopyka yroBopeHux KONU4YWHa NekoBa Cce BPLUW HA 3axTeB 300AaBCTBEHE yCTaHOBE, KOju ucTta
ynyhyje [oGasrbady, cxopHo ogpeabama OKBMPHOr crnopasyma W yrosopa. 3ApascTBeHa ycTaHoBa je
AyXHa fa ceoje notpebe nnaHupa yaumajyhu y 063up ctambe 3an1xa n oyekusary rnoTpoLltby, Ha MECEYHOM
HUBOY, ¥ Aa CXOAHO TOME, 3axTes 3a ucnopyky Jobasrbaqy ynyhyje 3a KonuumHe HeonxoaHe 3a HECMETAHO
npyxame 3ApaBCTBEHE 3alTUTe y nepuofy of Meceu gara. C TUM y Be3n, 3APaBCTBEHA ycTaHosa
TpeboBare MOXE BPLUWTW BULLE NyTa MECEYHO, anu KONW4uHE Koje ce Tpebyjy 3a Taj mecel, He cmejy
npenasuTh KONuYnHy Ha MeCeYHOM HUBOY.

MNocebHo HanoMueMO Aaa 3ApaBCTBEHE yCcTaHOBe He Tpeba na [ocTasrbajy npuMepke
3aKrbyyeHux yrosopa y nanupHoj oopmu CekTopy 3a jaBHe Habaske Penybnuykor hoHaa.



https://ws.rfzo.rs/FinKontroIa

PeavGasise oy, 33 255 s i

CDunujana je Yy obaBe3un Aa npocnean OBy "HCprKu"]y eNEeKTPOHCKUM nyTeémM CBMUM

3opaBCTBeHUM ycCcTaHOBama U3 finaHa MpexKe ca CBOr ﬂOApy‘Ija KO]e y npyxamwy 34pdBsCTBeHe
3allTUTe KOpUCTe NpeaMeTHe nNeKoBe.

C nowToBamwem,

MNpunor; - Tabena 3a nssewrasake
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