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PEnyBJIMHKM cpOHfl 3A 3fIPABCTBEHO OCMryPAhbE
CBMM OW1MJAJ1IAMA M nOKPAJMHCKOM OOHflY

-flnpeKTopy -

nPEfIMET: flocTaBa MHCTpyKUnje y Be3n saKityMMBafea yroBopa y nociyriKy jaBHe HaSaBKe JleKa
3a nenehbe xeMOcfciimMje - emicizumab, 6poj JH 404-1-110/19-89

Peny6nnHKM cfcoHfl 3a 3flpaBCTBeHO ocurypahfee (y flarbeM TeKCTYy: Peny6nnm<M cfcioHfl) je, 3a noTpede
3flpaBCTBeHux yciaHOBa W3 FlnaHa Mpe>Ke, CnNpoBeo jaBHy HabaBKy JleKa 3a nenehbe xeMo<£nnnje
emicizumab, 6poj JH 404-1-110/19-89, Ha OCHOBYy Koje je flaHa 05.03.2020. roflUHe 3aKrbymio okbuphh

cnopa3yM ca flo6aBrbaneM Roche d.o.o., 3a nepuofl ofl 12 Mecequ.

3flpaBCTBeHe yciaHOBe Mory, ofIMmax HaKOH npujeMa OBe MHCTpyKMuje, npncTyni/rm 3aKJ~byHehby
yroBopa ca flobaBrbaneM:

Ha3MB npeflMeTa HataBKe OapMea.g_gyTCKM JaMMHa jiexa Je«. KQJIMHMHa JefiMHHMHa Haf:’_MB
006jihk Mepe ueHa flo6aBjrbasa
30mg/ml u 60
. rastvor za mg/0,4ml n
Emicizumab injekciju 105 mg/0,7mi mg 61.520 4.307,30 Roche d.o.o.
n 150 mg/ml

CKeHMpaHH 3aKTbyMeHM okbhphm cnopa3yM, MOflenu yroBopa, npnno3M 1 m 2 yroBopa ce Mory Hahn
Ha HHTepHeT crpaHM-iM Peny6nnHKor cfcoHfla, y fleny JaBHe Ha6aBKe 2020. roflUHa /Okbhphh cnopa3yMM
2020 /JleK 3a nenehbe xeMoc”nnnje-emicizumab, 6p. JH 404-1-110/19-89, oahocho Ha cneflehoj arpeen:

https://www.javnenabavke.rfzo.rs/index.php/n2020/okvirnisp2020.

flojeflUHaMHe yroBope 3a npeflMeTHO flo6po, 3aKrbynyjy Henocpefl[HO 3flpaBCTBeHe yciaHOBe ca
HaBefleHUM flo6aBrbaneM, npeMa MOflenuMa yroBopa, W to: Moflen yroBopa 3a ocurypaHa nuga
PenySnuMKor c|DOHfla n Moflen yroBopa 3a flo6pa KOja ce cjDMHaHCupajy M3 flpyrnx n3Bopa 3a «oje
3flpaBCTBeHa yciaHOBa HeMa 3aKThyweH yroBop O npywahby m c*nHaHCMpafcy 3flpaBCTBeHe 3aiuTHTe H3
o6aBe3Hor 3flpaBCTBeHor ocurypanba ca PenydnuMKMM cfDOHfIOM.

riojefIMHaMHM yroBopn ce 3aKrbynyjy npeMa Tadenn Pacnoflena no 3Y 3a nepuofl ofl Tpu Meceqa,
Koja ce Hana3M y npunory OBe MHCTpyKgnje n Koja je TaKoTje oRjaBrbeHa Ha rope HaBefleHoj MHTepHeT
CTpaHnun.

3a HaBefleHorflo6aBrbaHa nocToje noceOHM MOflenu yroBopa (Moflen yroBopa 3a ocurypaHa nuga
Peny6nnMKor cfioHfla n Moflen yroBopa 3a flo6pa Koja ce cjDMHaHcupaly M3 flpyrnx n3Bopa 3a Koje
3flpaBCTBeHa ycTaHOBa HeMa 3aicrbyHeH yroBop o npyxohty n 4)MHaHCMpart>y 3flpaBCTBeHe 3alUTHTe H3
o6aBe3Hor 3flpaBCTBeHor ocurypahba ca Peny6nnMKHM cfDOHIOM), kojm ce Mory Hahn Ha rope HaBefleHoj
MHTepHeT CTpaHHL4AM.

Y HacnoBy MOflena yroBopa 3flpaBCTBeHa ycTaHOBa nonyftaBa Klin Luncf>py m 6poj napmje
3a Koje ce yroBop 3aKrtyHyje.

LLliicjsgapHMK Knn-OBa je flOCTynaH y OKBMpy Be6 annnKaunje “llopTan (J)MHaHCMa -
flOKyMeHTaL"nja” Ha aflpecu https://ws.rfzo.rs/FinKontrola. UlMcfrapHMK ce Hana3M y neBOM MeHujy
Koju je .gocTynaH hbkoh ycneuiHor npMjaBrbMBaffaa y annwKamijy.

llpunor 1 MOflena yroBopa je Tadena y Koy ce yHocn KonnnnHa npeflMeTHor neKa 3a kom ce
3aKrbyqyje yroBop. Ta6ena je cfcopMaTnpaHa fla caMa M3panyHa Bpefl[HOCT yroBopa ca IIfIB-OM, tbko fla je

y yroBop (nnaH 3. CTaB 5), noipeOHO caMo yHeTM yKynHy BpeflHOCT ca nflB-OM (BpefHOCT ca flBe
fleunMane). CRakKM Moflen yroBopa caflp>xn, nopefl llpunora 1, n flpunor 2 - 06pa3ai4 KBM.
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RryOMMVKHGROHA 13 JApescTsgio ocurypart®
3flpaBCTBeHa yciaHOBa UMa o6aBe3y fla y CKnafly ca MHCTpyKLtnjom 08 6p. 404-209/20, oa
25.2.2020. rofIMHe, o6jakn 0O6aBeuiTehbe 0 3akTbyMeHHM yroBopuMa y 33kohckom poKy.

ripunuKOM nony”aBahba flpunora 1 yroRopa, y llpunory 2 - 06pa3ai4 KBM ce ayroMaTCKM
npnKa3yjy cbh HeonxoAHM noflaun 3a eBUfleHTiipahte nojefMHaMHMx yroRopa o jaBHoj Ha6aRi4M, a Koje je
noTpeOHO fla PenyOGnuMKM chHoha flociaRn 3flpaBCTBeHoj yciaHORN, ioko 6m ncia 6una y MoryfiHOCTM fla
caMUHM KBapianHM n3ReiuTaj 3a YnpaRy 3a jaBHe Ha6aBKe, y CKliafly ca MnaHOM 132. 3aKOHa o jaBHMM
Ha6aBKaMa ('Cny>K6eHM macHUK PC" 6p. 124/12, 14/15 m68/15).

HaKOH H3pafle yroBopa mnonyhbaRanba npunora 1lyroRopa, n0Tpe6HO je fla 3flpaBCTBeHa yciaHOBa
ofliTaMna mipunor 2 yroRopa Koju Tie npnnoKmn y3 hctm, a y qurby naKiuer M3BemTaBahta YnpaRe 3a
jaBHe HaobaRKe.

3a yroBBope Koju Tie ce 3aKTbyHMBaTH Ha ocHOBy ofRor oKBupHor cnopa3yMa nocTojn
pacnoflena no 3flpaBCTBeHMM ycTaHOBaMa 3a nepwofl Ofl Tpn Meceqa, m MCTe cy y o6alRe3M fla
yroBope 3aKJbyMyjy Ha KomiHMHe flaTe y Ta6erm - Pacnoflena no 3Y 3a nepnofl ofl Tpn Meceija.

KoniiMMHe HaBefleHe y pacnoflerm cy MaKCMMarme kojimmmHe 3a nepnofl Ofl Tpn Mecei®a, 3a
flobpa 3a ocurypaHa Jimja Peny6nnwKor cfcoHfla m 3a flo6pa Koja ce 4)MHaHCMpajy M3 «gpyrux
M3Bopa 3a Koje 3flpaBCTBeHa ycTaHOBa HeMa saKfeyneH yrolRop onpywafoy m cfDHHaHCMpaHay
3,0paBCTBeHe 3aiuTMTe M3 o6alRe3Hor 3,qpaBCTBeHor ocurypafea ca Peny6nnMKMM fohaom, a Koje
3flpaBCTBeHe ycTaHOBe Mory fla yroBope y CKnafly ca obom MHCTpykijmj'om, oahocho 6e3 noceOHe
carnacHOCTM PenydriHHKor cfroHfla.

y cnynajy noTpede 3a 3aKjbyMMBaHbeM yroRRopa 3a flOflaTHe KonuHMHe, 3a flo6épa 3a
ocwrypaHa nmja PenyonuMKor (fiOHfla 3flpaBCTBeHe ycTaHOBe ce nucaHiiM nyTeM o6paFiajy
PenydnuMKOM cfjoHfly 3a camacHOCT, y3MMajyfin y 0631lp CTahte 3annxa mrniaHupaHy noTpowtoy, n
to eneKTpoHCKMM nyTeM MCKJTbymiBo Ha aflpecy saqlasnostizu@rfzo.rs.

3axTeB Mopa fla caflp>KM flOflaTHe KonnmiHe y3 o6pa3no>Kett>e mctmx.

Y Be3M ca npafiehbeM peann3ai-inje yroBopa, 3ai<rbyHeHMX Ha OcHOBy OKBnpHOr cnopa3yMa, flo
a>Kypnpahba Be6 annm<ai4nje 3a npaftefte LieHTpann30BaHnx jaBHux Ha6alRKM, 3flpaBCTBeHe yciaHOBe cy y
qurby flaRBanba carnacHOdn, y o6aRe3M fla flociaRrbajy noflaTKe O yroBopeHMM, ncnopyneHMM w
yTpoujeHMM KonnHUHaMa, a>KypHO m T3MHO, y CKnafly ca Ta6enoM Kojy flOCTaBrbaMO y npunory ORe
MHCTpyKLinje.

noflaTKe o yroRopeHMM KonMMUHaMa, Kao n noflaTKe O wcnopyMeHUM myTpoweHUM KonnnnHaMa
3flpaBCTBeHe yciaHOBe flOdaBJbajy Ha MeceMHOM HMBoy, flo 10. y Meceuy 3a npeixoflHn Meceq, Yy
ropeHaRefleHoj Ta6enn, eneKTpoHCKUM nyieM MCKrbyMUBO Ha aflpecy cin.isporuka@ rfzo.rs.

rioflaun o yroBopeHUM Konnm/iHaMa flociaRrbajy ce, y Ta6enn y flecjDUHMcaHUM KonoHaMa, noceOHO
3a flo6pa 3a ocurypaHa nmia Peny6nnHKor cfcoHfla, a noce6HO 3a flo6pa Koja ce <i>HHaHCi/ipajy H3 flpyrux
n3Ropa 3a Koje 3flpaBCTReHa ycTaHOBa HeMa 3aKTbyHeH yroRop o npywatoy 3flpaBCTReHe 3aLUTme ca
Peny6nnHKMM c”ohaom, aok ce noflai*n o ncnopyMeHMM n yTpoujeHMM KonnmiHaMa, flocTaRfbajy caMO 3a
floépa ncnopyMeHa, oahocho yipoweHa 3a ocurypaHa nvluB Peny6.ni/NKor cjDOHfla, aok ce HaRefleHM noflamh
He AOCTaBrbajy 3a Ao6pa Koja ce c|DMHaHCnpajy M3 Apyrux n3Bopa 3a Koje 3ApaBCTReHa yciaHOBa HeMa
3aKfbygeH yrofRop o npywahby 3ApalRCTBeHe 3aiiTHTe ca Peny6nnMKHM c”ohaom.

ripunuKOM nony”af3ahba Ta6ene 3a M3BelLUTaBahbe n0Tpe6HO je y KonoHM ,A” ynoipedoM crnmepa
n3a6paTH 3ApaBCTReHy ycTaHOBy m 33thm nonyHmn Tpa>KeHe noAaTKe. Huje AO3RorbeHo Mehbahbe,
6pncahbe nnn AOA”Bahbe peAOBa n KonoHa.

McnopyKa yroRBopeHnx KonnnnHa Ao6apa ce Bpiun Ha 3axieB 3ApaRBCTReHe yciaHOBe, «ojn ncia
ynyuyje flo6alRrbaMy, cxoaho OApeA6aMa oKBnpHor cnopa3yMa n yroRopa. 3ApalRCTBeHa yciaHOBa je
Ay>KHa B CBoje noipe6e nnaHupa y3MMajyin y 063np CTahbe 3annxa n oneKURaHy noTponihby, Ha MeceMHOM
HMRBoy, mAa cxoaho TOMe, 3axTeR 3a ncnopyKy flo6aRrbaMy ynyfiyje 3a KonnquiHe HeonxoAHe 3a HecMeiaHO
npy>Kafee 3ApaBRCTReHe 3aitxrMTe y nepnoAy oa Meceu Aana. C tmm y Re3H, 3ApaBCTReHa yciaHOBa
Tpe6oRahbe MO>Ke bpluhth Rniiie nyia MeceMHO, ann KonuMMHe Koje ce Tpe6yjy 3a Taj Meceu, He CMejy
npena3MTM Koni/im/iHy Ha MeceMHOM HMBoy.

nocedéHo HanoMUhbeMo Aa 3ApaBCTBeHe ycTaHOBe He Tpe6a Aa AOCTaBrbajy npuMepKe
3aKfbyMeHnx yroBopa y nannpHoj cfDopMH CeKTopy 3a jaBHe Ha6aB«e PenydnuMKor 4)OHAa.
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RrjOAHHXIHA 3B 258B0B3HO()CHyEHC
Ominjana je y o6aBe3n p,a npocneflM OBy iiHCTpyKi4njy e/ieKTpoHCKMM nyTeM cbmm
3flpaBCTBeHMM ycTaHOBaMa M3 llriaHa Mpe>Ke ca CBor noflpyMja, Koje y npyjKafey 3,gpaBCTBeHe
3awTMTe KopucTe npeflMeTHM neK.

C noLUTOBahbeM,

(UMIMPEKTOP CEKTOPA
3A JABHE HAEABKE
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