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AHEKC OKBMPHOr CnOPA3YMA BP. 22-3/15
3ajaBHy Ha6aBKy neKOBa 3anenefte xeMO<$>n.nMje
3a napTnjy 1

NPETXOfIHA KOHCTATAUMJA

Ooha m flo6aB.rbaH KOHCTaTyjy fla cy flaHa 15.05.2015. rofIMHe 3aKTby4nnn O kbmphm cnopa3yM
6p. 22-3/15 3a jaBHy Ha6aBKy neKOBa 3a nenehbe xeMocf3nnnje, 3a napTMjy 1 - koagulacioni faktor VIII,
(antihemofilni faktor VIII, poreklom iz humane plazme), 6p. JH 404-1-110/15-11.

OoHfl mfloSaBJban KOHCTaTyjy fla je flaHa 01.08.2015. roflMHe CTynno Ha CHary ripaBUJIHMK o
Jihctm neKOBa kojm ce nponncyjy u M3flajy Ha TepeT epefleTaBa o6aBe3Hor 3flpaBCTBeHor ocnrypahba Koju
je oSjaBfbeH y ,,cny=k6eHOM rnacHMKy PC“6p. 65/15 ofl 24.07.2015. rofiuHe, KojMM je floujno flo npoMeHe
LieHa neKOBa Koju cy npefIMeT OKBnpHor cnopa3yivia 6p. 22-3/15 ofl 15.05.2015.

OoHfl mfloGaBrban KOHdaTyjy fla je y TaMKu 5, noflTaHKa 5.3 npefIMeTHor OKBnpHor cnopa3yMa
HaBefleHo fla yKOnnKO ce, tokom Tpajahba OBOr cnopa3yMa, geHa 3a neK Koju je npefIMeT cnopa3yMa
yBefia Ha Jli/ictu neKOBa 3a m3hoc npeKO 5 npolLjeHaTa y oflHocy Ha geHy yTBpf)eHy ripaBunHMKOM o Jimcth
neKOBa Koju ce nponncyjy n M3flajy Ha TepeT epefleTaBa o06aBe3Hor 3flpaBCTBeHor ocnrypahba
(“Cny>K6eHn rnacHUK PC” 6p. 123/14 u 136/14), floSaB/taM uMa npaBO Ha yBefiaFt>e ueHe H3 cnopa3yMa
mto 3a npogeHaT Koju npeflCTaB/ba pa3nnKy n3Mef}y npoueHTa yBefiahba ueHe neKa n 5 npogeHaTa.

OoHfl m flo6aBJbaH KOHCTaTyjy fla je, M3 pa3nora HaBefleHor y npeTXOflIHOM CTaBy, flaHa
03.08.2015. rofluHe, flOHeTa OflnyKa o n3MeHM okbmphhx cnopa3yMa 3a jaBHy Ha6aBKy neKOBa 3a
neMe”e xeMocj3nnnje.

Ha OCHOBy Hanpefl HaBefleHor, Bpiun ce i/i3MleHa npunora 2 oKBnpHor cnopa3yMa -
Cneidnc}DHKaMnja neKOBa ca LieHaMa u npunora 3 OKBnpHor cnopa3yMa - Moflen yroBopa (y fleny
npunora 1 - Cneunc”nKamija neKOBa ca ueHaMa), Koju cy cacTaBHM fleo OKBnpHor cnopa3yMa 6p. 22-
3/15 ofl 15.05.2015.



HnaH 1.
Y TaMKM 16.2 OKBnpHor cnopa3yMa wienba ce npunor 2 - CnelLiucjDMKaMMja neKOBa ca MeHaivia.

HjiaH 2.
Y Ta~kM 16.2 OKBnpHor cnopa3yMa Mehba ce npunor 3 - Moflen yroBopa TaKO 1uto ce Bprnn
n3MeHa npwnora 1 Moflena yroBopa - Cnequc~MKauMja neKOBa ca geHaMa.

HnaH 3.

OoHfl mfloSaB/ban cy camacaHu fla ce jeflMHHHHa LieHa, HaBefleHa y kojiohm ,, JeflMHUMHa LieHa
6e3 nflB-a 3a neKOBe Koju ce Mcnopynyjy ofl 01.08.2015. rofluUHe" npunora 2 OKBnpHor cnopa3yMa -
Cneidnc|DMKaMnja neKOBa ca ueHaivia, a koju ce Hana3M y npunory 0BOr AHeKca OKBnpHor cnopa3yMa,
npuMehbyje Ha ncnopyKe neKOBa ofl 01.08.2015 roflMHe.

HnaH 4.
flo6aBrbaH m 3flpaBCTBeHe ycTaHOBe Koje mviajy 3atcrbyMeHe yroBope Ha OCHOBy OKBnpHor
cnopa3yMa 6p. 22-3/15 cy fly>KHH fla aHeKcupajy Befi 3a«rbyMeHe yroBope paflM ycKnafjuBatoa geHa M3
tux yroBopa ca geHaivia H3 oBor AHeKca OKBnpHor cnopa3yMa.

HnaH 5.
OBaj AHeKC OKBnpHor cnopa3yMa caMMhbeH je y 4 (MeTMpM) MCTOBeTHa Ha cpncKOM je3MKy, nto 3a
CBaKy CTpaHy noTnucHMKa OKBnpHor cnopa3yMa no flBa npuMepKa.

(Ipunor AHeKca OKBnpHor cnopa3yMa:
fipunor 2 OKBnpHor cnopa3yMa - CneidncjDMKaidMja nekoBa ca MeHaivia
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NPVYMOnN OKBMPHOr CnOPA3YMA - CnEU,M<t>HKAU,MJA J1EKOBA CA LIEHAMA
JABHA HABABKA J1EKOBA 3A /IEHEhbEXEMOOM/1MJE BP 404-1-110/15-11

Ha3HB noHvTjaHa: Farmix d.o.o.

JefIMHMHHa
ueHa 6e3
) - OapMauey nflB-a 3a
napTMja ripefiMeT K1 SawTWfieH npOM3BOliaM TCKM JaHMHa neka “ciMHHaa KoriMMMHa nekoBe
Ha6aBKe H33MB o06nnK Mepe McnopyseHe
3aKTbyHHO ca
31.07.2015.
rofIMHe
Immunate
250(ij),
Immunate
(500ij), Baxter AG
Immunate (Austrija), Biotest
0066210,  (1000ij), Pharma GmbH
0066212, Haemoctin (Nemacka),
0066211, SDH (250ij),  Octapharma,
Koagulacioni 0066630, Haemoctin E?gtrirﬂlf'fﬁ)untslzzs npaiuak N
faI_<torVIII_, _ 0066631, SDH (500-Ij), m.b.H. (Austrija), pacTBapan '
(antihemofilni 0066632, Haemoctn?_ Octapharma S.A.S 32 pacTBop 250 nj, 500 11.800.912 46,59
1 faktor VIIl, 0066012, SDH (1000ij), (Francuska), 3a M M 1000 M HJ
poreklom iz 0066013, Octanate 500, Octapharma A.B. MhteKUHjy/
humane plazme) 0066908, Oetanate (Svedska), MHC}Dy3Mjy
0066610, 1000, Koate- ~ Grifols
0066611,  DVI (500ij), Therapeutics INC.
0066612  Beriate (SAD), CSL
(250ij), Behring GmbH
Beriate (Nemacka)
(500ij),
Beriate
(1000ij)

JefIMHMHHa
MeHa 6e3
nflB-a 3a

neKOBe KojM

Ce Mcnopynyjy
Ofl

01.08.2015.

rofIMHe

47,65



