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PenyojiMHKM cjDOHfl 3a 3f|paBCTBeHO ocnrypaH3e, yjl. J’oBaHa MapMHOBMTia 6p. 2, Beorpafl Kora,

no PeiueH3y o npeHocy oBnaiuTieHsa B.fl. finpeKTopa npo4>. flp Cafea PaflojeBnfi liIKOflpnTi 12
6poj: 031-461/18 ofl 31.10.2018. rofIMHe, 3acTyna flnpeKTop CeKTopa 3a jaBHe Ha6aBKe Mapnja

ATaHacMjeBMfi

MaTMHHM 6poj: 06042945

nHB: 101288707

Bpoj paHyHa: 840-26650-09 kojh ce BOfin koa YnpaBe 3a Tpe3op
(y flarbeM TeKCTy: Ooha)

fIOEABJbAH:

AMICUS SRB d.o.o., yji. Mnnopafla JoBaHOBnNfia 6p. 9, Beorpafl, Kora 3acTyna flnpeirrop

lipeflpar JlyKMTi

MaTMHHM 6poj: 21029033

nHB: 108585471

Bpoj panyHa: 325-9500500204784-48 Kojn ce BOfIM koa OTP BANKA SRBIJA a.d. Novi Sad

(y flarbeM TeKCTy: flo6aBJtaM)

flaHa ~0_.~_.2021. rofIMHe 3aKJbynyjy

AHEKC OKBMPHOT CnOPA3YMA BP. 48-2/21
3A JABHY HAEABKY JIEKOBA CA JIMCTE JIEKOBA
BP. JH: 404-1-110/21-8
3A fIAPTMJE 13, 26 M30

NPETXOfIHA KOHCTATAUMJA

OoHfl n flo6aBJbaM KOHCTaTyjy fla cy flaHa 2.8.2021. roflHHe, h3koh cnpoBefleHor OTBopeHor
nocTynKa jaBHe Ha6aBKe JleKOBa ca JIMCTe jneKOBa, 6poj JH 404-1-110/21-8, 3aKrbyMHjnM Okbmphh
cnopa3yM 6p. 48-2/21, 3a cneflefie napTnje:

- levobupivakain 50 mg, y kojimhhhh ofl 21.500 aMnyjia,
26 - trastuzumab 420 mg - bioloSki sli¢an lek y kojihhmhm ofl 35 6oHnga CTaKneHnx n

30 - adalimumab sa glacijalnom siréetnom kiselinom, y kojihhhhh ofl 300 napunjen injekcioni
Spric i/li pen.
flpefIMeTHM okbhphh cnopa3yM 3aKrbyneH je 3a nepnofl oq 5 (neT) Meceqn ofl flaHa
noTnncnBaHba.

Y CKliafly ca t3hkom 2.6. OKBnpHor cnopa3yMa, KOJiMHHHa flo6apa Koja je HaBefleHa je y
CnegnctDMKai4njM neKOBa ca LieHaMa (llpnjior 2) je OKBMpHa KOJinHMHa 3a noTpe6e Kynaga 3a nepnofl
Ba>Kefea OKBnpHor cnopa3yMa.

Y TOKy Ba>Kehba OKBnpHor cnopa3yMa, Ooha je cnpoBeo jaBHy Ha6aBKy JleKOBa ca JincTe B m
JincTe fl JIncTe JieKOBa m 3a«JbyHMO okbhphm cnopa3yM, ca flo6aBJtaHeM Amicis SRB d.o.o. 6poj 85-
2/21 ofl 1.11.2021. roflHHe, M3MeTjy ocTannx m3a jieK levobupivakain, a Kojn je 6no npeflIMeT mjaBHe
Ha6aBKe JleKOBH ca JIncTe JieKOBa, y napTnjn 13.

C thm y Be3n, yroBapaH=e npeflMeTHor neKa ce Ofl flaHa noTnncnBatoa OKBnpHor cnopa3yMa 85-
2/21 ofl 1.11.2021. rofIMHe Bpuun Ha OCHOBY MCTor, flOKje no okbhphom cnopa3yMy 6p. 48-2/21 yKynHO
yroBopeHa KOJiMHHHa ofl 13.820 aMnyna neKa levobupivakain.

OoHfl n /Ho6aBfbaH TaKoTje KOHCTaTyjy fla je npnnnKOM peann3alL4nje OKBnpHor cnopa3yMa 6p. 48-
2/21 yTBpTjeHO fla noTpe6e 3flpaBCTBeHHX ycTaHOBa 3a napTnje 26 m 30 npeMamyjy OKBnpHe
KonnHiiHe flec|DHHMcaHe y npnnory 2 OKBnpHor cnopa3yMa.

HMajy?iM y BMfly CBe HaBefleHO, KaKO 6h ce o6e36eflno KOHTHHyMTeT y CHa6fleBahby 3flpaBCTBeHnNnx
ycTaHOBa Koje cy kophchumh OKBnpHor cnopa3yMa 6p. 48-2/21 neKOBHMa Kojn cy npeflMeT napTnja 26
m 30, flo MCTeKa nepnofla Ba>KeHDa OKBnpHor cnopa3yMa n o6e36ef)HBahba npeflMeTHHx neKOBa y
hobom nocTynKy jaBHe Ha6aBKe, Ooha mflo6aBrban cy carnacHn fla npncTyne 3a«rbyHehby aHeKca
OKBnpHor cnopa3yMa 6p. 48-2/21, KojnM ce cMahbyje KonnnnHa neKa levobupivakain 50 mg,
3aujTnfieHor Ha3HBa Levobupivakain Kabi m to 3a 7.680 aMnyna, a noBefiaBa KonMHMHa neKa
trastuzumab 420 mg - bioloSki slican lek, 3aLUTnTieHor Ha3MBa KANjINTI 3a 45 6oHnga CTa«neHnx n
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noBefiaBa kojihmhh3 neKa adalimumab sa glacijalnom siréetnom kiselinom, 3aiiiTH?ieHor Ha3MBa
AMGEVITA 3a 150 HanyhbeHMX m-beKL|WOHnx LunpnMeBa m/mjih neHOBa.

MnaHOM 12. OKBnpHor cnopa3yMa, flecj3HHMcaHO je fla cy M3MeHe n flonyHe OKBMpHOr cnopa3yMa
Moryfie y c«nafly ca HnhaHOM 158. - 161. 3aKOHa o jaBHHM Ha6aBKaMa, o neMy fie ce caHMHHTH AHeKC
OKBnpHOr cnopa3yMa.

HnaH 1.

Y npnnory 2. OKBMpHOr cnopa3yMa 6p. 48-2/21 - CneMucjDHKaMnja neKOBa ca geHaMa, Mehbajy
ce KonMHHHe myKynHa LieHa 6e3 PIfIB, 3a CBe napTnje, TaKO fla rnace:

flapTnja 13 - levobupivakain 50 mg - KonMHMHa 13.820 aMnyna, yKynHa ueHa 6e3 nflB
M3HOCH 4.107.995,00 fIMHapa 6e3 IIfIB;

llapTnja 26 - trastuzumab 420 mg - bioloSki slican lek - KonMHHHa 81 6oHMqga CTaKneHnx,
yKynHa geHa 6e3 nflB M3hoch 5.354.259,57 fIMHapa 6e3 FIflB;

riapTMja 30 - adalimumab sa glacijalnom siréetnom kiselinom - KonnHMHa 450 HanyH=eHMX
MhbeKL4MOHMX LunpMgeBa nm/mm neHOBa, yKynHa geHa 6e3 fIfIB M3HOCM 5.408.343,00 fIMHapa 6e3 fIfIB;

YKynHa BpeflHOCT okbmphot cnopa3yMa 6p. 48-2/21 m3hocm 14.870.597,57 fIMHapa 6e3 nflB,
OfIHOCHO 16.357.657,33 fIMHapa ca fIfIB'1

HnaH 2.

CBe flpyre oflpefl6e oKBMpHor cnopa3yMa 6p. 48-2/21 ocTajy Ha ch33m oh3ko KaKO rnace.

HnaH 3.

OBaj AHeKc okbmphot cnopa3yMa 6p. 48-2/21 canMhbeH je y 2 (fIBa) MCTOBeTHa npMMepaKa Ha
cpncKOM je3MKy, mto 3a CBaKy cTpaHy noTnMCHMKa aHeKca okbmphot cnopa3yMa no jeflaH npMMepakK.

CacTaBHM fleo 0BOr AHeKca okbmphot cnopa3yMa je:

flpMnor 2 oKBMpHor cnopa3yMa - CnelLjMcjDMKaMMja neKOBa ca ueHaMa

PEnYBJIMHKM OOHfl 3A 3fIPABCTBEHO AMICUS SRB d.o.o.
OCMTrVPAfCE



flpnnor 2 OKBMpHoOr cnopa3yma - CneMMcjDMKaMnja neKOBa ca MeHaMa

flodaBJban: Amicus doo

Brol  pavBreka
napTMje
levobupivakain
B 50 mg
trastuzumab
420 mg
26 - bioloski sli¢an
lek
adalimumab
30 sa glacijalnom
siréetnom
kiselinom

fliHM
JefliiHMua. e
Mepe
ampula 13.820
bocica
staklena 8l
napunjen
injekcioni 450
Spric ifili
pen

<DapMaueyTCKM

o6nnNK

rastvor za
injekciju/
infuziju/
koncentrat
za rastvor
za infuziju

praSak za
koncentrat
za rastvor
za infuziju

rastvor za
injekciju
u napunjenom
injekcionom
penu
i/ili Spricu

JannHa
neka

50mg/10ml

420 mg

40 mg/0.8 ml

JKI

0081009

0039376

0014214
0014213

3awTMfieHM

H3VB
notylleHor
flo6pa

Levobupivakain
Kabi

KANJINTI

AMGEVITA

aH Jefl. ueHa Jefl. ueHa CTona
npOVEEC 6e3 nflB-a @ nflB-a
nflB-OM
FRESENIUS
KABI 297,25 326,98 10%
NORGE AS
AMGEN
EUROPE 66.101,97  72.712,17  10%
AMGEN
EUROPE/AMGE
N
TECHNOLOGY(I  12.01854  13.220,39  10%
RELAND)
UNLIMITED
COMPANY

YKyﬂl‘B BpeflHocT OKBMpHor cnopa3yMa 6€3 nflB-a:
H3hoc NflB-a:

yKyrma BpefIHOCT OKBnpHor cnopa3yMa ca nflB-OM:

YKynHa ijeHa
6e3 nflB-a

4.107.995,00

5.354.259,57

5.408.343,00

14.870.597,57

1.487.059,76

16.357.657,33



