"MEDICA LTNEA PHARM" d.

8RO J

Kora no PeiiieHjy o npeHocy OBnamfieHDa B.fl. finpeKTopa npocf). flp Catba PaflojeBnfi liIKOflpnTi,
12 6poj: 031-461/18 Ofl 31.10.2018. roflHHe, 3acTyna finpeirrop Ceicropa 3a jaBHe Ha6aBKe Mapnja
ATaHacMjeBMFi

MaTHVHM 6poj: 06042945

nH5: 101288707

Bpoj padyHa: 840-26650-09 kg'h ce boah KOfl YnpaBe 3a Tpe3op

(y flarbeM TeKCTy: Ooha)

fIOBABJbAM:

Medica Linea Pharm doo, yn. CTpaxMHsMfia BaHa 6p. 10, Beorpafl, Kora 3acTyna flnpeKrop
Cno6oflaHKa >KmbkobmTi

MaTMMHM 6poj: 20778121

fll/IB: 101288707

Bpoj pagyHa: 380-248-05 Kojn ce boah koa MIRABANK

(y flanreM TeKcry: flo 6 aBfbaM)

flaHa ~£.3.2022. roflHHe 3aKn>yHyjy

AHEKC OKBMPHOr CnOPA3YMA BP. 48-4/21
3A JABHY HABABKY J1EKOBA CA JIHCTE JIEKOBA
BP. JH: 404-1-110/21-8
3A fIAPTMjy 12

NPETXOfIHA KOHCTATAI4MJA

OoHfl W flo6aBj-baH KOHCTaTyjy fla cy flaHa 02.08.2021. rofl[HHe, h3koh cnpoBefleHor nocTynKa 3a
jaBHy Ha6aBKy JieKOBn ca flncTe neKOBa 6p. JH: 404-1-110/21-8, 3aKTbyMnnn Okbhphm cnopa3yM 6p.
48-4/21, 3a napTMje 12, 27, 29, 31 / 33 (y flarbeM TeKcry: Okbmphm cnopa3yM), 3a nepnofl ofl 5 (neT)
Mecein ofl flaHa noTnncnBahba 3a napTnje 27, 29, 31 n 33, oahocho 12 (fIBaHaecT) Meceun ofl flaHa
noTnncnBatoa 3a napTMjy 12. V CKnafly ca t3mkom 2.4. OKBnpHor cnopa3yMa KonnM/Ha flo6pa Koje je
npeflMeT OKBnpHor cnopa3yMa HaBefleHor y Cneunc®™MKaMMM JieKOBa ca MeHaMa (flpnnor 2) je
OKBVpHa KonnMMHa 3a noTpe6e Kynaga 3a nepnofl Ba>Kehba oKBnpHor cnopa3yMa.

ripnnnKOM peann3aidnje OKBnpHor cnopa3yMa, 3a napTMjy 12 - sevoflurane, yTBpTjeHO je fla
noTpe6e 3flpaBCTBeHnx ycTaHOBa npeMamyjy OKBnpHy KonMHHHy fleciDHHMcaHy y npnnory 2 OKBnpHor
cnopa3yMa.

MnaHOM 12. OKBnpHor cnopa3yMa 6p. 48-4/21 ofl 02.08.2021. roflHHe, flecfiMHHcaHO je fla cy
M3MeHe n flonyHe OKBnpHor cnopa3yMa Morylie y CKnafly ca MnaHOM 158. - 161. 3aKOHa o jaBHVM
Ha6aBKaMa, o neMy fie ce caMVHMITM AHeKC OKBnpHor cnopa3yMa.

HMajyfin y BHfly fla je y CKnafly ca MnaHOM 158. 3aKOHa o jaBHMM Ha6aBKaMa noTpe6a 3a
M3MeHOM OKBnpHor cnopa3yMa HacTana 36or OKOnHOCTM Koje caBecTaH HapyHnnaM Hnje Morao fla
npeflBHfIM, u fla ce M3MeHOM He Me”ba npnpofla yroBopa, BpeflHOCT OKBnpHor cnopa3yMa MOke fla ce
noBefia ann He Bmiie ofl 50% BpeflHocTn npBo6nTHor OKBnpHor chopa3yMa.

KaKO 6mce o6e36eflno KOHTMHynTeT y CHa6fleBahby 3flpaBCTBeHnx ycTaHOBa Koje cy kophchmmm
Okbhphoi ciiopuuyM£i, jickom no nopTnjc 12 ocvoflurano, icojn jo n3Mof)yocTannx npoflIMOT ncTor, flo
ncTeKa nepnofla Ba>Kehba OKBnpHor cnopa3yMa ii 06e36ef)HBafea npeflMeTHor neKa y hobom nocTynKy
jODiic na6aBi(e, yroBopHe CTpaHe cy carnacHe fla npMCTyn« aaKJ-kyMfl*y aH«Kca Okbmphot chopasyMa
KojnM ce y CKnafly ca nnaHOM 158. 3akOHa o jaBHi/iM Ha6aBKaMa, noBefiaBa Bpefl[HOCT napTnje 12 3a
50%, m/iMe 6n ce yKynHa Bpef[HOCT OKBnpHOr cnopa3yMa 48-4/21 ofl 02.08.2021. roflHHe, yBefiana 3a
16%.

CTpaHe y cnopa3yMy cy carnacHe fla ce 36or n3MeHe BpeflHOCTH OKBnpHor cnopa3yMa He Bpmn
n3MeHa KonMVHHe 3a napTMjy 12 HaBefleHe y 11pnnory 2 OKBnpHor cnopa3yMa, /Majyfin y BMly fla je
ncTa OKBnpHa 3a nepnofl Ba>Kehba OKBnpHor cnopa3yMa, mfla yKynHa yroBopeHa KonnnnHa flo6apa, y
CKnafly ca t3mkom 2.6. OKBnpHor cnopa3yMa, 3aBncn Ofl noTpe6a Kynaga n MO>Ke ce pa3nnKOBaTn ofl
KonnMHHa HaBefleHnx y CheMncpnKaMnjn neKOBa ca ueHOM (flpnnor 2) mfla ce Bpefl[HOCT cnopa3yMa



flecfDHHmMue caMUM cnopa3yMOM, ann fla ce Y npmiory 2 Spniue KonoHa ,,YKynHa MeHa 6e3 flfIB-a"“,
Kao m pefloBM , YKynHa BpeflHOCT oKBMpHor cnopa3yMa 6e3 nflB-a“, ,M3nhoc nflB-a“, ,YKynHa
BpeflHOCT OKBnpHor cnopa3yMa ca nflB-OM“ n fla ce BpeflHOCT cnopa3yMa flec"MHMLuUe caMMM
cnopa3yMQM.

HnaH 1.

Y Okbhphom cnopa3yMy, H3a MliaHa 2. ,,nPEfIMET CriOPA3yMA*" floflaje ce MiiaH 2a.
,BPEfIHOCT OKBMPHOr Cfl10PA3yMA" Kojn rnacn: ,yKynHa Bpefl[HOCT 0BOr cnopa3yMa m3hoch
341.042.607,00 fluHapa 6e3 PIflIB, oahocho 375.146.867,70 flHHapa ca nflB.“

HnaH 2.

CBe flpyre oflpeflée OKBnpHor cnopa3yMa 6p. 48-4/21 ofl 02.08.2021. roflIMHe 0CTajy Ha
CHa3M OH3KO K3KO mace.

MnaH 3.

OBaj AHeKC OKBnpHor cnopa3yMa caMMfceH je Y 2 (flIBa) ncTOBeTHa npnMepaKa Ha cpnckKOM
je3MKy, n to 3a CBaKy CTpaHy noTniicHHKa aHeKca OKBnpHor cnopa3yMa no jeflaH npnMepakK.

CcacTaBHn fleo 0BOr AHeKca oKBnpHor cnopa3yMa je:

fipnnor 2 OKBnpHor cnopa3yMa - CneMncfcinkaMnja neKOBa ca geHaMa

PEnyBJIHHKM OOHfl 3A Medica Linea Pharm doo
3fIPABCTBEHO OCHryPAfcE



flonnor 2 OKBnpHor chnopa3yMa - CneMMcfMKaMMja JieKOBa ca geHaMa

floSaBrban: Medica Linea Pharma doo

Bpoj
napTMje

12

27

29

31

33

HaanB neKa

sevofluran

adalimumab 20
mg - referentni lek

adalimumab 40
mg/0.4ml -
referentni lek

adalimumab sa
limunskom
kiselinom i

natrijum citratOM

adalimumab 80mg

JeAMHMaga

Mepe

boca

napunjen
injekcioni
Spric

napunjen

injekcioni

Spric ifili
pen

napunjen

injekcioni

Spric ifili
pen

napunjen
injekcioni
pen

KonMHMHa

14.500

400

8.500

300

100

OapMaljeyrcKi/i
o6nnK

para za inhalaciju.
te€nost

rastvor za injekciju
u napunjenom
injekcionom Spricu

rastvor za injekciju
u napunjenom
injekcionom penu
ifili Spricu

rastvor za injekciju
u napunjenom
injekcionom Spricu
i/ili penu

rastvor za injekciju
u napunjenom
injekcionom penu

Ja'-MHa
neKa

250 ml -
100%

20mg/0.2ml

40 mg/0.4ml

40 mg/0.8
ml

80Mg/0.8ml

JKJI

9080161

0014210

0014298

0014231

0014211

3aLUTMfieHM H33HB
noHy?]eHor Ao6pa

Sevorane para za
inhalaciju. te¢nost. boca
plasticna 1x250ml

Humira rastvor za injekciju
u napunjenom injekcionom
Spricu. napunjen injekcioni
Spric 2x0.2ml 20mg/0.2ml

HUMIRA rastvor za
injekciju u napunjenom
injekcionom penu.
napunjen injekcioni pen.
2x0.4 ml. 40mg/0.4ml

IDACIO rastvorza injekciju
u napunjenom injekcionom
Spricu. 2x0.38ml.

40mg/0.8ml

HUMIRA rastvor za
injekciju u npunjenom
injekcionom penu.
napunjeni injekcioni pen
1x0.8ml. 80mg/0.8ml

ripoM3Bof}aM

AESICA
OUEENBOROUGH
LIMITED Velika
Britanija ABBVIE
S.R.L.Italija

ABBVIE
BIOTECHNOLOGY
GMBH Nemacka

ABBVIE
BIOTECHNOLOGY
GMBH. Nemacka

FRESENIUS KABI
AUSTRIA GMBH
Austrija

ABBVIE
BIOTECHNOLOGY
GMBH Nemacka

JeA- ueHa

6e3 nflB-a

6.647,00

10.729,50

21.426,65

19.222,34

42.853,30

CTona
nflB-a

10%

10%

10%

10%

10%



