PEnyBJIMHKM O OHfl

3A 3fIPABCTBEHO OCHryPAfeE
08/2 Bpoj: 404-1-27/20- (O

I1- .06.2020. rofluHe

JoBaHa MapuHOBuUfia 6p.2
Beorpafl

Ha OCHOBy nnaHa 108. 3aKOHa o0 jaBHUM HataBKawia ("CnywReHM macm/iK PC" 6p. 124/12, 14/15 u 68/15),
MnaHa 23. u 28. CiaiyTa Peny6nn4Kor cjDOHfla 3a 3flpaBCTBeHO ocurypahbe ("Cny>K6eHn rnacHUK PC" 6p. 81/11,
57/12, 89/12, 1/13, 32/13 m 23/15) u H3BeiuTaja o CTpyMHoj oueHM noHyfla 6p. 404-1-27/20-9 oa 12.06.2020.
roflUHe, B.fl. flupeKTOpa PenyénnHKor cfcoHfla 3a 3flpaBCTBeHO ocurypante aohocm

OfI"YKy O 3AKJbyHEhby OKBHPHOr CnOPA3YMA
y JABHOJ HABABL4M

J1EK CA J1HCTE J1EKOBA - ADALIMUMAB
Bp. JH 404-4-110/20-27
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fIHCnO3MTMB OflnyKe

floflerbyje ce okbmphm cnopa3yM 3a jaBHy HataBKy JleK ca JIMCTe neKOBa - adalimumab, 6p. JH 404-4-

110/20-27, cneflefieM noHyTjawy:
BauTnFiedM o o JaMvHal ”O'lyTjﬁHa
npeflMeT H33VB KOHUe-  JeflUHmja Ha3VMB  noHyTjeHa yrynna
HataBKe JKil noHyljeHor &g;f,\'f( HTpauiija Mepe (OIUHMHA noHyliaMa  jefl. ueHa  BPeflHOCT 6e3
flodpa jie«a nflB-a
rastvor za
| Cpen  pumirain - R i e
adalimumab 0014399 40mg/0,4ml 40mg injekcioni 8.644 Pharm 33.377,45 288.514.677,80
- 2x0,4ml S
spric injekciono pen d.o.o.
m Spricu

Oo6pa3no)Ketoe

I. rioflami o HapynuoMy
1. Ha3MB HapyMMOMa: PenyRnuMKW cfcoHfl 3a 3flpaBCTBeHO ocurypahte
2. Aflpeca HapyHnoua: yn. JoRaHa MapuHOBuUFia 2, Beorpafl
3. HHTepHeT CTpamiua Hapvnuoua: www.iavnenabavke.rfzo.rs

4. BpcTa HapyMMOMa: OpraHM3aqgnja 3a 06aRe3H0 counjanHO ocurypahbe

PenyonuMKM cJdoha 3a 3flpaBCTBeHO ocurypahte,
3aKrbyMyje okbmphh cnopa3yM, aok nojefWHaMHe yroRope o jaBHoj Had6aBLin 3aKrbynyjy 3flpaBCTBeHe yciaHOBe, H3

rinaHa Mpe>Ke 3flpaBCTBeHnx ycTaHOBa.

Kao HapyMwiaM, je cnpoReo nodynaK jaBHe HadaBKe u

Il. noflami ojaBHoj Ha6aBMM

1. BpcTa npeflMeTa jaBHe HataBKe: flodpa
2. flaTyM flOH6we*>a OfliiyKé o noKperaHay nocTynKa: 02.06.2020. roflUHe
llpefIMeT jaBHe HadaBKe, 03HaKa M3 onuiTer peHHMKa HataBKe mnpoMetoeHa Bpefl[HOCT HabaBKe:

3.
npeflMeT jaBHe HataBKe je JleK ca JIncTe neKOBa - adalimumab:
: OapMaMeyrcKM riakOBaHse JefIMHnida ripoueHseHa
Ha3MB napTnje CAIVK njaMMHa Mepe KOWHMHR  pooHOCT 663 riflB-a
rastvor za
injekciju u injekcioni
adalimumab napunjenom 40 mg Spric/injekcioni 8.644 288.514.677,80
injekcionom pen
Spricu

Ha3MB mO03HaKa MB onuiTer peMHMKa HataBKe: 33600000 - cjDapMageyTCKn npOU3BO0fln

4. PeflHM O6pojjaBHe HaoaBKe: 404-4-110/20-27
5. BpcTa nocTynKa jaBHe HasaBKe: nperoBapaMKH nocTynaK ca odjaBrbWBahteM no3HBa 3a nofl[HOLuehbe
noHy,ga - mji. 35. ¢ t. 1. TaM. 1) 3aKOHa o jaBHMM HadaBKaMa (,,CnywéeHn rnacHMK PC. 6p. 124/12, 14/15 n 68/15).

lll. Ochobhm noflami o noHyflaHMMa
BnaroBpeMeHO, Tj. flo flaHa 12.06.2020. roflUHe, flo 10:30 MacoBa, HapyMMouy je npucTurna noHyRa

noHyfjaMa:
i P.B. Ha3MB noHyfjana Aflpeca flaTyM npnjeMa CaT
1 Medica Linea Pharm d.o.o. BpoflapcKa 6p. 16, Beorpafl 12.06.2020. 9:55

YKynaH 6poj nofl[HeTnx noHy,qa: 1.


http://www.iavnenabavke.rfzo.rs

IV. CTpyHHa oiieHa noHyfla

4.1. Medica Linea Pharm d.o.o.
Bpoj noA KajifiM je noHyfla 3aBefleHa: 404-1-27/20-6
Ha3MB noHy”aHa: Medica Linea Pharm d.o.o.
noHyga 6poj 1052/20 Ofl 05.06.2020. roflUHe
noHyf)aM je noflHeo noHyfly: caMOCTanHo.

3ALUTMTIEHM
HA3MB HA3//1B O0APMALAEYTCKM
NAPTMJIE JKL nOHYbEHOr  "POM3BOT)AH CEIVK
flIOEPA
0014298 Humira inj lirr?'sefl\(/(?i'ruzi
adalimumab pen 40mg/0 4n11I ABBVIE na;J)unjeJnom
0014399 ’ Nemacka A
: 2x0,4ml injekcionom
spric e
Spricu

Pok Bawehba noHyfle je 90 flaHa oa flaHa OTBapahba noHyfle.

JavvHAL
KOHI4EH  JEfIMHMUA
TPAMH] MEPE
A JIEKA
injekcioni
Spric/
40mg injekcioni
pen

Pok ncnopyKe m3hoch 24 Maca Ofl flaHa npwjeivia nucaHor 3axieBa Kynua.
floHyiiaM je flociaBno o6pa3au 6p. 3 - Tpolukobm npunpeMe noHyfle, y KojeM Huje wcKa3ao TponiKOBe npunpeiviahba noHyfle.

noceOHa norofHOCT Kojy je noHyflan MCKa3ao:

,npeflCTaBHMuUTBO KOMnaHnje Abbvie Biopharnmaceuticals GmbH,

JEfIMHM

y«yn HA
KQIIVHVHA  HHA UEHaBEs ~ CTOMA
UEHA nflB-A
8.644 33.377,45 288.514.677,80 10%

yKYriHA BPEfIHOCT riOHYfIE EE3 nflB-A:

M3HOC nflB-a:

YKyriHA BPEfIHOCT riOHYfIE CA fIfIB-OM:

ca perucrpoRaHUM

M3HOC

YKyriHA UEHA
nflB-A

CA nflB-OM

28.851.467,78 317.366.145,58

288.514.677,80
28.851.467,78

317.366.145,58

cefli/liunreM Ha aflpecu

ByneRap Milixajna riynuHa 115E, 11000 Eeorpafl, MaTUHHM 6poj 29027021, Koje je Hocwnau fl03BOne y Cp6njn 3a neK Humira, o6alRe3yje ce fla y nepuofly Bawehta
OKBupHor cnopa3yMa, npeKO CBor fIHCTpn6yiepa Medica Linea Pharm d.o.o., o6e36eflH 6ecnnaTHy KonwMUHy neKa Humira, y KonnMUHM ofl 6 Kyri/ija (12 aivmyna), 6e3

o6aBe3e nnahai-ba 3a CBaKor HOBoyBefleHor naunjeHTa Ha neK Humira, 3a nenehbe o6onennx ofl HHcfcnaMaTopHi/ix peyiwaTCKi/ix 60NecTn n MHcfcnaiviaTopHwx Gonecrw

upeflla.”

HaKOH oflpwaHor nocrynKa OTBapat-ba noHyfla,

o Meiviy je canuhteH 3ani/iCHiI/iKk o OTBapa”y noHyga,

08/2 6p. 404-1-27/20-7, KOMwewja je

ili3Bpiui/ina npernefl

noHyfla, Te KOHCTaTOBana fla je noHyfjan Medica Linea Pharm d.o.o. flOcraBMO KOMnneTHy flOKyivieHTauHjy, Te fla he 6hth no3BaH y nociynaK nperoBapahba.

EneMeHT yroBopa o kom ce BpLUNno nperoBapaht>e je noHy?)eHa ueHa, y HajBULue flIBa Kpyra. noHy?)aH Medica Linea Pharm d.o.o. je y npBOM Kpyry ociao npn geHH

Ofl 33.377,45 flUHapa Kojy je npBOONTHO noHyflno y CBojoj noHyfln 6p. 1052/20 Ofl

Linea Pharm d.o.o., Hi/ije Oflp>KaH flpyrn Kpyr nperoBapahba.

05.06.2020. roflUHe.

KaKO je HaBefleHa ueHa m KOHaMHa noHyfla noHyf)aHa Medica

KoMMCMja je KOHCTaTOBana fla je noHyfla noHyfjaHa Medica Linea Pharm d.o.o0. npnxBaTjt>MBa y cMMcny nnaHa 3. ct3b 1. TaMKa 33) 3aKOHa 0 jaBHMM

HadaBKaMa (,,CnywoeHM rnacHUK PC*, 6poj 124/12, 14/15 m68/15).



V. OflénjeHe ncmyfle

Y nodynKy npeflMeTHe jaBHe HataBKe Huje 6nno noHyRa Koje cy ogetoeHe Kao HenpuxBaiThi/iBe n ycnefl
Tora Ofl6njeHe.

VI. KpMTepnjyM 3a flOfleny yroBopa m paHmpaHbe

KpmepnjyM 3a flOfleny yroRopa je HajHHwa noHyfieHa qeHa.

y npeBMeTHOM nociynKy jaBHe HalRaBKe npucTuma je jeflHa noHyfla noHyflaMa Medica Linea Pharm
d.o.o., Koja je cmetoeHa Kao npHXBaTrbHBa, Te cxoaho TOMe Huje M3BpujeHO paHrnpahte.

y CKnafly ca gnaHOM 79. dafl 2. 3aKOHa o jaBHMM HaRaBKaMa (,,Cny>K6eHH rnacHMK PC*“ 6p. 124/12,
14/15 n 68/15) HapyMunal; je y o6aBe3M p,a npe flOHOLuenba OflnyKe o 3aicrbyHehby OKBnpHOr cnopa3yMa oa
noHyFjaMa Mnja je noHyfla ouehbeHa Kao HajnoBorbHuja 3aTpa>KM pfR flocraBM Konnjy 3axieBaHHx flOKa3a o
ncnyHbeHOdn ycnoBa, a MO>Ke n RR 3aipa>Kn Ha ybma opwruHan nnn OBepeHy Konnjy cbhx wjiu nojevu hmx
flOKa3a.

KaKO je KoMucuja yTBpflUJia fla noHyTjan Mnja je noHyfla oLiehbeHa Kao HajnoBorbHuja, HcnyttaBa ycnoBe
3a ygeLulie y nociynKy jaBHe Ha6aBKe, Te ofl mctot Huje 6nno 3axTeBaHO flociaBj-bahbe flOKa3a, y atnafly ca
HJiaHOM 79.CTaB 2. 3akOHa 0 jaBHMM Ha6aBKaMa (,,Cny>K6eHM rnacHMK PC“6p. 124/12, 14/15 u 68/15).

VIl. Tponikobm npunpeMa”a noHy”"e

Cxofl[HO MnaHy 88. daf3 2. 3aKOHa o jaBHUM Ha6aBKaMa ("Cny>K6eHM rnacHMK PC" 6p. 124/12, 14/15n
68/15), TpoLUKOBe npunpeMe n noflHOLuehta noHy”e CHOce MCKTbyMUBO noHyfjaHM m mctm He Mory Tpawmn ofl
Hapynuoua HaKHa”y TpoujKOBa.

VIll.  npefllior KOMMCnje

KoMMCMja 3a cnpoBoFjeHje npeflMeTHe jaBHe HataBKe, nocne CTpyHHe OLjeHe noHyfla,
npeflno)Kiina je fla ce flOHece Ofl/iyKa o 3aKTbyMeHDy OKBiipHor cnopa3yMa 3a jaBHy HadaBKy JleK ca
JIMCTeneKOBa - adalimumab, 6poj 404-4-110/20-27 n okbmphm cnhopa3yM floaerm cneflefieM noHyfjany:

3ailJTMhetM JamiHa/ "OHV”EHa
. apMaMe- S AL : : ynynHa
rlpgfIMeT K1 H33MB YTCKM KOHIJe‘ JeANHIMa | o Ha3HB rloHnyeHa BpefHOCT 663
HataBKe noHyljeHor - HTpaunja Mepe noHyJaHa jefl. ueHa
flo6 06jimk - nflB-a
pa jieKa
rastvor za
Oy rilcin eden
adalimumab 0014399 40mg/0,4ml 40mg injekcioni 8.644 Pharm 33.377,45 288.514.677,80
: 2x0,4ml L
spric injekciono pen d.o.o.

m Spricu

CxoflIHO HaBefleHOM, b.a flupeicropa Peny6nnMKor cf)OHfla 3a 3R3paBCTBeHO ocurypa”e aohoch oflnyKy
Kao y flncno3HTHBY.

IX. ynyTCTBO O nPABHOM CPEfICTBy

ripoTUB OBe OAnyKe MO>Ke ce noflHein 3axieB 3a 3aujTHTy npaBa y poKy Ofl 10 (fleceT) flaHa ofl flaHa
o0jaBrbMBafca ncie Ha flopTany jaBHux HataBKM, cxoflHO MJiaHy 149. ciaB 6. 3aKOHa o jaBHi/iM HataBKaMa

(,Cn. rnacHUK PC*, 6poj 124/12, 14/15 m 68/15).

59020.34/49



