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AURORA2222 D.0.0,

BEOGRAD

Peny6jiMHKii cfcoHfl 3a 3,qpaBCTBeHO ocnrypanDe, yn . JoBaHa MapuHOBuTia 6p. 2, B eorpa fl, 
Kora, no PeiueH3y o npeH ocy OBnaiufietfea 12 6 p o j: 031-461/18 o a  31.10.2018. roflMHe B.fl. 
flupeicropa npocjs. ,qp Cafoe Pa,qojeBMf) LUkoapmTi , 3acTyna flupe ic rop  Ceicropa 3a jaBHe 
Ha6aBKe M apnja ATaHacujeButi
MaTMMHH 6poj: 06042945 
nH 5: 101288707
Bpoj paMyHa: 840-26650-09 Koju ce Boflu koa YnpaBe 3a Tpe3op 
(y flarbeM TeKCTy: Ooha)

O o h a  3a coMMjariHO ociirypaH be boj'hmx ocMrypaHMKa, B e o rp a fl, yn . KpyHCKa 6p. 13, Kora 
3acTyna flupeKTop nyKOBHMK a p  PaflaH KoctmFi
MaTtiHHH Spoj: 17677675 
ni/15: 106070529
Bpoj paMyHa: 840-14650-22 Koju ce boah koa YnpaBe 3a Tpe3op 
(y flarbeM Te«CTy: Ooha 3a COBO)

flOBABJbAH:
AURORA 2222 d.o .o ., yn . Kowe KaneTaHa 6p. 16, M3 Beorpafla, Kora 3acTyna flupekrop 
ByK LUajuTi •
MaTUMHH Spoj: 20944714 .
(1MB: 108168370 ‘
Bpoj paMyHa: 150-43601-91 Koju ce boah k o a flwpe«THe SaHKe a.fl. K pary jeB g i$y5 /\M K A  C P)»H J£ 
(y flarbeM TeKCTy: flo6aBrbaM) iVlMHMCTAPCTBO

3A JABHY HABABKY UMTOCTATMUH CA J1HCTE B M J1MCTE f l  J1MCTE J1EKOBA
3A 2019. TOflHHY 

3A nAPTUJY 2

nPETXOflHA KOHCTATAUMJA

Ooha, Ooha 3a COBU m /4o6aBrbaM KOHCTaiyjy a  a cy flaHa 16.07.2019. roflMHe 3aKrby<-innn 
Okbhphh cnopa3yM 6p. 50-6/19, ca n0MeTK0M npuMeHe oa 19.10.2C 19. roAUHe, 3a jaBHy HaóaBKy 
L4nTOCTaTMLin ca JlncTe B m J lnc ie  f l  JlncTe neKOBa 3a 2019. roAHHy, 6poj JH 404-1-110/19-15, 3a 
napTnjy 2.

ílpeAMeT 0KBnpH0r cnopa3yMa 6p. 50-6/19 3a nap in jy  2 je  neK melfalan 50 mg, 3aujTnheHor 
Ha3MBa Alkeran®, npon3Bof)aMa G laxosm ithkline Manufacturing S.P.A.

flaHa 26.05.2020. roAUHe flo6aBJbaM je AOCTaBno OoHAy Aonnc 6p. 124/2020, y KojeM 
HaBOAH Aa je o6aBeLUTeH oa CTpaHe npon3BoTjaMa G laxosm ithkline Manufacturing S.P.A. n H0CH0L4a 
A03Bone Aspen Pharma Schweiz GmbH Aa nocTojn npeKHA y npon3BOAH=n neKa melfalan 50 mg, 
3aLUTi/iheHor Ha3HBa, Alkeran® n c tum  y Be3M rno6anHH Ae<t>W4HT y HaSaBLin n ncnopyqn neKa.

TaKoTje, floSaBJban je  HaBeo Aa je  y qurby npeBa3nna>Kehba HacTane cuTyaquje u 
ncnopyMUBahba npeAMeTHor neKa ycTaHOBaMa, npoHafjeHa MoryhHOCT Aa ce o6e36eAM neK MCTor 
MHH-a, c^apMaqeyTCKor oSnnKa m jaMMHe, 3ai±m/iheHor Ha3HBa Melphalan Tillomed, npon3Bo?)aMa 
Emcure Pharm UK Ltd. lu to  je m hotbpaho YnyrcTBOM 3a neK (PIL-Patient Information Leaflet) 
Melphalan Tillomed 50 mg, npamaK n pacTBapaM 3a pacTBop 3a HHjeKquje m 3a EFG i/iHcf)y.3Mje, 
AOCTaBrbeHUM OoHAy AaHa 29.05.2020. roAUHe.

O kbhphh cnopa3yM 6p. 50-6/19 3aicrbyHeH je Ha yKynHy KonnnnHy oa 515 aivinyna, c tum  Aa je 
3ApaBCTBeHHM ycTaHOBaMa ao  nonoBUHe anpi/ma 2020. roAUHe ncnopyMeHO yKynHO 144 aivmyne y 
CKnaAy ca 3axTeBi/iMa 3a ncnopyKy AOCTaB/beHUM oa CTpaHe 3ApaBCTBeHMX ycraHOBa/OoHAa 3a

Ha 0CH0By npeTXOAHO HaBeAeHor, a wviajyhn y BHAy Aa je  HeonxoAHO o6e36eAHTH 
KOHTHHynTeT y CHaASeBahby npeAMeTHUM neKOM Ha 0CH0By Baweher OKBupHor cnopa3yMa, Ooha, 
Ooha 3a COBO n floSaBJbaH cy carnacHu Aa 3aKibyHe AHeKC OKBwpHor cnopa3yMa 6p. 50-6/19, 
KojuM ce 3a napTnjy 2 - melfalan 50 mg y npunory 2 OKBupHor cnopa3yMa -  CneuMcfDHKaqMja neKOBa 
ca qeHaMa, m y npunory 3 OKBupHor cnopa3yMa -  MoAe-n yroBopa, y A©-ny npunora 1 ncTor -

CEKTOP 3A BYIJET H OKHAHCMJÍ
# h a  j*c*uuiaAH0 0CHrypaH>eBojMMxoc..

flaHa í ¡ . ^ .2020. roAUHe 3aiabyHyjy

AHEKC OKBMPHOT CflOPA3YMA BP. 50-6/19

COBO.



Cneqnc|)MKai4nja neKOBa ca  LieHaivia, f lO fla je  neK 3 a u jT n fie H o r Ha3HBa Melphalan Tillomed n 
npoM3Bof)aM neKa Emcure Pharm UK Ltd.

HnaH 1.

Bpnin ce n3Mena ilpunor 2 -  CneLiHcfcwoLinja neKOBa ca qeHaivia H3 Tam<e 15.3. OKBupHor 
cnopa3yMa 6p. 50-6/19, TaKO luto ce:

- y KonoHn „3aLUTwTieHM h33mb noHyTjeHor flo6pa“ flOflaje „Melphalan Tillomed“

- y KonoHn „npon3BoTjaH“ flOflaje „Emcure Pharm UK Ltd.“

M3MeH=eH n p u n o r  2 - C n e u n c^n K a q u ja  neKOBa ca qeHaivia H ana3n ce  y  n p u n o ry  0B0 r AHeKca 
OKBupHor cnopa3yM a  n m u h u  hberoB cacraBHM  fle o .

MnaH 2.

Mehta ce npunor 3 -  Moflen yroBopa, M3 Tam<e 15.3 OKBi/ipHor cnopa3yMa 6p. 50-6/19, Ta«o 
UJTO ce Bpmn M3MeHa npunora 1 mctmx - CneuMcjDi/iKauuja neKOBa ca ueHaivia, y c«nafly ca nnaHOM 1. 
0B0r AHeKca OKBupHor cnopa3yMa.

HnaH 3.

floöaBfbaM u 3flpaBCTBeHe ycTaHOBe/0 OHfl 3a COBO «oje wviajy 3aKJbyMeHe yroBope Ha 
0CH0By OKBupHor cnopa3yMa 6p. 50-6/19, flyx<HM cy fla aHeKCupajy Beh 3aKTbyqeHe yroBope y CKnafly 
ca Oflpefl6aMa 0B0r AHeKca OKBupHor cnopa3yMa.

MnaH 4.

Cße flpyre oflpeflöe OKBi/ipHor cnopa3yMa 6p. 50-6/19 ofl 16.07.2019 roflUHe ociajy Ha CHa3n 
OHaKO KaKO rnace.

HnaH 5.

Oßaj AHeKC okbmphot cnopa3yMa canuhbeH je y 3 (Tpi/i) MCTOBeTHa npuMepaKa Ha cpncKOM 
je3HKy, v\ to  3a CBa«y CTpaHy noTnucHUKa aHeKca oKBupHor cnopa3yMa no jeflaH npwviepaK.

CacTaBHM f le o  0 B 0 r AHeKca OKBupHor cn opa3yM a  je  n:

npunor 2  OKBupHor cnopa3yMa - CnequcfD UKaM M ja n e K O B a  ca q e H a iv ia

HAPYHHOI4M flOBABJbAH
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JABHA HABABKA I4MTOCTATMI4M CA J1MCTE B H J1MCTE fl J1MCTE J1EK0BA 3A 2019. TOflHHY
BPOJJH 404-1-110/19-15

HA3MB flOBABJBAHA: AURORA D.O.O.
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GLAXOSMITHKLINE 
MANUFACTURING 

S.P.A./ Emcure 
Pharm UK Ltd."

prasak i 
rastvarac za 

rastvor za 
injekciju/infuziju

50 mg bocica 13.336,00 315 4.200.840,00 200 2.667.200,00 515 6.868.040,00

YKyriHA BPEflHOCT OKBMPHOT CnOPA3YMA BE3 nflB -A 4.200.840,00 2.667.200,00 6.868.040,00

M3HOC nflB-A 420.084,00 266.720,00 686.804,00

YKyriHA BPEflHOCT OKBMPHOT CnOPA3YMA CA nflB-OM 4.620.924,00 2.933.920,00 7.554.844,00

CmpaHa 1


