PENYBNWYKU ®OHAQ

3A 30PABCTBEHO OCUINYPAKE
08 Bpoj: 404-1-23/18- %

45.6.2018. roguHe

Josana Mapwuxoeuha 06p.2
Beorpan

Ha ocHosy 4nana 108. 3akoHa © jassum Habaekama ("CnyxbeHu rnackHuk PC" 6p. 124/12, 14/15 u
68/15), unaHa 23. u 28. Craryta Penybnudkor goHaa 3a 3apascTeeHo ocurypame ("Cnyxbenn rnacHvk PC”
Gp. 81/11, 57/12, 89/12, 1/13, 32/13 n 23/15) v N3sewraja o cTpyuHO] oueHn moHyaa 6p. 404-1-23/18-8 on
15.06.2018. roguHe, B.A. aupeKTopa Penybnuyker hoHAa 38 34paBCTBEHO OCUTYPaLE A0HOCK

ocaAnvYyKy
Y JABHOJ HABABLW NEK 3A NEYEWE PETKUX BONECTU - EVEROLIMUS 5 MG
BP. JH 404-4-110/18-23
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Oucno3uTue oanyke

3akrbydyje ce OKBMPHM cnopa3ym 3a jaBHy HabaBky Jlek 3a neuerwe peTkux Gosectu -
everolimus § mg, 6poj JH 404-4-110/18-23, ca noHyhauem ,Phoenix Pharma“ d.0.0. u3 Beorpaaa,
ynuua Bope Ctanxosuha 6p. 2, 3a:

B P N k' cba'pmauvej: RIS e SR e HOHyheHa n::yg::a
NpepomeT HabaBke. | -TCKW - a3uB noxyRava [ jeanHnuHa OHY!
Sica e | Y Sy s e e _BpepgHoCT Ge3
everolimus 5 mg, za
lelenje tuberozne ; "
ponbidang gy tableta 5mg | tableta | ,Phoenix Pharma®d.c.o. | 8.871.94 6.387.796.80
tumora

Obpasnoxemwe

. Nogzaun o Hapyunouy
1. Hasue n aapeca Hapyuunoua: Penybnuuky doHA 33 38paBCTBEHO OCUrypate

. Aapeca Hapy4yuoua: JosaHa MapuHosunha 2, Beorpag

2
3. MHTepHeT cTpaHuua Hapyqnoua: www javnenabavke.rfzo.rs
4. Bpcra Hapyumnoya: Oprarusaumja 3a obaBe3sHo coyujanHo ocurypame

Penybnuukin ¢poHA 3a 34paBCTBEHO OCUrypalse, Kao Hapy4unad, je cnposeo NoCTynak jaBHe
HabaBke W 3alUbyvyje OKBUPHW cnopasym, Aok he nojequHauHe yrosope o jaBHOj HaGaBLW 3aKrbyunBaTin
3apaBcTBeHe yctaHose, 13 [naHa mMpexe 34paBCTBEHNX YCTaHOBa.

Il. Nopaum o jaBHoj HaGaBum

1. Bpcra npeamera jaBHe Habaske: [o6pa
2. Mpeamer jaBHe HabaBKe, 03HaKa U3 onwTer pevHUka Habaeke M MpouereHa BPeAHOCT HabaBke:

Mpeamert jaBHe Habaske 3a nepwod of 12 meceuyn, je:

- Npeamer . | . ®dapmaueyTcku | , il ».{lpoue&euag YKynHa npouetheHa
. nabaBKe o ebnuk .| nek o je,q:::: "a BpepHocT Ge3 N[1B-a
everolimus 5
mg, za leenje
tuberozne tableta 5mg tableta 720 8.871,94 6.387.796,80
skleroze i SEGA
tumora

Haaue 1 o3Haka 13 onwter peynnka Habaeke: 33600000~ hapmaueyTcku nponssoau, 3a cee naptmje
3. Pepun 6poj jaBne Habaeke: 404-4-110/18-23

4. Bpcra noctynka jaBHe HabBaske: lMperoeapaqky nocrTynak ca ofjaBrbuBarseM No3avBa 3a NOAHOLLEHE
noHyAaa, Ha ocHoBY ynaHa 35. ctae 1. Tauka 1) 3akona o jaBHUM Habaekama (,Cnyx6enu rnacHuk PC“ 6poj
124/12, 14/15 n 68/15).

PenyGnuukn oHA 3a 34paBCTBEHO OCUrypare, kao Hapyuunay, je gaHa 11.04.2018. roguHe
NOKPEHYO OTBOPEHMN nocTynak jagHe Habaske [lekoBn 3a nevyewe petknx Sonectn, 6poj JH 404-1-110/18-10.
Y HaBefeHoj jaBHoj Habasuu npeaMeT Habaeke je oBnukoBaH y 22 (ABaaeceTBe) napTuje.

Y nocTtynky npegmetHe jaBHe HaBaske 3a naptujy 18 - everolimus 5 mg, za ledenje tuberozne
skleroze | SEGA tumora gocraerbeHa je jeaHa noHyaa noHyhava ,Phoenix Pharma® d.0.0. us beorpana, koja
je oyereHa Kao HenpuxeaTbLUBA.

byayhu aa Huje 6uo ucnyweH YCnoB 3a AOHOWEHE OANYKe O 3akbyveky OKBUPHOr cnopasyma 3a
naptujy 18 - everolimus 5 mg, za leCenje tuberozne skleroze i SEGA tumora, jep 3a noHyfhleHn nek Huje
yTBpReHa uera y Oanyum o HajBuunmM LeHama Nexosa 3a ynoTpedy y XymMaHoj MeAULIMHY, @ Ynjun je pexnM
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http://www.iavnenabavke.rfzo.rs

nanasarba Ha peuent (,Cnyx6enu rnacHuk PC", 6p. 14/18, 18/18 n 31/18), pana 17.5.2018. roanHe goHeTa je

Opnyka 6p. 404-1-10/18-26 kojom ce obycTasrba nOCTynak jasHe Habaeke 3a ropeHaBeAeHy NapTujy.

CxogHo HasepeHom, Penybnuuky ¢hoHA 3a 34PaBCTBEHO OCUryparse, Kao Hapyuunad, je noxpeHyo
nocrynak jasHe HabaBske [1ek 3a neuetbe peTkux Gonectu - everolimus 5 mg, 6yayhu aa je ucnyweH ycnoe 3a
npumeHy YnaHa 35. ctae 1. Tauka 1) 3akoHa o jaBHUM HaBaekama ("CnyxBeHun rnacHuk PC" 6p. 124/12, 14/15
n 68/15).

OcHoBHM nogaum o noHyhauuma

bnarospemeno, Tj. o gaHa 15.06.2018. roguHe, ao 09:30 vacoBa, Hapyuwouy je npucturna noHyaa
cneaeher noxHyhava:

Hatym
P.B. Ha3us noHyRaua Apnpeca npujema Car
1 ,Phoenix Pharma“ d.o.o. yn. bope Crankosuha 6p. 2, beorpag 14.6.2018. 11:00

YKynaH Bpoj noaHeTux nonyaa: 1 (jegHay).




IV.  CrpyuHa oLeHa noHyaa

1. ,,,,Phoenix Pharma“ d.o.o.

PepHu 6poj nouyae: 1

Bpoj noa kojum je noHyaa saeseneHa: 404-1-23/18-6
Haaue noHyhaua: ,Phoenix Pharma" d.o.o.
Monyna Bpoj 83P/1804 14.06.2018. roanHe.
Moxyhau je nogHeo NoHygy: camocTanHe.,

HA3WB vkynia | €70 |
NPEAMET JKN BAWTUREHO | oo iepopaya | PAPMALEYTCKN | JAUMHA | JEOAMHUUA | |\ onia, | JEARHUYHA UEHA BE3 nAa M3HOC YKYMHA LEHA
HABABKE UME AEKA MEKA OBJNK NEKA MEPE UEHA noB-A nae nge-A CANAB-OM
A

everolimus 5 mg,

za le¢enje NOVARTIS

tuberozne 1014001 Votubiak: PHARMA tableta 5mg tableta 720 8.871.94 6.387.796.80 | 10% | 638.779.68 7.026.576.48
skleroze | SEGA STEIN AG

fumora

Pok ncnopyke nsHock 24 cata of AaHa npujema nuCMEHOr 3axTesa Kynua.

Pok paxersa noHyae je 90 faada of fAaHa oTBapar-a MoHyAa.
NoHyRad je kKao cacTasHu Ae0 CBOjE NOHYAE A0CTaBuo nonyweH ofpasay 6p. 3 - TpowkOoBM NpUNpemMe NoHyAe, y KOjEM HUje UCKA3ao ykynHe TPOLWKOBe npunpemMara

noxyae.

Mpeacraeruk noHyfRaua ,Phoenix Pharma“ d.o.0. He npucycrayje NOCTYNKy nperosapama, Te CXo4HO Tome, a y cknaay ca [MosvBoMm 3a fonyHy rnoHyae 404-1-23/18-5
oa 08.6.2018. rognHe, KoHauHa LieHa HaredeHor noHyfaua je oHa LeHa koja je HaBeaeHa Y AOCTABIbEHO] MOHyAW, a Koja uaHocu 8,871.94 avHapa Ges MNAB-a no jegunnum

mepe.

Komucuja KoHcTaTyje Aa je noHyga nodyRaua ,,Phoenix Pharma“ d.0.0. npuxeatrenea y cmucny unaHa 3. ctaB 1 tauyka 33) 3akoHa O jaBHUM HabaBkama
(,,Cnyx6eHu rnaciuk PC“ 6poj 124/12, 14/15 v 68/15).




V. Kputepujym 3a pogeny yropopa v paHrupame

Kputepujym 3a pogeny yrosopa je HajHuxa noHyfleHa yeHa.

Y npegmeTHoj jaBHOj HaBaBUM NpuCTUrna je jegHa npuxsatibvea NoHyAa W TO nodyga noHyhaua ,Phoenix
Pharma"“ d.o.0.:

NoxyheHa MoHyReHa ykynHa
Mpeamert HabaBke Ha3ue nonyhaua jeAunmMuHa ueHa ueHa 6e3 NB-a
everolimus 5 mg, za
leCenje tuberozne . “
skleroze | SEGA .Phoenix Pharma“ d.o.0. 8.871.94 6.387.796.80
tumora

Kako je Komucuja ytepanna ga noHyhad uuvja je noHyha ouekseHa Kao npuxsaTurbvea, ucnywasa
ycnose 3a ydewhe y AOCTYyNKy jaBHe HabaBke, n TO YBUAOM Yy JoKa3e AOCTaBrbeHe y3 NOoHyAY Y OTBOPEeHOM
nocTynky jaBHe Habaeke 6poj 404-1-110/18-10, 1 yBuaOM Yy jaBHO AOCTYNHe noAaTKe, 0f UCTor Huje 6uno
3axXTeBaHO AOCTaB/batbe A40kasa, y cknagy ca 1ynadom 79. ctae 2. 3akoHa o jaBHuUM Habaskama (,CnyxbeHu
rnacHuk PC" 6p. 124/12, 14/15 v 68/15).

VI. TpowkoByM nNpunpemMatba NoHyae

CxogHo unaHy 88. ctas 2. 3akoHa o jasHum Habaekama ("CnyxBenv rnacHuk PC" 6p. 124/12, 14/15
v 68/15), TpoluKoBE NpUNpeme 1 NMoaHOLWea NMOHYAe CHOCE UCKBYHMBO NMOHYHauW 1 UCTU HE MOry TPaXUTU
04 HapyuuoLa HakHagy TPoLKosa.

Vil. Npeanor komucuje

Komucuja 3a cnpoeofjetbe npeameTHe jaBHe HabaBke, nocne CTpy4He oueHe NOHyAa npeanoxuvna
je oa ce oANyKa O 3aWbyuery OKBUPHOF Cnopa3lyma 3a jaBHy HabGaBky flex 3a nevewe petkux Gonectu -
everolimus 5 mg, JH 404-4-110/18-23, nonenv aone HaBegeHom noHyhauvy:

MouyheHa MoHyReHa ykynHa
NpegmeTt HabaBke Hasue noHyhaua jeAnHMYHa LeHa uena Ges M/1B-a
everolimus 5 mg, za
leéenje tuberozne . "
ckleroze | SEGA ,Phoenix Pharma" d.0.0. 8.871.94 6.387.796.80
tumora

lope HaeseReHn NoHyhaum Habaeky Hehe n3spwnTK y3 nomoh noguasofaua.

CxoaHO HaBeaeHom, B.A. AupekTopa Penybnuukor ioHAa 3a 34paBCTBEHO ocvrypame [OHOCU OANYKY Kao
y AMCNO3NTNBY.

VIIL YNyTCTBO O NPABHOM CPEACTBY

NpoTvB OBE OANYKE MOXE Ceé NOAHETW 3axXTeR 33 3awWTuTy npasa y poky og 10 (aeceT) gaHa oA
AaHa objaerouvBata vcte Ha [opTany jaBHUX HabBasky, cxoaHO unaHy 149. ctae 6. 3axkoHa O jaBHUM
nabaskama (,Cn. rmacHuk PC*, 6poj 124/12, 14/15 n 68/15).




