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MOLEfPYTOBOPA 3A IOBPA KOJA CE muHAchPuv W3 CPEACTABA OBABE3HOI
30PABETBEHOI OCUIYPAIBA —

KYNAL:

Aom 3ppasroa Centa,yn. Bowka Jyrosuha 6p.6,CenTa kora 3actyna aupexrop [p Llypjan
lNycrae

MatuuHw Gpoj: 08923485

NMWB: 106888514

Bpoj payyHa: 840-817661-81 koju ce roaw kog Ynpase 3a Tpeaop

(y Aarsem Tekcty: Kynay)

OOBABIbAY:

Phoenix Pharma d.o.o., agpeca bope Cranxoeuha 6p. 2, ua Beorpaga, kora 3actyna gupektop Mead
Bankosuh v sacTynHuk Qparad JosaHoBuh

MaTtw4Hn Gpoj: 07517807

NWBE: 1000002686

Epoj pauyHa: 330-4006847-79 xojwn ce soan koa Credit Agricole Baxre

(y aarsem Tekcty: [oGasrbay)

[Jana 31.08.2021. roguHe 3arsyayjy
YroBOP BP.11-100/19

3A JABHY HABABKY JIEKOBM CA NWCTE NEKOBA — NOHOBIBLEHW MNOCTYNAK KOJU CE
PUHAHCHUPAJY U3 CPEOCTABA OBABE3HOI 3IPABCTBEHOI OCUIYPAKA

3A NAPTUJYIE 1
Knn oe2

1. YBOOHE HANOMEHE U KOHCTATALWJE
1.1, Kynay u JoBaeread y yBOAY KOHCTATY]Y:

111 pa je PenyBnuykn doHg 33 30paBCcTBEHO OCHIYpPake CrpoBE0 NpPerosapavky nocTynak
Ges ofjaerevearsa jasHor noavea 3a jasHy Habaeky llexkosw ca [lucte newoea —
NoHoBreEHW NocTynak, 6poj jaeve Habaske: 404-3-110/21-37,

1.1.2  pa je PenyBnu4kn choHA 33 34paBCTEEHO OCUIYpame 3aiiby4uo OKBUPHKM Cnopa3aym ca
AoGaersadem Phoenix Pharma doo, wa ockoey Oanywe Op. 404-1-33/21-19 op
03.08.2021. roauHe,

1.1.3  pa osaj yroBop o jaeHoj Habaeuw s3akmsy4yjy ¥ cknagy ca oKBMpHMM cnopasymom Gp. 52-
1/21 o 05.08.2021. roguHe (y farsem Texcty: OKBUPHW Cnopaym),

1.2, Ha cea nutawa koja HWcy ypefleHa oBum yrosopom, npumersyjy ce ogpepnbe okeupHor
cnopa3yma w3 craea 1. oeor 4nada Yrosopa,

2. NPEOMET YTOBOPA

2.1. MNpegmeT yroeopa je kynoewHz fobapa, HaeegeHwx vy CrneuwdbuKaywjn nexosa ca UeHama
(Mpunor 1), koja ce Hanasn y NPUCTY OBOT YroBOPa M YMHW HEeroB cacTasHK geo.

2.2, Kynay je v ofaBeaW ga W3BPLUKM KYNOBWHY yrosopeHux goBapa u y UenocTk peanusyje oeaj
yroeop.
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3. UEHA U NMNATHAHKE

31.

3.2,

3.3

3.4,

3.5.

386.

3.7.

3.8.

3.9

LieHe wa osor Yroeopa cy jeauHudHe UeHe HaBefede Cneuudvkauuju nexoea ca uyeHama
(Mpunor 1), koje oarosapajy LeHama W3 OKBUPHOT CNopasyma.

dong nnaha ucnopydYyeHe KONMYKMHE MO YroBOPEHNM JEOUHWYHUM LeHama, yeehaHum 3a naHoc
MOB-a, y poky og 90 aava op gaHa npujema dakType.

OoBaereay je gywaH Oa, NpUNMKOM WCNOCTaBIbaka hakType, NOCTYNK Y CKNagy ca unaHom
4a, 3akoHa O POKOBMMAE M3aMupersa HoB4YaHux obapesa y KOMEpUWjanHUM TpaHcakuwjama
{,CnyxBGexu rnacHuk PC” Bp. 119/12, 68/15, 113/17 w 91/19), kao v unaHom 3. MNpaBUunHUKa O
HaYMHY M NOCTYNKYy perMcTpoBakea chakTypa, OAHOCHO APYrMX 3aXTesa 3a WCNNaTty, Kao u
HaumHy Bofjerwsa U cagpwaja UeHTpanHor peructpa caktypa (.CnyxBeuu rmacHuk PC' 6p.
7/18, 59/18 n 8/19).

OGaeeze koje Aocnesajy y HapegHo] rogwHW Buhe peanuzceaHe HajBuWe A0 W3HOCA
cpeacTaBa koja hie 3a oBy HameHy Gutn opobpera y Toj ByyeTtcko] roguHn y cknagy ca
JakoHoMm kojum ce ypefyje OyyeTckw cuCTem, OAHOCHO 3aKOHOM Kojum ce ypehyje
30paBCTBEHA 3alUTKTa.

YroBopeHa UgeHa Mera ce y cnyyajy ga 3bor wamexe MpaeunHuka o JIucT nekoea Koju ce
nponucyjy W wagajy Ha Tepet cpefctasa obasesHor 3APaEBCTEEHOr OCUrypara, OAHOCHD
Opnyge 0 HajBULMM LeHama nexkoea 3a ynoTpeby y xyMaHo] MeauurHW, 3 YWju je pexum
W3naeaka Ha peuent gofje OO NPOMEHE LEeHe Neka ycnea Koje ueHa W3 yroeopa noctaje
Evwa of uexwe ws Mpaewnuuka, ogHocHo Ognyke. Y Tom cnyyajy, LEHOM W3 OBOr yroBopa
cmaTtpahe ce ueHa ua MpaeunHuka, ogHocHo Oanyke, Koja ce ayToMaTcKu NpumMetbyje, qaHom
cTynawa Ha cHary MpasunHuka, ogHocHo Oanyke, Bea sawsy4uBarka AHexca.

Ykonwko ce, TOKOM Tpajama 0BOr yroBopa, LeHa 3a NeK Kojw je npegmeT osor yroeopa yeeha
Ha JIucTh Nekoea 3a M3HOC npexko 5 npoueHaTa y ogHocy Ha uedy yTepfedy MNpaBunHukom o
JlvcTW nekoBa Koju Ce Nponucyjy W u3gajy Ha Teper cpeacTaBa obasesHor snpaBCTEEHOr
ocuryparsa, [loGaenay nma npaeo Ha yeehawe UeHe M3 YroBOpa W TO 3a NPOLEHAT Koju
npegcTaerea pasnuky uamely npouexTa yeehawa ueHe neka 1 5 npouexata. O HaBegeHoj
npoMeHu UeHe, ®oHg ke goctaeutu obaeewTere [oGasrsady n Kynyuma, u cneyudrkauujy
NekoBa ca npoMereHum LeHaMa fie 06jaBnTu Ha CBOjoj MHTEpHET CTpaHULN.

Moeehake UeHe NMeka, W3 NPeTXCAHOr cTaea, padvyHa ce camo Y OAHOCY Ha UEeHY wcTor y
nocnentse eaxehem MpasunHuky o JIMCTW nekoea koju ce nponucyjy ¥ usaajy Ha Teper
cpencrasa obaBe3Hor 30pascTEEHOr OCUIypaHsa.

YKONWKO TOKOM Tpajara osor yroeopa [lobaersau goctasu GoHOy 3axTes 38 ymakene LeHe
NeKa Koju je NpegMeT OBOr Yroeopa, LUEHOM U3 CBOr yroBopa cmatpahe ce LeHa neka w3
saxtesa [JoGasmsaua, o yemy hie BUTK 3aKrbyveH aHeKs YrOBOPa, @ HaKoH 3aKbyYera aHekca
OKBUPHOT Criopasyma

YKynHa BPefHOCT YroBopa jecTe yKynHa BPedHOCT 233 CBE KOMWYMHEe HaBefeHe Yy
Cneuwdukaumnju nexosa ca ueHama (Mpwunor 1), ca ypaduyHarum MOB-om 1 waHock 9.232,08

AvHapa.

4. NCNOPYKA

4.1,
4.2.

4.3.

4.4,

Mcnopyka je cykuecusHa n BpwK ce npema notpebama Kynua.

J[lobasrsay ce oBaseayje Aa he ykynHO yroeopeHy konud4uHy aobapa, w3 4naHa 2. osor
yroeopa ucnopy4utu Kynuy npema notpeBama Kynua, u To y poky og 24 caTa of npujema
saxteea Kynua.

MecTo ucnopyke je hpaHko marauuH Kynua(yHemu Mecmo ucrnopyke).

DNoBaemay ce obaeesyje na he 3a nekose y naptuju 3 - Rituksimab sa natrijum-citratom,
dihidrat i natrijum-hidroksidom jauune 100 mg 1 500 mg, sawTnhexnx Hasnea MABTHERA sa
CBaKOr HOBOYBEAEHOr MaUMJEHTa €8 HEXOHYKWHCKAM NUMpOMUME, XPOHUYHUM nuMbomMuma,
XPOHMYHOM NMMEBOLMTHOM NeyKeMujoM W peymaroMiHWM apTpuTMCOM, a y cknagy ca
uHaMkauujama ua lMpaeunkvka o Jluctv JlekoBa koju ce nNponWcyjy ¥ Wadajy Ha Teper
cpeactasa obasesHor ocurypara, © CBOM Tpolwky obesbegwTn nekcee y  KONUHWHK
noTpebHoj 38 NpBK YWKnyc Tepanuje/neyersa.
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4.5,

HoGaereay ce oGasesyje fa e 3a nexkose y naptuju 4 - trastuzumab jauuxe 440 mg 1 600mg
sawTtuhexux Hasuea HERCEPTIN, Ha ceakux 6 (wecT) 6ovnua nexka McropyyeHux Ha Teper
PenyGnuykor choHga 3a 3gpascTseHo Ocurypare, AOAATHO Wcnopyuuth 1 (jeaHy) Gouuuy
nexa 6e3 obasese nnahawa, OAHOCHO O CBOM TPOLLIKY.

(Tayky 4.4 unu 4.5. npunazodumu/obpucamu y 3asucHocmu 3a Kojy napmujy ce
Jakrsyyyje yzosop).

5. YTOBOPHA KA3HA

o.1.

5.2.

Y cnyuajy npekopavesa yrosopeHor poka ucnopyke [loGaersay je ayxaH ga nnatu Kynuy
yroBopHy kasHy y uaHocy of 0,5% op yxynne spegHocTu Bea MN[B-a npegmertror goGpa 3a
KOjeé j& Npekopay1o poK MCMopyKe, 3a CBakW AaH 3akallrmera, anu He puiue of 5% speaHocTy
AoBapa wenopyYeHnx Ca 3aKkallibeHemM,

Ako wrera npefje waHoc yrosopHe kasHe crasa 1. oBor uynawa, Kynay moxe ga TpaMu
HakHafy CTBapHe LUTeTe, a MOXe W 4a PackWHe Yrosop.

6. BWLUA CUNA

6.1.

6.2.

Hacrynawe suwe cune ocnofiafla og 04roBOPHOCTM YroBOpHE CTPaHE 33 Kallkewe Y
W3BpLLEHY yroBopeHnx obaeesa. O gaTymy HacTynawa, Tpajawy W [atyMy NpecTaHka Buvlle
cune, yroBopHe cTpaHe cy obase3He, Aa jegHa apyry ofaBecTe MMCMEHUM NyTeMm Y poKy o4
24 (peapeceT4eTMPH) Yaca.

Kao cny4ajesn Bullie cune cMatpajy ce eKCTPEMHM W BaHpefHu gorafjaju Koju ce He mory
npenBuAeTH, Koju cy ce goroguni Bes Borbe M yTULIaja YTOBOPHUX CTPaHa U KOjW HWUCY MOFMK
GuTh cnpedyeHn og cTpaHe norofjeHe BWWOM cCUNOM. BULLOM CMNOM Ce MoOry CMAaTpaTi
npupogHe katactpode (3eMrLOTPECH, NOXAPKW, NONNaBE), BKCNNo3unje, TpaHcnopTHe Hecpehe,
UMnepaTuBHe Offyke opraHa BnacTu M Apyrd cny4yajeeu, Koju cy 3akoHom yTepheHn kao
BMLLIA cuna.

7. M3IMEHE YTrOBOPA

7.1. Wamene n ponyHe yrosopa moryhe cy y cknagy ca unaHom 158. - 161. 3akoHa o jaBHuUM
Habaskama.
7.2. Kynay n [lobasrsay cy carnacHi ga he ce uamede u AOnyHe yrosopa BPWWTH y NMCEHO]
chopmn, o yemy fie ce caynHUT AHekc yrosopa.
8. CNOPOBM
8.1. YroBopHe cTpaHe cy carnacHe Oa Ce EeBeHTyanHW CnopoBM peliasajy CrnopasymHo, a Y

Cry4ajy fa ce cnop He MOXe PeLuMTi crnopasymHum nytem, yTepfyje ce creapHa u mecHa
HagnexHoct MpuepeaHor cyaa v Beorpagy.

9. PACKWU[ YrOBOPA

10.

9.1,

9.2

9.3.

9.4

Y cnyu4ajy ButHux nospena oApenaba yroeopa Unv Nospeaa Koje ce NoHaBmajy, yroeop Moxe
fa packnHe CBaka yroeopHa CTpaHa, y UenocTW WNM 3a nojequHy naptijy. Y cnydajy fa ce
YyroBOp packuga 3a nojeAwHy napTujy, 3a npeoctane napTuje yroBop ocTaje Ha cHaau. Packua
YyroeOpa 3axTeBa ce NUCaHMM nyTeMm, Y3 packuaHu pok og 15 (netHaecT) gaHa.

Packng yroeopa W3 pasnora HaBenexux y crasy 1. osor unaka moryh je camo ykonuko je
Apyra yroBopHa CTpaHa NpeTXofHo ynosopeHa Ha GWTHe noBpefe WNK NOBpege Koje ce
NOHABbAjY W YKONWKO UCTE HUjE OTKNOHWNE Y OCTABILEHOM POKY KOjW MOpa BUTH pasymMaH.

Packng yroBopa w3 pasnora HapefeHux y craBy 1. oBor unaHa mowe f[a W3BpLUM Camo
YrOBOpHa CTpaHa Koja je ceoje gocnene yroeopHe ofaeeae y noTnyHocTw » BnaroBpemeHo
M3BpWANE.

Yrosopra cTpaHa Kkoja je packuHyna yroeop je y obaeesn ga o uctom ofasectn ©oHg, ¥ poky
oa 7 (cefam) aaHa.

CTYNAHE HA CHAT'Y YTOBOPA

10.1. Oeaj yroeBop 3aKkreyYyje ce 4aHOM NOTNUCUBaka obe yroBOpHE CTPaHe W BaMiul A0 WCNyhEera
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yropopHux obaeesa.
11. 3ABPWHE OOQPENEBE

11.1. Oeaj yrosop je caqnibeH y 4( 4eTpK ) UCTOBETHWX NPUMEPKE Ha CPNCKOM jE3WKy, OF KOjuX ce
CBaKOj YTOBOPHO] CTRaHW ypydyiy no 2( asa ) npumepka.

11.2. CactasHu geo opor yrosopa je npunor 8p. 1 — Cneuwdinkaumja nekosa ca yeHama.

Hom 3ppaensa Centa
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Phoenix Pharma doo

NnPUNAr 1 ¥roBoPA - CNEUWDUKALIMJA NEKOBA CA LEHAMA

3 h i Javwwna nexal JegMHMIHE LeHa
MNpegmeT nabaaxe JKN e MNpowasolay DapmaueyTcKn obnng HOHLEH- Jepunmua mepe | Konumuwua Gea Yeynwa epegroct Gea NAB
nomyhexor aoGpa Tpaumja nae-a
fitomenadion {vitamin Cheplapharm Arzneimittel I Yo
K1) 10 mg Q050970 KONAKION M GMEH rastvor za injekciju 10 mg'ml ampula B0 139,88 8.392.80
fitomenadion (vitamin Cheplapharm Arzneimittel T 2mg! &
K1) 2 mg 050574 KONAKION MM GMBH rastvor za inpekciju 0.2 mi ampula 1865 0,00
F. Hoffmann-La Reche |
Lid ,ROCHE
0014140 MABTHERA DIAGNQSTICS 100 mg botica 16.815,06 0,00
. . GMBH ROCHE PHARMA
R“;EE: ﬁh':::::l:m AG koncentrat za rastvor za
natriju m-I';idrulmidom - Hofitrmam-La Sacha L
! Lid ROCHE
0014141 MABTHERA DIAGNOSTICS 500 mg botica B3.984,10 0,00
GMBH ROCHE PHARMA
AG |
Yuynuo 3a naprujy 3: 0,00
pragak i rastvarac za
trastuzumab 440 mg 39345 HERCEPTIN 0 Pkl “Ltd'r" LaRoche |\ oncentrat za rastvor za i bodica 145.043,50 0.00
infuzipu N
trastuzumab 600mg 39346 HERCEFPTIN ¢ 2 L&-Lﬂ' pana rastvor za injekciju 600mg bocica staklena 136.715,00 0,00
YeynHo 3a napTujy 4: 0,00
YEYTIHA BPEHOCT BE3 NAB-a 8.392,80
M3HOC NOB-a (10%) 838,28
YIYNHA BPEQHOCT CA NOB-om 9.232,08




