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OKBWPHW CNOPA3YM BP. 22-53/15
3a japHy HabaBKy nekosa 3a nevesbe xemopunuje
3a napTHjy 6

YBOJHE HANOMEHE W KOHCTATALUWJE
doHa v [JoDasrbad ¥ YBOAY KOHCTaTYjy:

1) A3 & OKBWPHM CROPa3ym 3akrbydyje Ha OCHOBY ChPOBEAEHOr OTBOPEHOT NOCTYNKA jaBHe
HaGaske NeKosa aa Nevete xemodunuje, Bpo) jasre Habupke, 404-1-110M15-11,

2) aa PenyBnudkn (boHO 33 3RPABCTBEHO OCHrypakke uMa ofapesy fa, 3a notpebe
3APARCTBEHIMX YCTAHOBA Ca KojUMa WMa 3aksbyYeH YIOBOp O Npyxarwy 3ApaBCTEEHE
3JALLTUTE, CNPOBEAE NOCTYNAK jaBHe HabaBKe NeKosa 33 Nneustbe XeModunuje, a CXoaRo .
176 YpepBe o nanMpaky W BPCTH poba W YCnyra 3a Koje ¢ CNPOBOAE LEHTPanuacBaHe
jase vabapke ("Cn.rnackuk PC", 6p. 29/13, 49/13, §1/13-ucnp. 86/13, 49/13, 119/14),

3) paje PenyGnuukv thoHA 3a 3APaABCTBEHD OCUrypare, kao Hapy4unal, CRpoBe0 ROCTYnak
NPeOMeTHe jasHe Habaske y UMe W padyl 3OPEABCTBEHUX YCT&HOBa, 3 lnaHa mpexe
30pascTBEHUX yeTaxoBa, ¥ PenyGnuunr Cpbujw,

4) [a OKBUPHM crnopasym 3abydyje doHg y cBeicTBy Tena 3a UeHTpaniioBaHe HabaBke y
cmMUCny unaHa 48, 3akona o jaeium HaGaekama ("Cn. rnacHuk PC" Gp. 124/42, 6p. 14/15), 3a
padyH 3APABCTBEHNX YCTAHOBA HasefeHwx y [punory 1 osor cnopasyma (y AATbem TekcTy:
Kynuw), kojii NpeAcTarba CacTaRH| Aeo 0Bor Cnopasyma,

5) Aa ce OKaupHW CriopasyM 3albydvyje ca jefHum poSaBrbaveM, y cknapy ca ycnosuma u
KpATEPUiyMIMA Ae(UHACAHIM Y KOHKYPCHO] AOKYMEHTaUWM 3a jaBHy Hataewy Op. 404-1-
110/15-11,

6) na je Goup, #a ocHoey Opnyke Gp. 404-1-100/14-28 on 11.05.2015. roguwe, naabpac
noHyAy noHyRava Phoenix pharma d.o.0. ua beorpapa, 6p. 134/15 og 02.04.2015. roguHe ,

7) a3 he Kynuu camu 3akbydnTi NOjeAnHakHe YroBOpE Ha OCHOBY OBOM CNOPasyma u Ha Taj
Ha4KH HENacpenHo PeanusoBaTh jaeny Habasky,

8) aa dodf, kAan Terna 3a ugHTpanwsosaHe kabaske, Hife cTpaHa y NojeQUHaYHNM YroBOpMa
®oje 3awbydyjy Kynun ca fobarrsauem.

APEQMET CMOPA3YMA
MpeameT oBOr CNOpa3yma je yTaphugatee YCNoBa Noj KojuMa Ne ce 3akmbyqnsark nojeavHayHu
YroBopu © jagHoj HabaslW NexoBa Koju Cy npeameT jaBHe HaGaske Gp. 404-1-110/15-11 wawely
Kynaua n Jobasrbaqa.



2.2

2.3

2.5,

3
3.1

3.2.

JoBpa Koja cy npeameT oBor cnopasyma Gnuxe oy Aedurucasa y Creuudukauniy nexoea ca
uenama (Mpunor 2) Koja ce Hanase y NPUROTY OROT GNORARYME 1 NPEACTaBbajy HEroB CACTaBH®
Ae0.

Osaj OKBMPHW CAOPA3YM Cknana ce 3a Neproa of 16 {LUeCHaeCT) MeceuUy Cf, AaHa NOTNHCUBSHA.
KonuuuHe nekopa HapegeHe y Creunduxauvin nekosa ca ueHama (Mpunor 2) cy OKekpHe
KonuinHe 3a notpebe Kynaua sa nepuog oa 16 (WecHaecT) maceis.

YKkyNHa yroBOpeHa KenW4iKa Nexosa 3asuck oA noTpeda 3apascTReHnX YCTAHOBA N MOXe 42 ce
pasnukyje 04 konuiHa Hasegerux y Cneurduraumin nekosa ca Uerama (Mpunor 2}, npun Hemy
Cy 3ApaBCTBEHE yoTaHoBe GOaBesHe A3 MABPLIE KYMQBUHY YIOBOPEHUX KONMMYUHA,

NPABA W OBABE3E BOBAB/LAYA

Porg je gywaH pa:

1) OfBe3bean na Kynay Habaeroa Nekose KojU cy NPpenMeT OBOT CNODaayma WCKIbY4WBO Of
NoBaprbada y cknagh W Ha HauuK NpeapulieH OBUM CNOPa3yMom.

2) MNpspoppemero obasewrtasa [ioBaerbada 0 4MbEHWUAMA KOje Gy OO 3Hadaja 3a
peanuaaumy ILeroBux ofiasesa, A NocebHO fga ra npasoBpemedHo  WH(OpMULE ©
noTpeBava Kynala kaaa OHe PEMase YroBOPEHE RUTINYRHE.

LoGasroad je nyxaq ga:

1)  Ha nncmedn noaus Kynua 3awbyww yroBop O JaBRoj mabaBun y CKNaay ca QBuM
Cnopasymom;

2) wvsBpwaea yroeopre ofemesze npema Kynuuma y cknagy ca npeysevam obapesama 1
npaBunuma CTPYKe, Y YroBOPEHM poKosuMa,

3)  opgmax no casHarby, NMCMEHWM nyTem, obaeecth PoHA O YutbeHWLamMa koje Gu Morne aa
3HaTHO oTesiajy unk oHemaryhe cHanbesarme Kynaua,

4) obesbeaun pa aobpa koja UCNopyYyje Hemajy npaeHe wu maTepujarnie HefocTaTke;

5) pa oBesbeaw aa nek moxe GuTK Y NPOMETY TOKOM LEenor nepuona Tpajarka OKBUPHOT
CropasyMa, OGLHOCHO NOJeARHEMHOr YroBopa,

6}  wcnopydyje gofpa y c<nagy ¢a YroBOPEHWM KONUYMHAMA 1 YTOBOPEHWM KBANWTETOM, Koja
WCNYtaBajy CBE JaxTeseé NOCTARTEEHE Y TEXHWMKKM CneuiukaLumjamMa ¥ KaHKYPCHO]
LCKYMEHTALKIW,

7) CHOCW CBe TPOLUKOBE KOjM HacTady kao nocrnepnua ywnareatsa obapa yonep rpeluke
HoBasreava unu nponssofjava.

4. CTIPOBOBEWE OKBUPHOI CNOPA3YMA

4.1.

4.2.

4.3.

45,

4.8.

Kynay Re ca [loBaBrbauem 3arrby4iTy jenaH U Bulle nojeinHaqhix yroopa o jasHoj HabaBuUn
¥ CKNAAY Ca jeARHUYHUM tleHama YTRPIJEHM Y OBOM CTIORasyMY,

Ha ocHosy OBOr crnopasyma, [obasmbady sakrbydyje yrosop ca Kynuewm HakoH npwjema noamea
Kynua Moawe ce AocTaBiba NyTeM NOLWTE, €NEeKTPOHCKE NoluTE WAk chakcom. ¥3 nosua ce
[OCTABSbA TEKCT YTOBOPA Caud:eH y ckNany ca Mopenom yrosopa, Kojk ¢e Hanasw y npunery
OBOr CHOPa3yMa ¢ NPeACTaaska Heros CacTagHW Aeo.

KonwuHe y nojequHadHim yropopuma oppeflyje Kynai,

MojeaMHaqHN YTOBOPHK Bae A0 PEAnU3aLja yroBOPeHX KonvuunKka.

Ponf He rapanTyje [oSasrsady Aa he Kynal yroBOpWTH KONUHYWHE HABEAEHE Y Creyndmraumjn
nekoea ca ueHama (MMpunor 2), n ke 0AroBapa 3a noTeHuwjanHy wreTy kojy [NoSasrbas Tpnwv
yonen yropaparea KOMWYWHA MatbMX OfL KonkdnHA NpeaBuhierux y Cneyutburauujn nekosa ca
ueHama (punor 2).

®oHZ HWje CTPaHa Y NojeAMHAYHIWM YTOBCPUME 32KBYYEHUM HA QCHOBY OKBWMPHOT CNOpasyma u
HIj& 0ArOBOPaH 3a LUTETY Koja HacTaHe y Peaniaaunin TUX yroeopa.

5, UEHA, YCNOBKW U POK NMNARAHA

8.1,

52,

LleHe 13 CNOpasyma jecy jeauHM4HE UeHe NekoBa «Oju Cy NPeamMeT DRGr CNapaayma n koje cy
Hapegene y Cneluchukaumjy nexasa ca Lenava (fpunor 2).

LieHa M3 cnopasyma MoXe Aa ce NpomeHn y cnyvajy Aa sSor usmene lpasunkuka o Jiuetu
NeXoBa KOjW ce nponucyly W W3aajy Ha TepeT cpedcTana oGaBeaHor appaBCTBEHON OcUryparsa,
pofle Ao nmpomeHe LieHe Neka ycnef Koje LeHa w3 cnopasyma noctaje seha o4 ueHe w3



53.

5.4.

6.2

6.3.

64,

8.5,
8.6

6.7.

MpasunHuka. ¥ TOM Cnyyajy, UeHa W3 0B0r cnopasyma HijefHaqnhie ce ca LeHOM W3
MpaeBunHuka.

YKONWKD €, TOKOM Tpajaka OBOr CNOpasyMa, UEHE 3a ek KOjU je npeAMeT OBOT CNopasyma
yeeha Ha flucTi Nekosa 3a W3HCC NPeka 5 NpoUeHara y oARocy Ha UeHy yrepheHy MpaeunHukom
0 JiKCT Nekopa KOjU C& MPOnUCYjy v u3faly Ka TepeT cpeAcTapa 0DaBE3HOr 3ADABCTBEHOT
ocurypara ("Cnymxbenn rnacHuk PC" 6p. 123/14 n 136/14}, Nobasreay uma npaso Ha yeehawe
UeHe W3 cnopasyma W TO 33 NPOUYEHAT KOjn NpeAcTasiba pasnuky usmeRy npouexTa yeehawa
UeHe rieka W 5 npoueHara.

Kyray nnaha “cnopyyeHe KONMUUMHE MO JeArHUMYKUM LeRamMa W3 OBOT OKBHPHO! Cnopalyma
yrnarom Ha Tekyhin padyH Jobaesbava Hajkacki)e ¥ poky oa 80 AaHa o4 AaHa npujema dakrype.

KBANWUTET W KOAWYKWHE

KBanuTeT npow3asoga Koju CY NPeAMeT OBOr CTOpasyma mopa Yy NOTAYHOCTW OfroBaparh
pawehum gomahum wnii MefyHapooHumM cTaHfapuuma 3a y epevy pobe U yeepeHsiMa o
KBRIMTETY M ATECTUMA ACCTaBbEHNM Y3 nodyay Jobaerbaya,
Kynay je oenawher Aga BpWYM XKOHTPOAY KBRanuTeTa ucnopydeHe pobe y 6uno koje Bpeme u Gea
NPETXOAHE HajaBe Ha MecTy npujema, TOKOM WNA MOcne WCAOPYKe, ca NPpasom A3 Y3opke
npousBoga M3 Guno Koje WCNOpYKe AOCTABK HESABUCHO] CREeLMjaniaoBaHo] MHCTUTYLWM paaw
aHanuse.
Y cny4ajy kaga He3@BUCHA CNEUMjannsosaHa WHCTWTYLWA YTBPAW ORCTYRarke Of yrosopeHor
KBANWTETA NPOU3B0da, TROLWKDBK aHanvae naaajy Ha tepet [Jobasrbaya.
KeaHTuTaTWeHu npajem pofie BPLLM Ce NPUNWKOM Npujema y marauwdy Kynua y npucycrsy
npeactasHuka [oGasrbava. EseHTyanHa peknamauuja of cTpade Kynuia Ha wcnopydexe
KONWuKHEe Mopa GUTW cadumseHa y nucadoj opmu W gocTasroeHa fobasmadvy y poky of 24
(BRaneceTyeTHpY) Yaca.
YKONMKO BUNO Koja UCTIOPYXE HE 3A0BOIEW KBANWUTET Wi YroBOPEHY KONMUYMHY, npoaasau je y
obasean aa je 3amerk ucNpasHom y poky of 7 (ceaam) AaHa.
foGaersau ce ofiarezyje A2 Re ucnopyyusati NekoBe ca POXOM Tpajarka He kpahvm on 12
(ABaHaecT) Meceun og AaHa NCnopyke.
HoBaerbad ce oBasesyje ga UCNOPYHYj€ NeKose:
67.1 woju cy GeaGegHu y NOrNeRy MPEeHoca of TPAHCMWCHMOHWMX BHPYCcHWX Gonecth y
cknagy ca saxehom Eeponckom virm Amepuukom dapmaxonejom
6.7.2. 3a Koje je U3pLIeHa aHanKaa CyNcTadLUe o CTpaHe AreHuuje 3a NexoBe i MegULHCKa
cpeacTtea CpOuvje
6.7.3. 2a Koje nocenyje CepTudpukar aManmae cynciaHye of cTpaHe npowasofjaya
6.7.4. Koju umajy GMP u GLP;
6.7.5. 3a Kkoje noceayje noTepay rpovaeafjada o BUCOKOM CTEneHy npednwheHocTn neka y
cknagy ca paxehom EBponckoM Wi Amepnykom dapmakonejou.

WCNOPYHKA U NPUJEM

HoBaprbay je Oyxad A3, Ha 3axtes Kynua, vcnopydl KOnWuKHE YrOBOPEHE nojenmHayqHnm
YTOBOPOM,
YicriopyKa je cykuecvBHa ¥ 8pLumn ce npema noTpebama nojearHaqHor Kynua,
Pok wcnopyke yTBphyje ce nojeAuHa4HuM YroBOPOM W W3HOCW 24 vaca o4 Aara npujema
NYCMEHOT 3axTeBa Kynua.
MecTo ucriopyke yTepRyje ce nojegHudaHum yrosopom. MecTo ucnopyke je marauwH Kynua,
ockm aKko na objexTUBHMX pasnora, Kynal He ogpesn nojeanHaykiM YroBOpoM Spyry noxauujy
nenopyke. TPOLWKOBY TPAHCTIOPTA W @SEHTYaNHN ApYry TPOLIKCaN YKrbyHerk Cy ¥ ueHe 1 Kynay
ux nocefiHo Ke npuakaje.

YIOBOPHA KASHA
Y chydajy npekopaqeta YroBopHor poka wcnopyke Qofaersadq je gykaH aga nnatu Kynuy

YroBOPHY KasHy y wsnocy of 0,5% of ykynHe BpedHOCTM NEKOBa 3a KOjy je npekopavue pok
UCMOPYKe, 33 CBAKW AaH 3axallihetba, ann He Buwe of 5 % of yroecpHe BReAHOCTUA THX Nekosa,
Ako wreTa npefle WaHoC yrosopHe KasHe Kynay Mowe [a Tpaww HakHafgy cTsapHe LTeTe, a
MOXe W aa packuHe yrosop Ges obapeae npema [JoGasrayy.



9. BAHKAPCKA rAPAHLIMJA

9.1.

9.2,

9.3.

9.4.
2.5.

9.6.

BaHkapoxy rapaHuwjy 3 AcSpe usspwete nocna [Jofasrsay mopa fpa noadece Gonpy
NPUNKKOM NOTNUCKBAIGE OKBMPHOr Cricpasyma, OAHOCHO HajkacHuje y poky of 10 aana of
0BOCTPaHOr NOTNMCKHAAa-A OKBUPHOT CNOpasyma, ¥y BUCHHW off 3% OR YKYNHE BPEAHOCTH
OKBMPHOT CROPaIyma.

Banrapcka rapadunja ua ctaea 1. 0BOr YnaHa Mopa SuTh OPUTMHAR 1 SAATA C3 POKOM BAXEHE
Ke kpahum of 40 (YeTpaecer) AaHa og faHa WCTEKa Baetba OKBUPHOT CRopaszyma Wa vaqke
2.3. oaor cnopa3syma.

®ona he yHoBUNTH BaHKapCRy rapaHuMjy YKOMuKe 0Dasese NO OKBUPHOM CNOPA3yMy W YIOBODHMA

3AKBYYEHUM HA OGHOBY OKBMDHOr CRopasyma He Gyay OnarospemeHo W NpaBAnHe

peanv3oBaHe, ORHOCHO Ykonuko [loGaBrbay NpecTaHe Aa ux peanusyje.

BaHkapcka rapaHumja sakid 3a ucnymete obareaa 3a cee Kyaue No osom cnopa3ymy.

Y cnyyajy aaKaluterba uni Apyrvx noepega obaBesa 3a Koje j& osUmM cnopazynom npepsuljeHa

YTOBGDHA KasHa, NPBEHCTBEHO ce obpadyHaBa yroBOPHA KasHa M3 Tauke Ynaqa 8. ceor yrosopa,

oKk BaHkapcka rapaHuMja MOWE Ad Ce YHOBYM y Cnydajy A3 ce 3akallketa unw floepeae

Hacrape.

Hapyuunal, hie, #a 3axTes A0DaBrbaua, NPWXBaTHTH KBapTanHo ymarete GaHKapcke rapaHymje u
TO 33 MIHOC WCNopyHeHix foBapa y NpeTxcaxom KeapTany.

10. BULLA CUNA

10.1.

10.2.

Hacvynawe Buwe cune ocnobafa OA OATOBOPHOCTU CTpade y Cnopadymy 3a Kalliberme Y
wampllersy ofaBeda u3 cnopasyma. O paTymy HacTynata, Tpajary ¥ KaTyMy npecTaHka Bulle
cvne, cTpaHe y chnopasymy cy ofamesHe, 0a jegHa Apyry oSaBecTe NNCMEHUM MyTem y POKY oA
24 (neapeceT4eTVpy) Haca.

Kao cnydajesw suile cune cMaTpajy ce NpupofHe katacTpode, noxap, nonnasa, ekcnnoanja,
TpaMcnopTHe Hecpehe, opnyKe OpraHa BNAcTi v Apyria cnydajes, Koju cy 3akoHom yTepheHn kao
BULLA CKWNA

11. CNOPOBK

1.1,

CTpaHe y Cnopa3ymy Gy CarfiacHe fa Ce eBeHTYanHA ChopoBn peasaly cnopasymHo, a vy
chyvajy criopa yrosapajy cTEapHy W MecHy HapnexHoct MNpuepeaHor cyaa y beorpaay.

12, PACKNA OKBWPHOT CMOPA3YMA

12.1.

12.2.

123

12.4.

Y cnyuajy Buthux noepega oppeaaba cnopasyma wnu NoBpea koje ce NOHABMLAjY, CNnapazym
MONE 43 PACKMHE CBAKa yroBOPHa CTpada, Packua cnopasyma 3axTeBa ce NMVCMEHKM NyTem, y3
packughu pok oa 30 {Tpuaecet} gaHa. )

Packiy cnopasyMa W3 pasnora HaeefeHwx y crapy 1. oBor wWnaa Moryh j@ Camo yKonuko je
Apyra CTpaHa y cnopasymy NpeTxefHo ynodopeHa Ha OuTHE noBpene UnK noppepe koje ce
NOHABILAJY U YKOMUKG UCTE Hyje OTKIIOHUNA Y OCTASMeHOM POKY Koju mopa BuTh pasymaH.
Packua cnopasyma ua pasnora HaBe/IgHX y cTasy 1. OBOT YNaHa MoXe Aa UIBPWIK CaMo CTpaHa
¥ CROpasyMy Koja je ceoje oBaBese u3 cnopasyMa Y NOTNYHOCTH n BriaroBpemMeHo ragpLmna.
PacknAOM CKBUPHOr CNOpasyma npecTaje MoryhHOCT 3akmbydersa NojeAusadiuy yrosopa namehy
DoBaersaua n Kynaua. Packwf OKBMPHOr CMOPa3yMa HEMAa YTULER Ha nojeauHaqHe yrobope
3aKMbyYEHe Ha OCHOBY OBOI CNOP@3yMa ¥ WCTK Ce hispliasajy y crnagy ca oapesbama Thx
yroBOpa W OBCT CNopadymMa.

13. MOCEBAH OCHOB 3A PACKWI OKBUPHOT CIOPAZYMA

131

13.2.

®OR MMa NPaBO 43 PacKMHE OKAWPHW CMIopasym 3a oapeflern ek YKOnuKo yTBpAW A2 je
w3BecHo Aa fie, yoried HENpOAyXera [o3s0Ne 3a nek, npectaTh MoryfiHeCT NpomeTosara Tor
fieka Npe KCTeka poka TPajarka OBOT DXBUPHOI CrOpasymMa.

doHR vWMa NpaBo aa, y ciydajy Aa saweha A03BONA 33 NEK UCTUYE NPE UCTEKE POKA Tpajaka
OBOr OKEMpHOT cnopasyma, saxTesa of fobaprbava fga ADcTEBM nucary hdjasy Hocuoua
L03s0ne A3 he NOAHETE 3aXTek 33 06HOBY ACABONE 32 NEK ¥ CKNaAy Ca 3aKOHOM O NEKOBAMA 1
MEAMLIMHCKAM CREACTBIMA.



43.3, Y cnyuajy HaBeAeHOM y CTaBY 1. OBOT YNaHa, packila C8 OKBUPHU COpasym camo 32 NEK 3a Koju
je yTepReHo aa Hehe MORK 5a e NpoMETYje, AOK 33 OCTaNe NeKoBe OKBMPHW CROPasyM ocTaje Ha
CHa3M,

14. IAKILYYEHE OKBUPHOT CfIOPA3YMA

14.1.  Osaj cnopasyM 3awbydyje Ce JaHom NOTAMCUBAKE OA cTpake dodaa w [flobaereadva roa
ycrosom ga [lofaBrbay AocTas! TpakeHo cpeacTao obeslieheiba 3a A0Bpo U3BDLIEHE NOCNE, K
novKUee Aa Ce MPUMESY]E 04 AaHa 3aKibyYeHsa.

142 Yionuko [obaBreay He nocTaBu Tpameko cpeacTeo obesbiehera 3a nobpo uapplete nocna,
cmaTpahe ce fa OKBMPHY CNopasyMm HWie Hu Bro 3akibyyer.

15. QOCTABIbALE UHDOPMALIMJA

15.1. [obasrbady je Aywad ga ceakor 10-or y meceuy, 3a NPETXOOHK Mecey, doHgy focrasrba
W3BELLTE] O GNOPYKaMa W3BpWeHAM Kynuuma Ha 0CHOBY OBOr OKBUPHOr CROPA3YMa, Ha obpaclly
Kojin goctaew ®oHa.

16. 3ABPILUHE OJIPENBE
16.1.  OBaj cnopaaym CaukiLEH je y 4 (YeTUPK) UCTABETHA MPVMEPKA HA CPNCKOM je3MKY, ¥ TO 33 GBAKY
CTPaHY NOTNACHKUKA QKBUPHOE GHIOPaayma Mo Apa nprMepka.
16.2. CacTapky Ae0 OBOr CNOpaaymMa CY W sbercBy NPUoan, Kako chefu:
MNpunor 1 - Cnvcal 3apaBcTEEHUX YCTaHoea
Apunor 2 — Cheundsnkauuja nexosa ca LeHama
fpunor 3 — Mogen yropopa

HAPYHWNAL NOBABJLAY

Penyﬁ:mqun cbou.q 3a aBCTBEHO OCHUIYparse P rhn ﬁjé pharma“ d.o.o.
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NPHIIOT 1 OKBHAPHOI CITOPA3IYMA —~ CIINCAK 3JPABCTBEHNX YCTAHOBA
JABHA HABABKA IEKOBA 3A NEYEHE XEMOUHITWJIE BP 404-1-110/15-11
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APWITION 2 OKBUPHOI” CIIOPA3VYMA — CIIELIHOUKALINIA JTIEKOBA CA LHEHAMA
JABHA HABABKA MIEKOBA 3A JIEYEHSE XEMO®UITAJIE BP 404-1-110/15-11

Hasue noHyhaya: Phoenix phamma d.0.0.

; 3awruhien dapmMaueyTcKn Jenunuua Jepunnuxa
NapTuja MpeaMeT Habaeke JKIM Mpouapohay JauvHa neka Konuuuna ueda el
HAZME obnuK mepe nAB-a
Novoseven
prasak i npawaxk u
koagulacioni faktor rastvarac za " pacTEapay 3a
& Vila, eptakog alfa 0066602 rastvor za inj Novonordisc pacTaop 22 1mr Gounua 6.004 69.526,50
{aktivirani} MHLEKLM)Y
1x1mg/1.1m]




1.
11

1.2

2,
2.1

3.
3.1
32

3.3

34.

3.5.

PO 3 OKBUPHOI CIIOPA3YMA — MOJEN yrOBOPA
JABHA HABABKA JTEKOBA 3A NIEYEHE XEMOOUITUIE BP 404-1-110/15-11

Koju ce BoaW Kog Ynpase 3a Tpeacp

OOBABIbLAY:

Phoenix pharma d.c.o., Georpan, Bope CTaHkoeKh 2, Kora 3acTyna gupextop Tomucnas
¥ueanosuh

Marnunum Bpoj: 07517807

ANB: 100000266

Bpoj pauyna: 330-4006847-79 xoju ce Boam Credit Agrikole

3aureyuyjy nana

YFOBOP BP

YBOAHE HAMOMEHE M KOHCTATALWJE

Kynau u floBasrbau y yBogy KOHCTATY]Y:

1} pa je PenyGnndky hOHA 32 30paBCTBEHO OCUIyparbe CNpOBEO OTBOPEHU NOCTYNAK jase
nabaske nexkosa 3a nevyetse xemotunnie, 6poj jasHe Habaeke: 404-1-110/15-11, 3a payyH
3paBCTEEHMX YCTAHOBA, & pajgy 3akbyyeH:a OKBUPHOr Criopasyma,

2} pa je PenyGnuukw doHp saibyyno okBupHu cnopasym ca Phoenix pharma d.o.c. ua
beorpana Ha ocHosy Opnyke Bp. 404-1-100/14-28 op 11.05.2015. roauHe,

3} 13 oBaj yroBop 0 jaBHOj HabaBLUW 3alubyvyjy ¥ CKNagy ca OKBMDHWM cnopaizymom Gp. 22-
5/15 o4 15.05.2015. roaune.

Ha cea nutawa koja Hucy ypefjeHa OBMM YrOBCpOM, NpUMEHYjy ce oapenbe OKBWMPHOT

cnopaayma 13 crasa ‘. osor 4ynana Yrosopa,

NPEBMET YITOBOPA
Mpeawmet yropopa je kynobuHa nekoba HasepeHwx y Crneyndwsalmin nexosa ca LeHama xoja ce
Hanazu y [punory oBor YroBopa 1 YKHK reroB cacTasHu Aeo (Mpunor 1).

LLEHA W NITARAILE
LieHe w3 oBor Yrosopa oy jeAwHUYHE LUeHe HaRedeHe Y CKBMPHOM criopasymy Bp. 22-5M5 op
15.05.2015. roguHe v Cneurdrkaluji Nekosa ca YeHama (MNprnor 1).
Kynay ninaha venopyveHe kGnu4uHe No YroBOpeHUM fefHUMHWNM LeHama, yBehakum 3a nanoc
F3B-a y poky oa 90 Aaka of npujema gaxType.
¥YroopeHa UeHa Metha Ce ¥ GNyvajy Aa 3bor wamede MpabunHuka o [TMCTk NeKoBa Koju ce
npenueyjy v n3aajy Ha TepeT cpeacTasa 00aBesHor 3ApaBCTRRHOr Ockrypama, Aofe 40 npoMeHe
LieHe neka ycrieg Koje yeHa ua yrosopa nocTaje eeha og ueHe na MNpasunHrga. Y tom cnyuajy,
LieHa va oBor Yrosopa WajenHaynhe ce ca ueHoM u3 MpaswnHuKa camo W nog YCHoBow aa je
NPETX0FHO U3MEHLEHE LISHA ¥3 OKBUPHOS CrIopasyma.
YKONUKO C@ ueka 3a NeK Koju je npedmeT oBor yrosopa yeeha Ha NUcTy NekoBa 3a U3HOC Npeko 5
MPoOLEHATa ¥y CAHOCY Ha uedy yTapfieHy MpaeunHukom o JIMCTH NeKoBa Koju ce Nponucyjy u
wagaiy Ha Teper cpegcrasa ofaBesHor sgpaBcTeeHOr acvrypara (‘Cnymbenn rnachuk PC" Bp,
123/14 w 136/14), [loGasibay vma npaso Ha yBeharbe LeHe U3 YroBopa U TO 38 NPOLEHAT Koju
npeAcTaerka pasnuky wamely npouedTta yseharma ueHe neka ¥ 5 npoueHata camo 1k noq
YCNOBOM A3 j& NPETXOAHO WIMEHEHA LIeHa 13 OKBKPHOT CNOPazyma.
YRynHa BPesHOCT YTOBOPA JECTE yKyMHa BPEAHOCT 3@ CBE KONWYMHE NEeKOBA HZBEOEH y
Creuudukayuju nexosa ca uevama (Mpunor 1), ca ypadyHatem MI1B-om 1 vanock 5
Aukapa.




NPHIION 3 OKBMPHOI CIIOPA3YMA — MOAEN YTOBOPA
JABHA HABABKA MTEKOBA 3A NNEYEHE XEMOOHUIUJIE EP 404-1-110/15-11

4. NCAOPYKA

4.1. DoBaprbay ce obapesyje Aa he yKYNHO YrOBOPEHY KOAWYWHY NEKDBa W3 YnaHa 3. oBOr yrosopa
vcnopyyavsatih Kynuy npema novpefama Kynua, u To y poky of 24 uyaca of [aHa npujsma
saxTesa Kynua.

42 Mecto ucnopyxe je /2

5. YTOBOPHA KA3HA

5.1. Y criyyajy npexopaueta yrosopeHor poka wcrniopyke [ofBasrbad je Aywad Az nnata Kynuy
yrosopHy kazdy y maHocy oa 0,5% op yrynHe BPeRHOCTW YroBOPeHWX neKoBa 33 Kajy je
NPEKOPEYMO POK KCTIOPYKE, 33 CBaKW fAaH 3aKallkersd, anu He sulle of 5% oa yroBopeHe
BPEAROCTM TUX NEKOBA.

52. Arko wreTa npefe WaHoC yroBopHE ka3ve ¢Taea 1. oBor Ynaka, Kynau mMoxe na Tpawu HakHagy
CTBAapHE WTETE, 8 MOME 1 Aa packuHe yroeop Bes obapese npema HJobasrbady.

6. BWILUA CHUNA

B.1. Hactynare suiue cune ocnobafa of 0AroBOPHOCTY YIGS0PHE CTPAHE 33 KALLEH:E Y U3BPLUISH:Y
yrosopeHux obapesa. O paTymy HacTynaka, Tpajatby W A2TyMy RpecTaHka Bulle cune, YrosopHe
cTpane cy obaBesHe, Aa jeaHa Apyry 0BABECTE NUCMEHMM NYTeM y POKY 04 24 (ABaASCETUETUDH)

yaca.

6.2. Kao cryyajesys BMile CWNe GMATpajy ce NPUPOAHE KaTacTpodie, naxap, nonnasa, ekcnnosuja,
TpakcnopTHe Hecpehe, OANYKE OPraHa BNACTU W APYTY CRY4ajeBl, Kojii cy 3aKoHOM yTBpFeHi kao
sllla cuna.

7. CnOPOBW

7.1. YroBopHe cTpake Cy carrnacHe fia €& EBeHTyanHw cnoposk Nc OEROM YroBOPY peiasajy
criopasyMHO, @ ¥ Cnydyajy cnopa yroBapajy CTRapHY n MecHy HapnexHocT Tpuepenror cyaa y
Beorpagy

8. PACKWQ ¥YTOBOPA

8.1. YroBOpHa CTPAHA He3aAoBOorbHE NCNYHEetbeM YroropHUX 0Baaesa Apyre YroBOpPHe CTRaHe MoXe
3axTeBaT packng yroaopa, Nof YCnosom, Aa je cBoje gocnene yroeopre abasese vu3BpLIMNa ¥
TPEHYTKY CHEHa NWCMEHOr 3aXTEBa 3a PACKK/ YroBOpa.

§.2. Packua yrosopa ce saxtapa MUCMEHUM MyTem, Ca packiaHuM PeKoM oA 15 (NeTHaecT) AaHa.

9, CTYNAHE HA CHAIY YTOBOPA
a.1. Onaj yrosop CTyna Ha cHary JaHomM NOCTANCKHBaka Of CTpake 0be YroBOpHE CTpate.

10. 3ABPILHE OAPEABE o
10.1.  Osaj yroeop cauntser y KGR

CBaKOj YrOBOPHO]j CTREHM YPYUY]y No RiGaaey NpHMMEpKa.,
10.2.  CactasdHy AS0 OBOr YroBOpa CY U HErcRlr NPUN0AN, K2Ko cneju:

| ICTOBETHWX MPKMEpKa Ha CPNCKOM Je3uky, 04, Kojux ce

Mpunor 6p.1 — Cneundivkauuja nekosa ca yeHama

KynAL OOBABILAY




