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HAPYYUNAL:
Peny6nuyuku choHp 3a 3apaBCTBEHO ocurypatse, yn. JosaHa MapuHoeuha 2, Beorpag,
Koju 3acTtyna npod. gp. Momuuno Babuh
MaTtuunu 6poj: 06042945
[MB: 101288707
bpoj pauyHa: 840-26650-09 koju ce Boau koA Yrnpase 3a Tpesop
(y narbem TekcTy: doHA)

INOBABJbAUY:

PHARMAPHERESIS d.o.0., flecniota hypha 31, Beorpag,koju 3actyna 3opaH CamapLuvja
MaTtuunm 6poj: 17334921

MB: 102078756

Bpoj pauyHa: 220-1316-24

(y harbem TekcTy: [lo6aBrbay)

Nana?g.05.2014. ronuHe 3akrbyuyjy,

OKBUPHU CMOPA3YM BEP.50-1/14
JABHA HABEABKA AYTOTPAHC®Y3UOHUX CUCTEMA/CETOBA 3A MHTPAOMEPATUBHO
CMALLUABAHE KPBU KPBY KOMMATUBUITHU TUMY AMAPATA Cell Saver 5, Haemolite 2+ 3A
2014. rOOUHY, PEQ.EP 404-1-101/14-60

1. YBOOHE HAMOMEHE U KOHCTATALUMUJE

1.1.  ®oHpg n pobasrbady y yBofy KOHCTaTyjy:

1.1.1. f[a ce OKBMPHM CropasyMm 3aKkrbydyje Ha OCHOBY CMpOBEAEHOr OTBOPEHOr
nocTynka jasHe Habaske 6p. 404-1-110/14-60,

1.1.2.  pna okeuMpHNM criopasym 3akrbyudyje PoHg y ceojcTBy Tena 3a LieHTpanusosaHe
Habaske y cmucny ynaHa 48. 3akoHa o jaBHUM Habaskama ("Cn. rnacHuk PC"
Gp. 124/12), y ume n 3a payyH 3ApaBCTBEHUX yCTaHOBa HaBEAEHWX Y
Mpuriory 1 oBor crnopasyma (y Aarbem TekcTy: Hapyuuouw), koju npefcTasrba
cacTaBHM Je0 0BOT crnopasyma,

1.1.3.  [a ce oKBMpPHM cropasym 3akrbydyje ca jefHuM fobasrbadem, y cknagy ca
ycrosuma 1 kputepujymuma feduHUCaHUM y KOHKYPCHO] AOKYMEHTaUmju 3a
jaBHy HabaBky 6p. 404-1-110/14-60,

1.1.4. pa je ®oHp, Ha ocHoBy Opnyke 6p. 404-1-47/14-1op 14.04.2014. rogure,
usabpao noHyay noHyhaua Pharmapheresis d.o.0., 6p. 16/04 og 12.05.2014.
roguHe,

1.1.5.  pa he Hapyunoun camu 3akibyuuTi MojeauHadHe yrosope Ha OCHOBY OBOT
criopasyma 1 Ha Taj Ha4uH HenocpeHo peanu3oBaTy jaBHy Habasky,

1.1.6. pa ®oHg, kao Tenmo 3a LUeHTpanu3oBaHe HabaBke, HWje cTpaHa Y
rojeAnHa4YHMM yrosopuma koje 3akrbydyjy Hapyuvoum ca [Jobaerbauem u
HUje OAroBOpaH 3a 3aKkrbyyYere 1 peanusauujy Thx yrosopa.



2. TMPEOMET CMOPA3YMA

2.1.

2.2,

2.3.
2.4.

3.1.

3.2.

lNpenmet oBor criopasyma je yTBphuBake ycroBa nog kojuma he ce 3akrbyunsaTu
nojeAvHaYHM yroBopu O jaBHO] HabaBuu AyTOTPaHCHY3MOHMX cUcTemal/ceTosa 3a
UHTpaonepaTusHO crawlasate KpsM KoMnatubunHu Ttuny anapata Cell Saver 5,
Haemolite 2+, 3a 2014. roguHy 6p.404-1-110/1 4-60u3meRy Hapyuunaua u [Jo6asrbava.

Hobpa koja cy npegmer osor crnopasyma Grivixe Cy AeduHucaHa y TexHWUYKoj
cneumdukaumju (Mpunor 3) u y noHyan 16/04 og 12.05.2014. roauHe(Mpunor 5) koju
Ce Hanase y npurory oBor cropasyma v NpeAcTaBrbajy Heros cacTaBHu 4e0.

Osaj oKBUpHM Criopasym ckrana ce 3a Nep1oA Ofi FofVHY AaHa.

O6um HabaBku, OHOCHO KorMumMHe npeasulieHe criopasyMom Cy OKBUPHE U Mory ce
PasnukoBaTh oA KonuumHa koje he Hapyuuoua yrosoputu Tokom peanusauuje osor
cnopasyma, a cBe y 3aBMCHOCTU of notpedba PoHfa, ogHocHO Hapyunoua kao u
pacnonoxuenx huHaHCHjckMx cpegcrasa.

MPABA N OBABE3E CTPAHA Y CMTOPA3YMY

doHp je ayxaH ga:

3.1.1. obesbean fa ce [obpa koja cy npeaMeT oOBor cropasyma u Koja ce
Habaerbajy on cTpaHe Hapyuunaua, Habasmbajy vckrbyumso og [obasrbaya
y CKrnafy ca u Ha HauyuH npeasulieH 0BUM Criopasymom;

3.1.2.  npasospemeHo obaseluTasa [lo6asrbaua o YntbeHULaMa Koje cy of 3Hauaja
3a peanusauujy tserosux obasesa, a mocebHO fa ra npaBopemeHo
uHcopmuiie o notpebama Hapyuvoua kaga oHe npenase yroBopeHe
KOMnM4uHe.

[obasrbay je AyxaH fa:

3.2.1.  Ha nucMeHu nosus Hapyunoua 3akrbyym YroBop 0 jaBHOj HabaBuy y ckriagy
Ca OBUM CMopasymom;

3.2.2.  wusepwasa yrosopHe obasese npema Hapyuuovuyma Y CKnagy ca npeyseTtum
obaBesama 1 npaBUNMMa CTPYKe, Y YrOBOPEHUM POKOBMMA:

3.2.3.  oAmax ro casHarby, MMCMEHUM nyTeM, oGaBecTu ®oHp 0 YubeHLamMa koje
6u Morne fa 3HaTHO OTexajy unu oHemoryhe cHaa6eBarbe Hapyuuoug;

3.24. obesbegu pa pobpa koja ucnopyuyje HeMajy npaBHe WNu maTepujariHe
HegocTaTke;



3.2.5.  ncnopyyyje foBpa y ckrnagy ca YrOBOPEHWM KOAMYMHAaMa W YyroBOpeHum
KBanuTeToM, Koja WCNywaBajy CBE 3aXTeBe MOCTABIbEHE Y TEXHUYKAM
crneyuduKaumjama 1 KOHKYPCHO] JOKYMEHTaLMju;

4. CMNPOBOBEHE OKBUPHOI CMTIOPA3YMA

4.1.

4.2.

4.3.

5:1-

5.2.

6.3.

6.1.

6.2:

6.3.

Hapyuunay he, ys npetxoaHy carnacHoct ®oHaa, ca [Jobasrbayem 3aKbYUYUTU
nojeguHayaH yroeop o jaBHoj HabaBuu y cknafy ca KonuduHama ofobpexum op,
CTpaHe PoHpa v jeAMHUIHIM LieHama yTBPREHUM Y OBOM criopasymy.

Ha ocHoBy oBor criopasyma, [Jo6asrbau 3akrbydyje yrosop ca Hapyumouem HakoH
npujema nosusa Hapyuuoua. Mosus ce goctasrba nyTem nowTe, €IIeKTPOHCKe noLLTe
“nn pakcom. Y3 rnosue ce AoCTaBiba TEKCT YroBopa CaumieH y cknagy ca Mogenom
YroBopa, Koju ce Hanasu y Npurnory oBor Criopasyma 1 NpeAcTasiba Heros cacTasHu
Jeo.

YKONvKo ce TOKOM peanusauuje OBOr criopasyma yTBpAW ornpasfaHa notpeba 3a
BehuM KomunumHama of yrosopeux, Hapyuunay he mohu ga 3aKrbyYu Lo4aTHU
yroeop o jaBHoj Habasuu ca [loGaBrbadyem, y3 MpEeTXOfHY CarfacHocT doHga u
cKnazly ca LeHama 13 0BOr OKBUPHOT criopasyma.

LIEHA, YCIOBU Y POK MITARAHA

Llena u3 cropasyma jecTe LeHa 3a Me[uvuMHCKa CPEACTBA Koja Cy MpeaMeT OBor
Cropasyma v Ha OCHOBY KOjuX Ce 3aKrbyuyjy nojeuHaquHu yrosopu.

Llede us cropasyma y cmucrny Tauke 5.1. jecy jenumHuuHe UeHe U3 noHyge
[obasrbaual6/04 op 12.05.2014.roguHe koje ce Hanase y [purory 5 osor
cropasyma.

Hapyuunau nnaha uvcnopydyeHe konuuuHe no LeHama U3 oBor OKBUPHOr cropasyma
ynnatom Ha Tekyhu padyH [oGasrbada HajkacHuje y poky of 120 gava o[, AaHa
npujema cakrype.

KBATIUTET U KOJIMYUHE

Keanuter npoussoga koju cy npeameT oBor criopasyma Mopa y MOTMyHOCTH
oarosapati Baxehum fomahnm unu MefyHapoaHUM CTaHgapavMa 3a Ty BpcTy pobe
¥ yBeper-uMa o KBaiuTeTy 1 aTecTuma [JoCTaBrbeHUM Y3 noHyay [lo6asrbaya,

Hapyuunay je oenawhex ga eplum koHTpony keanuteTa vcnopyyeHe pobe y 6uno
koje Bpeme 1 6e3 NpeTXoAHe HajaBe Ha MecTy Mpujema, TOKOM UMK NocHe ucropyke,
Ca npaBom [fa ys3opke npoussBoAa M3 GWUIO Koje WUCTMopyke [A0CTaBu He3aBUCHOj
Crneuujann3oBaHoj MHCTUTYLM|U paau aHanmvse.

Y cnyuajy kafa HesaBMCHa crieuvjanusoBaHa MHCTUTYLMja YTBpAM OACTYmabe oa
YroBOpPEHOr KsanureTa npoussoAa, TPOLLKOBY aHanuae nagajy Ha Tepet [Jo6asrbayua.



6.4.

6.5.

KeaHTuTatMBHM npujem pobe BpLLUM Ce MPURUKOM npujema y marauuHy Hapydvoua y
npucyctsy npefcrasHuka [lobaerbava. EeeHTyanwa peknamauvja op crtpaHe
Hapyuroua Ha ncriopydeHe konuumHe Mopa 6UTU caumkseHa y nucaHoj dopmMu u
AocTasrbeHa [lobasrbady y poky 024 (aBaseceTyeTnpu) cara.

[obasrbay ce obasesyje:

6.5.1. na he 3ameHy HeucrpasHor noHyfeHor gobpa u3BpLMTM ogmax, OZHOCHO
HajkacHuje y poky oa 3 (Tpu) AaHa of AaHa npujemMa nucMeHor 3axTesa
Hapyuroua;

6.5.2. na he ucropyyeHo 40BPO 3aMEHUTH YKOSMKO je pok Tpajara HenocpeaHo npu
UcTeky;

6.5.3. na he obesbegutn cse notpebHe AumeHsnje noHyReHor Aobpa, npema
3axTeBy Hapyuuoua;

6.5.4. pa he ucriopyuusatu no6pa Koja Cy CTEpUNHO ynakoBaHa v umajy pok Tpajatba
He kpahu o 12 (gBaHaecT) meceuv o faHa vcriopyke.

6.5.5. pahey cnyuajy kBapa anapaTta 1 Ha 3axTes 3/paBCTBEHe ycTaHoBE
06e36eanT 3amMeHCKY anapar 4o nonpaske MaTUYHOr anapara.

7. UCMNOPYKA U NMPUJEM

71

7.2.

7.3.

74.

Hobasrbay je ayxaH Aa ucnopyuyje nobpa/nponssone HaBe[leHe y CBOjoj MoHyAu u
ckriagy ca yroeBopeHuM KofidnHama.

[obasrbay je ayxaH Aa y Npsoj NCMopyLW HaKoH 3aKrbyyera nojeauHayHor yrosopa
ucriopyurn 10% yrosopeHux komuuuHa. [lpeocTanme KkonuuuHe ucrnopy4dyjy ce
CYyKUECUBHO, npema notpebama Hapyuuoua.

Pok ucnopyke oppehyje ce nojeauHautvm YroBopom, ¢ TMM Aa He moxe fa Gyne
Kpahv of 3 (Tpu) faHa.

MecTo ucnopyke je marauun Hapyuvoua. Ua objekTuBHUX pasrora, Hapyuyunal Moxe
A2 OApeau v [pyry rokauujy ucriopyke. TPOLIKOBM TPAHCNOPTa U €BEHTyamnH! apyrv
TPOLLIKOBY YKIby4eHU Cy Y LieHe 1 Hapyuunau ux noce6Ho He npusHaje.

8. YIOBOPHA KA3HA

8.1.

Y cnyu4ajy npekopaderba YroBopeHor poka ucriopyke [lobaersay je ayxaH fa nnatu
Hapyuuouy yroBopHy kasHy y ustocy oz 0,5% og BPEAHOCTY nojeauHayHe napTuje ua
rnojefuHayHoOr yroeopa 3a Kojy je npekopauno POK WcCropyke, 3a cBaku [aH
3akalltberba, anu He BULle of 5% of BpeHOCTU Te NojeAnHayHe naptuje. Ako Wwreta
npefe nsHoc yrosopHe kasHe Hapyuunay Moxe aa Tpaxu HakKHafy cTBapHe WTeTe, a
MOXe 1 ia packuHe yroeop 6e3 obaeese npema Jobasrbayy.



9. CPE[CTBO OBE3BEBHEHA 3A [JOEPO U3BPLLEHE MOCHA

9.1.

9.2.

9.3.

9.4.

9.5.

9.6.

9.7.

Batkapcky rapaHuujy sa gobpo useplerse nocna [lo6asrau Mopa fa nofHece
doHAy NpUnMKOM NOTMMUCHBAra OKBUPHOT CMOPa3yMa, O4HOCHO HajkacHuje y poky of,
10 AaHa of obocTpaHor MoTUCHBasa OKBUPHOT cnopasyma, y BuUcuHM o 5% op,
YKYMHE BPEAHOCTU 3a MojefinHadHy napTujy UNnn BULLE NapTuja OKBUPHOT criopasyma,
3a koje [lobasrbay notrucyje/je NOTINCa0 OKBUPHM CIOpasyM.

[ocTaersena GaHkapcka rapaHuvja mMopa vMaTy poK Baxera He kpahu og 40
(4eTpaeceT) faHa o AaHa McTeka BaxeHa OKBUPHOT criopasymMa 13 Tadke 2.3. oBor
criopasyma.

Ykonuko ce 3a Bpeme Tpajarsa OKBUPHOT criopasyma npofyxe pokosu 3a UsBpLUeHe
obaBesa M3 OKBUPHOr criopasyma U yrosopa 3aKIby4YEHNX Ha OCHOBY OKBUMPHON
cnopasyma, obasesa je [Jobasrbaya fa 06e36eamn NpoAyKeHe Bakera 6axkapcke
rapaduuje v To Hajmatse 3a 6poj aaHa 3a KOjU je MPOAYXEH pPoK BaXeha noHyae.

®oHa he yHoBuMTM GaHkapcky rapaHUujy 3a £06po  u3BpLUeH-e Mocria YKOMMKO
obasese no okBMPHOM criopasymy He 6yay GnarospemMeHo u“nM NpaBUMHO
peanusosate, ogHocHo ykonuko [lobasreay npectaHe fa ux peanuayje. ’

Bankapcka rapaunja 3a 06po M3BpLLSHbE MOCTa BaXi 3a Ucnykete ofasesa 3a
cse Hapyuuoue no oBom criopasymy.

Y cnyyajy sakalmetba umv fpyrvx nospesna obasesa 3a Koje je 0BUM cnopasymom
npeasufeHa yrosopHa kasHa, NpeeHCTBEHO ce obpayyHasa YyroBopHa KasHa 13 Tauke
8.1, fok BaHkapcka rapaHuuja Moxe a ce YHOBYM y Crnyyajy aa ce 3akallitbera unu
nospefe Hacrase.

®oHp he [lobasrbady, no npujeMy HEroBor MUcMeHor 3axTaBa, Bpatutu GaHkapcky
rapaHuujy 3a o6po nsBpLUetba nocna y poky He gyxem og 30 ( TpupeceT) naHa op
flaHa usBplLUetba nocneaHe YroBopHe UCropyke.

10. BULLA CUTTA

10.1.

10.2.

Hactynawe suwe cune ocrobaha of OAroBOPHOCTU CTpaHe y criopasymy 3a
kalltetbe y nssplletby obasesa s criopasyma. O faTymy HacTynarba, Tpajamwy u
AaTymy npecTtaHka Bulle curne, cTpaHe y crnopasymy cy obasesHe, aa jegHa apyry
obaBecTe nucMeHum nyTem y poky of 24 (aBageceTyeTypy) yaca.

Kao cnyuajesu Buwe cune cmatpajy ce mpupogHe Katactpocbe, noxap, nonnasa,
eKcnrosuja, TpaHenopTHe Hecpehe, ofnyke opraHa BNacT u Apyru criyyajesu, koju cy
3aKoHoM yTepfjeHu kao BuLLa cuna.



11. CnorPoBU

11.1.

CrpaHe y cnopasymy cy carnacHe Aa ce eBeHTyarnHu CNopoBU peLlaBajy cropasymHo,
a y cnydajy cnopa yroeapajy CTBapHy W MECHY HafnexHOCT MpuspeaHor cyga y
Beorpapy.

12. PACKU[ OKBUPHOI CITOPA3YMA

12.1.

12.2.

12.3.

12.4.

12.5.

®oHA uma npaso Aa y BUro Kojem TPeHyTKy packuHe cropasym. Packug criopasyma
HacTyna no npoteky 3 (Tpu) Meceua Of [LOCTaB/bata MUCMEHOr o6aseluTera o
packugy.

Y cnyyajy 6utHux nospeaa oapenaba cropasyma unu noBpeAa Koje ce MoHaBrbajy,
Cnopasym Moxe Aa packuHe cBaka yroBopHa cTpaHa. Packup yroeopa 3axTeBa ce
NUCMeHUM nyTem, y3 packuaHu pok og 30 (TpuaeceT) aaHa

Packua criopasyma us Tauke 12.2. Moxe Aa ce U3BPLLM CaMO YKOMMKO je Apyra cTpaHa
Yy cropasymy npeTxoAHO yrosopeHa Ha GutHe noBpede wnm nospefe koje ce
MOHABIbAjy W YKONMKO MCTE Huje OTKIOHUMA Y OCTaBIbEHOM POKY Koju Mopa 6uTw
pasyma.

Packup cnopasyma v3s Tauke 12.2.moxe fa U3BpLLM Camo CTpaHa y cnopasymy koja je
CBOje obaBese 13 criopasyma y MoTMyHOCTY 1 BrarospemMeHo usepLuMna.

Packup okeupHor criopasyma Hema yTuugja Ha nojeauHauHe yrosope 3aKbyYEHe Ha
OCHOBY OBOT Cropasyma v UCTV Ce M3BpLUaBajy Y cknagy ca oapenbama TUX yroBopa
¥ 0BOr criopasyma.

13. USBMEHE Y JONYHE

13.1.

Msmere u fonyHe TekcTa oBor criopasyma moryhe Cy camo y3 npucraHak obe ctpaHe,
4aT y nucaHom obruky.

14. CTYNAHE OKBUPHOI™ CMIOPA3YMA

14.1.08.aj criopasym 3akrbydyje ce [aHOM MOTAMCUBAMKa 06e CTpaHe y criopasymy nop

ycnosom Aa [lobaerbay goctasu cpeactso obesbeherwa 3a [06po u3BpLUeke nocna.

15. JOCTABJbAHE UHOOPMALIMJA

15.1.

[obasrbay je ayxaH pa ceakor 10-or y Mmecely, 3a npeTxogHu Mecel, Pongy
AoCTaBrba M3BeLTaj O MCropykama W3BpLIeHMM Hapyuvouuma Ha OCHOBY OBOF
OKBUPHOT criopasyma, Ha obpacLly koju npunpemu GoHg.

16. 3ABPLUHE OJPEOEBE

16.1.

Osaj criopasym caumtbeH je y4 (4eTupu) CTOBETHUX npyMepka Ha CprickoMm jesuky, of
kojux ®oHAy npunazajy ABanpumMepka, a [lobaerbauy gsa npumepka.



CacTaBHu 4eo oBor criopasyma Cy 1 Herosu NPUIosu, Kako creau:

IMpunor 1 - Cnincak HapyuunaLia koju NpUMetsyjy oBaj OKBUPHY criopasym
Mpurior 2 — Tabena ca konuunHama onpeaer-eHM no HapyuuoLy
[Mpurior 3 — TexHuuka crneuudukaumja 3a napTuje Koje cy npeAMeT OBOr criopasyma

Mpurior 4 — Mogen yrosopa

Mpuror 5 — Mowyza Jo6aerbaya Pharmapheresis d.0.0.16/04 o 12.05.2014.roguxe

HAPYYUNAL

atkbe

. ap Momuuno Babuh

[\7 ﬂ"\f{/”///}v

Alhenka Pagedkdsuh
B.4. 3ameHuka aupextopa Peny6nnukor

doHaa
Mty

Mapuja Mutuh
V13BpLUHY AnpekTOp 3a NocnoBe jaBHUX
Habasku

62014.67/114

OOBABJIbAY

PHARMAPHERESIS d.o.o.

Zz/a@, '

opaH Camapuuja /
\ /




COTETEER
SNpqquommm 8¢'dg eynsoweaday eufexuiy nLosLr0g eXMAdUX-0XoKaLOLdO e LALULOH]
SI'OB SO MMM Z esodaLloe|| alugd) deLHal uihuHULY fedlosq
m— =% oS,
i L k BUALS L BHELMIN Blodoy uLosLog eHdewrAioeantidey ee 1ALMLOH|
STSIUOY MMM 8t eynlHuy exedog diy MnH deLHahn MihvHULY muH
SIBY-05 MMM 0€ eHugor fewg hess[Aiedy delHah wihnHNLY heas(Aledy
STADN MMM | egoddareg yAtley Tep naoH sHutoalog delHan WihuHULY ey naoH
(eoade 990HeLIA aHagLogede O€dd
99M) L[ed UHhUHeaE edadife u sLmuiray SHOHRLOA SHeslstbdls-auseH eurefuumng

VIVUMhAYH XVOULID :VINAEVAOLID JOHdMENO | JoLndL

09-¥1/L0L-L-pOY ":e¥aegeH aKaef fodg
18d) U8d) 3HYEYMYLO OHBNLYJILOVdLHM YE YBOLIONWILOMO XMHOUEADOHVALOLAY YIEVAYH YHEYT

AHVTO Y102 VE +2 Sjllowe.H 'g Janes (180 VLYdYLY ALML MHUUSNLYLINOX



JABHA HABABKA AYTOTPAHCOY3MOHWUX CUCTEMA/CETOBA 3A UHTPAOMEPATUBHO CMALUABAHSE KPBW KPBU KOMMATUBW/IHM TUMY AMAPATA Cell Saver
S, Haemolite 2+ 3A 2014. FOAUHY

6p. JH: 404-1-101/14-60

MPUNOr 2 OKBUPHOI" CMTOPA3YMA: TABENA CA KOJIMMUHAMA OMPEAEMLEHUM MO
HAPYYUOLLY (Pharmapheresis d.o.0.)

AYTOTPAHC®Y3UOHU CUCTEMU/CETOBU 3A
WHTPAOMNEPATUBHO CMALLABAHSE KPBU
MPEOMET HABABKE KOMMATUBUITHU TUMY AMAPATA Cell Saver 5,

Haemolite 2+ 3A 2014. rOQNHY

JEAUHULA MEPE Komapg
DUNTNJATIA PO30O 30PABCTBEHA
YCTAHOBA KonrHmHA
HOBU CALQ KLl Bojsogute 270
KPATYJEBAL| KemirieH Uptmap 45
KparyjeBay
HULW KnuHunyky yeHTap Huw 90
KnuHundkm ueHTap 540
Cpbuje
WHctutyT 3a
BEOTPAL KapA1BackynapHe 540
Gonectu "deaume"
WHcTUTYT 32 opToneacko
Xupylike 6onectu 135
“"Batbuua”
VIVIHOS - e 0 & i 8 650




JABHA HABABKA AYTOTPAHC®Y3UOHNX CUCTEMA/CETOBA 3A MHTPAOMEPATUBHO CMALUABAHSE KPBY KPBU KOMOATUBUIHU TUNY
ATAPATA Cell Saver 5, Haemolite 2+ 3A 2014. FOIUHY
6p. JH: 404-1-101/14-60

MPUJIOI 3 OKBUPHOI CMTOPA3YMA:
TEXHUYKA CMELUN®UKALIMIA (PHARMAPHERESIS d.0.0)

Lndpa
lpenmeTt Habaske Jen.mepe Konuqu'Hai #3 OPH
Cuctemu/ceToBun koMnaTubunHu Tuny anapata Cell
Saver 5, Haemolite 2+ R 1620 133600000

MoHyheHu cuctemu/ceToBu Mopajy GUTM KOMNATUBMMAHU ca anapatuMa koje noceayjy
3ApaBcTBeHe ycTaHoBe y Peny6nuuu Cp6uju u to:

- Cell Saver 5, Haemolite 2+ “Haemonetics SAD”;

MoHyheHu koMnneT nogpasymesa:

a.) CTepunHy ABOKaHAMHY acnupaLroHy NUHU]Y Ca Kanarbkom;

6.) CrepunHu uBpcTV ayToTpaHby3uoHU pesepeoap 3anpemuHe of HajMate 3. ca
MUKpoarperaTHumM cuntepom o 40 MUKPOHa; .

B.) CTepunHo poTupajyhe 380HO 3anpemuHe of 50 o 225 mn. ca ofrosapajyhum cuctemom
NNacTUYHNUX LEeBK;

r.) Mpunagajyha kytuja, rae cy npetxonHa 3 Aena ynakosaHa Kao KOMMeT.




JABHA HABABKA AYTOTPAHC®Y3MOHMX CUCTEMA/CETOBA 3A UHTPAOMEPATUBHO CALLABAHSE KPBW KPBV KOMIMATUBWUNHW TUMY

ATMAPATA Cell Saver 5, Haemolite 2+ 3A 2014. FOJUHY
6p. JH: 404-1-101/14-60

MPUINOT 4 OKBUPHOI CMIOPA3YMA: MOJESNT YTOBOPA

HAPYYUNALL:

/Hasus 3gpaBcTBEHe ycTaHose/ , lappecal/
/vve v npesume nnua Koje ra sactyna/

MaTuyHu 6poj: XXXX
MNB: XXXXX
Bpoj padyHa: XXXXX koju ce Boau koa Ynpase 3a Tpesop

OOBABIbAY:
/Hasus cdupme/ , lappecal , lnve n

npesume nuua Koje ra sactyna/

MaTtuunm Bpoj: XXXXX
MNB: XXXXX
Bpoj pauyHa: XXXXXX koju ce Boau kog, BaHke

Hana __.__.2014. roguHe 3akrbyuyjy:

12l

1.2.

YIOBOP BP.XXX

YBOOHE HAMOMEHE U KOHCTATALWUJE

Hapyuunay n lo6asrbay y ysoay KoHcTaTyjy:

1.1.1. pa je Penybmuukn coHg 3a 30paBCTBEHO OCUrypare CMpPOBEO OTBOPEHM

rnoctynak jasHe HabaBke ayTOTpaHCY3NOHWX CeTOBAa cucTema/ceToBa 3a
MHTPaonepaTMeHo cnallasate KpBu koMnatubunHu tuny anapata Cell Saver 5,
Haemolite 2+, 3a 2014. roguHy, 6p. 404-1-110/14-60, y ¥Me U 3a payyH
30PaBCTBEHNX YCTAHOBA, @ paau 3aKibyyerba OKBUPHOT criopasyma,

112, pa je Penybnuukn OHA  3aK/byuMo  OKBUPHM cropasym  ca
/HaBecTu Hasue [lobaBrbavyal Ha ocHosy Opnyke 6p.
XXXXX of 2014. rogute,

1.1.3. pa oBaj yrosop o jaBHO] HabaBUM 3aKIbYuyjy y cKrmagy ca OKBUPHUM
criopasymom 6p. XXXXXXX /HaBecTu 6poj u aatym/.

Ha cBa nuTatba koja Hucy ypefieHa oBUM YroBopom, Npumetsyjy ce oapenbe OKBUPHOT
cropasyma u3 Tauke 1.1.2. [lobasrbay u Hapyunnau ayxuv cy aa nowyjy oapenbe
OKBUPHOr criopasyma.



JABHA HABABKA AYTOTPAHC®Y3UOHMX CUCTEMA/CETOBA 3A UHTPAOMEPATUBHO CMALLABAHSE KPBU KPBU KOMMNATUBUIHN TUNY

ATAPATA Cell Saver 5, Haemolite 2+ 3A 2014. FTOANHY
6p. JH: 404-1-101/14-60

2. NMPEOMET YTOBOPA

2.1.

MpeameT yrosopa je kynoBuWHa ayToTpaHCyTUOHUX ceToBa/cucTema  3a
VHTpaonepaTMBHO  crallasate KpBU HABEAEHWX Y  OKBMPHOM  Criopasymy
6p. lyHeTu Bpoj u AaTym okeupHor cripopasyma/ (Mpunor 1) 1 NoHyam
pobasrbavya 6p. /yHeTn 6poj n paTtym nowyae [obasmaval (Mpunor
2), a y KonmumHama koje cy y Pacrogeru no 3Y (Mpunor 3) onpeperseHe 3a
Hapyuvioua.

3. UEHA UTNNARAHE

3.1. LeHe u3 oBor Yroeopa Cy jeAuHUYHE LieHe HaBeaeHe Yy OKBUPHOM criopasymy
6p. /yHeTtn 6poj u AaTym okeupHor cnpopasyma/ (Mpuror 1) U noHyau
nobaerbaya  6p. /yHeT ©6poj u patym noHyge [loGaerbadal
(Mpurior2).

3.2. Hapyusanay nnaha ucriopydeHe KOMUYMHE MO YrOBOPEHWM jedHWYHUM  ueHama,
yBehaHum 3a usHoc MB-a y poky oz 120 aaHa og npujema caktype.

3.3.  BpeaHocT yroBopa, koja 06yxsaTta yKyrnHe yroeopeHe KonmuuHe, ca ypadyHatum M0B-
OM, U3Hocu AVHapa /yHeTu yKynaH U3Hoc U3 roHyael/.

4. UCMOPYKA

4.1. [lobaerbau ce obaBesyje fa he ogMax HaKOH 3aKrbyueta yrosopa ucnopyuntu 30%
yrosopeHe konuuuHe, a Aa he octatak YroBOPeHUX KommunHa 1cropyumsaTti npema
notpebama Hapyuvoua, u To y poky of /pok yHocu Hapyuunaw/ op paHa
npvjema saxtesa Hapyuunoua.

4.2.  MecTo ucriopyke je lyHeTn mecTo ucnopyke/.

5. YTOBOPHA KA3HA

5.1. Y cnyuajy npekopauetba yrosopeHor poka ucropyke [JJo6aerbau je AyxaH ga nnatu
Hapyuuouy yrosopHy kasHy y msHocy og 0,5% of ykynHe BPeaHoCTH nojeanHayHor
yroeopa, anu He suLle og 5% of BpeHOCTU yrosopa.

5.2.  Axo wreTa npefle U3HOC yroBopHe KasHe W3 Tauke 5.1. Hapyuuray Moxe aa Tpaxu
HakHaZly cTeBapHe LITeTe, a MOXe U Aa packuHe yroBop Ges obasese npema
Hob6asrbauy.

6. BULLA CUIA
6.1. Hactynaise Buwwe cune ocrobaha of OArOBOPHOCTM YTOBOPHE CTPaHe 3a KallkbeHe y

n3BpLLetbY yrosopeHnx obasesa. O gaTymy HacTynawa, Tpajakby 1 AaTyMy npecTaHka
BULLE cune, yroBopeHe cTpaHe cy obasesHe, Aa jefHa apyry obaBecTe MUCMEHUM
nyTeMm y poky of 24 (asageceTyeTpy) Yyaca.



JABHA HABABKA AYTOTPAHC®Y3UOHUX CUCTEMA/CETOBA 3A MHTPAOMEPATUBHO CMALIABAHSE KPBU KPBU KOMNATUBUNHK TUNY

10.

11.

ATAPATA Cell Saver 5, Haemolite 2+ 3A 2014. TOAVHY
6p. JH: 404-1-101/14-60

6.2. Kao cnyuajesn Buwe curie cmatpajy ce npupogHe karacTtpodhe, noxap, mnornnasa,
eKcnrosuja, TpaHenopTHe Hecpehe, ofyke opraHa BRacTi 1 Apyr criyyajesu, Koju cy
3aKOHOM yTBPREeHM kao BuLLa cuna.

CrorpoBU
7.1. YrosopHe cTpaHe Cy carfiacHe Aa Ce eBeHTyarHu CropoBM MO OBOM YroBopy

peluaBajy criopasymHo, a y criyyajy cropa yroeapajy CTBapHY U MECHY HaAneXHoCT
MpuspepHor cyaa y Beorpaay

PACKWU[ YTOBOPA
8.1. VYrosopHa cTpaHa He3afoBOrbHA WCMyHEHeM YroBOpHUX oGasesa Apyre yroBopHe

CTpaHe MOXe 3axTeBaTu packuh YroBopa, MOA YCNoBOM, fa je CBOje YroBopHe
obaBese y NoTnyHOCTU 1 BriaroBpemMeHo 13spLIUna.

8.2. Packup yroeopa ce 3axTeBa MUCMEHUM nyTem, ca packugHum pokoMm on 15
(neTHaecT) gaHa.

M3MEHE U OOMYHE

9.1.  Vsmete u fonyHe TekcTa oBor yroBopa Moryhe cy camo y3 npuctaHak o6e YyroBopHe
CTpaHe, AaT y nucaHom obnuky, kao n ys nucaHy carnacHoct PenyGnuukor doHaa 3a
3paBCTBEHO OCUTypatse.

CTYMNAHE HA CHATY YITOBOPA

10.1.  Osaj yrosop cTyna Ha cHary JaHoM [aHOM NOTNUCUBat-A.

3ABPUIHE OOPEOBE

11.1. Osaj yrosop cauumsetse y XX ( ) UCTOBETHUX NpUMepKa Ha CPrCKOM je3uKy, of,
KOjuX Ce CBaKoj yroBopHOj CTpaHu ypydyjy no XX ( __ ) npumepka, Aok ce 2 (4Ba)
npumepka npumepka foctaerbajy Penybnudkom doHay 3a 3apascTBeHo ocurypatbe.

11.2. CacraBHu A€o0 0BOr yroBopa Cy 1 Herosu NPUIO3u, Kako Crieau:
Mpunor 6p.1 — OksrpHU criopasym 6p. on, 2014.roguHe

Mpunor 6p.2 — MNMoHyaa pobasrbaya 6p. (o): 2014. roguHe.
[Mpunor 6p.3 — Pacnogena no 3Y.
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