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HaHa712.2014. roguHe 3akrby4yjy

AHEKC OKBUPHOTI CMTOPA3YMA EP. 50-1/14
3A JABHY HABABKY AYTOTPAHC®Y3UOHUX CUCTEMA/CETOBA 3A UHTPAONEPATUBHO
CMALABAHE KPBY KPBU KOMINATUBUITHU TUMY AMAPATA Cell Saver 5, Haemolite 2+ 3A
2014. roAiuvHYy, PEA.BP 404-1-101/14-60

NPETXOOHA KOHCTATAUWJA

dona w [obasrbay y ysogy KOHCTaTyjy Aa cy AaHa 28.05.2014. roamHe saksbyuunu OKBUPHU
cnopasym 6p. 50-1/14 3a jaBHy HabaBKy AyTOTPaHCY3MOHWX CUCTEMa/CeToBa 3a WHTpaonepaTuBHO
cnalaBate Kpeu komnatubunHu Tuny anapata Cell Saver 5, Haemolite 2+, 3a 2014. roguHy, 6poj JH
404-1-110/14-60.

[NaHa 28.05.2014. roguHe, doHa v Hapyunnay cy 3akrby4unu okBupHu cnopasym 6p. 50-1/14, a Ha
ocHoBy Opnyke O 3aKkrby4ersy OKBUPHOr crnopasyma ©Op. 404-1-47/14-1oa 14.04.2014. roauHe y
OTBOPEHOM MOCTYNKY jaBHe HabaBke AyTOTPaHCQY3MOHUX CUCTEMA/CETOBa 3a WHTPaonepaTvBHO
cnalaBatbe Kpeu komnatubunym Tuny anapara Cell Saver 5, Haemolite 2+, 3a 2014. roauHy, 6poj JH
404-1-110/14-60, kojom je 3a napTujy 2, usabpaHa noHyaa 6poj 16/04 oa 12.05.2014. roanHenoHyhava
Pharmapheresis d.o.0. 3 beorpaga.

®oHg u [obasrbay carmacHo KOHCTaTyjy Aa Ce HakHajHo Ykasana notpeba 3a ypefherem
mefycobHux npasa n o6asesa na OkeupHor cnopasyma 6p. 50-1/14, u3 pasnora usmexe poka nnaharba,
a y cknaoy ca 3akoHOM O POKOBMMA M3MUpEHa HOBYaHUX oBapesa y komepuujanHum TpaHcakuujama
(,Cnyx6eHn rnacHuk PC*, 6p. 119/2012) 1 13 pasnora usmeHe npunora 4 oksupHor crnopasyma - Mogen
yrosopa.

OkBupHUM cnopasymom 6p. 50-1/14 y Tauku 5.3 pecvHucaH je pok nnahara oA 120 naHa oa AaHa
npujema akType, a y cknapy ca ynaHom 16. cTaB 4. Tauka 2) 3akoHa O POKOBMMA M3MWNPEHA HOBYAHNX
o6aBe3a y komepumjanHum TpaHcakuujama (,CnyxGenu racHuk PCY, 6p. 119/2012), kojum je npeasufeH
POK 3a M3Mupet-e HoBYaHuX obaeesa Penybnuukor hoHAa 3a 34paBCTBEHO OCUrypatbe y poky Ao 120
naHa 3a nepwog og 01.01.2014. roauHe ao 31.12.2014. roguHe.

CxopnHo ynaHy 16. cTaB 4. Tauka 3) u 4naHa 4. ctae 2. 3aKOHa O POKOBUMA U3MUPEerba HOBYAHMX
obaBe3a y komepumjanHum TpaHcakuwjama (,CnyxGenn rmachuk PC*, 6p. 119/2012), rojuma je oa
01.01.2015. roavHe npeaeuieH POK 3a WU3MUpere HOBYaHWX obaeesa PenyGnuukor ¢oHaa 3a
30paBCTBEHO ocurypare y poky 4o 90 aaHa, Bplin ce M3MeHa OKBUPHOT cnopasyma ©p. 50-1/14.

doHa 1 JobaBrbay Cy carnacHu ga ce W3BpLM W3MeHa npunora 4 okeupHor criopasyma — Moaen
yroeopa, kojom 61 ce U3BpLIMNA NPETXOHO HaBeAeHa NpoMeHa poka nnahatba.

Ha ocHoBy Hanpea HaeeaeHor, ®oHa v [JobGasread cy carnacHu fa ce Ussplie M3MeHe OKBUPHOT
cnopasyma 6p. 50-1/14 v aa ce 3akrby4n 0Baj AHEKC OKBUPHOr criopasyma.

Ynaw 1.
Metba ce Tauka 5.3 okBupHor criopasyma 6p. 50-1/14 Tako fa rnacu:

,5.3 Hapyuunay nnaha ncnopyyeHe KOMHuHe No LeHama 13 OKBMPHOr crnopasyma ynnartom Ha Tekyhu
padyH [JobaBrbaya HajkacHuje y poky of 120 AaHa oA AaHa npujema ¢akType,3a tpakType usnare Ao

CtpaHa 1 og 2






31.12.2014. roouHe, OQHOCHO y poKy oA 90 naHa on AaHa npujemMa cdakType, 3a hakType usaarte of
01.01.2015. roguHe.*
Ynan 2.
Y Tauykn 16.2 okBupHor cnopasyma 6p. 50-1/14 mewa ce npunor 4 — Mogen yrosopa.
Ynan 3.

[lo6aBrbay U 34paBCTBEHE YCTAHOBE KOje WMajy 3aKkrbyyeHe Yrosope Ha OCHOBY OKBUPHOT
cnopasyma 6p. 50-1/14 cy ayxHu ga oppeabe Beh 3akrby4eHWX yrosopa, a Ha OCHOBy kojux he ce
“cnopyke BpWWTK U HakoH 31.12.2014. roguHe, ycknage ca oapeabama unaHa 1. oBor AHeKca OKBUPHOT
cnopasyma.

YnaH 4.

doHa 1 [JobaBrbay KOHCTaTyjy Ja ce 3akiby4Yerem OBOr AHEKca OKBWPHOr criopasyma nosehasa
6poj npunora Koju YMHe cactaBHu Aeo Mopena yrosopa, Tako Aa AHEKC OKBMPHOr crnopasyma capa
noctaje npuror 6p. 4 moaena yrosopa.

YnaH 5.

Cse ocTane ogpenbe OksupHor cnopasyma 6p. 50-1/14 ocTajy Ha CHasu OHako Kako rnace.

YnaH 6.

OBaj AHEKCOKBUPHOT CNopasymMa CauuibeH je Y 4 (YeTUpM) NCTOBETHA NPUMEpPAaKa Ha CPMCKOM je3unKy,
oA kojux doHay npunaaajy 2 (gea) npumepka, n flobasrbavy 2 (Aea) NpUMepka.

CacTaBHM Aeo 0BOr AHEKCa OKBUPHOr cnopasyma je:

Mpunor 4 OkenpHor cnopasyma — Mogen yrosopa
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AOBABIbAY:
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Bpoj payyHa: 220-1316-24
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3akrbyuyjy AaHa 2014.roauHe

YFrOBOP BP.XXX

YBOOHE HANOMEHE U KOHCTATALIUJE

Hapyuunay u [Jobasreay y yBoay KOHCTaTYjy.

1.1.1. aa je Penybnuukn doHA 3a 34paBCTBEHO OCUrypakse CnpoBEO OTBOPEHU NOCTynak jaBHe
HabaBke AyTOTpaHCKy3MOHUX CUCTEMA/CEeTOBa 3a MHTPAONEPaTUBHO cCrnallaBak-e KPBY
koMnaTmbunHu Tuny anaparta Cell Saver 5, Haemolite 2+, 3a 2014. roguHy, y ume 1 3a
paJyH 34paBCTBEHWNX YCTAHOBA, @ paav 3akbyyerba OKBUPHOT cnopasyma.

1.1.2. aa je Penybnuukv ¢oHg, 3a napTujy 2, 3aKby4rmo OKBUPHU criopasym ca Pharmapheresis
d.0.0. 3 beorpaaa Ha ocHosy Oanyke 6p. 404-1-47/14-104 14.04.2014. roanHe,

1.1.3. na je Penybnuukn doHA, 3a napTujy 2, 3aKby4no aHekc OKBUMPHOr cnopasyma 6p. 50-1/14
o 26.12.2014. roavHe ca Pharmapheresis d.o.0. us beorpaga,

1.1.4. na oBaj yroBop O jaBHOj HabaBLUM 3aKbY4Yjy Y CKraay ca OKBUPHUM CMOPasymom 6p. 50-
1/14 op, 28.05.2014. roaunHe.

Ha cBa nuTara koja HUcy ypehieHa OBUM YyroBopoMm, NpuMeksyjy ce oapesde oKBUPHOr cnopasyma
13 Tauke 1.1.2. flobaBrbay U Hapyuunay gyxHu cy aa nowtyjy oapeate okBMpHOr cnopasyma.

NPEOAMET YITrOBOPA

Mpenmet yrosopa je kynoeuHa pAobBapa obnukosaHux y naptujy ©p. lyHeTn 6poj
naptvje/, acee y cknagy ca noHyaom [Jo6asrbay 6p. 16/04 oa 12.05.2014. ronuHe, OKBUPHOM
cropasymom 6p. 50-1/14 og 28.05.2014. roguHe v kon4MHama onpeferseHum 3a Hapyuuoua,
natux y Pacnogenu no 3Y (Mpunor 3).

LEHA U NNARAKE

Lleve n3 oBor Yroeopa Cy jeguHMYHE LeHe HaBedeHe y OKBUPHOM Crnopasymy 6p. 50-1/14 on

28.05.2014. roavne (Mpusor 1) n noHyan aobaerbada 6p. 16/04 oa 12.05.2014. roauHe (Mpunor

2).

Hapyuunay nnaha ucnopyyeHe KOMMYWMHE MO YrOBOPEHWUM jeAHMYHUM LeHama, yBehaHum 3a

uaHoc MN[1B-a y poky og 120 aaHa oa AaHa npujema daktype, 3a daktype nspare A0 31.12.2014.

roguHe, ofHOCHO Yy poky on 90 gaHa op fdaHa npujema bakType, 3a aktype uspare o

01.01.2015. roguHe.

BpeaHocT yrosopa, koja oByxBaTa yKynHO YroBOpeHe konuymHe, ca ypadyHatum l1B-om, nsHocu
InHapa /yHeTW YKynHy BpPeAHOCT YroBopa Ha OCHOBY OKBWPHOr cnopasyma W

0400peHUxX KoNUYnHaY.

4. WUCMOPYKA

4.1.

4.2

[JobaBrbay ce obasesyje aa he yKkyrnHo yroBopeHy KOMuUMHYy nekosBa M3 Tauke 3. OBOr yrosopa
ucnopyumsatu Hapyuuouy npema noTpebama Hapyuuoua, W TO y POKY OA /poKk yHOCHK
Hapyuvnau/ oa gaHa npujema 3axtesa Hapyuvoua.

MecTo ncnopyke je /YHETN MecTO ncnopyke/.



5. YrOBOPHA KA3HA

51. Y cnyuvajy npekopayetba yroBopeHor poka ucnopyke [obaBrbay je gyxaH ga nnatu Hapyuuouy
YroBopHy kasHy y naHocy og 0,6% of ykynHe BpegHOCTY nojefvHavHe napTuje, anun He BULLE Of,
5% op BpefHOCTN Te NojeAvHaYHe naprTuje.

5.2. Ako wreTa npefe u3HoC yroBopHe kasHe w3 Tauke 5.1. Hapyuunay moxe aa Tpaxw HakHagy
CTBapHe WTEeTe, a MOXe U Aa packnHe yroeop 6es obaBese npema Jobasrbavy.

6. BULIA CUNA

6.1. HacTynarwe Buwe cune ocnobafa of 0AroBOPHOCTH YroBOPHE CTPaHe 3a KallHeHe Y U3BPLUEHY
yroBopeHux ofasesa. O paTymy HacTynawa, Tpajakby U AaTymy npecTtaHka Bulle cwune,
yroBopeHe cTpaHe cy obaBesHe, Aa jeaHa Apyry obaBecTe NUCMEHWM MyTeM Yy PoKy og 24
(nBageceTyeTUpM) Yaca.

6.2. Kao cnyuajesn Buwe cune cmatpajy ce npupogHe katacTpode, noxap, nonnaea, ekcnnosuja,
TpaHcnopTHe Hecpehe, 0anyKe opraHa BNacTW W Lpyry Criy4ajeBu, Koju Cy 3aKoHOM yTBpheHn Kao
BULWa cuna.

7. CroprPoBMU

7.1. YroBopHe CTpaHe Cy carnacHe fa ce eBeHTyanHuW ChopoBuM MO OBOM YroBOPY peluaBajy
crnopasymHo, a y criyuajy cnopa yroeapajy CTBapHy W MecHy HaanexHocT MpuspegHor cyaa y
Beorpapay.

8. PACKMAO YTOBOPA

8.1.  YrosopHa cTpaHa He3afoBOIbHA MCNYH-EHEM YrOBOPHUX 0BaBesa Apyre YyroBOpHE CTpaHe MOXe
3axTeBaTu packui yroeopa, Noa YCroBOM, Aa je CBOje YroBopHe ofasese y MOTNYHOCTM W
6narospeMeHo usspLUMNa.

8.2. Packug yrosopa ce 3axTeBa NMCMeHUM NyTeM, ca packuaHUmM pokom og 15 (neTHaecT) paHa.
9. U3MEHE U OONYHE

9.1.  VsmeHe u gonyHe TexcTa oBor yrosopa Moryhe cy camo y3 npuctaHak o6e yrosopHe CTpaHe, AaTt
y nucaHom obnWKy, Kao M y3 nucaHy carnacHocT Peny6rnuukor choHga 3a 3apaBcTBeHO
ocurypate.

10. CTYNAHE HA CHATY YITOBOPA
10.1.  Osaj yroBop cTyna Ha CHary AaHOM NoTnMCMBakba 06e yroBopHe CTpaHe.
11. 3ABPLUHE OQPEQBE

11.1. OBaj yrosop cauurerse y 6 ( LIECT) UCTOBETHUX NPUMEpPKa Ha CPNICKOM je3unKy, oA Kojux ce CBaKoj
YrOBOPHOj CTpaHu ypydyjy no 2 ( ABa ) npumepka, Aok ce 2 ( ABa ) NpuMepka AOCTaBrbajy
Peny6nuukom coHay 3a 34paBCTBEHO ocurypatse.

11.2.  CacTaBHM A€0 0BOr YroBOPa CY W HEroBM MPUMO3N, KaKo CNEAW:

Mpunor 6p. 1 — OkempHu cnopasym 6p. 50-1/14 op 28.05.2014. roguHe

Mpunor 6p. 2 - Monyaa 6p. 16/04 oa 12.05.2014. roguHe

Mpunor 6p. 3 — Pacnogena no 3Y

Mpunor 6p. 4 — AHekc oKBMPHOT criopaayma 6p. 50-1/14 o 26.12.2014. roauHe.

HAPYYUNAL: OOBABJbAM:

AWpekTop 3opaH Camapuuja



5. YTOBOPHA KA3HA

5.1. Y cryyajy npekopauyerba yroBopeHor poka ucnopyke [obaeready je ayxaH ga nnatu Hapyuvouy
YroBOpHY Ka3Hy y usHocy og 0,5% oA yKkynHe BpeaHOCTU nojeanHayHe naptuje, anv He BuLIE Of
5% op BpedHOCTU Te NojeanHadyHe napTuje.

5.2. Ako wTeTa npehe M3HOC YroBopHe kasHe M3 Tauvke 5.1. Hapyuunay moxe Aa Tpaxu HakHamy
cTBapHe LWTeTe, a MOXe U Aa packuHe yrosop 6e3 obasese npema [JoGasrbavy.

6. BHULLA CUNA

6.1. Hactynare Buile cune ocnobafja o 0AroBOPHOCTM YrOBOPHE CTPaHe 3a Kallkere Yy U3BpLUeY
yropopeHux obapesa. O paTymy HacTynawa, Tpajatby v AaTyMmy npecTaHka Buwe cune,
yroBopere cTpaHe cy ofaBesHe, Aa jeaHa Apyry obaBecte nUCMeHUM nyTem y poky oA 24
(oBageceTyeTnpn) Yaca.

6.2. Kao cryyajeBu Buwe curne cmatpajy ce npupoaHe katacTpode, noxap, nonnaea, ekcnnosuja,
TpaHcnopTHe Hecpehe, oanyke opraHa BNacTy U Apyru cry4ajesu, Koju Cy 3akoHOM yTBpReHu kao
BULLA cuna.

7. CrnoPoOBHU

7.1. YroBopHe CTpaHe cy carfacHe fga Ce eBeHTyanHu CropoBu MO OBOM YroBopy pellasajy
cnopasymHo, a y cnydajy cnopa yrosapajy CTBapHy ¥ MecHy HaanexHocT lpuepegHor cyaa y
Beorpaay.

8. PACKML YTOBOPA

8.1. YroBopHa CTpaHa He3a4oBOfbHA UCNYHEHEM YroBOpHUX obaBesa apyre yroBopHe cTpaHe Moxe
3axTeBaTu packug yrosopa, NoA YCNoBowm, Aa je cBoje yrosopHe ofaeese y NOTNYHOCTW W
OnaroBpeMeHOo u3BpLLuna.

8.2. Packna yrosopa ce 3axTesa NMUCMEHUM NyTeM, ca packugHUM pokom of 15 (neTHaecT) AaHa.

9. W3MEHE U BONYHE

9.1. NameHe 1 faonyHe TekcTa oBor yrosopa moryhe cy camo y3 npuctaHak obe yrosopHe cTpaHe, fart
y nucaHom oBNMWKy, kao u y3 nucaHy carnacHoct Penybnuukor c¢oHh4a 3a 34paBCTBEHO
ocurypame.

10. CTYNAHE HA CHATY YTOBOPA
10.1.  Osaj yroBop cTyna Ha cHary JaHom noTnucueara obe yroBopHe cTpaHe.
11. 3ABPLUHE OAPEOBE

11.1.  Osaj yroBop cauntere y 6 ( LIeCT) MICTOBETHAX NPUMEpPKa Ha CPMCKOM je3UKy, OA KOjUX Ce CBaKoj
YrOBOPHOj CTpaHu ypyuyjy mo 2 ( ABa ) npumepka, Aok ce 2 ( ABa ) NpuMepka AOCTaBrbajy
Peny6nuukom choHAy 3a 34paBCTBEHO OCUTYPaH-E.

11.2.  CacTaBHu Je0 OBOr YroBopa Cy U HeroBu Npunosu, kako cneau.

Mpunor 6p. 1 — OkBupHK cnopasym 6p. 50-1/14 op 28.05.2014. roanHe

Mpwnor 6p. 2 - NMoHyaa 6p. 16/04 oa 12.05.2014. roanHe

Mpunor 6p. 3 — Pacnogena no 3Y

Mpunor 6p. 4 — AHekc okBMpPHOT cnopasyma 6p. 50-1/14 op 26.12.2014. roguHe.

HAPYYUNAL: OOBABJbAY:

AvpexTop 3opan Camapuyuja



HAPYYUNAL:

/Ha3une 3gpaBcTBeHe ycTaHOB6/ , lappecal ; Inme M
npe3ume nuua Koje ra 3acrynal/
MaTtunuynun 6poj: XXXX

MUB: XXXXX

Bpoj pauyHa: XXXXX

( y parbem TekcTy: Hapyuunau)

AOBABJbA\M:

PHARMAPHERESIS d.o.0., ecnota Hypha 31, Beorpapg,koju 3actyna 3opaH Camapuuja
MaTuynm Bpoj: 17334921

MNB: 102078756

Bpoj pauyna: 220-1316-24

(y Barsem Tekcty: [lobaBrbay)

3abyyyjy aaHa 2014.roaune
YIFOBOP BP.XXX

1. YBOOHE HAMOMEHE U KOHCTATALWJE

1.1. Hapyuunau v Jobasrbad y yBogy KoHCTaTyjy:

1.1.1. pa je Penybnuukn oHA 3a 34paBCTBEHO OCUrypakse CMPOBEO OTBOPEHWU MOCTYNakK jaBHe
HabaBke AyTOTpaHCDY3NOHUX CUCTEMA/CETOBA 3a MHTPaonepaTUBHO CRallaBare KpBU
komnaTubunHu tuny anaparta Cell Saver 5, Haemolite 2+, 3a 2014. roguHy, y ume u 3a
padyH 3apaBCTBEHUX YCTAHOBa, a paayn 3akrby4Yeha OKBUPHOr cnopasyma.

1.1.2. pa je Penybnuyku coHA, 3a napTujy 2, 3akby4Mo OKBMPHK cnopasym ca Pharmapheresis
d.o.o. n3 beorpaga Ha ocHosy Oanyke 6p. 404-1-47/14-10p 14.04.2014. roaune,

1.1.3. pa je Penybnnykn cpoHa, 3a NapTujy 2, 3aKiby4Mo aHeKC oKBUpHOr cnopasyma 6p. 50-1/14
of 26.12.2014. roguHe ca Pharmapheresis d.0.0. u3a Beorpagaa,

1.1.4. na oBaj yrosop o0 jaBHOj HabaBUW 3akrbydyjy ¥ ckrnagy ca OKBUpPHUM criopasymom 6p. 50-
1/14 op 28.05.2014. roauHe.

1.2, Ha cBa nutarsa koja HUCy ypeheHa oBUM yroBOpoM, NpUMEsYjy ce oapeade oKBUPHOr cnopasyma
13 Tauke 1.1.2. Jobaerbay v Hapyuunay ayxHy cy fa nowTyjy onpenbe oKBUpHOT cnopasyma.

2. MPEAMET YIOBOPA

2.1, Mpeamer yroesopa je kynosuHa pobapa oBnukoBaHux y napTtujy 6p.__ /yHetu 6poj
naptuje/, acse y cknagy ca noHygom o6aerbad 6p. 16/04 og 12.05.2014. roanHe, OKBUPHOM
cnopasymom 6p. 50-1/14 o 28.05.2014. roguHe 1 konudmHama onpeferbeHum 3a Hapyuuvoua,
patuxy Pacnoaenun no 3Y (Mpunor 3).

3. LUEHA U TMNARAHKE

3.1, LleHe 13 osor YroBopa Cy jeAWHWYHE LiEHe HaBedeHe Y OKBUPHOM cnopasymy 6p. 50-1/14 ogn
28.05.2014. rogune (Mpunor 1) u noHypu pobasrsava 6p. 16/04 og 12.05.2014. roguHe (Mpwunor
2).

3.2 Hapy4unay nnaha wcnopyyeHe KOnMuUWHE MO YrOBOPEHUM jeAHWYHUM UeHama, yBehaHum 3a

usHoc MNAB-a y poky og 120 gaHa oa aaHa npujema dakType, 3a akType usgate go 31.12.2014.
rogpuHe, ogHocHo y poky of 90 pgana op AaHa npujema dakrype, 3a dakType usgaTte of
01.01.2015. rogunre.
3.3. BpepaHocT yroeopa, koja obyxeaTa ykynHO yroBopeHe KonuuuHe, ca ypadyHatum MNAB-om, naHocu
AVHapa /yHeTW ykynHy BPEeAHOCT yroBopa Ha OCHOBY OKBMPHOr crnopasyma W
opoBpeHnx konuyuHa/.

4. UCIOPYKA

4.1, Ho6aBrbay ce obasesyje ga he ykynHo yroBopeHy KONMYMHY nekoBa W3 Tauke 3. OBOTr yrosopa
ucriopy4usatn Hapydvouy npema notpebama Hapyyvoua, m TO y poky of /pok yHocH
Hapyuunaw/ og gaHa npujema saxtesa Hapyuvoua.

4.2 MecTo ncnopyke je /yHeTtu mecTo ucnopyke/.




