bpoj: 10/3-015-1052-9/15
Hatym: 21.04.2015.ronune

Ilpeamer: Tojammewe 1 H3Mjena Tenjepeke foXyMeHTaLHje; J0CTaBba ce
IlomroBanu,

BezaHo 3a 3axTjeB 3a I0jalllberhe TEHAepCeKe JOKyMEHTanuje 3a HabaBky OOTPOIIHOr MaTtepHjana H
nujexosa 3a xemomujanusy , Temmep Gpoj: 10/3-015-1052/15, mocraribamo BaM Hojalllberba Koja ce
OJIHOCE Ha:

[urame: Jla iu ce ceaky 10T Mopa nocebHo TakoBaTH?

Oarosop: Y ckiagy ca uynadHoMm 12, crag (2) VYmOyTcTBa 3a NpHIOpeMy MoZena TEHJIEPCKe
NOKYMEHTAIIH]E€ M MOHYAa U TadkoM 5.3.4. TeHaepcke NOKYMeEHTANK]e [TOHYIA 3@ CBAKH JIOT
Ce JIOCTABILA Y OJIBOJEHO] KOBEPTH.

IMurame: Jla nu ce yBe3yje u KOIM]a CBAKOT OpUTHHAana?

Qaropop: Komnuja nonyne Tpeba OuTH yBe3aHa Ha HA4MH ja ce oHeMOryhu HaxkHagHO Baheme WM
yMeTame JIMCTOBA, ¢ THM [d KOINHja 3aje/IHUYKe JIOKYMEHTallMje W KOIHja NMOHYIE CBAKOT
JIOTA MOTY Ja YHHE jeHY I[jJeMUHy, ONHOCHO HHje TOTpebHO KOmujy MoHyze 3a NoHyhene
JIOTOBE MAaKOBATH Y OJ[BOjeHE KOBEPTE.

Hutame: [la num ce HyMepalldja CBAKOT JIOTA HACTABIbA HA 3a/llby CTPAHHILY NPETXOJHOT JIOTA UJIH Ce
CBaKy JIOT HyMepHiiie of 6poja 17

Qarosop: ¥V cknany ca unanom 8. crap (6) YIyTCTBA 3a NPHIIPEMY MOZECNA TEHAEPCKE TOKYMERTALH]e
1 ToHyxa M TaukoM 5.1.3. Tengepexe jJokyMeHTallHje, cBaku cnujeachu numo (moHyna 3a
JATH JIOT) 3al04HIbe PEIHHMM OpojeM KOJHM Ce HACTABJbA peAHH Opo] CTPaHHIE KOJMM
3aBpIlIaBa IPETXOAHH JHO.

Hutame: VY Tauky 5.3.4. HABOAHTE M3Mel)y ocTanor Jia oCTaiy TpaXeHH JOKYMEHTH U JIOKa3H KOJH ce
NOJHOCE 33 NOJeIHHE JOT MOpajy ce JOCTABUTH Y NOHYIH 3a Taj JoT. MoJNHM Ja HaBeleTe
TAYHO H KOHKPETHO KOjM NTOKYMEHTH ¥ AHEKCH Ce IOCTaB/bajy 3a CBAKH JIOT MOoCceOHO, a KOjU
ce OCTaB/hajy y CKIONY MPBOI JIOTA 32 KOJH AOCTaBhaMoO IOHYDy, HOp Pjememe o
perucTpaldji IujeKa, AyTOpH3alMjy KOja ce OJHOCH HA BHIIE JOTOBA, AHEKC 2 M OCTalld
JOKYMEHTH KOjH CY TPOKCHH TEHASPCKOM JOKYMEHTAlMjoM. MOJIMMO KOHKPETHO 3a CBAKM
TPAKEHHU NOKYMEHT.

Onrosop: JloxyMeHTa KOja ce OfiHOCE Ha IOjeHu 10T cy: Aneke 3 (Obpasall 3a BpHjeJHOCT TOHYAE),
Amnekc 4 (ofpasall 3a WdjeHy IoHYJe), Pjelerse 0 perucrpaimjy jiujexa Win TOKyMeHTa 34
HEepPETUCTPOBAHE JTH|EKOBE.

[Mutame: Illta ce KOHKPETHO MHULIE Ha KOBEPTY 3a CBAKH JIOT moceGHO (I0jacHHTe HaM jla JIM CE HETje
HaBO/IH OPO] JI0TA), 18 JIM WY [EeYaT W/UIH ITOTIIHC WK He?
Onrosop: ¥ ckmamy ca wiadoM 11. cras (2) VYoyrerBa 3a npunpeMy Mojieia TEHAEPCKE
NOKYMEHTAllM]|e Ha KOBePTH IOHY/E 3a JIOT Tpeda OUTH HazHA4YeHo:
* HA3WB M 4J[peca YroBOPHOTr oprata
* HA3WB H ajpeca noHyhaua
+ 6poj u HazuB HabaBKe ca OpojeM JTOTd Ha KOJH ce TIOHYAA OJIHOCH
* HA3HAKA «HE 0TBapaj»
KorepTy HHje TOTpeOHO NEYATUPATHA U TIOTIIHCATH.




IgTame;

Oarogop:

[Iuramme:
Oarorop:

IluTame:

Onarosop:

Iurame:

Onrosop:

[Tutame;

Oarosop:

Ha .11 ce KoBepTe ca [0je/IMHAYHMM JOTOBMMA 3aTUM 11aKY]y Y JeAHY 3aje IHHUKY KOBCPTY M
[1ITa CE NUILIE Ha TY KOBepTY. Ha TH MAy Meyar W/HIK NOTITHC Uik He?
OpuruHan noHyda (NojeaMHavHe IOHY/E 3a CBe JIOTOBE M IIOHYHa €a 3ajeJIHHYKOM
JOKYMEHTALIM]OM) M KONja noHyne Tpebajy OHTH yHakoBaHe Yy jelaH 3aje/IHMYKH TTakeT
(tauxka 5.3.1. Tennepcke gokyMuTanuje) ga kome he OnTH Ha3HAUEHO:
* Hasue u agpeca YroeopHor oprata
Hazue u aapeca noxnyhaua
*  bpoj nabaske
Hazun npevera Habapke
*  Hazuaka «HE OTBAPAIJ»
Ha 3aawoj crpann xoeepre mnoHyhau je JyXaH HaBeCTH: Ha3zMB mnoHyhaua/rpyme
noHyhaua u anpecy nonyhaua/rpyne nouyhaua
Hcto je mponmcano Taukom 5.3.3. Tenaepeke noKkyMeHTAIH]E.
Kopepty Huje norpebHO NeyaTHpaTH | NOTIHCATH.

Ja nu ce napadupajy B JTUCTOBH HJIH CTPAHHIIE TTOHY/IE?
CrpaHne/mHcTORe IOHYAE HUje 1oTpedHo napadupary.

Ha nmn M3jaBa o JA0cTaBsbamkhy rapadildje 10 YTOBOpPY Mopa OMTH OBjepeHa O CTpaHe
HAJIEXKHOT OpraHa?

MsjaBa o nocTapmmaiby rapanimyje 3a OoOpo H3BpIOerke yrosopa Tpeba OHTH OBjepeHa
IIOTIIMCOM M 11€YaTOM OJ] CTpaHe TToHyhada, a He HafUIeXkKHOT OpraHa.

Ha i je 3aucra norpedHa opjepeHa Kondja Pjemema 0 perucTpanujy NHIEKOBA HIH MOXE U
obHuHa xonuja (y3umajyhu y o63up ma je Benmku Opoj JloToBa miTo 3Ha4ajHO HOCKYIIBYjE
NpuIpeMy MoHyIa, a Ha cajTy AJIMMC BUX ce penoBuo axypupa nperiell persCTpoBaHHX
nujexoBa). Hagenu cre ma Tpaxute Pjermerma 0 perncTpalidjd ca CBHM IMIPHIO3HMA, a JIK
IIpH ToME MHCIHATE Ha CaXkeTKe KapaKTepUCTHKA JIHjeKa M YIIyTCTBA 3a TMALHjeHTe HIIH CaMo
Ha Pjelueme o peructpaiuju?

YeaxaBajyhu 3axTjeBe moHyhaua, Pjewierbe o perucrpanuju iidjexa Moxe OUTH 0OH4YHA
xonuja. ¥3 Pjemewme Huje norpebHo npunmaratd CaxeTke KapaKTepPHCTHKA JIMjeKa U
YiyTcTBa 3a narujeHre.

3a HeperucTpoBaHe MHjeKOBe TOHyhauu Mopajy IPHIOKUTH KOTHje IOKyMeHAaTa HaBeaeHe ¥
Hanomenu tauxe 5.2.2. Tengepcke TOKyMeHTalH]e.

Y noty 6p. 19 pacnucanu cte Habasky nujexa Eritropoetin alfa 2000 1j. Obzupom na cy y
NHTalLY Mpeiujaln3Hu U AWjalu3HU TallMjeHTH, HHTepecyje Hac Ja Ju adjex Tpeba Na uMa M
cyOKYTaHyY M MHTPABCHCKY NpUMjeHy?

Ob63upom na ce mujek Eritropoetin alfa 2000 i.j. kopucTy 32 aujanusHe nauujente, Tpeba a Hma
MHTPABEHCKY MPHUMjEHY.

HuTame: ¥ noty 6p. 15 tpaxure aujanusatop — Huckonporounn (LOW-FLUX) 1,7-1,8 m2 — Hemoflow

Onrosop:

F8HPS Guoxomnarutumna membpana, nospieuHa membpane 1,7-1,8 M2 ca crenenom Uf > 12,2
ml/mmHg, crepunuzorano BoaeHa napa, ramma. O6G3upom aa cTe Hapend 3atitulieHH Hazup
Fresenius aujanuzatopa — Hemoflow, Mosmo na nerk u3bauure u3 texHudke crienudrralyje.
bpuite ce HaszuB Hemoflow FEHPS u3 texauuke cneundukaumje, Koja ce MMjerba M riacH:

«/Tujamuzamop—nucrkonpomounu  (LOW-FLUX), 6uoxonmamubuina memOpand, ROBPUIURG
Mexbpane 1,7-1.8 M2 ca emenenos Uf > 12,2 ml/mmHg, cmepuauzosano 8odena napa, 2ammay

Iutamwe: Y Jloty Gp. 16 tpammre aujanmsatop suckonporound (HIGHT-FLUX) Hemoflow F70C,

dvokomnatudunna membpana, nospuuna membpane 1,50-1,60 m2 ca crenenom Uf > 50
ml/mmHg, crepunuzopaHo BoaeHa mnapa, ramma. Ob3mpoM na cTe Hapeau salThheHW HazuB
Fresenius aujanuzatopa — Hemoflow, monumo aa vern usbauure M3 TexHUUKe crielitduKalije.




Oarosep: bpurue ce Haszub Hemoflow F70C 13 Texinuke cneurdyKalimje. Koja ce MHjebd 1 11acH:

«Aufanamop-eucoxonpomoyny (HIGHT-FLUX), 6uoxkoxnamubiina seséGpana, nROSpUtiHa
sembpane 1,5-1,6 M2 ca ecmenenox Uf > 50 ml/mmHg, cmepiiuzosano godena napa, 2asMay

[utawe: VY moty 6poj 17 rtpaxkure aujanuzatop euckonpotound (HIGHT-FLUX) Hemoflow F80C,
OuokomnatubunHa memOpana, noepuivHa MemOpane 1,7-1.8 m2 ca crenenom Uf > 55
ml/mmHg, crepuninsoano BojeHa napa, ramMma. O63MpoM fa cre Hapesd 3aluTHheHH HA3uB
Fresenius aujanuzatopa — Hemoflow, moaumo na uctu u3bauuTe 13 TexHuUKe cnenvbuKanmje.

Oaroeop: bpuie ce HazuB Hemoflow F80C u3 TexHuuke cneundpHKanuje, Koja ce MHjetba U [acH:

«Tujanuzamop—eucoxonpomounu (HIGHT-FLUX), buoxosnamubuing memopand, nospuand
smexbpane 1,7-1,8 m2 ca cmenernort Uf 2 55 mi/mmHg, cmepuiuszosano godena napa, 2amman

[vramwe: ¥ JloTy 8 crapka 1 cre Hagenu 6a3uu 6uxadouaT 650 rp NaHCO3 y npaxy 3a Fresenius. /la nu ce
110/l OBMM CMaTpa Aa HaBeJleHH MPoU3B0 Mopa OMTH kKomnaTtuOunaH ca anapatomM Fresenius MM
Mopa Gut npousseneH on crpaHe Fresenius-a?

Oaroeop: baznu 6ukabonar 650 rp NaHCO3 y npaxy Mopa Outn koMnathbunan ca anapatom Fresenius.

Ilurawe: Jla nm 3a craeke 1,2 u 3 Jlota 3 y cactapy Tpeba na Oyae HaseaeH W | rp riaykoze xoja je
yoOHWYajeHH cTaHaap/l 3a XeMOAHjaMH3HE OTONKHE U KOJU je OM]ep elleKTposinTa 3a cTaBke 2 u 3

JloTta 3 HaBeleHe OTOMUHE {«KOHUEHTPAT Kucenor OukaptoHaTa»)?

Oarosop:

Omjep enexktponuta y Jloty 3 craska | 3a KOHIEHTpAT KKceaor OHkapOoHaTa je:
["myko3a .00 g/1
Na-+ mmol/l 138.00
K+ mmol/I] 2.00
Cat+ mmol/l 1.75
Mg++ mmol/l 0.50
Cl- mmol/l 109.00
Acetat mmol/l 3.00
Bikarbonat mmol/l 32.00
Mosm/] txeoret 290.00

Omjep enexrponura y Jloty 3 craska 2 3a KOHUEHTpAT KHceslor OukapOoHara je:

I'nyko3a 1.00 g/l
Na+ mmol/] 140.00
K+ mmol/} 2.00
Cat+ mmol/] 1.50
Mg++ mmol/l 0.50
Cl- mmol/ 111.00
Acetat mmol/] 2.00
Bikarbonat mmol/] 33.00
Mosm/| txeoret 290.00

Omjep enexrponura y JloTy 3 cTaska 3 3a KOHUEHTpAT krcenor SukapboHaTa je

['nykoza 1.00 g/
Na+ mmol/| 138.00
K+ mmol/] 2.00
Cat++ mmol/] 1.25
Mg++ mmol/1 0.50
Cl- mmol/} 109.00
Acetat mmol/l 3.00
Bikarbonat mmok/] 32.00
Mosm/| txeoret 290.00

Te ce 13 craske | Jlora 3 6puwe Hazue [1I'C 21, u3 crapke 2 Jota 3 6puwe ce nazus [11'C 25, a u3 crapke 3

Jlora 3 dpurue ce nazus NIC 27. 3




Hutaise: Ja au ce y JloTy 3, ¥ ctapkama 1.2 U 3 MOKC NOHYNHTH MaKOBa:e KaHWCTEp 7.8 1 WIIK cC MOKe
JICCTABHMTH TIOHY/A 3a CTaBKe HapejeHor Jlota npepadyyHapambem?

OuroBop: Bpwu ce u3MjeHa TexHHuke cneudduxanuje 3a JloT 3, vy cTapkaMa 1.2 4 3 Ha HayuH Ja ce Kao
JeMHKMLIA Mjepe Y3uMa JuTap, a He kaHuctep oa 101, Te ce Mjerma YKyNHa KOJIMYMHA [IpeJMETHE
Ha0aBKe, KaKo CIHjean:

Craeka | — 60.000 nurapa;
Cragka 2 ~ 20.000 nurapa;
Crapka 3 — [5.000 nurapa.

Murawe: Ma au ce 3a Jlor 10 mosxke 1ocTaBUTH MOHYAA 38 MaTepujan 3a yuiiherbe ¥ 1e3uH(eKLH]y MalliHa
3a XeMOJHjanu3y y KaHUCTepy o 5 n?

Oarosop: Bpwu ce u3Mjena texuuuke cneumburaumje 3a Jlor 10 na HauMy Ja ce Kao jeAHHHUA Mjepe
y3uMa JIMUTap, a He kauuctep on 100, Te je nmoTpefHO AOCTABUTH MOHYAY 33 YKYNHY KOJNA4HMHY
MarepHjana 3a ydirhemse U ne3uH(eKuHjy MallnHa 3a xeMoaujanusy oa 1.300 aurapa.

300r HaBeAEHHX H3MjeHA YTOBOPHHM Oprad he NpoayUTH KpajibH POk 3a J0CTaBy MOHy/a:
Pox 3a gocrapmame nouyaa ueraue 19.05.2015. rogune y 12:00 yacosa, a jasHo oTBapame nonyaa he ce
oapxkarn 19.05.2015, ronmue y 12:30 yacoga.

C nomropameM,

HM3epuuss aupexTop : JAAPEKTOP
CexTopa 3a yrosapame 3IpaBCcTBeHHX YC/Iyra
H jasHe HadaBKe
bpauxuna ba6uh, gumi. ekonomucTa




