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Peny0siuka Cpouja
YIIPABA 3A JABHE HABABKE
Bp. 404-02-1493/20
Harywm, 27.3.2020. rogune
beorpan

JAOM 3JIPABJbA ,, 1P MUJIOPAL MUKA ITABJIOBHUHR*

CprickolpkBeHa 5

Wuhwuja

Ha ocHoBy unana 36. craB 4. 3akoHa o jaBHUM HaOaBkama (,,Ciry>kKOCHHU TITacHUK
PC* 6p. 124/12, 14/15 u 68/15, y nasem Tekcry: 3JH), a Ha 3axTeB Jloma 3apaBiba ,,JIp
Munopan Muka IlaBmoBuh™ 6poj 01-754 onm 19.3.2020. rommue, YmpaBa 3a jaBHe
HabaBke aaje cienehe:

Mummbeme

OCHOBAHA je npumeHa nperopapadkor 1nocTtynka 0e3 o0jaBibHBama 03MBa 3a
NOJIHOLIeHe MoHy1a npeaBuheHor uwianoMm 36. craB 1. tauka 2) 3JH, 3a jaBHy HaOaBKy
nobapa - 1abopaTOPUjCKU PeareHcHu — MaTepHjall 3a HEOCUTypaHa JIMIIa 3a arapare:

1. URISCAN PRO Il — npoussohaua YD Diagnostic CORP;

2. ADVIA 1200 — nmpousBohaua Siemens Healthcare Diagnostics Gmbh;

3. BC 3600 — npoussohaua Shenzhen Minday Bio-Medical Electronics Co.

Ob6pa3znoxeme

Honucom, 6poj 01-754 ox 19.3.2020. rogune, Koju je y YrpaBu 3a jaBHE HaOaBKe
npumibeH aaHa 24.3.2020. roaune, Hapyuwnan Jlom 3apassea ,,JIp Mwuiopang Mwuka
[TaBnoBuh* 00paTHoO ce 3aXTEBOM 332 MUIIbEHE O OCHOBAHOCTH IPUMEHE MPETroBapavuKor
mocTymnka 6e3 00jaBJbUBaka MO3MBA 3a MOIHOIICHE TTOHY/A Y CKIaAy ca wiaHoM 36. cTaB
1. Tauka 2) 3JH.

[Ipeqmer HaBemeHOr 3axTeBa 3a MUIBCHE je jaBHa HabaBka mpobapa -
71a00paTOPHjCKH peareHcu — MaTepHjall 32 HEOCUT'ypaHa JIMIIA 3a arapare:

1. URISCAN PRO Il — npou3sBohaua YD Diagnostic CORP;

2. ADVIA 1200 — npousBohaua Siemens Healthcare Diagnostics Gmbh;

3. BC 3600 — mpousBohaua Shenzhen Minday Bio-Medical Electronics Co.



Kao monyhaua kojem O6u Ouo 10/A€IbEH YroBOp Yy IMPErOBapadykoM MOCTYIKY
Hapyuuiall je HaBeo 3a maptujy 1: mpuBpeano apymtso ,,PRIMAX® noo u3 beorpana; 3a
naptujy 2: npuspeano apymrso ,,EVYPOJINIJATHOCTUKA® noo u3 Hosor Cana u 3a
naptujy 3: mpuBpeano apymtso ,,EYPOMEJINMIINHA® noo u3 Hosor Cana.

VY obpa3znoxemy 3axTeBa Hapydmiall je HaBeo na Ojesbeme 3a J1abopaTOpHjCKy
nujarHoctuky nocenyje HaBeaeHe anapate URISCAN PRO Il - xemujcku ananmuzarop 3a
ypun; ADVIA 1200, xao u xemaronomku ananuzarop BC 3600 na kojuma ce xopucre
WCKJbYYUBO OPUTHHAIHU TMOTPOIITHU MaTEPH]aJIH.

VY nmpuiory 3axTeBa Hapy4uiall je T0CTaBUO:

- Komujy yroBopa o nuctpubyuuju ox 2.3.2007. roguHe, 3akJbydeHor u3Mehy
YD Diagnostic CORP u npuspeasor npymrsa ,,PRIMAX® noo u3 beorpana;

- Komujy yBepema npousBohaua amapata YD Diagnostic CORP ox 23.1.2020.
roJUHE, y KOjUMa je HaBEJCHO Ja je YrOBOp O TUCTPUOYIHjU 3aKJbYUYCH ca
npuBpeaHuM apymrsoM ,,PRIMAX® noo u3 beorpaga u nase Baxxehu, Te na
j€ UCTHU jeIMHU KOjHU MMa MpaBo Ja JUCTprOynpa npousBoe npoussohaua YD
Diagnostics Ha teputopuju Penybmuke Cp6uje. Takolhe, HaBemeHo je u aa
URISCAN PRO Il xemujcku aHna3utopu 3a ypuH Koje mpomsBomu YD
Diagnostics Mory KOPHUCTUTH CaMO Tpake 3a YPHHCKH TECT MCTOr
npou3Bohaua;

- Komujy moTBpJa mpou3Bohada anapata Siemens Healthcare Diagnostics Gmbh
on 7.1.2020. romuue, y kojuma je HaBemeHo mga amapar ADVIA 1200
NPEJCTaB/ba 3aTBOPEHU CHUCTEM Ha KOjEM CE MOTY KOPUCTHTH HCKJbYUHBO
OpUTMHAIIHU  peareHcd, Kao W Ja je  TPUBPEIHO  JIPYIITBO
»EYPOIUJATHOCTUKA®* noo Hosu Caa, HCKIby4MBH TIpOJaBall H
cepBucep mpou3Boa npoussohaya Siemens Healthcare Diagnostics Gmbh na
teputopuju Pernyonuke Cpouje;

- Komujy yroBopa o nuctpuOyuuju ox 11.2.2019. roaune, 3akibydeHor usmely
Siemens Healthcare Diagnostics Gmbh wu mnpupexHor apymitsa
~EYPOINIATHOCTHUKA noo u3 Hosor Cana;

- xonujy oBnamhema kommnanuje Shenzhen Minday Bio-Medical Electronics
Co.Ltd om 26.12.2019. romuHe y KoOjeM je HaBeAGHO Ja je
»EYPOMEJIUITUIINHA®“ noo, HoBu Can, jemuHU M UCKJbYYHMBH IMPOJaBall
Ha Teputopuju PenyOnuke CpOuje, Koju HMa EKCKIy3UBHU YroBOp 3a
perucTpanujy, Ipoaajy u cepBUCHpame HaKOH Ipoaaje ananuzaropa BC 3600
U npunanajyhux peareHaca, Te Ja je HaBeJICHU aHAIN3AaTOP 3aTBOPEH CHCTEM
1 (pyHKIMOHHIIIE caMO Ca OPUTHHAIHUM peareHcuMa, mparehoM ompeMoMm u
MOTPOIITHUM MaTepHjalioM Koje UCropydyje KoMmmanuja ,,Mindray*;

- KOMHjy yroBopa o AUCTpHOyIHUju 3aKibyueHor nu3Mely npousohaua Shenzhen
Mindray Bio-Medical Electronics Co. Ltd wu mnpuBpeaHor apyiirsa
»Eypomeaununa® 1oo, Hosu Can.

Unanom 36. craB 1. Tauka 2) 3JH nponucano je ga Hapy4yuial MOXe CIPOBOJIUTH
IPEeroBapayku IMocTymnak 0e3 00jaBJbHBama IMO3UBA 3a IOJHOIICHE MOHYAA ako 300r
TEXHWYKUX, OJTHOCHO YMETHHUYKHX pasjiora TpeaMeTa jaBHe HaOaBKe WJIM W3 pasiora
MOBE3aHUX Ca 3alITUTOM HUCKJbYUHBHUX MpaBa, HA0ABKY MOXKE HU3BPIIUTH caMO ojpeheHun
nonyhau.



CraBom 2. ucror uwirana 3JH mpensuleHo je na je Hapydmian JIykaH Aa Tpe
MOKpEeTama MPEroBapavkor MocTynka u3 craBa 1. tad. 2) g0 6) 3axTeBa oX YIpaBe 3a
jaBHE Ha0aBKE MUILBEHE O OCHOBAHOCTH IPUMEHE TPErOBAPAYKOT TOCTYIIKA.

CraBowm 4. ucror wiana 3JH nponwucano je aa je Ynpana 3a jaBHe HaOaBKe JAy)KHA
Jla y pOKY OJ1 JIeCeT JlaHa O]l JJaHa MpHjeMa KOMIUIETHOT 3aXTeBa U3 CTaBa 2. OBOT WIAHA,
UCIHTa TIOCTOjalbeé OCHOBAa 3a CHPOBOhECHE MPEroBapaykor IOCTYNKAa, a TOKOM
WUCIIUTHBAKka MOXE OJl HapydHmolla 3axTeBaTd JOJaTHEe WHPOpMaIMje H TOJATKe
HEOITXO/HE 32 yTBphHBame YHIHEHUIIA KOje Cy O/ 3Hauaja 3a JaBamkbe MUIIbEHA.

VYnpaBa 3a jaBHe Ha0aBKe pa3MOTpUiIa je HABOAE M3 3aXTeBa 32 MUILBEHE U
MPUJIOKEHY JOKYMEHTAIU]y U YTBPIWIA JIa TIOCTOj€ TEXHUYKU Pa3iio3n 300T KOjUX caMo
onpehenn monyhaunm Mory na u3Bplie npeamerHy HabaBky. Mmajyhu y Buny na w3
MPUJIOKEHE JOKYMEHTAIMje MPOU3NIa3H Ja cy noreHuujannu nonyhaun ,,PRIMAX® noo
beorpan, ,,EYPOIANIJATHOCTUKA® noo Hoeu Can u ,,EYPOMEIUILIUIIMHA® noo
Hosu Cap, jenunu u ekckiTy3uBHU AUCTpuOyTepu peareHaca 3a ypehaje URISCAN  PRO I,
ADVIA 1200 u BC 3600, xoje mocemyje Hapy4mial, Te Ja HaBeneHH ypehaju mpencraribajy
3aTBOPEHE CHCTEME Ha KOjUMa CE MOTY KOPHCTHTH CaMO OPHIMHAJIHH DPEarcHCH, MOXE Ce
3aKJBYYUTH JIa j€ Ped O jaBHOj HAa0aBIM KOjy 300T TEXHHUYKHX pa3jiora MOXKE Jla M3BPIIH
camo oxapehenu monyhau. C 003upoM Ha Hampea HaBEICHO, MHUILBEHA CMO Ja je
OCHOBaHa MpPHUMEHa MPETrOBaPAUKOr MOCTYIKA MPOMUcaHOT WwianoM 36. ctaB 1. Tauka 2)
3JH.

HanomumeMmo 1a je MUILBEHE YIIpaBe 3aCHOBAHO HA OICHH HCITYE>EHOCTHU
(dbopMalTHO TpaBHUX YCIIOBAa 3a MPHMEHY MPEroBapavykor MOCTynkKa 0e3 o0jaBJbHBamba
M03MBa 3a MOJIHOIICHE MOHYAa. JlaTuM MUIIJbekeM YIIpaBa HU HA KOjH HAYWH HE YIIa3u
y NHUTalke LEeTUCXOJHOCTH jaBHE Ha0aBKe 3a KOjy Hapydyuiall HaMepaBa Ja CIpOBele
IperoBapayky nocrynak 6e3 00jaBjbrBamka MO3MBa 32 MOIHOIIECHE IOHY/IA.

[Topen Tora, ykasyjemo na je Hapyduiall o0aBe3aH Ja, y CKIaay ca 4wiaHoMm 36.
ctaB 8. 3JH, 06e30e1u 1a yroBopeHa IieHa y MPEroBapaykoM IMOCTYNKY He Oyne Beha on
yIIOpeIMBE TPXKUIIHE IIEHE U Ja ca TYKHOM MaXHhOM MpoBepaBa KBAJTUTET MpeAMETa
jaBHE HabaBKe.

BJI INPEKTOPA

Cangnpa JlamueBuh



