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I'OPHU MUJTAHOBAILJL

[Ipenmer: OnroBop Ha MUTamka y MOCTYIKY jaBHE HA0ABKE MPEBEHTHUBHOT CEPBUCHPAma arapara 3a
aHectesunjy 3a nmorpede Ommrre 6oauIe [opmu MutanoBar (jaBHa HabaBKa Majie BPEIHOCTH Op. 6 y
2016.roquun)

1.

VYenoB nocenoBama BanuaHor ceprudukara ISO 13485 y cebu caapxu cBe HaMma OTpedHE
rapanmmje aa he ce cepBucupama MEAUIIMHCKE OTIPEME U3BOIUTH IO CBUM Y3yCHMa CTPYKe
(mTo mozpasymeBa U 00aBJbamkbe CEPBUCUPARbA O CTPAHE cepBUCEpa 00yUEHUX 3a Ty BPCTY
amapara). Ceprudukanuona tena (MeyHapomHo nMpu3HaTa), Koja Cy u3ana cepTudukare y
CBOJUM PEAOBHUM KOHTpOJIaMa MpoBepaBajy KO BIacHUKA cepTu(duKaTa Jja I ce U KaKo
CIPOBOJIE OApen0e OBOT CTaHAAp/Ia M y 3aBHCHOCTH OJ] TOTa MOTY J1a YKHHY CepTU(HUKAT.
bynyhu na npeanaxere npunaramwe ceprudukara ,,ISO" renepanuje koju ce THUY
0e30eTHOCTH U 3/IpaBJba Ha Py, Ka0 U 3alITUTOM IPUPOTHE OKOJIMHE, & KOJU Y3TPed HEMajy
JMPEKTHE Be3€ ca peannsalnjoM oBe HabaBke no3HaTo Bam je na onpende ISO crangapaa
npoBepaBajy ceprudukanmae Kyhe xoje Bpire peceprudukayjy.

Hapyuwnar ocraje mpu Tpa)keHOM YCIIOBY, HAPYUHJIAIL j€ UCTIUTAO TPIKHUILITE U yCTAaHOBHO
7la BUIIIE TIOHYhava moceayje TpaKeHH CepTH(UKAT.

Hapyumnnarn je nedunncao ycioBe y KOHKYpCHOj TOKyMEHTAIIUjU y CKIIaTy ca 3aKOHOM O
JjaBHHM Ha0aBKaMa M y CKJIaJly ca CBOjUM peaslHUM moTpedama, orpema 3a Kojy ce HabaBiba
yClIyTa cepBHUca je orpemMa o] U3y3eTHE BaKHOCTH 32 (DYHKIIMOHUCAHE 3IPAaBCTBEHE YyCTAHOBE
C TOTa je HEOIXOHO J1a C€ MPUINKOM cepBuca yrpal)yjy HCKIbYYHBO OPUTHHAIHHU PE3E€PBHU
nenoBu. Hucmo ymo3HaTu ca TUME KaKBHU Cy 3aKOHM Ha cHa3M y Pemyonuim Hemaukoj.

C 063upom fa TBpAUTE J1a pEIOBHO YBO3UTE pe3epBHE AeoBe npousBohana Drager He
BHJIUMO 3a1mTo Bam je mpoOiem m1a nmare yropop ca mpousBohadem, jep je MPHUIMKOM CBAKOT
yBO3a PE3EPBHOT JiejIa HEOMXOIHO JOCTAaBUTH U MOTPAY Ipou3Bolada 1a pe3epBHU J1€0 HUje
MeauinHcko cpeactso (Akt UC-a, O6p.148-11-483-19-8/16/2015 o1 29.02.2016.roqune) u3
TOTra Ipou3sias3u Jaa Bu nMate mociIoBHO TEXHUUKY capajiiby ca nmpousBolauem Drager.

3a HapyuuoLa je MPUXBaTUIbiB U YTOBOP Ca APYT'HM IIPABHUM JIULEM YKOJIHKO j€ TO JIUIIE
OBJIaITNEHO OJ1 CTpaHe Mpou3Bohava onpeme Aa TUCTpUOyrpa pe3epBHE JACJIOBE Ha

teputupuju Cpouje.

Burie nonyhaua Moke UCITyHUTH TPaskeHH yCIIOB.
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