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JOCTaBJba.

3aMHTEPECOBAHO JIMLE jeé HA OCHOBY wiaHa 63. craB 2. 3akoHa O jaBHMM HabGaskama (,,Cil.
rnacuuk PC” 6p. 124/12, 14/15 u 68/15), y namem tekcty 3akoH, naHa 01.06.2018. roguxe
AOCTaBU/IO 3aXTE€B 33 JIONATHUM MHpOpMalujaMa U MOjallbEelbUMa KOHKYPCHE
nokymentaumje 3a JH 6p. 15/18- [pousBomu on xaprtuje, komnpece, Bpehuue u oMoTH 3a
ctepunu3auujy, norpedbe BMA, Bb Huwi, B Hosu Cag u LIAnCk-a, no cneaehewm:

,»| [OLITOBaHKM MOJIMMO J1a CE HAMpaBU U3MEHa Y KOHKYPCHOj JOKYMEHTALMjH 3a napTuje 2, 3.

1. I'ne je cneuudunupano EN 868 2-5, ISO 11607-11 2, ISO 11140-1, ISO 9001, ISO 13485,
ISO 14001

3a OBaj €0 MPOM3BOJE je NOTPeOHO:

“EN 868-5 Packaging for terminally sterilized medical devices. Sealable pouches and reels of
porous and plastic film construction. Requirements and test methods”

Ocrane Hopme EN 868 3, 4, HHUCY alIMKaTHBHE 3a POJIHE U KECHULIE:

“868-3 Packaging for terminally sterilized medical devices - Part 3: Paper for use in the
manufacture of paper bags (specified in EN 868-4) and in the manufacture of pouches and
reels (specified in EN 868-5) - Requirements and test methods”

“868- 4 Packaging for terminally sterilized medical devices - Part 4: Paper bags -
Requirements and test method”

To ce nokasyje ucTo Tako WTO y MapTHju O6poj 4 U S je MpaBUIIHO CIEUUULIMPAHO U TPAXKH
ce camo 868-5.

3aTo MonuMo Ja ce y maptjama 2-3 Hampasu usmena EN Hopmatuee u ga ctoju camo EN
868-5.

OBu cranpmapau cy notBphenu ox crpane Hucruryra 3a cranmapausauujy Cpbuje
WWW.1SS.TS.

2. MonuMo nojaulmberne MpoLeHhEeHe BPSJHOCTH 3a napTujy 2.
Hanpasibena je no LeHH of MPEeaXOAHe FOAMHE rae Cy pykasuu Oounu 60gr. Monumo na ce
MPOBEPH MPOLEEHA BPEAHOCT JEP PyKaBLY ca BehoM rpaMa)koM MOpajy OMTH U CKYIULH.

3. 3a maptujy 32 Huje noTpeOHO aHaNM3a KBaJUTETa Of MpOM3BOhaya, 3a OBE KECHIE je
notpeban ctanpapy 11607 1&2 u EN 868-5 jep to je medical divace klasa [.*



Hapyunnay @oHJ 32 COLMjaTHO OCUIypame BOjHUX ocurypaHuka, KpyHcka 6p. 13, 11000
Beorpan, Ha ocHOBY ujaHa 63. cTaB 3. 3aKOHa, 0AroBapa 3aMHTEPECOBAHOM JIMLLY:

1. Hapyuunay je Ha OCHOBY 3axTeBa 3a JOAAaTHUM HHGOpMaUHjamMa M MOjaliberhUMa
KOHKYPCHE JOKYMEHTALUje 3aUHTEPEeCOBaHOr JIMLA, MPETXOAHO Beh pa3sMOTpHO KOHKYpPCHY
JOKYMEHTAIMjy U U3BPLIMO U3MEHE KOHKYPCHE NOKyMEHTaluje 3a naptuje 6p. 2 u 3, koje cy
o6Gjasspere Ha [Toprany jaBHuX HabaBKU U HHTEpHET cTpaHuuM Hapyuuoua nana 28.05.2018.
FOAMHE.

2. 3a nobpo Ha mapTdju Opoj 2 MpoUEHEHE BPEAHOCTH Cy aXypUpaHe Mpe MOKpeTarba
MOCTYIMKA MPeJMETHE jaBHE HabaBKe.

3. JIo6po u3 maptuje 6p. 32 ce cmaTpa MEAUUMHCKUM CPEICTBOM U MOpa ja rnoceayje paxehe
Pewere 0 ynucy y Perucrap MeIUMLMHCKHX CpelcTaBa M3AaTo O AreHUHje 3a JIEKOBE U
meauiuHcKka cpeactBa CpOuje. Y TomM cmuciy, u3Bpiuuhe ce H3MEHa KOHKYpPCHE
JOKYMEHTalHuje.

M3MeHe KOHKypCHE HOKYMEHTaluje y CKIaay ca rope JaTtiM oArosopom he outu objaBibeHe
ta [TopTany jaBHUX HaOaBKU U MHTEPHET CTPAHHULIK HAPYy4YHOLA.
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