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PEIIYBJIUKA CPBUJA
MHWHHUCTAPCTBO OJJEPAHE
CEKTOP 3A ®UHAHCHJE Y KOHTPOJIMHI
@®oHA 32 COLHjATHO OCHIYpalbe
BOjHHX OCHI'YpPaHHKA
Bf 114-_5 .
Ei ey i rommme
Beorpan

OnroBope 3aUHTEPECOBaHUM JTHLHMA
y BE€3U ca MPHUIPEMaEeM MOHY e,
AOCTAaBJba.-

3auHTEpecOBaHa JIML@A Cy Ha OCHOBY uiaHa 63. cTas 2. 3akoHa o jaBHUM HabaBkama (,Ci1. rinacuuk PC” 6p.
124/12, 14/15 wu 68/15), y nameM TeKCTy 3aKOH, AOCTaBHJIA 3aXTeBe 3a JOAATHUM HH(OpMauujamMa u
MojallmbemhuMa KOHKYpCHe fokyMeHTauyje 3a JH 6p. 14/17- [IpousBoau oxn xapTuje, komrpece, Bpehuue 1
OMOTH 3a CTepuiIu3auujy, 3a norpedbe BMA, LIAnCk-a, BMII-a Hosu Cag u Bb Huu.

1. IlpBo 3amHTepecoBaHO JHIE je MOCTABHJIO 3aXTeB 3a NOJATHUM HHopManMjamMa HIH
nojamikbelhHMa KOHKYPCHe I0KyMeHTauuje, no caeaehem:

,,1 [OLITOBaHM,

Monumo Bac 3a nojaiumere y Be3u ca naptujama 6p. 3 u 6p. 4.
IMaprHja Op 3:

Moaumo Bac 1a u3MEHUTE KOHKYPCHY JOKYMEHTALH]Y.

Tpaxu ce EN 868-2 "Packaging for terminally sterilized medical devices. Sterilization wrap. Requirements
and test methods” (oBaj cranzapa HUje 3a KeCHLE U POJIHE, OBO j& CTAHAAp/A KOjH j€ HAMEHEH 32 OMOTE)
MOJIMMO Jia Ce MPOMEHH, jep 3a KecHUe M pykasue je ctanmapx EN 868-5 Packaging for terminally
sterilized medical devices. Sealable pouches and reels of porous and plastic film construction.
Requirements and test methods. :

3a naptujy oOp. 4:
Ha v ce npuxpara Jja ce MoHyJu TUMEH3Hja:
- ctaBka 9, 3a kecuie 21x32cm kecuua 20x35cm,
- craBka 11, 3a kecuue 25x 42cm kecuua 25x45cm?¢
Hapyuunnan @oHj 3a coUMjanHO OCUIypame BOjHHX ocurypaHuka, Kpyucka 6p. 13, 11000 Beorpan, Ha
OCHOBY 4JjiaHa 63. ctas 3. 3aKOHa, 0AroBapa 3aUHTEPECOBAHOM JIMLLY:
1. 3a maprujy 6p. 3 craBke 6p. 1, 2, 3 u 4 ce u3 konoue ,,KBanurer™ Gpuuie crannapa EN 868-2, Tako
na y konouu ,Keanuret Tpeba na ctoju EN 868 3-5, mok ocrtamd craHmapad octajy

HENPOMEHEHH. Y TOM CMHCITY, U3BpILIKheE ce M3MEHa KOHKYPCHE JIOKYMEHTALH]e.

2. 3amaptujy 6p. 4 ocTajy TpakeHH 3aXTEBH, OJJHOCHO TpaXKEHa OJCTYIMama y JUMEH3Ujama.



2. JIpyro 3aMHTepecOBaHO JIMIE je JOCTaBMJIO 3aXTeB 3a JO0JATHHM HHPOpMaLHjaMa HJIH
nojaummelbHMa KOHKYpPCHe JOKyMeHTanuje, no cieaehem:

.l IomToBaHH,

VYV Be3u jaBHe HabaBke Opoj 14/17 - mpousBoauM On XapTuje, KomIpece, Bpehuue U OMOTH 3a
cTepunu3aumjy, 3a norpede BMA, LIAIICK-a, BMII-a Hoeu Can u Bb Huu, y Besu Bauier oarosopa Ha
3axTeB 3a Mojauimkere 3a naptije 10 u 11 obaeemraBamo Bac pa Baxehe mumbewe AJIMMC-a Huje
MOTpeOHO MPHUIMKOM MpPOLEAYPe YBO3a U MPOMETOBaa CPEeICTBOM, MpeMa Baxkehoj peryaaTuBu 3a yBO3
MEIULMHCKUX CPENCTaBa.

Mosnumo Bac aa jow jeqHom pasmotpute MoryhHocT ga ce [Tucmo dopmanHe HEKOMILUIETHOCTH U3AATO O
ctpane AJIMMC-a mpu/iMkoM MOAHOLLIEHA 3aXTeBa 32 PErUCTPaLjy MEJULMHCKOr CPEJCTBA, a Y KOME je
Mope/ OCTaIMX HaroMEHa HaBeJeH U Ha3MB MEJMLIMHCKOr cpelctBa koje npema Jupextusu 93/42/EEC
HHje MEIMLMHCKO CPEICBO M Ja je HU30pHCaHO U3 MOJHETOr 3aXTeBa 3a PEerucTpaLujy, MPUXBATH Kao
BaJIMAAH JOKa3 Ja MEJULUHCKO CPEICTBO HE MOMIEXKE YMUCY Yy perucrap MEJUUHHCKUX CpEACTaBa,
003MpOM Oa HH 3a YBO3 M MPOMETOBame HHje noTpebHo munubewe AJIMMC-a, na je pok 3a u3aaBarbe
cTpyuHor muiuberwa o crpaHe AJIMMC-a na nonyheno nobpo He cnaja y MeaMuuHcKa cpeacrtsa 30
JlaHa U U3YCKYje JOAaTHE TPOLUKOBE 3a HEeroBo npudaBbame.

Hapyunnan ®oHp 3a coUujaHO OCHrypame BOjHUX ocurypaHuka, KpyHncka 6p. 13, 11000 Beorpapg, Ha
OCHOBY wiaHa 63. cTaB 3. 3akOHa, OAroBapa 3aMHTEPECOBAHOM JIMLLY:

1. 3a mapruje 6p. 10 u 11 ocTaje TpaXkeHU 3aXTeB Ja ce Kao JoKa3 Ja JoOpa Ha HaBeEHUM MapTHjama
HE Crajajy y MeauUuHcka cpencta qoctasu Baxehe muuubewe AJIMMC-a na nonyheHo nobpo He
craja y MeJULMHCKA CpeICTBa.
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JlocTaBJb€HO:

- Ha [Toptan JH,

- UHTEPHET CTPaHHLY Hapy4HoLa,
- Y OMOT MpeaMeTa.
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