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JocTaBJba.

3alHTEepecOBaHO JIHMLIE je Ha OCHOBY wiaHa 63. craB 2. 3akoHa o jaBHMM HabaBkama (,,Ci.
rnacHuk PC” 6p. 124/12, 14/15 u 68/15), y namem tekcty 3akoH, maHa 23.05.2018. rogune
JIOCTaBMJIO 3axTeB 3a JoJaTHUM HH(poOpMmalMjaMa, MOjalUubEHhbUMa MU U3MEHY KOHKYpPCHE
nokymenrauuje 3a JH Op. 15/18- [Ipoussonu on xaptuje, koMmmpece, Bpehuie U OMOTH 3a
crepuiusauujy, 3a norpedbe BMA, Bb Huuwi, Bb Hosu Cax u [IAnCk-a, no cneznehem:

,,L [OIIITOBaHH,
Monumo na ce HarpaBu U3MEeHa KOHKYPCHO] JOKYMEHTALHUjH 3a naptuje 2 u 3

1. V tennepckoj cneuudukanudju cy Haseaend EN 868 2-5, ISO 11607-1 u 2, ISO 11140-1, ISO
9001, ISO 13485, ISO 14001

3a oBE NpoMU3BOJE je MOTPEOHO

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

Octane Hopme EN 868- 2,3,4, Hucy amivKaTUBHE 3a POJIHE M KECHLE Kao IITO CE MOXE
3aKJbYUYUTH U3 cneaehux objalimbea HOpMHU:

- 868-2 Packaging for terminally sterilized medical devices - Part 2: Sterilization wrap -
Requirements and test methods

- 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 Moxe BUAETH 3a mapTuje 4 U 5 Koje Cy MpaBUIHO HAaBEIECHE, OHOCHO TpaXku ce camo EN
868-5.

3aTo MoNKMMO Jia ce 3a maptvje 2 u 3 Hanpasu usmeHa EN HopmaTuBe u j1a ctoju camo EN 868-
5

Ogaj cranaapn je norspheH ox ctpane MHcTuTyTa 3a cranmapauzauujy Cpouje www.iss.1s

2. MonuMmo Jia ce HarpaBi U3MEHa Y BE3U ca CTaHJapAoM 3a KBanuTeT rae ce Tpaxu [SO 14001.
VY cranpapay ISO 1607 1-2 y craBy 4. General requirements je jaCHO OMUCaHO KOje CTaHOap/e
KBajMTeTa Tpeba npousBohay Aa nocenyje v TO je OMUCAHO Kao:

"Part 4.2 Quality systems

4.2.1 quality system



This activitis described within this part iso 1607 shall be carried out within a formal qualiti
sistem

note ISO9001 and ISO13485 contain requirement for suitable quality systems"

360r unbeHuLe aa nowroamwe ctanaapaa [SO 14001 Huje TpakeHO KOJ CBMX MPOU3BOMA, HErO
camo oapeheHux, cMaTpamo Jia OBaj CTaHJapA HHje y onuitoj noautuuu BMA Hero je ctangapa
crieurHLMpaH Y HAaMepH OrpaHryaBarba KOHKYPEHLM]€ KOjUM C€ jaCHO KPIUM jeHO Ol OUTHHX
Hauena 3JH (wr. 10).

[TpeanaxxeMo Ja ce CTaHAApA YKJIOHU UM Yy CYMPOTHOM CJly4ajy, ako je MOIUTOBabe CTaHAapaa
omuTa nonutdka BMA, nga ce mocraBd Kao OMUITH CTaHJap/] 3a CBE MapTHje U Ja Cy CBH
nonyhauu y o6ase3u na nocenyjy ctangapa [SO 14001.

3. MoJumo aa ce HanpaBu U3MEHa TeXHHUKe creuruKanyje 3a napTuje 2 u 3 Koja rjiacu:
Partija 2: Rukavci za sterilizaciju bez preklopa sa indikatorima za paru, formaldehid i etilen
oksid, (papir / providna folija), (papir 65-68g/m” / providna folija poliester-polipropilen).
[Taptuja 3: Kesa za sterilizaciju bez preklopa sa indikatorima za paru, formaldehid i etilen oksid,
(papir / providna folija), papir 65-68g/m” / providna folija poliester-polipropilen.

OBako HampaB/beHa creyuduKauuMja orpaHuyaBa KOHKYpeHUMjy W (aBopusyje jeaHor
npou3Bohaya.

Ha ©u ce omoryhuna Beha KoHKypeHUMja rpamaxca nanupa tpeda ga Oynme opn 60-70gr,
y3umajyhu y 003up KakBe pOJIHE TPEHYTHO MOCTOj€é HA TPXKHUIUTY U KaKBE CTE€ KOPUCTHUIIH
MPETXOJHUX [OAMHA.

4. MonuMo fia ce Hampase U3MEHE y Jefly KBaJIMTET re Ce TPaxHu:

* 3a n06pa u3 maptHje Op. 1, 2, 3,4, 5,6, 8,9, 10, 11, 12, 15, 16, 17, 18, 19,20 u 2/ cy y
KosioHd KBanuteT HaBeleHH CTaHAApIH KOjU Ce OJHOCE ce Ha npousBohaya nmoHyheHor nobpa.
Kao moka3 mpousBohjau Tpeba ma noctaBu cepTHHKAT UM KOMUjy cepTUdHKaTa KOjU MOpa
OUTH HW3JaT O CTpaHe CEpTU(PUKOBAHOr TeNa KOje je aKpeIMTOBAHO 3a CEepTUPHKALHU]Y Y
obyiacTiMa Ha Koje ce OJTHOCE MOMEHYTH CTaHJap/H .

Ceprudukaty U30aTH O CTpPaHE HE3aBUCHO aKpeAMTUBHOr Tena Mmory Outv 3a cienehe
CTaHOapae:

ISO 9001 , ISO13485, ISO14001

OcTtasu cTaHmapay cy caMo/eKJIapaTUBHU KOje Mpou3Bohay Moxe Ja u3ja camo AeKjiapauujy -
u3jaBy anu He U ceptudukar o ctpaHe ceprudukoBaHor Tena. Camoaeknapauujy npoussohau
u3naje y carjacHoctd ca crangapaom ISO 17050.

Ogakge jexnapanuje Tpeda aa ce 3axTeBajy 3a cieaehe ctanaapae:

EN 8682-5, EN 867 1-4, ISO 16071-2 ,ISO 11737-1, ISO 11140-1.

Hapyuunay ®oHp 3a couMjaiHO OCUrypamwe BOjHMX ocurypanuka, Kpyncka 6p. 13, 11000
Beorpan, Ha ocHOBY unaHa 63. ctas 3. 3aKOHa, OAroBapa 3aMHTEPECOBAHOM JIULLY:

1. 3a maprtuje 6p. 2 u 3 ce crannapa EN 868-2 Gpuiue u3 konone ,,Kpanuter®. Y Kononu
,KBanurer” ymecto EN 868 2-5 tpeba na croju EN 868 3-5. ¥V Tom cmuciy, usspiuuhe
ce U3MEeHa KOHKYPCHE JOKyMEHTaLuje.

2. 3a cBe mapTHje y KojuMa je TpaxkeH (maprtuje op. 1, 2, 3,4, 5,6, 8,9, 11, 12 u 19) ce
crangapa ISO 14001 Opuwe u3 konone ,Kpamuter”. V ToM cmuciy, usBpuuhe ce
M3MEHa KOHKYPCHE JOKyMEHTaLH]e.

3. 3a maptujy Op. 2 ce Mewa npeamer HabaBke (Ha3uB v omuc aobpa), mo cienehem:
»Rukavci za sterilizaciju bez preklopa sa indikatorima za paru, formaldehid i etilen
oksid, (papir / providna folija), (papir 65-70g/m> / providna folija poliester-



polipropilen)“. 3a nmaptujy 6p. 3 ce mewa npeaMeT HabaBke (Ha3WMB M OMUC JoOpa), Mo
cnepehem: ,,Kesa za sterilizaciju bez preklopa sa indikatorima za paru, formaldehid i
etilen oksid, (papir / providna folija), papir 65-70g/m” / providna folija poliester-
polipropilen.“. ¥ Tom cmuciy, usspiuuhe ce u3MeHa KOHKYpCHE JTOKYMEHTALH]e.

4. Wszspuwuhe ce u3MeHa KOHKYpCHE J[OKyMEHTaluje, OJHOCHO 3axTeBahie ce na
ceptuduxatu [SO 9001 u [SO 13485 6yny uznatu on cTpaHe cepTUUKALMOHOr Tena, a
oCTaJli AEKJIapUCaHu OJ] CTpaHe caMmor npousBohaua nouyhenux pobdapa.

HM3mene KOHKypCHe AOKYMEHTALHje Yy CKJAaay ca rope gatum oaropopuma he oOurn
ob0jaB/bene nHa Iloprany jaBHuX HA0ABKH H HHTEPHET CTPAHHLM HAPY4YHOLA.
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JlocTaBibeHO:

- Ha [Topran JH,

- HHTEPHET CTPaHHUIy Hapy4HOILla,
- y OMOT NpeaMerTa.



