SpPentaferte

I MEDICAL DEVICES SOLUTIONS

TECHNICKY LIST

™ PENTAFERTE ITALIA
s.r.l.
Viale Piane Nocella, 23
64012 CAMPLI (TE)

ITALIE
Vyrobek: INJEKCNi STRIKACKA 60 ml Luer Lock — PENTA
REF C.: 002022970F EMDN: A020102020102
Soucasti Technické specifikace (pouzité normy) Material
Pist Vzdalenost tla¢itko / ichop prstl: min. 8 mm (ISO 7886-1) |Nepruhledny polypropylen
Valec Nominalni kapacita: 60 ml Prahledny polypropylen

Luerdv kuzel se zamkem 6% (ISO 80369-7)

Hodnota dilku stupnice: 1 ml (ISO 7886-1)

Cislovana stupnice kazdych 10 ml (ISO 7886-1)
Tolerance jakékoliv stupriované kapacity vétsi nez 25/30
ml: +/- 4% (1SO7886-1)

Mazani: maximalni mnozstvi 0,25 mg / cm2 vnitfniho
povrchu (ISO 7886-1)

Cerny inkoust

Silikonovy olej
(polydimethylsyloxan)

Gumové tésnéni

Cerna barva; dva tésnici krouzky

Synteticky kau€uk
(isoprenova sloucenina)

Zkompletovana
stfikacka

Vodotésny pod tlakem: min. 200 kPa (ISO 7886-1)
Mrtvy prostor: max. 0,17 ml (ISO 7886-1)

Pojistny krouzek

Kompatibilni s infuznimi pumpami s polohou
PENTA/PENTAFERTE validovanou podle ISO 7886-2

Sterilni bariérovy
systém
(primarni obal)

Papir: 60 g/m2

Film: tloudtka 100 mm

ZpUsob rozbaleni: SLOUPNUTI

Variabilni Gdaje: popis produktu, SARZE, datum exspirace,
REF./Kéd

Zdravotnicky papir
Plasticka félie

Vnitini krabice

Kusy/krabice: 60

Ext. rozméry (v mm): 380 x 230 x 182

Variabilni Gdaje: popis produktu, SARZE, datum exspirace,
mnoZstvi, REF./kdd, datovi matice

VInita lepenka s bilym vnéjSim
krytem

Vnéjsi krabice

Pocet vnitinich / vnéjSich krabic: 4 (celkem 240 ks)
Ext. rozméry (v mm): 390 x 390 x 480

Oznadeni: popis produktu, SARZE, datum exspirace,
mnozstvi, REF./kdd, €islo sterilizacniho cyklu, datova
matice

VInita lepenka s bilym vnéjSim
krytem

Sterilizace

Smeés: Ethylenoxid 10% + CO2 90%
Kapacita steriliza¢nich komor: 24 m3 + 40 m3
Cyklus validovan podle normy EN ISO 11135

Skladovatelnost: 5 let, pokud je sterilni bariérovy systém neposkozeny a spravné skladovany

Uchovejte produkt pfed pfimym sluneénim zarfenim, skladujte v suchém a Cistém prostfedi a mimo extrémni teploty

a nadmérnou vlhkost
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Product: SYRINGE 60 ml Luer Lock - PENTA

REF: 002022970F EMDN: A020102020102
Components Technical specifications (Applied standards) Materials
Plunger Distance push-button/finger grips: min 8 mm (ISO 7886-1) | Opaque polypropylene
Barrel Nominal capacity : 60 ml Transparent polypropylene
Luer Lock taper 6% (I1SO 80369-7)
Graduated scale interval: 1 ml (ISO 7886-1) Black ink

Numbered scale every 10 ml (ISO 7886-1)
Tollerance on any graduated capacity greater than 25/30 | Silicone oil

ml: +/- 4% (1S07886-1) (polydimethylsyloxane)
Lubrication: maximum quantity 0,25 mg/cm?of internal
surface (ISO 7886-1)

Rubber gasket Black color; two sealing rings Synthetic rybber
(isoprene compound)

Assembled syringe | Watertight under compression: min 200 kPa (ISO 7886-1)
Dead space: max. 0,17 ml (ISO 7886-1)

Retaining ring

Compatible with infusion pumps having the PENTA/
PENTAFERTE position validated according to ISO 7886-2

Sterile barrier Paper: 60 g/m? Medical grade paper
system Film: thickness 100 pm Plastic film

(primary packaging) | Opening type: PEEL

Variable data: product description, LOT, expiry date,

REF./Code
Inner box Pieces/box: 60 Corrigated cardboard with
Ext. dimensions (in mm): 380 x 230 x 182 white outer cover

Variable data: product description, LOT, expiry date
Q.ty, REF./Code, Data-matrix

Outer box Number of inner boxes /outer box: 4 (240 total pcs.) Corrigated cardboard with
Ext. dimensions (in mm): 390 x 390 x 480 white outer cover
Labelling: product description , LOT, expiry date
Q.ty, REF./Code, sterilization cycle number, Data-matrix

Sterilization Mixture: Ethylene Oxide 10 % + CO, 90%

Sterilization chambers capacity: 24 m*® + 40 m?

Cycle validated according to the standard EN ISO 11135

Shelf life: 5 years, if the sterile barrier system is undamaged and correctly stored

Keep the product away from direct exposure to sunlight, in dry and clean environments and away from
extreme temperatures and excessive humidity
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