PRODUCT DATA SHEET

SAFETOUCH™ HUBER NEEDLE SET

(WITH CUSHION])

STERILE, SINGLE-USE, NON-CORING HUBER NEEDLE
INFUSION SET WITH SAFETY DEVICE

N\ NIPR0



Safetouch™ Huber Needle set wicushion

STERILE, SINGLE-USE, NON-CORING HUBER NEEDLE INFUSION SET WITH SAFETY DEVICE

e [ntended for the infusion of drug solutions into or blood sampling from a

reservoir implanted in the body C€ .
e Fach gauge and length of needle is power-injectable up to 300 psi class Ilb Medical Devices
» Compact design without the need for additional stabilizing components Rule 7

. S _ MDD 93/ 42/ EEC

e [ntuitive activation of the safety mechanism UMDNS 12729
e Designed for use with a vascular access infusion system
e Non-coring needle with cap
e Needle fixed at 90° angle
e Fixed colored wings
e Base with cushion for patient comfort
e Not made with latex or DEHP
e Available with or without Y-site
 Tubing lengths of 200 mm (with Y-site] and 200 or 450 mm [without Y-site]
e Available in 19, 20, and 22G
 Available in 19, 25, and 38 mm (%", 1", 172" respectively)
Product Compliance
* Complies with the following norms, directives, and regulations:

— 1S5S0 9626:2016 — 1S0 7864 — 150 8536-4

— S0 10555-3 — 150 80369-7
Manufacturing DETAILS
Legal manufacturer: Nipro Corporation
Country of origin: [hailand
Sterilization and Shelf Life

Sterilization Single-use only Indicator sticker Shelf life
FtO [Ethylene oxide] ® ontins s charmica ettt 3 years

STERILE[EO]

in the form of a violet sticker that turns

indicates sterility. This indicator comes
blue when sterilized. g



Materials Used

Safetouch Huber body
Material: Polypropylene (PP)

Safetouch Huber over cap
Material: Polypropylene (PP)

Not made with
Latex or DEHP

Needle (cannula) o Safetouch Huber hub F
Material: Stainless steel SUS-304 \ Material: Polyvinylchloride (PVC)
Lubricant

Material: Silicone 0 Cushion & adhesive

Material: Softlon S white and
double coated tape: GPT 020F

Glue o/

| Material: Epoxy

Luer connector
Material: Polycarbonate (PC)

Luer cap 0_/ f'l

"% Material: Polypropylene (PP) ,/

Material: Polyoxymethylene (POM)

SERNAE Needle cap
: = Y, Material: Polyethylene (PE)
e ._,:.;ﬁ H\
M : e
PRODUCT RANGE OVERVIEW
L Needle outer Needle length  Tube length o Priming
Reference code Description diameter (6] ) volume (mm) Y-site volume (mL)
HCNS-SF-1919C20-ET* | SF Huber coreless Ndl Set 196 19 mm 20 cm - with cushion 19 19 200 No 0.3
HCNS-SF-1925C20-ET*  SF Huber coreless Ndl Set 196 25 mm 20 cm - with cushion 19 25 200 No 0.3
HCNS-SF-1938C20-ET* ' SF Huber coreless Ndl Set 196 38 mm 20 cm - with cushion 19 38 200 No 0.3
HCNS-SF-2019C20-ET* | SF Huber coreless Ndl Set 206 19 mm 20 cm - with cushion 20 19 200 No 0.3
HCNS-SF-2025C20-ET* | SF Huber coreless Ndl Set 206 256 mm 20 cm - with cushion 20 25 200 No 0.3
HCNS-SF-2038C20-ET* | SF Huber coreless Ndl Set 206 38 mm 20 cm - with cushion 20 38 200 No 0.3
HCNS-SF-2219C20-ET* | SF Huber coreless Ndl Set 226 19 mm 20 cm - with cushion 17 19 200 No 0.3
HCNS-SF-2225C20-ET* | SF Huber coreless Ndl Set 226 256 mm 20 cm - with cushion 17 25 200 No 0.3
HCNS-SF-2238C20-ET* | SF Huber coreless Ndl Set 226 38 mm 20 cm - with cushion 27 38 200 No 0.3
HCNS-SF-1919Y-C-ET | SF Huber coreless Ndl Set 196 19 mm Y - with cushion 19 19 200 Yes 0.6
HCNS-SF-1925Y-C-ET | SF Huber coreless Ndl Set 196 25 mm Y - with cushion 19 25 200 Yes 0.6
HCNS-SF-2019Y-C-ET | SF Huber coreless Ndl Set 206 19 mm Y - with cushion 20 19 200 Yes 0.6
HCNS-SF-2025Y-C-ET | SF Huber coreless Ndl Set 206 25 mm Y - with cushion 20 25 200 Yes 0.6
HCNS-SF-2038Y-C-ET | SF Huber coreless Ndl Set 206 38 mm Y - with cushion 20 38 200 Yes 0.6
HCNS-SF-2219Y-C-ET | SF Huber coreless Ndl Set 226 19 mm Y - with cushion 17 19 200 Yes 0.6
HCNS-SF-2225Y-C-ET | SF Huber coreless Ndl Set 226 25 mm Y - with cushion 22 25 200 Yes 0.6
HCNS-SF-2238Y-C-ET | SF Huber coreless Ndl Set 226 38 mm Y - with cushion 27 38 200 Yes 0.6

*Can be produced also in 450 mm on demand




Packaging Details

Without Y-site

Individual unit Inner box Outer box
L (mm) ‘ W (mm) ‘ Weight (g) Quantity(pcs]‘ L (mm) ‘W(mm]‘ H (mm) ‘ Weight (kg) |Quantity [pcs]‘ L (mm) ‘W[mml ‘ H (mm) ‘ Weight (kg)
98 85 13.2 20 308 | 105 | 152 0.376 160 434 | 322 | 332 3.77
With Y-site
Individual unit
L (mm) ‘ W (mm)
98 85 13.8 20 308 | 105 | 152 @ 0.388 160 434 1 322 | 332 | 3.868
Languages

26 languages: English (ENJ, Bulgarian (BG), Czech (CS), Danish [DA], German (DE), Greek [ELJ, Spanish (ES),

Estonian (ET), Finnish (FI), French (FR], Croatian (HR), Hungarian (HU), Italian (IT), Lithuanian (LT), Latvian
(LV), Dutch (NLJ, Norwegian (NQJ, Polish [PL], Portuguese [PT), Romanian (RO), Russian [RU), Slovakian
(SK), Slovenian (SL), Serbian (SR], Swedish (SV], Turkish (TR).

Transport and storage conditions
Keep dry and away from sunlight.

Label details
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