
BIOHOLE™ BUTTONHOLE DEVICE
FOR THE BUTTONHOLE TECHNIQUE

PRODUCT DATA SHEET
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PRODUCT COMPLIANCE
•	 Complies with the following norms and regulations:

	― EN 556-1

	― EN 556-2

	― EN 1041

	― EN ISO 10993-1

	― EN ISO 10993-3

	― EN ISO 10993-5

	― EN ISO 10993-6

	― EN ISO 10993-10

	― EN ISO 10993-11

	― EN ISO 11137-1

	― EN ISO 11137-2

	― EN ISO 11137-3

	― EN ISO 13485

	― EN ISO 14971 

	― EN ISO 15223-1

	― EN 62366-1

	― EN ISO 11737-1

MANUFACTURING DETAILS
Legal manufacturer: Nipro Corporation
Country of origin: Japan

STERILIZATION AND SHELF LIFE
Sterilization Single-use only Indicator sticker Shelf life
Gamma ray “Each outer box (or shipping carton) 

contains a chemical indicator that 
ensures sterility. This indicator comes 

in the form of a yellow sticker that 
turns red when sterilized.” 

3 years

BIOHOLE™ BUTTONHOLE DEVICE
FOR T HE BU T T ONHOL E T ECHNIQUE

•	 Accelerated method to create a buttonhole tunnel track
•	 Limited use of sharp needles
•	 Ergonomic design to facilitate grip of the holder 
•	 Single-use
•	 Not made with latex, DEHP, or PVC
•	 Available in lengths of 3, 5, or 8 mm

Class IIa
0123
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Thumbtack-shaped 
polycarbonate stick

Polypropylene holder

MATERIALS USED

PRODUCT RANGE OVERVIEW
Reference code Length (mm)
BIOHOLE-KIT3 3
BIOHOLE-KIT 5
BIOHOLE-KIT8 8

PACKAGING DETAILS
Reference code Individual box (2 pieces) Inner box Outer box

L (mm) W (mm) H (mm) Weight (g) Quantity L (mm) W (mm) H (mm) Weight (g) Quantity L (cm) W (cm) H (cm) Weight (g)

BIOHOLE-KIT3 10,5 1,7 7,1 8,65 10 18,5 7,6 10,8 143,5 100 42,4 19,9 12,1 1052,5
BIOHOLE-KIT 10,5 1,7 7,1 8,65 10 18,5 7,6 10,8 143,5 100 42,4 19,9 12,1 1052,5
BIOHOLE-KIT8 10,5 1,7 7,1 8,65 10 18,5 7,6 10,8 143,5 100 42,4 19,9 12,1 1052,5

Languages 
14 languages on all levels of packaging

English (EN), German (DE), French (FR), Spanish (ES), Italian (IT), Dutch (NL), Bulgarian (BG),  
Portuguese (PT), Greek (EL), Swedish (SV), Danish (DA), Finnish (FI), Norwegian (NO), Ukrainian (UK)

Transport conditions
Keep away from direct sunlight, excessive humidity, dryness, and vibrations. 

Storage conditions
Keep away from direct sunlight, excessive humidity, dryness, and vibrations.

Holder
Material: Polypropylene (PP)

Stick (plug) 
Material: Polycarbonate (PC)

Not made with 
DEHP, Latex, PVC

Three different stick lengths: 
3 mm, 5 mm and 8 mm



Label details

Individual unit Inner box Outer box

Product name

Product size

Quantity (pieces)

   

Nipro Medical Europe : European Headquarters, Blokhuisstraat 42, 2800 Mechelen, Belgium
T: +32 (0)15 263 500  |  F: +32 (0)15 263 510  |  medical@nipro-group.com  |  www.nipro-group.com

www.nipro-group.com/en-en/our-company/our-locations
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