PRODUCT DATA SHEET

JOSPI® Kofferdam / Rubber Dam / Dental Dam

General

Kofferdam, also known as Dental Dam or Rubber Dam is a rectangular piece of natural rubber latex that is used in
dentistry to isolate teeth from the environment in the oral cavity during treatment. The Kofferdam is placed over the
oral cavity, individual teeth are fastened with clamps and protrude through the cloth. This allows for a clean and dry
field of work, retracting lips and cheeks and allowing for appropriate treatment without the area becoming
contaminated with blood or saliva.

Use and Function

The use of Kofferdam is mandated in root canal treatment, to ensure an aseptic working environment. Use of
Kofferdam is specifically recommended for dental treatments using composite filling material, since composites are
sensitive to moisture. Additional functions of Kofferdam is a reduced risk of small instruments, tooth fragments
and/or treatment materials being aspirated by the patient during treatment, and that the risk of transmitting droplet
infections between patient and staff is greatly reduced.

JOSPI®

What distinguishes our product from competing products is in part that the latex-bonds are evenly distributed in all
directions, which means that the product is more tear-resistant than competing products. JOSPI is made from
natural rubber, we only add proven and well-tested chemicals, and JOSPI is washed according to specially
designed processes to ensure that our product is safe for both patients and dental staff. This leads to the product
having a low occurrence of latex proteins on the surface, which means that it has a reduced risk of causing allergic
reactions.

Assortment

JOSPI is sold in three colors - Blue, Green and Light (Natural), but can on request for larger quantities also be
manufactured in other colors. The standard sizes for Kofferdam are - 15x15 cm (which is often referred to as 6x6
inches), 12.5x12.5 cm (which is often referred to as 5x5 inches) and rolls in 450x15 cm or 225x15 cm. The
thicknesses we sell are; Thin 0.15 mm (+ -0.025 mm), Medium 0.20 mm (+ -0.025 mm) & Heavy 0.25 mm (+ -
0.025mm). For drawings, see page 3 . For Labels see page 4.

PRODUCT NAME: JOSPI® Rubber Dam
PRODUCT DESCRIPTION: Rubber Dam / Kofferdam / Dental Dam made from Natural rubber latex
INTENDED USE: For professional dental use only

COUNTER-INDICATION: Latex can cause allergic reactions - this product is not recommended for people with
known latex allergy or increased risk of developing latex allergy

ITEM NUMBERS: See product overview on page 2, UDI-DI in the form of GTIN-13 is given in column 2
MATERIAL: Natural rubber latex, CAS / EUROPA; 009006-04-6 / 215-647-6

RECOMMENDED STORAGE CONDITIONS: Store in a cool and dark place, symbols for storage are; "Do not
expose to direct sunlight" and"Maximum storage temperature 23 ° C /73 ° F"

SHELF LIFE: 2 years after opening, limited to a maximum of 4 years from the date of manufacture. Products in
vacuumbag 2 years from the date of manufacture.

ENVIRONMENT: Product is inspected to meet REACH standards, as well as local laws and regulations
CE-MARKING: Intended for temporary use in the oral cavity, Class | Medical device according to rule 5 of Annex
VIII, EU Regulation 2017/745 (MDR)

QUALITY MANAGEMENT SYSTEM: EN-ISO 13485:2016

TEST METHODOLOGY: Vulcanization process is assured through ocular extension testing. Product size is
controlled against physical form. Color is tested by ocular control. Thickness is tested using micrometer. Number of
sheets in packaging is ensured according to routines in the gms. Product is checked for pinholes or other defects
according to routines in the gms. Samples from manufacturing batch are stored for a period of no less than 5

years. The products follow a biological evaluation plan according to ISO 10993, and undergoes periodic clinical
evaluation.

MADE IN: Sweden
MANUFACTURER: Isakssons Gummifabrik AB, Angalagsvagen 226, SE-269 95 Béastad

SIMILAR PRODUCTS: The product is also sold under the brand names Orbis, Santay, Morita and Swedent.
Examples of competing products available on the market are Hygenic Dental Dam (Coltene / Whaledent),Derma
Dam (Ultradent) and Flexi Dam (Coltene / Whaledent)
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Artnr. UDI-DI/ GTIN-13 Description Size Colour Thickness Pcs/unit
20100 7350013232008 JOSPI® Thin Light 5x5 12,5x12,5cm Light  0,15mm (+/- 0,025mm) 52 sheets
20101 7350013232015 JOSPI® Thin Blue 5x5 12,5x12,5cm Blue 0,15mm (+/- 0,025mm) 52 sheets
20102 7350013232022 JOSPI® Thin Green 5x5 12,5x12,5cm Green 0,15mm (+/- 0,025mm) 52 sheets
20110 7350013232046 JOSPI® Medium Light 5x5 12,5x12,5cm Light  0,20mm (+/- 0,025mm) 52 sheets
20111 7350013232053 JOSPI® Medium Blue 5x5 12,5x12,5cm Blue 0,20mm (+/- 0,025mm) 52 sheets
20112 7350013232060 JOSPI® Medium Green 5x5 12,5x12,5cm Green 0,20mm (+/- 0,025mm) 52 sheets
20120 7350013232084 JOSPI® Heavy Light 5x5 12,5x12,5cm Light  0,25mm (+/- 0,025mm) 52 sheets
20121 7350013232091 JOSPI® Heavy Blue 5x5 12,5x12,5cm Blue 0,25mm (+/- 0,025mm) 52 sheets
20122 7350013232107 JOSPI® Heavy Green 5x5 12,5x12,5cm Green 0,25mm (+/- 0,025mm) 52 sheets
20200 7350013232121  JOSPI® Thin Light 6x6 15x15 cm Light  0,15mm (+/- 0,025mm) 36 sheets
20201 7350013232138 JOSPI® Thin Blue 6x6 15x15 cm Blue 0,15mm (+/- 0,025mm) 36 sheets
20202 7350013232145 JOSPI® Thin Green 6x6 15x15 cm Green 0,15mm (+/- 0,025mm) 36 sheets
20210 7350013232169 JOSPI® Medium Light 6x6 15x15 cm Light  0,20mm (+/- 0,025mm) 36 sheets
20211 7350013232176  JOSPI® Medium Blue 6x6 15x15 cm Blue 0,20mm (+/- 0,025mm) 36 sheets
20212 7350013232183 JOSPI® Medium Green 6x6  15x15 cm Green 0,20mm (+/- 0,025mm) 36 sheets
20220 7350013232206 JOSPI® Heavy Light 6x6 15x15 cm Light  0,25mm (+/- 0,025mm) 36 sheets
20221 7350013232213 JOSPI® Heavy Blue 6x6 15x15 cm Blue 0,25mm (+/- 0,025mm) 36 sheets
20222 7350013232220 JOSPI® Heavy Green 6x6 15x15 cm Green 0,25mm (+/- 0,025mm) 36 sheets
21100 7350013232244  JOSPI® Thin Light Roll 450x15 cm Light  0,15mm (+/- 0,025mm) 1 each
21101 7350013232251 JOSPI® Thin Blue Roll 450x15 cm Blue 0,15mm (+/- 0,025mm) 1 each
21102 7350013232268 JOSPI® Thin Green Roll 450x15 cm Green 0,15mm (+/- 0,025mm) 1 each
21110 7350013232282 JOSPI® Medium Light Roll ~ 450x15 cm Light  0,20mm (+/- 0,025mm) 1 each
21111 7350013232299 JOSPI® Medium Blue Roll 450x15 cm Blue 0,20mm (+/- 0,025mm) 1 each
21112 7350013232305 JOSPI® Medium Green Roll  450x15 cm Green 0,20mm (+/- 0,025mm) 1 each
21120 7350013232329 JOSPI® Heavy Light Roll 225x15 cm Light  0,25mm (+/- 0,025mm) 1 each
21121 7350013232336 JOSPI® Heavy Blue Roll 225x15 cm Blue  0,25mm (+/- 0,025mm) 1 each
21122 7350013232343 JOSPI® Heavy Green Roll 225x15 cm Green 0,25mm (+/- 0,025mm) 1 each

Author: Henrik Fengved Edition: 3, Date: 2025-11-04

Page 2 of 4



Drawing Kofferdam:
6x6-inch, 150x150 mm

5x5-inch, 125x125 mm

52 sheets per unit

36 sheets per unit

Drawing/Parallellogram Roll:
1 roll per unit

et | 15 cm width

Thin & Medium 450 cm length, Heavy 225 cm length
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Labels Kofferdam

Label for vacuum bag with paper cover

JOSPI 4

%Mf

RUBBER DAM

Medium Green
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2023

250222

YY/MM/DD

(01)73500132321838(10)2023(17)250222(240)20212

Rigid Box label
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RUBBER DAM

Medium Green
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270222 Sxpiry e 2years

not beyond the
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Isakssons Gummifabrik AB
Angalagsvagen 226

269 95 Bastad, SWEDEN
SRN: SE-MF-000001604
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Caution: For professional dental use only Class | Medical device, GMDN: 11155
Store in a cool, dark and dry place EU MDR 2017/745

Isakssons Gummifabrik AB
Angalagsvagen 226

269 95 Bastad, SWEDEN
SRN: SE-MF-000001604
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Caution: For professional dental use only Class | Medical device, GMDN: 11155
Store in a cool, dark and dry place EU MDR 2017/745

Label Roll

JOSPI &

RUBBER DAM

i 23°C
Medium Green [2CIpMD C
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Store in a cool, dark and dry place

270222 Isakssons Gummifabrik AB
YY/MM/DD Angalagsvigen 226
Expiry date 2 years after 269 95 Bastad, SWEDEN

opening, but not beyond SRN: SE-MF-000001604
the specified expiry date

II.II

(01)73500132323054(10)2023(17)270222(240)21112
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