
1. Product Name
Single-use Cleaning Sponge

2. Components
---

3. Legal Manufacturer
NANTONG BOKE ENDO MEDICAL DEVICE
TECHNOLOGY CO.,LTD.
Add: Xinyu Road, Xinfu Industrial Park ,Gangzha
District,Nantong City,Jiangsu Province,China

4. Quality Management System
acc. to DIN EN ISO 13485

5. Notified Body
---

6. Intended Use
Cleaning device and flex endoscope

7. Single Use/ Reusable
Single use

8. Product Class acc. to MDD
93/42/EEC

I Is☐☐☐acc. Annex IX, Rule 6

9. CE Mark

10. Dimensions Art. No. Packing unit
BK-SPA 1 Piece

11. Material Product components Material
sponge 100% Medical Grade foam

12. Other Technical Details
---

---



13. Indications

14. Contraindications
---

15. Contains Latex
no

16. Contains Phthalate
no

17. Supplied Sterile/ Non-sterile

18. Sterilization Method
---

19. Packaging
1 piece per package

20. Packaging Material (incl. size) Opp bag

21. Special Storage Conditions
Store in wet , cool and clean place and
away from direct sunlight, heat and/or
chemical fumes.

22. Shelf life 3 years

Description:
These products have been manufactured not to include natual rubber latex.
Green Friendly, High Density, 100% Medical Grade foam, No Flaking or
Scratching. Notched, easy tear open packaging
The Sponge For Endoscopes Cleaning is a perfect 2-in-1 solution. It also serves as an
aid in manual precleaning. Experience shows that the Sponge For Endoscopes
Cleaning ensures less damage to the tip of an endoscope. The Scope Guards are
individually packed in a dispenser box.
EO treatment ensures that Sponge For Endoscopes Cleaning offers optimum safety.
Advantage:
Features and benefits
2-in-1 solution, cleaning and protection
packed per piece
supplied in dispenserbox
suitable for all endoscopes
Directions for Use:
1. Open package using the tear notch and remove the sponge.
2. Place sponge in a basin or container and activate with 500 ml of water (basin not
included).
3. Squeeze the sponge 5-7 times in the water to activate the Enzymatic Detergent
solution.
4. Squeeze and remove the sponge from the basin, then use the sponge to wipe
down the exterior of the instrument.



5. If applicable, place the distal end of the instrument in the container of freshly made
Enzymatic Detergent solution and cycle the fluid through the instrument according to
manufacturer’s guidelines.
6. Discard the sponge and used Enzymatic Detergent solution using approved
methods for materials that have been in contact with possible infectious waste.
Warnings and Precautions:

Review Original Equipment Manufacturer’s guidelines regarding the care and
cleaning of individual instruments.

Use appropriate infection control principles and wear appropriate PPE.
Never reuse the sponge or any unused enzymatic as this may lead to cross

contamination.

These devices were not designed to be reprocessed or reused, and therefore
cannot verify that reprocessing can clean and/or sterilize or maintain the structural
integrity of these devices to ensure patient and/or user safety.

These disposable medical devices are not intended for reuse. Any institution,
practitioner, or third party, who reprocesses, refurbishes, remanufactures, resterilizes,
and or reuses these disposable medical devices must bear full responsibility for their
safety and effectiveness.

Product Disposal:
After use, these products may be potential biohazards. Handle and dispose of in
accordance with accepted medical practice and applicable local, state and federal
laws and regulations

Packaging is constructed of linear, low-density polyethylene. Please recycle.


