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1. Administrative information about the company 

1.1 Name : CM MEDICAL  

1.2 Address : 

14, impasse de la fosse 

81100 Castres 

France 

Phone: (+33)5.63.72.04.64 

Fax :  

e-mail : c.micheau@cm-medical.com 

Site internet : https://cm-medical.com/ 

1.3 Status: Manufacturer 

 

 
2. Device Information 

2.1 Trade name : STERILUB® 

2.2 Generic name : Monodose de lubrifiant stérile 

2.3 Definition : 

STERILUB® is a single dose of sterile single-use oil with its universal adapter for post-

sterilisation lubrication of handpieces, contra angles and surgical motors. 

https://cm-medical.com/


 

2.4 Description of the device (including its photo, scheme, dimensions, volume, etc.) : 

 

2.4.1 Product components 

 

On the one hand, there is a single dose made of polyethylene (MARLEX HHM 5502BN) 

manufactured by blow moulding and containing 0.8 ml (0.028oz) of TURMOSYNTH VG 32 oil 

in accordance with the requirements of the European Pharmacopoeia. It is sealed with a safety 

screw cap which once unscrewed, shows a straight adapter tip. 

 

On the other hand, there is a universal adapter tip made in polyethylene (PE 48 shore D) 

manufactured by injection moulding whose largest tip can be fixed onto the single-dose adapter 

tip. 

 

 
2.4.2 Packaging 

 

In order to ensure the sterility of the product, the monodose and the universal adapter are grouped, 

without being assembled, in the first paper/plastic package with a how-to-use sticker on it. They 

are then packed in the second container that is the same quality as the first one but a larger size 

with a how-to-use scheme sticker on it. The dimensions are as follows: 

- The first package is 150 x 100 mm (5.9 x 3.93 inches) 

- The second package is 250 x 150 mm (9.84 x 5.9 inches) 

 

The packages are made of paper type NR 60 GSM when it comes to the paper side and polyester 

type 48 PET/200 LDPE when it comes to the plastic part. 



 

 

2.6 DM classification : I Sterile 

Applicable EU Directive : 93/42/CEE 

According to Appendix No. VII 

Notified body and number : Kiwa Cermet Italia (0476)  

 

Date of first placing on the market in the EU : waiting for CE label 

2.7 Registration according to the nomenclature of the public procurement code :  

2.8 Conditioning / Packaging : 

UCD : (Unité de commande) box of 100 single-doses 

CDT : (Multiple de l’UCD) 

QML : (Quantité minimale de livraison) 1 box of 100 single-doses with the dimensions  

600 x 400 x 200 mm, for a total weight of 1.725 kg 

2.9 Labelling: copy (facsimile) of the labelling template : see attached labelling  

             UCD 

CDT 

QML 

Barcode 

2.10 Devices and accessories associated with listing.  

Universal adapter tip delivered with the single-dose 

2.11 Composition of the device : 

Main components: 



 

 



 

3. Sterilisation process : 

 Delivered in double sterile package 

 

Gamma ray sterilisation  

 
4. Conditions of conservation and storage 

 Normal preservation & storage conditions : at room temperature, between 0 and 40°C, in a dry 

and dust-free place. 

Special precautions : do not exceed the expiry date 

Duration of the validity of the product : 5 years 

Presence of temperature indicators if applicable : NA 

 

5. Safety in use 

5.1 Technical security : NA 

5.2 Microbiological safety (if applicable) : NA 

(to complete) 

Registration number : NA 

 

6. Advice for use 

6.1 Instructions for use : 

1. Take the single dose out of the sterile package just before use. 

2. Leave the adapter tip in the sterile package. 

3. Hold the single dose cap up. Push down the security cap and unscrew. 

4. Insert the widest side of the universal adapter onto the tip of the single dose. 

5. Insert the narrow end of the universal tip into the bottom of the handpiece (T.I) as far as it 

will go (the handpieces which are used with E-TYPE micromotors) 

6. Turn the handpiece assembly down, and STERILUB in upright position and squeeze the 

single dose twice to empty it completely 

7. Remove the single dose and the universal adapter from the T.I 

8. Switch on the handpiece 

9. Hold the handpiece over a sterile gauze for 30 seconds in order to eliminate any excess oil. 

10. Dispose of the single dose and universal adapter for recycling. 

6.2 Indications : (CE norm) 

 

No contraindications to the use of Sterilub®, nor undesirable effects during the use on patients 

6.3 Precautions of use :  

- Read the instructions carefully before using 

- Sterile medical device 

- Single use medical device 

- Dispose of the medical device after use 

- Do not resterilise 

- Do not use after the expiry date 

- Do not use if the packaging is damaged 

- Use all the oil contained in the single dose 

- Do not reuse STERILUB® due to the following risk: 



- Microbiological contamination of the handpiece 

- Insufficient lubrication for a second handpiece 

- Do not use single dose or adapter tip if they are 

dropped on the floor 

- Do not mix with another oil 

- Immediately clean any oil outside of the handpiece 

or contra angle 

- Do not use single dose without adapter tip 

- Do not use on a medical device unsuitable for the 

adapter tip 

- Store in a clean and dry place, protected from light. 

- Handle with gloves and mask 

- Store between 0°C (32°F) and 40°C (104°F) 

 

7. Additional information on the product 

 
- Contains the exact dose of oil (0,8ml) in each monodose according to the requirements of 

the manufacturers of handpieces and contra-angle handpieces for dentists and stomatologists. 

- Universal adapter tip for all handpieces and contra-angle handpieces that are used on a 

TYPE-E micromotor. 

8. List of appendices to the file 

    

   CE certificate of conformity       

   Labelling 

   Instruction manual  

   Brochure 



Certificat de marquage CE 

 

 

 

 

 

 

 

 

 

 

 
  



 

 



 


