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Device name : Grasping Forceps 

Trade name: / 

Description: Grasping Forceps is classified as Class I with Sterilization according to Rule 5 with sterilization in Annex 

VIII of REGULATION (EU) 2017/745. 

References:  See Annex 1 Product List (MTN-0025241) 
Intended Use: Grasping Forceps are used with an endoscope to take out foreign bodies from the digestive 

tract and the respiratory tract. 

Intended patient 
population 

The product is intended for adult and adolescent populations. 

Security of use The proposed device Grasping Forceps is a sterile, single-use endoscope device, which is 
intended to take out foreign bodies from the digestive tract and the respiratory tract. It is 
intended for use by physicians or medical personnel who have received appropriate training, 
in accordance with the applicable laws. 
The Grasping Forceps is composed of Jaw Assembly, Spring Sheath and Handle Assembly. 
The slider moved back and forth on the mandrel which let the jaws open and close, by 
opening and closing the jaws to achieve the purpose of grasping the foreign bodies. 

Recommendations After use, dispose of product and packaging in accordance with hospital, administrative 
and/or local government policy. 
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Device Description: 

PHOTOS, DRAWINGS 
 

 

Figure 1 – Assembly Drawing 

No Part Name No Part Name 

1 Jaws Assembly 4 Position Cap 

2 Spring Sheath 5 Mandrel 

3 Spring Protecting Tube 6 Slider 
 

 

  

 

Figure 2-1 - Tooth Figure 2-2 - Rat tooth Figure 2-3 - Mixed 

tooth 

Figure 2 Jaws Assembly Drawing 

No Part Name No Part Name 

1.1 Shim 1.5 Housing 

1.2 Rivet I 1.6 Tension Rod 

1.3 Jaw 1.7 Drive Wire 

1.4 Connecting Rod 1.8 Rivet IV 
 

PHOTOS, DRAWINGS 
Product Illustration 
 

Device Illustration – Proposed 
devices in Pouch 

 
Coated 

 

 
Uncoated 

 

Device Illustration – Proposed 

devices without package 

 

Coated 



  PRODUCT TECHNICAL FORM 

 MTN-NGF/TCF-MTE-001 Version A/0 

 

Uncoated 

 

Device Illustration –open  

 

Mixed tooth forceps 

 

 

Rat tooth forceps 

 

Tooth forceps 
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Invasive device / non invasive device:  Invasive device 

Long term / short term: Transient 

 Components: materials of components 

1. Product 

No. Component Material Biodegradable 
Human or Animal 

Origin 
Contact Human 

1 Jaws Assembly 

1.1 Shim SUS304 □Yes No □Yes No Yes □No 

1.2 Rivet I SUS303F □Yes No □Yes No Yes □No 

1.3 Jaw 17-4PH □Yes No □Yes No Yes □No 

1.4 Connecting Rod SUS304 □Yes No □Yes No Yes □No 

1.5 Housing SUS303F □Yes No □Yes No Yes □No 

1.6 Tension Rod SUS304 □Yes No □Yes No Yes □No 

1.7 Drive Wire SUS304 □Yes No □Yes No Yes □No 

1.8 Rivet IV SUS303F □Yes No □Yes No Yes □No 

2 Spring Sheath SUS304+HDPE □Yes No □Yes No Yes □No 

3 Spring Protecting Tube TPE □Yes No □Yes No □Yes No 

4 Position Cap ABS757 □Yes No □Yes No □Yes No 

5 Mandrel ABS757+TPE □Yes No □Yes No □Yes No 

6 Slider ABS757+TPE □Yes No □Yes No □Yes No 

 
2.Packaging 

A. The pouch: ARJO, PE/PET 
B. BOX: Paper Single wall corrugated fiberboard  
C. Carton: Paper Double wall corrugated fiberboard 
D. Overshipper: Paper Double wall corrugated fiberboard 

 

Presence of: YES NO  YES NO 

Active substances  √ Phtalate and DEHP  √ 

PVC:   √ Bisphenol A  √ 

Product of animal or biological origin  √ Latex  √ 
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Manufacturer 

Manufacturer name Micro-Tech (Nanjing) Co., Ltd. 

Manufacturing location(s) No.10 Gaoke Third Road, Nanjing National Hi- Tech, Industrial 
Development Zone Nanjing 210032, Jiangsu Province PEOPLE'S 
REPUBLIC OF CHINA 

Manufacturer Quality Asssurance System EN ISO 13485: 2016 

 
Sterilisation 
Sterilisation method EO sterile 
Sterilisation location(s) No. 199 Medicine Valley Avenue, Nanjing National Hi-Tech Industrial Development Zone, 

Nanjing 210032, Jiangsu Province, PRC. 
Sterilisation control(s) Annual Sterilizaiton Validation, Routine Sterilization Parameters Control and BI Testing 
Shelf Life 5 years 
 
Storage conditions The product should be stored in a cool, dry, clean, well-ventilated, non-corrosive gas 

environment. The product is valid for 5 years. Prior to use, check the expiry date of 
sterilization on the label of the package. 

 
CE Mark Number CE 0123 
Notified body TÜ V SÜ D Product Service GmbH 
European representative (full 
name, address and unique 
identification) 

Shanghai International Holding Corp. GmbH(Europe) Eiffestrasse 80, 20537 
Hamburg Germany 

Class of the device (I,IIa,IIb,III) I with sterilization 
EMDN Code  G03080102 
GMDN Code 33199 
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Labelling: 
Pouch label Case Box  label 

PHOTO 

 

PHOTO 
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Carton label Overshipper  label 
PHOTO 

 

PHOTO 

 
Barcode type  
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Packaging: 
Type: 

Sterile packaging  Box of 10 units 
PHOTO 
 

 

PHOTO 
 

Casebox box of 100 units Overshipper of 200 units 

PHOTO 

 
 

PHOTO 
 
 

 
Simple or double 1 piece simple 
Number of units per Non-sterile packaging 
unit 

1pc/Pouch, 10 pcs/ case box, 100 pcs/ carton, 200 pcs/ 
Overshipper 

Final packaging Overshipper 
Product conservation Packed as the packaging. 
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Revision Date Description 

A/0 2025-03-26 Initial 

 
 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 








