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GMDN category

Inside KSA

Outside KSA

Active implantable devices

27 8
Non-active implantable devices 14 0
Anesthetic and respiratory devices 21 22
Assistive products for persons with a

2 1

disability




Complementary therapy devices 13 0
Contact lenses 2 0
Lens solution 1 0
Dental devices a 2
Hospital hardware 2 0
Medical software 1 8
Diagnostic and therapeutic radiation

devices 36 25
Electromechanical medical devices 63 347
Healthcare facility 12 0
In-vitro diagnostic devices 9 1
Laboratory equipment 15 2
Natural Care 1 0
Ophthalmic and optical devices 9 0
Reusable devices a 0
Single use devices 62 45

Cleared medical devices via ports in 2016

Number Number
No. Device name of No. Device name of

clearance clearance
1 Anesthesia 1 35 | Hemodialysis 1
2 Aortic valve 1 36 | Heart valves 3
3 Artificial heart 2 37 | Incubators 1
4 Artificial organs 1 38 | Injections 34
5 Artificial joints 7 39 | Intrauterine device 5
6 Balloon 3 40 | In Vitro Diagnostic Devices 46
7 Bandages 19 41 | Medical Accessories 39
8 Biotherapeutic products 5 42 | Medical solutions 1
9 Blasters 28 43 | Monitors 2
10 | Bleeding inhibitors 24 44 | Operation lights 1
11 | Blood pressure device 1 45 | Optical radiation devices 1




12 | Blood test devices 46 | Optometry devices 5
13 | Breast fillings 47 | Orthopedics treatments 1
14 | Cardiopulmonary bypass 48 | Pacemakers 1
15 | Catheters 195 49 | Pumps 2
16 | Condoms 50 | Silicon fillings 5
17 | Cornea 3 51 | Spray (water solution) 1
18 | Cotton 52 | Stents 65
19 | Defibrillators 1 53 | Sterile solution 1
20 | Dental cement 11 54 | Surgical accessories 4
21 | Dental drills 1 55 | Surgical bandages 5
22 | Dental fillings 2 56 | Surgical instruments 62
23 | Dental instruments 3 57 | Surgical staplers 5
24 | Diagnostic devices 1 58 | Surgical stapler accessories 1
25 | Disabled devices 1 59 | Surgical threads 283
26 | Distal devices 1 60 | Synovial fluid 1
27 | Drug 1 61 | Syringe 4
28 | Drug delivery device 1 62 | Teeth whitening 1
29 | ECG 3 63 | Ultrasound 5
30 | Endoscopes 11 64 | Ultraviolet devices 2
31 :E:sr‘érI:;s:n::d Throat 1 65 Venous pumps 2
32 | Filling devices 1 66 | Ventilators

33 | Filling solutions 67 | X-ray

34 | Glucose solution 1

High-risk recalls in 2016

No. Device Name Number of recalls

1 | Anesthesia 1

2 Arm sling 1

3 Battery 1

4 | Blood pressure set 1

5 Blood sampler 1

6 Cardiac implantable device 22

7 Catheter 16

8 | Cardiopulmonary bypass (CPB) 3

9 Computed Tomography Scanner (CT)

10 | Cutter 1




11 | Defibrillators 6
12 | Elastomeric pump 1
13 | Electro-coagulation device 1
14 | Endoscope system 4
15 | Endovascular system 1
16 | Filter 1
17 | Glucometer 3
18 | Hemodialysis 3
19 | Handling system 1
20 | Infant warmer 1
21 | Infusion pump 6
22 | IVDD 13
23 | Mini-battery cable 1
24 | MRI 4
25 | Operation table

26 | Optometry devices 7
27 | Orthopedics implantable device 21
28 | Pediatric dispersive electrodes 1
29 | Patient monitoring system 9
30 | Physical therapy device 1
31 | Percutaneous antenna 1
32 | Prostheses 4
33 | Radiation devices 1
34 | Sheath 2
35 | Software 4
36 | Special implantable device 12
37 | Stents

38 | Suction unit 2
39 | Surgical instruments 30
40 | Tube set 5
41 | Ultrasound

42 | Ventilator 12
43 | Video Camera 2
44 | Video laryngoscope blades

45 | X-ray 3




