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Medical Devices National Registry statistics

MDNR Medical Devices National Reqistry

Accepted 1823 135701
Incomplete 64 170
Rejected 25 52382
Under study 6 1296
Total 1918 189549
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MDEL Medical Devices Establishment License
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Medical Devices Establishments Status

MDEL Medical Devices Establishment License

ClassA 70 3 11 84
Class B 217 7 42 266
Class C 286 12 60 358
Class D 35 2
Total 608 24
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MDEL Medical Devices Establishment License
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Authorized Representative (AR)

MDEL Medical Devices Establishment License

Manufacturer 2494 210 73 2777

AR 579 130 55
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DMA Medical Devices Marketing Authorization
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edical Devices Marketing Authorization

M DMA Medical Devices Marketing Authorization

Issued 1139

Under Process 310

Waiting for Payment 233

Returned, waiting Re-Submission 1282

Draft, waiting Submission 2322
Total
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MDI L Medical Devices Import Licensing
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Devices Importing license system
M DI L Medical Devices Import Licensing

Incomplete 76 24 1 26
Accepted 1663 81 13 59
Rejected 76 16
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CP Establishment Compliance Process
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ECP Establishment Compliance Process

Establishment Compliance Process

Riyadh =1 198 | 417 | 230 | 243 1088
Province

Makkah | g5 | 138 | 181 | 163 564
Province

Eastern
Province 11 32 54 46 143
Total 291 587 465 452
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Nonconforming products observed
during inspection Visits

Medical Bandages Surgical Gloves

Medical Braces Surgical Bandages
IVD Tests Electro Cardio Grave Pads

Catheter Tubes Sphygmomanometer
Surgical Blades Glucometer

Disposable Syringe Stethoscope
Thermometers Pregnancy Test

Other Medical Products
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Cleared shipments

Number of cleared
. 30,026 16,699 234 46,959
Shipments
Number of cleared
75,816 24,497 348 100,661
Items
Quantity of cleared
items 2,504,816,963 205,309,635 307,819 2,710,434,417
Value of cleared items 12,022,183,316 5,101,183,834 52,090,490 17,175,457,640
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Rejected shipments

Number of rejected 968 1,271 11 2,250
Shipments
Number of rejected 5,834 10,007 74 15,915
Items
Quantlt%e?rflsrejected 40,509,575 4,535,774 280,454 45,325,803
Va'”ei‘:;;?e‘:ted 137,841,271 | 66,573,262 402,534 204,817,067

dgallg [1aall &elnll &yl 7‘» ;
Saudi Food & Drug Authority (



2,250 11 1,271 968 Ao gd, 1) Olimdd! sne

15,915 74 10,007 5,834 Wogd 0 agd) sue
45,325,803 280,454 4,535,774 40,509,575 | Aogd,ll sgid! e
204,817,067 402,534 66,573,262 137,841,271 | 4ogd, i 39| daid

doallg [1aall &elnll iyl 7’
Saudi Food & Drug Authority Z




Radiation Survey at the Border of medical
devices and Products from Country Suspected
for ionizing radiation Contamination

Japan 66 261 231 42 86 686
France 19 18 52 2
Total 85 279 283 44
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DR National Center for Medical Devices Reporting
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No. of Field Safety Notice by source:

NCMDR

National Center for Medical Devices Reporting

National Center for Medical Devices Reporting

blaty 2008 | 2009 | 2010 | 2011 | 2012 | 2013 gaendl
. New 7 492 653 387 500 | 282 2321
Emergency Care Research Institute ECRI Update| - - . - 1033 | 743 -
N 1080 | 1195 | 515 | 1238 | 1199
Food and Drug Administration USFDA o 2l Gl
Update| - - - - 1343 | 704 -
Medicine &Healthcare products Regulations New 0 149 | 479 | 471 | 440 | 302 1841
MHRA
Agency Update| - - - - 340 348 =
. _ New | 59 70 61 85 | 124 | 98 497
NCAR
National Competent Authority Report Cc Update - - - - 223 | 170 -
N 8 52 164 115 109
National Center for Medical Devices Reporting | NCMDR - 2l fil
Update = = = = 78 92 -
The Federal Institute for Drug and Medical New 0 0 0 35 101 | 210 346
. BfARM
Devices, Germany Update - - - - 359 | 799 -
Swiss Agency for Therapeutic Products, Swiss New 0 0 0 10 10 92 112
Swaziland Medic Update - - - - 135 | 251
N 0 0 0 0 5
The Medical Device Control Office, Hong Kong| MDCO e
Update - - - - 21
N - - - - 0
Therapeutic Goods Administration TGA i
Update - - - - 0
New 1154 | 1958 | 1872 | 2341 | 2488
Total Update - - - - 3532
Total - - - - 6020
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National Center for Medical Devices Reporting

Adverse Events NCMDR

National Center for Medical Devices Reporting

doallg Jaall dslnll &iall 7’
Saudi Food & Drug Authority é




Aedall Slmiidlg 35 Y1 SLAMD Sido gl &0,

sl 355,11 Jlail dolacs

oo daley 39,0 221

o ol gl dodall Glaiid g 836 Y1 SLAMLY ubs o1 355,81

Ao (954 A e 20

Brex> ¥ CLAMS Silo gl H&0 X1 Jluail doluis suie Yo
Jiail lalea 554 Ol g 5 36 W1 Ol g O3l (el Acdall Cilmiid g
ASLal) (4513 2 Acdal

doallg Jaall dslnll &iall 7’
Saudi Food & Drug Authority é



National Center for Medical Devices Reporting

NCMDR contact officers NCMDR

National Center for Medical Devices Reporting

National Center for Medical Devices Reporting is 221 healthcare facilities
communicating with 20 Directorates health affairs

Total number of NCMDR-Officers representing

healthcare facilities and directorates health affairs 267
representatives

Total number NCMDR-Officers representing the

Medical Devices Establishments and Companies within 554

KSA

Total number of weekly reports sent to NCMDR-
Officers from 2008 till now

248reports for each NCMDR-
officer
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