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Qty Intended Use Model Medical Device/Supply Name
1
2
3
Justifications: bl o) e

s/ 3hd! lia b dl
Provide the diagnosis, treatment or
prevention for which the device is required

o) a2 a3liadl/ 5Ll Via jlas ) Gl S50 2
Sl of 38Lelly Jorad! p3lzad /3Ll e
szl (as 1t audazl)
Provide the reasons why this unregistered
device was chosen over a registered device

within the KSA or conventional therapies
for this particular patient

I alasrwl dag, ) wlgally Jolsell sucy xisg 3
B9yl suslgd o asS 299 ﬁM'/)LQ_wJ‘
oyboliee Bgaiuw
Identify and list the risks and benefits
associated with the use of the device and

indicate how the benefits obtained would
outweigh the risks

dmadl pe p3liadl/5Lzdl lia Jbles (8 4
Ladad) olbeMally Al
Compare the risks of the unregistered

device within the KSA with conventional
therapies
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I declare with the following:

1) 1 am fully aware of the health-related risks and benefits of the requested medical device/supply in
comparison to conventional therapies or alternative devices available on the market.

2) | have knowledgeable about the available safety and performance information in respect of the
requested device.

3) I will report to the SFDA’s National Centre for Medical Device Reporting (NCMDR), any relevant
adverse event of which it becomes aware, that involves the medical device/supply(s).

4) Not to reuse the device on a patient other than the one for whom the device were imported, and re-
export or destroy it immediately upon completion of its use, providing the SFDA a proof. If this
cannot be applied, a justification acceptable to the SFDA shall be submitted.

5) 1'will cooperate with the SFDA, manufacturer, authorized representative, importer and/or distributer
on post market surveillance activities.

6) I have explained or I will explain the following to the patient and/or the patient's family:

- that the Saudi Food & Drug Authority (SFDA) can give no guarantee as to the safety,
effectiveness, or quality of the above device(s), and that device(s) is not registered for use in
the KSA but that use of the device may be authorized under special provisions.

- the possible risks and benefits of the above device(s).

el sa @3,

Patient’s ID:

Healthcare Professional’s Name:
Healthcare Professional’s Organization :
Healthcare Professional’s Signature:
:@L:Jl
Date:
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— I confirm that the information given in this form is true, Az zgeidl i 2aall bl gez 0l il -
complete and accurate.

- I certify that I will inform the SFDA of any change in the D942 00 oLl (1) Ogea @ Banall Sloglall 3l gl Aol Pl aeadl - -
submitted information, within (10) calendar days of the change A
occurring.

- | certify that all attached documents are stamped by company's 1309 ciadl 3ubo i (A BLAALI iy Aagazelly 488,11 35Us) puex ol aadl -

stamp and considered as an official copy. | take the extreme . .- o oele W g e U AT s it aN e
. . . o 3 e oy be Jazsly 3504]0 IS0 81 e el (s 1o
responsibility for any forgery or incorrect information on these > o 5 SN @ oo BDL 3T o el 2

documents. ol elydl
-l certify to comply with the Medical Devices and Supplies Law y o ) ) .

and its executive regulations, and relevant requirements, Ldpaunll drmidy "adall losliadly By2dl pllas” (gatdey plANL il -

circulars and decisions. Ml @l wlylyally epelaslly oldlazlly
-l certify to keep the relevant documents and records and records

of production lines outcomes and provide them to the SFDA Yl bshs ol s c lxwg Al ol lmaddly 33Ul Llansdl aasl -

upon request. )

pon req Lolls e 2 ) Losiass

Name of authorized person: tonsall pasddl el
National ID: bl Lo dl o8,
Mobile No.: Jls=ll o8,
Signature: ‘Boll
Establishment Stamp: Bladll @as
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Declaration of Conformity for the Shipment
to Medical Devices and Supplies Law and its Executive Regulation
[To be printed on Manufacturer Letterhead]
Click here for printable and editable version

Manufacturer Name:

Manufacturer Identification Number Assigned by the SFDA:
Manufacturer Address:

Invoice Number (optional):

I hereby declare that the medical device/supply(s) identified below complies with the Medical Devices
and Supplies Law and its Executive Regulation and has been authorized by the SFDA to be placed on
the KSA market.

Authorized Representative Name:

Importer Name:

# Medical Device/Supply Quantity Serial Number/ Medical Device/Supply Listing
Trade Name! Batch Number National Registry Number
(mentined on the MDMA
certificate)

! Medical device/supply trade name shall match the names mentioned in the invoice and the “SFDA E-Services (Ghad)”.
Note: Additional devices may be attached as a list.

Authorised Signatory (on behalf of the manufacturer)
Name:

Position:

Email:

Date:

Signature:
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