
Kingdom of Soudi Arobio
―

Soudi Food & Drug Authority
6qogr',rr ll o++Joll o-<loell
.lgoJlg .|,'\nlI o6LollA:rzt ll

(255)

Medical DeviCes Sector
(γ・・ )

'・
澳tl占●こユ1り うメリ

'|ご

餞a

`t―
■=tし ら●夕13,LS Ly“ 。L´ ご甲 しメ 色■Lも

'し
.Jし .lJら 11な国 |を甲 IⅢ rp‐ ♂

|゛Lり|"」|´ ЪyLil

メメ I PL!リタ■ ひ口 |ご

“

二‐」 。●メlJl出■ユし (o●メロ 1“工
“

Ji)ぁル出 ご
"ι

″J≦ ぃ 響 loい `2L‖

:o`こJI仰 1・い しt澪夕|・L刈 詢 |

●夕IⅢり1・り |ごいご8,メユ|」 ニユ|い 唸■
“

■|・Li・ ..y1/L"|.リユ!■り̂・ 1 -

墜 占 」|'・ lLLμ洲 叫 J畠 ♂
|≒■ 1出に =:1し b´ 、2Ⅲメ l占

・ レ Jし 〆 Щ I ―

呻 11と
'・
こン通・2怯‖■い しb“軸●し刈 辞メ|メメ|)1・ l,いLF卵ソlr.じ 」じj4tiい ●L`Lり

ゎ し♂ ι■ な国 |ム_却しL爛 |よ 上1・ -11」Lりlr“ JL Ⅲメ |●リ ロ |●コ も も
"|■

|,り |

f2018/04/01´ り1ぬ1439/7/15

姻 |● 1-・ ltし 残´剋L光」り ■1・ bl‐・ 13光b■ L■ 11眸 t`。し3ツ I JJ」 |に井 ご爆り|が毎 `・ A‐ |い →島

(MDS-622)

“̀ 静いし出 L"‐ 〆」メ協

り |・L申しヽ り L卿 !もbツ i

ln accordance wlh the regulatoヮ ro:e Ofthe Saudifood and drug authonり (sFDA)and IS mも JOn to insure the

Safeり and effecJveness of medical devices,SFDA is emphasizing thattheッ mustinfOrm the SFDA through the'

Nationa!Centerfor medica:devices rePorting aboutthe fo‖ owing:

― upon receipt of tteld Safeッ nOdCes/RecalL from Manufacturer or aり 。ther source(Fidd Safeッ nOtに es/

Recalls PuЫ もhed in other regulatoヮ authO●ties sites)

― a‖ RcPortable adverse events immediateり ,

Therefore′ SFDA is urging a‖ estab!ishments to compり w[h requlrements of informing the SFDA wih Field Safeッ

nolces/Recal:s and reportab!e adverse events of medical devices or willtake the necessaヮ :egal acdons to ensure the

Safeツ Of Pub:ic health from the date of 1 5/7/1439(h)01/04/2018

For rnore inf。「mation′ view and fo‖ ow 6uidance on Requirements for Fo‖ owing UP and Closing Medical Devices Field

Safeッ Noices(MDS-622)

Thankyou for continuous cooperation and contribution.

Executive Department for Surveillance & biometrics
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3292 Northern Ring Rd ‐AI Nafal District‐ Riyadh 13312-6288-Kingdom of Saudi Arabia‐ Tel:+96612038222-Fax:+96612757245

www sfda govsa


