
:اسم المستشفى

:التاريخ

نعم□لا    □: يوجد أجهزة متأثرة بالمستشفى ضمن القائمة

NCMDR Weekly Update

.الإشعارات	المظللة	بالأصفر	تشير	الى	سحب	او	إتلاف	جهاز	طبي.		•

الموزعين	في	هذا	التقرير	قد	يختلفون	عن	الممثلين/الممثلين	القانونين	•	

.الموزعين	الذين	تتعاملون	معهم/القانونين

في	الجهة	اليسرى	من	التقرير	تشير	إلى	ان	اشعار	(#)	هذه	العلامة		•

.(ECRI)انذار	السلامة	من	منظمة	

.	لمعرفة	الطراز	او	الارقام	التسلسلية	افتح	الروابط	او	المرفقات	•

WU1916Report Reference Number: WU1916:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على/	

موقع	الهيئة	العامة	للغذاء	والدواء

Dear,
NCMDR team send a weekly update every week 
containing the latest Field Safety Corrective 
Action/Recalls of medical devices/products on 
SFDA website. 

* Role of NCMDR officer:

• 	Disseminate and share the information with 
other Departments within healthcare facility and 
Ensuring that the healthcare facility is free of any 
affected device/product.
• 	Communicate with NCMDR Team and 
Authorized Representative of the manufacturer if 
there is any affected device/product.

Hospital name:
Date:
Hospital affected by any medical device/product 
in this report:  □No          □Yes

•	 . The yellow highlights Indicates that medical devices 
subject to removal and/ or destroyed action.

•	 NCMDR Team Recommend ensuring the listed 
Authorized representative/Distributer in this report as they 
may differ from the Authorized representative/Distributer 
you are dealing with

•	 The sign (#) on the left side of the FSN's indicates that the 
source of this FSN is ECRI.

•	 Open the links or attachments to find the affected product 
identifier, models, serial numbers or codes.

:مسؤولية	ضابط	الاتصال*	

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

مستلزم	طبي	متأثر	بأي	من/والتأكد	من	خلوها	من	أي	جهاز

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز
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Dear, 
NCMDR team is pleased to inform you that        new FSCA/recalls for medical devices and 
products posted on                         for the period of                           to                                In order 
to view more details, click the links or attachments 

 

SFDA website

الدواء و للغذاء العامة الهيئة موقع
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Anaesthetic and respiratory devices

Oxylog VE300 Draeger Medical Systems Inc Draeger Arabia Co. Ltd.https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14161

Dental devices

ANKYLOS Tri-

Spade Drill GS A8

DENTSPLY 

International

Branch of DENTSPLY 

International Inc

https://ncmdr.sfda.gov.s

Medline ​Sparkle 

Fresh Fluoride 

Toothpaste 

Contained in 

Moore Medical 

Kits

Medline Industries, 

Inc.

Cure Development International 

Ltd

#

Sebond Implant Schutz Dental Group N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14149

Diagnostic and therapeutic radiation devices
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14161
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14153
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14149



[High Priority ] - A32498 : McKesson—Medline �Sparkle Fresh Fluoride Toothpaste Contained in Moore Medical Kits: May Contain Bacterial Contamination


[High Priority ] - A32498 : McKesson—Medline �Sparkle Fresh Fluoride Toothpaste Contained in
Moore Medical Kits: May Contain Bacterial Contamination
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Tuesday, April 9, 2019


UMDNS Terms:
•  Dentifrice [11168]


Product Identifier:
[Consumable]


Product Medline Industries Inc
Catalog No.


Moore Medical
LLC
Catalog No.


McKesson Medical-Surgical
Catalog No. Lot No.


Moore Medical Pre-
Pack Amenities Kits


DYK1214629A2 84321 773677 18EAB166166


Pre-Pack Amenities
Kits (40/CS)


DYK1214629A2 84321 1113439 18EAB166166


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of posting), U.S.


Distributor(s): •  Moore Medical LLC1690 New Britain Ave, Farmington, CT 06032-4066, United States
•  McKesson Medical-Surgical9954 Marland Dr Suite 4000, Richmond, VA 23233, United States


Manufacturer(s): Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States (toothpaste manufacturer)


Suggested Distribution: Infection Control, Home Care, Dentistry/Oral Surgery, Pharmacy, Materials Management


Problem:
��In a February 25, 2019, Urgent Product Recall letter submitted by an ECRI Institute member hospital, McKesson initiated a subrecall of the above
kits, because they contain toothpaste that was recalled by Medline/Moore Medical because of bacterial contamination. McKesson has not confirmed the
information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the February
25, 2019, Urgent Product Recall letter  and Reply Form from McKesson. Complete the Reply Form, and return it to McKesson by fax at (866) 871-0270.
McKesson will provide your facility with credit for affected product. Forward a copy of the letter to any facility to which you have further distributed
affected product.
For Further Information:
McKesson Medical-Surgical recall message center
Tel.: (800) 688-8840
E-mail: mmsrecalls@mckesson.com
Website: Click here


Medline
Tel.: (866) 359-1704
Website: Click here
Comments:


● �For information on the action regarding the toothpaste covered in the pharmaceutical channel, see P5023  and P5023 01 .
● This alert is a living document and may be updated when ECRI Institute receives additional information. 


Source(s):


● 2019 Apr 8. Member Hospital. McKesson letter submitted by ECRI Institute member hospital (includes reply form) Download
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mailto:mmsrecalls@mckesson.com

https://mms.mckesson.com/contact-us

https://www.medline.com/pages/about-us/contact-us/

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636087

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636198

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636198

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190867/20190225McKessonMooreAmenitiesKits_Redacted.pdf



(A32498) McKesson-Medline Sparkle.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Aquilion ONE 

Vision and 

Aquilion PRIME 

CT Scanners

Canon Inc Gulf Medical Co.#

Artis zee and Artis 

Q/Q.zen systems

SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s

DRX-Ascend 

Systems and Q-

Rad Systems

Carestream Health Samir Trading and Marketing 

CJSC.

#

EKOS Control 

System 4.0 - 

Connector 

interface cabl

EKOS Corp Arabian Trade House Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

EMR Manager 

(PACS)

Vepro AG N/A https://ncmdr.sfda.gov.s

Rüsch Lasertubes Teleflex Medical	, Medical Technology Trading Company#

Electro mechanical medical devices

Auriga 30 Laser 

System      ,

Boston Scientific Gulf Medical Co. https://ncmdr.sfda.gov.s

Covidien 

Emprint™ 

Percutaneous 

Antenna with 

Thermosphere™ 

Technology

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

141

CSZ Haemotherm 

400CE 

System         ,

Cincinnati Sub-Zero 

Products Inc

Al Shoumoukh Trading for 

Technical and Medical Supplies

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14142
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14152
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14131
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14158
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14141
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14159



[High Priority ] - A32318 01 : Canon—Various Aquilion CT Scanners: Error May Cause Scanning Interruption, Potentially Necessitating Forcible Shutdown of System [Update]


[High Priority ] - A32318 01 : Canon—Various Aquilion CT Scanners: Error May Cause Scanning
Interruption, Potentially Necessitating Forcible Shutdown of System [Update]
Medical Device Ongoing Action
Published: Monday, April 8, 2019


UMDNS Terms:
•  Scanning Systems, Computed Tomography [13469]


Product Identifier:
[Capital Equipment]


Product
Canon Medical Systems
USA Inc
Model


Model No. Version


Computed Tomography (CT) Scanning
Systems


Aquilion (Lightning) TSX-036A V8.4SP0205, V84SP0206, V84SP0207,
V84SP0208


Aquilion TSX-301A V8.3SP0205. V8.3SP0206,
V8.3SP0207, V8.9SP0001,
V8.9SP0002, V7.0SP0322,
V7.0SP0323, V7.0SP0324


Aquilion TSX-301B V8.3SP0205, V8.3SP0206,
V8.3SP0207, V8.9SP0001,
V8.9SP0002, V7.0SP0322,
V7.0SP0323, V7.0SP0324


Aquilion ONE TSX-301C V8.3SP0205, V8.3SP0206,
V8.3SP0207, V8.9SP0001,
V8.9SP0002, V7.0SP0322,
V7.0SP0323, V7.0SP0324


Aquilion PRIME TSX-302A V7.0SP0322, V7.0SP0323,
V7.0SP0324


Aquilion PRIME TSX-303A V8.2SP0011, V7.0SP0322,
V7.0SP0323, V7.0SP0324


Aquilion Prime SP TSX-303B V8.4SP0205, V8.4SP0207,
V8.4SP0208


Aquilion Precision TSX-304A V8.8SP0002


Aquilion ONE TSX-305A V8.3SP0205, V8.3SP0206,
V8.3SP0207, V8.9SP0001,
V8.9SP0002


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Canon Medical Systems USA Inc 2441 Michelle Drive, Tustin, CA 92780, United States


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology


Summary:
�Update Reason: Distribution in the U.S.; New Product Identifier information; New Action Needed. This Alert provides additional information based on
a March 25, 2019, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital regarding Alert A32318 .
Problem:
Health Canada states that scanning may be interrupted on the above systems because of an error during execution of an exam plan, causing the system to
be unable to be shut down normally. This may necessitate a forcible shutdown and reboot of the system using the power switch, which may cause loss of
the acquired raw data. Health Canada also states that the manufacturer initiated a recall on February 19, 2019. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the March 25, 2019, Urgent Medical
Device Correction letter and Customer Reply Form from Canon or that you have been otherwise contacted by the firm. Complete the Customer Reply
Form, and return it to Canon using the information in the letter. To correct this problem, modified software will be installed on your system. When the
modified software is available, a Canon service representative will contact your facility to schedule the installation. If this problem occurs during a
procedure, try the shutdown process described in the operation manual. If it does not work, forcibly turn off the power and contact your Canon service
representative. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you
have further distributed affected systems.
For Further Information:
Terry Schultz, Canon regulatory affairs manager
Tel.: (800) 421-1968
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Canon local service representative
Tel.: (800) 521-1968


Website: Click here


�References:


Health Canada. Recalls and safety alerts. Aquilion ONE Vision, Aquilion PRIME [online]. 2019 Mar 8 [cited 2019 Mar 11]. Available from
Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Apr 8. Member Hospital. Canon letter submitted by an ECRI Institute member hospital Download
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https://global.canon/en/support/

https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69246r-eng.php

https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69246r-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190831/20190325CanonAquilionSystemsClient_Redacted.pdf



(A32318 01) Canon-Various Aquilion.pdf




[High Priority ] - A32401 : Carestream—DRX-Ascend Systems and Q-Rad Systems: Overhead Tube Crane Assembly May Malfunction and Fall


[High Priority ] - A32401 : Carestream—DRX-Ascend Systems and Q-Rad Systems: Overhead Tube
Crane Assembly May Malfunction and Fall
Medical Device Ongoing Action
Published: Monday, April 8, 2019


UMDNS Terms:
•  Radiographic Systems, Digital  [18430]
•  X-Ray Tube Assemblies  [15975]


Product Identifier:
[Capital Equipment]


Product Carestream Health Inc
Model Product No. Serial No.


Digital Radiography Systems DRX-Ascend, Q-Rad RS580 1039 to 5149


DRX-Ascend, Q-Rad RS590LD RS590LD12K-1002 to RS590LD14N-1005


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.K.


Manufacturer(s): Carestream Health Inc150 Verona St, Rochester, NY 14608, United States


Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Diagnostic Imaging, Facilities/Building
Management


Problem:
�In a March 15, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Carestream states that the two steel cables that attach the above systems to their ceiling support mechanism may break. In some cases, the safety lock may
not be triggered when the main steel rope breaks, leaving the safety rope as the only support for the lifting column and support arm. The safety rope is not
designed to support the continuous load and ongoing movement of the support arm; if the safety rope also fails, users or patients could be seriously
injured. Health Canada also states that the manufacturer initiated a recall on March 30, 2019. The manufacturer has not confirmed the information
provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the March 15, 2019, Urgent Field Safety
Notice letter and Notification Acknowledgment form from Carestream or that you have otherwise been contacted by the manufacturer. Complete the
form, and return it to Carestream using the instructions on the form. Avoid up and down movements of the lifting column directly above the patient;
instead, complete vertical movements beside the patient and then move the system horizontally to the patient. Discontinue use of the systems and
immediately call Carestream or your local dealer if you notice any abnormal displacement on the vertical axis or suspicious noise during vertical
movement. A Carestream service engineer or authorized representative will inspect your system and, if applicable, install the retrofit kit to address the
problem and avoid further risk to patients and users. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of
the letter to any facility to which you have further distributed affected product.
For Further Information:
Carestream
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Carestream: Quantum [online]. London: Department of Health; 2019


Mar 25 [cited 2019 Apr 1]. (Field safety notice; reference no. 2019/003/019/487/012). Available from Internet: Click here .
● Health Canada. Recalls and safety alerts. Q-Rad system [online]. 2019 Apr 5 [cited 2019 Apr 8]. Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Mar 28. MHRA FSN. 2019/003/019/487/012 Download
● 2019 Mar 28. MHRA FSN. March 15, 2019, Carestream letter Download
● 2019 Apr 8. Health Canada Recall Listings. Type II. RA-69476 Download
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https://www.carestream.com/en/us/medical/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-march-2019?utm_source=7789fd2d-f9a4-4c26-b434-b03194d62e5e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-march-2019?utm_source=7789fd2d-f9a4-4c26-b434-b03194d62e5e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69476r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69476r-eng.php

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190436/20190328CarestreamDRXAscendQRadSystemMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190437/20190328CarestreamDRXAscendQRadSystemMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190835/20190408CarestreamDRXAscendQRadSystemHC.pdf



(A32401) Carestream-DRX-Ascend.pdf




[High Priority ] - A32515 : �Teleflex—Rüsch Lasertubes: Laser Guard Foil May Separate/Detach at Edges


[High Priority ] - A32515 : �Teleflex—Rüsch Lasertubes: Laser Guard Foil May Separate/Detach at
Edges
Medical Device Ongoing Action
Published: Tuesday, April 9, 2019


UMDNS Terms:
•  Tubes, Tracheal, Laser-Resistant [17548]


Product Identifier:
[Consumable]


Product Teleflex Medical
Product No. Lot No.


4 mm Interior Diameter (ID) Rüsch Lasertubes 102004-000040 14151, 14161, 14171, 14211, 14231,
14271, 14281, 14321, 14441, 14461,
14501, 14511, 15031, 15051, 15091,
15101, 15251, 15271, 15411, 16051,
16071, 16101, 16161, 16171, 16201,
16231, 16271, 16291, 16301, 16311,
16361, 16381, 16401, 16421, 16431,
16451, 16481, 16501, 16511, 17021,
17031, 17051, 17071, 17091, 17111,
17121, 17161, 17181, 17191, 17201,
17251, 17261, 17271, 17281, 17351,
17371, 17461, 18021, 18031, 18061,
18101, 18121, 18161, 18201, 18351,
18361, 18401


5 mm ID Rüsch Lasertubes 102004-000050 14151, 14161, 14171, 14201, 14211,
14231, 14261, 14271, 14291, 14451,
14461, 14491, 14511, 15041, 15081,
15091, 15101, 15131, 15161, 15201,
15211, 15221, 15241, 15251, 15361,
15381, 15391, 15411, 15431, 15441,
15461, 15491, 15501, 16041, 16051,
16061, 16081, 16091, 16111, 16121,
16141, 16161, 16171, 16191, 16201,
16221, 16231, 16241, 16251, 16261,
16281, 16291, 16301, 16351, 16361,
16371, 16381, 16391, 16401, 16421,
16431, 16441, 16451, 16471, 16481,
16501, 16511, 17021, 17041, 17051,
17061, 17071, 17081, 17091, 17101,
17121, 17131, 17161, 17171, 17181,
17191, 17201, 17211, 17231, 17271,
17281, 17301, 17311, 17361, 17371,
17391, 17421, 17431, 17441, 17451,
17461, 17471, 17481, 17491, 11501,
17511, 18021, 18031, 18041, 18051,
18061, 18071, 18081, 18091, 18101,
18111, 18121, 18131, 18141, 18151,
18171, 18191, 18201, 18231, 18241,
18271, 18351, 18361, 18381, 18401,
18421, 18431, 18441, 14141, 14161,
14171, 14201, 14211, 14231, 14261,
14271, 14281, 14291, 14301, 14311,
14361, 14431, 14441, 14461, 14471,
14481, 14501, 14511, 15041, 15051,
15071, 15081, 15091, 15111, 15121,
15161, 15191, 15211, 15231, 15251,
15311, 15361, 15371


6 mm ID Rüsch Lasertubes 102004-000060 15411, 15421, 15431, 15441, 15451,
15461, 15471, 15501, 16031, 16061,
16081, 16091, 16101, 16131, 16151,
16161, 16171, 16181, 16191, 16201,
16221, 16231, 16241, 16251, 16261,
16281, 16291, 16301, 16311, 16351,
16361, 16371, 16381, 16391, 16421,
16431, 16441, 16451, 16461, 16471,
16481, 16501, 17021, 17031, 17041,
17051, 17061, 17081, 17091, 17101,
17111, 17121, 17131, 17161, 17171,
17181, 17191, 17201, 17221, 17231,
17251, 17261, 17271, 17281, 17291,
17301, 17361, 17381, 17411, 17421,
17431, 17441, 17451, 17461, 17471,
17481, 17491, 17501, 18021, 18031,
18041, 18051, 18061, 18071, 18091,
18101, 18111, 18121, 18131, 18141,
18151, 18161, 18171, 18201, 18221,
18231, 18241, 18251, 18281, 18301,
18311, 18381, 18401, 18411, 18421,
18431, 18441


7 mm ID Rüsch Lasertubes 102004-000070 14161, 14171, 14201, 14211, 14231,
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14261, 14301, 14311, 14361, 14431,
14481, 14491, 15041, 15051, 15081,
15091, 15121, 15131, 15161, 15171,
15201, 15221, 15241, 15261, 15371,
15411, 15421, 15501, 16031, 16071,
16111, 16151, 16161, 16181, 16201,
16221, 16241, 16251, 16271, 16281,
16291, 16301, 16351, 16361, 16371,
16381, 16391, 16401, 16421, 16441,
16461, 16471, 16481, 17061, 17071,
17161, 17191, 17211, 17221, 17251,
17271, 17291, 17301, 17311, 17381,
17391, 17411, 17471, 17481, 17511,
18021, 18081, 18091, 18151, 18161,
18211, 18241, 18291, 18381, 18411,
18421, 18431, 18441


8 mm ID Rüsch Lasertubes 102004-000080 14151, 14161, 14201, 14281, 14301,
14321, 14431, 14491, 14511, 15041,
15371, 15441, 16071, 16131, 16191,
16221, 16241, 16271, 16311, 16371,
16391, 16441, 16451, 16481, 16491,
17091, 17121, 17181, 17211, 17241,
17281, 17351, 17381, 17451, 17471,
17491, 18181, 18301, 18411


Geographic Regions: Argentina, Australia, Austria, Armenia, Bahrain, Belgium, Canada, Cyprus, Croatia, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hong Kong, Hungary, India, Ireland, Iraq, Israel, Italy, Japan, Martinique, Myanmar, The Netherlands, Norway,
Poland, Portugal, Puerto Rico, Qatar, Reunion, Romania, San Martino, Saudi Arabia, Singapore, Slovakia, Slovenia, Spain, Sweden, Taiwan, Turkey,
United Arab Emirates, U.K., U.S.


Manufacturer(s): Teleflex Medical2917 Weck Dr, Research Triangle Park, NC 27709-0186, United States


Suggested Distribution: Infection Control, OR/Surgery, Pulmonology/Respiratory Therapy, Otolaryngology, Materials Management


Problem:
�In an April 1, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Teleflex states that it has received reports that
the laser guard foil on the above tubes partially separated and/or slightly detached at the edges. Teleflex also states that if this defect is present and not
recognized before use, adverse health consequences may result from the use of the device during laser therapy in the trachea and larynx, including the
potential for mucosal cell trauma/bleeding, scarring, infection, and pain. Teleflex also states that it has received no reports of patient injuries associated
with this problem.
 


Action Needed:
Identify, isolate, and discontinue use of any affected tubes in your inventory. If you have affected tubes, verify that you have received the April 1, 2019,
Urgent Medical Device Recall letter and Recall Acknowledgment Form from Teleflex. Regardless of whether you have affected product, complete the
Recall Acknowledgment Form and return it to Teleflex using the instructions on the form. Upon receipt of the form, a Teleflex customer service
representative will contact your facility with a return goods authorization (RGA) number to arrange for product return. Notify all relevant personnel at
your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Report
any adverse events associated with the use of affected product to Teleflex by telephone at (866) 246-6990. U.S. customers should also report adverse
events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800)
332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
 
For Further Information:
Teleflex
E-mail: recalls@teleflex.com
Tel.: (866) 396-2111
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Apr 9. Member Hospital. Teleflex letter submitted by an ECRI institute member hospital (includes reply form) Download
● 2019 Apr 9. Member Hospital. Teleflex confirmed the information provided in the source material.
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https://www.fda.gov/Safety/MedWatch/default.htm
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mailto:recalls@teleflex.com

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190900/20190401TeleflexRuschLaserTubesClientRedacted.pdf



(A32515) Teleflex-Rüsch.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Defigard Touch 7. Schiller AG Medical supplies & Services Co.Ltd Mediservhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14150

Duodenovideosco

pe TJF-160VR   ,

Olympus Salehiya Trading Est. https://ncmdr.sfda.gov.s

Nokia BPM+ - 

Wireless Blood 

Pressure Monitor

Withings Sas N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

SORIN Heater-

Cooler System 3T

LivaNova PLC cigalah group https://ncmdr.sfda.gov.s

T7 Cannulated 

and Solid Drivers

Zimmer, INC…. Medical Regulations Gate#

Ultrafilter 

U9000    ,

Baxter Corp Canada Baxter AG https://ncmdr.sfda.gov.s

Wolf 445nm Arc Laser GmbH N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14139

In vitro diagnostic devices

Alinity i 

System                ,.

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

PALUTOP +4 

OPTIMA

Biosynex S.A. WAREED ALHAYAT https://ncmdr.sfda.gov.s

Procleix HEV Assay Grifols-Spain ABDULLA FOUAD HOLDING COMPANYhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14144

Vitamin D total II, 

Elecsys Vitamin D 

total II

Roche Diagnostics 

Corp

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14150
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14129
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14148
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14137
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14147
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14139
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14132
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14154
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14144
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14135



[High Priority ] - A32492 : �Zimmer Biomet—T7 Cannulated and Solid Drivers: May Fracture, Bend, or Shear; Manufacturer Announces Discontinuation


[High Priority ] - A32492 : �Zimmer Biomet—T7 Cannulated and Solid Drivers: May Fracture, Bend,
or Shear; Manufacturer Announces Discontinuation
Medical Device Ongoing Action
Published: Monday, April 8, 2019


UMDNS Terms:
•  Drivers [16868]
•  Hand Drills, Surgical, Bone, Cannulated [11332]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No. Lot No. Distribution Date


T7 Cannulated Drivers AO 110018531 All 2015 May to 2019 Mar


T7 Solid Driver AO 110018541 All 2015 May to 2019 Mar


Geographic Regions: Australia, Canada, Costa Rica, Europe, Malaysia, Singapore, U.S.


Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a March 28, 2019, Urgent Medical Device Removal and Notice of Discontinuation letter submitted by an ECRI Institute member hospital, Zimmer
Biomet states that the above drivers may fracture, bend, or shear, potentially leading to an extension of surgery or retention of foreign particle, leading to
adverse tissue reaction. Zimmer Biomet also states that the T7 driver is being redesigned; all distributed product remaining in the field is being removed
and replaced with a new design that has new part numbers.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 28, 2019, Urgent
Medical Device Removal and Notice of Discontinuation letter and Certificate of Acknowledgment form from Zimmer Biomet. Your Zimmer Biomet
sales representative will remove affected product from your facility. Regardless of whether you have affected product, complete the Certificate of
Acknowledgment form and return it to Zimmer Biomet using the instructions on the form. Notify all relevant personnel at your facility of the information
in the letter. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at 
product.experience@zimmerbiomet.com . U.S. customers should also report adverse events or product quality problems relating to the use of affected
product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid
FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch 
website .
For Further Information:
Zimmer Biomet customer service department
Tel.: (574) 371-3071, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CorporateQuality.PostMarket@zimmerbiomet.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Apr 4. Member Hospital. ZFA 2019-00046 Download
● 2019 Apr 8. Manufacturer. The manufacturer confirmed the information provided in the source material.
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https://www.fda.gov/Safety/MedWatch/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

mailto:CorporateQuality.PostMarket@zimmerbiomet.com

https://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/190733/20190328ZimmerBiometT7CannulatedandSolidDriversCLIENT_Redacted.pdf



(A32492) Zimmer Biomet-T7 Cannulated.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

VITEK 2: AST-

N254 , AST-N330, 

AST-N371 test kits

bioMerieux Inc Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

VITROS 250 and 

350 Chemistry 

Systems    ,

Ortho-Clinical 

Diagnostics

Samir Photographic Supplies Co. 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Non-active implantable devices

aixstent 

Duodenum TTS

bess pro gmbh N/A https://ncmdr.sfda.gov.s

Biomet RingLoc 

Hip System 

SelfTapping Bone 

Screw

Zimmer, INC…. Medical Regulations Gate https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

Integra bioBLOCK 

Resorbable 

subtaler Implant

Integra Limited N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

iTotal CR Total 

Knee 

Replacement 

System,

ConforMIS N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=14

Physica ZUK All-

Poly Tibial Plates

Limacorporate S.p.a. N/A#

TACTYS - IPP 

Prosthesis -

Proximal Surface

Stryker Instruments Al-Faisaliah Medical System https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Ophthalmic and optical devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14155
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14160
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14156
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14138
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14136
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14143
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14145



[High Priority ] - A32467 : Lima—Physica ZUK All-Poly Tibial Plates: Endotoxin Levels May Exceed the Specification Limit


[High Priority ] - A32467 : Lima—Physica ZUK All-Poly Tibial Plates: Endotoxin Levels May Exceed
the Specification Limit
Medical Device Ongoing Action
Published: Tuesday, April 9, 2019


UMDNS Terms:
•  Prostheses, Joint, Knee, Tibial Component  [16098]


Product Identifier:
[Consumable]


Product Lima Corporate
Code No. Sterilization Lot No. Lot No.


Size 1 8 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584203108 18S0426 16AT1VB


Size 1 10 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584203110 1800193 17AT1RF


00584203110 18S0427 17AT27H


Size 1 12 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584203112 1800193 17AT27J


00584203112 18S0428 17AT1RG


Size 1 14 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584203114 1800193 17AT1RH, 17AT27K


00584203114 1800368 18AT212


Size 1 8 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584203208 18S0440 17AT27Z


00584203208 1800193 17AT1S2


Size 1 10 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584203210 18S0441 17AT280


00584203210 1800349 18AT1JJ


Size 1 12 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584203212 18S0442 17AT281


00584203212 1800349 18AT1R3


Size 1 14 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584203214 18S0443 17AT282


00584203214 1800368 18AT219


Size 2 8 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584204108 18S0429 17AT1RJ


00584204108 1800256 18AT0RH


Size 2 10 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584204110 18S0430 17AT27L


00584204110 1800193 17AT1RK


00584204110 1800349 18AT1QR


Size 2 12 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584204112 1800193 17AT1RL, 17AT27M


00584204112 1800349 18AT1JF, 18AT1QS


00584204114 1800193 17AT1RM, 17AT27N
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Size 2 14 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584204114 1800349 18AT1QT


Size 2 12 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584204212 18S0592 17AT285


00584204212 1800349 18AT1R4


Size 2 14 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584204214 18S0593 17AT286


Size 3 8 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584205108 1800256 18AT0RJ, 18AT1B5


00584205108 18S0431 17AT1RN


Size 3 10 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584205110 18S0432 17AT1RP


00584205110 1800256 18AT123


00584205110 1800349 18AT1QU


Size 3 12 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584205112 1800193 17AT1RQ, 17AT27P


00584205112 1800349 18AT1JG


Size 3 14 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584205114 1800193 17AT1RR, 17AT27Q


00584205114 1800349 18AT1QV


Size 3 8 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584205208 18S0594 17AT287


00584205208 18S0424 17AT1S5


00584205208 1800256 18AT0RM


Size 3 10 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584205210 18S0595 17AT288


00584205210 1800193 17AT1S6


Size 3 12 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584205212 18S0596 17AT289


00584205212 1800349 18AT1R5


Size 3 14 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584205214 18S0597 17AT28A


00584205214 1800349 18AT1R6


Size 4 8 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584206108 18S0433 17AT1RS


00584206108 1800193 18AT0RK


00584206108 1800256 18AT124


00584206108 1800349 18AT1QW


Size 4 10 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584206110 1800193 17AT1RT


00584206110 18S0434 17AT27R
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00584206110 1800349 18AT1QX


Size 4 12 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584206112 18S0435 17AT1RU


00584206112 1800193 17AT27S


00584206112 1800349 18AT1QY


Size 4 14 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584206114 1800193 17AT1RV, 17AT27T


00584206114 1800368 18AT216


Size 4 10 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584206210 1800193 17AT1S8


00584206210 18S0599 17AT28C


Size 4 12 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584206212 18S0600 17AT28D


Size 4 14 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584206214 18S0601 17AT28E


00584206214 1800349 18AT1R7


Size 5 8 mm Physica ZUK Tibial
Component Left Medial/Roght Lateral


00584207108 18S0436 17AT1RW


Size 5 8 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584207108 1800256 18AT0RL, 18AT125


00584207108 1800349 18AT1QZ


Size 5 10 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584207110 1800193 17AT1RX


00584207110 18S0437 17AT27U


00584207110 1800349 18AT1JH


Size 5 12 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584207112 1800193 17AT1RY, 17AT27V


00584207112 1800349 18AT1R0


Size 5 14 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584207114 1800193 17AT1RZ, 17AT27W


00584207114 1800349 18AT1R1


00584207214 18S0605 17AT28J


Size 5 9 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584207208 1800193 17AT1S9


Size 5 8 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584207208 18S0602 17AT28F


Size 5 10 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584207210 1800193 17AT1SA


00584207210 18S0603 17AT28G


Size 5 12 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584207212 18S0604 17AT28H


00584207212 1800349 18AT1R8
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Size 6 8 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584208108 18S0438 16AT1VC


Size 6 10 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584208110 1800193 17AT1S0


00584208110 18S0439 17AT27X


00584208110 1800349 18AT1R2


Size 6 12 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584208112 1800193 17AT1S1


00584208112 1800368 18AT218


Size 6 14 mm Physica ZUK Tibial
Component Left Medial/Right Lateral


00584208114 1800193 17AT0ZX, 17AT1J9


Size 6 8 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584208208 1800193 17AT1SB


00584208208 18S0606 17AT28K


Size 6 10 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584208210 18S0607 17AT28L


Size 6 12 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


005842082012 18S0608 17AT28M


Size 6 14 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584208214 18S0609 17AT28N


00584208214 1800349 18AT1R9


Size 2 8 mm Physica ZUK Tibial
Component Right Medial/left Lateral


00584204208 18S0590 17AT283


00584204208 1800193 17AT1S3


Size 2 10 mm Physica ZUK Tibial
Component Right Medial/left Lateral


00584204210 18S0591 17AT284


00584204210 1800193 17AT154


Size 4 8 mm Physica ZUK Tibial
Component Right Medial/Left Lateral


00584206208 18S0425 17AT1S7


00584206208 18S0598 17AT28B


00584206208 1800193 18AT0RN


Geographic Regions: France, Italy, U.K.&#160;


Manufacturer(s): Lima Corporatevia Nazionale 52, I-33038 Udine (UD), Italy


Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management


Problem:
In a March 25, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Lima states
that the above tibial plates may contain endotoxins at levels that exceed the specification limit. Use of products containing endotoxins at levels beyond
the specification limit may result in early and/or late prosthetic infection, swelling, redness, fever, prosthetic pain, and risk of osteolysis and mobilization.
Lima also states that it has received no reports of patient harm associated with this problem.
 


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the March 25, 2019, Urgent Field
Safety Notice letter and Response Form from Lima. Complete the Response Form, and return it to Lima by e-mail at pms@limacorporate.com . The firm
recommends that you continue to monitor patients according to standard clinical follow-up protocols, reserving ad hoc and in-depth controls for cases
with significant symptoms. Lima is not recommending preventive revision procedures. Return affected product, along with a copy of the Response
Form, to Lima. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you


www.ecri.org . Printed from Health Devices Alerts on Wednesday, April 10, 2019 Page 4


©2019 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:pms@limacorporate.com





have further distributed affected product.
 
For Further Information:
Lima
E-mail: medicalcomplaints@limacorporate.com
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Limacorporate: Physica ZUK all poly tibial components [online].


London; Department of Health; 2019 Apr 1 [cited 2019 Apr 5]. (Field safety notice; reference no. 2019/003/025/701/013). Available from
Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2019 Apr 5. MHRA FSN. 2019/003/025/701/013 Download
● 2019 Apr 5. MHRA FSN. Lima Reference No. 02/2019 (includes reply form) Download
● 2019 Apr 9. Manufacturer. The manufacturer confirmed the information in the source material.
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Dornier Standard 

Diode and 

Nd:YAG 

Lightguides

Dornier MedTech 

GmbH

ATTIEH MEDICO LTD https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Single-use devices

BD MaxZero™ 

Needleless 

Connector and 

associated 

extension sets

Becton, Dickinson 

And Company

Medical Regulations Gate https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

133

Component 

Neuro swab in 

Molnlycke 

Procedure trays

Molnlycke Health 

Care AB.

Branch of Molnlycke Health Care 

AB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

Cruiser BIOTRONIK UK Ltd WATEEN MEDICAL COhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14146

Microbore Y-Type 

Extension Set and 

Catheter 

Extension Set with 

Clearlink

Baxter Healthcare. Baxter AG https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4157

VariFit Sterile 

Single Use Adult 

Thigh Cuffs, 

Single Port, Single 

Bladder

Delfi Medical 

Innovations Inc

Medical Regulations Gate https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

4128

Visiwipe 

Instrument Wipe 

73 x 73mm

Beaver Visitec 

International Ltd

Al Amin Medical Instruments Co. 

Ltd.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14130
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14133
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14151
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14146
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14157
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14128
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14140

