Republic of the Philippines

Department of Health Fm
FOOD AND DRUG ADMINISTRATION R

03 June 2015

FDA MEMORANDUM CIRCULAR
No. 20]4. - 005-A

SUBJECT: Amendment to FDA Memorandum Circular No. 2014-005,
“Updated List _of Medical Devices Required to be

Registered Prior to Sale, Distribution and Use”

To clarify the list of medical devices required to be registered, the FDA
Memorandum No. 2014-005 is hereby amended as follows:

Item No. From To
14 Atopiclair Cream/Non-steroidal | Non-steroidal cream for skin barrier
cream repair
18 Blade Surgical Blade
s Blunt Delete in the list
40 Clave Delete in the list
53 Dental Bone Dental Bone Implant
63 Drape, Sterile Surgical Drape, Sterile
65 Drill, Bone/Surgical Drill Bit, Bone/Surgical
107 Knife, all types, sterile Surgical Knife, sterile
112 Light Shield Eye Light Shield
115 Lumbar Puncture Tray Lumbar Puncture Kit
117 Mask (facemask, full mask, | Mask  (facemask, full mask,
anesthesia, oxygen) anesthesia, oxygen). Exempted from
registration: N95, washable, earloop
facemask.
142 Scrub, w/o drugs Surgical Scrub, w/o drug component
150 Spinal Anaesthesia Tray Spinal Anaesthesia Kit

All other provisions of FDA Memorandum No. 2014-005 shall remain in
effect.

JANETTE P. O-GARIN, MD, MBA-H
Secr of Health
Acting Director General/ Food and Drug Administration
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