Republic of the Philippines FDA
Department of Health Y/ /4

FOOD AND DRUG ADMINISTRATION e
09 DEC 202
FDA ADVISORY
Noa - 20221905
TO: ALL HEALTHCARE PROFESSIONALS AND THE
GENERAL PUBLIC
SUBJECT: Public Health Warning Against the Purchase and Use of the

Following Unnotified Medical Device Products:

1. “FAST AID STRETCH FABRIC STRAPPING 2.5CM
X 1.5CM”

2. “FAST AID CUSHIONED PLASTERS”

3. “SUPERBAND ALL PURPOSE SPORTS TAPE”

4. “SUPERBAND ALL PURPOSE WATERPROOF
TAPE”

5. “COACHs& SELF-ADHERING SPORTS WRAP”

The Food and Drug Administration (FDA) warns all healthcare professionals and the general
public NOT TO PURCHASE AND USE the unnotified medical device products:
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Robinson™
Healthcare

Offers flexible support and is ideal for sports
injuries. Can be applied directly to skin or to
secure dressings in place.

. Directions for use: 1. Cut to size. 2. Apply to clean, dry
y  skin. 3. Take care not to restrict circulation. &, Seek medical
I advice if the condition does not improve.

!

. Vext prepared 0

Figure 1. Unnotified Fast Aid Stretch Fabric Strapping 2.5cm x 1.5¢m (stretched)
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Cushioned
Plasters
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Robinson® I
Healthcare

* Padded Foam
* Blister Prevention
| * Mypoaliergenic
fing lo tdive s
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* Waterproof

Keeps oul waler d

¢ Strong Sticking Power

For a longer Lasting plaste

Clean and easy

* Hygienic Application

Directions for vye

Used by Healthcare Professionals!
Healt Care Breathable cloth tape is suitable for
ALL PURPOSE athletic uses. Helps to provide
additional support and prevent injuries

* Hyposllergeric ® WMinima achesve res due
® Nom imitating to skin @ Retists tearing

Directions:

For best results, apply to cleany clipped, dry skin,
Avoid wrapping too tightly or hindering circulation.
Remove tape immediately if swelling or numbness occurs.
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24144
MADE IN CHINA

Databuted by

Med Craft Inc.
1-868-633-2723

LOT#: CaP020)

Figure 3. Unnotified SuperBand All Purpose Sports Tape
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Super:1T/

Used by Healthcare Professionals!
Healt Care Breathable cloth tape is suitable for
ALL PURPOSE uses.

* Hypoallergenic  Minimal adhesive residue

& Nonirritating to skin ~ ® Resists tearing

Directions:

For best results, apply to cleany clipped, dry skin.

Avoid wrapping too tightly or hi ing circul

Remaove tape ly if swelling or b occurs.
Apply without stretching tape or skin.

Distribusted by : Ik
Med Craft Inc.

].888_633_2723 7 24144%07122

LOT#: CMPADSOY MADE IN CHINA

Figure 4. Unnotified SuperBand All Purpose Waterproof Tape

BRAND RECOMMENDED
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SELF-ADHERING -
2IN.XBOIN. (22 YDS)
mm SPORTS WRAP 50cmx2 Omt.m—»r-:n

COACH
sprains, and sore muscle

Self-Adhering Sports Wrap actively supports your recovery from strains.
y proviging axcellant compression and stabslity to
onal banaages, COACH' Sports Wraps are designed
30 the wrap only sticks to itself. With COACH®
SELF-ADHERING Sports Wraps, you get comfortable and breathable protection thal stays in place

without the use of clips of pins
SPORTS WRAP o Pr o3 excellent support e Tears by hand to the length needed

and compression

rvured areas. Uniike tra
with an interlocking s
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e Breathable and lightweight
e Stays in place: Will not ship for excelient comfort

e Dows not require chips or pins e Sticks only to itself

WIDTH  USED FoR:
2IN.  ANKLE. WRIST. ELBOW
JIN. KNEE, THIGH, RIBS
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ORXI1 2015 Made in China

30041383 CODE 7928
For Medical Emergencies Seed Professionsl kel
Ouestions? $00-526-3967; Outside US, il (obect NS-273-0755
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| z -Ei DIRECTIONS FOR USE. Wrap bandage
v z - around injured body part. Overlap ™~
i1 o layers making sure sach i smooth
2 2 s J Avoid excessive tightness which can
B ° T hinder circulation. Do not launder. ©
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Figure 5. Unnotified Coachs Self-Adhering Sports Wrap



The FDA verified through post-marketing surveillance that the above mentioned medical
device products are not notified and no corresponding Product Notification Certificates have
been issued. Pursuant to the Republic Act No. 9711, otherwise known as the “Food and Drug
Administration Act of 2009”, the manufacture, importation, exportation, sale, offering for
sale, distribution, transfer, non-consumer use, promotion, advertising or sponsorship of health
products without the proper authorization is prohibited.

Since these unnotified medical device products have not gone through evaluation process of
the FDA, the agency cannot assure its quality and safety.

All concerned establishments are warned not to distribute, advertise, or sell the said violative
medical device products until the Product Notification Certificates are issued, otherwise,
regulatory actions and sanctions shall be strictly pursued. Always check if a product has been
notified with the FDA before purchasing it by making use of the embedded Search feature of
the FDA website accessible at www.fda.gov.ph. You may also look for the FDA Notification
number on the product label in the form of either CMDR-xxx, DVR-xxx, MDR-xxx, or
CMDN-xxx.

All Law Enforcement Agencies (LEAs) and Local Government Units (LGUs) are requested
to ensure that these products are not sold or made available in the market or areas of
jurisdiction.

The Bureau of Customs is urged to restrain the entry of these unnotified products.
For more information and inquiries about this advisory, kindly contact the FDA CDRRHR

through e-mail at edrrhr@fda.gov.ph indicating on the subject the concerned Advisory, or
call (02) 8857-1900 loc. 8301.

To report any sale or distribution of unnotified medical device, contact the online reporting
facility eReport through e-mail at ereport@fda.gov.ph.

Dissemination of this advisory to all concerned is hereby requested.

DR‘SAMUEL#& ZAQ’ TE
Director al

DTN 20221007165513, 20221007165546, 20221007165614,
20221007165645, & 20221007165727




