Republic of the Philippines
Department of Health

@ X FOOD AND DRUG ADMINISTRATION N RSF\/s7r

PHILIPPINES

i 1
FDA ADVISORY i1 FEB 2019
No. 2019-025
TO: GENERAL CONSUMING PUBLIC
SUBJECT: Public Health Warning Against the Use of Unnotified

Cosmetic Products (Batch 1)

The Food and Drug Administration (FDA) advises the public against the purchase and

use of the following unnotified cosmetic products whose particulars/details are provided in the
attached annex:
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GSGZ TRADING MAGIC WHITE FACE & BODY WHITENING EMULSION
SPF 30

TANAKO SOOTHING & MOISTURE ALOE VERA 92% SOOTHING GEL
MAGIC LIP BALM (NO. HT-016)

JASMINE DAFA HERBAL ESSENCE ALOE VERA FACIAL FOAMING
CLEANSER

INSTA SHINE INSTANT SHINE IN ONE SPRAY

PURE NATURAL EXTRACT GOLDEN ALOE VERA FACE SCRUB GEL
SASIMI® TOMATO HYDRATING BRIGHTENING MASK (HL-10)

DEXE® HAIR COLOR SPRAY - WHITE

XUEYINZI B.B CREAM SHEER GLOWING SKIN MAKE-UP (01)

MERRY SUN OLIVE NUTRIENT SMOOTHING ANTI-DANDRUFF
SHAMPOO

. LITTLE BABY UNDERARM CUP CAKE CREAM PLUS

. SASIMI® SNAIL SLIME SOOTHING MASK

. SNAIL WHITE SUNSCREEN SPF 70+ UVB/UVA WHITE BODY
. SASIMI AQUA SPF 50 PA++++

. SASIMI® MILK PLUS VELVET COLORS LIP TINT

. SASIMI® HONEY CLARIFYING OIL CONTROL MASK

. DEXE® ROOT COVER UP (NO.1 BLACK)

. SASIMI® MILK HYDRATING REVITALIZING MASK

18.
19,
20.
21.

SASIMI® ALOE RENEWAL HYDRATING MASK
SASIMI® CUCUMBER FIRMING MASK

OVER SKINS SOAP BERRY & WHITE SESAME SCRUB SOAP
HELLO KITTY L-GLUTATHIONE MOIST WHITENING LOTION
SPF 70 +++ (COCO)

UNLABELLED WHITE COLORED SOAP

DOOM (LABEL IS IN FOREIGN LANGUAGE)

EGEIRO KALON GLUTA TAWAS MILKY GLUTA SCENT
EGEIRO KALON OATMEAL SOAP

KAHAMIS® ORGANIC CARROT SOAP

GLUTA WITH ANTI WARTS

CRIMSON RESORT & SPA MACTAN HAND SOAP
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29. MIRACLE TAWAS WITH CALAMANSI ANTIPERSPIRANT INTENSE
WHITENING CREAM

30. DAPHNIS TAWAS CALAMANSI ALL PURPOSE CREAM W/ SPF 65 AND
ALOE VERA

31. 5 IN 1 WHITENING OVAL SOAP

32. GLYCERINE OVERLOAD

33. GLUTATHIONE WITH BLEACH

34. GLUTA WITH TAWAS

35. GLUTATHIONE WITH KOJIC

36. REJUVENATING

37. REJUVENATING WITH GREEN PAPAYA

38. MOCHA GRANITA

39. GLUTA WITH ARBUTIN

40. MADRE DE CACAO

41. KISS BEAUTY® 24K GOLD FACE MASK (1055)

42. BIHAKU AHA BLUE BOOSTER WITH BLUEBERRY FRUIT EXTRACT

43. BIHAKU WONDER LOTION WITH SPF 60

44. SEOUL BEAUTY PORE-PERFECT POWDER INFUSE WITH SNAIL STEM
CELL, COLLAGEN VITAMIN E AND SPF 45

45. HENGFANG® HUGGABLE LIPCOLOUR 7 LIPSTICK MATCHES (6)

46. SCANDINAVIA EDITION TOOTHPASTE

47. CHARCOAL BODY SOAP (LABEL IS IN FOREIGN LANGUAGE)

48. SYSTEMA (LABEL IS IN FOREIGN LANGUAGE)

49. ORIGINAL ALPHAWHITE 2080 TOOTHPASTE (ART COLLECTION)

50. MISE EN SCENE PERFUME DE IRIS BLOOMING

FDA post-marketing surveillance (PMS) activities have verified that the
abovementioned cosmetic products have not gone through the verification process of the
agency and have not been issued the proper authorization in the form of acknowledged
cosmetic notifications. Pursuant to Republic Act No. 9711, otherwise known as the “Food and
Drug Administration Act of 20097, the manufacture, importation, exportation, sale, offering
for sale, distribution, transfer, non-consumer use, promotion, advertising or sponsorship of
health products without the proper authorization from FDA is prohibited.

Accordingly, because unnotified cosmetic products have not gone through the
verification process of the FDA, the agency cannot guarantee their quality and safety. The use
of such violative products may pose potential health hazards to the consuming public.

Potential hazards may come from ingredients that are not allowed to be part of a
cosmetic product or from the contamination of heavy metals such as mercury especially in
whitening cosmetic products. The use of substandard and possibly adulterated cosmetic
products may result to adverse reactions including but not limited to skin irritation, itchiness,
anaphylactic shock and organ failure.



In light of the above, the public is advised not to purchase the aforementioned violative
products. Moreover, the public is also advised to be vigilant against cosmetic products that
might not be duly notified with FDA. Always check if a cosmetic product has been notified
with FDA before purchasing it by making use of the embedded Search feature of the FDA
website accessible at www.fda.gov.ph.

All concerned establishments are warned not to distribute the above-identified violative
cosmetic products until they have already been covered by the appropriate authorization
(cosmetic notification), otherwise, regulatory actions and sanctions shall be strictly pursued.

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

For more information and inquiries, please e-mail us at info@fda.gov.ph. To report
continuous sale or distribution of the above unnotified cosmetic products, utilize our online
reporting facility, eReport, at www.fda.gov.ph/ereport, or e-mail us via report@fda.gov.ph,
or call us at the Center for Cosmetics Regulation and Research (CCRR) hotline (02) 857-1900
local 8113 or 8107.

Dissemination of the information to all concerned is requested.

Wi

NEL HARAD . PUNO, RPh
Director General
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ANNEX

Details of the Unnotified Cosmetic Products

PRODUCT NAME PRODUCT DETAILS PRODUCT IMAGE/S
GSGZ TRADING Local Company Responsible for R :
MAGIC WHITE FACE  Placing the Product in the Market:
& BODY WHITENING ~ Not Indicated
EMULSION SPF 30 T

Not Indicated

Country of Manufacture:

Spain
TANAKO SOOTHING Local Company Responsible for
& MOISTURE ALOE Placing the Product in the Market:
VERA 92% SOOTHING ~ Not Indicated
GEL MAGIC LIP

Address:
BALM (NO. HT-016) Not Todicated

Country of Manufacture:

Not Indicated
JASMINE DAFA Local Company Responsible for
HERBAL ESSENCE Placing the Product in the Market:
ALOE VERA FACIAL  Not Indicated
FOAMING CLEANSER

Address:

Not Indicated

Country of Manufacture:

Not Indicated
INSTA SHINE Local Company Responsible for
INSTANT SHINE IN Placing the Product in the Market:
ONE SPRAY Not Indicated

Address:

Not Indicated

Country of Manufacture:

Not Indicated
PURE NATURAL Local Company Responsible for
EXTRACT GOLDEN Placing the Product in the Market:
ALOE VERA FACE Not Indicated

oL Address:
Not Indicated
Country of Manufacture:

Not Indicated




Not Indicated

PRODUCT NAME PRODUCT DETAILS PRODUCT IMAGE/S
6 SASIMI® TOMATO Local Company Responsible for S B “"‘"“ >
HYDRATING Placing .the Product in the Market: () sr=s & S
BRIGHTENING MASK ~ Not Indicated TOMATO
(HL—-]O) Address: indamiy
Not Indicated
Country of Manufacture:
Label is in Foreign Language
7  DEXE® HAIR COLOR  Local Company Responsible for
SPRAY — WHITE Placing the Product in the Market:
Not Indicated
Address:
Not Indicated
Country of Manufacture:
Not Indicated
8 XUEYINZI B.BCREAM Local Company Responsible for
SHEER GLOWING Placing the Product in the Market:
SKIN MAKE-UP (01) ~ Not Indicated
Address:
Not Indicated
Country of Manufacture:
Label is in Foreign Language
9  MERRY SUN OLIVE Local Company Responsible for
NUTRIENT Placing the Product in the Market:
SMOOTHING ANTI- Not Indicated
DANDRUFF SHAMPOO
Address:
Not Indicated
Country of Manufacture:
Not Indicated
10 LITTLE BABY Local Company Responsible for -
UNDERARM CUP Placing the Product in the Market: u‘iggf;?ﬂﬂ”}
CAKE CREAM PLUS ~ Not Indicated P
Address:
Not Indicated
Country of Manufacture:




PRODUCT NAME PRODUCT DETAILS me...._”
11 SASIMI® SNAIL Local Company Responsible for P ‘
SLIME SOOTHING Placing the Product in the Market: wdaumia
MASK Not Indicated SNAIL
SLIME
Address: . Soolisa sk
Not Indicated
Country of Manufacture:
Not Indicated
12 SNAIL WHITE Local Company Responsible for
SUNSCREEN SPF 70+ Placing the Product in the Market:
UVB/UVA WHITE Not Indicated
SRR Address:
Not Indicated
Country of Manufacture:
Not Indicated
13 SASIMI AQUA SPF 50 Local Company Responsible for
PA++++ (NO.S709) Placing the Product in the Market:
Not Indicated
Address:
Not Indicated
Country of Manufacture:
Label is in Foreign Language
14 SASIMI® MILK PLUS Local Company Responsible for
VELVET COLORS LIP  Placing the Product in the Market:
TINT Not Indicated
Address:
Not Indicated
Country of Manufacture:
Label is in Foreign Language
1S SASIMI® HONEY Local Company Responsible for
CLARIFYING OIL Placing the Product in the Market:
CONTROL MASK Not Indicated
Address:
Not Indicated
Country of Manufacture:

Label is in Foreign Language




PRODUCT NAME

PRODUCT DETAILS

16

DEXE® ROOT COVER
UP (NO.1 BLACK)

Local Company Responsible for
Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated

17

SASIMI® MILK
HYDRATING
REVITALIZING MASK

Local Company Responsible for
Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Label is in Foreign Language

18

SASIMI® ALOE
RENEWAL
HYDRATING MASK

Local Company Responsible for
Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Label is in Foreign Language

19

SASIMI® CUCUMBER
FIRMING MASK

Local Company Responsible for
Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Label is in Foreign Language

20

OVER SKINS SOAP
BERRY & WHITE
SESAME SCRUB SOAP

Local Company Responsible for
Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Label is in Foreign Language

PRODUCT IMAGE/S




PRODUCT NAME  PRODUCT DETAILS PRODUCT IMAGE/S
21 HELLOKITTY L- Local Company Responsible for
GLUTATHIONE Placing the Product in the Market:
MOIST WHITENING Not Indicated
LOTION SPF 70 +++ Adiiess:
(CoCo) Not Indicated
Country of Manufacture:
Japan
22 UNLABELLED WHITE Local Company Responsible for
COLORED SOAP Placing the Product in the Market:
Not Indicated
Address:
Not Indicated
Country of Manufacture:
Not Indicated
23 DOOM (LABEL IS IN Local Company Responsible for
FOREIGN LANGUAGE) Placing the Product in the Market:
Not Indicated
Address:
Not Indicated
Country of Manufacture:
Not Indicated
24 EGEIRO KALON Local Company Responsible for
GLUTA TAWAS Placing the Product in the Market:
MILKY GLUTA SCENT  Not Indicated
Address:
Not Indicated
Country of Manufacture:
Not Indicated
25 EGEIRO KALON Local Company Responsible for
OATMEAL SOAP Placing the Product in the Market:

Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated




PRODUCT NAME PRODUCT DETAILS PRODUCT IMAGE/S
26 KAHAMIS® ORGANIC Local Company Responsible for S
CARROT SOAP Placing the Product in the Market:
Purepower Ventures Corp.
Address:
Angeles City, Pampanga,
Philippines
Country of Manufacture:
Not Indicated
27 GLUTA WITH ANTI Local Company Responsible for
WARTS Placing the Product in the Market:
Not Indicated
Address:
Not Indicated
Country of Manufacture:
Not Indicated
28 CRIMSON RESORT &  Local Company Responsible for
SPA MACTAN HAND Placing the Product in the Market:
SOAP Not Indicated
Address:
Not Indicated
Country of Manufacture:
Not Indicated
29 MIRACLE TAWAS Local Company Responsible for
WITH CALAMANSI Placing the Product in the Market:
ANTIPERSPIRANT Not Indicated
INTENSE WHITENING
CREAM Address:
RE Not Indicated
Country of Manufacture:
Not Indicated
30 DAPHNIS TAWAS Local Company Responsible for
CALAMANSI ALL Placing the Product in the Market:
PURPOSE CREAM W/  Not Indicated
f,l;;;f A ALOE Address:
Not Indicated
Country of Manufacture:

Not Indicated




31 5IN1WHITENING Loca;lfCompany Respo;silﬁe for
OVAL SOAP Placing the Product in the Market:
Not Indicated

~ PRODUCT NAME  PRODUCT DETAILS PRODUCT IMAGE/S |

Address:
Not Indicated

Country of Manufacture:
Not Indicated

32 GLYCERINE Local Company Responsible for
OVERLOAD Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated

33 GLUTATHIONE WITH Local Company Responsible for
BLEACH Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated

34 GLUTA WITH TAWAS  Local Company Responsible for
Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated

35 GLUTATHIONE WITH  Local Company Responsible for
KOJIC Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated

36 REJUVENATING Local Company Responsible for
Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated




37 REJUVENATING Local Company Responsible for

WITH GREEN PAPAYA Placing the Product in the Market:
Not Indicated

PRODUCT NAME  PRODUCT DETAILS ~ PRODUCT IMAGE/S

Address:
Not Indicated

Country of Manufacture:
Not Indicated

38 MOCHA GRANITA Local Company Responsible for
Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated

39 GLUTA WITH Local Company Responsible for
ARBUTIN Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated

40 MADRE DE CACAO Local Company Responsible for
Placing the Product in the Market:
Not Indicated

Address:
Not Indicated

Country of Manufacture:
Not Indicated

41 KISS BEAUTY® 24K Local Company Responsible for

GOLD FACE MASK Placing the Product in the Market:
(1055) Not Indicated

Address:

Not Indicated

Country of Manufacture:
PR.C!




PRODUCT NAME PRODUCT DETAILS PRODUCT IMAGE/S
BIHAKU AHA BLUE Local Company Responsible for o T
BOOSTER WITH Placing the Product in the Market:
BLUEBERRY FRUIT Misumi Direct Sales
A 0 Address:

Not Indicated

Country of Manufacture:

Not Indicated
BIHAKU WONDER Local Company Responsible for Y

LOTION WITH SPF 60  Placing the Product in the Market:
Misumi Direct Sales

Address:

Antipolo, Rizal

Country of Manufacture:

Not Indicated
SEOUL BEAUTY Local Company Responsible for
PORE-PERFECT Placing the Product in the Market:
POWDER INFUSE Misumi Direct Sales
WITH SNAIL STEM Al
CELL, COLLAGEN Antipolo, Rizal
VITAMIN E AND SPF
45 Country of Manufacture:

Not Indicated
HENGFANG® Local Company Responsible for
HUGGABLE Placing the Product in the Market:
LIPCOLOUR 7 Not Indicated
[;IPSTICK MATCHES Adiliess:
(©6) Not Indicated

Country of Manufacture:

Label is in Foreign Language
SCANDINAVIA Local Company Responsible for P i
EDITION Placing the Product in the Market: o
TOOTHPASTE Not Indicated

Address:
Not Indicated

Country of Manufacture:
Label is in Foreign Language




PRODUCT NAME PRODUCT DETAILS PRODUCT IMAGE/S
47 CHARCOAL BODY Local Company Responsible for M
SOAP (LABEL IS IN Placing the Product in the Market: %}g
FOREIGN LANGUAGE) Not Indicated o EETEER
Address:
Not Indicated
Country of Manufacture:
Korea
48 SYSTEMA (LABEL IS Local Company Responsible for
IN FOREIGN Placing the Product in the Market:
LANGUAGE) Not Indicated
Address:
Not Indicated
Country of Manufacture:
Label is in Foreign Language
49 ORIGINAL Local Company Responsible for
ALPHAWHITE 2080 Placing the Product in the Market:
TOOTHPASTE (ART ~ Not Indicated
COLLECTION) Ko
Not Indicated
Country of Manufacture:
Korea
50 MISE EN SCENE Local Company Responsible for
PERFUME DE IRIS Placing the Product in the Market:
BLOOMING Not Indicated
Address:
Not Indicated
Country of Manufacture:

Korea




