Food and Brug Administration
FPHILIPPINES

31 August 2010

FDA CIRCULAR
No. 2919-018

- SUBJECT: Declaring the Identified Products to be Imminently Injurious,
Unsafe or Dangerous and Authorizing the FDA Inspectors to
Seize Said Products from Public Sale or Distribution

The Food and Drug Administration (FDA) have found, through laboratory
examination, that the samples of the following cosmetic products that were collected on
separate occasions at various establishments/outlets identified as:

St. Dalfour Beauty St. Dalfour Cream Tokyo, Japan
Whitening Cream
Beauty Girl Papaya & Beauty Girl Cream Yudantang
Hawthorm Essence (10 International - Taiwan
Double Whitening Speckles
Removed Essence)
Beauty Girl Ginseng & Beauty Girl Cream Yudantang
Green Cucumber (10 Double International - Taiwan
Whitening Speckles
Removed) =
Beauty Girl Essence Aloe Beauty Girl Cream Yudantang
Pearl (10 Double Whitening International - Taiwan
Speckles Removed Essence)
Beauty Girl Olive & Sheep Beauty Girl Cream Yudantang
Essence (10 Double International - Tdiwan
Whitening Speckles

| Removed Essence) =

contain heavy metal (Mercury) exceeding the allowable limit of Ippm. | These
cosmetic products therefore pose imminent danger or injury to the consuming public and
the importation, selling or offering for sale of such is in direct violation of Republic Act
No. 9711 or the Food and Drug Administration Act of 2009.

Civic Drive, Filinvest Corporate City, Alabang, City of Muntinlupa 1781 Philippines
8084390 (trunkline) / 8425606 {informatior) / 8078275 (consumer hotline) / 8070751 (director)
www.bfad.gov.ph / bfad@bfad.qgov ph



Accordingly, in the interest of protecting public health and safety and pursuant to
Section 12 of Republic Act No. 9711, the Food and Drug Regulation Officers of this
Office (both Central and those in the regions) are hereby ordered to seize immediately the
above identified cosmetic products for custody from all outlets or establishments where
they may be found. Likewise, the assistance of all local government units and consumers
are sought in reporting all outlets found selling the above products.

h K Sty 75—
NAZARITA T. TACANDONG, RPh, MPA
Acting Director IV




Food and Brug Adminisiration
FHILIFPPINES

31 August 2010

FDA CIRCULAR
No. 2510-016

. SUBJECT: Declaring the Identified Products te be Imminently Injurious,
Unsafe or Dangerous and Authorizing the FDA Inspectors to
Seize Said Products from Public Sale or Distribution

The Food and Drug Administration (FDA) have found, through laboratory
examination, that the samples of the following cosmetic products that were collected on
separate occasions at various establishments/outlets identified as:

TURER

. \ i BUTOR
St. Dalfour Beauty St. Dalfour Cream Tokyo, Japan
Whitening Cream

Beauty Girl Papaya & Beauty Girl Cream Yudantang

Hawthorn Essence (10 International - Taiwan
Double Whitening Speckles

Removed Essence)

Beauty Girl Ginseng & Beauty Girl Cream Yudantang

Green Cucumber (10 Double International - Taiwan
Whitening Speckles

Removed) |
Beauty Girl Essence Aloe Beauty Girl Cream Yudantang

Pearl (10 Double Whitening International - Taiwan
Speckles Removed Essence)

Beauty Gir] Olive & Sheep Beauty Girl Cream Yudantang

Essence (10 Double International - Taiwan
Whitening Speckles

Removed Essence)

contain heavy metal (Mercury) exceeding the allowable limit of 7 ppm. These
cosmetic products therefore pose imminent danger or injury to the consuming public and
the importation, selling or offering for sale of such is in direct violation of Republic Act
No. 9711 or the Food and Drug Administration Act of 20009.

-

Civic Drive, Filinvest Corporate Cily, Alabang, Cily of Muntinlupa 1781 Fhilippines
8024390 (trunkline) / 84256086 (information) / 8078275 (consumer hotline) / 8070751 (director)
www.bfad.gov.ph / bfad@bfad gov.ph



Accordingly, in the interest of protecting public health and safety and pursuant to
Section 12 of Republic Act No. 9711, the Food and Drug Regulation Officers of this
Office (both Central and those in the regions) are hereby ordered to seize immediately the
above identified cosmetic products for custody from all outlets or establishments where
they may be found. Likewise, the assistance of all local government units and consumers
are sought in reporting all outlets found selling the above products.

P, AT T

T. TACANDONG, RPh, MPA
Acting Director IV

NAZARIT
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Republi;c of the Philippines
~REPARTMENT OF HEALTH
FOOD AND DRUG ADMINISTRATION

Civig Drive Filinvest Corporate City
Alabang, Montinlupa City
Website. www blod.gov.ph

WP TEST REPORT

Laboratory No: CP; 10-05-07-0770

Date:

Fo o L5D < 31 May 2010

Ha Pelea ;.

£ f o .

Lo : o Yo

vy = COloghe; g © o ’}C’ 72(74 .
Cream

{Genenc / INNJ Product Nome / Dasage Sirength/ Label Cioim/ Amounl of Aclive of Substance /Dasage Form/ Categary / Typet

fest ltem: St. Dalfour Beauly Whitening Cream
Brand Nome
Reqgisiration No. DT CR # 18151  BatchNo: N/ Lot No.: N/t
Date Manufactured: 10/11/2009 Expiry Date/ Best 8efore Date :  09/11/2011
Manufaciurer: NI Address: Tokye, Japan
Repacker/ Address: N/ importer/ Address: N/I .
Trader / Address: N/ Distributor/ Address: N/
Source/ Location: _Bolica Fernandez .
Address: Brgy. Cogon, Ormoc City, Leyle
Date of Sampiing: 11 March 2010 Collection Receipt Number: N/
Sampiing plan: Ni
Environmental condition during sampling:  Temp {oC) NI RH NI

lexplain detoils, if needed)
Submitted/Reguested by: Vencula C. Alandra - FDRO |
Address: DOH-EV-8. Government Center, Candahug, FPalo, Leyte

No. of Test tems / Samples Received:

One box (1 Jar)

Preduct Description (packaging type):

Transparent gicss jar with dark blue screw cap in a blue box

Date Test Item Received in LSD OC: 07 May 2010 Date(s} of Analysis: 17-28 May 2010
Test Methodis) Specification{(s) Resuli{s) Remark(S)
Appearance Visual Exam : - Camel beige -
cream -

ldentification Test:

Hydroguinone CQOS-TP-2008-03 Negative Negalive Passed

Tretinoin COS-1P-2008-07 Negative Negative Passed
Assay:

Mercury COS-TP-2009-01 nmi | ppm 12.351.88 ppm Failed

Delection Limit for Mercury - 0.24 ppb

Conclusion:
Tne sample submitted does not contorm to the specification under the ASEAN Cosmetic Directive {ACDH).

.
)

EDEN BJ ANGELES

Ancilys?

Attested y: /M

MARIA LOURDES C. SANTIAGO,M.5¢c., MM,
Chief, Laboratory Services Division t\».g
Noted by:

Ve

NAZARITA T. TACANDONG, R.Ph., M.P.A.
Acting Director tV

NOTE: This Repod of analysis refers only 1o the somple submitted and shall nal be reproduced. excepl i full, withou? the opproval of 8FAD ond is nol valid for purposes of
odvertising or saies premation. This doc ument sholl cease its effect in case of misrepresentation i the application.

roge 1 of |




Report Farm Nb.: SOPG 3.10-G1- ANx
Date tifective: 05 April 2010
Revisign Ma_:01

Republic of the Philippines
DEPARTMENT OF HEALTH

FOOD AND DRUG ADMINISTRATION

Civic Drive, Flinvest Carporate City
Alabang, Muntintlupa Cily
Website: www.bilad gov.ph

TEST REPORT

I
L Laboratory Nao: CP 10-67-01-1039
T Date: 29 July 2010 R
Cream
TEST ”em_ {Genetic / INN/ Product Name / Dosage Stength/ Labei Cloim/ Amount of Aciive o Substance fDosoge Form/ Categary / Typel

Beauiy Gil Papaya & Hawthormn Essence (10 Double Whitening Speckles Removed Essence!

Brand Name

Registration No.: N/ Baofch No: N/ Lot No., ) N/ .
Date Manufactured: 2009711 /08 Expiry Date/ Best Before Date © 2012/11/08 B
Manufacturer: Yudantang International Address: TAIWAN

Repacker/ Address: N/ Importer/ Address: N/

Trader / Address: N/ Distributor/ Address: N/ o
Source/ Location: _Excel Chinese Drugstore

Address: Roxerfan Commercial Bldg.. #158 Quirine Ave., Redemiorist. Baclaran, Parafague City
Daie of Sampling: 28 June 2010 Cellection Receip! Number: N/ -
Sampling plan: Enforcement/ 1o implement FDA Circutar No. 2010-002, 2010-004, 2010-011 .
Environmentaot condition during sampling:  Temp (C| N4 RH O NA

lexplain details, if needed)  Room Temperature
Submitted/Requested by: Marissa C. Fajardo- FDRO i
Address: FOA, Regulation Division 1, Civic Drive, Filinvest Corporate City, Alabang,
Muntinlupa City
No. of Test ltems / Somples Received: _2boxes x 2 jars x 18g . o o
Product Description (packaging type):  Transparent jar with violet sCrew cap in a box

Date Test item Received intSD OC: 01 July 2010 Datefs] of Analysis: 26 10 27 July 2010
Test Method(s) Specification(s) Result{s) Remark(S)
Appearance Visuai Exam - a} Beige cream: -
k) Yellow cream -
ASSQy
Mercury COS-TP-200%-01 nmt i ppm a) 5012 ppm Faoiled

2} 7,397 .58 ppm Failed

i

S

Detection Limit for Hg: 0.24 ppb
Conclusion:
The sampie submitted does not conform to the specificalion under the ASEAN Cosmetic Directive (ACD).

’
':A:E'U

LPUZ N GZRAN
Analyst

Attested by:

MARIA LOURDES C, SANTIAGO M.5c., M.M.
Chief, Laboratory Services Division

Noted by:

DQONG, RPh, MPA
Actidg Director

NOTE: This Repor? of analysis refers only to the sample submitted and shall not be reproduced., xGeptin full. withou! the approval of BFAD and is not vatd for purposes of
advertising or sales promotion. This document shall cease its effect n case of misrepresentatign iv the application.

Poge 1 of |




Repor! Form Na.: SOP0 3.10-071-ANX3
Date tHective: 05 Apnl 2010
Revision No 01

Republic of the Philippines
DEPARTMENT Of HEALTH

FOOD AND DRUG ADMINISTRATION

Civic Dnve, Filinvest Corporate City
Alabang, Muntintupa City
Website: www . bfad.gov ph

TEST REPORT

F\Loboroforyﬁlorm CP 10:0;[—-6{-[035
J Date: 126 July 2010

Whitening Cream

{Generic / 1INN/ Product Name / Dosage Strength/ Label Claim/ Amaun! of Active o Sutslonce fDosage Form/ Cotegory / Type)

Tes! llem: Beauty Gitt Ginseng & Green Cucumber({10 Doubie Whitening Speckies Rermoved)
Registration No.: N/ Batch No: N/ __lotNo: N/

Date Manufactured: 2010/04/25 Expiry Date/ Best Before Date . 2013/04/25
Manufacturer: Yudantang International Address: TAIWAN N
Repacker/ Address: N/l . Imperter/ Address: NA .
Trader / Address: N/ Distributor/ Address: N/ } i
Source/ Location: _Benson Chinese Drugsiore #H:
Address: 892 C.M. Recto Ave,, Binondo, Manila

Date of Sampling: 28 June 2010 Colleclion Receipt Number: NA o
Sampling plan: Enforcement/ to implement FDA Circular No. 2010-002, 2010-004, 2010-01 1 l
Environmental condition during sempling:  Temp (¢C)  Nji RH N/ i

lexplain details, it needed)  Room Temperature -
Submitted/Requested by: Marissa C, Fajarde- FDROD i _
Address: FDA, Regulation Division 1, Civic Drive, Filinvest Corporate City, Alabang,
Muntiniupa City .
No. of Test tems / Somples Received: 2 boxes x (2 jars x 18g)
Product Descriplion (packaging type):  Iransparent jar with violet screw cap in ¢ box

Date Test item Received in LSD OC: 01 July 2010 Datels] of Analysis: 15 and 14 July 2010
Test Method (s} Specification|(s) Resuitis) remark{S)
Appearance Visual Exam - a) Beige cream
b} Yeliow cream
Assay:
Mercury COS-TP-2009-01 nmt 1 ppm ay 1.7 ppm Falled

b} 5.953.74 ppm Failed

Detection Limit: Mercury -~ 0.24 ppb
Conclusion:
The sample submitted does not conform to the specification under the ASEAN Cosmetic Directive (ACD).
i e Oy
LWZN-PAGARAN
¢ Analyst

Attested by:

MARIA LOURDES C. SANTIAGO,M.Sc., M.M.

Chief, Laboratory Services Division

Noted by:
DON_G, R.Ph., MP.A,
rector IV

fa

NOTE, This Report of analysis refers only 1o the sample submitted and shall not be reroduced. excent in full, without the aoproval of BEAD and is naT vard for
purposes of advertising or sales promotion. This document shall cease ifs effect in case of misepresentation in the cppication.

Poge | of 1
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Repart Form No.: SOPD 3.10-G1-AMX3
Dote Effechve: 05 Aprt 2010
Re sion Mo}

Repunlic of the Philippines
DEPARTMENT OF HEALTH
FOOD AND DRUG ADMINISTRATION

Civic Drive, Filinvest Corporate City
Alabong. sunintuna City
website: www biod gov ph

TEST REPORT

rLﬁc':boroiory Nao:

CP 16-07-01-1037

| Date: 26 July 2010
[ Whitening Cream B @d
Test tem: [Generic ¢ IN'.W Praduct rome ; Dosage Slrength/ Lober Clam/ Afnoum.of Acl:ve o Sutstance /Dosoge Formy Colegory / Type) T

Beauty Girl Essence Aloe Pearl{10 Double Whitening Speckles Removed Essense)

Registration No.: N/I Batch No: Ny Lot No.: N/
Date Manufactured:  2009/11/18 Expiry Dote/ Best Before Daote - 2012/11/18 o
Manufacturer: Yudantang Internationcl ~ Address: TAIWAN m,ﬁj
Repacker/ Address: N/l Importer/ Address: N/l ;
Trader / Address: N/ Bistributor/ Address:  N/I -
Source/ Location: _Bensen Chinese Drugstore N o N o {
Address: 892 C.M. Recto Ave.. Binondo. Manilg o
Bate of Sampling: 28 June 2010 Coliection Receipt Number; N/ i
Sampling plan: Enforcement/ to implement FDA Circular No. 2010-007, 2010-804, 2010-011 ) 7'
Environmental condition during sampling:  Temp (oC) N/ _RH N/ d
{explain details, if needed] Room Temperature . :
Submitted/Requested by:  Marissa C. Fajardo- FORO 1l N

Address: FDA, Regulation Division 1 Civic Drive, Filinves! Corporate City, Al'c'nbong-,

Muntinlupa City

No. of Test ltems / Scmples Received:
Product Description [packaging type):

2 boxes x 2 jars X 18g
Transparent jar with maroon screw capin a box

Date Test ltem Received in LSD OC: 01 July 2010 Date(s} of Analysis: 15and 16 July 2010
Test Method(s) Specification|s) Resull(s) Remark(S) B
Appearcnce Visual Exam - a1 Beige cream -
b) Yellow cream
Assay:
Mercury CQOS5-TP-2009-01 nmt i ppm al 1.72 ppm Failed
b} 5.983.98 ppm Failed

Deteclion Limit: Mercury - 0.24 ppb
Conclusion:

The sample submitted does not conform o the specification under the ASEAN Cosmelic Directive (ACD:.

Attested by:

MARIA LOURDES C. SANTIAG Sc., M.
Chief, Laboratory Services Division

Noted by:

'f\.{.\r_:r: Cegn

LUZ N. PAGARAN
Analyst

M,

ON&, R.Ph., M.P.A,

NQTE: This Repart o anaiysis refers oniy to the sample subnwtted and shall not be recrodced. 2xcERl e [yl withaut the appreval af BFAD 0ndt 1§ no!t valig for

purposes of advertising or sales promotion. This document shall ce.

ase s effect in case of misrepresentation in the applicahun

foge | of |




Refort Form NeE. 50P0 3 10-01 -ANK3
Date EHective: 05 april 2010
Revision No..0)

Republic of the Philippines
DEPARTMENT OF HEALTH

FOOD AND DRUG ADMINISTRATION

Civic Dniver, Filinvest Corporote City
Alabang. Muntinfupa Cily
Website www biad.gov.ph

TEST REPORT

Laboratory No: i CP 10-07-01-1034
Dater . .26July2010

Whitening Cream T

{Ganenc / INN/ Produci Nome / Dosage Sirength/ Label Clanms Amounl of Active or Subslance /Dosage Formy “(:Efé;:g—éﬁ T Typer

Test item: Beauty Girt Olive & Sheep Essence(10 Double Whitening Speckles Removed Essence)
Registrotion No.: N/I Batch No:  N/i Lot No.: N/
Date Manufactured: 2010/02/18 Expiry Date/ Best Before Date 2013/02/18
Manufacturer: Yudantang Intermational Address: TAIWAN o
Repocker/ Address: N/ Importer/ Address: N/ R
Trader / Address: N/ Distributor/ Address: N/l -
Source/ Location:  Benson Chinese Brugstore - s
Address: 892 C.M. Recto Ave., Binondo, Maniig f
Date of Sumpling: 28 June 2010 Collection Recelpt Number: N/ _
Sampling plan: Enforcement/ to implement FDA Circular No. 2010-002, 2010-004, 2010-011 o
Environmental condition during sampling:  Temp (eC} NI RH N/ B
{explain details, if needed} Room Temperature o
Submitted/Requested by: _Marissa C. Fajardo- FDRO I B

Address: FDA, Regulaton Division | Civic Dnive, Filinvest Corporate City, Alabang,
Muntinlupa City :

No. of Test Items / Samples Received: 2 boxes x {jors x 18g)

Product Descriplion (packaging type}:  Transparent jar with violet screw cap in g box

Date Test ltem Received in LSD OC: 01 July 2010 Date(s} of Analysis: 15 and 16 July 2010 i
Test Method(s} Specification(s) Result(s) Remark(S)
Appearance Visual Exam - al Beige cream :
b Yellow cream -
Assay; :
Mercury COS-TP-2009-C} nmi 1 ppm a) 26.50 ppm i Failed

k) 7.401.20 ppm Faiied

Detection Limit: Mercury - 0.24 ppb
Conclusion:
The sample submitted does not conform to the specification under the ASEAN Cosmetic Directive (ACEY,

f
\i | R JL I S
LUZ:NPA /ARAN
b Analyst

Attested by:
MARIA LOURDESMW,SQ, M.M.
Chief, Laboratory Services DNision
Noted by:

NDONG, R.Ph., M.P.A,
Director iv

NOTE: This Report of analysis refers only to the sampie submitted and shail ot be reproduced. efoept n ful, wihoflt the opprovol of BEAD and 15 not vatid for
purposes of advertising ar sales promotion. This document sholl cease its sffect in case af misgfresentaton o the aopheotion
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