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Catghysis, Sl Blue CTap Sproay Spain
Zurbano 392 Bilue CTaop Cream 52500
Madrid, Spain 28010 Bluz Cap Shampoo

FEI# 30020893519

Produst Codes:

Elue Cap Spray (10D mbL 3.33 fl oz €2584002, S1SA20M, &1 HBODS,
S53E[lQs, 53JMKr2, S3L]os

Blue Cap Cream (SO g. 1.6 oz s25AJ01, S3E[[oE, S3L][I3. SaL(j]os
Blue Cap Shampo (152 mil, 4298 o) a1l HBLOS, 635ALl01,. S3SE[osS.
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For immeadiste relsase

Health Canada warns against using Blue Cap Shampoo and Spray

OTTAWA, - Hezalth Canadg is waming consumers nol 1o uss Blue Cap
Shampeo and Blue Cap Spray due 1o the pregence of

Batogmethasone-21 -propiongste, o lopical corlicosteroid (stercid), found in the
shampoo and the potertizl of 2 similar substznce found in the spray,
neithar of which are declgred on the lgbels.
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312 SK-II SIGNS UP-LIFTER SRFees) me NG AE| 287970 2160886
SK-II FACIAL TREATMENT CLEAR
4|2 LA 224 815,776 1,548,350
5|22 | SK-Il FACIAL TREATMENT REPAIR-C 27 23570 1,528,074
6/30|  SKI FACIAL LIFT EMULSION a9, 24 422852 1,336,606
7|31 SKIl DEWRINKLE ACTIVE | #5898} i /a8 A% | 156552 1,333,946
8| 47 | SK-II ADVANCED SIGNS TREATMENT |#%5-89k5} mt /g A1E| 205588 958855
9/51|  SKI EYE TREATMENT FILM a9, 24 213,760, 901,707
SK-Il WHITENING SOURCE .
53 L e W e eg AFE | 11928 877,643
57| SK-IIl FACIAL TREATMENT MASK 2| 127047 781411
2) g
80 [SK-Il FACIAL HYDRATING UV CREAM| 353828, HEIRA, A1 415068 602476
3| SKCIl WHITENING SOURCE CLEAR | 5 sjuzg g A% 1ss00| 575381
gy| OKAIXPULIMAIE REVIVAL - Ignzeasl me jug A% 55202 573432
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5 8 FEBA R FHH) | FA(US)
SK-II FACIAL TREATMENT PR
15| 94 CLEANSING OIL Al+-&-s g+ 121,400 530,889
SK-II POWER SIGNS TREATMENT | 94WA4 ggrold 2 W
16100 FOUNDATION OB-2 NECEEES 37,640/ 508,040
& A 3,999,609| 20,618,967
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o ‘STRIVECTIN-SD, HYDRODERM' 3}3% ©] FDAZ 11!
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Strivectin-SD9} STRIVECTIN-SD Eye Creamo| wujolA= & 595H

=

Aol 453 913,

e o 0= FDA : WARNING LETTER (2005.1) e e

Dear Mr. Gay

We are amending cur Warning Letter of January 14, 2005 to include your products Mamralin-4Rs, and TestreSel and are re-issuing the
letter with a January 20, 2005 date. Your expected date of response for all five products is now extended to ifteen working days after this
date

This letter is in refersnce to your firm's marketing and distnbution of StoW '=-ct|n-SD StnWectin-E0 Eyve Cream. Dermalin-4FPg. Mamralin-
ARa. and TestroGel. The Food and Dreg Administration (FDA)} has reviewed the labeling for these preducts. including your websites at
wownw Kleinbecker com and v strivectin com. FOA has determined that your products Stivectin-SD, Strivectin-SD Eye Cream, Demalin-
;—-F"] Mamralin-ARa. and TestroGel are prt:motnl:l with cl that cause the products to be drugs under section 201 (g1 C) of the Federal
Food. Drug. and Cosmetic Act (the Act) {21 U.5.C. 321 )

your products ane not genarally recognized as safe and effective for the above referenced uses and therefore, the products are
considered “new drugs” under section 201(p) af the Act. New drugs may not be lagally marketed in the U.S. without prior approval from FDA
[section 505(a) of the Act]

217 : FDAZ-3 0] #], 2006. 10.
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e o Strivectin-SD2} STRIVECTIN-SD Eye Cream A o o
YL 1 fr ¥ Tt 4 T (D9 | FA(USS)
STRIVECTIN-SD /
‘06.5.11 177.4m / 3845ml | 172| PH 172
STRIVECTIN-SD EYE CREAM
‘06.7.24 STRIVECTIN-SD 59.15m¢ 150| EA 3,300
‘06.7.24 |STRIVECTIN-SD EYE CREAM | ¥ }-FE 23} 38.45m( 150| EA 3,000
STRIVECTIN-SD / TE
‘06.7.24 1774ml / 3845ml | 150| EA 9,000
STRIVECTIN-SD EYE CREAM| 7|48 A&
“06.7.26 | STRIVECTIN-SD EYE CREAM 38.45m 5,000| EA 100,000
STRIVECTIN-SD /
‘06.7.26 177.4ml / 38.45ml | 5,000] EA 300,000
STRIVECTIN-SD EYE CREAM
=9 = g 415472
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AEHY Ao E #4 7|A}
e StriVectin-SD9 017] ©
HASHURE * = ] == £ X
BT o | SIS ISR IR L 2020
MIAWEAT KLEIN BECKER/D|Z DhOl’a STOI'B(HU\E“PDWE1L[E j\go L;Ef _EEZOOAE‘_ SEJ
sl - = M(HE Chamgs EIyseesOﬂEO‘—Sephora *0{4 HE HEH
RELT Z= CF0 04| D2 Soohora BEla LT T 1]
— 550 BhiE foo Ees NERE R0y
— LSiivectn-Shi= 24 i 98 WS, S01T) 129} HEpY
i @ a7 ﬁé%ﬂg@g—ik e 2072001, B4, HYE S =
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Wrinkle Reducer$} Intense Oil Free Facial Moisturizer, Anti-Aging Eye
Complex, Body Shape & &A7} H< Ee AlFo] I +94F9 AL

2 =g

e o 0|= FDA : WARNING LETTER (2005.9) e e

This letter is in reference ta your firm's marketing and distribution of your Hydroderm brand products Body Shape Cellulite Toning Lotion.
Fast-Acting Wrinkle Remaver, Anti-Aging Eye Complex, and Intense Qil-Free Facial Maisturizer. The Food and Drug Administration (FDA)
has reviewead your Intarnet web site at www hydroderm.com (also accessible through www hderm.com ) and additional labeling for Body
Shape Cellulite Toning Lotion, including the literature that accompanies this product when shipped to customers. This review shows senous
violations of the Federal Food, Drug, and Cosmetic Act {the Act) in the Iabellng of the above listed preducts. You can find the Act and
implementing regulations through links on FDA's Internet v website at vaww fda gou

These claims cause your products Body Shape Cellulite Toning Lotion Fasl-A:ting “"rlnkle Remo ar ﬁlntl Aglng E\ ] Ccu‘nple.x snd

Intense OQil-Free Facial Moisturizer to be drugs as defined in section 201(g)(1)(C) of the Act [21 UST 321(g)(1)(C}] . Because your products -
are not generally recognized as safe and effective for the above referenced uses. the products are also new drugs as defined in section 201
{p) of the Act [21 USC 321(p)]. Under section 505 of the Act {21 USC 355). a new drug may not be legally marketed in the U.S. without

prior appraval from FDA

217 : FDAZ-3 0] #], 2006. 10.

0O FY92AT Sl 20059 %= 509,790 (38} oF 59 9w efriel)o]g)o
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<0 o =
FAE FE5Td A= ¥R,
o o U £AUZFQ! Hydroderm ZHS o o
3 ED)

599 3 1 | e
‘05.1.3 a9, 24 HYDRODERM OMEGA 200ML| 130 | EA | 229
‘05.1.3 a4, 24 HYDRODERM OMEGA 50ML | 300 | EA 79
‘05.1.5 a4, 24 HYDRODERM OMEGA 200ML| 130 | EA | 229
‘05.1.11 a4, 24 HYDRODERM OMEGA 200ML| 700 | EA | 2,670

‘05228 | FE-FE el HYDRODERM PREMIUM ANTI AGING EYE COMPLEX | 10ML | 3,000 | EA | 45,000
‘05228 | FE-FE 3l HYDRODERM PREMIUM ANTI AGING EYE COMPLEX | 10ML | 2,000 | EA {30,000
‘05228 | ¥HEFE 937l | HYDRODERM PREMIUM FAST ACTING WRINKLE REDUCER | 50ML | 3,000 | EA | 90,000
‘05228 | HRFE 243}7l4 |HYDRODERM PREMIUM FAST ACTING WRINKLE REDUCER | 50ML | 2,000 | EA | 60,000

'05.2.28 a9, 24 HYDRODERM PREMIUM INTENSE OIL EREE FACIAL MOISTURIZER | 50ML | 3,000 | EA | 75,000
'05.2.28 a9, 24 HYDRODERM PREMIUM INTENSE OIL EREE FACIAL MOISTURIZER | 50ML | 2,000 | EA | 50,000
'05.3.5 a4, 24 HYDRODERM OMEGA 220z | 1404 | EA | 1,198
‘05517 | FRFE 3l HYDRODERM DR. EYE COMPLEX 10ML | 987 | EA | 7,156
'05.5.17 ad, 24 HYDRODERM DR. MOISTURIZER 50ML | 1,000 | EA | 15,000
‘05517 | IRFE S3)pA HYDRODERM DR. WRINKLE REDUCER 50ML | 730 | EA | 16,060

‘05518 | IY¥-FE &3 HYDRODERM DR. EYE COMPLEX 10ML | 987 | EA | 7,156
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FdY 3 4 T4 | &% |29 (Us$)
‘05.5.18 a9, 2A HYDRODERM DR. MOISTURIZER 50ML | 1,000 | EA | 15,000
‘05518 | I5-F5 3l HYDRODERM DR. WRINKLE REDUCER 50ML | 730 | EA |16,060
‘05.10.4 A= HYDRODERM BODY SHAPE 120ML| 200 | EA | 1,050
‘05.10.4 JA= HYDRODERM BODY SHAPE 120ML| 200 | EA | 1,050
‘05.10.4 gA= HYDRODERM GENTLE EXFOLIATING FACIALCLEANSER [118ML| 200 | EA | 1,050
‘05.10.4 FH= HYDRODERM GENTLE EXFOLIATING FACIALCLEANSER |118ML| 200 | EA | 1,050
05.10.21 g, 24 HYDRODERMA SAMPLE 2ML | 200 | EA 0
05.10.24 gH= HYDRODERM GENTLE EXFOLIATING FACIALCLEANSER |146ML| 210 | EA | 1,103
‘05.11.7 EE=, HYDRODERM BODY SHAPE 240ML| 800 | EA | 4,200
‘05.11.7 EER=, HYDRODERM COLLAGEN EYE COMPLEX 10ML | 1,000 | EA | 7,250
‘05.11.7 39, 24 HYDRODERM COLLAGEN MOISTURIZER 50ML | 1,000 | EA |15,000
‘05.11.7 = HYDRODERM COLLAGEN WRINKLE REDUCER 50ML | 1,000 | EA |22,000
‘05.11.7 = HYDRODERM GENTLE EXFOLIATING FACIALCLEANSER |146ML| 4,800 | EA | 25,200
05.12.28 a4, 24 HYDRODERMA SAMPLE 2ML | 530 | EA 0
'06.1.17 A= Hydroderm Fast Acting Wrinkle Reducer Sample 7ml |11,050 | EA | 1,658
'06.2.1 A= Hydroderm Anti-Aging Eye Complex Sample 5ml | 600 | EA | 240
‘06.3.27 EER= Hydroderm Body Shape 120ml | 1,000 | EA | 2,000
06.3.27 FH= Hydroderm Gentle Exfoliating FacialCleanser 118ml | 500 | EA | 2,625
‘0643 gH= Hydroderm Gentle Exfoliating FacialCleanser 118ml | 8,000 | EA | 42,000
‘0643 FH= Hydroderm Body Shape 120ml | 3,616 | EA | 7,232
‘06.4.3 EER=, Hydroderm Fast Acting Wrinkle Reducer Sample 7ml [13,950 | EA | 3,488
‘06.5.11 39, 24 HYDRODERM OMEGA 200ml | 400 | EA | 1,428
0661 | YRFE dslA Hydroderm Dr. Wrinkle Reducer 50ml | 996 | EA |21,912
'06.6.28 A= Hydroderm Collagen Eye Compkex 10ml | 2500 | EA [18125
06.6.28 = Hydroderm Collagen Moisturzer 30ML | 2,500 | EA |22,500
‘06.628 | TEFEZ A3LAPA Hydroderm Collagen Wrinkle Reducer 30ML | 2,500 | EA | 35,000
‘06.7.18 a9, 24 HYDRODERM OMEGA 200ml | 2,200 | EA | 7,918
‘06.8. 4 a4, 24 HYDRODERMA SAMPLE 2ml 500 | EA 6
‘06.8.24 EER= Hydroderm Mirabelle-Eye 10ml | 2,097 | EA |15,203
06.8.24 gH= Hydroderm Mirabelle Wrinkle-II 50ml | 3,595 | EA |53,925
2005\d o] F FAFY 16,556.67 $
20059.264 °|¥F FAFH(AILAMGE ol F)
A= o eEad s, 2006.10.
o OIE{Ul2} Hydroderm M Z1) o o
HYDRODERM
@ HYDRODERM™ | Discowver the answer to younger looking skin.
- - Wrinkie Reducer Moy S8 gies
— = L S S s
Learn More il 1,.»;1..‘ MMore il
-y Anti-Aging Lip Enhancenr
. Moisturizer 1=} your i
(e Cogucs dant girgles and s stars wath aar 1
@ E?:r?i?:;‘fli;rj;;r‘g s_ . enhancing gloss
Learn More il Learn More ‘g
#2574 A . www.naver.com, 2006. 10.
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