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Brevetto | 2008. 12.01 10-0885732 | /e Skin stimulus system Registered
(Core technology)
Disk of skin-stimulation apparatus,
Brevetto | 2008. 12. 01 10-0917430 composed of needle-stick having Registered
inclined planes(Shape of needle)
Brevetto | 2008. 12. 01 10-0917431 The skin sUr_nqus system Registered
(For protection)
Brevetto | 2008.12.15|  10-0917429 | |heskinstimulus system Registered
(Cartridge)
: The skin stimulus system :
Design | 2008. 12. 04 30-0519514 (Inserted Disk Design) Registered
: The skin stimulus system-vibrator :
Design | 2008. 12. 04 30-0519515 roller design(Vibrator Design) Registered
Marchio | 2008. 12. 04 41-0190844 ‘DTS” Registered
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(THIS 1S TO CERTIEY THAT THE PATENT IS REGISTERED ON THE REGISTER OF THE KOREAN
INTELLECTUAL PROPERTY OFFICE.)
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(THIS ISTC CERTIFY THAT THE DESIGN IS REGISTERED ON THE REGISTER OF THE KOREAN
INTELLECTUAL PROPERTY OFFICE
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Certificato di Approvazione
KFDA, GMP

@ ammanyy
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BAGANE  0242-2679-8746-7865
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(Certificate of GMP)

=9 & ¥ (Name of Manufacture
F)Xloll & AGiCIE ofel x|
GS STANDARD ENG CO., LTD.
=& X X| (Address of Manutaclure)
MESEA ST JHMUE 481-10 ot elcI x| @Y 2l2Xt 10062,10078
#1006, #1007, Byucksan Gyeongin Digital 2-cha Valley, 481-10,
Gasan-dong, Geumcheon-gu, Seoul, Korea.

= B X} ¥ (Representative of Manufacture)
4 4 & ( Seong Nam. Kim, )
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&
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gory : Name of Classilication) (See attached list)

S27ZIMAUB AN 0] MY UL
We hereby certify that the above manufacture complies with Korea
Good Manufacturing Practices for the product(s) fisted above

WBULH (the Date of Issue) : 2009. 06. 23
RE7|% (the Date of Expiration) : 2011. (5. 18
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*%  Korea Food & Drug Administratio
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Horea Envronment & Merchandise Testing st .jﬁﬁ.%%"
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Certificato di approvazione ..o

MEDICAL DIVISION
Health matters

Certificate KR11/01726 EC Cartificate Full Cuality Assurance System: Centficate KR1101727

The managenms system of

DTS MG Co., Ltd.

#401,402 Dasgun IndusTown, 275-29, Seongsw-Dong 2-g8,
Seongdong-gu, Seoul, Korea

ey

Directive 93/42/EEC

on medical devices, Annax Il (excluding Section 4)

The management system of

DTS MG Co., Ltd.

#401, 402 14 Yeonmujang 17-gil, Seongdong-gu, Seoul, Korea

has been

ISO 13485:2003 R N—
EN ISO 13485:2012

Bterile micro needle roller for treatmant of acne scarring

skl

For the following activites i
Design and manufacture of sterile micro needle roller for treatment of acne This certificate is valid from 23 May 2012 unill § November 2016 and
scarring remalng viald subject lo safisfactory surveiliance audits.

Re cerification audit due before 31 October 2014

Issue 2. Certified since 8 November 2011
This certificate is valid from 10 November 2014 until 10 February 2015 and
remains valid subject to satisfactory surveillance audits. Ecekn s e n Ep mpe RRES = YRS
Re certification audit due before 31 October 2015
Issue 4. Certified since 9 November 2011

Ausltvrised by,
Authorised by i
UKAS SGS United Kingdom Ltd, Notified Body 0120
M 028 Worls Farkoray, Weston-superMere, BS22 5w UK
S6S Urited Kingdom L3 Systems & Sarvioss Certication 44 O34 0617 {44 {1638 SZ1TT W sga.com
Rassmore Business Park Ellesmere Port Chesire CHES 3EN UK 0005 £ESCEDAN
tdd (0)151 3506688 144 (0)151 350-6500 www.sg5.00m
G5 134852074 Pagatoll
Page fof 1
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Registrazione FDA & KFDA o

WEALTY.
o ty,

servics;.
#* “s DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
1 Food and Drug Administration
“, 2098 Gaither Road
Plhvrng Rockville, Maryland 20850
Certificate No. 5220-7-2006 ' ] 0
CERTIFICATE TO FOREIGN GOVERNMENT e
In order to allow the importation of United States products into foreign countries, the U.S. Food and Drug ) 7|7 2ol ER = 7]..;_‘.
Administration (FDA) certifies the following informalion concerning the product(s) to be exported listed —J i ] ] TwHES E:I o
below:
istril BEIITE H1M34 5
Name of Product(s) Name of Manufacturer/Distributor Address
FEa
See attached list Clinical Resolution Laboratory - -
(1 page) 14401 Chambers Road HEx(Eey g 8y | 5T ¥ 7EE )7 (Mcroneedie Therapy |§$E§(§EJ|A&4€G{)()
Tustin, CA 92780 Syste roller CR52| 521)
gy Iz hitp:/femed kfda.go kr& &
L] http://emed.kida.go. kr& &
The p_roduct(s) C!es_crl_k)gd above (and the manufacturing/distribution site(s) which _produces/dlstnbutes it) HEw MES S WEL B0l mEC,
is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.
It is certified that the above product(s) may be marketed in, and legally exported from, the United NERE Li2E U250 242 S0 BE+8 S24F= 21
States of America at this time. The manufacturing plant(s) in which the product(s) is produced is
subject to periodic inspections. The last such inspection showed that the plant(s), at that time,
appeared fo be in substantial compliance with current good manufacturing practice requirements for AL hitp:/femed kida go kr &2
the product(s) listed above.
MEA FofAE http:#/emed.kfda.go krE =
% B HEwy ¢ gadet et B0} FEE= 3 2A6H, B2 24HE UE A, 1802
" Theresa McDonald NERH hitp:/femed kida.go kr& %
Chief, Regulatory Palicy and Systems Branch
= s s Division of Risk Management Operations
Center for Devices and Radiological Health HMER(422 22) | Clinical L y,01=,14401 Chambers Road Tustin, CA 92780, USA
This certificate expires 24 months ey bip:fomed kida.go eBi
from the date notarized.
COUNTY OF MONTGOMERY 127171 A 142 % FHALT3 A 182 A3F2] FAoN ot 919k o] #7R T},
STATE OF MARYLAND
2007+ 024 154
Subscribed and sworn to before me this | g day of month 2006 year.
4 3 3E
C/aﬁl.fumfb//);mﬂ,. A X o] o X ol A H
‘ CATHRYN N, MORRIS
INOTARY PUBLIC STATE OF MARYLAND N

County of Monigomery
My Commission Expires Jnnuary 1, 2609

AgLict.




