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MEDICAL & QUALITY GUARANTEES

% Health Manufacturing License

% Declaration of Conformity and Free Sale
x|SO 9001:2008

%SO 13485:2003

HEALTH CERTIFICATES

% CE Declaration of Conformity
% USA FDA Registration

% Canada Health Certificate

n Australia Health Certificate

% Russia Health Certificate

s Saudi Arabia Health Certificate
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androh medical|®

C/Procién 7-28023-MADRID-SPAIN. C.I.F B 82545096
Tel: +34902 305 405 - Fax: +34 91 679 6019
www.andromedical.com

CE DECLARATION OF CONFORMITY

Eduardo Antonio Gémez de Diego, in the name and on behalf of Andromedical SL
a medical company, with CIF number B-82545096 and place of business in Madrid,
Procion Street 7, CP 28023, manufacturer of the non sterile Medical Device Type |
Andropenis®, for the indications of treatment of Peyronie’s disease and correction
of other congenital penile curvatures; treatment of male hypogonadism with mi-
cropenis or small penis; aesthetic treatment for penile lengthening and thickening;
post-surgical treatment of some urological surgeries (prostatectomy, penile surgery,
trauma, etc.) to avoid penile shortening due to scar retraction, hereby,

DECLARES
Under his sole responsibility, that the products set out below commercially known as:

Andropenis Gold
ndropenis Mini
Androextender

Andropeyronie
Androsurgery

To which this declaration is related to, are manufactured under the requirements of
the European Council Directives 1993/42 and 2007/47 on Health Products transposed
into Spanish legislation by RD 1591/2009 of October 16th on the approximation of
the laws of Member States regarding non Invasive Medical Devices.

The manufacturer, hereby, bears full responsibility for the production conformity to
the requirements Stated in the declaration.

Madrid, October 19th of 2011

Dr. Eduardo Gémez de Diego

CERTIFICATE ISO 13485:2003
MD 99155

Regulatory Affairs Manager
CERTIFICATE ISO 9001:2008
FS 81458
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C/Procioén 7-28023-MADRID-ESPANA. C.I.F B 82545096
Tel: +34902 305 405 - Fax: +34 91 679 6019
www.andromedical.com

Eduardo Antonio Gémez de Diego, en nombre y representacion de Andromedical
S.L, entidad mercantil con CIF nimero B-82545096 y sede en Madrid, Calle Procién 7,
C.P 28023, fabricante del producto sanitario Tipo |, no estéril y sin funcién de medi-
cién, Andropenis® destinado a las indicaciones de tratamiento de la enfermedad de
Peyronie y correccidon de curvaturas peneanas congénitas; tratamiento del hipogo-
nadismo masculino con micropene o pene pequefio; tratamiento estético de alarga-
miento y engrosamiento del pene; tratamiento post-quirurgico en algunas cirugias
urolégicas (prostatectomia, cirugias peneanas, traumatismos, etc.) para evitar el
acortamiento del pene debido a la retraccidn cicatricial; tratamiento de la disfuncidn
eréctil para la mejora de la rigidez peneal para realizar el acto sexual, a través del in-
cremento del tamafio (en longitud y perimetro) y de la correccidn de la morfologia.

DECLARA

Bajo su entera y exclusiva responsabilidad, que los productos de nombre comercial
que se exponen a continuacion:

Andropenis Gold

Andropenis Mini
Androextender
Andropeyronie
Androsurgery

A los que esta declaracidn refiere, estan fabricados conforme a los requisitos exigidos
por las Directivas del Consejo Europeo 1993/42 y 2007/47 sobre Productos Sanita-
rios, transpuestas a la legislacién espafiola mediante el Real Decreto 1591/2009 de
16 de octubre.

Madrid a 19 de octubre de 2011
Dr. Eduardo Gémez de Diego
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Responsable Técnico

CERTIFICATE ISO 13485:2003
MD 99155

CERTIFICATE ISO 9001:2008
FS 81458









. Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

ARTG Certificate

Issued to
Emergo Asia Pacific Pty Ltd
for approval to supply
Emergo Asia Pacific Pty Ltd - Penile traction splint

ARTG Identifier 154288 Class 1
ARTG Start date 04/08/2008
Product Category: Medical Device Included Class 1
GMDN 46340
GMDN Description Penile traction splint
Intended Purpose The Andropenis? is intended for correction of penile curvatures without surgery, treatment of Peyronie?s Disease, as well as post
surgical treatment of penile lengthening surgery, and after plastic and reconstructive surgeries of the penis.
Manufacturer(s) Details Address Manufacturing steps
Andromedical SL

Calle Procion 7
Madrid, , 28023

ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following conditions:

Products covered by this Entry

The automatic conditions applicable to the inclusion of all kinds of medical devices in the Register are as specified in section 41FN of the Therapeutic Goods Act 1989.

The standard conditions that are imposed under section 41FO of the Therapeutic Goods Act 1989 when kinds of medical devices are included in the Register are as set out in
the following paragraphs.

For a medical device included in the Register under Chapter 4 and imported into Australia, the Sponsor must ensure that information about the Sponsor is provided in such a
way as to allow the sponsor to be identified.

Each sponsor shall retain records of the distribution of all of the sponsor's medical devices included in the Register under Chapter 4. In the case of records relating to a Class
AIMD medical device, Class III medical device, or Class IIb medical device that is an implantable medical device, the distribution records shall be retained for a minimum
period of 10 years. In the case of records relating to any other device, the distribution records shall be retained for a minimum period of 5 years.

The sponsor of a medical device included in the Register under Chapter 4 shall keep an up to date log of information of the kind specified in Regulation 5.8.

The sponsor shall provide to the Director, Office of Devices, Blood and Tissues, Therapeutic Goods Administration, three consecutive reports which include information of a

kind specified in Regulation 5.8 that arises during the reporting period, concering Class I11, Class AIMD or implantable Class IIb medical devices. The reporting period for the
first report commences on the date of inclusion and is to be at least a period of six months but not more than 18 months ending on 1 October. For subsequent reports the
reporting period is 12 months ending on 1 October.

Where a medical device included in the Register, contains a substance which is included in the Fourth Schedule to the Customs (Prohibited Imports) Regulations or the Eighth
Schedule to the Customs (Prohibited Exports) Regulations the Sponsor shall, at the time of importation or exportation of the medical device, be in possession of a licence and a
permission for importation or exportation of each consignment of the goods as required by those regulations.

A sponsor shall ensure that a medical device within their control is stored and transported in accordance with the instructions and information provided by the manufacturer.

1. Penile traction splint
Product Specific Conditions
No specific conditions have been recorded against this entry.
Product Standard Indications
No standard indications have been recorded against this entry.
Product Specific Indications
No specific indications have been recorded against this entry.

END OF CERTIFICATE

91BOYNI) DLV

Page 1of 1 Produced 02.12.2008 at 03:50:08 EST
The details contained in this copy of the ARTG Certificate reflect the information held at the nominated date and time of printing.
The currency and accuracy of the details can be confirmed at www.ebs.gov.au.
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Kingdom of Saudi Arabia
Saudi Food & Drug Authority

Auogoull &y nll A laall
doallg Jdanll Axlall &idnll

Medical Devices Sector inbdl Ol 5 8 5 Y g e

Registration & licensing Department wasd) sl g Juauadl) 3130
dub cilaiia g 3 jgal slais dad
Medical Device Establishment License

Saudi Food and Drug Authority certifies that: ol el sall g o 1aal Adlall Al 2

Allied Technologies Est.

Sharbatly Center,
Hail St., Entrance 2,
2nd floor, Office 19

Is licensed by the Saudi Food and Drug Authority to operate in the
field of medical devices pursuant to the Medical Device Interim
Regulation for the activities defined in the license.

A8 Ay G ey Apalall ilaiiall 53 e Y Jlae (A Jeall Ll Aad )%
Aad N eda g sasaall AV A el Akl il 5 3 e Y!

09090015
Issuing Date : 24/10/2009 1430/11/5
Expiry Date : 12/10/2010 1431/11/4
Establishment Category : C z

Establishment Activity : Distribution & Importation

License Number : 09090015 D dad B8
D olalt F
el A 8
s aliiall il A jo

&gy 2 il 3 SLAP 8 Bt

wasd) il g ol 519) jda
Director of Registration & Licensing Department




