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L% Department of Health & Human Services

k3 www.hhs.gov

[FDA u.s. Food and Drug Administration A-Z Index | Search | [5:)

Home | Food | Drugs | Medical Devces | Yaccines, Blood & Biologles | Animal & Veterdnary | Cosmetics | Radiation-Emitting Products | Tobaceo Products
FD& Home » Medical Devices » Databases

Establishment Registration & Device Listing

f._-"i 'j 1005 | Registration & Listing | Adwverse Events | Recalls | P | Classification | Standards
wm CFR Title 21 | Radiation-Emitting Frodusts | X-Ray Sssembler | Mediun Repors | CLIA

Search Registration & Listing Database Help | Download Files | More About Registration & Listing

Chogse ofe or more $earch paramelers and Selett soareh

Ezstablishment Name Classification Name

Registration Numlyen Proprietarny Name

|

| |
Owner Operator Hame | ' Product Cade ' w

|

|

Chwner Operatorn Establishiment State 3

Humb e (LS.}

Establishment Type v Establishment Country | v
Sort by v:

[ Search ] | Clear | :5 ¥ Recoids pei Report Page

This database includes establishment registration and device listing information current as of the last updated date shown at the bottomn of this
page. Firms who wish to modify, add, or delete information should log on to their FURLS account and make the appropniate changes. The changes
will not appear in this database until it is updated again, usually around the fith of each month. Reqistration of a device establishment or
assignment of a registration number does not in any way denote approval of the establishment or iz products. Listing of a medical device is not
approval of the establishment or a dewice by FDA

Page Last Updated: 10/05,/2010

Home | About FOA | Contact Us | & to £ Subject Index | Web Site Policies | FOIA | Accessibitity | No FEAR Act




(W CORY £10(k) | Registration & Listing | Acverse Events | Recalls | PMA | Clawificstion | Standards

m CFR Title 21 | Radistion-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA
New Search Back To Search Results
Establishment:
BTL INDUSTRIES LIMITED
1 Orlovets Str.

Plovdiv, BULGARIA 4006
Registration Number: 3005028741
Status: Active

Date Of Registration Status: 2010

Owner/Operator:
BTL INDUSTRIES LTD
161 Cleveland Way, Stevenage

Hertfordshire, GB-HRT UNITED KINGDOM SG16BU
Owner/Operator Number: 9071718

Official Correspondent:
Filip Donner
312 Long Pointe Lane

Columbia, SC 29229
Phone: 866-2851656

US Agent:

Filip Donner

BTL Industries, Inc

312 Long Pointe Lane
Columbia, SC 29229
Phone: 866 2851656 Ext
Fax: 803 8654150
Email: Info@BtInet com
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DEPARTMENT OFHEALTH & HUMAN SERVICES Fublic Health Service

Food and Drug Administration
9200 Corporate Boulovard
Rockville MD 20850

ConMed Linvatec Corporalidn
Yo Ms. Ehzabeth Paul
Manager, Regulatory Atfairs
11311 Concept Boulevard
Larpgo, Florida 33773-4908

raderevice NameSHD Digital Camera b‘ys@ :

Regulation Number: 21 CFR 876.1500 _
Regulation Name: Endoscope and accessories
Regulatory Class: 11

Product Code: GC'J

Dated: November 9, 2006

Received: November 16, 2006

OEC =~ 2008

Dear Ms. Paul:

We have reviewed yvour Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device 15 substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior (0 May 28, 1976, the enactment dute ol the Medical Device Amendments, or o
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| ¢ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

-] ""'""'"l’.

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

AUG 3 0 2004

Ms. Julia S. Anastas
| P g B = i

fairs Associale

Mailstop 8216
3200 Lakeside Drive
Santa Clara, CA 95054

& P040012

1

arond stent System and RX ACC Ul,iﬂw
D04

Amended: May 3, Junc 6, June 29, July 15, July 20, 2004
Procode: NIM

Diear Ms. Anastas:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has completed its review of your premarket approval application (PMA) for the
ACCULINK™ Carotid Stent System and RX ACCULINK™ Carotid Stent System.
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* 27 member states
* 490 million
* 23 languages

France
ltaty
Luxembourg

Germany

Ireland Ireland
United Kingdom

Spain
Austria
Finland
Sweden

Czech Republic
Estonia
Hungary
Latvia

Malta

Slovakia
Slovenia

Romania
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New Approach Directives
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* Medical Device (MDD) 93/42/EEC

* Active Implantable Medical Device (AIMDD) 90/385/EEC
* In-Vitro Diagnostics (IVD) 98/79/EC



MDD 93/42/EEC

Annex | Essential Requirements

Annex Il Full Quality Assurance System

Annex Il EC Type Examination

Annex IV EC Verification

AnnexV Production Quality Assurance

Annex VI Product Quality Assurance

Annex VI EC Declaration of Conformity

Annex VI Statement Concerning devices for Special Purposes
Annex IX Classification Criteria

Annex X Clinical Evaluation

Annex X Criteria to be met for the designation of Notified Body

Annex XIlI CE Marking of Conformity
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Type Conformity
Assessment
I Low risk Manufacturer
lla Medium risk Notified Body at production
lIb High risk Notified Body at design and
production

1l High risk Notified Body at design / production

+ verification of design dossiers
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[PRINTED ON ORIGINAL COMPANY LETTERHEAD]

SAMILE)
Declaration of Conformity

Product identification

[ B Product name :
J 9M LS’ Brand !
Cat. Number
Batch/Serial Nr
Manufacturer
oS oty olulis Name
- - Address
Country 2
Tel : (+1)
Fax: : (#1)
Authorized Representative in Europe
Lay ‘e sooles Loy Name z Emergo Europe
29 U= w0 s Address ; Molenstraat 15
2513 BH The Hague
Country : The Netherlands
Tel ; (+31) (0) 70 362 4896
Fax : (+31) (0) 70 346 7299
Means of conformity
ol w“ [COMPANY NAME} declares that the products listed have been classified as Class |,
d‘b}.’ » S L‘w )“'\‘L‘”“ °‘ P anst 9~'5 )-.’.“5 Annex IX, Rule , and are in conformity with the essential requirements and provisions of
Council Directive 93/42(EEC.
Signature
K & o | o : o Place and date
C)L"-.’.Q »)J.‘B .]a.wy La.o‘s @)L:
Signature
Name

[Name and Signature of authorized person]
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DNV BUSINESS ASSURANCE

EC CERTIFICATE = FULL QUALITY ASSURANCE SYSTEM

Comifionre No. 7743201 0CECZS 6.0
This Certifieate eonsises of 3 pages

This &5 oo ceridfy that the Qavlsty Mavagemend Syxtem of
DIPLOMAT DENTAL s.r.0.
Vibovskh coma 17,921 01 Pitay, Skoval Repubilic
Jor desipn, prodsction and final pradct inspecrion taniig of

Dental Treatment Sets with accessorics

fax beva anessed with rospest o
the ¢onloematy assessment procedure deserited in Artice 11.3,2 aud Annex Ll excliding sestion 4
(Modide 1) of Comscl Divactive 93A2TTC an Medscal Devices, a3 ancandod,
4 fouad 10 comply

Furier detals are given ovevlog!

Movw aud detr P P Uerviliode o wod anied
Hovik, 16 April 2008 whic 11 May 2020
For DNV QL Duoseoss Axa winie '0.
Nowway AN P 1
L
Aokl TosnZ iutnd c €
/ 3
Aud Leken EREJ Nutified Body Nou Cecille Gudesen leep
Corcaxnm Manghr 34 Tolonced Peviecer
TV Cmpns Vo aee Bva™s gl 50 o mant o bl AN

NI TW (Wi b AT 0 s s cndiinns sovionf Ay NERIECHE CAWRMEY B8 ACARA 0¥ (AN 000 oy Prades s comfion dnondid
Veipe- .s. .-.-’w-uu‘u TR BT L L L L e T R L L R
R T R L Ll T e L L e I

e

' ..--o...A.f. w.cw--n

D S Votns AS. Vermaram | D00 besm momame e 00000 O Ren st TN ol s
S hant

EC Certificate Production Quality Assurance System: Certificate GB08/74333

The management system of

Insight Medical Products Limited

Units 3, Priory Industrial Estate, Tetbury, Gloucestershire, GL8 8HZ, UK

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concemned with securing
and maintaining sterile conditions.

For the following products

Sterile Amniotic perforators
Sterile female intermittent catheters

Sterile eyeshields

Sterile bite guards for use with rigid scopes.

This certificate is valid from 28 August 2016 until 02 July 2021
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 02 July 2019

Issue 8. Certified since 19 February 2008

Certification is based on reports numbered GBPC 215898

SGS United Klngdom Ltd, Notified Body 0120

-Mare, BS22 6WA UK

Weston-super-
:«4(0)1934 522017 f+44 (01934 522137 www.sgs.com

prosecuted 1o the fullest extent of the law.

SGS CE 180811
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1ISO 9001:2000 - Process Model
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Certificate US14/841727

The management system of

Erchonia Corporation

2021 Commerce Drive,
McKinney, TX, 75069, United States

has been assessed and certified as meeting the requirements of

ISO 13485:2003

For the following activites

The design and development, manufacture, and service of non-
invasive laser scanners with and without therapeutic massagers for
body contouring, cellulite reduction and pain management.

Effective Date 23 April 2014 Expiry Date 23 April 2017
Re certification audit due before 13 February 2017
Valid subject to satisfactory surveillance audits.

Issue 1. Certified since 23 April 2014

Authorised by
Jan Saunders - Business Manager

SGS United Kingdom Ltd Systems & Sewvices Certfication
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t+44 (0151 3506666 f+44 (0)151 350-6600 www.s0s.com
CMDCAS recognised registrar

SGS 13485 CMDCAS 0311
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TIFIKAT ¢ CERTIFICATE ¢

Product Service

CERTIFICATE

No. Q1N 131072288 003

Holder of Certificate: NISO Biomed S.r.l.
" Via Ippolito Nievo, 25
10153 Torino
ITALY

Facility(ies): NISO Biomed S.r.l.
Via Ippolito Nievo, 25, 10153 Torino, ITALY

Certification Mark:

. ENISO 13485

Scope of Certificate:  Design and development,
production, trade and assistance
of medical electrical equipments
and accessories for gastroenterology

Applied EN ISO 13485:2012 / AC: 2012

Standard(s): Medical Devices -
Quality Management Systems -

Requirements for regulatory purposes

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality system which meets the requirements of the
listed standard(s). See also notes overleaf.

Report No.: ITA 233498
Valid from: 2013-10-07
Valid until: 2016-10-06

#-&

Date, 2013-10-08
Hans-Heiner Junker
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TUV SUD Product Service GmbH £ XXk, Akkreditiert durch
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