CERTIFICATE OF REGISTRATION

| This certifies that:
VEPRO AG
MAX-PLANCK STR. 1-3
PFUNGSTADT Hessen, GERMANY 64319

is registered with the U.S. Food and Drug Administration for FY 2020 pursuant to Title 21, 807 et seq. of the
United States Code of Federal Regulations:

Establishment Registration: 9614981

DUNS No.: 32-166-8584

Device Classification Name: SYSTEM, IMAGE PROCESSING,
RADIOLOGICAL

Product Code: LLZ

Regulation Number: 892.2050

Official Correspondent Registrar Corp

and U.S. Agent: 144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 » Fax: +1-757-224-0179

Registrar Corp will confirm that such registration remains effective upon request and presentation of this
certificate unfil the end of the year stated above, unless said registration is terminated afier issuance of this
certificate. Registirar Corp makes no other representations or warranties, nor does this certificate make any
representations or warranties lo any person or entity other than the named certificate holder, for whose sole
benefit it is issued. This certificate does not denote endorsement or approval of the certificate-holder's device
or establishment by the U.S. Food and Drug Administration. Registrar Corp assumes no liability to any person
or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, "Registration of a device establishment or assignment of a registration number
does not in any way denote approval of the establishment or its products. Any representation that creates an
impression of official approval because of registration or possession of a registration mumber is misleading
and constitures misbranding. "

The U.S. Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food
and Drug Administration recognize a certificate of registration. Registrar Corp is not affiliated with 1

Food and Drug Administration,

Registrar Gor-p‘:‘
144 Research Drive, Hampton, Virginia, 23666, USA X
Telephone: +1-757-224-0177 e Fax: +1-757-224-0179 rar Corp

info@registrarcorp.com ® www.registrarcorp.com Dated: _V0Uerider 18, 2019

©52005-2020 Registrar Corp
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Establishment:

VEPRO AG

MAX-PLANCK STR. 1-3
PFUNGSTADT Hesse, DE 64319
Registration Number: 9614981
FEI Number*: 3004562407

Status: Active

Date Of Registration Status: 2024

Owner/Operator:

VEPRO AG

MAX-PLANCK STR. 1-3
PFUNGSTADT, DE 64319
Owner/Operator Number: 3030770

Official Correspondent:
David Lennarz

Registrar Corp

144 Research Drive
Hampton, VA 23666
Phone: 1-757-2240177

US Agent:

David Lennarz

Registrar Corp

144 Research Drive

Hampton, VA US 23666

Phone: 757 2240177 Ext

Fax: 757 2240179

Email: David.Lennarz@Registrarcorp.Com

* Firm Establishment Identifier (FEI) should be used for identification of entities within the imports message set

Cosmetics

Tobacco Products

& O
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Vepro Ag

FDA Filings

This page includes the latest FDA filings for Vepro Ag. Currently, you will find the latest 100 filings for Premarket
Notifications, Premarket Applications, De Novo Applications, and GUDID registrations.

FDA Registration(s)
Registration Number
FEI Number

Name

Owner & Operator

Contact Address

US Agent

Importing Logistics Registration

Registration Status
Initial Importer
Registration Expiration

Registration Address

Establishment Type

FDA Filings

Device

PMN K972215 | LLZ

9614981
3004562407
VEPRO AG
VEPRO AG

MAX-PLANCK STR. 1-3 --
PFUNGSTADT DE-NOTA 64319 DE

e David Lennarz

» Registrar Corp

« 757 2240177

» 757 2240179

« david.lennarz@registrarcorp.com

Importer VEPRO North America, Inc.
Address 8459 Little Rock Way Unit 204
Highlands Ranch, CO 80126 UNITED STATES
Importer Type Agent
1
N
2020-04-25

MAX-PLANCK STR. 1-3
PFUNGSTADT Hessen, 64319 DE

Manufacture Medical Device

Company Device Date

VEPRO AG EMR Manager 2008-10-31

FDA.report PMA PMN DeNovo MAUDE GUDID NDC DailyMed Drug Applications

MEDIMAGE

System, Image Processing, Radiological

VEPRO - COMPUTERSYSTEME GMBH

FDAreports = PMN»> ' VEPRO - COMPUTERSYSTEME GMBH: = K972215

The following data is part of a premarket notification filed by Vepro - Computersysteme Gmbh with the FDA for

Medimage.

Pre-market Notification Details

Device ID K972215

510k Number K972215

Device Name: MEDIMAGE

Classification System, Image Processing, Radiological

Applicant VEPRO - COMPUTERSYSTEME GMBH AN DER TUCHBLEICHE 26 Pfungstadt, DE D-64319
Contact Harald G Roth

Correspondent Harald G Roth

VEPRO - COMPUTERSYSTEME GMBH AN DER TUCHBLEICHE 26 Pfungstadt, DE D-64319

Product Code LLZ

CFR Regulation Number 892.2050 [9]

Decision Substantially Equivalent (SESE)
Type Traditional

3rd Party Reviewed No

Combination Product No

Date Received 1997-06-13

Decision Date 1997-11-19

Summary: summary




