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Annual Registration Successful

Facility: KEISEI MEDICAL INDUSTRIAL CO., LTD., BUNKYO-KU, Tokyo, JAPAN

You have successfully updated your registration and listing information for 2024.
Your registration will be valid through Dec 31, 2024,

Be sure to print this page for your records,

The next registration renewal period is October 1 - December 31, 2024,

Registering your facility and listing devices does not, in any way, constitute FDA approval
of your facility or devices.

You may contact the FDA with any questions at reglist@cdrh.fda.gowv.

The Owner/Operator Number for this Registration is: 8031595.

Facility Information
Registration Number:
9611484

Initial Importer:
N

Facility Name:
KEISEI MEDICAL INDUSTRIAL CO., LTD.

Legal Name:

Address:
19-6, HONGCO SANCHOME,
BUNKYOQ-KU, Tokyo, 113-0033, JAPAN

DUNS Number:

Foreign Trade Zone:;
N

Facility URL:
www.kelseimed.com

Other Business Trade Name(s):

Establishment located on a campus:

Owner/Operator Information
Owner/Operator Number:
8031595

Contact Name:
SHIGERLU - UETAKE

Company:
KEISEI MEDICAL INDUSTRIAL COC., LTD.

Address: 19-6, Hongo Sanchome
Bunkyo-ku, TOKYQ, 113-0033, JAPAN

Telephone:
81 - 3 - 38165851

Fax:
81 -3 -38162941



E-mail: int@keiseimed.com

DUNS Number:

Official Correspendent Information

Contact Name:
Junya Ohyama

Company:
KEISEI MEDICAL INDUSTRIAL CO., LTD.
Address: 3-19-6 Hongo
Bunkyo-ku, TOKYQ, 1130033, JAPAN
Telephane:

81 - 3 - 38165851

Fax:
81 -3-38162941

E-mail: johyama@keiseimed.com
DUNS Number:

United States Agent Information
Contact First Name
Alan

Contact Last Name
Schwaartz

Contact Title:
Mr

Business Name:
mdi Consultants, Inc..

Address: 55 Northern Blvd

Great Neck, California, 11021, UNITED STATES

Phone:
516 - 4829001

Fax:
516 -4820186

DUNS Number:

E-mail: Alan@mdiconsultants.com

Device Listings

Listing Premarket Premarket Product Device Activities
Number Submission Submisslon Code(s) Name(s)
Number Type
R0O22361 510(k}) KDC INSTRUMENT, Manufacturer
exempt SURGICAL,
DISPOSABLE
A431019 510(k) INX BED, AIR Manufacturer
exempt FLUIDIZED
DO13619 K993970 GAR Suture, Manufacturer
nonabsorbable,
synthetic,
polyamide
E173215 5103(k) EPT Microscope, Manufacturer
exempt surgical
D116286 510(k) GFD Dermatome Manufacturer

exempt
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