FDA 510(k) Premarket Notification

K780301 CAULK TYLOK

CLEARED

Feb 28, 1978

K780301 - Product code: EMA - Dental 6 days to decision

Source: https://www.510kdatabase.net/k780301/
SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification Cement, Dental (EMA)

Date received Feb 22, 1978

Decision date Feb 28, 1978

Days to decision 6 days

Third-party review No

APPLICANT

Company L.D. Caulk Co.

Location Mchenry, IL, US

Website https://www.dentsplysirona.com
510(K) history 20 submissions - 19 cleared - 1976-1980

L.D. Caulk Co. is a Dental device manufacturer based in McHenry, US. The company specializes in restorative and
preventive Dental products and materials. L.D. Caulk Co. has received FDA 510(k) clearances from total submissions. The
company&apos;s regulatory activity spans from 1976 to 1980, with all submissions focused on Dental devices. This
represents a historical record; the company has not received clearances in more than five years and is no longer active.
Historical cleared devices include composite restoratives, dental amalgamators, calcium hydroxide products, and retra...
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