
  

FDA 510(k) Premarket Notification

K760580 DRUG NEBULIZER

K760580  ·  Product code: CCQ  ·  Anesthesiology
Source: https://www.510kdatabase.net/k760580/

 

CLEARED

Sep 21, 1976
18 days to decision

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional
Device classification Nebulizer, Medicinal, Non-ventilatory (atomizer)  (CCQ)
Date received Sep 3, 1976
Decision date Sep 21, 1976
Days to decision 18 days
Third-party review No

APPLICANT

Company Ohio Medical Products
Location Mchenry, IL, US
Website https://www.ohiomedical.com
510(k) history 47 submissions  ·  47 cleared  ·  1976-1984

Ohio Medical Products is a medical device manufacturer based in McHenry, US. The company specializes in anesthesiology
and hospital equipment. Ohio Medical Products received FDA 510(k) clearances from total submissions between 1976 and
1984. The company&apos;s primary focus was anesthesiology devices, including anesthesia gas machines, waste gas
scavenging systems, and breathing masks. The company is inactive and represents a historical regulatory record with no
submissions in recent decades. Notable cleared devices include the OHIO UNITROL II ANESTHESIA GAS MACHINE,
MODULUS I...
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