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Request for Certification of Designated Medical Gas
PSC Publishing Sercvices
FDA FORM 3864
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
Request for Certification of Designated Medical Gas
Form Approved: OMB No. 0910-0906
Expiration Date: February 29, 2028
See PRA Statement on last numbered  page.
1. Applicant Information
Applicant Name*
Applicant Address*
Address 1
Address 2 (if applicable)
City
State/Province/Region
ZIP or Postal Code
Country (if not United States please provide contact information for authorized U.S. agent in “Contact Information” field below)
Contact Information (enter address only if different from above)
Name
Title
Address 1
Address 2 (if applicable)
City
State/Province/Region
ZIP or Postal Code
Country (if outside the United States)
Telephone Number
Email Address
Fax Number
2. Type of Submission
Select only one:*
Original Certification Request
Resubmission
Supplement to Granted Certification
Amendment to Pending Certification Request
Other (specify):
For Original Certification Request, select only one:
Request for NDA for human use
Request for NADA for animal use
Request for NDA and NADA for human and animal use
NDA Number (if not an original certification request):
NADA Number (if not an original certification request):
Reason for Submission (if not an original certification request)
3. Description of Medical Gas*
Select the medical gas to which this request applies (select only one). 
Oxygen, USP
Medical air, USP
Nitrogen, NF
Helium, USP
Nitrous oxide, USP
Carbon monoxide
Carbon dioxide, USP
4. Facility Information
Provide the following information regarding each facility where the designated medical gas to which this request applies will be initially produced.
Name of Facility*
Facility Address*
Address 1
Address 2 (if applicable)
City
State/Province/Region
ZIP or Postal Code
Country (if outside the United States)
Other Facility Information
UFI (e.g., DUNS Number)
Facility FEI Number (if one exists)
This Submission:
  Adds this facility
  Modifies information for this facility
  Removes this facility
Briefly describe the manufacturing or processing performed at the above facility in connection with the gas to which this request applies.
5. Certification of Adequate Manufacture, Processing, Packaging, and Holding of Designated Medical Gas*
Check the box to indicate that your methods, facilities, and controls used for the manufacture, processing, packing, and holding of the medical gas to which this request applies are adequate to ensure its safety, identity, strength, quality, and purity.
6. Additional Information
Provide any other information which FDA deems appropriate to determine whether the medical gas is a designated medical gas, or which you believe will assist FDA in evaluating your request.
This section applies only to requirements of the Paperwork Reduction Act of 1995.
–DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW–
The burden time for this collection of information is estimated to average 3 hours per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information. Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to: Department of Health and Human Services, Food and Drug Administration, Office of Operations, Paperwork Reduction Act (PRA) Staff, PRAStaff@fda.hhs.gov.
“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB number.”
7. Signature(s)
I agree to comply with all applicable laws and regulations, including but not limited to:
1. Good manufacturing practice regulations in 21 CFR Part 213
2. Labeling regulations in 21 CFR Part 201
3. Applicable regulations on making changes to a granted certification in 21 CFR 230.70 and 230.72
4. Annual reporting requirements in 21 CFR 230.80
5. Regulations on postmarketing safety reporting in 21 CFR Part 230 subpart C
I certify that the medical gas to which this request applies satisfies the compendial standard listed in connection with the gas. By my signature, I hereby certify that the data and information in this submission have been reviewed and, to the best of my knowledge, are true and accurate. WARNING: A willfully false statement is a criminal offense, U.S. Code, title 18, section 1001.
Applicant
Name and Title
Signature of Applicant
Date of Request (mm/dd/yyyy)
Authorized U.S. Agent (if applicable)
Name and Title
Telephone Number
Signature of Authorized U.S. Agent
Date (mm/dd/yyyy)
4. Facility Information (cont.)
Provide the following information regarding each facility where the designated medical gas to which this request applies will be initially produced.
Name of Facility*
Facility Address*
Address 1
Address 2 (if applicable)
City
State/Province/Region
ZIP or Postal Code
Country (if outside the United States)
Other Facility Information
UFI (e.g., DUNS Number)
Facility FEI Number (if one exists)
This Submission:
  Adds this facility
  Modifies information for this facility
  Removes this facility
Briefly describe the manufacturing or processing performed at the above facility in connection with the gas to which this request applies.
Name of Facility*
Facility Address*
Address 1
Address 2 (if applicable)
City
State/Province/Region
ZIP or Postal Code
Country (if outside the United States)
Other Facility Information
UFI (e.g., DUNS Number)
Facility FEI Number (if one exists)
This Submission:
  Adds this facility
  Modifies information for this facility
  Removes this facility
Briefly describe the manufacturing or processing performed at the above facility in connection with the gas to which this request applies.
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