FDA Medical Device Registrations

Class #1 Medical Devices

Proprietary Name:
Classification Name:

Product Code:

Device Class:

Regulation Number:

Medical Specialty:

Registered Establishment Name:
Owner/Operator:
Owner/Operator Number:
Establishment Operations:

Proprietary Name:
Classification Name:

Product Code:

Device Class:

Regulation Number:

Medical Specialty:

Registered Establishment Name:
Owner/Operator:
Owner/Operator Number:
Establishment Operations:

Proprietary Name:
Classification Name:

Product Code:

Device Class:

Regulation Number:

Medical Specialty:

Registered Establishment Name:
Owner/Operator:
Owner/Operator Number:
Establishment Operations:

HR Lubricating Jelly

Lubricant, Patient

KMJ

1

880.6375

General Hospital

HR PHARMACEUTICALS, INC
HR Pharmaceuticals, Inc
10032609

Specification Developer

HR Lubricating Jelly

Lubricant, Vaginal, Patient
MMS

1

880.6375

General Hospital

HR PHARMACEUTICALS, INC
HR Pharmaceuticals, Inc
10032609

Specification Developer

HR Lubricating Jelly

Jelly, Lubricating, for Transurethral Surgical Instrument
FHX

2

876.1500

Gastroenterology

HR PHARMACEUTICALS, INC

HR Pharmaceuticals, Inc

10032609

Specification Developer



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2320
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRsearch.cfm?FR=880.6375
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&regnum=117513
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&OwnerOperatorNumber=10032609
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2374
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRsearch.cfm?FR=880.6375
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&regnum=117513
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&OwnerOperatorNumber=10032609
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1687
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRsearch.cfm?FR=876.1500
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&regnum=117513
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&OwnerOperatorNumber=10032609

FDA Medical Device Registrations
Class #2 Medical Devices

Proprietary Name: HR Lubricating Jelly
Classification Name: Media, Coupling, Ultrasound
Product Code: MUl

Device Class: 2

Registered Establishment Name: HR PHARMACEUTICALS, INC
Owner/Operator: HR Pharmaceuticals, Inc
Owner/Operator Number: 10032609

Establishment Operations: Specification Developer
Proprietary Name: HR Lubricating Jelly
Classification Name: Lubricant, Patient, Vaginal, Latex Compatible
Product Code: NUC

Device Class: 2

Regulation Number: 884.5300

Medical Specialty: Obstetrics/Gynecology
Registered Establishment Name: HR PHARMACEUTICALS, INC
Owner/Operator: HR Pharmaceuticals, Inc
Owner/Operator Number: 10032609

Establishment Operations: Specification Developer
Proprietary Name: HR Lubricating Jelly
Classification Name: Condom

Product Code: HIS

Device Class: 2

Regulation Number: 884.5300

Medical Specialty: Obstetrics/Gynecology
Registered Establishment Name: HR PHARMACEUTICALS, INC
Owner/Operator: HR Pharmaceuticals, Inc
Owner/Operator Number: 10032609

Establishment Operations: Specification Developer


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3428
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRsearch.cfm?FR=884.5300
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&regnum=117513
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&OwnerOperatorNumber=10032609
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4675
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&regnum=117513
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&OwnerOperatorNumber=10032609
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3482
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRsearch.cfm?FR=884.5300
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&regnum=117513
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&OwnerOperatorNumber=10032609



