HairMax LaserComb
Advanced 7 and Professional 12

Females

510(k) # 112524

FDA Clearance to Market






Page 2 - Casper E Uldriks, Esq.

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to hitp://www.Ida.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 11 5809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

hitp://www fda.gov/Medical Devices/Safety/ReportaProblem/default.htin for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://'www .tda.gov/MedicalDevices/Resourcesfor Y ou/Industry/default.htm.

Sincerely yours,

,
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Mark N. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure




5, Indications for Use
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SOk Number (i known) l}_/ (’

Device Name:  HairMax Advanced 7, HairMax Professional 12
indications for Use:

The HairMax LaserComb Advanced 7 1s indicated to treat androgenetic alopecia
and promote hair growth in femaies who have Ludwig (Savin) Scale [-4, [1-1, 1i-
2, or [rontal and Fitzpatrick Skin Fypes Lo TV.

The HairMax LaserComb Professional 12 is indicated to treat androgenetic
atopecia and promote hair growth in females who have Ludwig (Savin) Scale 1-4
H-1, 11-2, or frontal and Fitzpatrick Skin Types [ to TV.

b

Prescription Use . Over-The-Counter Use _ X_
(Part 21 CI'R 801 Subpart D) AND/OR (21 CFR 801 Subpart )
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