














DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION

12420 Parklawn Drive, Room 2032 Rockville, MD 20857 02/04/2026-02/09/2026

FEi NUMBER

3013697420

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED

Mr. Vasanth Samaga, Founder-Director

FIRM NAME STREET ADDRESS

Biomylz Private Limited #21 BUILDING NO |

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED

Bengaluru, 560058, India OTC Drug Manufacturer
On February 4, 2026, during the initial inspectional walkthrough of your facility, we observed that the
0 “of your g system was leaking from the bottom and at the g valve
piping connection. Your firm did not perform any corrective actions to repair the®®  at the time of the
inspection. g . by this system is used as a raw material in the formulation of
o  OTC product. In addition, g is used as a cleaning agent for equipment and utensils

that come into direct contact with the OTC finished product during manufacturing operations.

OBSERVATION 7

Reserve samples from representative sample lots or batches of drug products selected by acceptable
statistical procedures are not examined visually at least once a year for evidence of deterioration.

Specifically, according to your procedure titled “Procedure for Collection and Storage of Control Sample”,
SOP Number: QCD/009, Version: R04, Effective Date: April 07, 2025, Section 5.1.1 states, “The control
sample shall be collected from each batch of finished goods manufactured and from each batch of raw
material ingredient received”. However, no examination is performed at least once a year to determine if
product deterioration in U.S. marketed OTC products that include 0O
H® has occurred.
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