
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS .'J'ID PHONE NUMBER 

555 Winderley Place, Suite 200 
Maitland, FL 32751 
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7112-15/ 16 
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3012384835 

NAME ANO 1'111.£ OF INDIVIDUAL TO \\>liO~i REPORT ISSUED 

TO : Alex (NMJ) Chervinsky, President and CEO 

FI~1NAME 

Sincerus Florida, LLC 
STR.EilT ADDRESS 

3265 W McNab Road 

CITY, STATE. Zll' CODE, COUNTRY 

Pompano Beach. FL 33069 
TY1'E EST ABUSI,~!Ez.IT INSPECTED 

Outsourcing Facility 

This document lists observations made by the FDA rcpresentative{s) during the inspection of your faci lity. They are in
spections! observations, and do not represent a l'inal Agency determination regarding your compliance. 1 r you have an 
objection regarding an observation, or have implemented, or plan to implement. corrective action in response to an ob
servation, you may discuss the objection or action with the FDA representative{s) during the inspection or submit this 
information to FDA at the address above. If you have any questions, please contact FDA at the phone number and ad
dress above. 

The labels of your outsourcing faci li ty's drug products do not include information require,d by section 503B(a}{lO)(A). 
Specifically, 

• The date the drug was compounded, dosage form, storage and handling conditions, list of inactive ingredients and the 
statement "Office use only'' are not on your drug product labels. For example, labels for the following drug products do 
not contain the aforementioned: 

I. Item# - - ROSACEA SlLICONE GEL (JVERMECIIN 1% I METRONIDAZOLE I% I N LACINAMJDE 4% I 
POTASSIUM AZELOYL DTGL YCINATE 5%), lot PC05 I 7 I 61MNP 

2.1tem# - - ANTI-FUNGAL NAIL SOLUTION .. 15ML .. {FLUCONAZOLE 4%/ lBUPROFEN 2%1 ITR.A
CONAZOLE 1% I TERBINAFINE 4%), lot PC0614 16FUT 

3. Item# ROSACEA SILICONE GEL (NLACINAM!DE 2% I POTASSIUM AZELOYL DIGLYCINATE 
15%), lot PC060616NP I5 

4. Item#- MELASMA EMULSION (HYDROCORTISONE 0.5% I HYDROQUTNONE 8% I KOJIC ACID 4% I 
TRETINOIN 0.025%).1ot PC0601316HH8K4T 

5. Item# --MELASMA EMULSION (HYDROCORTISONE 0.5% I HYDROQUINONE 4% I KOJIC ACID 6% I 
TRETINOIN 0.025%1VIT~fN E I%), lot PC061516HHKTE 

Your firm has produced approximately . type of product formu lations and shipped approximately- units since 
registering as an outsourcing facility on March 10, 2016. 
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