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OAlE(S) OF INSPECTION 

8/04/2021-08/16/2021* 
FEI NUMIER 

12124170 

TO: Francis H. Ranier Owner 
FIRM NAME 

Ranier's Rx laboratory, Inc. 
SlREET ADDRESS 
1107 Lowry Ave. 

CITY, STATI:AND ZIP COOE 
eannette, PA 15644-3030 

TYPE OF ESTABLISHMENT INSPECTI:0 
Non-sterile Drug Manufacturer 

THIS DOCUMENT USlS OBSERVATIONS MADE BY THE FDA REPRESENTATl~(S) DURING lHE INSPEC110N OF YOUR FACIUTY. TI-IEY ARE INSPECTIONAL 
OBSERVAllONS;AND OON0rREPRESENT A FINALAGENCYDE11:RMIN6.TIONREGAROING '!'OUR COMPUANCE. IFYOU HA'A:AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTI:O, OR PLAN 10 IMPLEMENT CORREcnVE ACTION IN RESPONSETO AN OSSEftVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WTH TiiE FDA REPRESENTAllVE(S) DURING 1liE INSPECTIO. OR SUBMIT lHIS INFMMATIOI 10 FM AT 1HE ADORE$ ABOVE. IF 
YOU HAVE ANY QUESTIONS, Pl.EASE CONTACTFMATlliE PHONENUMBERANOAOORESS ABO,/E. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATIONl 
Venn in was observed in your production area. 

Speciflcally, on 08/06/2021, I observed six ceiling lights In your general compounding lab area and one ceiling light In 
the hallway to your hazardous compounding room to contain two to 12 apparent dead insects. furthermore, I 
observed a cracked ceiling light that sits approximately 24 inches directly above hood lb><411n your general 
compounding lab and approximately an 0.25-inch gap in the ceiling light within your hazardous compounding room. 
Examples of non.sterile product being made during the inspection on 08/06/2021 Includes the following: 

Drug Name, form Expiration 
Date 

Lot Number 

Aluminum Hydroxide l 35mg,'m1, suspension 08/20/202 l 080621-7 
ABH 0.5/20/0.5 mg/1 ml, gel 02/02/2022 080621-6 
Biest (80:20)/Testosterone0.5/lmg/ml, cream 02/02/2022 080621-8 
BMX Mouthwash l: I: I. suspension 02/02/2022 080621-2 
Guanfacine l mg/ml susDension 08/20/2021 080621-5 
Progesterone (ve~ capsules) l OOm~ caosules 02/02/2022 080621-1 
Vancomvcin 250mw5ml, solution 08/20/2021 080621-3 
Gabapentin I Omg/ml (VET), suspension 10/01/2021 080621-4 
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Jazmine Still 
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EMPLOYEE(S) NAME ANO 11n.e (Prirt or Type) 

azmlne N. Still 
onsumer Safety Officer 
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The observations of objectionable conditions and practices listed on the front of this fonn 
are report~: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 

2. To assist firms inspected in complying with the Acts and regulations enforced by the 
Food and Drug Administration. 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provkfes: 

"Upon completion of any such inspection of a factory, warehouse, consulting 
laboratory, or other establishmen~ and prior to leaving the premises, the officer or employee 
making the Inspection shall give to the owner, operator, or agent in charge a report in 
writing settirYJ forth any conditions or practices observed by him which, In his judgement, 
Indicate that any food, drug, device, or cosmetc In such establishment (1) consists in whole 
or in part of any filthy, putrid, or decomposed substance, or (2) has been prepared, packed, 
or held under insanitay conditions whereby it may have become contaminated with filth, or 
whereby It may have been rendered Injurious to health. A copy of such report shall be sent 
promptty to the Seaetay ." 




