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DEPARTMENTOF HEALTH AND HUMAN SERVICES 

FOOD AND ORU.G ADMINISTRATION 


'DISTRICT ADDRESS'AND PHONE NUMBER 

6th & Kipling St. (P.O. Box 25087) 
Denver , co 80225- 0087 
(303)236- 3000 Fax :.( 303 )2 36- 3100 

NAME AND TIT\.E OF INCM~ TO WHOM REPORT ISSUEO 

Ms . Jentli fe r K. Handsaker, Head Pharmacist 
FIRM NAME 

Rocky Mount a i n Pharmacy Inc 
CITY, ~TA~. UP 00~,COv " ! ':'' 

Bozeman, MT 597i 5-3,580 

DATE(S)Of' INSPECTION 

3/6/~Q18-3/13/2018 * 
·..- 1:1.~...~~ ---

3013935808 

. ..-. .. 
STREET AC>CRE1l;S 

25 N Willson Ave Ste c 
.. .. ···- - ·

TYPE E;STABUSt1MENT ll:ISl'ECTEC 

Producer of Non-Sterile Difug Produc t s 

~ . - .. ·. .. . ~ - . . . .. -  
-· ­

This document lists observations made by the FDA representative(s) during the inspection ofyour f~cility. They are inspectional 

observations, and do not represent a final Agency detennin!l~ion regarding your compliance, Ifyou h.!lve an objection regiµ-ding an 

ob~rv~WI), or h~ve implemei:ited, or pl.an to i.mplement, corrective a~ion in r~sponse to an o~rvation, YOIJ may di.s~u.ss the objectioi:i or 

action witl;i the FDA represe'ntative(s) during the inspection or submit this infonnation to FDA at the address above. Ifyo:U have any 

questions, please contact FDA at the phone nllmber and address aoove. 


­DURING AN INSPECTION OF'YOUF.HIRM !'OBSERVED:: 

OBSERVATION 1 

Written procedures ate not established and followed for the cleaning and maintenance ofequipment, 

including uteils'ils, used in the manufacture, ptocessing, packing or holding ofa drug product. 


Specific~lly, cle~ning procedures used between different op~r~tions are 4eficient lllld l~ck thoroughness 
to ensure complete clean.ing has occµrred. 
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OBSERVATION 2 
Each lot of a component that is liable to microbiological contamination that is objectionable in view of 
its intended use is not subjected to microbiological tests before use. 


Specifically,((15) (4) } water used in the fonnulation ofemollient creams, oral suspensions, and [(o) (4) 
0Cof{4Y! base is not tested for microbiological content by either your firm or the 0C0 f{4)l water 

inanufactu'rer. 





*DATES OF INSPECTION 

3/06/2018(Tu~), 'J/0714018(WeQ), 3/08/2018(Thu ), 3/ 13/2018(Tue) 
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Nayan J Patel, Investigator se:e REVE'RSE 
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