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Dena K. Perry, R.Ph., Pharmacist in Charge and Owner 

FIRM Nl\t..£ 	 STREE.T 1\00R!:SS .~~--------------------~ 

Perry Drug Inc . 	 12200 W. 1 06th Street 

Sui te 140 


CITY, STATE. ZIP COOE. :;ouNTR\' 	 i YPe ~SIA6USHt.IENT !NSPECTEO 

\"'">'la>d Par, , RS 66215 	 I Pr oducer of Sterile Drugs 

• document li~l ~ oh~ervations maJ.e by the FDA re.prc~c nlat·ive(~) during the inspection of your facil ity. They ore inspecti?nal 
~,.-,;; ,:.:·, ;,t:r•.-,;·, ' 'l :(• uo 1\01 r..:prcscnl a tlllul Agency dct..:rnunatJOn rcgardmg your compllancc. If you have an O~Jection regardmg an
observation, or have implemented, or plan to implement, correciive action in response to an observation, you may discuss the objection or 

., action wi ~h ~he FD.--\ reprt>srntati vc.(~) during_ the ini:pcclio!l {>r ~uhmi•. lhislnfn~· m:J tion lo FDA at the addrr.s!! ab0v~- lfym• h:w<: c•ny I
:, ~.; . ~ : :·;~ ~ ;\-: : :· :.; . ~-.: .\ :L~· .! ..:..;n ':.~ ·:t fi·:~;\. ~~t :i l .: · j:S;) O\H; n:.•: : ~~.l.!; u.ia _; d(h.ii ~!oo~ rt~.J1-.V.,. '-: , 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

From I MAY through 26 AUG 2014, your firm has produced sterile dmgs from non-sterile powdel"s and distrihuted them 
\e )'0N '-;,;~·., , 1 :·, ..:.-:· : >. These drugs incluJe but are not limited to I '1-u l-lydroxyprogesterone Caproate injection; "Tri-Mix"
Alprostadil (Prostaglandin El), Phentolamine Mesylate, and Papavarine HCI injection; and HCG (human chorionic 

gonadotropin) injection. The following observations relate to your general compounding practices of these ster.ile dm gs. 


OBSERVATION 1 

Procedures designed to prevent microbiological contamination of drug products purporting to be sterile do not include 

validation o f the s terilization process. 


Specifica lly, 

a. 	 The technician, ' , performin_g the sterile prod~ction says she ha~ n~t perfom1ed a 
s ince she began workmg at Petry Drug mI l She IS solely respons1bJefor all stenle 

produced material s ince June 20 14. On 26 AUG 2014, I observed ' producing Testosterone Cypionate, Lot 
140826A, 200 mgf mL She did not perform a bubble point test 

b. 	 You have not performed any media fills since you began sterile production in 201 0. 

c. 	 You have not conducted smoke studies. dynamic and static, to verify airflow patterns where you produce sterile 

drug prod ucts. 

d. 	 You do not document the sterilization cycle of the···· used to sterilize the vials and stoppers used during 
sterile drug production. 
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OBSERVATION 2 

Each batch of drug product purpot1ing to be sterile and pyrogen-free is not laboratory tested to dcten11ine conformance to 
'":'. :~t·~ f .~:1';( ;.!·1).:.., ~:-~t'!~ ..). 

;· 

Specifically, 

a. 	 You have no assurance the ''stock" vials are sterile, contamination free, and within potency when you fill 
prescriptions up to 60 days after the drug was produced. 

b. 	 You do not routinely perform sterility testing of your sterile drugs. The last record avi lable for sterility and 
endotoxin testing was from March 20 13. 

C28.L :.~·-./r-..·T~Cf! ' Z

.Ast~pt ic processing. areas arc deficient regarding the svstem for cleaning and disinfecting the room and equipment to produce 
aseptic condit ions. 

a. You do not have written procedures that describe how cleaning will occur in the lSO 5 Clean Room where 
sterile drugs are produced. 

b. You do not use a sporicidal agent in your cleaning processes . 

c. You did not document the c leaning ofthe compounding suite from 10-7-2013 until 5-8-2014. 

d. You do not have a procedure for bringing cle-aning supplies and utensils into the eleanroom / ISO 5 area. 

OBSERVATION 4 

Aseptic process ing areas are deficient regarding t.he system for monitoring environmemal conditions. 

a. 	 You do not have an Environmental Monitoring program. You have not conducted any environmenta.l monitoring in 
the cleanrooms / ISO 5 area or on the personnel when sterile drugs are produced . 
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b. 	 You have not conducted any surface sampling of the ISO classified areas to monitor the bioburden or to detennine if 
your cleaning is adequate. 

c. 	 You do not monitor pressure d ifferentials in the cleanrooms I ISO 5 area during production. 

OBSERVATION 5 

Clothing of personnel engaged in the manufacturing, processing, packing, and holding of dmg products is not appropriate for 

the duties they perform. 


Specifically, 


a. 	 You do not have a documented procedure for gowning 

~) . '· :·\.:·:·;:,;;rn:cl producing sterile drug products are not gowned with sterile gowning items. Your employees use non
sterile gowns, shoe covers, masks, hair net, and gloves in the areas where you produce sterile drug products. 

c. 	 Your personnel have exposed skin around the eyes, neck, and head area in your ISO 5 clean producing sterile drug 
products. They do not wear safety glasses 0r sterile g,oggles. 

d. 	 On 26 AUG 2014, technician ' was observed wearing her shoe covers and gown in the uncontrolled pharmacy 
area then entering the JSO 7 room. She wore these same shoe covers and gown into the ISO 5 clean room without 
any additional protective equipment where she produced Testosterone Cypionate, Lot 140826A, 200 mgl mL. 

e. 	 On 29 AUG 2014, technician ' 'stated they had a new unwritten, gowning procedure. She donned shoe covers, 
gown, mask, hair net, and gloves in the ISO 7 area. In the ISO 6 area, she degowned to her street clothes and put on 
new, non-sterile shoe covers, gown, mask, hair net, and gloves before entering the TSO 5 clean ro<)rn . 

f. 	 0n ·.:!oAUG 2014, employee, was performing sterile compounding of Testosterone Cypionate, Lot I40826A, 
200 mgl mL, in the ISO 5 area wearing makeup. l.n addition, her mask did not cover her nose and her bangs were not 
inside her hair net. 

OBSERVATION 6 

There is no written testing program designed to assess the stabili ty characteristics of drug products. 

Specifically, 

You have not performed any stability testing on your sterile drug products. You do not have any data to support your 
labeled Beyond Use Date (Expiration Date). Your Leuprolide fn_jection Solutions, Testosterone Cypionate Oil

~i 
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h~jection Solutions, and 17-o. Hydroxyprogesterone Caproate Oil Injection Solution have a 90 day Beyond Usc Date. 

* DATES O F fNSP ECTION: 

08/26/2014(Tue). 08127/20 14(Wed), 08/28!201 4(Thu), 08/29/20 14(Fri), 09/04/20 14(Th u), 09/09/20 14(Tue) 
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