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This docomentlisiS obscrvaJions made: by the FDA ~p~nlativc{s) during 1he in.~pection of your facilily. They M: inspcc1ional 
obscrvotiOM. and do not n:prcscnta final Aj!.cncy dclcrtninnlion f\:&11rd in~ your oornpl i:mcc. If yt)u have un obj(;(."' ion n:&nffiins;. an 
obsc~·ation. or h:wc implc:rncntcd, or plnn 10 implement. corrective net ion in response lo nn observation, you may di:.cuss the objc.:cti\lll or 
~lion with the FDA rcpresent3tivc(s) during the in]>-p .. :ction or submit this infonnution lC.l ffiA l\[ the addi'CS$ n.bovc, tr you have any 
quc..~tiuus.. plca...c contact FDA Ill Ulc phone number nnd tuJdrcs.~ above. 

CURING AN INSPECTION OF YOUR ARM WE OBSERVED: 

OBSERVATION t 
There is no written testing progrdill designed to assess lhc stability characteristics of drug products. 

Specifically, 

A. There is no stability data to support the expiration or beyond-usc-dates assigned 10 some of your 
sterile drug products. In addition, your finn was unable to provide any documentation that 
would scientifically justify tbe extended bcyond-u:-;c-dates assigned to these sterile products. 

1.) G~ntamicin Irrigation 160 m~;glmL Solution; Assigned a beyond-usc-date of 90 days. 

2.) Papaverine 30 mglmL Injectable; Assigned a beyond-us~;-datc of 365 days. 

3.) Triple Mix #4 30 mg, 2 mg. 20 mcglmL Injectable; Assigned a beyond-usc-date of90 days. 

4.) Cyanocohalamin 1000 mcg/mL lnjt:ctable; Assigned a beyond-usc-date of720 days. 

5.) Edetatc Disodium 1% Ophthalmic~ Assig11cd a beyond-usc-date of90 days. 

o.) Fonnalin Bladder 1% Solution~ Assignro a beyond-use-date of365 days. 

7.) Testosterone Cypionate Oil 200 mg/mL Injectable; Assigned a beyond-usc-date of720 days. 

B. The following products were assigm:d beyond-use-dates that surpassed that of one or more of the 
active pharmaceutical ingredients (APls) or drug components. 



U~:I'ART'MENT (W III'.AI.TH ANI) 1-HIM/\N SF:RVICES 

foifiOCl ~It· AMI •;<C'JJif l<\)l.(iiil 
FOOOAI'IO I)RUG AOMINISTRAnON 

Do\ tEa:\ CO: I~• 

60 t::iqhth Street NE ~/24/2016-6/10/2016• 

Atlat~tei, (~/\ 30309 I'QHUUIV'" 

(404)2!)3-1161 Fax: (404)2~3-1202 3Q05'17l6Ul 

IWCNIU m<l.a-1...,....,......._ l<>IM"""I<U-'<"11 ~0 

Ch<lrlc:; /l . . Fulmer, RPIJ. I Owner 
~-NM'L ~tu:T "C.))i\J!!ti 

Puctncrs In C.:irc, ·rnc. 2~~1 I.imcst-onc Pkwy , Su i te 2 
(!UY Sl'Altoi. IPCOt.i ZOliNritf t YI'( t.~IAltt.t~UIIiQii(t'T1.D ·-
Gainesv .i j 1~, C:A 30501 
f--

Produc~r of St<:ril<:! Dt:U(jS 

~LO"ll.~) Sir-HAll tAP OAn:~.b 

SEE REVERSE Rachael L Cook, Invc~tig.:~tor { CTNH) Ru. - 6 /Hl //.016 

OF THIS PAGE Tamara J Henderson, Iuvestiq;;t:.or x-.c-. ............ 
__.....~ ..... 

~ 
~~ ......... ll. «<ot '<':' 

FORM I'll.\ 40 tll'l~l lW\100S fDmOI< OIJSOI F11' INSPF:CTIONA I. ()8SERV t\TIONS rAcn-~ 1 ot· (• ftA('If_«; 

1.) Hydroxyprogcstcronc Caproate 250 mg/mL lnjet:table, Lot f/20160509@10, beyond-use-
date: 6/0312017 wa~ produced with the below component: 

• [(b> (4) ' Lot #(b) (4) ,, beyond-usc-date: 4/28/20 1 7 . 

2.) Edetate Disodium l% Ophthalmic, Lot #t201604 14@5, beyond-use-date: 7113/2016, was 
produced wilh the below component: 

• l<b) (4) I Lot #20160414@8. beyond-use-date: 
4/2 1/2016. 

3.) T3 (Triiodol Thyronine)~) (4) J, Lot tlfb> (4) !. beyond-use-date: 
4/03/2018, was produced with the below API and components: 

a. Liothyronine~) (4) (T3) [(b> (4) I, Lot #L(b) (4) J, beyond-use-date: 
8/31/2016. 

b. ~b) (4) I, Lot #(b) (4) l beyond-usc-date: 
l I /30/2016. 

c. [{bn4) ·), Lot #(b) (4) 1 I, beyond-usc-date: 5/21/2016. 

4.) Triple Fish Suspension, Lot #201 60229@ 19, beyond-use-date: 2/1812018, was produced 
with the below components: 

a. (b) (4) J Lot ~(b) (4) .[be'~· beyond-llse-date: 9/ll/20'16. 
b. (b) (4) ~&~>> (4) , beyond-usc-date: 3/3 1/2017. 
c. (b) (4) J Lot /ftb> (4) 1 beyond-usc-date: 2/19/2017. 

5.) Hydromorphonc 3 m g SupposiLory, Lot #120160225@6, beyond-use-date: 2/24/2017, 
was produc~ with the below APl and component: 
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a. Hydromorphone (b) (4) L Lot ~b> (4) , beyond-use-date: 
l/Jl/2016. 

b. (b) (4) 1, Lot #i(b) (4) , beyond-usc-date: 12/31/2016. 

6.) Testosterone Cypionate Oil200 mg/mL Injectable, Lot f/20160209@1. beyond-usc-
date: 1/29/2018, was produced -with the below APls and components: 

a. Testosterone Cypionatc [(b) (4) , Lot [(b> (4) I, bcy~nd-usc-datc: 
~/29/2016. 

b-. Testosterone Cypionatc l(b> (4) Lot /[(b) (4) , beyond-use-date: 
5/28/2017. 

J, 

c. ~b) (4) 
1 u~;i?~> (4) bevond-use-date: 4/3 0/20 17. J 

d. r>> (4) , Lot IJ (b) (4) , beyond-usc-date: l0/31/2016. 

OBSERVATION 2 
Procedll.rCS designed to prevent microbiological contamination of drug products purporting to be sterile 
do not include adequate validation oflhc sterilization process. 

Specifically. 

A. Your finn uses (b) (4) .. [(b) (4) ll(b) (4) I at [(b> (4) or 
~b) (4) I to sterilize some of your drug products including 
Hydroxyprogesteronc Caproalt: 250 mg/mL Injectable Lot 20160509@ 10. However, the (b) (4) 

~b) (4) 1 were not validnted to demonstrate that the process is capable of producing a sterile 
product. 

B. The (b) (4) dcpyrogenat1on ~b) (4) J used to slcri I ize equipment utilized 
in the processing of sterile dn1g products has not been validat"'d to demonstrate that tbe process 
is capable of achieving depyrogcnation of gla<>sware, ceramic ware, and metal eq uipment. 

c. Your firm does not usc ~b) (4) to determine the efficacy of the (b) (4) I sterilization 
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process you utilize to sterilize drug product$. 

D. Media fills are not performed by pcrsOimci who engage in sterile drug processing on a semi-
annual or annual basis to ensure continued understanding and proficiency of the sterile dmg 
process. Mt:dia fill training is only performed ~b) (4) ·--, and is not 
representative or the types of products or the ma.~imum balch siz~ produced by the !inn. 

E. Your finn has not conducted smoke studies under static or dynamic conditions within the IS0-5 
laminar flow hood to ensure that the presence of operators and equipment do not impede the 
laminar airflow from the I-lEPA fill.t:r.>. 

ORSERV ATION 3 
Then.: wa-; a failure to handle and store closures at all times in a manner to prevent contamination. 

Specifically, 

Your finn does not documcnllhc number of times you puncture the stoppers of the multi-dose vials that 
contain ~b) (4) which are used in the production of sterile drug products. You were unable to 
provide any scientific documentation of the relationship between the number of punctures and the 
beyond-use-dales to demonstrate that your~) (4) in multi-dose vials have the quality that tbr.:y 
arc purported to possess. 

ORSERV A TJON 4 
Written procedures arc lacking which <.k:scribc in :;uillcicnt detail th<.: approval and rejection of 
components. 

Your linn docs not have a procedure in place for the approval of components that are usc;d to produce 
sterile drug products. 

Specifically, your flrm uses non-medical grade [(b) (4) to produce the 
Prostaglandin Injectable that is used lo aseptically produce Triple Mix Injectable. 

l 
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OBSERVATIONS 
Aseptic processing areas are deficient regarding the system for monitoring envirorunental conditions. 

Specifically, 

Viable and nonviable environmental air and surface sampling is not conducted during active aseptic 
drug production. 

OBSERVATION 6 
Equipment and utensils are not cleaned. maintained and sanitized at appropriate intervals to prevent 
contamination that would alter the safety, identity, ::;Lrcngth, quality or purity of the drug product. 

Specifically, 

A Your firm has failed to establish appropriate hold times following the sterilization of your 
equipment and utensils used dur~ng aseptic processing of your sterile drug products. 

B. Slcrilc wip~s are not used for the cleaning of the ISO 5 Laminar Flow Hood, which would 
prevent the transmission of particulates into the steri le products. 

*DATES OF INSPECTION 
5/24/2016(Tue),5/25/20 16(Wed),5/26/2016(Thu).5127/20 16(Fri),5/J 1/20 16(Tuc),6/03!2016(Fri),6/09/20 
16(Thu),6/ l 012016(Fri) 
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