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f.ummerLOI\ f.\. ?9118 l t•r or:l\l<::('·r <:•f l-1on -S LeL'i l .~ O.Luq~: 
·n,is do<'~Jlntlltli q~ ()l>~crvation~ made by the FDA reprc~cntat hc(') during the l n~p~Clilln nfy1111r fa,·i lity. They arc mspcction~l 
ohsc:rvat~ons. 1111(1 tlu .not rqm:scnt a final Agency de tcnninution <e£llrrltng your C\>mpltnn~c:. II'you have an objection rcr.arding an 
uhM:rvatltlll, ur hHvc ttl1plc mcntcd. or plan tn i rnplcment, corr~ctivc llC lion in •cspon~~ h• nn oh~ervation. you rn~y discu~s the obje;;ttoo "' 
nctlon wtth the l'DA r.:pr~'cntativc(~) d11rin~ the iospccttOil ursuhnut thb i nformnlt~mto I'I>A at the adcltcs~ abcwc. lfyou havl·.anv 
qw~t ion~. p l~rl~C contac t FDA al the phone numbe r and ~ddrc~s nhov~. • 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERV ATION 1 

Th~ro.: b <t failu re to thoroughly review the failure of a batch or any of its components to ntcct any or its specifications 

whether or no1 the batch has been already distributed. 


Spccilically. the fin n failed to invest igate the potency fai lure~ of Baclofcn, Cyclobcnzapt ine HCI, Oi clo fcnac Sodium , and/or 
Ltdocam c iu three lots o f CDI3CL-A C'rcam (Lots I I 112013@ I, 0 13 120 I 4@ I, 041 820 14@5) as required by SOP 9.060, 
' ·Product Q uarantine, Storage, and Relc.-asc " and SOP I 0)0, "Oevia tion.<.-OOS" The Oaclofcn assny ranged from 84.0%
1\4 1%: the Cyclobcnzaprinc IICI assay was 88.0"'. for each lot. the Diclofcnac Sodium assay ranged rrorn 89.0%-90 3%. and 
llu: Litlvc;dtn~: "~'uy ranged from 8~ . 2%-89 .0%. The firm's r•occdurcs (SOP 9.150, ""!on-Sterile Compounding Finished 
Preparatton Testing" and SOP 9 060. " Product Quarant ine, Storage. and Relea~c") requtrc that finished product test results 
conform to specifications but do not include the acceptance criteria However. SOP 9 I <lO. 'Non-Sterile Compoumliug 
Process Validallon ", ~tat e~ the atccptartce criteria i ~ a' followo;. '' Potency testin~ Jl\ll~l rncct the defined acceptance criteria 
doc umented in the US~ l~nograph . I f there is no monograpll (t:JICJW " 

OBSERVATION 2 

The written stahtlity testing progra m i~ not followed . 

!> ~ciftr~ ll y. thNP i< n " <r:ohitity rht:. " ' <uprnr!.thr t'll rrr nt IIIII)< nfqo tl:ty< >~~<icnccl hy th e f t rtn to the tmtinrity nftht: ir 
u ~ug p•utl ucts includi ng. Cl.)BCL-A Cn·:ttn. K1iCGl.-F C•·c~m , DBCCL-1 i Cream~ nnd lDCTG Cream. SOP .Q:O~O , "Hcyon d· 
u~c Oc~ t ing (BUD) of Compounded l'rcpa ri\tions" res that l:lUDs shnll be assrgned on current drug stab tltty tnformat1on 

at ion 

OBSERVATION 3 

Blitch production and control records do not mdud c complete information relating to the production and control of each 


batch 


Specifically. the firm's fom lttla workshcl'ts for CD13 Cl- /\ Crclllll, KEKGJ.-F Cream, DBCfiL-11 Cr(:atn, l.lnd lDC.T~.Crca~n 
do 001 include ,·1.mplctc infor~~tio n rclalt•· · to the: ,, , '" llurt of the batch 111cl 1,., •. nccurnte m 1x • :· t u nc~. the I .-l• __.:.:! 
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OBSERVATION 4 

Wr irtcn produt:Hon anll process control procedure~ are nor followed in the execution of production nnd proc:css r.ontrol 
functions and documented At the time of perfonnance. 

Speci fi cally, the fim1 hils fnilr.ci ro foll0w SOP 9.140, "Non-Sterile Comp~>und i ng Pr~•cc~' V"lid~rion" which requircs iiDIIl 
vt~ l - .!.id~r ion ofther··, ..i·r.-t i• ,. i'~"'·<~.. , . --II 

OBSERVATION 5 

The rcsp0nsib ilirie5 and procedures npplicab lc to the qunlity cornrn l unit arc not fu lly followed. 

sr~cilic~lly, 

The fi rm rai led tu lollow SOP 9.0 I0, "The Qua liry 1\ssurance Program" for example, the compliance con rrol officer failed 
tn assure that crit ical processes uc val idarcd; produc1ion or1ln1g proclucts is performed in accordance with csrab li;hcd 
procedures: records of cnch significant step in the process nrc crcntcd'mnrn!llincd; deviations 10 procedures nrc invcsrigatcd 
and documented: equipment used i~ cu lihrar~rllmnimaincd in :u:cordancc " ·irh procedures: and clcaninglsaniliwtion of 
1r..ck \ tf~ ,H arcn:i .n1d t•qu,p,!H.·nt arc JWI IU.fl lln l , 1, \t •u1· ru c..· ~ l 

OBSERVATION 6 

Wrifl cn procedure~ ~n: nor fo llowed for rhe cleaning and maintenance of equlpmcnl. including tncns i ls, us~d in rlrc 
manufacture, processing, packing or holding of ;t drug product. 

Speclfic~lly, the firm ha~ f~iletlto follow SOP 3.050, "Cleaning nnd Mainl~rranc~ oflhe No~-Sterile Con:roundi~g A rc~" in 
that rhey have ''" docllmcnrar ion o f clear. inI.) for rhe rowdcr hood. ~ountcrtops. stnks. or Clltl1ptnentfutcnsils used rn the 
production of drug producrs. 
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06SERVAT10N 7 

T he calibr;~ t ivn o f ins tnnn cnl5 is no1 d,1rc a1 suitable intervals i11 a ccord« nee wi th an cswbl ishccl wriHen prngta1n and with 
provi~ions for wncdia l act ion in the e ve nt accuracy U11tl/o r p recisio n limits ar e not tnct. 

Spcdtkally, the (inn hos failed to calibrate the 1mp bala nces used to weigh the nctive in £_redicnts an d pcr fonn in· 
p«J"<" w< ;t:ht c hccb fo t· t h e ir drug products . AdcJ iti o n~lly. lh"Y h~ve nn wri tle n procedure~ describing the rcquire tnents for 
the clllibrot ion of the belances. 

OBSERVATION 8 

Prncellures describinr; the handling of all wriTten an d oral comr laints regarding a drug product arc not fo llowed . 

Spc.citicully, 

The fi mt has fa iled to follow SOP 5.030, "Complaint Handling", wh ich requires tho!a "Custo mer Cu mpl.tlnl Record ' is 10 be 
initiated/documented for each comp l3inl received. Addi lionally. there is no "Cus tomer Compl~in t Log" rnni nlaincd as 
require d by this proc~Xlur~. 
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