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OATE(S) OF .INSPECTION 

1i p ;.1a,1; 1/i~; 7/3'1 ; 8/112017 

fet. ~UMBER -· ·-

30 l34364f3 . 

,.,; - . 1,.-!Q. . ....... .. . l.l$S.~ 

·. JQ:_ .. ~~p, ~~g, PharrnQ, Chief ~g qfficer; Vlce:~iaent ··--
, -~~,- . . - ·-· 
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'l:YflE OF. ESl'.ABU~ENr:INSPEClED 

. Pro4~~ ~f SJ«il~ and ~on-Sterile Drug ProdUcts 

· ~~A~~°=~~~~~~~~~=~~R~~Fv~;t~~~~ 
.Oe:sERvAl'iotCc:>R tiAvif iMI!~: oR P.i.AH io i11FLEMem" cOAAECTillE ACTION IN RESPONSE To Nol OaSERVATiON; YoU MAY CISCUSS ·THE 

~ ~:qR· -'lff.19.N ~t1:11iE:~ R!PRE~ATM;(sl _OURING·~·~ON .oR s);i&MiT'THls -,Nf'~ttbii! to FtiA AT'TtE ~iABOVE. IF 
.YOU ~ye~ QVEsrJ.ONs. P-1.E,o\SE CONTA!=T FD,kAT THE'PHONE NUM8ER.ANO.~~AB()VE: 

.DVRINGAN ~i;PEcTION OF VQuR.FlRM (I) (WE)~' 

QBSERV ATIQN I 
Equiimi~t, materials, and/or supplieS ~.not <Jisjnfec~ prior to entering the aseptic prOCCS$Jng 

S~ific.lly. on '7/ 171'2-.0I.7 ~ nol)•Sterlie pl~lc bagco11taining in-proce~ rn.1ttmal$. containers and clo~ u~ 
forthe. pto.dlictjon of Tri~Mix '(Pr<)sJ/Pap/Pberi( IO mpg/30 tng/1 mg/mL) injectable, LQt gyqiber (5) (6) 
w~re'placed dire¢dy Into the.i~O-S (5) (4) '*>logical s,afery cabinet (BSC), Se.rial Number 
(5) (4) Wjtho.lit-adequate disinfection or ~nitation ~fthe Q.~er sWface. 

m:eas-. 

OBSERV·ATION'2 ·--~ .. --···- - ·-·· 
TijeJS~l~slfied areas hav~ difficµlt to Cletm, paJ1iele-generatin~ or visibly diny cquiPJ.neJ.it, 

. ~peci~~Jly, Q~ 7(1'11~011 durrrtg the production of Tri-Mix (Pro$llJ>M>fP.h¢n,t to nicgl30 mg/I m~) mi~.1.e, 
Lot n:umber(5) (6) i · . · 

· A.) .\p~l)J res.id\!¢· was ob$Ctved on the metal HEPA fil~r. :~~~ ·installed in the celling of the ISO 7~ Aiea 
and ISO 7 An~room. 

· B) After bc'irig wip~ With ~ rion-st¢.rlle paper towel and no~-steril~ (t:>) ( 4 , ~t residue 
was observed on the exteriQr ~3Ce ofthe (O) (4) ~~~ l~ted in the b) (4) 
b 4 Serial Nwnber(b) (4) ~for weighing In-process nQJ'.l.,st~"'"J,.,,,e.-"dm-'. '-g-.m-at-cn-.al- s .... in 

the ISO 7 Prep Ar~a. · 

, · 



*ARiiluiT OF. HEALTH AND 
0

HUlllAN IERVICU 
--·· ' F.b<X)A!«> DRUG AriMNsi'RATION 

~TE(~OF~911r· ... ~ OFFICEAOORESS AND PHONE NUMllEA 

·222i.s Z6th Ave SE, Suite 210 
s·titi~; -WA 980ii .... -

7/17-7121; 1125;.'.1131; 81112017 

(4~ 302-03'40 

.~u,my ~iµ:O;q;nat,io,i: ~.fda.gov/oc/indUS1ry 

FEINAmR 

3013436443 

.TO: S<:Qtt D. HCrzoJ. P.harmD, Chief Opcratjiig Officer, Vi~ Prc!idelit ... . - ... -
F,JRM ~E · STREET ADDRESS 

_, -·. ..~ · -· 

KclJ~.;~.95s Compoun~ing Phannacy ·&OS Madiso'n St, #702 . _. 

!?fTY;STA~AN0°ZIP~ 

SC&ttle. WA·98104 
. •. 1· 

·T")'PE ~F ESTAlk.ISl:tMENl"INJPECTEO" 

PrQ<fu~·Qf'Sterile an~ Non-Sterile ~g Prodi.lcts . .. ~ ~ - . . . : .. . . 

~ P. De·kon,'lnv.esi.ip!Or 
K~ 0 . Oc;c, lnvcstiptOr 8(112()17. " 

' C)' ~e CnJCks each ri.t{iSuring appro~imately 2.5 incbes, 6 inc~~s. ,3 ,~ inches tesp~V,ely were;;obServed on·, 
ih~ .b0tt9m Qfaglass·.wipdow lnsia'1:1ed ·~~n tbe 1$07 Anteroom and ISO 7 Po.sit.i:v~ · Pr~'$sl!te. ~<>Q~; .. 

and 

OBSERYA TlpN 3 
J$0-s classified areas were n<lt certified undtj' <Jynamjc'c<>nwqoJJ$,. 

Spec{ficaUy, 

A) From 6/U2017 to 711912017 72 sterile dnlg pro<J~c~ w~re D1~Ci however'; certification ·Of the followil:tg· tµt~ 
e~ired-9n ~l'.2017: · · 
i. The ISQ~s (b) (4) 1 biologieal safety cabinet, Serial Number (b) (4) I~ in ti.le Ne~itiVc 
Pressure Room; and 
·ii. ·1lle ISO-S (b) ( 4) ,.. Seti.al N~r:nber (b) ( 4 ) 1 16cared in ihe P~Q.ve 
~~JtOQm. 

B) Ail.in situ air pattern analysis (~ok~·~tµ_cjy) ·of J,h~ follQ\Yiitg haS not b~ eonducted to d~~n·~~ . 
U4i~iteetional airflow and .sweepmg ~on ,over .and away fr9in ~r:iJe <jrµg products 'tinder dynamic co.ndjpo.J!$' 
i_ •. 1lt~ .J.$.p,.s (b) ( 4) bi01ogl<;~ts8fe.ty cabmet, Serial :'Numb:er·(b) ( 4) )ocated .fo the.1Ncga#ve.· 
Pres.sure,Room; ·and : · · . _..., 

· ii.. TbeJs0-5 (b) (4) ·~ s~a1Ntimt1er(b) (4) 1<>¢.a~ m .~~PQ~i#xe· 
Ptes5~ Ro~>rn , 

1;.Avi,roQ):I)~~ monitpri.ng was: not performed in your aseptic· proc~i;hJ8 an\85• 
' \ 

. S~jtic~ly~ gloved fingertip samplQig·w~ 11Qt ~oroied by.operiltorai;f from I0/17/4Pl~ w. ~12712ot:t.Per 
y9u, .~p.ling. schedule, Sterile drug production .<lperators ~ ~Qi{Cd to perform gloved fing~p ~lmg ~ery 
(b) (4 . - . - ' ' 

. I 



DISTRICT OFFl.CE :ADDRESS Ate:l PHONE NUMBER 

ii2i·5 i6th A ve SE, suite 2 10 
. ~Q.¢~ll, w ~ ~~02: t 
(4~~) .302-93-W 

. . 
DEPART11ENT of. lt'&Afil NiiBftllWi SERVIC&s 
. . f:OQoli,;pt;!W0 ·AQM1~8tRAttON 

D,4'.T£(i;) OF.'INS9ECTI~ - ····· 

1111-112'l;.1i'is·; 1i31;-s1112911 

'FEINIJM8ER 

~Ql34:3~3 

fiR., NAME . .. . .. . • . . ... . : .- -. .. . :: • .... _ .STREET·ADQRESS 

KdleY.-Ro5s Compounding Phartn114,'Y ~()5 M~s0~ St; .#10i 
CITY. STATE ANO.ZIP. CODE 

Seattle, WA 98104 

.. . TYPl;:OF'ESTA81JSHMENr INSPECTED 

Pr®,Ucer of $terile and Non-Sterile £:>iv$ Produ.«U 

. ' . 

~SE, · 
OIFTH/So 
. P..AGE'. 

. .'~~Si~~'T1'T!4: (lfflfir "':ryp.) . 

·~ 'f.. 0ei · hivesn · 
·~duJdh'.O. Get~~Esrl~or 

. ... "INSP~~I; 0..SERVATIONS . 

. OirS£RVATI.ON 5 
· Swti.¢i~1,agents;are nO.t used in your f~ility's· cl~ai,troOm;. 

· ' .SP.ecificaJly .,your 15) 4 cl~iog ~ur~ require 
(J" 

the use of a 15 4 soluti9fl .. and non•Steti'te '<b><4>, 

· (b) Tlte,concefltration of~ch ~h of the (15) 4) ' sQlUti.Ql'l,is· not Verified prior to USe aJ'!<i ~'qls_jdfectant 
effi~ $t\C l:i.a.s n.Pt be~n conducte4 for this salutibn. The. 1:5 4 ~luti90 an~ non-sterile (b) (4) is 

.- .".' a,ppjlaj.:on (b) (4) ba.si~ to ~¢ fqllowms.~ · · 

~) T:li~ e,,geri9.r S:ur.faces of th~ ISQ..;S· (o) ( 4) 
. (b) (4) . 

$)-Th~ ~xterior slli'fa~s ofthe IS~S 
lo.'.-.''-.'.-.,,_~~~~~~~~~~~--
(o) (4) , Seri~l Num~t(t>) (4 ) 

C) The floors, wall~ and ~~!lings of.th¢ Sterile ~g Production RQ()Qt, 

M~i~JiU~ w~~ i,c,>tPe.r:forined that closely simulate ~p(i~ prodµ.¢.tion operations inco~~ting, as appropriate, 
.· worst-case activitie~ alld ~<m4~.tion.s that provide-a chaliengeoto ~PP~ ope;ati9ns. ·· · 

S~ifi~llY.; , . . , 
..\) ~¢4i• fill.~ 1,1aye not been perfonned for C>per@tQ~ 5

(bX l.(b)(7)(C)tQ simwate steril~ 4n,ag P..ro4.uet.ion Operations iµ 
tbe ISO-S 15) {4 1 bi9logical.safety cabinet, (BSC); Serj~l Nµiflber 15 4) . Fr.Qm 4/1712011 to 
~t, the ISO-S (b) (4) DSC tw. ~ii designateflasihe primary ®it for performing 'sterile~&. 
p~ti9n_ and m>i>w~m:!l~ly 4

Cb> < > sterile drug:·products IJ~v.~ t;!~rffflade. · 

. ~) Fr9ro 4.1912(H 4 t9 6t _l_7/2016 c:>Perator ~·4i~ n9t perfO.mniliigh~risk 1T1e4i~ fill re.cettitieation test every ><• , 
(~_f(4)1:per, .. ~P 8.Q90 ;·:valuatio~-~f~_m_~oun~ P~.~~e~ (Qr,~septic !~111'igue IU19 ~&Qip~i~tion . . 
·~· . Operator ~(7~ wa.s cjes.1gn~ as.a.respollSlble stenle ~g· .l'Qduc~on operator.Jn add1t1on.. OD~ti>r . 
~~ AAtforme(I rtcertifical1on on ~/17/JJJJfi :wi~ a..,o_,_ ... 4...._ _______________ _ 



~~~Of H.EAtlioJ AND~ sSMcEs 
FOOD~ DRUGADMtNISi'RATIO.N . 

. OA~S) OF.'1NSPECT19N ~~~Af.O'PHONENUMBER 

22115 Uth.Av.e SE, Sulte.210 
Botbctl. WA 98021 

. 11i7-ii21; 1rt$; 113li 811/2())7 

(425) 302..0340 

-··· . ·-- ..... - ____ .. . .. 

. T.Q: .. ~let f>·. ffei7.C)& PhwmD, Chief Operating Officr:r, Vi~_p~i.c,l~t 
~·rw.te· ··- . . . ··- - STREErADDRESS 

: ~~~~er·~~ C9.ropoun~ing Pharmacy . _ .. ·- _ . ·- . 895 ~.~SOl:l st. #707 

FEI NUMllf;R 

301:3~36443 . 

~:'srATirAAD'ZIP CODE 

Seattle,·WA 9.81.04 

. . • TYPE OF ES,TASLJSHMENT ~CT!D 

P;roduQet".ofSteiile and NorHl~Je Prug PrQducts 
.. . . .. - . . .. . .... 

.... . ... :, 

. (6}14) . Test K~t th.at expired on 6118120 I§, prier to. the 14-day ~d ·of the media pl~~s·@JJdu.cted on:1/ii2016. ·. 

oe·sat\rAn·oN .. 7 -- ·~~·-~ ·--··· · - - -
. ·. : · No~Ci'Obi~ con~minittion w~: ob~edjn'yC>Ur pro<lµction area. 

. 

. . . \ . . . .: .. . • . . . . . . . . . . 
SpeciJj~Jl)!, th~ .following was .ob5erved or,t: 7~ :V~Q I ?:iil tbf NQn•Slerile D~g Prodµcti9!l.R90mi 

. 

. · Al:Aftei' ·clean~g:.and durfug:the ~uctfon: of·Nlfedi··.ine 0:2o/oOin\m~t L~ Nurilbef (15) (6) ; th~ . 
· in the Serial'Nufiit>et b 4 ·foltewin -· ··-· ·· · .. g ·was ....observed . .. ' . o 4 . . . . . '•·' · ----
. . h.~p~t 4ric~.:f.~b:iie r~sidlle in the airfoil .holes; 
ft A.i>Parent dried:·build1,1p j1nJie center ·ofthe ·ait filter se~m @d · 
I.ii, ApPareilt staining and build~p oo t.h~(o (4) bal-"ce u~ to wei8h in-pr~ non~~le 

.. dl!Jg~-~~.3.15. . ' . 

· JJ) A crack approximately Y. io.cb by 6 in,ches was obserV.~ qn ~e JighJ shield .installed ttie 15 4 
(1:5)(4) · Serial N~rn.ber(o)(4) · ....................... __ __. 

m 

C) The following w11s o.1}$erVed in the 1:5)(4 · Hoo4; Serial Nµro,b¢r (o}(4) .• 
i .. Apparent dried whi~e residue ih th.e· airfoil holes; iµi(I 

....-.~~--

ii. .Apparent dn~ residue'. on tb.~ ii:it~rior ceiliflg s~ce of the bo94:. 

P) During the production of Nlfedipi,O~ Q.2% Oi~t111ent,. L9t NUIP~r (o) (6) , ap,~t dust particles we~ 
9J>~ed on the top surface. of~" M 141: ljght fi~ installed above (b) (4) · hpOdS an~ St9i'.ed dteinlcals 

· ·"1Sed in tJi~ roiro 1,1.facrure of non-. sterile dru$ P.~odu¢ts . 

. ... ' ':' " ; 

. ' Gerard•, b,i::~ Ip.v~~ . 
~emieth o. $11/2017 ~; ln.v~~r . 
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