
~"'llO-T\1111: lit\n: c:::ut1' 

SEE REVERSE Jon•""" G ~o<n•c...,no , •nv•"'" l /5/201!1 
OFTHJSPAGE Oi ~n ~l NquyPn , Inve:;t ig . t.01 =..__ 

x a..-.. ......t-4". 

...~Jlh\«JI"- tt:r\.,..S rrrnrwc 1MQ.IJll l:\.SPt.CTIO'llAI. OllSU(\ .o\nox-; ,.Aa. IOI 1 P"- tT:, 

0£.PART'1 M Of' HEAl.TU .\.."ID Ill "'A" S0\1CES 
"000 "-"'°DlOO~"t\ tAl'llll'I 

l&allU.I ~,,_..,.-, 

Onr. "1<>nt.~ale ~vc•nue 

!ltu:1~ti m, X.\ 02180 
(1R1)587- 7500 fd K: (18l)581- 755b 

~ Ll•Of" ,.,,/"''Tl;• 
2/ 1 2/2018- J/~/7018•...._
J013,JGH.,,

..-CAI0111UV '"",._..1:>-...ll;IV-:1-.. 11 

Jam~~ Kiltun BoyPr, er.a 
·-~ 
SCA P J.i:l..t.;,aceut i cal!:, L.LC 

.,, ..

7!>5 Rainbow ~d SU: B 

__ -~ 

....... ~K..~........-~ ..... 

'ih.!ldSO'", "'!' Ofi095-1024 
,,---l.$%All~....,.~ t:U 

Y.anu tuctur ·

Thi~d~ l.r).t) ob~r•:1~ r:uJc by It..: FOA R1Jn:<.cml.tw:hl durinr. t.'lc i:upa:Doavf)\)llf f.m.ity. Tbc'y- ·~r«iion.il 
o~.Wo-i• ...-j 6.l Ml ~ ;a &:ial 

°' 
A cy clc!ler==J.1()111 ~Jlll'dhi )mlr curupJ~ Ifyco h:ivc :i:a ubjC\.'114)11 rer;:irding ::i 

o~-at1on or lm~c imph:mcn~-d. pion U> i'rr.plcl!XDI. corrccm-c 11Cti01D 1:1 n.~ t0 :m obKnirtwn. yw 11\1~ ~ tbe ~'f•OC' oc 
llC"joo ... 11 1he FDA rqin:xn• "'.c(~) J.wi~ the inspc~Wt1 or whmit dus udunt~'hv•l _.I-DA :rt the ~s abm'C lf)-ou bll~1: ao)' 
qii.e-1'°~. pieucQOI' t"DA 41 tbc phone nul1'ba .t.;xl addms ~ 

DURJNG AH IHSPECTION OF YOUR FIRM Wf OUSERvt:.D: 

OBSf.R\'ATIO. 1 

The wrinco st:il:>1lity progmm for drug products docs not include rehnblc an<l meaningful tot methods. 

Spccific311y. 

Yow- fimi docs not ba"e ">tahthty datl lo •q1pport your 90 day Beyond Use Oare (BLD) for Roc\Jmniwn 
Bromide 1 Omglrnl Sml syringes. Your fum·s contract laboratory wa-. using an rn.:ippropriarc test method 
in dctennirung the potency ofRocuronium Bromide by . unng for Bromide rath<..-r th.au me acnvc 
ingrcdlcnt Rocuronium. From 11 /2712018 to 011121201~ lots of Rocuruniwn Bromide were 
manufoctlll(Xi and l;ibelo<l with 3 BUD of90 d3y'I b:ised upoo the iruppropri3te test data suppticrl by 
your contract laborarory. 

Additionally, your finn fa.tied to perform an mv~tigation or nsk assessment into the imp:ict of using an 

in..,.alid poti:ncy test mcthud for Rocuronium Bromide tOmglml 5ml :-,yringc~. The tc:st tncthod cmploy\Xl 

by your contract l:iboracory was mapproprintc y testing for Bromide. anJ not the p<>'ency of the acti1>e 

ingredient Rocuronium. The rcsul~ from thic; ~were used to support your 90 da) Beyond Use Intc 

(BUO). f'rom 11/271201~ to 01 /1212018.~ of Rocwonium Bromid • \\Crc rn:mufacturcd and 
n;lC35Cd for distribution usmg 1hi~ RLD ol <by!\. 

OBSERVATION 2 


'":___j 
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~un.-s d~i&ned to prevent microbiological conramination ofdrug products (lUrportmg Lo be: !oo-terile 
do oot include adcqu:itc valid3tioo ofdie stcnli7.:tnon proccc;s. 

Spccific.tlly. 

A. Your !inn's system for qualifying the environmental conditions ID au a fyo- ISO 5 
--Lanunar Alr F. Hoods (LAH ls) lacks an a.'>Sessm..:nt o~:sit flow pancros under 

dynamic conditions for ~~FHs.. A rc\•iew ofyuur dynamic smoke study"' idcos found your 
firm failed to co~~ol.c srudi~ for all equipment and oomponcnt configurations 
used in each of ~I ls ~cd by your tinn to compound stcnlc drug products_ 

B. 	During lhe inl'pccnon ofyour firm. the following poor aseptic technique were obscned during 
c;rcnle drug compounding oper.itions: 

On 2112120 IR, we observed the compounding technician in:ippropm1tcly placmg rtcms in 
criti~J ;m:a'I e:iu"int his rutnds lO block fil'l)t ~ir supply during production Of Ubcfalol 
HCI 5mr/ml 5ml syringe.. lot~l21800049S in hoodmD] 

2. 	 On 2/20/2018 we observed the compounding te<;hnici:m touching lhc syringe·s plunger 
durins the producuon of lly<lromotpbom: trng/ml I ml )'Tinges Lo:.#1218000556 m boOO. and 

3 On 2123/2018. we reviewed the v1doo ~prurcd on 2120/2018 by the firm ·s camera for 
h production ofllydromorpboac lmglml lml syrmgc:i Lor#l218000547. 

rvcd me compounding technician touching the S}nngcs· plungers and blocking 
fir;t air supply with bet band. 

C. 	 On 2/1412018, we obscn•cd heavily soiled tacky mats l()(;:ltcd in the unclassified area in front of 
the pre-gownmg rooms and the tm-.bagging room (ISO 8 areas) where product-. and gownmg 
material<; an: i..utilih!d p1io1 lO entering the :idjaccnt ISO 7 areas. 

o 	 On 02/151201 ~.we observed :ann .ptay hottlc h:in~in1? on the railing inside the ISO 5 L:unuur 
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ALr Flow Boo :tted in Comrounding Rt>0m • • The tip ofme bottJc was p11.'ihiJlg
:ieainst the plas gbt cover tn~adc the hood, which created a gap bcf\\.·ccn tht: B.\t.'J)tic worKi.ng 
cnvlI'OnmenL and the unfiltered air space :ibove the light CO\'CT. 

.. -
OBSERVAl'lON 3 
There is a failure to thoroughly ruview any unexplamcd dis.<..n:pancy whcthct or not the batch has bc~n 
alteady di5tributcd. 

Spcci ficall>'· 

.......,"""""..,_t__,firm fuilcd to mvestisntc an exoccdcd non-vuiblc particle count limit for ISO 5 LA ... H, E.quipmel'lt 
located in Compound.in Room[QJIQ] >n L>:iy 2 of your Envi.ronmcnrol Monit()ring 
ce ~hficarion fo conducrcd on 111291201 R. you obtained 3 test n.-..ult (..' 

c:<mng. \\inch far exceed& the 3cccpt:mcc lirni • • 

08S£KVAT10N 4 
As.epue processing areas are deficient rcg;uding the S)' tem for monitoring C."tl'"'imnmental conditions 

Spcc1fic:dly, 

A. Yout firm docs not routinely monitor and documetlt the diffcrcnnaJ pres..'ures between the ISO 7 
Compounding Room~ and the I. 0 5 LAfHs dunng a.-.epuc cornpoundmg opcrclUon~. 

B. Your firm did oot follow the procedure "Fnv1mnmcnt3.I 3nd Personnel Monitoring ofClac;s1f'icd 
Areas" SOP LA R..007-W, Rcvisiou 9 l-or cxampl,,.ng the production offcnt.myl 50mcg/mi 
syringes in RoorrBon 2J15/2018, we obscrvcd- tthng platC" placed u1s1de the I 0 5 LA FH 
in locanons th.'lt did noc provide 3 mc:mingful cvaluanon of the actual condition during ascpnc 
Opcl"31loru.. 
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ORS F.RVAT ION 5 
C\1ch lot ofcomponents.. drug product conro.incrs and closures is not '\vtthhcld from use until the lot bas 
been sampled, t~tcd, examined, und released by the quruily control unil 

S pccificaU y, 

Yollt farm docs not test drug pn>d:uct containers and closun;:. for steriljty and endotoxin levels before 
rclea.-;ing lhem for use. and does not review the Certificate of Analysi.<; (CoA..c;) for th~c items to ensure 
they meet your roquin.,-mcnt-; before producing ~-tcnlc product:;. ror example, your firm fwled to tc.<it or 
to evaluate the COAs for syringes and caps used to mauufactun:: drug p1oduch dW'Ulg aseptic 
compounding opcnmons. 

OBSERVATIO~ 6 
Records are not kept for the maintca.an<X: and inspection of<Xjuipmcnt 

Your firm docs not perform sterility :md Cf'ldotoxin level testing ofdispo~hle equipment before rdc.'l.11c, 
:md docs oot review a C.".crtificatc ofAn:il . 1s for these items o ensure thcv meet vour re u ircmcnts for 
producing sterile pToduct. For example, sod 
durioy aseptic COlllpOWldlll~ oper.itiuns w~re n:c:civt:d but were not tested nor were their 0-lAs n.::vicwcd 
before release. 

OBSERVATJOI\\ 7 
Aseptic processing areas arc deficient regarding the system for clC3lling and d.ismfcctlng. me room and 
equipment to produce aseptic conditions. 

Specifically, 

Ill 
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Your firm failed lo qualify ~br S3rutl.Z!Dg the clC3n room.;; when u.\ing sterile 
tmlQlln:t.-ei\ed from your vendor Contcct. A 1t1onally, your firm did not foUO\\ }Our proocdurc 
"Cleaning ofCJa.ii.ified Areas" SOP COM 002 " , RC\·ision 3, by failing to docwnt..•nl the contact tunes 
of the dismfocClJlr usod m your clcanin~nplc, )our firm did not document the 
dii.infoctant contact tune lO ctthcr your • ~ ·lcruting low;. 

OBSERVATION 8 
lluildingc; 1Lo;.cd m rhc manufactunns. procel>Sing. pac~ <ind holding ofa drop product are oot 
maintained rn a good c;ta1c ofrq>air. 

Spcc1fica11y, 

'fbc following dcfki(..'1lcics were noted tn Clean Roorrlll 

A. Tbc wp of the doona;ay betw1.'t.'11ISO 7 Compounding Room- md ISO 7 Ante RooaWJJQ] 
was obscf'\<i:d to have chipped and peeling painL 

B. The room sign in the ISO 7 C-Ompocndi.ng RoomR :i.·as obscr"ed to be detaching from the 
w all creating a gap. 

C. The Ooor her....cert ISO 7 Compoundint Room nd lSO 718 airlock De-Gown lfoorrLQJIQJ 
was observed to ha\'c unknown black matcrialtstairu. on tht! floor. 



I>. The HEPA filters oumbc~oc:ted in ISO 7 CompoWlding R~re 
observctl on 3/":J/2018 to be discokmxi with unknown yellow st;lln. 

OBSERVATIO 9 
Tcstmg and release ofdrug product for disttibut1on do not include appropri:ttc lnlxm1tory dctcnn.in:ltion 
of ~tisfactory conformance to the identity :ind i;1n:11glh of each actJ'\·c m!i,rrcdicnc ptior to release. 
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Specifically, 

Your firm railed ro perform pocaicj•testing 0<1 coch lo< orflllisbcd drug prQC!ud p<iot 10 rele>se and 

distr;buoon. Your firm only performs drug prodU<~ poteney 1eSting during <""h product' s initial stability 
srudy, \vb.icb your finn men uses to justify tbc potency qfeach subsequent lot ofsterile drug product 
compounded by your firm. 

OBSERVATION JO 
The rcspons:i:bllitie:s and procedure$ applicable co tbc quality control u.OOt are not fully fo!Joy,·cd. 

Specifically, 

A Your firm tililcd to foUow y<:IUT ls.be! control pnx:.edm'cs which eosutt the correct infonmiion is 
printed oo finisbcd drug product bbcls prior IO release and cfislnl>utioo. For example. LabeWol 110 
Sm&'Jnl 4ml syringes, l..ot #1217000213, wu in<orrectly lobclcd with a C<lmpOUftding date of 
12127/2018 :md a 90-day BUD ofJ/2712019, wbcre the correct compounding date WllS 1212712017 
and BUD was 312712018. The QCU released and distributed Lobctalol tlCI Smwm14.tnl syringes, 
l..ot #1217000213, w;lh tbc incorrect compounding and BUD dates. 

B. 0.. 2/l.ll2018, WC 00...Ved Form Ul--024-W "Packaging Liae C1cmance l..og" for inspccrioo1 
line ournber 2 and 8 wore missing lllc verifier's iuirialsmldates. Doalmfnmnoo ofdie vtrific:T's 
initials and date indicotes a sooond individual eonfi.nned packaging tine clcaronoe was performed 
corrcccly, which is a critical s.tep to pn:vent product and labeling mix ups. 

OBSERVATION II 
f.sW>llsbed ""'procedures ore DOI followed. 

Spcc:ilie:.11 y, 
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On 212312018, WI! ob:st!tvcJ an Ul.Spcetor on linlicrfonning finished product 'isua1 inspection of 
lv r momhonclmt!lmls ·ngci.,Lot/#1218000541 \\'c~cctors.hakingthc:..yringcs 

dunng hil> inspc:ctioo, instead o~c synngc:.. as requiretl by 
the fum'i. visual uispcction procedure. 

*DATES OF I 'I· ' PF..Cl'ION 

2/t2/2018(Mon), 2/13/2018(.T~c). 2/14/2018(\Vcd). 2/1512018(Thu). 2/16/2018(Fri), 21201201 &(Tue)
2121 /20 I&(Wed), 2/22/20l 8(Tbu), 212312018(hi), 3105/20l 8(Moa) 
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