;| me3ephpelL(t P6T@$14 APR 2003 VEDI CAMENT DI SPENSER Techni cal Fi el1éi %? 003
t he .l nventi on e pon rel ates gener ont ai ner and
applicator sysiﬂﬂ'“ﬁl’"‘"’ﬂﬁw@maﬁ cally) this |M®§mwm“mm tes to a di sposable
di spensi ng container 10 | spensi ng a ned a targeted site.
Background of the Tf%%8htion Heretofore it has*'#¥§h the practice to

I ntroduce substantially non-runny to 10 15 sem -solid nedi canent material s,
such as creans, ointnments, gels) suspensions, solutions) colloids, salves
and the like to a targeted S\{EHMSANENT OIS jFt e tube or jar with or

wi thout a dispenser. If at | nout a di spenser, the tube is
squeezed MRygchinical k$edd of chetlna¢ntiohe nmedi cant is forced out an opening onto the
affected targef, area, generally bringing the tube in contact with the

2T ected area. TSangtntahtcs Shurrrl touh CpBinet SROAPPIGHOBSSIF T he User s
fingers, selRedhis | ; Qdaggglgg [ ligat o9 Q; ted use
of the tugge%?dajmg’r &é%%ﬂglgl&r?ehglsa%qgnd sut?f@gtd?{pﬁggﬁ%g@t?g&rfg? E%Sgé???(ggﬁ

Mor eo¥er , asuedicamepeto atmiggted siteare general ly for topical use, and are not

sui table for i ntraqr | . intranasal, infra-aural, or intravagi nal use. Prior
art attemm—?%w probl ens have included a di spenser, 20
general ly a tupRretbfond ititas bedd @€ prictioe td entesdubapsisthnBallyhsh-Ainny a6 - The

di spenser is generally tapered and defined for body cavity introduction.
However) Bupiesolidnedieamsnt matesialseisughorsatyeams)i QipERets, selanSUsRERsONSei nf ect i on
in the us . \Vhr i [ Apsi r.jar and
di spensergﬂ;hsm%r E@Yog{i]sd stﬁ%? S Sr‘;ea |elrl§i;(Ie d?(g%gisrgg'{ags‘ﬁghhggt% eéralr%ﬁsgﬁgg}but?ﬂon to the
probtens jhretiosedithyuttahdisgensar Mt tubaiscutilivel udidobul & déPersyr,ithgade islowever,

whi | e such syringes are readi used for_introduction of th di canment

't ot o BB g i o B ey 3 JoF SR 0 PPET BB Pl the FHGHE

el i m nat eghrodifardNGefttany Bfndifig MSRBS FP tOntadtBith errRblell AleaD’ OB 6T ijs

el i m nat ed, "however syringes are difficult for non-nedical professionals to
use, and FegpiEsan applivatas omeyenrhe nsesisnisngers, thee” dippedgdute the medisamenti nge ar e
desi gned i renovabl e, and may cause |loss of the material. The

pr esent ih@gﬁﬁ %ﬁ%ﬁ%ﬁéo\ﬂ'des a devi ce which overcones the above-di scussed
probiBms usi ngRepetitaposeaifithe nibp prijaetan bd massydand sitfjed: @mkyset @ provi de a

material tq ar ed site. . .
remgctgon.gﬁiorcover, such tubes and jars are generally for topical use, and are not

suitable for intraoral, intranasal, intra-aural, or intravaginal use.
Prior art attempts to alleviate these problems have included a dispenser,
generally a tube, that is filled from the collapsible tube or jar. The dispenser is
20 generally tapered and defined for body cavity introduction. However, repeated use of
a non-disposable dispenser can cause reinfection in the user. Moreover, the
combination of the collapsible tube or jar and dispenser is bulky and not readily
disposable.
An alternate solution to the problems disclosed by the prior art have included
25 syringes. However, while such syringes are readily used for introduction of the
medicament into the body cavity, if reusable, the reinfection problem is not
eliminated. If the syringe is disposable, the reinfection problem is eliminated,
however syringes are difficult for non-medical professionals to use, and may be
intimidating. Furthermore, the plungers of the syringe are designed to be easily
30 removable, and may cause loss of the material.
The present invention provides a device which overcomes the above-discussed
problems using a disposable, applicator that doesn’t leak, to provide a material to a

targeted site.



1 ~ APR 2003 - 2 Sunmary of the Invention The present invention pﬂédwaé@ma
di spensing applicator suitable for use wwth a sem -solid nedi canent such as
a cream ointnent, gel, suspension, viscous solution or coll oidal
"suspension, salve, and the like. Mreover, the dispensing applicator 5
provi des for easy and accurate dosing of -t he nedi canent onto or into the
body part at the site targeted for treatnent, either as a single unit does
or as several doses. Exanples of use of the dispensing applicator include
del i very oSummapdof arelnvertiont he urethra and urethral neatus for nale
erectile dysfunction; direct vaginal and/or clitoral application for female
sexual dysf unct TBf PrésaRt iB¥sTHionTpYIHessd FBRERFINERRPHERPTBIGPle foT BseaWith &r e

product ; i Qi f;aRgg cﬁ@q%dn?@ﬁého é)EreQm\/aﬁl?thﬁthl 'Sk eﬁﬁ&?%co OL&idaar al

appl i cati on; or opht m c app cat1oh of a m&dica The I sposabl e

appl i cat oroi cnﬂlaﬂﬁsuspegane,r sl ey andihel like. thraweh,olhsldmgnsmgodpphxgﬂor and a

repl aceabl e c&% The hou i nc] udes .opposi.n roximal ., an stal ends, a
di spensi ngPON s oF AT aa pieflosing &f the MedicamEpt 4pte, A it Rﬂé‘\/‘} ce. 15

The di stal th%rkﬁitettﬁfgeieﬂ%ﬁﬁeétﬂxeﬁt C@xtﬁ@xezﬁszl ﬂﬂ%l@%ﬁtl foeiat ﬁbséi/%fdl ABSesd di spensing
passageway substantially co-axial wth housi ng. The plunger includes a

peri pher al edgeEaamPles of usd Ogtheeﬁsmom&xpldicatmvmfedﬂ deliveryi of & medicameritng.

<1l ngl'y. U PRAERG P, SRR Redhe B B, PR MERE iR B 1 e

housi ng. 2c1€tofrdna¥>1smhaﬁ Q@:bfeﬁaawghxuﬂ &@fincaon;adirbral fpliaftiondofa dacemeiri Ny
the distal end of the housing in _an airtight manner. Preferably, the

ai rti gft foxal P&remre‘wcae@uayasah@nllﬁ@m Qfra ¥Rfcingc edigameent ipiravlEd| e cap

engagi ng '5bp”h &PtorféJh“h 1ca‘ﬂo§1'bftahxﬁeﬂl:aqrﬁélt end of the housing. A plug
on an interror surface o rabl'y engages and seal s the di spensing

opening and a fiThs tdxdposnbdmap;ﬂmamamcmﬂes atyeyere}hgagmiaralollow honsihpea 25

housi ng. Numerous .ot he ant ag nd.features of res i.nvention
Wi DacontVPEGRATCLA SEUBFRNE S orfbe RBvsR soRBeiAE b GELAH Bbn. and
from the amwaweﬂgngbmlﬂgﬁnd Bu;ﬁfed%&rsuptawa&fantmnaemm 301In
the drawin FI G is a elevational view of the dispensing container. in

accor éiénce%m’ distal WE%S*PMFS iora dispensing I@ép‘ied’l’hlﬁgdtﬁﬂ,ﬁs 2editpgBEBD| e cap in a

¢l osed posbégsﬁ’%@%g{)??tghyr&qmdl "ith &@ﬁ%:ﬁgﬂguﬁm‘é}%ﬁgpl egPgsition; 14

APR 2003 - ransverse sec I'ng the
r epl aceabl perijeralredge ah@mea:bn;ﬁlgareﬂlfonamlthovd:menﬂlvannmﬂierig)usmgt d'leer and t he

pl unger in seat ed. bu ndj spen osi.tion G 3 an.end .v W of the
CapoF FI CPlupBeeperinaeta) efer s Pighet b Pechisnbin deite st gRan 8nsb Rl onpl o
cap of Fl Gehc:inné:rlﬁrfaée'ﬁpﬁorﬁﬁﬁi’?ﬂ?ﬁlﬁhy& gl bighousi ng of FIG 1 with
the repl aceable cap and unger renoved;, FIG is an end view of the

housi R§ of FI G The replaceablejogpds eonfigyredrion egmng)mﬂ cayerng gie disaliesdof ng of
FIG 5 logfl ﬁusﬁlg'xﬁ &ﬂﬂ?@gﬁgﬁ%ﬁe\fe By g th@?urﬁpﬁrﬂeﬁ p?év:&:éd y ﬁhrem"’ed

fromthe housin a’ ' transver'se sectional “view o e plunger
of FIG 8. mmm'rsupfaconf tfe rtephcﬁb&fapreagagmgmﬂa might frieeibe fit iwith thewlistal FI GS. 1
and 2, a dispe contajner or applicato

dD P %erhgousmg p? ug on an 1rP terior surfrace of the cap operably engages and

seals the dispensing opening and a first lip on the cap operably engages a lip on the

—H

25  housing.

Numerous other advantages and features of the present invention will become
readily apparent from the following detailed description and from the accompanying
drawings.

Brief Description of the Drawings
30 In the drawings,

FIG, 1 is a elevational view of the dispensing container.in accordance with the

present invention, depicting the replaceable cap in a closed position and the plunger

in a seated but undispensed position;



15 enbodying the present invention is generally designated 10 and 1/ APR 2003
constituted by a repl aceabl e secure cap 12, a housing 14 and a plunger 16.
Preferably, the dispensing applicator 10 is disposable and provides an
application systemfor dispensing accurate doses of a nedicament to a
targeted site. Preferably the dispensifg applicator 10 is a single-dose
applicator; however, the applicator can be utilized for delivering nore 2 0O
t han one dose, if desired. Desirably, the nmedicanment is a substantially

hon-runny to SemG. sPlsi Orrimiversk %Ec)tiofi?lqﬁ%vﬁﬁeﬁcﬁﬁfﬁm reflabdaBRNéap €9l olosed
(0}

suspensi on, viscous solution or colloidal 'suspension, salve, and the |ike.
The di sperisistignappl iheatispengiog gontainereands the pmgyr snal seedesubuitundepensed) of t he
medi cament_ ont o or into the exact site in need of treatnent. Exanples of
use of thepotﬁlt'gﬁensi ng applicator 10 include delivery of the 2 5 nedi canent
to the urethra @{G. W Rt &ld viewtdfsnd @dp oreti6. ar.ectil e dysfunction; direct
vagi nal and/or clitoral application fp(_)r femal e sexual dysfunction;
intractal appl ildétidbis owragsvere seqhienarview af theaicplageabdrueap, off FkG.ad;aur al
delivery of nedkeatd Qn,; i L.cat i a CJ i.cament ;
opht hal m c appﬁ::lg’gt'df {c%nrh %%rgéercgrg%?%gn@ﬁﬁé hglgs%éﬁ 9265' }j\gﬁﬁ]v%lrg 33@%‘:8%@ cgr ound
the anal amdfplogeanenéved; perianal region. 3 0 It is preferred that the

di spensi ng applicator 10, i repl aceabl e cap 12, housing 14 and a

.. e. the
pl unger 16, allbe Giscd o wewiqfite brusweidf i &vial . A clear, translucent
or opaque resi S UL (=3 t 1. pol ypropyl ene,
and the Iike, Qfﬁctﬁab{}eﬁﬁ%‘w}eﬁ%g{q@ﬂ@% f e Rk JPEIENS, POLYPT ObY
pur pase. 14 AAR. B3 plrbpectiep virweailthe phaperl® R hremovedrfrad tiaup- | i ke
shape wherh viewed fromthe side and a round shape when viewed fromthe end.
QG her conf Oé‘ﬁ‘?lé’t? s are contenpl ated, however, depending on the intended
application. A BN ild faskveRe skdtidnd &idvs of Mel pldggbriof HIGe scap 12 with a
skirt 20 depending therefrom The skirt 20 5 further has a | ower cap edge
22. A chantb¥scrimionof dhe Preferred, Egibodimeny j or surface 26 (best seen in FIGS. 3
and 4) of the skift: n PR o k 28. Opposite
the lid 18 is ak‘f%%’e"’%%b‘%%g‘? gé by glﬂti’|ae§9mﬁg‘r’?g%§%%’%gt°§ggﬁglﬁt%?ma lip 32
( best1%seerembodiFing thd presputapeattionde pencedilyydesigdatad 119 andviacoitsyitftecoby & he
interior surface, 26, and tends .around, 1 t he inner . circupference
(it er i or Gl ebyrer ad Eopsittus Al 3 ANPESHAS] | 5esmts Beghbfbe
nul tiple |dpEcaani®Ps dsgoshsiednd prolamks %ﬁ@pplﬂéfibﬂ%%if&hQ”or tiRpémag Rturare |ip
32 extending around the inner circunference of the cap 12, a plurality of
gener al | y 908ef off 2 efdicament 1o atergaiedi silg. Arsierably theedispausing RRPUGRIIHIOLS 2t he
inner circyfieiERCHAH Ll 2R, : I]@[;}‘ﬁodiment,
the skirt Sgliggg%ozﬁp ?gﬁ?gg]o%k’#éve ﬁtﬁ fag?t éaf-nrllJe(?!tlﬂlll(lijkr?affl&: gé&?‘{eﬁﬁg he housi ng
14) peovi dhamgosmdeser iftdeghred.f Mesirabdyy the medivameptr s\eesubstahad ysnonkmany ¢d osi ng

t he di spensin | i cator 10, the replaceable cap 12 engages an. upper end
of the hoﬁfﬂ'goﬁ‘ﬁggﬁdmk’_r éaﬁaﬁ?aﬁhéj_pweﬁﬁ’ rgeﬁrfé‘ﬂgeﬂélf’%e¥ﬁ°% SBﬁ’é\?Br? weepi ng
or | eaki nGeolibidahSusfEristin, @hive 21t theNikke.NThe @N¥peAsifg &Splicdtornd providaefor

repl aceabl e cap 12 is shown in greater detail. A seating device 34 is

depi ct ed, HeARd aecarate gosing of eheamedieasiank enterasjeto e £ragi§itefin pped ofepl aceabl e
cap 12 on U Sy | Lt Lot o § 1 : i end of
t he housi n%&?gml rslmz}gnﬁ,}e fahf(gfr}'?sggi fgl\r%%g&#eagg % élgdgﬁ} nlg * tg%tggléger? r?z}ﬂlf}ldes at

| east2®ne, meditament fie thebirgthravor arethrelr meataspfor amede erectitendysfumcdén;pdiggcect i ng

i dly 2 5. f domed interi 28 and interi f 26, and
spaced equiAi SRR et Anplicadion foremaly sexval drstupeat uwingen pprdaon ) |
| s preferrgo, {LRineqAdaluRed pridubd ifRCReSA Rivérfydruf&dication! Blranagh second Tl at

portion or land 38 and 40, and a | ongitudinal "portion 42 having an angl ed
gui di ng poanpliestiondf(dessting exrmédicame; ophthalizic lapplicasionfof #t mpdicament; $8 and

angl ed gui dj ortion 44 act in concer ns per seating of
the repl ac‘géalggsegf%lg'ﬁpyl%’, a%?rpgncilg}eragglp%ﬁ?lena Q?‘gggré%n%]i g?%é‘f‘udi nal portion 42
ensur®g a airtighs pieférreti thr thealispesdid applidatof 10 he. e séplacedBle cap 12, APR 2003

FIGS. 3 and 4 illustrate that the airti %ht fit of the replaceable cap 12
further cobgwsingdd and 9 plaagerolfe alldgnadsdiimarigig| pigstiganaterizte dAdieatne doned

interior syrffenta? opaque resin, such as polyolefin, e.g., polyethylene, polypropylene,

a Pre
.‘\

and the like, suitable for injection molding is well suited for this purpose.



and extending inwardly therefrom i. e. , into the chamber 24. Pl lg AR 2003
oper ably engages and seals at |east one dispensing opening forned in the
distal end of the 5 housing 14. This operabl e engagenent not only ensures
proper seating of the cap 12, but provides an airtight fit) preventing
weepi ng or |leaking of the material. Referring to FIGS. 5-7, the housing 14
has a generally tubul ar shape, and is configured for dispensing a

predet ermi ned dose of the medi cament. Although the generally tubul ar shape
and use of a relpid vplakedbi@isp DI S dCinvertdd QlLIIkEShap® WHRh VidlvedORbhdrg at i ons
and materials can be utilized depending on the application. The housing 14
has a bar isisle gndra fagnd sfapghwhen viawed fem wegaderQtliey confipurasions ateul ar wal | 48

defining a _housin hanber 50 via a tapered jnner surface usi.ng 14
fortner: RefHplag, SHAENE. ctpmbinl &, RRRsRTk ARfieadlll LB Fonkfuy BHRLLY ond
58 opposi @ 1\ iREI0AEdTRI thekep 39 wiltba IiRUl(Rdepsatiing4Berbfrémer B %iRa® t wo

openi ngs, an upper opening 60 defined by an upper end 62, and a | ower
openi iy 64udbgri e @ lpyer saeedes?d- 66. While two openings are preferred, three

or nore are con il reterr j p; n wer
openi ngs 60 and&ggag%e{hoﬁg#f%%fﬁgﬁmﬁé lﬁg%@?gggr@%ﬁé& @ejf:lg@n'rrgr#gati on

wi th the Hywusitingskinad@oand bgenehslyr dometd| iviteriop aufate 28.0OppdsHES. th61id 18 immd 7,

| ower openi 64 has_a %eater i nner circunf _ersgce t han Itlﬁ(éh usi ng chanber

in :
50, \Ahichl?‘ﬁg"tﬁl?qq“’rga%o'a Aeast he QRS PRI AUHReP e ARSE! 19684 hper openi ng

60. This : ; rs i f
Prbeng %emaxrx%gtue 5 l}h%rcﬂp SrohPife! 1ﬁfér1'o]f‘ Shifadille] 268 eglﬁ%gé’mouna

facilitates the auto I'i ng” operation of housing seati ng of
t he @lungéhe imder piroumicesnce (interionguidge) of tieaan, 12 oWiald omly ohelip32ds surf ace

54 at |ower e 2 5.66.and extendi.ng .general ly radially therefro eal ly,
he- conce fEPIER Firjimls 1S Cah bt REOH, I ARRHE. HierifinBie, il € reilin 64 by
the user teRten@ingl#ouddetheiisiteREtiifeaeet iof Mcdéapl 02 W SRrAite 66 Wérrdlyy appl ied to
t he plunger 16. Wile one concentric ring 68 is shown, other holding and
securing &3¢ally dnrazdly gxtending nubs o5 dhe fikecsnagechabaont themaer ¢iggumfeienes an

ext endi ng wLnhR{84ds skefced about housing 14. 3 o As depicted in FIG. S & 7,
distal end 58 1s tapered in a stepped fashion and termnates in a nozzle
69, h&vi ng an dngaprefegredaambodiméif), thedkit $8rivocdnfiguneddiochave ja tight fidetionl acenent

directly the targeted site...In the preferred.egbodi nent arrel portion
27 engagtho Ve e SRR naretiding sh 3R BRI e HBF ettt ke’ HRort Gur i ng
14 QPR 20Q&singthe dispensing applicator 10, the replaceable cap 12 engages an upper end of

the housing 14 and traps a volume of air therebetween to prevent weeping or leaking
of the material.

20 Turning now to FIGs. 3 and 4, the replaceable cap 12 is shown in greater
detail. A seating device 34 is depicted, where seating device 34 ensures proper
seating of the replaceable cap 12 on the housing 14 and provides an airtight fit with a
distal end of the housing 14. In a preferred embodiment, seating device 34 includes
at least one, but preferably two or more, upstanding members 36 projecting inwardly

25 from domed interior surface 28 and interior surface 26, and spaced equally about the
cap 12, forming a cross (best seen in FIG. 3).

It is preferred that each upstanding member 36 include a first and second flat
portion or land 38 and 40, and a longitudinal portion 42 having an angled guiding
portion 44 (best seen in FIG. 4). Each first flat portion 38 and angled guiding

30  portion 44 act in concert to ensure proper seating of the replaceable cap 12, while
correspondingly, each longitudinal portion 42 ensures a airtight fit with the distal end
of the housing 14.



the injection nolding process. However, these pieces can be formedi APR 2003
separately and joi ned together by bonding or the |Iike. Further, as shown,
barrel portion 47 defines a shoulder 74 at upper end 62 having a |arger
‘outer circunference than the engaging portion 70, which in turn has a

| arger outer circunference than the tip_72. 5 Tip 72, including snooth
rounded end 75, is between about 4 mmiand about 6 mMmin length, preferably
about 5 mm and is provided for direct placenent on or in the target site
of need. Tip 7jGaRLiA0Z AlusirfO thaf e ARSLENAbT R RRAEMe bl

di sconfort V\/nenclst contactugtrtﬁé aﬁg%y su$lgace a%?p?asﬁ%b?es{x}%??@fgﬁtr | engt h
for easy @mpraesarlatse oap pdrgttedindrplog 46 Hernredl br sireddmeusinerioalsufacecd® | y ont o
or into the body. part at 1 o the exact site of need. The nozzle 69 is

sui tabl e rexaféiydm%ehﬂrvﬁgﬂy e i clobra At dhe @E%mlgﬁrce%t P88 40rRsrabhe body,

i ncl udi NGerpheesUiralPA13 ot 11§ hEiPensind'Bp&ihs Aithelig 1R @istal End'afBebUt a few
body partsnTg %ﬁe tisp %1 and oﬁlgzzsﬁgnswé]p?ovi%e eaesy accegél Into aﬁd ar ound

t heseb bodyoupiagtls!. Whis loperahle eppagehutat ngUonly lenbires propereteating ofitheanag 12i ni i zes
the Iikel, hood .of 15.injury to the surrounding.tissuye. For. .exanple, the tip
72 and t Bt RESYRES HoRtHARY fihepreueaying SesbiBl or iRk SEHE mefRHHl  he shoul der
74 prevents thRefetdhg/id FIGE. 592 fhech®Ring Wh@ﬁ@%&ﬁ@ﬁlgﬂﬂbﬁﬁ?s%'é, beyRnd a
safe, predeterm ned depth. In the illustrated enbodi ment, engaging portion
70 i ncl uckeafigueedfondispensingc prpdatermined dpseqef the meedicapents Aliderghsdien in FI GS.
5&7)) pLal [ e [ : 044t l. ngagi ng
portion 7%%131?118 tg%lgrn%?hghllg?’%%ﬁg ata%(haa\f%ré%ygpgfg ﬁ@%ﬂf%? %E%g& c{ h%gl?ezof . Wiile

onl yione donfigéfatioss siepinafesials canibé npiliged deendimg dacthe applicddon. Alet her nor e)

i nstead of one || 6 extendjng_around the outer circunference of the
engagi ng SR g"‘@,a barpl d?P’_é’IOPt‘V ‘B]P‘_Cﬁéﬂ‘\'all‘ SI%/g‘?“&Eﬁué(ItPBFr%f‘%&PHI‘V“e endi ng
nubs  spackeingliOr holdhty ENGRRE B vROL tdpered/Bnsuriiee QQ.O\Hdiﬁﬂrg # Rirfespensi ng
chanber or passageway 84, having opposi ng first and second ends 86 and 88,
i s fornedofigdeshan pgessurtpcs 44, & proximat ¢nd PG, ansaacdigial gndab§ gppesitqitheh t he

housi ng ¢ ere first end 86 is in fluid comuni cation with upper
openi ng Gﬁgg%ﬁlreggg\gﬂdi ngly, second end 88 is in fluid comrunication with

at |emst one grﬁmmSWﬂngérgmygﬁls twWo péhinge, amepper gpﬁﬂth i 60 defimeisr dand
opening 84 and 90 are depicted, nmultip openi.ngs a rs 90 and 84
are cont e‘ﬂ‘p‘!‘%?teé&?d g_@pé‘%ﬁ‘ HyVe5 PPEHBE ﬁﬁt‘{??inﬁg%é(rlﬂ %\rpﬂr&i Cat ?’@ﬁﬁ: 6 t her nor e,
the di spegehiifys AREPHRGradN thrEd & RBfe AR @hterBftal@V ¢n [k préf@feci r cunf er ence
slightly I'arger than the outer circunference of the plug 46, 14 APR 2003
provi di ngerabadimentg uppeyrandflpwert dpenings 60 tandr@haredergitudippldy, atigged1andiis properly
pl aced ongt.he I 14.. 46 oper Ve £N - | [ openi ng
and chanbn%élgéz(?%?cfu % ,onswelg:}ﬁtlrh?%au‘%%%aal"g%ernssc?nggg%e%% Egp %@@%r@%h? | eaks.
VWhi | 20 t heardli B,plenet openige64 hgs Hgrearet imieacirenmietemeahaethe dioasingshirabirng t he

same circ erence, this 5 relationship_can differ. For exanple, .the
di spensi n@i‘ﬁ%@ﬁgé‘? tgp hB%l_@ SEGIeRAYne FIeumigignes hap gaPey HW’E?&C J{]Hser ence
than the fHAREASHISINRSEE B BkreRREAGRIISS LA eilitafesSBE UiRehatdd t he

housing 14 by the respective contact points formed thereon) which work to
form an afilinggiperasion of hiousingh &handseatipglofdbepluageral$- 12 i s pl aced on the

housi ng 14. Specifical.ly. the |lip 3 X ' i F f t he cap
12, operably e g%?élé???%gmgiég 1§g1QWﬂ,§Rg§%%%§3§§g? gfln %ﬁ‘fa?%)éﬁta&]gmé%g%gi ng
port2®n 765 aidextendng peridrally gbialls tepefrom. t hizhllg ahe carehtnie mhigpéRieabl e cap
12 to the housing 14 Fbe,st seen. In FIG. 2). Wen relF)I acegbl e cap 12 is
proper | y iptegedl gvithh thediousing d 4 aad dhrtilizsdnreuser 100ehre dhg I5PensBi® s agai nst
shoul der PEPRVY o : i aki sCcan,12. 15
e addi 1 SripRo) R0 VR HEe oL o plnB | GEIIR ofs UnkRIC ARe
properly 8 scshosmg other hoRirtghmmd rsepiringeetpledientspcat deanilizétk incdudinggt ledst The

i nner circunf e[rﬂ%gce of fhe replﬁlceab(lie cap, 12 asured between the

| ongi t udi R4 MSBPETSREng e from ang Space PRB“&B%W *upst andi ng menbers 36 is
slighgly |argenstdepiicing G563 &7 Sivial h@384s eipefedan tal sleppd FARIOH 4@ an
airtight friction fit therebetween. The angled guided 2 0 portions 44 are
used to pieopialey inlainpazle 69, having an engaging peploacdandea wrgoth zoundsd P t he

| ongi t udi rtions .42 Drovi Lt e G140 4 e tween. A
rounded 1 o HRsgAn il AibF bl b i the fefgea hnddmbit b end, S
upper endpéition Addiehgapiigl potiioT0 and gpMendredeteped, Bomedad oneptcoduriinge | nner
surface 52, where the alignnent device 80 aligns the plunger 16 within the
housi ng chanber 2 5 50 in addition to preventing accidental renoval
thereof. Specifically, the alignnent device 80 conprises at | east one nub
82 formed part way along the inner surface 50, spaced a predeterm ned

di stance fromlower end 66. In the preferred enbodi ment, the alignnent
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14 APR 2003 _8 made of nolded plastic |ike a polyolefin, the pl und;érAPRéUm
has. a general |y tubul ar shape when viewed fromthe side, and |like the cap
12, has a generally round shape when viewed fromthe end. O her shapes of
"plunger 16 can be used dependi ng on the shape of the housing 14. The
platform 16 preferably includes a generally domed 5 upper surface 92 that
supports the material within the housing 14, with a skirt 94 depending from
a peripheral edge 96 of the upper surface 92. Housing chanber 50 is filled
with the I

facilitated b?%ﬁ% gdb%%ﬂg%lbgﬁ{%ratﬂggggﬁﬁé\}\h%gﬁﬁel fEF’g tpﬁga?%?g%‘gnm ng
appl i cat or Joh&dlwgahaelnmbmnﬂmg(or tiediltel nBurthes, amﬂmwnslbafrabpnrﬁﬁn a7 defiges1 o

pl unger i nt Si 50, ere the ali evi e 80 ensures
Dt oper al | &MRIHET GH BHPREY BRG R bavhe Saieer et FyoiEge 406 SIERGIr at of y

al i gned, 1Bh g0! WGt R hhSa RS Gter &x\éuﬁ)?&eﬂ%rth&hﬁ{ ip ¢gige 96 operably
engagi ng the plurality of nubs 82.°Wien assenbl ed, housind chanber SO is

furthes defi nedTip72 nmelunding fnaanth mndicsend)aﬁded:edzﬂm@bgpmmmam abat 82 and
rounded top cha 78..1n. the preferre 0 t he per| her al. edge 96
o o di ngt duieaEs Bfereiall finaf STt 8L iCHRRRY antrl P et W
preferabl yth‘éuﬁxfgbtcsxamf héedCt TipMA), 200 4BLAEE0] ale@eSigh@Did pilebént BhjuRger 16 at a
desired position within the housi ng 14. Themgll unger_16 is further

conf i gur eadisepmiort when it ataskdhe jodosuifags, s rof s ificient dgngenorisasy #@ and
the di Spe“@cﬂ%té’g@méaaoxfo%% b&lm@néyt %téﬁa‘?%xﬂe&ﬁi %ﬂxﬁ% fx@%o@[]é A (best

seen in Fl exertion or orce user. erab user's

t hunbl pr esthesexagsitesdf neké. out er surface 98 or a general |y flattened pushi ng
end 100. In thi manne t.he ang nsed t hrough t he di spensing
chanber or passi&‘é\ﬁﬁﬁz %ﬁgéﬁduﬁg‘c %62’21]%“ ‘ﬂ Wcﬁﬁlrﬁﬁgdﬁ?%ﬂ“ Yepi ct ed
In FlGs. Zthea)oﬂsldm%ldcﬁf{g?ﬁic%r%ﬂh?é tﬁé végﬁﬁ’étthé)@ﬂ zhd HORGENL Hate hiR @ A2 1S
provided on the plun 16 spaced a predeterm ned di stance fromthe

per i pher al @Bgear% T %tla 7&@1@&2@1@ 6SryevidaEnsy, aca@ssm@sandoaaeunﬂothwrhoriyc ring

102 1 uni by iffing WoRalene hnisa seablatoh bbb e BbRger 16

Mor eover , e concentric ri I's depic ura y of spaced

ringsi1302 nguryhe the emirolading3tissud. heFor: exarapie/ the tip maﬂd)ﬂlepmzile rémipravmu mber of
functions. The rin

102 for A tight friction f i nher face 52
and |5 | EAMGRFSDAnTane ERfe PO he Fheuder g prevent e ot h ot Birered £6m
proper seapéfifrafhy tHtCeR? BPERT a Lffe IprcbiBrmimbaRiRd filling

In the illustrated embodiment, engaging portion 70 includes a second contact

point, at least one lip 76 (best seen in FIGs. 5 & 7), projecting generally radially

20 outwardly from the engaging portion 70, and extending around the outer
circumference thereof. While only one lip 76 is depicted, multiple lips can be
provided. Furthermore, instead of one lip 76 extending around the outer
circumference of the engaging portion 70, a plurality of generally radially outwardly
extending nubs spaced about the engaging portion 70 can be provided.

25 Dispensing chamber or passageway 84, having opposing first and second ends
86 and 88, is formed in the housing 14, substantially coaxially aligned with the
housing chamber 50 where first end 86 is in fluid communication with upper opening
60. Correspondingly, second end 88 is in fluid communication with at least one
dispensing opening 90.

30 While one dispensing chamber and opening 84 and 90 are depicted, multiple
openings and chambers 90 and 84 are contemplated, depending on the material and
application. Furthermore, the dispensing opening and chamber 90 and 84 have an

inner circumference slightly larger than the outer circumference of the plug 46,



14 APR 2003 _ g operation and ensures the airtight integrity of the m?qEMng
14, when housing 14 is filled with material. Additionally, the concentric
ring 102 prevents accidental renoval of the plunger 16 and | oss of the

medi canment confined within the chanber 50. Wien 5 plunger 16 is properly
seated in the housing chanber 50 of the housing 14, concentric ring 102

operably engages the nubs 82 forned on’inner surface 52. Such operable
engagenent not only ensures proper seating of the plunger 16, but prevents

0 Do P8 MR iRl P, HBLR i T 1L
10 and perthphensing e4g8uf6) dpegddly yng‘a'gésStthidpbmiﬁgwepémgsmnchahmeﬂom agd and

is slidi n&l y gui ded by the inner surface 52, suppQrting the plunger 16
wi t hi n t heddn§e@iring the dispapsing ppgmings 9¢ tor pieyent deakes Whide BgHPEAtRG | v

conpl ete dj ' 0 hal: %,,l;@ USIR%; 5Q.. Peri pher al
edge 96 agdcY% g@ﬁ?&%&p@?@éf ?gt:agg @@“’s‘%‘{r%ﬁ h {rglgterl gilﬁpl?‘%&gcﬁég?snner
surface S5Zehtiohdhdp pdrudiffer. Foriexampleatheaiispedsing thamberl or,padsageloayeti comper
surface 92 tightly fits jnside rounded top chanber, K 78 when plunger 16 is
fully depr?)@%’ggg?rg%hi@eéﬂrﬁ‘h‘ﬁ thandhe disRensgis RAPREY of a maxi mum net

dose and resul tged MBI Rl bl 1af | ' ks en
pl unger 16 is aS?)JA%Sg%}E c%ﬁ 1§§j§ resgc{“?‘é\éemotgé ??l‘g&%p})ﬂ)ggtﬂ %%'h@ Oluiog Cé’ﬁ%‘%ﬁht he
mat eri al wins demmedatereonnwiicd warkko figmpars eirpghirsgep fit Gvhonttie tephacenbl ' s

hands or tog shelf or other substrate. n ich, the dispensin | i cator
10 rests viARrieics gughe SapShE il ShEchBi, i 3ps Sl ity Hikn
acconpb i shael chy 12,@@9&1}%@@@%@ theSHip 6 eRtefiding REFWRHB RbmeRY endBingnd
concentric ring_102 having an air tight friction fit with inner surface 52
of housi ngPordon 78, faeming amairight snep fif that secuxes dhe paplaceatle cathiZ i e subj ect
appl i cat or . r LS I n Ll g9k ' he

bl i cat or TO-Eoa B Sxeb? 5 BT TWER Sl HecE B 12 BBl pllckPind e
force i s asspneddo the hdusingohde dowppend RuatusscagadRt byouldee 74s evhidhypreeemtsal | y
urging the

o919 hen Sl e WA ETEA e L end 100, or al etnat ly outer
direcison of armoasidiion tb@e ¢BRQEL soité, abe RaEting G@hcd B alib AbB AT PRIpeflpr ough
the place and secure the replaceable cap 12 on the housing 14. The inner circumference
of the replaceable cap 12, measured between the longitudinal portions 42 of at least
two opposing upstanding members 36 is slightly larger than the outer circumference
of the tip 72, forming an airtight friction fit therebetween. The angled guided
20  portions 44 are used to properly align the tip 72 in the replaceable cap 12, while the
longitudinal portions 42 provide the airtight friction fit therebetween.
A rounded top chamber 78 in housing 14 is defined by inner surface 52 at
upper end 62. Additionally, an alignment device 80 is formed on the inner surface
52, where the alignment device 80 aligns the plunger 16 within the housing chamber
25 50 in addition to preventing accidental removal thereof. Specifically, the alignment
device 80 comprises at least one nub 82 formed part way along the inner surface 30,
spaced a predetermined distance from lower end 66. In the preferred embodiment,
the alignment device 80 comprises four nubs 82 unitary with and projecting radially
inwardly from the inner surface 52. The four nubs 82 are spaced equally about the
30  periphery of inner surface 52 to provide for accurate and tight placement of the-
plunger 16 after the housing chamber 50 is filled with the medicament material.
Another important feature of the present invention is the platform 16 mounted

for axial movement within the housing 14 as detailed in FIGs. 8 & 9. Preferably



di spensi ng opening 90, thus delivering a single, predeternined dodé AR [N
mat eri al . For dispensing nore than one dose seriation appropriate markings
can be provided on housing 14. 14 APR 2003 - 10 The applicator 10 may
contain nore than one dose, if desired. After the desired quantity of the
material has been dispensed, the user geases to push against the plunger

16. Referring nowto FIG 2, the replaceable cap 12 is depicted in a closed
5 relationship with housing 14. The repl aceable cap |2 engages the housing
14 and covfiage bhfoltRazZi1ftie Jike aPolytie My the PhingPr 1€ had A gerdlly pbh@Pkhapgnner
as set forth above, and thus traps a volume of air whéen cl 0osing or éengaging
t he housi nyhen viewed rom e $iésianédikanbzipap 32, haser genceallyaiound skfips pdissed, t he

user places. the_ repl.aceabl g . cap 12 on the Si 14.. 1n additign to the
b1 11y of VEHES foth g eide. Ower SenfShaliEm Shirnie 1 dsfeliehh 88 | o
relieve r ema?bléf thel Rihg 141 eTNOPIHiTEMP 11 6 réfetabip Rthded a tdeferaRP dBMmEDl € cap
12 has been found to further push the material) and the plunger 16, away

from the dURjFEsuifaRg SoBat suppons tednyedd vishiarthe howsing bvevitbgeslirhg4 64. The

use of the 12 ol .S n led hal for |eakage of

mat eri al . @gﬁlé%,f}%%gﬁflgg&@e%{gﬁ?g oﬁﬁégﬁﬁ%p@ﬁ%@?éb.pr evented. 15 The
present inventi Hbuj(;jiag ][aﬁimbdrrﬂOtietﬂillg? Wihmmunaﬁwm?mﬁyiagwummhﬁlﬁngul ar
orientation, net of joining. and/or spacing.,of the cap 1 ousi ng 14,
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mat eri al of clear, nsl ucent or opaqué resin, as a polyolefin, e. g.
pol yel byl eplngeroldyipta pgusingechamber Shewhdrk ghe lignmeent Wavice 80 ensirey properon

nmol di ng. wever her. materi gl s .and. methods .f.ar manufacturi d
nesenb'| noabareanhaf MecRfEer G mobeBeHly oRaEeRd o h RO et el
assenbly t préeméid ssstiedC Be TheCeripBefAP 8d2ees6 apetably ankidins o slum@ibdbng. Wil e
a particul ar, enbodi nent of the present dispenser has been shown and

descri bed, B%¥S &-11 be appreciated by those skilled in the art that changes
and 2 5 nodificgh fee: . t i t Is f

invention its b?%ﬂggrégpec%&szq}é)ggﬂggﬁ%g&f%ryfﬁﬁg&t%égﬁ?%lwolgm&rﬁéﬁgﬁza%gn@. 14
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CUbutar nof PR stic thE PHThets) S, s it PRl mRni RS pvgig solydR ™ ' 1Y
taper ed i nh@usigul4, agith pref@ably Roffichkat eheiotaPengagémenttb stpporethd fledger ngt i ng

in a dispensing nozzle defining a dispensing passalgégyvaf%l/ substantially in
coaxi al al PlghHEsFed WoskoR pathip theiheysing 4. sEheipivage Iosisfpeber ¢oalipwgd far

al i gmment j : Wl { i : i d.distal
end; a pl u%%ﬁﬁz@?ﬁaﬂ%idagﬂ#gﬂggééwg?& g'%%%a?;ﬁ{daﬁggﬁgﬂ%?%@%ﬁe and
conf i 30r ed99 on aalwectiomindiEatedtbyvht hirowsR(kksheresiindFlGs 2) Hy paertiphefal foemtge
bei ng aligped by s ie& anlig ment ,devi ce and sl i.di ngl ui ded g%said i nner
surface foP) edFor PTatgauy Bt mh pRrsrs Sainetife PRy Sudate 8 ik ger
confi gur edgémeralpl fiddehb® padhisGRMDO OB Shasdr dtid HOBOShHY iPaspageray by

exertion of force by a user into a relationship wherein said dome shaped
di stal endthrpugh thp shispensing ghamhen 66 passegsWal Sfotid be n9azle openiag 89, said force

urging the medi 0RRhobieRr Ahictad th RASS 29BN 9 38 als that at least one

25  concentric ring 102 is provided on the plunger 16 spaced a predetermined distance

from the peripheral edge 96. In a preferred embodiment, at least one concentric ring
102 is unitary with and extends generally radially from the plunger 16. Moreover,
while the concentric ring 102 is depicted, a plurality of spaced rings 102 can be
provided.

30 The concentric ring 102 performs a number of functions. The ring 102 forms
a tight friction fit with inner surface 52 and is slidingly guided thereby. This tight

friction fit provides for proper seating of the plunger 16 during automated filling



a nmedi canent contained in said housing. 2. The container of claiwq% fﬂ(?@?r
conprising a replaceable cap configured for engagi ng and coveri ng saA
distal end, said cap having an airtight fit with said distal end of said
housi ng. 3. The container of claim2 wherein said dispensing nozzle
includes a tip suitable for insertionginto a body opening such as a
urethra. 4. The container of claim3 Wherein said tip has a predeterm ned

| ength and includes a snooth rounded end, whereby said snmooth rounded end
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operates is shown in greater detail. The user grips the applicator 10, generally
around housing 14, abutting concentric ring 68. A force is applied to the domed
upper surface 92 by the user by manually urging the generally flattened pushing end
100, or alternately outer surface 98, towards the upper end 62 of the housing 14 (in
30  the direction of arrow P). The upper surface 92 urges the medicament through the
dispensing opening 90, thus delivering a single, predetermined dose of the material.
For dispensing more than one dose seriation appropriate markings can be provided on

housing 14.
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10  upper end 62 to relieve residual stress, the volume of air trapped in the replaceable
cap 12 has been found to further push the material, and the plunger 16, away from
the dispensing opening 90 and back towards the lower opening 64. The use of the
cap 12 in this manner reduces the potential for leakage of material. As such,
unwanted weeping and creeping is prevented.

15 The present invention is not limited to the number, configuration, angular
orientation, method of joining and/or spacing of the cap 12, housing 14, and plunger
16. Preferably dispensing applicator 10, i.e. the replaceable cap 12, housing 14 and
a plunger 16, are all be made of a rigid plastic material of clear, translucent or
opaque resin, such as a polyolefin, e.g. polyethylene, polypropylene, and the like,

20 suitable for injection molding. However, other materials and methods for
manufacturing and assembling the applicator 10 including molding individuals parts
and assembly those parts by chemical adhesives and/or ultrasonic welding.

While a particular embodiment of the present dispenser has been shown and
described, it will be appreciated by those skilled in the art that changes and

25 modifications may be made thereto without departing from the invention its broad

aspects and as set forth in the following claims.
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a tapered inner surface extending therebetween, said distal end terminafing ina

dispensing nozzle defining a dispensing passageway substantially in coaxial alignment

with the housing, and said inner surface having an alignment device and defining a

rounded top chamber adjacent said distal end,

a plunger having a dome shaped distal end and a peripheral edge and configured
for axial movement within said housing, said peripheral edge being aligned by said
alignment device and slidingly guided by said inner surface for supporting said plunger
within said housing, said plunger configured for slidable advancement toward said
dispensing passageway by exertion of force by a user into a relationship wherein said
dome shaped distal end fits inside said rounded top chamber of said housing, said force
urging the medicament through said passageway; and

a medicament contained in said housing.

2. The container of claim 1 further comprising a replaceable cap configured
for engaging and covering said distal end, said cap having an airtight fit with said distal
end of said housing.

3. The container of claim 2 wherein said dispensing nozzle includes a tip

suitable for insertion into a body opening such as a urethra.

4. The container of claim 3 wherein said tip has a predetermined length and

includes a smooth rounded end, whereby said smooth rounded end is placed in direct
contact with a surface to which the medicament is to be applied.

5. The container of claim 4 wherein said smooth rounded end includes at

least one dispensing opening in fluid communication with said dispensing passageway,

whereby said medicament is applied to said surface.



