13 Septenber 2005. WO 021088011 PCT/ US02/ 13389 1 WEB CENTERI NG SYSTEM
DESCRI PTI ON Techni cal Field The present invention relates nq«iraél é@bg a
mechani sm for adjusting the directi-on of a web of materi FHeY ‘?5 gi ng
machi ne, and nore specifically to an s assenbly for centering or tracking a
web of fil mggemmseaseptic environnent of a form fill-seedTAFAYKEH ng

machi ne. ac and of the Invention One type of packagi ng machine is a

formtill-seal packaging machine. Form 40 fill-seal packagi ng nachi nes are
typically utilized to package a product 1n a flexible container. To this
end, formfill-seal packaging machines are used to seal pharnaceuticals,
foods, |iquids, nmagazi nes, cosnetics, pre-boxed goods, and nunerous other
itens in flexible containers. The formfill-seal packagi ng machi ne

provides an apparatus for packagipriteeemandyseam ot her products in an

i nexpensive 15 and efficient manner. Pursuant to FDA requirenents, certain
phar maceuti cal s packaged in formfill- seal packages are traditionally
sterilized in a post-packagi ng aut ogheiereheP- The post-packaging step
i ncludes placing the seal ed package “CO'nTEI'ﬁ'I""'g the pharmaceutical in an
aut ocl ave and steamsterilizing or heating the package and its 20 contents
to a required tenperature, which is often approximately 250F., for a
prescribed periredhnifi fidlae. This sterilization step operates to kill
bacteria and other __contam,nants found i i . her on the
inner layer of fil nTGmTaReRtERVARIOR Rt RSP ?i“%:egl?m %Wﬁ“&?%ﬁgl n packaged
phar maceut i cal girechO\§P4EHeb of aiattakl ih e packaging mmmandeSpamﬁ@Qym&aMer Thi s

i s because the i nt ense heat re |red t t he bactert]

aut ocl avi ng3pr é%@B@Y&Eﬁ‘F@%% g E@@T’@@ as(:eg %HVHO%%{I}%%C&% cals. As
such, a diffegfRiag hatb Rhchieri || zat| on nust be enpl oyed when packagi ng
these types of pharnma ceu%| cals. 13 Septenber 2005 WO 02/ 088011

PCT/ US02/ 13389

und of the Invention
‘ One type of packaging machine is a form-fill-seal packaging machine. Form-
10 fill-seal packaging machines are typically utilized to package a product in a flexible
container, To this end, form-fill-seal packaging machines are used to seal
-pharmaceuticals, foods, iquids, magazines, cosmetics, pré—boxcd goods, and

numerons other items in flexible containers. The form-fill-seal packaging machine

provides an apparatus for p-ackaging these and many other products in an inexpensive
15  and efficient manner.

Pursuant to FDA requirements, certain phatmaceuticals packaged in form-fill-
seal packages are traditionally sterilized in a post-packaging autoclaving step. The
post-packaging step includes placing the sealed package containing the
pharmacentical in an aulocla\"e and steam sterilizing or heating the package and its
20  contents to a required temperature, which is often approximately 250°F., for a

prescribed period of time. This steritization step operates to kill bacteria and other
contaminants found inside the package, whether on the inner layer of film or within
the pharmacentical itself.
Centain packaged pharmaccuﬁcals.'however, cannot be sterilized in such a
25  manner. This is because the iptense heat required to kill the bacteria in the
autoclaving process destroys or renders useless certain pharmaceuticals. As such, a

different method of sterilization must be employed when packaging these types of
pharmaceuticals. |




2 One nethod of packagi ng heat sensitive pharmaceuticals is to first
sterilize the pharmaceutical with a neans other than intense heat, often
through filtering, and then to package the phar naceutica13$‘?Pt%'ﬁb%!'s%0&§i C
environnment. To date, the assignee of the present invention has gevel oped-
several 5 i gwexgeaNts in aseptic formfill-seal packagi‘?ﬂ.’”f’%’é’ﬁ

I nprovenents include at least: U S. Patent Nos. 4,761,197 (directed to an
apparatus for sealing a web of film; 49695,337 (directed to an apparatus
and method for attaching a fitnment to a web of film; 4,829,746 (directed
to an apparatus for,.placi bV Henataisaloin o firstkt@®ige thes
(directed to an apﬁ%ﬁc&%&%(f)sa%?é?ﬁﬁaﬂ}i_ng f:’t’lﬂmcﬁgd | ik ‘ac%%(ﬂg n
material); 1b ghafédbeBital ith 2 metne dtheohaninapsdeat “Fl?ffmg?’dﬂ SRS T ,
toget her); and, 4,783,947 di . : mtus for renoving |iquid
and residue fr@?rﬁacaka&%@eé??ﬂ@g?e (.%ﬁ'\e@lgge?trlgghﬁgagssenbl ies utjlized in
conventional form fgd damgelalassmed(efghmcamdh\rmé@ﬂ(aﬁﬂ%‘fe,lopf“"g#ﬁ?‘?ﬁ |l -seal X
packagi ng machi nes that ,do not. i nglu LCs Atk Bgluedati ronnent )
are general fy h’éﬁfo‘g’ﬂﬁe’c“ém@eﬂt’ﬁfoﬂgfe%ﬁ"f%fz%a%&g%gﬁ%&g Vi rronment . é?n.':or
exanpl e, two CRAyENKi Pidk NUEk, 761,291 (dieareldnsn spparats S s6dwd 2P Of Epat ent

No. 3,680,446, Issued to Janes et at n L1 MRt 928280206, i ssued
to Harris. The4,ﬁ%§7ﬂﬁ¥‘éﬁdt‘i‘%%?Pé’ﬁfaPﬁhﬁ‘ﬁfg%é&ei?r%ﬁ %sg oses a tracking

Syf't e(rjn i ncl udi {‘19,394,:359:;{4@@}&@\_{?@1 :gipareiﬂ? fooblagin% hwveb n@ﬁlawék I@Q&%g?;ai rt )
cylinders nounted dat its opposite ends for . inde : dyg the
ends of the ro#B88,155ddieecimddo aqap@prafuﬁgﬁfﬁlﬁla%ﬂ%@g}#?ﬁ%% %@%%6 p);tent
i ssued to Hﬁrrhg##gﬁhﬁéﬁat@&@ﬂgh&%ﬁk?dr&gi_dnglfﬂm%gethez)tﬂgﬂ,é.?%f’cﬂﬁon-axi s shaft
mount ed hor't zont al’ y on two bearings af %/s enddf%0 Suf?,Qé)%ftmm.”d a roller
or sleeve noutdirededie anlppasiesitor reprung ligud BrdyERdug TR Feari ng mount ed i n
the center of the gl §§.¥c Walddmb QRVRYzcR Mflcamoatiana fgarfill ordpackagingal | ows t he
sleeve to laterally rotate-on the cgntral_be&rlé@%ggseledFé%m%cof the " 106
patent). Such wathibesdiokifoop-fibesat packegingprchings that gl gealent s are
i kely not appropri.ate f ' ot QRBBRS e irseeptt envithemeninber of
noving parts aR ?weﬁyggéme?‘@%%%%ﬁﬁer!i né particul ate gfcﬁgkamﬁé er.
Thus, irrprQ\genE&tcthPMmchmgnﬁdnelWﬁélﬂnsme?ﬂsé?q”t"k@ By A& S mer i n
aseptic formfill- L kagi n W€ PaAUS 51133 46& fisshed  Hadiiat e,
formfill-seal 35%%%%&?‘%3??&%@%%“ ggg’%ngd for asepti é ga&gggi ng utilize a
t racki ng asseniphy 436 phtexe ddsad tadinees el disslysesratracking systerbintid f‘ti‘%‘ septic
envi ronnent. This tracki . assenhl V.. e 2Rk il ads fael] acent t he
oy d S DR o ohfeaes

former, but ralFREU ream’ o e ul'timte package forning
process- Thus, ifssaséuanabjusting itfefendadfubessllaes Fignd olithe cHoPae)-att%enpt i ng to

track the fz'o l m‘lvt\)AG tpgtlell;l]t 1§suh§d i Ha  discfols'ah %lﬂiﬁgitng fuiffizing a common-axis shaft

mounted horizontally on two bearings at jts end for support, and a roller or sleeve
mounted on the shaft. The sleeve has a single bearing monnted in the center of the
sleeve with convex and concave portions that allows the sleeve 10 laterally rotate on
the central bearing (see .Fig. 5 of the ‘106 patent). Such web tracking devices of the

25 ‘446 and *106 patents are Jikely not appropriate for aseptic enviromments because of
the number of moving parts and the areas for gathering particulate bacteria matier.

Thus, improvement in tracking the web of film as it enters the former in

aseptic form-fill-seal packaging machines would be usefol. To date, form-fill-seal
packaging machines designed for aseptic packaging utilize a tracking assermbly

30 locétcd adjacent the unwind, and outside the aseptic environment. This tracking
assembly, however, is not located adjacent the former, but rather is located upstrearn
of the ultimate package forming process. Thus, occasionally difficulties are

encountered in attcmpting to track the film within the ascptic environument. Asa



13 Septenber 2005 3 result of this web-tracking limtation, nuch waste,
inefficiency, and increased manufacturing costs are encq e%edbgy
packagers in this industry. Specifically, when the web t ?ﬁﬁ@ #2003t

bal anced, and the web is not aligned through the forner, each package t hat
is created generally nust be discarded due to inproper overlap of the

| ayers of filmin the seal area. This may result in wasted filmand wasted
pharmaceutical material. It also may result in increased operator expense
to observe the msaligned film to select and discard the poorly fornmed
packages, and tQeﬁltbﬁt[ﬁétwebit@cldiﬁglﬁin't@lﬁntrﬂnﬁhfvdahtmmdfﬁﬂi@bﬁmnd'ﬁlemmeé cases of
msaligned filmnmay result in down ti

for |ne f the above
i ncreases the mv%&%aw&sersgwuw XR%?B?%?@““&E&:‘H ‘E%FH%‘%%@YW s. Thus,

a neans for tr a%eﬂﬂxehtéstrx&mgqy‘not bdldicdd)add I8 Weaphdt aligaaithioagtmbe fortr, a
packagi ng machine is essential. Summary of the Invention The meﬁpggnterlng

appar at us of anqﬁhﬁﬁ#ﬁ%ﬁ?“%?ﬁ¥%h¥ﬁWB@€WF“Pﬁ@éﬁﬁkgﬁmﬂﬁFBWPHE§“§ senbl y
for tracking a \tﬁ‘éta)%tsdmtxﬁmtﬁésewatéy ﬂn@&a?%@fiﬁ%&as@@ﬁﬂ“xﬂv@a@@@ of a
formfill-seal packaging nmachi ne. General t he web-centering apparatus
conpri ses a supﬁbﬂﬂmﬁﬁﬁﬁéﬁmwﬁﬂﬂ?é&wmﬁgﬁﬁ§§é#ﬁﬁy“ﬂaﬁﬁwﬁﬁ”ﬁﬁﬁﬁ

mechani sm Wi I, eRLE5: Bh BRAATR &%%ﬂyﬁr&&ﬁﬁk %aMkkﬂbﬂm%ﬁﬁ aseptic

area of the packaglng machi ne, certaln components of e web-centering
assenmbly are sedd mehligt the filo Firtes, sceeseqasdsof misebencd filor ey rosulf oW MR t he

negrity of MG ARSRk e S A BB imcAREORIh A A RS AORT SR e

I ng a%paratus

present inventi ere i’'s provi I ne cent

for centering asm&@mmﬂmaammhlal in a forn}flll-seal packagi ng machi ne,
conprising: a suppori, nenber fixe n1f|II eaI g machi ne;
and, a tracking assé#ﬂ “Wﬁﬁﬂ% ESE aﬁﬁb?m“?ﬁﬁﬁ ?g££|ng

assenbl y havingmﬁmggggagmﬂgeﬁ&mher and a contact menber connected to the
engagi ng nenber, the contact nenber being adapted to contact the web of
material, wherein the tracking assenbly pivots about the support nenber,
wherein the tr gekinhe ofitheé &vBlyni S posi tioned at an angle with respect to
t he support nenber and wherein the a f..the acki ng assenbly is
nodi fi ed when the tﬂ&@WPH@“W§Q§QW%W?mV§ngVE‘@Bmﬁﬂﬁ%?mFﬁ@ %%%?t nenber,
the nodificati qﬁomestahessaﬂayﬁ)r@ﬁck]ﬁgwwwmkmm ahlse abinermtisasticiang off f | ow

path of the web f%nn—%ﬁfsgl ngclkagmg machine. Generally, the web-centering apparatus

comprises a support member, a tracking assembly, and an alignment mechanism.
While the web-centering apparatus is located within the aseptic area of the packaging
machine, certain components of the web-centering assembly are sealed off from the

aseptic area in order to maintain the integrity of the aseptic environment.

According to one aspect of the present invention, there is provided an in-line
web-centering apparatus for centering a web of material in a form-fill-seal
packaging machine, comprising:

a support member fixed to the form-fill-seal packaging machine; and,

a tracking assembly mounted to the support member, the tracking assembly
having an engaging member and a contact member connected to the engaging
member, the contact member being adapted to contact the web of material,
wherein the tracking assembly pivots about the support member, wherein the
tracking assembly is positioned at an angle with respect to the support member,
and wherein the angle of the tracking assembly is modified when the tracking
assembly is pivoted about the support member, the modification of the angle of

the tracking assembly adjusting a flow path of the web of material.




13 Septenber 2005 4 According to a second aspect of the present invention,
there is provided an apparatus for tracking a web of materjial .in a

internal aseptic environment in a formfill-seal packagﬁﬁgsa%%ﬁ?%g,o%
conprising: a support menber, a tracking assenbly, and an alignnment

mechani sm the tracking assenbly having a contact nenber depending from an
engagi ng nenber, and the contact nenmber bging adapted to contact the web
of material, wherein the support nmenber is rotatedly connected at an angle
to the tracking asserdigt awke@ndiaspecind tigf preseptisventing tharp rarevidasiier or t he
tracking assenbly has_ a first rotation nenber depending. from and the
other of eit herapg?f@m§ﬁ)§ﬁr&?ktmg WY m?)tf’mf}‘ﬁéalflrne&ﬁ?%gepg%%g/n"%%gﬁééga mat i ng

receptacl e, thepfhfifilscdlPhekalPB mABRB&COmpESARNI cating with and rotating

wi thin the receptacle, and wherein_ the @%gérent . mechani z%n.i S tgonnect ed to
the tracking assenfbiupperbmemher diracking gl a‘??}f%ﬁeﬂ'hmﬁc W&t he support
~menber and the.t}arcﬁlﬁghgggmaﬁ%%mgxpoﬁsaqa{eﬁmagdépemang hbqdnasgegale of the

present invention, ere I's provided a tracking nechanismfor a
formfill-seal mauteagindghemaotarimacrniey beige adeptedite pentact theswbraf matgrialy 1 or
formng, filling and.seal i j gﬁg@{ ided in the
aseptic area up ef%%%eg}lppé)%%%nn%?%zfgggbw{?ﬂg‘#&{a%égl?ormfoﬁﬁ?gggl;é packagi ng
machi ne, the t ragkiblyg wieshaniesifeitiomtre sppgt membar ac Kiengckipgbesemblythat edl y
connected to a support. nenber,. wherein opne of .. .either menber or
t he tracking &rrojggan Qeﬁg?rﬁp?wrﬁtﬁﬂﬁg%ﬁg}hea%% of %%%6?%2‘98%’ ei t her
the support nMenhghnd bor thbeatliRcikdablpaehataseceptile] thg firtt eatatptnacl e, the
tracki ng nmenber being able to rotate about a specific gn le of . rotation
With respect tonemier SUpHERcatng HEY a0gitpRine Wﬁ@“ﬁfﬁ%‘f‘eﬁ%’ SR 8, of t he
formfill-seal a‘ﬁg@lﬁ 4 ns‘;rqis%gnne@&gtmghgblan% HEeriRY k@reoP@e bgdlaveen t he
first rotating er and the mating receptaclie is sealed off fromthe
aseptic area ofof r¢thtonftetweehithd suppert mpmbieags thy tresking asemp¥eor di ng to a
fourth aspect of the present invention, there is provided an packagi ng
machi ne having an internal aseptic area, the packagi ng machi ne having a
fornmer that fornms hagsdifg ©mthirdedpeciof thetpesseatlinveatién, thees ispphaidetlial | s t he bags
with a substance, and a sealer .thaj.seals.the bags to encla e

subst ance wi t hi tFrcking msghanism éé&lﬁorf}?ﬁ]tlﬁ@?f’?ﬁkﬁ%‘}lg m'a?lppee avén%tfnsfétg téitr1 bei ng
located within fhgiciagbnBlmag SPlihe adl Raligfa bdhe packiagiaganiahi ne, the

ackagi ng nmachi ne further conpri sing:
P gne provided in the aseptir;:rexlrea upst?eam of a former assembly of the form-fill-seal

packaging machine, the tracking mechanism comprising:

a tracking member rotatedly connected to a support member, wherein one of
either the support member or the tracking member has a first rotating member and
the other of either the support member or the tracking member has a mating
receptacle, the tracking member being able to rotate about a specific angle of
rotation with respect to the support member within the internal aseptic arca of the
form-fill-seal packaging machine, and wherein the mating area between the first
rotating member and the mating receptacle is sealed off from the aseptic area of

the form-fill-seal packaging machine.

According to a fourth aspect of the present invention, there is provided an
packaging machine having an internal aseptic area, the packaging machine having a
former that forms bags from a web of material, a filler that fills the bags with a
substance, and a sealer that seals the bags to enclose the substance within the bags,
each of the former, filler and sealer being located within the internal aseptic area of

the packaging machine, the packaging machine further comprising:




13 Septenber 2005 5 a tracking mechanismlocated in the internal aseptic
area of the packagi ng nmachine and i medi ately upstream of, _the forner, the
tracki ng mechani sm contacting the web of material and pi1\§£qpﬁednt\’/ﬁq‘éﬁpﬁ t he
aspetic areas of the packagi ng nachine, the tracking nechani sm bei ng
connected to an external control unit that controls the pivoting of the
tracki ng nmechani sm wherein the pivoting?5f the tracking mechanismalters
an angle of contact between the tracki.ng nmechani sm and. t he b of naterial
to center the weBafkngmerhagismdag %Blatqﬁtémf‘gq"ﬁ%t}c. AR 8}?60*?39\3%?“& afifth
aspect of t Qe REESRNIMMAALEN ifearh REHR fhrmep BV irs@thganechatidnai ner for hol di ng
a pharmaceutical, conprising: a web of polyneric film f(gfﬁgred kn.a packagi ng
machi ne and chriwdting the veddfimpaterish andoeting v igin the &ipcig picas AMHRSERHY second
wal |, and segl. 'n@;?l?é’ﬁacﬁin@%écﬂﬂﬂrﬂ b@hg Ldectéd toSh eRRFhab&a@OMuMAhAS, at | east
one of the seal's’jolning~an interior portion of the opposing first and
second wal | somtrods the pixvfimpofahé tradkibgtrephanismhavhsegin tetivyoting pEthe HFoskiye of t he
contai ner, wherein uant i J LAl oSSl RH R Wipt hi n the

f1 ui d- tighpuﬁﬁgﬁﬂé tet %%“ﬁ%%ﬁg&ﬂ%gﬁgﬁ£§¥@B§$#%$%@%ﬂgﬁl?%ected into a
former of themaraskagimg tharkh otmutitidl eatetingtbk forqppeassenbly i n t he packagi ng
machine prior to formng the container in the packagi ng nachine, the
tracki ng assenbly conprising a tracking nenber rotatedly connected to a
support nember, ihkgrdiing¢kh Heth ASPEBEST thdyebsant itdntioh,ahdroisgireviddiout a specified
angle of rotation with respect to the support nenber, the tracking

nmechani sm c eptainer faghalding apbarsrceicdr GOMPISAE control Iing an  angl e of
contact between ' RpRES Gk&gli}f‘%ﬁ‘iﬁ‘éhi&fanmaﬂﬁ'@bavﬁ@ center

t he web of nater%gﬁbgﬁ e .ﬁ§°t e.fornefﬁ§Uch that peripheral edges of the
first and sedewdbyalfirs waHatn dpposiag sasendowall, hed sealsiabovsia neHBha At EE ner are

| ocat ed substantiall j agent on : IPGortiOn 8F & Xt h aspect  of
t he present %ir%\a}'édh elc?fﬁi,Wﬁﬁsle?%geﬁssonﬁrog\t/hl%gg%pﬁm oc@gegfopg? centering a web of
materi al i nopposigdRitiaid ssvvhd oahednid codating 4 Ouidrtfght thagdet withiadheagiitg machi ne,
conprising the steps of rovidin web of terial: providirg..a
formfill-s&hthe SAEREE WBer}%ﬁ‘cﬁﬁ%@t}gt"ﬂg‘eBg%ﬁlﬁ‘@aelﬁﬁ%ﬂfeﬂg ! avtlgﬁgglda seal ed
aseptic ar egpoht¥AghBrtha web oFpAYmasS BRDbind ErdoRaaited fadnidbfithehe seal ed

aseptic area of the packagi ng machi ne; 13 Septenper 2005 .
packaging machine with a tracking assembly in the packaging machine prior to

forming the container in the packaging machine, the tracking assembly comprising a
tracking member rotatedly connected to a support member, the tracking member
being able to rotate about a specified angle of rotation with respect to the support
member, the tracking mechanism contacting the web of material and controlling an
angle of contact between the tracking mechanism and the web of material to center
the web of material entering the former such that peripheral edges of the first and
second walls that forms one of the seals of the container are located substantially

adjacent one another.

According to a sixth aspect of the present invention, there is provided a
process for centering a web of material in an aseptic environment of a form-fill-seal
packaging machine, comprising the steps of:

providing a web of material;

providing a form-fill-seal packaging machine, the packaging machine having
a sealed aseptié area, wherein a forming assembly is located within the sealed aseptic

area of the packaging machine;




5a providing a tracking assenbly wthin the seal ed aseptic area of the
packagi ng machi ne, the tracking assenbly having an engagiﬂgi &Pﬁgr % a
support nenber, the support nmenber being nounted to the packagi ng rachi ne,
wherein the engagi ng nenber is positioned at an angle with respect to the
support menber and pivots about the support nenber; and, pivoting the
tracking assenbly about the support nenber s,the pivoting of the tracking
assenbly nodi fying the angle of the tracking assenbly to adjust a flow
path of the web of material. According to one enbodi nent of the present

i nvention, the packaging machi,ne  ha f.or e seal er

| ocated within the ipg?"é‘gﬂ%f‘&g"skén E}S%e“g"rl ‘é’ﬁﬁ#ﬂr‘?%%ea@%%%ﬂ%%ﬁ?fﬁéﬂﬁha%hi ne. The
former forns bagskabngmazhinethefradkigessicalbly hdvengfanlcheagig thémbarhed a bags with a
substance; and, the sealer seals the bags to en%fo et subg& nece W t hin
the bags. AccorBPRRg PeaEidhs PP RSEPRE RO POY tB%? Bt e Ve

entron, the
support  menbergHeeif it @HedothelRAéinde® isPokitibhedsst ah aRAe al kddpecimahe suppwitt hi n an
interior aseptic environnent of the formfill-seal packagi ng machi ne, and
the tracking agessmitsr gnd pivots ghoyt e isypnepuninake18dt he support menber in the
asepti c envi ronnent,.of; Re aldehdbrySR3l: REGIRGH AEnIHRE RieHvotihg opT OVi de
for the nounting eﬁagggﬁgﬁ%éﬁglﬁgéﬁ t e support menber an thegtracking
assenbly, one ofie wickingrastehdlysupditiing the atgle ofghe triking asgealilnig adBsehbl y has a
shaft nmenber dependi.n herefxom .gnd the other of either the support
AoSChh o b Bl e

member or the g & 4% an engaging receptacle for the shaft

menber. The shaft prp&ehg tosons eab&timém of thepesegsigyantor, depptkagihgmachthepi vot s
within the engaging receptac/e. The pivating of the shaft nber provides
angul ar  di spl g‘é%?r@ﬁileroef gli)q‘ién‘{"r%ﬁlﬁlinﬂﬁ‘%gﬁélﬁfb'ﬁ mte)i‘??%siﬁ%tfcrféeatogﬁlgnot her

embodi ment  of Tplé&a%ﬁgﬁﬁaﬁné. TUE Phh & Torn@baSy BRH & WRB b matutidl Aheting filathh of the
shaft nmenber and the receptacle is sealed off fromthe aseptic¢, environnment

of the formfi ibegswitha swheknegang trseplprnsals the bagsdp Frgloseths srshee "afodi nent  of

t he present inwgq%i n, a portion of the engaging surfaces between the

shaft member and rHe receptacle are sealed off from the internal aseptic

environment of t e Agbink d dnpheAlmiREiAC M. JRachii@nibrl Mo dubbi st gasket. A
S 0O

second .gasket nenber sea a second end of the receptacle. 13 Septenber
2005 member is fixed to the form-fill-seal packaging machine within an interior aseptic

environment of the form-fill-seal packaging machine, and the tracking assembly is

rotatedly mounted to the support member in the aseptic environment of the form-
fill-seal packaging machine. To provide for the mounting engagement between the
support member and the tracking assembly, one of cither the support member or the
tracking assembly has a shaft member depending therefrom, and the other of either the
support member or the tracking assembly has an engaging receptacle for the shaft

member.

The shaft member is seated in the engaging receptacle and pivots within the
engaging receptacle. The pivoting of the shaft member provides angular
displacement of the tracking assembly.

According to another embodiment of the present invention, an engagement
surface of each of the shaft member and the receptacle is scaled off from the
aseptic environment of the form-fill-seal packaging machine.

According to another embodiment of the present invention, a portion of the
engaging surfaces between the shaft member and the receptacle are sealed off from
the internal aseptic environment of the form-fill-seal packaging machine with a first

gasket. A second gasket member seals off a second end of the receptacle.



5b According to another enbodi nent of the present invention, the web
tracki ng apparatus has a bearing surface between the pivoé haf t agﬂ he
receptacl e. The bearing surface is sealed off fromthe as ﬁ%ﬂgaﬁﬁﬂi BAnent
wi th gaskets. According to another enbodi nent of the present invention, the
tracking assenbly conprises an engagi ng nenber and a roller nenber
connected to the engaging nenber. The roller nenber is adapted to contact
the web of material, and the engagi ng nefiper pivots about the support

menber. According to,another enpodi f i jon, the
tracking assembly i85 gttloSﬁ%geraefngg(ﬁ}ngﬁtgqfgﬁ%r%hﬁr%@sa%%dgfr% tg g,te t he support

menber. The anghsckife appdistud liaaabbarggasseabetycesthapitpfsheftianditen t he tracki ng
assenbly is pivote bout, the s ort r i f i f the angle of
the tracking as%eéﬁg?%'iﬁfw?%%Qﬁff%dﬁgg’gﬁo%plgt%%ﬁ%ﬁ o@ﬂ?lr]gt erial.
Accordi ng to angithgaskewbodi ment of the present invention, the alignment
mechani sm conpri ses first adjustnens. r..a mtin C dj ust nent
nenber, and an operagﬁP“@ﬁa?P@hWﬁSggﬁbggﬁggﬁﬁg‘ﬁ%ﬁ?”ﬁ%ﬂ ggﬂgggggnnected to
the operator shadbly tdigprEecmnsgaiigisémnindentiermémbef conactedgothve tracki ng

assenbly, and the first and second adjustnent nenpers e h ot her.
The operator sh&¥EpeingBRTPE: %ﬁ?@errfﬁ?}’éal?#él’ﬁad@te{lf?ecop Y e‘g%jg%s atrrgnq’ nenber .

Through novenenjndahie bdd8oing inkidber piljotssbom e sapipanembohi ch engages the second
adj ust mrent nenber, the trackin assed%ilg}/ h?‘ i vot ed. .Ac#f)r ding to anot her
enbodi ment of the prédceringiogoer gRboditment p} the presaptinveniion, fiC YRR - conpri ses

a worm gear conpesiudishesifidied Ma Ak with Rabéct taRélsuppsremsmbartheatipleof ment
menber conprises a mating s

; ur gear fixed to the trackin senply. The
spur gear is drheBecking assemblyos modibisd whep PFW?W&JBPQ?tGg;Wg&eon of the
tracking assemy,abahnd NAoBHRRBH bf B HRES of theeRkiE Agahblyatiasthte enbodi nent
of the present 1 nvention, a clutch nechanismis renovably connected to the

al i gnment nechaftdvspath Fhbe wrlyefapatetipbchani sm engages the operator shaft and

al | ows an operat or oy.Siile PinoliPeASRIRhLR of BE Brcb@H indEhtioh ARI@IBhme#t t he
formfill-seal packaging chine to rotate the operator shaft and pivot

the tracking aswshisiyn campaggsadirstadissimenioremberor matig sypopd aPosiEer i al . 13
Sept ember 2005 n?eqnber, and an operator shaft. The first adjustment member is connected to the
operator shaft, the second adjustment member is fixed to the tracking assembly, and
the first and second adjustment members engage each other. The operator shaft
controls any movement of the first adjustment member. Through movement of the
first adjustment member, which engages the second adjustment member, the tracking
assembly is pivoted.
According to another embodiment of the present invention, the first
adjustment member comprises a worm gear connected to the operator shaft, and
the second adjustment member comprises a mating spur gear fixed to the
tracking assembly. The spur gear is driven by the worm gear to effectuate pivotal
rotation of the tracking assembly about the support member.

According to another embodiment of the present invention, a clutch
mechanism is removably connected to the alignment mechanism. The clutch
mechanism engages the operator shaft and allows an operator outside of the aseptic
interior environment of the form-fill-seal packaging machine to rotate the operator

shaft and pivot the tracking assembly to adjust the tracking of the web of material.



Accordi ng to anot her enbodi nent of the present invention, the roller nenber

of the tracking assenbly conprises a shaft and a roller. haft Jj
secured to the engaging nenber, and the roller is capabl1g%ﬁ'p§?'8{’%ft40ﬁa

about the shaft. The roller nenber pivots with the tracking assenbly about
t he support nmenber when the tracking assenbly is pivoted thereabout.
Further, the roller nenber contacts the web of material. According to
anot her enbodi nent of the present inventiof® the tracking mechanismis

| ocated in the int eralgs RAlbhodkBiaRlon{drRRSRGN SioHARN0NG mebR I at el y

upstream of the forner. e tracking nechani smcontacts the web of
mat eri al and piofgedradiingsssembiecompeprsia shadrand 2 triller: Wae shal kegrurryt trlehi ne.

Further, the 't gafggig%ﬂta%?Qﬁﬁ;@%ﬁieeﬁsgg%gﬁ%%ﬁhga@&t%sﬁgmmfoqaatrol uni t

that controls t Pvot1 ng . I'ng nechanism And, the pivoting of
the tracki ng mecémir: sirvtaivith the tagkingassineblpdboniche mpporbaembavhentiet r acki ng
mechani sm and the .we teri al Qb BhELL e weht eri ng
the former. Acchéaﬁlgfl%%s%)blgﬁé)%g%%%%ggﬁgﬁé%@e%&%{ﬂg?%?esent ti%nventi on, a
contai ner for dfalatkinly a pharmaceutical is manufactured in an aseptic

Lorm 111 secl Packag i BRI DE BRARA PSSO RIS e i
of the present mechasinhiisiocated ipthe ddssal hwptic aenl teipadagingwacipde material in an
FRTLOOS 1 M MR AT MR TR TR E I )
i nvention. Accakgiidlghdpivas withindenketicaga sfht prkagigemachirecBothdathee wi th an
O e e BEE 3 S0 S 5B IS S,
associ at ed wi t bf ths@deking nfcoliafiisfi. hnd siapivoting okg tradkingrotvhassm al@rhar f eat ur es
oD a0 ol S RYERLLOR: Vil PR s S b b0
Sept ember 2005w QRA@RBAILnPGE/ b2/ 13389 6 Brief Description of the
i 00s o e e g 1S die? ifbodlent oFche esen mvhtion, A8er i 5CT 1 Dl BY
holding a pharmaceutical is manufactured in an aseptic form-fill-seal packaging
machine having a web centering system made in accordance with the present
invention. \
According to yet another embodiment of the present invention, a process for
centering a web of material in an aseptic environment of a form-fill-seal packaging
machine is provided utilizing the web centering system made in accordance with the
present invention.
Accordingly, a web centering system made in accordance with an embodiment
the present invention provides an inexpensive, easily manufactured, and efficient
assembly which eliminates the drawbacks associated with aseptic form-fill-seal
packaging machines.
Other features and advantages of the invention will be apparent from the

following specification taken in conjunction with the following drawings.




exanple, with reference to the acconpanying drawings in which: 5 Figure 1
Is a perspective view of a formfill-seal packagi ng machi havi web
centering apparatus of the present invention; Figure ,?2 i{;’e epg%’PQ%e@Pr”ve
view of the web centering apparatus of the present invention; Figure 3 is
a top plan wWewméili he web centering apparatus of Fi gur ePEI/USIEAIRET gure 4 is
a cross-sectional side elevation view taken along line A-A of Figure 3;
Figure 5 is a front elevation viewtakeng.along |line B-B of Figure 3;

Figure 6 is a partial side view of the af'i gnnment mechani sm of the web
centering apparatus of the present invention; 15 Figure 7 is a front

el evation view of a container made in a formfill-seal packaging machine
havi ng a web cPRréfDdsatpta i the present. invention, and, Figure 8

is a schematic view,of .the proces (COR IR6 velRescBR) W wayRgferial  in a
formfill-seal pac\lﬁ(}bﬁ‘qqmcg FRE™® %9@§§ﬁ§g'mscript i onl%;f the Preferred
Enbodi ment Wi b@undpht, Svith Raf@erick enthé sccomprngipg itsvangsfin whlrdi nents i n nany

different forns, there_ is Shown in t \idy i '

described i A det ai |F'%P&WW“V%WB‘6§F%%\H£&MQ% Hy chachBE B
under st andi ng RRbentdiag RREER0 deprsmsiaventvs; to  be considered as an
exenplification of the principles of t I Ny | ' | nt ended
to limt the broad Iﬁé‘ﬁ%gfs"’(ﬁe VT’W\%HF&'SH'E gé}]&%l]g'gg%%aé?%ﬁrwqr%ﬁﬂﬂst rat ed.
Referri.ng now iﬁ%ﬂ%ﬁ?” to the Figures, and specifically to Figures 1 and
2, there is shown an aseptic formfill-seal packagi 4 rl\]imnp 10 in Figure
1, a schematic of fﬁmﬁm%&%?‘ﬂi@f@ﬁﬂw‘c‘)"f“l‘fﬁﬁ‘é%%%ssesg| h'figure 8, and
a veb trackhng assenil ikl fleckitf f8eAtatnl Gemulich blonglite ciagi ng
machine in Figure 2.°The aseptic 30 formfill-seal packagi ng machi ne 10
general ly inclBge®3an unwi nd section 14, a film sterilizing section 16, a

filmdrying sectio : ' fiof Ak BikiAR0EERNS Bl EFighesd;i on 18, a
ni pped drive roll e;hééé'}é?rsbﬁa%/}mgge%ﬁ gn (not shovvnq), % fit nF‘B%Hcttachi ng

assenbly section (Bige6is Aportil side vieve ehibe JizamEri BN g eal assenbly
section (25), g fifling 13 SentembereARp> VO 02/ 088011 PCTI TUSO2113389 7

15 Figure 7 is a front elevation view of a container made in a form-fill-seal

packaging machine having a web centering apparatus of the preseit invention; and,
Figure B is a schematic view of the process for centering the web of material

in a form-fill-seal packaging machine.

20 Detailed Description of the Preferred Embodiment

While this invention is susceptible of embodiments in many different forms,
there is shown in the drawings and will herein be described in detail a preferred
embodiment of the invention with the understanding that the present disclosure is to

be considered as an exemplification of the principles of the invention and is not

25  intended to limit the broad aspect of the invention to the embodiment illustrated.

Referring now in detail to the Figures, and specifically to Figures 1 and 2,

there is shown an asepﬁé form-fill-seal packaging machine 10 in Figure 1, a
schematic of the web-centering and forming processes in Figure 8, and a web tracking
assembly 12 for the aseptic form-fill-seal packaging machine in Figure 2. The aseptic

30 form-fill-seal packaging machine 10 generally includes an unwind section 14, a film
stetilizing section 16, a film drying section {17), an idler roller/dancer roller section
18, a nipped drive roller assembly section (not shown), a fitment attaching assembly
section (Z0), a forming assembly scction 24, a fin seal assembly section (25), a filling



assenbly section (26), an end sealing/cutting assenbly section 30, and a

delivery section (not shown). Each of these assenblies d%\é\gst ream of the
unwi nd section 14 is contained within the internal aseptiPcoIITPI AL of
the formfill-seal packaging machine 10. 5 The function of the various
assenbl i es q;( toﬂ&ﬁt; ermfill-seal packaging nmachine 10 isceeseusisy the
form ng assen%ly Zf Is provided to formtubes fromthe web of materi al
that ultimately beconmes the flexible container or bag 28; the fin seal
assenbly 25 provides the |ongitudinal sed on the flexible container,
thereby longitudinally, sealin he..f grned t ube, B nbly 26
i ncl udes a fi | 1aaemblysectio (#6) ﬁ“gn‘% W@?ﬁ%&%ﬁé“%@ﬁﬁé&ﬁ’éfég’ a\L}M&F ﬁdgé?ﬁbst ance,
that being a | isgigof (R SHOWRG.Sitich 6fthese Rssebliesgowswetm of b anwiediseapen 14cat i on;

and, the end sealing/cuttjing assenbly 30 .contain W L] eal i ng
head that seal 45 eomEhed aathigthe Hiema| Bhts B G ajede oﬁié%%:a?g?ei%e filled
substance withij tiReyd! exi ble container. In the preferred enbodi ment of the
present invention, the web tracking or 15 cepterin aratus 12 conprises
a support assenbly 3 foactiong (ke NEioNs 28HE WSE@]@@Q&@%@%Q‘M Af€nt nmechani sm
38, The veb {1 aGkng1GRABERA: fbaving aREAMy I8k frovilesl o Rl Roinalrd
operational within an existing internal aseptic area of ag septic

B bRy

packagi ng machiveb of materigl thay sltigetehderwresdb RSP eh e BRa

apparatus 12 i U rdviek B2 1 ihdf sl GiPth eIk sbrdidertpGtbyeam of the
former assenbl %Jf%ggoﬁ%ﬁ%%ﬁ%ovi de the ?mst effective tragki ngef5 r the web

of filmas it émgiwdinallyscaling theformad tubpdhmfillipg pssgyuble 26 iy bort
assenbl y 34,07 el0f Rl LBRMnddE Bith 8 BubsREP aPHefng: IRMRAEAmERIBA 40 whi ch
1Iy Fxed Wethin (

i's internal e internal aseptic area of the formfill-seal
packagi ng nachiprgent Prefdrmd niydicgtionf andr tbelcrgrodmigieaiing asseradbly 30 pARS frenber 40

s a 'V" shaped stal il 98 3L eha BLA o 0 of o ALLAE Bl @ cRAble R 25 i de

menbers 42 wi t (V8T Screws. A gusse ber 44 i's secured to
bot h the supp@&ntd spshes vibimhkdlaiddcapfainehe si de nmenbers 42, respectively,

to provide additio rigidity to t . i.de menbers
42 are internally @‘3&%‘?‘”&%”?‘%}3 %gn?epg%éﬁegﬁgs%ﬂ1{1@%%@%#&%@%?ne 10 with
the use of WO centripiapphratediromprish abipport BssemBly ot trasling assenhie 86 e

internal walls of  the packagin chi Q fr . -JQ Ve Support
shaft 46 al so %@%ﬁp’ﬁ?ﬁéﬂw&'e erwoegﬁ[g%g%gzapﬁglr%m? 2%13 I Fﬁiegs the film

“enters the tragkkmpledsfispataiorhPwitlia aibexisting emaliasepli grga of ap asepiie suppor t

oraforred embobtehants ey Be dppaorEa] pb RAT P e Bobdontl 12" o
is located in the aseptic area immediately upsircam of the former assembly 24 to
20  provide the most effective tracking for the web of film as it enters the former.

As shown in Figures 2-4, the support assembly 34 of the present invention
comprises a support member 40 which is internally fixed within the internal asepﬁc_
area of the form-fill-seal packaging machige 10, In the preferred embodiment, the
support member 40 is 2 “V” shaped stainless steel plate and is attached 102 pair of

25  side members 42 with stainless steel screws. A gusset member 44 is secured to both
the support member 40 and each of the side members 42, respectively, to provide
additional rigidity to the support member 40. The side members 42 are internally
secured to the frame 50 of the packaging machine 10 with the use of two existing
support shafts 46, 48 that span between the internal walls of the packaging machine

30 frame 50. The lower support shaft 46 also operates as an idler rotler 52 for the film as
the film enters the tracking assembly 12.

As best shown in Figure 4, the support mwember 40 has an engaging receptacle
54 dopending therefrom. In the preferred embodiment, the receptacis 54 is a tubular




WD 02/ 088011 FCTI CS02/ 13389 8 nenber having an internal cavity 55 that is

wel ded to the support nenber 40. The <cavity 55 is cylindrigcal in e and
thus has an internal dianeter associated therewith. As Vi e%@"%?gsgbed
in greater detail herein, the engaging receptacle 54 operates to mate with
a menber of widemksacki ng assenbly 36. 5 Referring now t PGB0 4 the
tracki ng assenbly 36 of the web centering apparatus 10 is rotatedly
nmounted to the support menber 40, and gegeral |y conprises an engaging
menber 56, and a roller menber 58 depending fromthe engagi ng nenber 56.
The engagi ng nenb ' i2valaes® il seflonhaiier 40. THche
preferred enbo enﬁg%th?gpgégﬁg%%#gﬁmg 56 has_ four arras 60a-60d in the
formof 10 an &ty Shapgligdsicd iFbhape wd3)us bena iglempfiamar 368 ent of the
engagi ng nmenber, 56..al,sqQ..has H RS BaditterebpeIect the | 7
engagi ng rrenbeFheﬁgfmTﬁéggr%sdé%%?d&%g&tﬁﬁgergmert urEes GZ&SI | ow f or
decreased surf aggatarts mamrvtti aoenstas ethairckinzewenplydt t he tracki ng assenbly

36 during the hydr n_.per oxj f0g, rl L2 atd 5OGRESwel @htelifke | Nt er nal
aseptic ared of thgg‘% %@‘?“ﬁ@ﬁ%‘&%&n‘ghﬁ lfjﬁ %Jstké}lﬁ%g all owance for 15 such
air flow capabhppafzb0 istbfaltaly reomnted i thesipporepmber 46, and gencralis COBE¥E ¢ ar ea

after sterilization, or an_absolu cl eansi . per oxi de
rermants may n#tengasgRenbayPh. an aﬁ%'ﬁ'%ﬁ%ﬁ%’é’ﬁ&#%@ﬂéﬁ ferred

embodi ment  show@mbét s6hehddngrginsmertiber $6 isgederaliycormnleso btedplaterdnBer s 58a, 58b
are utilized. The roller nmenmbers 58 are adapted t I p 20 of
material, and Bekred %@qum'iqﬁeéaa%lﬁﬁ%g?& %g?%sc@g%%tﬁ%ﬁflﬁ%t he
preferred qgbog HerdhadeSee TikES). MREPEfefedembydinenabiube enghgingheabterd, it is
understood that the “roller nenbers SM@Station_%r émﬂ%%&% and in
fact do not hatleo has tyuapsrtures 63 theoygehthe A Fﬁgﬁﬁmﬂlﬁl}/%e at stock
or any ot her gﬁ(ﬁ%%h&ﬁz fes 68 @llovE RN decebddatifack B a Whbinakaspdisieflow| 1 s
understood to be wthin the nmeaning of a roller magé)ﬁr %5.5 of thg: pr esent
i nvention. Theatioutthe rpcking@psemblyédutugthe BydregeR gRpEle 108 SEREZERUBSIRY  nenber
56 adj acent a st i SNAAScREIEBIRAMe S Withaft thetAlowaee foxrd rol | er
menber 58b is %’gﬂ%g%t?g%aggu%%gaengigcﬁ%i nmenber 56 adthacent a second end of

the engagilfig swehiiefloBgapabilisics, pither cOREPRAMNIH IR TERYR Y} _@a%%%?a Tis |ocated
at the downst (GamhER0uh dblifneORamhp o HEHRGe:h Gerokibd heimidiemspanind end of
menbe

t he engaging 3 I's located at the upstream end of the engagi ng
menber 56. Eacpossiblelies imgfprmisener58a, 58b conprises a shaft 64 and a roller

66. The roller 66 ig th%?)?e?&l‘e@ efbbodiment shown in the Figures, first and second roller
members 58a, 58b are vtilized. The roller members 58 are adapted to coptact the web
20  of material, and are also identified as contact members 58, While in the preferred
embodiment the roller members 58 spin about the shaft 64, it is undcrstood that the

roller members 58 may be stationary members, and in fact do not have to have a
circular eross-section. A piece of flat stock or any other geometric member that can
contact the web of material is understood to be within the meaning of a roller member
25 58 of the present invention. The first roller member 58a is connected to the engaging
member 56 adjacent a first end of the engaging member 56, and the second roller
member 58b is conpected to the engaging member 56 adjacent a second end of the
engaging member 56. The fizst end of the engaging member 56 is located at the
downstream end of the engaging member 56, while the second end of the engaging
30  member 56 is located at the upstream end of the engaging member 56. Each roller
member 58z, 58b comprises a shaft 64 and a roller 6. The roller 66 is capable of
rotating about lhe_ shaft 64 through the use of plastic bushings. The plastic bushings

are non-lubricated and are capable of withstanding the corrosive elements of




pl astic bushings are non-lubricated and are capable of w.thstanding the
corrosive el enents of 13 Septenber 2005 CVO OV088011 PcT/ JSeghiembgyUgs
hydr ogen peroxi de during the daily sanitization process. Additionally, the
pl astic bushin are open to allow the hydrogen peroxid nter all
of the ar easWPBE%“-“HF eaning. The shaft 64 is secured to aﬂ;:(f),lg é;riﬁg!ﬁpport 68
at each end of the shaft 64 wth set screws. Further, the roller supports
68 depend fromand are secured to the 5 @ngagi ng menber 56 at approximately
the end of each arm 60a-60d of the engaging nenber 56, respectively (see
Figure 3). Thushydrbgﬂapcmﬂ@ﬂﬁémmﬂwswww@%e“qdm@@h’&ﬁﬂ rs 58a, 58b
to the engagi n%ugf;ﬁ{épgxrquglto\%b\!vﬁlfethp&o %idk Y8 tb ehikell oTRedasior 58 provi des
abi

i ncreased trackrng-cap I'ties tof the web, it _has been fou E&E@at one
rol l er member 5&a1ﬁmgz’ﬁmfsmﬂ:@‘r.ismwdtmoﬁﬁigﬁgﬂpﬁésﬁé%%?n‘%‘ﬁ%g Wi t hi n
the 10 engagi ng.recept acl 4 I 8 Fonraa arexsnddito tHae present
i nvention pi vo%ﬂ&g?ts gwg'tgmélleﬁudﬁ%%% E+r§6\§\nt t he engg in me?rb,er 56.
Thus, both & f ictigibing pEtmbenss at ppprdimately thegnd efceaehpanffad0d ebils e15PEBS ar e
utilized to track. t film. N .ef ere ' 3 64 sl gt eri ng
appar atus 12 i QP8 e{?s?e%}-we%é&ﬁﬂ é;’}t Eg&\’/veh]gr@egﬁ% material as it passes
t hr ough t he f opibérk 58558H to prekeging gueibenac Whiles theouse pimorfalier members

web-centering gpparatus pivots substanti al | .t B of the
packagi ng mchsgg{w@ﬁ%melpg?fng?qW§ Wgﬁéﬁg‘i‘&‘ﬁag?ﬁg‘th&?c ?‘ﬁgmglppr oxi mat el y
bei ng a cent er kilREmehbdrlie mie Bufite, f Whentieeaginy mdeben §6 fosates within thée  f or mer .

As best shown in Figure 4, the en I ng_ nenber,, 56..has er 70 20
dependi ng fWonF%&ﬁ@nﬁﬁcFﬂ?ﬁiﬁ$4=P?%r‘gﬁg’ﬂ‘§§WEgrgé‘ré?gro%’@.pr netﬂsl'%%o{' mermber 70
operates as a i bofite si@hidhbaAGlyVRMIBS engddingl nicnibee 56 rBivetodcs Bvbpshieamnt , t he

shaft nenber 70 is a cylindrical nenber pade of Sltﬁ‘ai | ess steel round
stock that is V@FE@G”P%P“EIH@W%W@%@W&%%&@&“% POy in the preferred

enbodi nent, a proj egith Wleréree t€HiERRASIE WeRhREng AFPAGIIIY 2HEliztad ibBire The
projection 72 extends the bottom surface 25 of fﬁohe ﬁ%;\%?a]f%é@ga nmenber 56
upward a di st amisk themsinof flm getserlas tpasiediranshuBt o s #8% the engagi ng
menber 56, 51 Oihgudk 0. IFihdAE el-bilenbiidpRal pRbIGIEANILY R Creat es a
cavity within the engagi ng nenber 56. The projection 72 of .the preferred

enbodi ment i s merdinecd theadckeeing marlheg, e esntsriinerof b PackagiBEm2ei3i% o | ded to t he
pl anar surfacg, of ;106 00889l Atk HRITR 8 wab of AemeNbe} ¢l in@igber 72 has an

i nternal

former.
As best shown in Figure 4, the engaging member 56 has a shaft member 70

20  depending from the bottom of the engaging member 56. The shaft member 70
operates as a first rotating member 70. In the preferred embodiment, the shaft
member 70 is a cylindrical mernbex made of stzinless steel round stock that is welded
to the engaging mermber 56. Further, in the preferred embodiment, a projection 72
extends from the engaging member 56. The projection 72 extends the bottom surface

25  of the engaging member 56 upward a distance from the generally planar bottom
surface of the engaging member 56. Figure 4 illustrates that the projection 72 further
creates a cavity within the engaging member 56. The projection 72 of the preferred
embodiment is manufactured utilizing a cylindrical member 72 welded to the planar
surface of the engaging member 56. The cylindrical member 72 has an internal

30  diameter. In this embodiment, the shaft member 70 depends from the bottom of the
projection 72 and partially extends within the cavity of the projection 72. A
cylindrical gap 74 extends between the shaft mensber 70 and the internal wall of the

projection 72.




30 dianeter. In this enbodi nent, the shaft nenber 70 depends fromthe
bottom of the projection 72 and partially extends wthin the cavity of the
projection 72. A cylindrical gap 74 extends between the 1Shpte P570
and the internal wall of the projection 72. 13 Septenber 2005 021088011
PCTI U802113§g%y3%0ﬁs expl ai ned above, in the preferred HBOEPHEHY the shaft
menber 70 epends fromthe engagi ng nenber 56, and the engagi ng receptacle
54 depends from the support mnenber 40. nversely, however, the shaft
menber 70 may depend from the support nenber 40 and the engagi ng
receptacle 54 may depend. fraomfk 201N e Rodimdie tHeahafbiem®s 78uch, one of
ei ther the support Wﬁﬁé’?’%%’%%‘g?ﬁg&tgracki ng as_sen%% 3249%%&%9@“
menber 70 depeggidds fohanesugaging mesdbar Ho 28 e LOFEET fpelf i uppofrﬂ'; menmber
40 or the tracking assenbly 3 hﬁ;u gaih P ehafieaaiteac) mapdepbwt irtthe shaf t
menber 70. Irr@%ﬁ@?f’ﬁtWg’g?‘yﬁohgogpecﬁﬁogﬁdependi ng ngnbecf fo[hFec \%lgf t he
shaft menmber é,@s\z,go@ﬁﬂnibMoem&@iwggmmth@W wenG TPRIE S .
tracki ng apparatus 12 of the present | bpPer 406 eatkiingasemddynbl y 36 is
mounted to 5hemgrukﬂséﬁ'tA&§'§’Erﬂﬂe§%%@e‘{/ﬁ|}'ﬁg‘$¥ﬁg&gﬁafft menber 70 being seated in
the engagi ng rgg B@ﬁdfﬁnéﬂbe:&ﬂd?&hdiﬁgmheﬁ@hahﬂther?éh%éfm?’ﬁﬂ%?“ﬁ@o apabl e of
pivoting within the receptacle 54. e Jegs Jveger 8O gagi ng
surfaces of thmembedRionthe F8LaASF L{%H‘as?ﬁe%g p‘];{)ef%&%gsenbl y 34 15
provi des rot atL;QrB 7§ Pivoting capabilities of the tracking assenbly 36
about the support assenbly 34. Ipitiall th ' asaaiehper36 i s
posi ti oned at an adgb@e'(@}"OfWW%gf@B%M%gie?lﬁ%rtféﬁ%g%%hassenbl y 34. \Wen
t he tracki ﬁ ‘gerathlﬁcy gggﬂ]%smgg y&k@d,tefonnrtm%mm@wm%%rt assenbl y
34, the ang ea_z 3” ot FReT acl?i.ng asserr%ég/ 36 %:% tgggll E(%;?&Lmﬁﬂi’ﬂfrfﬁﬁa“o” of
the angle (a) pﬁsdxtﬁavmﬁanmemch%@ﬁﬁm"y EPB’?} 8s anS ar Ztt?mgaﬁpl acenent
of the trackin enp| . ¥ thtingSdih W@ cdpeleciighrel vth ol l er
menbers 58 whi gﬁ%%%‘%lﬂﬁﬁgclé\%%g%? mat erial, and %&l%&% Adlusting the
flow path of b befngrapebleichbiveimnBay % LR asse %y 243éto al | ow
the filmto be, centered | frscxctnl gssgﬁbmsaaaﬁ&mbmommm xpl ai ned
further herei n?ﬁtf"ﬁ'éwnﬁﬁigil%?sﬁ?grh]{esﬁg%ﬁani_s_% 38 controls th g?%%*u@mgf rotation
(a) betweenst hprmtﬁoﬁﬂommcmbﬁﬁ%ﬁqfﬁ_?tfaﬂi‘&&?ﬁﬁm S8 y 36. In the
seating of thes ﬁpgg;t te Sg}%gft})f%_ {96, hiGackiig BEABIY38GEPIshivbed ﬂdtu m-:fglet(]qb

with respect to the support assembly 34. When the tracking assembly 36 1s P“’Otf’d or

rotated about the support asscmbly 34, the angle (o) of the tracking assembly 3618

madified. Modification of the angle (a) of the tracking assembly 36 provides angular
angle of the roller

20  displacement of the fracking assexbly 36, thoreby adjusting the

members 58 which contact the web of material, and ultimately adjusting the flow path

of the web of material entering the former assembly 24 to alfow the film to be
centered as it enters the former assembly 24, As explained further herein, the
aligoment mechanism 38 controls the angle of rotation (w) between the suppoxt

25  member 40 and the tracking assembly 36.
In the seating of the shaft member 70 in the engaging receptacle 54 of the

support assembly 34, a plastic bushing 76 operating as a bearing surface is placed

between the shaft member 70 and the inner wall of the engaging receptacle 54. The

* bushing 76 also has a flange to properly seat and locate the surfaces between the inner

30  wall of the cavity of the projection 72 of the engaging member 56, and a top surface
of the tabular spember of the receptacie 54. Because only slight movement of the

wracking assembly is effcctuated, 2 bushing is not critical, and the surfaces of the




support assenbly 34, a plastic bushing 76 operating as a bearing surface S
pl aced between the shaft nenber 70 and the inner wall of the en g
receptacle 54. The bushing 76 also has a flange to propéﬁl %HB

| ocate the surfaces between the inner 30 wall of ‘the cavity of t he
projection 72 of the engagi ng nenber 56, and a top surfa t ubul ar
mermber of t hWOMEBHLacl e 54. Because only slight nnvenen?snyg%”&ﬁﬁtracklng
assenbly is effectuated, a bushing is not critical, and the surfaces of the
13 Septenmber 2005 WO 02/088011 PCTI US021113389 1l engagi ng receptacle and
the shaft nenber may be manufactured to operate as bearing surfaces. The
engagi ng r ecepteagdgig pebepthciariials: shafy mombes e bamannipiered 1 GpEstes beAnng
dianeter. A first gasket .nenber 80 is seated in the groove 78. In the
preferred 5 erBd nt, the first gasket 80 is an silicon rubber O Ri ng.

V\heE t he engagi gg gﬁamga@@rm&gmgeﬂmehawméﬁme@wﬂa%%ﬁm t he 1;ﬂ|3rst
gasket 80 extengds bet aﬁ;d rt menber
40. Specifi cal Id?mcf%e‘m%mﬁs#g%%gﬁ%?%%%ﬁﬂotgé%ég of I%‘H% eéflfg%gl ng

reclept a](c:I e 54 md f@gn#tm@ﬁﬁsfgagfetIaaislan@ﬂ;ccbxfmbt(cawlbyg .oWhen the cpgagingct i on 32 to
seal a first end of the receptacle 54. T ng 1
area of the end?gEgd 6&%&%‘5&%%&%%2”%%9%@ *: %rk‘?%;teh‘%%ﬁ%% ecept acl e
54 adjacent a gd dng g,@raﬁgmrsmdrmwmuesmmeﬁmmm&mm B@ini nt er nal
aseptic environnent of the formfill- Pack % 2 neecaég fAfter t he
shaft 70 is sedhegiogvaT} ?féh‘b‘?}’é?ﬂl%wﬁ?mﬁc éﬂ@ﬁﬁﬁ ‘g‘ Cvg%][c &

(rjet ai ner 82 :cs ‘li’%c%tg%ﬁpmtswa?ﬁﬁ%ﬁdgfghg@ccpfaavemiﬁuheapdgﬁéﬁoﬂﬁbmm? .

i sengagi ng from e receptacle eferre i men e
retai ner 8210 s agapbhatngREing @cs'Pﬁ'é"eP’é'?]SPW@‘rSEg?%/@dttﬁ F‘Tpganp"%ges t he
support assenbl, gjltaéeﬁt46&6«:9&’0%&1@@&&&1@%1@%&@&mem&nﬂlh@pﬁet ai ner 82 does

not prevent piv rotational displacenment between the two assenblies.
Once the tr ackiengronmes ehk foradill-sal peckastngmpchipg¥y to the support assenbly

34 20 with the ret%hé}ldéghgﬂmsgg‘mdqnﬁ{a\bﬁém@%f%%@a wgeSKel nenber 86

are used to seal e second en he receptacl e 54. Spemﬂ&glly, in the
preferred enbodmmaextSZisrs@ur@é@mmhﬁa&‘ewWIS 4670 fema (ispRA3EYE fifle  of

| ° QiSR! mb
11T con TUDRer ygebiid 8 1R0LSAN G ot iR BUREAR s0ks doduinngr L erbor

mating areas of pi vot al gngagenrent
surfaces bet m&hewmepsmmmeSMmebﬂsmb’rﬁﬂ ta the teekipg assembly dxent acl e

54 from the ingernal. 3880 dos R bcv il PRBl ol BigRickinthrb8Rkn MaCkagi ng
two assemblies.
Once the tracking assembly 36 is rotatedly fixed fo the support assembly 34
20  with the retaining ring 82, a cover 84 and a second gasket member 86 are used to seal

the second end of the receptacle 54. Specifically, in the preferred embodiment the
second pasket member 86, preferably made of silicon rubber, is fiited between a
bottom surface of the swpport member 40 and the cover 84 to seal off the mating arcas

of the pivotal engagement surfaces between the pivot shaft 70 and a second end of the

25  receptacle 54 from the internal aseptic environment of the form-fill-seal packaging
machine 10. Sealing off the first and second ends of the cavity arcas between the
pivot shaft and the mating receptacle creates a sealed off area for the pivotal
engagement surfaces separate from and within the aseptic environment of the
packaging machine, To maintain the aseptic enviromment of the packagmg machine,

30  the pivotal engagement bearing surfaces between the pivot shaft and engaging
receptacle must be Jocated within that sealed-off area.

As shown in Figures 2, 3. 5 and 6, the web tracking apparatus 12 of the
present invention further comprises an alignment mechanism 33 contained within the




machi ne 10. Sealing off the first and second ends of the cavity areas
between the pivot shaft and the mating receptacle creates a seal ed off
area for the pivotal engagenent surfaces separate from dRdSRERP L0he.
aseptic environnent of the packaging machine. To maintain the aseptic
envi ronment vwad odeBrpackagi ng machine, 30 the pivotal engBVEHt33Braring
surfaces between the pivot shaft and engaging receptacle nmust be |ocated
within that sealed-off area. As shown inyfigures 2, 3, 5 and 6, the web
tracki ng apparatus 12 of the present invention further conprises an

al i gnnment nmechani sm 38 ' L1 ePhe8inenGtehatiindis! 088011
PCTIgVSOZI 13389aﬁ“%?%p?f?%%%gﬁ%h%a@g%%ﬁhﬁl@ sgﬁal pacﬁagi ng% pga

chine 10.
The al i gnment eembasd Bihei mmcking assernlhp 36 aud it wilized iRty apd SR ‘ﬁ’lzgnd i s
utilized to control d, eftect ' ISH;@EQ%I R afi t Ng
assenbly 36 abBﬁTuoPﬂg&gﬁﬁwﬁ%ﬁbﬁnﬁaﬁg .es"l'f e al iegnrr}gjr‘ft rrgé ani sm 38
conprises a fi hethaalshpsremprises a fick altgnmenttor adingeent 8BMbE &¥a PRBRELKENd 5

al i gnment or adj ustnent nenber 9 : | fet Aokl T rst
al i gnment e t.°rfﬂg§'§ﬂt wﬁg%ﬁaa%i&%%ﬁ)é%g?grt Eegﬁﬂgg% ses an
operat or shaf t pRhbeSRN TREAIRAmEM rideRarfisns 3% furlbljr gernprises aompetaéar sEEL 94As shown in

Figures 2 and 6, because _of the |ength I fd 5Q4uden the
preferred enbo&?%ﬁ?‘!mi‘]iewaﬁﬂftﬁéﬂf%%mfﬂmgg‘ %‘P"*@‘é‘g‘gﬁc‘%ﬁﬁé‘ﬁe %y aucoupl i ng

96. The oper at gf h8 tafth oPle beritbrepeft Poinphamefomid dmbolimes0 itis foriped &Pt gui des
98 and shaft collars 100, and thus Jis.only ca f rotational.,. novement .
The shaft gui dé@@&oﬁﬁgﬁkﬂwpﬂge?ﬁeﬁpef’ g¢§%§%flﬁ§§gd’nlgﬁ?&%% e oper at or
shaft 94, whi | ﬁsctdmﬁh@ai‘atas SPIaah S dBrsNOG e 18 baly abpablewfmmationaf  t he

operator shaft 94. The rotational novenment of the o&erator 1s‘gaft 94
control s rot at mevesent. e ehaftguidss 98 RRETHE fORreverh BT AER MOXERBE P Y8, 15 1n the

preferred enbog%pgrﬁﬂgshaﬁ é]ﬁwi]h&%sﬁdﬂ GHNAE 160 prevehhteRBrmomiiint sibe apekdtorst  gear
aq)

menber connecte acent a distal end of the operator shaft 94. The first

gear nenber i shaft9éi @hmpyowlmon@?@tmh’e%@&fﬂf@%%ﬁ?ls's“l‘%‘PH ess steel
preci si on worm ge Bﬂ*&%'ﬂ@‘f@s & 1 REmfer $963 inch, a lead angle of 543",

and a pressure angle of 1 e second alignnent, nepber 90 c rises a

second geansmenber mmm@smﬁﬂdimﬁﬂgﬂlﬁlﬁ@tﬂiﬂnﬁe@fé%ﬁm%.ss THRFEECOIE gear
member is made of £ c@)ﬂ%’éé%ﬁa&%ﬁ%%dOﬁ}ﬁé/éﬂaﬁto}gwﬁﬁtﬁamlg&ml ts

ci rcunf erence, SHOWEVer r gear utilized in the preferred enbodi nent
is a partial smembgésprefohblyheiislehreadadeld Rishsiainisy steel pyecisign worm goar
having a lead of 0.1963 inch, a lead angle of 5°-43", and a pressure angle of 14-1/2°.
The secoud alignment member $0 comprises a second gear membor that mates with
20  the worm gear 88. The second gear member is made of from a mating spur gear
having 180 teeth about its circumference, however, the spur gear utilized in the
preferred embodiment is a partial spur gear of the identified gear, and only bas
approximately 18 of the 180 teeth. The partial spur gear 90 is fixed to a bracket 96
connected to the engaging member 56 of the tracking assembly 36, The first gear
25 member 88 is manipulated by rotation of the operator shaft 94. Further, the worm
gear 88 drives the spur gear 90 to effectuate rotation of the tracking assembly 36
about the support assembly 34 via the pivot shaft 70. Use of 2 worm gear to
marﬁpulaté a spur gear provides increased control and precision in adjusting the
tracking assembly 36 in fine increments. This is because the ratio between the worm
30  gear and the spur gear should be at Jeast 100 to 1, and in the preferred embodiment is
approximately 180 to 1. However, 2 ratio of less than 100 to I will not destroy the
intent of the invention. Additionally, use of the worm gear in combination with the

spur gear provides & positive locking mechanism that is able to overcome any force




approximately 1$ of the 180 teeth. The partial spur gear 90 is fixed to a
bracket 96 connected to the engagi ng nember 56 of the tracklng assenbl y
36, The first gear 25 member 88 is mani pul ated by rotati ok SAPIYMETSPEP at or
shaft 94. Further, the worm gear 88 drives the spur gear 90 to effectuate
rotation of dez/ass(acki ng assenbly 36 about the support RCEERIVEPRIB4 via the
pivot shaft 70. Use of a wormgear to manipulate a spur gear provides

i ncreased. control and precision in adj usié ng the tracking assenbly 36 in
fine increnents. This is because the rati'™o between the worm 30 gear and the

spur gear Snoubg.adl w35 b d80icPobmb@N b utbn! BER Rl alsebod] ment. s

appr oxi mately wever, a ratito of less than 100 to I will not
destroy the i moemenbbfthheaMmeh Additionally, use of the wormgear in

conbi nation with the, @[f ERi R QFhk Leh RE%EN92 BBGRasH sm t hat
is able to overcone an Brf&%rcg e °@b2005 WO 02/ 088011 PC

| USO2/ 13389 13aqlgamtajmdmmyl anti of th bmramrahﬁt%@nd wposie fiseyormpsacifc Abe t he film
wi |l not cayse nt . of .t he ARy fEChani sm
38 Thither has & fP f“c&bfftlg% er %‘gg’ coﬁnec#%@eﬁpﬁm%%ﬂe%} a pr%a mal end
of the operat oK s&taﬁbu&4o4hcmhmnbkithceaseﬁﬁeampﬁﬁlg&mn mBseafmdws@gfl rst
clutch nmenber er, S I ani sm 38
to a controll eF‘a%B 0@8%&@‘%& ggplt\b%g’a%a émggé%a%mgbggﬁﬁ%rm 41I | - seal
packagi ng mackigage thd BentoRatl 04| Tuttod praferbbembibihehia the alignmentinedymigrh 3% | nger s
106 which allowit to . e e the control n th r red

enbodi nent, th# %’?t@ﬁﬁwﬁﬁﬁﬁ?%ﬁvg@mqnga%ﬁéﬁ? #3’8 \Bl(8 ftﬁ %P e aseptic
envi ronrrentwanebwusn&qekadudhrpmeaemmmaépmhmmmrol | er 104 which is
| ocat ed outside the aseptic_environnen sho i.n_ Fi qu t he

control l er 104 has 4 ¥ABhITHET S W{mlhé 4@3?%]%1%8&%2*(16@{“&%& 112,
a second Contréﬂnﬁ%ﬂer%&%lé@ﬂll%on@c@ht&iﬂh{?sﬁhﬂ-ﬁm , AbRBBENG, alsetoadcluernber 118,

and a pin 120. I n assenbl he contr

| 104, t b h
hol | oned out cyPFRBIA1SaRd bﬂptl%ﬂ“éﬁﬁnlg qufé{’re?rﬁéntf%‘?‘t]log%m#‘Fs?gmﬁgf?%‘ﬁédagu?

cylindrical 15;diRkdl 8t chyBadkibd pedioh B4R s apme@ﬁnmuhmmdbmynﬁm of t he
packagi ng machi ne 10, and the  flange portion is |ocated L‘?

out si de of 13 heParfiemis fitsed throasthmapergirn i Befmae the Rk mEHRac roI | er
gasket 112 bei ﬂ&]gla parabed 1&%&\@@5}1& HE outBHS ¥ thlfrahdelor Bttha ﬂ@nﬁmeﬂﬁa@ ng

machi ne 10. The frane of the pack agl ng machi ne separates t tic

envi r onnent frWthh@’&ﬁm%[ﬂﬂﬁléﬂé \PEing fsaipd betvyera thediveting | ]ér‘mgm?ft 110 is

}‘\gt ted t2g W'kt hi 10%&5}9&&9@@@ Bidlrabit| o B phGAbinPRA IR ReRbatdsiiRe fusi ng 116.
xt, e kno
environment from the non-aseptic environment. The controiler shaft 110 is fitted

20  within the hollowed out cylindrical portion of the bushing 116. Next, the knob 108 is
engagingly fitted on one end of the shaft 110, and is fixed to the shaft 110 with a set
screw 124. The outer portion of the knob 108 also engages the first controlier gasket

112 in a sealing manner.
The shaft 110 and the cylindrical portion of the bushing 116 extend inside the
25  aseptic environment of the packaging machine 10. Along with the first controller
gasket 112, the second controller gasket 114 prevents external contaminants from
entering the internal aseptic environment. Specifically, the second controller gasket
114 is preferably a silicon O-Ring located between the internal diameter of the
holtowed out portion of the bushing 116 and the controller shaft 110 withio the
30  bushing 116. A portion of the second end of the controller shaft 110 extends beyond
an outer limit of the bushing 116 and is connected to the second clutch member 118
with a set screw. The second clutch member 118 has a pin 120 which is adapted to
engage the first clutch member 102 to tum the operator shaft 94. The controller




engagingly fitted on one end of the shaft 110, and is fixed to the shaft
110 with a set screw 124. The outer portion of the knob 108 al so engages
the first controller gasket 112 in a sealing manner. The' 3M?m'i‘i’0?0§ﬁd t he
cylindrical portion of the bushing 116 extend insi de the é}’?ﬁg t|c
envi r onmentyPdzdeéder Packagi ng nmachine 10. Along with t hePFTP ntroller
gasket 112, the second controller gasket 114 prevents external contam nants
from entering the internal aseptic envigonnment. Specifically, the second
controller gasket 114 is preferably a silicon 0-Ring |ocated ggtween t he

I nternal dianeter he Qio tRO4Hgh m@nteﬁechmmbmﬂﬁ' H5#M6 and t he
control | er sh&ff™ Rli’doévf %lkg&g‘gc bushi ng. 116 A orqta D, ﬁﬁ. second end
of the control()b&ﬁtoﬁi@a&mtciﬁb@pmtoemgt%@%wa” T T of e bushing
116 and is connectig to the.s @I%%@Mpa&@ngmﬂ@utwgcr ew. The
second clutch nmenb ‘T’fgmﬁras a p| n 120 V\/mch [ ada e L OmnadHHAY t he
first clutch Wtral?% hgerbbly 12 & Weovayia Fagngs 7-sHigropnt he control ler 13 .
Sept enber 2005 WO 02/088011 1! %Mﬁ%ﬁ%%@@m@mﬁﬁﬂﬂh&e renovabl y
connect ed o V& °AP? fanism and al | ows an gerat ordt rot ate the
oper at or  shaf tuhGin&f qug,g magv&y umemclnmd bfa firstavalli 2 R9 PRPOHEE BTRHY," Ch

cont ai ner 28 produced I cmsmmez&m avi ng

t he web trackﬂﬁ@%@%ﬁlﬁo‘l%? §-1|3§ @?&)Wﬁéﬂpﬁ |Dgf§%gﬁ%.%@r%e (f;(int alz (28 i's made
froma 5 web.qf ;RolwaRA kdl fazlamhamp@fﬂ&lcomhwlgso o fi{)‘%\ckagl ng

machi ne. The contalrner 28 has c 8455 AAY o FHIdr1ss cemtel 128, an
opposi ng seconh#mom(’fﬂ@(}'"m%}ﬁ?f %gegigl?gl%%G about a perl%r;ery of the

first and gecq) d\g%ﬂt%a}@ﬁrﬂzﬁ@n theBm&tyllaﬁgf ﬂladomabcr%aﬁs?c top of
the contai ner oses the fold ﬁ%‘f é) ‘%‘" @g PMRaebert 176 ofONt ai ner
28. The j oi nedlemlagumwﬁf:%@hwﬁwa ERE R385 credte 10 a fluid-tight
chamber wi t hi themfey ;L@ﬁmq;edfm@mgassaﬁblymWahqa@&dz%uer

P

herein, a qua |(fy armaceuti cal st ore AeacldtBhél- i ght _
chanber 126 ofofﬂidﬁ-stamﬂtlés mthQ@m‘W"qu %ﬁ%”%a} ack| ng assenbly

12, the peripher ?Q%ﬁa&%ggnmlﬁtjgmll 128 and the second wall 130 are
y a

| ocat ed subst afPPE acent one _anoth QRGHeh khpal seal
132. 15 Thg contai mcm%alﬁpa@saﬁ@?%%@ 'II‘K‘d{ wﬁtcrbrent 140 is

connected to the 34 biendsal ssag@ayﬂascoopaﬂtehwghﬁwﬁh%agemy
t hat cooper at €8™ Wl’teﬁ%%&?fﬂg%%a ght chgdnber 126 of the container 28.

tight chamber 126 of the cantamer 28.
As shown in Figore 8, a schematic is illustrated of the process for creating a

container 28 in an aseptic environment of a form-fill-seal packaging machine 10

inclndes providing a web

20  having a web centering apparatus 12. The overall process ¥
of material in the vawind section 14, and passing the material through a series of

subassemblies in the aseptic packaging machine 10 to form the finished container 12

that is filled with the pharmacentical, The various subassembilies of the packaging
machine 10 include the film sterilization section 16, film drying section 17, dancer

25 roller section 18, drive roller section, web centering section 12, forming section 24,

fin seal section 25, fitment attaching section 20, filling section 26, end sealing section

30, and delivery section. These subassemblies have been fully disclosed herein.

Prior to usage, the internal ascptic arca of the packaging machine rmust be
stexilized each day. This is accomplished with 2 hydrogen peroxide fog which is
30  passed throvgh the aseptic area of the packaging machine. Because of the

sterilization process, and the need to maintain an aseptic environment, the present

invention, including the sealed off arcas specifically for the moving parts is required.




As shown in Figure 8 a schematic is illustrated of the process for
creating a container 28 in an aseptic environnent of a formfill-seal
packagi ng machi ne 10 20. having a web centering appar at us 18Bepigrabes28pa| |
process includes providing a web of material in the unwind section 14, and
passi ng the ‘gﬁbﬁ&b@g through a series of subassenblies pérdidagnaseptic
packagi ng nachihe to formthe finished container 12 that is filled with
t he pharnmaceutical. The various subassenblies of the packaging nmachine 10
include the filmsterilization section 18 film drying section 17, dancer

25 roller section 18, drive roller sectjon, web centerin Ct 12,
form ng section 24, Comenilydlgs differentsipgs ,exbeet??ﬂﬁ{“eré??g?hclg%%ﬁs%ggﬁ%n 20,

filling sectiogyR8in GOseRRIbrkdE SALpdcRpngIBachBdG0aE|100 el yend @00 mbn. These
subassenbl i es have been fully disclosed herein.. Prij Ot% tﬁcﬁg‘ﬁ@gﬁt e_J1;§Le

i nternal asept iHowereratbpfracking asseieRix oF Hig PRRETH IYERURR S 5 T 1%ed each
day. This is ag&gﬂg}lsizgg%g_ with a hydrogen peroxide fog which is 30 passed
through the aseptic ared of the packagi ng nmachine. Because.of the :
sterilization proce¥8il thedpecifie & @Bmﬁﬁshﬁeﬁ?%ﬁ%“saﬁw‘gé%ﬁ#’?@ i ronnent, the
present inventjon, | i (f%ﬁ fsi iy SBetufg ficad ihy spidt  t he
novi ng parts ié’ﬁ‘%"&’ﬁ‘%ﬁﬁ %%ggélgtgte elrﬁgtgggsg\;a%eoz 08501f‘ PCIT. Us%g113389 15
Currently, threftdifetianndsicseeeof profeskenis enly Grmited bithe sooge g1 1¢  capabl e of
being filled in th J¢ formfill-seal packaging machine: 50m, 100
m, and 200 m .acwﬁg\%“ﬁégre@%'e tracki ng assenbly of the present invention
can be utilized for larger or snmaller size bags. 5 Wiile the specific
enbodi nents have been illustrated and descri bed, nunerous nodifications
conme to mnd without significantly departing fromthe spirit of the

i nvention, and the scope of protection, is only limted by the scope of the
acconpanyi ng C ainms. 13 Septenber 2005 WO 02/088011 PCT/ US02/133%9 16 |
Claim 1. An in-line web-centering apparatus for centering a web of

material ina 5 formfill-seal packaging nmachine, conprising: a support
menber fixed to the formfill-seal packagi ng machi ne; and,




a tracking assenbly nmounted to the support nenber, the tracking assenbly
havi ng an engagi ng nenber and a contact nenber connected to the engagi ng
menmber, the contact nenber being adapted to contact.the \ﬂé"tﬁecmfefﬁl%ﬁr%pgﬁl
wherein 10 the tracking assenbly pivots about the support nmenber, wherein
the tracking assenbly is positioned at an angle with r @SFASIYEFH} he
support ne Qro?’% wherein the angle of the tracking assenbly is nodified
when the tracking assenbly is pivoted ?l,%out t he support nenber, the

nodi fication of the angle of the tracki assenbly adjusting a flow path
of the web of material. 15 2. The webs ring apparatus of C aiml1,
wherein one of either the support ne the tracking assenbly has a
shaft menber df@l%ﬂg' ng therefrom and the other of either the support
menber or the tracking assenbly has an engaging receptacle for the shaft’
menber. 3.- The web-centering apparatus of Caim2, wherein the, f.haft

menber is 20 seated in A hE pEheaniReringagptats fa cemerinpaiesbal PANE Lhaf ¢
menber pivots withih the engaging receptacle, such pivoting providing
angul ar di spl afuemefill-scol parkaging nEeNAH GO ENDl y. 4. The web-centering
apparatus of Caim Sgu W&&L&rm@mg@@.ﬁmm&ckagigmm;m, t he packagi ng
machine in an intertdPPaseptic environnent of th I Ah A dedrlp asstmfieal

packagi ng machi ne, WMW@HYWWW% ”‘y I's nounted to the
support nenber i.n the asepti i Rheniber dohsectedtonb iehgagih@al packagi ng
machi ne. S. Th a%%eé’ﬁ?%nﬁ%\éfogg%\gra;c?ﬂg&of Gl ai m 4. wherein, aieagagenent
surface of eaCiheﬁtﬁ:eﬂ;Mcmﬁmcmbémga%te@ﬁ%c@@ﬁgb?gﬁ% 'S se’gfhed off from
t he aseptic environnment af t. ' eRmbirawkadgh ig telchgne. 30 6. The
web- cent eri¥g %ﬁF%P%W%IﬁlgﬁﬁsmL%u%gﬂgﬁ t he gﬁ ort member.  lie fixed to
the formfill -g@%b@@mmmmwwwtitﬁﬁéﬁqwg E?E‘Bfri’ envilv;tgglnr)rent of
t he packagi ng machi ne, wherein the; f.[ ackicogwassRdivdcking Ssspinblytiab unt ed
to the suppor@%@ﬁ@?@ﬁa%aésggﬁ%ﬁlg env??‘gnmant of flgh formfill-seal
packagi ng rracbiagﬁ,tﬂ,laS%ﬁgﬁﬁﬁﬁb@ﬁm%ﬂﬂﬁ%l@ﬂ@%ﬁﬁ“ﬁﬁf?‘%ﬁﬁﬁ 17 and
wherei n pivotal engagenent su%rfaceﬁsﬁbng{eﬁglen t he support menber and the
tracking assenbiipstnes foagathpt fier P m e aseptic envj ronnent ofethe
formfill-sgal packagi nphefRblibmeaing apparatus of Claim 1, wherein one of either

sopport member or the tracking assembly has a shaft member depending therefrom,

and the other of ejther the support member or the tracking assembly has an engaging

receptacle for the shaft member, |
3.-  The web-centering appaxatus of Claim 2, wherein the shaft member 15

20 seated in the engaging receptacle, and wherein the shaft member pivots within the

engaging receptacle, such pivoting providing angular displacement of the tracking
assembly.
4. The web-centering apparatus of Claim 3, wherein the support member

is fixed to the packaging machine in an interior aseptic environment of the form-fill-

seal packaging machine, and wherein the tracking assembly 15 mounted to the support

25
member in the aseptic enviropment of the form-fill-seal packaging machine.

5. The web-centering apparatus of Claim 4, wherein an engagement
surface of each of the shaft member and the receptacle is sealed off from the aseptic
environment of the form-fill-seal packaging machine.

30 6 The web-centering apparatus of Claim 1, wherein the support mexber

is fixed to the forrn-fill-seal packaging machine in an interior aseptic environment of

erein the tracking assembly is pivotally mounted to the

{he packaging machine, wh .
sea) packaging machine,

support member in the aseptic cnvironment of the form-fill-




7. The web-centering apparatus of Caim1l, further conprising an 5
al i gnnment nechani sm connected to the tracking assenbly, the alignnent
mechani sm conprising a first adjustnent nenber and a nati3neerieelaid005

adj ust mrent nenber, the mating second adjustnent nmenber fixed to the
tracki ng assenbl wherein the first and second adj ust mpptusRahes S
cooperate t OVPMBEM he tracking assenbly. 8. The web-centering apparatus of
Claim 7, wherein the alignment 1o mechanismfurther conprises an operator
shaft connected to the first adjustnent henber, the operator shaft

controlling the novenent of the first adgust ment rren%er. b9. é’rg%

web- cent eri ng appwheteinpiviial Ghgagewest seiRess etveethiee FUAPLE MEBPUHSTRERt  nenber
conprises a worm, eagssg,gﬁg%ts&ﬁ’edto@fﬂ%’dﬁz@ze%?,ﬁeénv&hﬁhént obxhé fdnndilseaiond

adj ust ment nenber c%rrprl ses a mating spur gear fixed to the Cracking

assenbly, and Iackegimgemachinhe spur gear is driven by the worm gear to

ef fectuate pivotal rotati f o doh@Gikt HOCIRESE Fathér edpdising ke support
menber. 10. The mbﬁtent%ﬁﬁ%%—cgﬁﬁgrg’rpa%s of Claim8, wherein thg sugport

menber s f§ xedighmert heckapismchinettedodbe tpgking grsagbirabe peEmicR St rior

aseptic environnent, .of _the.pac | ' HiBstinBf rchek tHeg
assenbly is pi FOPEPfE E?déﬁﬁegﬂg%@&ﬁgpiﬁ%gﬁgts%mgs in the aseptic

envi ronment of rati@gkaiond idikstmeanembmira fikedfiory trrgking Aescmblidicermhe fzt

al i gnment nmechanismis fixed to the tr | Lo aRekgont ai ned within
the aseptic en\?f’?B?Wﬁ‘ifi‘W“?h@e?WFﬁ?ﬁ%g@r&%%?%gi%\g machi ne, and
wherein pivotal engagenegiwedusfiaigsppestwediCliine, sdppirthe shERBER and t he

tracking assenbly are_sealed off fro ' ' g&}%,ﬁf t he
formfill-s#al I%E%ﬂ?ﬂ’é‘iﬁé’ewpw %e%o%@%]fﬁc%\;\ﬁg@cgetﬁ?ﬁéfﬁg app%r atus of
C aim 10, furt h@e&n&gﬁwdpsianﬁs}aﬁcﬁﬂWﬁngltﬂneemmmme;ﬁret@diﬁé‘me@anW-he

al i gnnent nechani sm_the controll er engaaqi 1 s tmdnp al | ow
an operator to rotaPe thEeoHErCEIGPESR ?ﬂs%%wﬁﬁbﬁﬁfﬁn g appar at us

of Claimil, Whehrgind: thEmEaH Witk 6B EBRTected anprdpsmir shafthakitthesernd rol | er, the

shaft being secured to the engagi ng nenber, a t I ei-ng
capabl e of r ot ZdiupRReabBePber RUIRECHAMANES .Sp“fﬁ%ar\rﬁﬁq %’gﬂr]] LEar%lkjr’l]]g a%sg%g]?h%"gs of

Aaiml, fufsdheeroieisnirasard divéSty the @binRgdar rafioemate prtolal metonof Bont act
menber, the first contact nmenber connected to the engagi ng nenber adjacent
a first end of @Wéhﬁﬂg\’%@%@?@%’?ﬁmgﬁe second 13 Septenber 2005 WO
02/ 088011 PCTI USQ2| 383897 Helveb-centering apparatus of Claim 8, wherein the support member

is fixed to the form-fill-seal packaging machine in an interior aseptic environment of
the packaging machine, wherein the tracking assembly is pivotally mounted io the
20 support member in the aseptic environment of the form-fill-seal packaging machine,
wherein the alignment mechanisim is fixed to the tracking assembly and contained
~ within the aseptic environmest of the form-fill-seal packaging machine, and wherein
pivotal engagement surfaces between the support member and the tracking assembly
ate sealed off from the aseptic environment of the form-fill-seal packaging machine.
25 11.  The web-centering apparatus of Claim 10, further comprising a
controller removably connected to the alignment mechanism, the controller engaging
the operator shaft to allow an operator {0 rotate tixe operator shaft.
12.  The web-centering apparatus of Claim 1, wherein the contact member
comprises a shaft and a roller, the shaft being secured to the engaging member, and

30  the roller being capable of rotating about the shaft.
13.  The web-ceptering apparatus of Claim 1, further comprising a first
contact member and a second contact member, the first contact member connected (o

the cngaging member adjacent a first end of the engaging member, and Gie sccond




contact nenber connected to the engagi ng nenber adjacent a second end of

the engagi ng nenber, wherein the first and second contact nenbers

simul taneously pivot about the support menber when the t1|3a$§ﬂtf?fgb%"&"§8ﬁbl y

is pi voted 14. An apparatus for tracking a web of material in an internat

aseptic e{g%o{,&gﬂe inaformfill-seal packaging mach¢HE2@8/Drising: a

support nenb acki ng assenbly, and an alignnent nechanism the

tracki ng assenbly having a contact marrbez1 dependi ng from an engagi ng,

menber, and the contact nenber being ad %t ed to contact the web of

mat er i aI wherein the _support .nme QW@doﬁmcan angle to

the tracki ng a@@ﬁﬁl@ﬂm%@”é‘? ﬂ)&bﬁ‘ga gelitnﬁé%q{aﬁeggsupport merg)’ or the

tracking assenty, anﬁerrvﬂhemhaaﬁmmdmnﬁbmmﬁé@ﬁ@WFﬁﬁmf K&r®7om and the

ot her of e|ther e support nenber ahly has a mating’

recept acl e, th@ltqtﬁbqﬂtﬂlﬁtsﬂﬂoﬁﬁﬂﬂ%ﬁﬂ&e hlgkum at | n i\?\?ﬁﬁ and rotating

within the receptaclg, aggaﬂﬁmlfd}uhﬂeng?dwgmfamtcmbmmam@ﬁ?lla?f’t%nnect ed toQ

t he tracking assenbly to control the angl e gm I.D?I.‘ 1942 bet ween t he support

menber 1s ard tdweironremkiorfons Sk BAC 8 REL tracki ng appar at us of

Clai m14, wherein the, enfief, @ trhdkihg a%ﬂibmﬁdmtahgmﬂ@bmﬁihﬁ%%tﬁe pi vot

shaft depend| ng fromthe engaging rrenber rSM and
et e ey

wherein the pi weickinpassembly having 2epniasf TN receptacle of the

support member. m\agl?etffogmﬂ}ﬁ"}ﬁjﬁgbdf% :moamﬁtﬁkmbofmmmmm%er ein the

pi vot shaft is tothe sup mher 6kah ner 17.
The web tracki r@pﬁppabmbussmﬁt%aﬂmglat\%ﬁé‘% lgelﬁao gX\_ésL l9t engagi ng

surfaces between t &@%ﬁa@@@gmmhm&emm nmbq romthe
i nternal as&ht |‘?Peé’2v’i‘lf%ﬁ%t§@m%t he%r

formfill-seal cka hine with a
first 25 gasketd@esxtdemltmgfrdm,tam&ﬁoﬁhﬁéfé Bﬁbpﬂ?étr%"p gﬁe{\ﬁaeﬁggpport

menber to seal a f|r r kb tingamt«h
appar at us of G%fF‘?WbH qﬁ‘ %’G‘% ﬁ&ﬁ&iﬁﬂ;ﬁn er maha

rrsing a second gasket, etween
the support nenfeking mﬂth&mmmpmtleaseahﬂalnéw ﬂ%?“‘t*‘ﬂ &Eﬂge Bele.
19. The web track| n% E)Ear gtlus of ,roeﬁﬁl{g{&hﬁbeﬁhﬂsvﬁhﬂhﬂm ng

apparatus furth WE T3 MAST NS ace between the pivot shaft and
the recept 3¢l epatifihay |a§§m51yrface seal ed off fromthe aseptic
environment wth gasket S. Thew gapp%anﬁ%’éla%%%e%@éﬁmmmm“

ding from the engaging member of the

-l

member further comprises a pivot shaft depen

tracking mechanism, and wherein the pivot shaft is seated in an openiug of the

receptacle of the support member. '
20 16.  The web tracking apparatus of Claim 15, wherein the pivot shaft is

vertically fixed to the support member with a retainer.
17.  The web tracking apparats of Claim 15, wherein 2 portion of the

engaging surfaces between the pivot shaft and the receptacle are sealed off from the

internal aseptic environment of the form- fill-seal packaging machine with 2 first

25  gasket extending between the engaging member and the support member t0 seal a

first end of the receptacle.
18.  The web tracking apparatus of Claim 17, further comprising a second

gasket member between the support membex and a cover 1o seal a second end of the

receptacle. -
30 19.  The web tracking apparatus of Claim 135, wherein the web tracking

apparatus forther comprises 2 bearing surface between the pivot shaft and the

receptacle, the bearing surface sealed off from the aseptic environment with gaskets.




bottom of the tHERORiGeBrIADESORM the gRgaging Weohel

|

PCT/ USC2113389 19 20. The web tracking apparatus of C aim 14, further
conprising a first gear nenber, a second gear nenber mating with the first
gear menber, and an operating shaft, wherein the first geapenenber2008
connected to the operator shaft and is manipulated by rotation of the
operator shaft, and wherein the second gear nmenber 5 is ggfigehs@s to the
tracki ng ass¥REMPFPHACD i s nanipul ated by the first gear nenber, the

mani pul ati on of the second gear nenber causing rotation of the tracking
assenbly. 21. The web tracking apparatusl®f Caim20, wherein the first

gear nmenber is a wormgear, and_wherein the.seco ear [@%’e’%’ﬁ‘ls a
partial spur gear, 20 menveauwa@qg@pwafaﬁofﬁﬂ&%i@gm%g’fP " The web
tracki ng apparatus. of ' Fabthibed @fatisORTRt thé fiftggaar meinbagy andgmppor t
dependi ng fromgfﬁémé'ﬁbﬁgag%%}l&r;éﬂan{)er, the support nenber securing the roller
menber to the epeagigshafivertiorsin thofrst grat peRber GO 19 8HPRE
formfill-seal ,packagin | leRfbr shhi, A3 whteR thakecastgets oembeea f or
formng, filli Hgm%%"g% }im%gaggy ag, “t erfracki ng mechani sm 'Er vided in the
aseptic area upsédneaiedab tha thdingpsscarblyeantl isynapipul bb’éﬁ’%ﬁﬂe?r- FAl"packagi ng
machi ne, the trackin chani hShRPeanding foritich bfmBaadkeng rot atedl y
connected to a%ﬁﬂi‘%ﬁﬁg@??&bvﬁér%ﬁﬁé%necagf éeither t he support nenber or
t he tracki ng negdegmblyhas a first rotating nenber and the 20 other of either
t he support menber Qr t tracking fAgmD0Rhdrad egmaptacl e, the
tracki ng nenber bei b ab ‘?%%af}?lgﬁagsa ou? a specified angle of rotation
With respect tpmnitaisswpakkarmdivbereinitidserond gear mendeiisp PEEZSPEAr ea of the
formfill-seal _packagi machi ne, and wherein the mati ng area between the
first rotatlg ‘\‘?E‘r?dé?“f;glfaitﬁgd‘ﬁéti ng receptacle is sealed off fromthe
aseptic area of theas or npie db-tadiakg parpaciidguing dnfcherremppang aAfles r acki ng
nmechani smof Caim23, wherein the first rotati, mg%%@%w%wg&u@{ om a
|§%) nmenber engagi ng the
mating recept aghLapet A8hd dndding @émder.ng mMenber having a retainer secured
thereto to prevent the first rotatin er from di hfe hid the
mati ng 30 receptacl € and lpHENEPE W%ﬁ%ﬁ‘&'@?&%&’%’%@%g’%&pab|v2_jgof
rotating w i n,the NatiRg areh &F ERinie] Mlin@Md sddtieg b bag Kietgckisg maeadiPofl O ai m

24, further conprisin first sealer
' rgl?ovided ix(i:] the aseptic area upstream of a former assembly of the form-fill-seal

packaging machine, the fracking mechanism comprising:
a tracking member rotatedly connected to a support member, wherein one of
either the support member or the tracking member has a first rotating member and the
20  other of either the support member or the tracking member has a mating receptacle,
the tracking member being able to rotate about a specified angle of rotation with
respect to the support member within the internal aseptic area of the form-fill-seal
packaging machine, and wherein the mating area between the first rotating member
and the mating receptacle is sealed off from the aseptic area of the form-fill-seal
25  packaging machine.

24,  The tracking mechanism of Claim 23, wherein the first rotating
member depends from a bottom of the tracking member, the first rotating membet
engaging the mating receptacle, the first rotating member having a retainer secured
thereto to prevent the first rotating member from disengaging from the mating

30  receptacle, and the first rotating member being capable of rotating within the mating
receptacle.

25.  'The tracking mechanism of Claim 24, further comprising a first sealer
petween the iracking mechanism and the support meinber, the first sealer closing off




bet ween the tracki ng nmechani smand the support nenber, the first sealer
closing off 13 Septenber 2005 WO 02/ 088011 PC /US02/ 13389 20 the aseptic
environment of the formfill-seat packagi ng machi ne. fr om’® $epteynbas 200§

the mating receptacle. 26.. The tracking nmechani sm of C aim 24, further
conprising a second sealer adjacent a second end of thePGEB$EPcept acl e,
the second ¥ osing off 5 the aseptic environment of the
formfill-seal packaging machine fromthg second end of the nmating
receptacle. 27. The tracking nechani smof” Caim25, wherein sealing off the
first end of the mating receptacle ctea etbmartest ecaéplar ate from
and within theﬁagsgﬁbemgwwt&m‘ﬁmmbélﬁ?%ﬁeﬁf% m-sﬁ%ﬂ packagi ng machi ne. 10

28. The tracki %{n | 1f Claim 23, further conprising an alignnent
mechani sm havi % a P?%ﬁm

al i gnnent _nenbe | Rkecgopdber fi xed
at one point to th%-tra’ﬂﬁi@%ﬂ%ﬂﬁémﬂﬁa{%ﬁ%%ﬁ%&n&t@%@ﬂ%g??rst al j gnment
menber at anot %%%‘E&Eaﬁm &l GRERO Safisy receptriciouthe sicpRy SERE Gfl??‘égtofgl i gnnent,
e

menber, the ali chani sm bei ng_cont ai ned w 1 ki1 g-hanasepideadar ea of
the formfils -slmadscm'm@h'eigtimrgntofﬂmrfﬁ%’?‘]ﬁ"é‘? %z}?ga%“?%%%‘{ﬂédénrrent nmechani sm

further being r rﬁov%glnég%w d to and sealed froma controller |ocated
outsi de the asé'gf C0%ar the formfil @ﬁgﬁggﬁg@aﬂ%ﬁﬁhﬂ%mgﬁﬂ%ﬁzg' A
packagi ng machi ne hawi nglertacking padpige 8 da, € packagi ng machine
having a former that forns s Qb AediBhared sepmae fioml and avithin thesseRat fills
the 20 bags wiof Frenalnp Y a%ce, and a sealer that seals the bags to encl ose
the substance Wbidnmchhef thefgen-filse pakaghem P ifer il er and seal er bei ng
| ocated within the ipternal Ii Gy 8RCR{m b Gmpee kaoprsipgrm chHgnmert t he
packagi ng nithi ne fag't_hefﬁec'ﬁ??ﬁpirggy nga?@% t racki ng mechani S"g%r%@&%nén t he

i nt er nal ~ asept ifgachifan RiviigdrefivatpanhgenbrchicrRd g PRESETAY ey Upst r eam of
the former, the tracki ng nechanism th B2 firg Aligeennebmbdr afratoder al  and
pi voting withi m@‘&%m%@%&ra&dwﬁ%gﬁ{mkagi ng machi‘ﬂe the tracking
mechani sm bei nq,ogﬁ,%ﬁgtn%éniﬁrﬁmﬁﬁﬁit‘mgmﬁméh%“ wember M PEREERL ) st he
pivoting of the tracking nmechani.sm. wherain therple\eii-Alsel pidkegitg acki ng
nmechani sm al t#@hﬁhﬁhﬁgpéwgﬁ?%%%éﬁt\gen ‘the ®tracki n chﬁgi sm and
the web of gRE epifineCRALRS aHphRewaisctahismetogics beingrrmov ARy SCHE 199 frer .

sealed from a controller located outside the aseptic area of the form-fill-seal

packaging machine. '
29, A packaging machine baving an internal aseptic area, the packaging
a former that forms bags from a web of material, a filler that fills the

machine having N
stance within

20 bags with a substance, and a sealer that scals the bags to enclose the snb

the bags, each of the former, filler and sealer being located within the internal aseptic

area of the packaging machine, the packaging machine further comprising:

a tracking mechanism located in the internal aseptic area of the packaging
the tracking mechanism contacting
machine, the

machine and immediately upstream of the former,
25 the web of material and pivoting within the aseptic area of the packaging

tracking mechanism being copnected to an external control unit that controls the

pivoting of the tracking mechanisro, wherein the pivoting of the tracking mechanism

“alters an an gle of contact between the tracking mechanism and the web of matenal to

center the web of material entering the former. |
30 30.  The packaging machine of Claim 29, wherein the tracking mechanism

pivots snbstantially about a centerline of the packaging machine, the centerline

approXimating a centerline of the web of matexial being fed jnto the former.




30 30. The packagi ng machine of Caim 29, wherein the tracking nechanism

pi vots substantially about a centerline of the packaging machi ne, the
centerline approximating a centerline of the web of mat eidiSaptesabes@0psd
into the fornmer. 13 Septenber 2005 WO 02/D 411 PCTI1JSD2113389 21 31. A
contai ner for holding a pharmaceutical, conprising; a wepc@isop@isyeric film
formed in a‘ﬁﬁ@?(%‘?lhg machi ne and having a cavity enclosed by a first

wal | , an opposing second wall, and seals about a periphery of the first

and second wal |'s, at least one of the sedl s joining an interior portion of
the 5 opposing first and second wal I s and creat g llé],d ti ght chamber
within the cavity osi, th&ecanmeafonb?mm%@%ﬁnﬁwauﬁﬂ HERE 50t t he

phar maceutical is store P il @rhddih € hgmﬁdmmtmadhavumm@ of
polymeric film bei nﬁ 8?%&%‘“3‘“. nt o ngorrrgr o? tsgﬁ @’8%&%&& ?ﬁﬁé’ll ne with
a tracking asseﬁ&b&dbﬁaﬁbewﬂhakwﬁy gliy

container in the packagi,ng.nma & }ﬁ,ﬁggma,aaﬁmpb;ﬁomoﬁbcl sing a
tracki ng 10 ma#ﬁ%r"m‘f %%gﬁsﬂg%et(ggﬁt%ﬂaﬁsupport t he %&ckl ng
menber being a%ﬁogl:@ﬁr&t@ﬁ(ﬁieemﬂbaﬂs argl cptieg 1 faid-tighig g 5

respect to the Support h§l AGKIRGRA mrsdmgmﬂmmmggmhe web
of material andh&cSSRBPS: Y rTSFfﬁmé’rg“gﬂl %ft'%f contact between,the. tracking

mechani sm and tcﬁﬁng@m]g)@cﬁm‘pe cﬁlmt@mmdgﬁctmt"\ﬁetW" ¢ %t er i ng

the former such that periphera f h&lineidr Heeant el | s 15
that forms oneﬂé?FmPﬁEmEégP asﬁeﬁ' cotrli’t‘(g |ér%%$ %re IDocat ed subsiantially

adj acent one  apRL&n thdPackhfity Bedkin] the tracking@ssemily FPmPANNG H énprising a

fitment connected to the container, th Ri¥h RfmBeritem ameway t hat
cooper at es Wi t mambher foratgdly. qonppagted 104 me[*l e§ he t(T':%nt gl ner - g A

process for Ce%ﬁ{eaﬂauagmﬂae@ﬁngl%fe@mmnmmwas@m FupPETh FeRBe nﬁ‘ﬁt of a
formfill-seal packagi ng machi ne, eyiding a web
of material; provkidg WW’EP?H‘?‘PPS &gg% %ﬁa%gl ndg&&ng&ﬁn%;n an?ke packagl ng
machi ne havi ng g, Seake0k @S SRlidie ndeaismvud tiri webaf foterilng captes diegy

| ocated withinThe seal ed asept e are mcqumlg\e
provi di ng a t r aedéreyenteringibn oy sugp ﬁ""’( g Icg%‘gaseptlc area of the

packagi ng 15  that forms one of the seals of the container are located substantially adjacent one

another.
32.  The container of Claim 31, further comprising 4 fitment connected to

the container, the fitraent having a passachay that cooperates with the fluid-tight

chamber of the container. ’
20 33. A process for centering a web of material in an aseptic environment of
a form-fill-seal packaging machine, comprising the steps of:
providing a web of material;
providing a form-fill-seal packaging machine, the packaging machine having a

sealed aseptic area, wherein a forming assembly is located within the sealed aseptic

26 area of the packaging machine; .
providing a tracking assembly within the sealed aseptic area of the packaging
machine, the tracking aSscmbly having an engaging member and a support mernber,
the support member being mounted to the packaging machine, wherein the engaging
member is positioned at an angle with respect to the support member and pivols about
30  the snpport member; and,
pivoting the tracking assembly about the support member, the pivoting of the

tracking assembly modifying the angle of the tracking assembly to adjust a flow path

of the web of material.



machi ne, the tracking assenbly having an engagi ng nenber and a support
menber, the support nenber being nounted to the packagi ng nmachi ne, wherein
the engaging menmber is positioned at an angle with respégtsqpéefﬂlP@z@Qﬁport
menber and pivots about 30 the support nenber; and, pivoti nvg(z{the trackj ng
assenbl y aQﬁ 8@@ ,support menber, the pivoting of the PCRESEIFPassenbly
nodi fyi ng the angle of the tracking assenbly to adjust a flow path of the
Wb of material. 13 Septenber 2005 WO 02 (c) 88011 PCTJU SQ2/133S 22 34. The

process for centering the web of materi of daim33, further conprising
the step of. locating the trackin %gg)%, AdhAGRNT diie Bofurhelg assenbl y,
and having the wedf-of PEWC‘F%F ave% romthe tracking assenbly into

the form ng awﬁ@mg)s@@f The process for centering the web of materi al
her '

of O aim 33, conprisin e @A hadih@meent
nmechani sm conpri si W@atﬁigﬁl?ﬁr‘?ﬁhﬁ%l%ﬁ%“?mﬁ%ﬁ{;mg&r%ﬁé fo g\ﬁsghrrgtl n sfe%ond

adj ust ment rTermFBfmgﬂﬁﬂmwémmmen&masmmmémwsw I¥fi xed to the

tracki ng assenb first adjust 10ich Rdaphed to be 1D
control I ed sext er na13$y bBEBe RFCETEPTLEYTTING, edwebn%%rﬁﬁg{tﬁ%?g}st adj ust nent

menber to coogg&@ggﬁnﬁg BRpEpuUl at e the second adj ust ment nenber, the
mani pul ati on prvoti }s1e t racki ng ssenbl 30, g@nt ering
ﬁh&‘% %%}Tp 3&&% _@ﬁﬂ]@ﬁ%ﬂgﬂ? 15

the web of materi apromdu@aa e step of

provi di ng an o%]eatﬁg% J1 Jstxf Bﬂ&ﬁﬁ&dhéﬁaﬁdgescéoxﬂsﬂ]um begber, t he
operat or shaf £ "¢on roI e nmovenent of. the fir st %@g@@{ommer. 37.
The process oﬁxe@wtth@kz@nghﬁﬁm@ﬁﬂ@f‘ﬂmﬁpﬁfmﬁ“?f al M her

Conpri sing the 'oﬁ&al@r gantrol ler renmovably connected to the
al i gnnent Wec ‘ﬂfﬁ%‘ig’%‘ﬁmm@gﬁ tr

ol l er engagi n% t he ag %hﬁ‘ ft to
al | ow an operator trovingtlwtfiest adjsstopy member © KAPREPUECY FRRFHET at i on of t he
controller. adjustment mexmber, the manipuation pivoting the tracking assembly.

36, The process of centering the web of material of Claim 35, further

comprising the step of:

15 providing an operator shaft connected to the first adjustment member, the

operator shaft controlling the movement of the first adjustment member.
37.  The process of ceptering the web of material of Claim 36, further
comprising the step of:

providing a coniroller removably connected to the alignment mechanisin, the

20  controller engaging the operator shaft to allow an operator to rotatc the operator shaft

by manipulation of the controller.



