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devina+flex® OS™ TOPICAL SKIN ADHESIVE (High
Viscosily, 2-Octyl Cyanoacyylate)

BEFORE USING THIS PRODUCT, READ THE FOLLOWWING INFORMATION
THOROUGHLY

DESCRIPTION
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the adhesive during applicalion due to migralion of the liquid adtischve from
he wound stte.

WENCATIONS

derma«+flex® GST™ la Intended for topleal epplication oy to hold closed
easlly appronimated s edges of wounds from SurglcalIncisions, chuding

Inctslona from minimally invastve surgery, and simpie, thoroughly dlaansed,

to demonstrate microblal bartler properties, cerma+flax® O5'™ should be
applled bry tralned medical or nursing staff.

CONTRAINDICATIONS
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inicrobtal or fungal infeclions, or gangrene.

* derma+flax® 0S™ s nol tn be wsed on patisnts with preopemtive systemic

Infechons, uncontrolisd dlabetes or othar dseases or umdllvons Ihal are
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squipmen that are or thal cannol be reedily deaned with &
salvent such &3 acetone should be avolded
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effoctive In preventing inadvertant flow of adhesive Into the eye. derma+ Nex®
GS™ will not adhers Lo skin pre-costed with petroleum Jally,
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areas of [ncreased skin tension, such as kiuckles, elbows, or knees, unless
Ihe Juint will be Immobifized during ihe skin heafing peried or urless skin
tsnsion besn removed by application of another wound Closure device
(e g., sutures, skin staples, or adhastve wound clasure strips) prior fo
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» derma+flex® QS™ treated wounds should be monilored for signa of
Infection, Wounds with signs of infaclion, such &9 erythema, oetema, wannll,
pain end pua, shoukd be evatuated and treated acsording Lo standard practice
for Infection,
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debrided and dosed with
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debridernen.

adequats cleansing and

= Multiple ume of the device in differert patients Increases the possibilty of
trarmater of infectious agents.

= Excessive proesure of the applicator bp agalnst woutid edges or surrounding

skin can force the wound edges aparl and allow adhesive intp the wound.
Auohesive within the wound coukd deiay wound healing and/or result In adverse

surmundlnn skln can resull in forcing the wound edges apart and allowing
x® 0S™ Inio lhe wound. derma+fex® QS™ within the waund

cosmetl Therefore, derma +flex® OS'™ should be applied with a
very Iluhl bmlhlng motion of the applicalor 1ip over easlly
wound

© derma-+flex® OS™ potymerises Ihmuuh an exothermic reaclion In which
@ small amount of heat Is released Wi B proper application {echnique of
derma+flex® QS™ any potential aau-allun of heal or pain expenenced by
the pallenl ks minimised,

could delay wound healing end/or rasult In adverse cosmetic outcome.

NOTE: Full appasition strength Ls expecied to be achieved within minutes atter
the adhesive ta applled. Full polymerisation Is expected when the derma+tlex®
057 [ayer Is no longer sticl

« derma+flex® 0S™ Is packaged for slnala palle use. Discard

opaned material after each wound closura procedurs .

= Do ot resametlbe deree » fe® Q5T
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0S™, after fta final

to t (as In or redialion (such 8s

or sleciron beam), Iu known to Increase Ha viscosity and may render

ma nmduel unusable.

= Polenllal syslemic laxicity of lhls product Is unknown.

PRECAUTIONS
= Do not apply llmlld ur mmmem modlcsﬂmh or other substances to Iﬂe
wound aRer +flex® QS™, as thase substances ca
weaken the Mnulaod ﬂlm and allow for wound delriscence derma«ﬂu!‘
GS™ permeabliity by foplcal medications has not been studied.
B ﬂﬂl’lni+"e')(' 0QS™ permeabifty by fiulds Is not known and has nol been
died.

- darmaﬂlvx‘ as™, as a Ilquld Is syrup ~Ilka In vbonsny To prevent

fow of liquid reas the patient
should be pesitioned so ﬂml Imrlslll flnw Wﬂlld be -way me unwanted
areas

 Hold applicator upward and away from yoursel and the palient and squeeze

the contents of the tube from the botiom of the tube towarda the appiicator,

« derma-+flax® as™ id be used within 60 minutes afer applying the

nwllmmr and plan:lng 1he alumirum tube membrane becauss ihe adhesive

tha dovico unusable.

- n unlnl:ndud hnnd!nq of Intacl mhin occurs, peel, but do nol pull the skin
. Petroleum jelly or acetone ma: loosen Ihe bond. Other agents

mch as water, saline, Betadine® HIBICLENS®

gluconale), or soap, are nol expecied to Immedialely loosen the bond.

o
blood clotling disorders, personal or tamlly hislary ol kalold formatlon or
or burst stellate have not been studied
« Safwty and effectiveness al denrm-+lle® OS™ on Ihe foflawing wounds has

nol besn ttudlad animat or hmnan bites: puncture or stab wounds.

on wounds Lhal have Irealed with
dc'ma+ﬂm‘ OS"‘ nnd 1hen expoaad lor prolonged perlods 1o dirced sunlight
or tanning lamps have not been studied
= Safety and effeciiveness of derma+flex™ OS™ an wounds in vermilion
surfaces has not been studied.

Clinical use of cy Y e toplcal skin has
that the follawing adverse svents may occur: wound dehiseence; Infection;
acute Inflammation Including erythema and oedama; bonding to unimiended
fissues such as the eye; thermml dieromfor] during polymerisation; allergic
veaction; nndlumlg body reaction Reaclions may occur In patients who are
hypersensitive tu cyanoacrylate or See CONT

CLINICAL STUDIES

opical skin of ic 2-octyl

been by “clinical slud!es in
umparison to sulures, smplus nm-mvu smns and olher cyannacrylate-
based ftopical skin adhes| icislons  and wauma-induced

lacerations. These Imtmclions 1or Lbe hm bean generaled based on the
renuiin of tiess svardibie pubtshod sl

DIRECTIONS FOR USE
I Thu muhroﬂ nt Innlma sits must ba clean and dry before applying adhesive
g edges are easlly approximaled
2. Sﬂx!w lhc Mp"mlnr Tip onlo the Ihreaded tube in a clockwiss direction
until the applicator is tight and sealed on the tubs. Tha applicator will punciure
the foil membrane on the tube once seated and adheshve will be allowed
fherw.

3 whue holding Lhe tube upright and away trom the patiestt, genlly squeeze
ibe from tha bottom, mvvlng the adhesive upward umll H becomes visible

I.hmugh the applicator device.

4 Whllu upr.l'vximaum lkln wm apply adhasive in the wound sils by

entty and In & back and forth

mmlon whlle spreading we! wouod she,

5. Conlinue to hold the wound edges in approximation unt) the adhesive

becomes tncky, typicalty wilhin 80-90 secnnds. A smaath and even coat of

adhesive ts desimble

Once edhesive has completaly polymerised (non-tacky) you may cover

siie with B secondary bandags. if o sacondary bandage Is used, DONOanIy

to Lhe edhesive erea until It is compleiely tack free. Applying whils tacky may

result In nahsslvu removal when mmoving sacondary handage and possibly

dehisce! the wound slte.

B Dlscam sdheuve device according to normat proioeol aflsr use.

ADDITIONAL INFORMATION
NOTE: derma+flex® GS™ pol Lhrough an exothermic reaction,
lha":?nh devima-+-fler® QS™™ Is apphied gn that large droplets are allowed o

NOTE: Excessive nmsauru of Lha applicator 1ip agalnsi the wound odnes or

NOTE: Do nat apply liquid or olntmenl medications onlo wounds ctosed with
S™ hecauss these subslances can weaken the potymerised

ﬁlm Iaadlnu to wound dehlscenca.

MOTE! Protectien dry dressings such as fre may b applios oaly

darma-fiow® 057 film |8 eompiately salit/polymmrised: nol tecky 1 the

fouch (soprowmately five milnutss altar applicalion). Allew fho adhasr. o

, isndage, adhesive
ymartrstion, the dresshng can
adfeerm 1o the im, Th fim can be disnpied from fHe skin when the domssing
s removed, and wound dehiscence ean occur.

NOTE: Patients should bs Inslructed not lo pick al lhe polymerised film of
derma+flex® QS™. Picking Al the film can disrupt its adheslon to the skin
and cause dehiscence of the walind, Picking at the film can be discouraged
by i gt lying Heessing,
NOTE: Apply & dry prolective drassing for chiidren or ather patlents who may
not be able to follow Instrucilons for proper wound care.
NOTE: Palients should be Instructed thal until tha polymerised film of
dennai»ﬂnx’ QS™ has sloughed naturally (usually in 5 v 10 days), there
should be onty transianl wetting of the trealmenl site. Pallents may shower
and balhe |hB sie oen“y The sl should not be scrubbed, soal or expased
wetness until after tha flim has sioughed naturalty and lhe wound
has hﬁled closed. Patlents should be instructed not to go swimming during

NO]’E H rzmmml of dermm-rlen' QS™ s necessary for any reason, carefully
apply petroleum Jelly or acatone lo the derma-+flex® @S film to help loosen
the bond. Peel olf lhe Him, do not pull the skin epart.

HOW SUPPLIED

derma+(lex® OS™ s supplied slerlle, In a pra—!llled single-use aluminlum
tube and applicator. The applicater tube conlaina the liquid adhesive The
applicator 1ube and the applicator lip are nackzped In a righd PETG blister
with Tyvek™ Itd to malntsin 1he davice sterllity urlil opened or damaged
derma-+flex® Q5™ Is bs avallable In boxes of 10 devices.

STORAGE — Recommended storage conditions: below 30°C away Irom direct
heal. Do not uss afier axpiry dale.

STERILITY — derma+flex® QS™ Is originally sterillsed by dry heat and
ethylene oxide gas, Do nol resterliise. Do nol use if package Is opened or

damaged. Discard any unusad malerial following complelion of medical
procedure.

STERILE SINGLE USE ONLY

REPOATING — Healihcare Professional should use the following number 4| -
BA44-633-4583, when reparting adverse raactions or potentially threatening
complications mnvolving derma-+flex™ QS™,

CAUTION — This product Is meant for external dermal application only and
should not contact the eyes, This producl should nol be Ingested. applled
Internally, or Injected Intravascularty.

Manufactured by CHEMENCE MEDICAL, INC
Betadine® Trademark of Purdue Fredericks, HIBICLENS® Registered

Trademark of M&inlycke Health Care Group of Companles, Tyvek® Regisiered
Trademark of DuPont.
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