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Mpoooxn: H\eKTpOVIKEG H oUptyya Siabétel amooteipwpévn 6iodo yia To uypd
Karaokevaotic: OBeite TIc 0Bnyieq obnyiec xprion: 1 orioia €ival AMOCTEIPWUEVN HE GONTTTN ENeCepyacia.
AQLANE Medical BY ¥prong www.urolon.com/ifu To eEwTEPIKO TNG GUPIYYaC SEV EVal AMOCTEIPWHEVO

Sprendlingenstraat 50
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OMavdia Mnv xpnotporolite Opla

431307602610 av n ouokevaoia Na pnv Beppokpaoiag Ap. Huepopnvia
www.aglanemedical.com elval kaTeoTpappévn  enavaypnolpomoteital - anodrikeuong Avag. naptidag Meénc
MEPIFPAOH

To Urolon™ gival éva pn mupetoyovo, €€ ohokAfpou BIoamoppo@WHEVO, N LOVILO EUQUTEULA, TOU OMOIOU TO KUPIO GUCTATIKO €ival
Hikpoogalpidia and cuvBeTikr mohukampohaktovn (PCL) mou alwpolvTal o€ Qopéa yeAne amd puBUIOTIKG Sidhupa wopopikwy (PBS),
YAukepivn kar kapBo€upeBulokuttapivn (CMC). To PCL aroteei éva eupéwg ywoto €€ ohokAipou BIoanoppo@ouevo HaAakd (ATPIKO
nohupepéc. To PCL xpnoiuomoleital o€ MOMAnA£C eUMOPIKES EQaPLOYEC BIoamoppOPWHEVWY TPOioVTwY Mo gépouv oruavon CE kat eivat
EyKekpIpéva amo tov Opyaviopd Tpogiuwy kat apudkwy (FDA) yia moMég SexaeTieg SieBuwg kat €xel embeifel AploTo Mpogil aopatelas.

TPOMOZ APAZHZ

To Urolon™ evietal kdtw amo tov Bhewoydvo petagy Tou auxéva g oupodoyou kUoTnG kat g ouprBpac. H éyxuon tou Urolon™
Snuoupyel avénuévn 1oTikA pala kar auénon Tou pahakou 1Tou TG ouprBpac. O opéac YéANG kpatd ot aiwpnia Ta owpatidia and PCL
Kat EMTPEMEL TN Xopriynon pHéow Twv PeAdvwy TN €yxuonc kat SlaxéeTat in vivo, evid Ta owpatidia PCL mapapévouy ota onpeia éyxuong Kat
TIapéxouy T SIOYKWON TG 10TIKAG HAGLAG yia Tnv avénon TG avToxiig TG ouprBpag oe Siappor) oUpwv.

ENAEIZEIZ XPHIHZ
To Urolon™ evdeikvutal yia avgnon Twv paakmv popiwv ot Beparteia TG akpdTelag oUpwy HETA and mpoaridbela (SUI) o evihikeg
YUVCIKEG,

ANTENAEIZEIZ

 Ye aoBeveiC P ONPAVTIKO I0TOPIKG OUPONOIWEEWY TIOU « Ye aoBeveic pe uPnhol BaBol MPGMTWON Twv opYavWY
TIAPAPEVOLV. NG MUéNOU.

« SeaoBevelc pe Tpéxouneg Iy ofele abroeiq kuotitdag ry « e aoBeveic pe ouvbeopevn naBodoyia ot 0upoSoXo KUOTN,
oupnBpimidac. « 3€aoBeveiC e voonpr maxuoapkia.

e aoBeveic pe evBpavatn kahuwn Tou Bewoydvou g ouprBpac.
Y€ aoBeveic pe avetéheyktn unepPoNikr SpacTnpeioTNTa Tou

e aoBevel e mpodpopitida tou aidoiou.
e aoBeveic mou efxav mponyoupevn Bepareia pe

gfwotnpa. BIOYKWTIKOUG TTAPAYOVTEG.

MPOEIAONOIHZEIZ

« Movo To TepleyOLEVO TG OUPIYYAC Elval amooTelpwHEVo. To eEwTepikd TG oUplyyag Sev elval AMOOTEIDWHEVD. ATOPUYETE TNV
EMUONVON.

H urtepBohikr S16pBwon pe xprion Urolon™ pmopei va odnyrioet oe andepagn f Katakpdtnon oupwv.

Ano@UyeTe T ¥prion Tou Urolon™ oe aipopopa ayyeia. H évearn Urolon™ oe aoopa ayyeia mopel va eMeEPEL ayyelak andepagn
AnogUyeTe T ¥prion Tou Urolon™ og aoBeveic pie pn BILOIO 1016, T, HE I0TOPIKO OnpavTIKiG aKTIVOBOANONG TNG TUENOU, TOAATTAEG
XEIPOUPYIKE EMEUBRATELC TNV TTUENO KATT. O OUNDSNG I0TOE KAl 0 ONHAVTIKA SIABANTAE L0TOG Bev elval KAaTAMNAOL Y10 GWOTr GUVOPHOYN.
To Urolon™ ev Ba mpémel va xpnoipomolg(tal o€ GoBEVEIS He OTEVWOEIC 0TV 0uprBPa f TOV AUXEVA TNG 0UPOSOXOU KUGTNG MEXPI TN
S10pBwon Twv otevioewv. H xprion Tou Urolon™ ot aoBeveiC e 0TEVIOEI UMOpPEL v TIPOKANEDE! TPaUHATIOO r/kal and@pagn e
ouprifipac,

H aogaheia kat anoteheopatikdtnTa e Bepaneiog pe Urolon™ katd ) Sidpkeia g eykupoouvng Sev éxet amodeiyBei.

'Onwg He kaBe UNKO ELPUTEUTNG, UTOPEL VO EPPAVIOTOUV QVETIBUHINTES EVEPYELES OTIWG, PETAEU AMWV: UNEPELAIOBNGIQ, GAMEPYIKEG
avTIBPACEIS, QAeyHoV, EpUBNUa, @avopeva euBoArc, ayyelakr amoepagn, EMOEVWOn akpATEIaE, EMefyouoa avaykn yia olpnar,
UMEPTOVIKT) 0UPOSBXOG KUOTN, KATAKPATNON 0Upwy, Slatapayr] TG oupriBpag, movog oTny MAGTN, GTaciol oty oupodoxn KUoTN,
Suaoupia, avtibpaon oTo onpeio NG éveang, dIBPWON Tou PAEWOYOVOU, OXNHATICHOE OLWV F KOKKIWHATWY, TEPIPEPIKG 0IdNHA,
anéepagn oupoToINTIKOU, aiatoupla, eheypovi atny kodTnTa, MEREIRO oTov MPGaBio auxéva NG oupadByou KUOTNG, oUpoAolpwEN,
EMTAKTIKT) AKPATEL Kal aioBnpa KayiuaTtog Katd Tnv ovpnan.

AvemBUpNTa CUUBAVTA, EKTOC TWV TPOAVEPEPBEVTWY, UMTOPE! va ELPAVIOTOUV OTILG HE KGBE 1aTpIKr mapépBaon.

Eaw anartnBei SlopBwTik xeipoupyIkr enéuBacn yia Ty agaipean TG OUCKEUNG, QUTO UMOPE va EMPEPEL TNV anoepagn Tng ouprBpag.
O yuvaikeg pe TEPIPEPIKT) YYEIAKT VOO Kal TIPONYOUHEVES XEIDOUPYIKES EMEMBATEIC TNV TIUENO MTMOPET va SIATPEXOLY AUENHEVO
Kivouvo yia 814Bpwon Tou (oToU HeTd and évean e Urolon™.

MPO®YAAZEIZ

‘Onwe Kat U TapOLOLE; OUPONOYIKEG SIOBIKATIES, O XEIPIOUAC Kal 0 EE0MNIGOG TToU GuvSEOvVTal e Tny €yxuan Tou Urolon™ evéxouv
KivBuvo pohuvong ri/kat aipoppayiac. Npemel va TnpouvTal ot ouvrABEIC TPOPUAGEEIC TTIOU ouVGEOVTAl E TIC OUPOAOYIKEC SladIkaoieC,
EIBIKA HE TNV KUGTEOTKOTNN.

TUVIOTATal va XopnyoUvTal QVTIBIOTIKA EUPEWG QACUATOG,

H aogpaheia kai anoteheopatikdtta tou Urolon™ oe aoBevelc Le 0molaodAmoTe Lop@rig ponyolpevn Xelpoupyikn enéuBaan yia SUI
Sev éxouv amodelyBel.

H aogaleia kat anoteheopaTikdTnTa TG MEPIoUPNBPIKIC €veon pe Urolon™ Sev éxouv amodeiyBei.

H acgpaheia kai anoteleopatikotnta tou Urolon™ otoug avdpe Sev éyouv anodelyBei.

H aogaheia kai anoteheopatikdtnTa tou Urolon™ o€ aoBeveic pe mponyolpevn Bepameia pe mapayovia Sioykwaong Sev £xouv amodelyBe
H aogaheia kat anoteheopatikdtna tou Urolon™oe aoBevelc pe 10topikd Bepaneiag aktivoBoAnang (tng ughou) A ou eni tou mapdviog
unoBaNhoval oe Bepanteia aktivoBoAnang (tng muéhou) Sev éxouv amodeiyBei.

Orouvéneieg Tou Urolon™ o petayevéotepn KUNon Kat TOKETO, KaBg kat n EMTwon WeTayevéaTePNG KUNONG oTnv eMidpacn Tou
Urolon™ eivat GyvwoTeC. ZUVENTG, ot KivBUvo! Kall Ta 0PENN TNG OUCKEUNG OE YUVaIKEC He SuvatodtnTa avanapaywyg mpenet va
aglohoynBouv MPOOEKTIKA.

Mnv EMQVaTNOCTEIPWVETE TO TOOIOV.

. UROLON™

Na pn xpnotpomoleitai v n Brikn ahoupiviou éxel mpORANpa ry €av n oUpyya éxel umooTel {nuid.

Na un xpnotonoleitat v 1o iwpa fj To £pBolo T ouptyyag Sev eivat ot B€on Toug 1y éxouv agaipebei

H Suooupia, n aiatoupia kai cUXVOTNTA 0UPNONG Eival AVaPEVOUEVES IETG T Bepameia. EGv omoleodrmoTe and auTeg Tig TaBRoeIC
TIapapEivouy HETA amo 48 wpeg, 0 aoBevric Ba MPEmel va eMKOVWVIACEL Gpeoa He Tov Bepdmovta 1atpo.

Mopei va ekdn\wBel katakpatnon ueta T Beparteia yia v omola anarteital Slalemwy kabeTnpiaopos. Eav o acBevric e¢akolouBel
va SuokoheUeTal va oupnoel eNelBepa, pmopei va xpeldletal ouvexrc Slakeimwy kabeTnplaoHoG.

EKMAIAEYIHTON IATPON
[ va xpnoiponolicouy o Urolon™, ol latpoi mipémel va ekmaibeuBoty otn SlaywwoTikr kal BEpameuTikr KUGTEOTKOMNON. H ouokeur autr
TIPETEl val XPNOIHOTIOIETAl OV anb eMmayyeNUaTieq o &ival ekMaIBEUHEVOL TNV AKPATEIR OUPWY Kall TOUC SIOYKWTIKOUG TIAPAYOVTEC,

ZYMBOYAEYTIKH AZOENQN

H AQLANE Medical™ epmotevetar Tov 1a1po yia Ty napoyr) oupBoulv otov aoBevr OxeTIka He GMoug Toug mBavoug KvGuvoug kal To
0péNN Tou cuvdéovtal pe T Sladikacia epguteuong Tou Urolon™. Ot acBeveic Ba mpémet va ival TAPwE evUEPWHEVOL yia TIG evSEIEELC,
TIC avTevdEe(€elg, TIC TPOEIBOTIOINTE, TIC TPOPUAGEELG, TIC QVaHEVOHEVEG KAIVIKEG EKBATEIC, Ta avemBupnta cupBavia kat Ti¢ peBddouc
eugutevonc. Ot aoBeveic Ba mpémet va eivar evijpepot 61t 1) Bepaneia pe Tov SloykwTikd napdyovta Urolon™ tonoBeteital we Siadikaoio
piag kal povng Bepameiog, woTooo, UMopEl va anartnBody MEPICOOTEPES armo pia SladIKaoieg éveonc yia Ty EMTeVEn TG ENPOTNTAC 1 Evoc
emBupntot emmedou BeAtiwang e akpdteias. Stoug aoBevelc Ba mpémet va Sivovtal ouUROUNG WOTE va avagépouy Ta avemBiunta
ouppavTa oTov BepdnovTa [aTpd. TUVIOTATAL OTOUG IaTPOUS Va avapépouy Ta aveniBupnTa oupBdavia otnv AQLANE Medical™.

OAHTIEZ XPHEHE

T v dloupnBpikr éveon Tou Urolon™ ouvioTwvTal Ta akohouBa:

Behova kuoteookdnnong 35 cm pe akpo 23G.

KatédMnho KUGTEOTKOTIO.

MpogTolpaoTe Tov aoBevr) yla KUGTEOOKOTNON Kata Tn ouvriBn Sladikaoia.

ZUVIOTATal Va XopnyouvTal WG MPo@UAagn avTBIOTIKG eUpéwg QAouaTog mipiv T Bepancia.

IMpoeToipdoTe Tic ouptyyeg Tou Urolon™, Tic Behdveg éveong, kai Tov EOMIOHG TG KUOTEOOKOTINONG TPV TN £yXuon. ExeTe umoyn o1t

T0 €EWTEPIKO TG CUPIYYQG Sev Elval amoaTeEPWEVO. ATOQUYETE TV eMioAuvor. Miopel va xpnalpomoleltat pia kavolpyia Behova

£&veonc yla kaBe oUptyya i 1 iSia Behdva éveong umopel va GUVSEETal pe kGBe KavoUpyla aUptyYa. MPOETOILACTE TOV KUGTEOCKOTIKO

£€OMNOHO OOV HE TIC 08NYiEC XPONG TOU KATAOKEUAOTH.

H oupriBpa kat 0 auxévag Tg 0upodoxou KUOTNG EEMEL va EEETAlOVTal TTIV TN £VEDT.

AQUIPECTE TO Kamdki TUMoU Luer Tng oUplyyag mpiv ouvdéoete T Pehova tng éveong. H ouptyya tou Urolon™ pmopei ot ouvéyela va

otpagei eviog g unodoxg Luer g Berdvac éveong. H Behova éveong mpémel va acpahiletal agixta otn aUptyya. GopTwoTe Tn

Behdva éveong ompaxvovTag apyd To £pBoho NG oUpIyYag Héxp! va mpoetéxel To Urolon™ ard T Pehdva éveonc.

. H Behova éveong 0Tn ouvéxela el0ayeTal 0To Kavai epyaciag Tou KuoTeookortiou. Mpémel va eviomoTel n emBuNTr TIEPIOX Yia TV
£€veon eviog TNe oupriBpac. Auth cuvrBuwg eivat 1 e 1,5 cm épa armd Tov auyéva Tne oupodoxou kUoTng. Q6AoTe Tn Behdva éveang
atov umoPAewoydvo T oupriBpag oty emBupnT mepioxr. QBrate apyd Tov d§ova tou epBohou g oupiyyag Urolon™ yia va
exroeL N €y uon
‘Otav n pon} Tou Urolon™ &ekivioet mpog To onpeio éveong n S1dykwon Tou 10ToL Ba MEEMEL va Eival 0paTr| HE HOPP| GOUOKANAC,

Edw Sev mapatnpenBel, oaBrte miow T Behova éveong kal TomoBeTrAOTe T BeAGVa MO EMIPaVEIaKE Kl §eKvAOTE TNV éveon §ava.
H éveon otnv meployr) mpénet va SlevepynBel péxpt N QOUCKAAD va CUVAVTHCEL TO PECO TNG OUPABPAG F TN PEYIOTN CUPHOPQUION UE TOV
1010. Mpérel va yivel évean oe MPOOBETEC TIEPIOKEC LEXPL TO Avotypa TG ouprBpag va embei€el T RENTIOTN ouvappoyn.

. Mropei va amarmBouv moMamhéc oUpIyyeg yia Ty emiteutn e BEATIoTng cuvappoyric. H Behdva éveang mou eivai 16N TomoBeTnpévn
Hropei va ypnotporoinBel pe kade véa abptyya Urolon™ iy umopei va ypnotpornoindei pia véa Behdva éveong. Eav xpnotpomnolnBei véa
Behova éveong, n Berdva mpémel va TonoBetnBei e aopaeia ot ouptyya. Doptwote T Behdva pe To Urolon™ mpiv Ty elcaywyr
0TOV KUOTEOOKOTIO. EQv xpnotpomoinBei véa ouptyya (e v idia Beova) Slacpahiote 6Tt n ouptyya éxel goptwBel mpv T ovvdeor
NG He T Berova
META TO TIEPQC TWV EVETEWV, EIVA ONUAVTIKO VA NV TIEPACE! TO KUOTEOTKOTIO HEDT aM6 TNy TIEPIOKT) CUVAPHOYHG KaBWG auTd pmopel
va aMOIWOEL TN LOPYONOYIa TWV IGTIKWY GOUCKAAWDY TTOU £OUV OXNUATIOTEL

10.Mpw T0 §TrPIO, Ol AGBEVEIG TIPEMEL VO UMOPOUY va 0UproouV ENEUBEPQ. Z€ IEPITTTWOT KATAKPATNGNG OUPWY, UMOPE( va arnalTetal

Slaeinwv kaBetnpiaopdc (12 Fr i pkpOTEPOQ) P€XOL TNV GMTOKATATAON TNG 0UPNONG.
11.01 xpnotponoinpéves oUpiyyeg kal Behdveg avtimpoownevouv Blooyikd entkivbuva andBAnta kai 6a mpénel va anoppimovtat
OUHPWVA HE TIG IATPIKES TIPAKTIKEG TNG EYKATAOTAONG Kl TOUG IOXUOVTEG KAVOVIOHOUG,
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TPOMOZ AIAGEZHEZ

To Urolon™ efvar évag Un mupetoydvoc SloykwTikos mapdyovtag, mou Siatietat oe oUptyyeg 1 ml piag xpriong. H oUptyya ouokeuddetal o€
B1kn ahoupviou. To kouti mpoidvtog Urolon™ mepiéxel 3 Brikec.

Kata v mapahapri, eAéyEte Tn ouokeuaoia yia va Befaiwbeite 611 n cuokevaoia eival GBIKTN Kat Sev €xel UMOOTE! {NIA kaTd T HETAYOPA.
To MEPIEXOHEVO TNG UPLYYAS TIPOopICETal yia Xprion Oe £vav acBevi HOVO Kal Sev UMopEl va enava-anoaTelpwoel.

AIAPKEIA ZOHE KAl OYAAZH

To Urolon™ mpénet va guAaccetal o€ eheyyopevn Beppokpacia dwpatiou (15°C - 25°C: 59F - 77F). H npepounvia Aéng, 6tav QuAdooeTal
o€ auTéq TIg Beppokpaoieg, elvat GUo €t amod v nuepopnvia kataokeurc. Na pn xpnotporoleitat Petd Ty nuepopnvia Angne. Na pn
XPNOILOTTOIETal EGV ) GUCKeLAGTa Exel avoixBe 1 uMooTel {nIa.

EFTYHIH

H AQLANE Medical™ eyyudtai Ti €xel aoknBei n eGhoyn @povTida yia Tov oXedIaopo Kal Ty KaTaoKeur) Tou TIPOIOVTOG auTov.

H NAPOYZA EMTYHXH ANTIKAGIZTA KAl EZAIPEI KAGE AAAH EMTYHXH MOY AEN AIATYNONETAI PHTA STO MAPON, PHTH H ZIQIMHPH EK
TOY NOMOY 'H AAQY, ZYMINEPINAMBANOMENQN, METAZY AAAQN, OTOIONAHTOTE XIQMHPON EMTYHXEQN EMIOPEYZIMOTHTAL H
KATAAMHAQTHTAZ A TON ZYTKEKPIMENO £KOMO THE.

O XelpIopdg Kat n @UAAEN Tou TPoIOVTOG auTtol, Kabuwg Kat MapayovTeg mou oxeTilovtal e Tov aoBevr, T SIayvwon, TIG XEIPOUPYIKEC
Sladikacieg kal ala Bépata mépav Tou ehéyxou TG AQLANE Medical™ emmpealouv Gpeoa To mpoidv Kal Ta anoTeAéopata and Tn xprion
Tou. H unoxpéwon tng AQLANE Medical™'s obugwva e tnv mapoloa eyyunon meptopiletal oTnv avTKataoTaor Tou MPoiovTog autou Kal
n AQLANE Medical™ Sev Ba ggpel euBUvn yia omoladimoTe SeuTepebouaa ry Tapenouevn anwAeia, {npia, f Samavn, mou eM@EPEL GpETa I
£upeaa n xpron Tou mipoidvtog autol. H AQLANE Medical™ oute avahapBdvel, oute e€ouaioSorel omolodinote mpoowno va avahaBel e
Lépoug TG onoladrimote M A pdaBeTn €uBivn 1} APLOBIGTNTA OE GXEON i€ TO TIPOIGY AUTO.
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Attention: Electronic instructions Syringe contains a sterile fluid path
Manufacturer: see instructions for use: that is sterile by aseptic processing
AQLANE Medical BY for use www.urolon.com/ifu Syringe exterior is non sterile

Sprendlingenstraat 50 g
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DESCRIPTION

Urolon™ is a non-pyrogenic, totally bioresorbable, non-permanent implant, whose principle component is synthetic
polycaprolactone (PCL) microspheres suspended in a gel carrier of phosphate buffered saline (PBS), glycerin and
carboxymethylcellulose (CMC). PCL is a well-known totally bioresorbable soft medical polymer. PCL is used in numerous
CE-marked and Food and Drug Administration (FDA) approved commercial bioresorbable product applications for several
decades world-wide and has demonstrated an excellent safety profile.

MODE OF ACTION

Urolon™ is injected sub-mucosally between the bladder neck and mid-urethra. The injection of Urolon™ creates increased
tissue bulk and soft tissue augmentation of the urethra. The gel carrier suspends the PCL particles and allows delivery through
injection needles and is dissipated in vivo, while the PCL particles remain at the injection sites and provide the tissue bulking
toincrease urethral resistance to urine leakage.

INDICATIONS FOR USE
Urolon™ s indicated for soft tissue augmentation in the treatment of stress urinary incontinence (SUI) in adult females.

CONTRAINDICATIONS
«  In patients with significant history of « In patients with high grade pelvic organ prolapse.
urinary tract infections without resolution. « In patients with confounding bladder pathology.
« In patients with current or acute conditions « In patients with morbid obesity.
of cystitis or urethritis. « In patients with vulvar vestibulitis.
«  In patients with fragile urethral mucosal lining. « In patients that had any previous

« In patients with uncontrolled detrusor overactivity. permanent bulking agent treatment.

WARNINGS

«  Only the syringe content is sterile. The exterior of the syringe is non sterile. Prevent cross-contamination.

« Overcorrection using Urolon™ may lead to obstruction or urinary retention.

« Avoid injecting Urolon™ in blood vessels. Urolon™ injection into blood vessels may cause vascular occlusion.

« Avoid using Urolon™ in patients with non-viable tissue, e.g., history of significant pelvic irradiation, multiple pelvic
surgeries, etc. Scar tissue and significantly compromised tissue will not coapt appropriately.

« Urolon™ should not be used in patients with urethral or bladder neck strictures until the strictures have been corrected.
Use of Urolon™ in patients with strictures may cause injury and/or urethral obstruction

« Urolon™ in patients with urethral or bladder neck strictures should not be used until the strictures have been corrected.

Use of Urolon™ in patients with strictures may cause injury and/or urethral obstruction

The safety and effectiveness of Urolon™ treatment during pregnancy has not been established.

« As with any implant material possible adverse reactions that may occur include, but are not limited to: hypersensitivity,
allergic reactions, inflammation, erythema, embolic phenomena, vascular occlusion, worsening of incontinence, urinary
urgency, hypertonic bladder, urinary retention, urethral disorder, back pain, bladder spasm, dysuria, injection site reaction,
mucosal erosion, nodule or granuloma formation, peripheral edema, urinary tract obstruction, hematuria, inflamed
introitus, anterior bladder neck swelling, urinary tract infection, urge incontinence and burning on urination.

« Adverse events, other than mentioned above, could occur as with any medical intervention.

« If corrective surgery is required to remove the device this may lead to urethral obstruction.

« Women with peripheral vascular disease and prior pelvic surgery may be at increased risk for tissue erosion following
injection of Urolon™.

PRECAUTIONS

«  Aswith similar urologic procedures, the treatment and instrumentation associated with the injection of Urolon™ carry a risk
of infection and/or bleeding. The usual precautions associated with urologic procedures, specifically cystoscopy, should be
followed.

« ltis recommended to administer prophylactic broad-spectrum antibiotics.

Safety and effectiveness of Urolon™ in patients with any form of previous SUI surgery has not been established.

Safety and effectiveness of periurethral injection of Urolon™ has not been established

Safety and effectiveness of Urolon™ in men has not been established.

Safety and effectiveness of Urolon™ in patients with a previous bulking agent treatment has not been established

Safety and effectiveness of Urolon™ in patients with a history of (pelvic) radiation treatment or currently undergoing

(pelvic) radiation treatment has not been established.

« The effect of Urolon™ on subsequent pregnancy and delivery, and the impact of subsequent pregnancy on the effect of
Urolon™, is unknown. Therefore, the risks and benefits of the device in women of childbearing potential should be carefully
assessed.

« Do not re-sterilize.

« Do not use if the foil pouch is compromised or the syringe has been damaged.

. UROLON™

« Do not use if the syringe end cap or syringe plunger are not in place or removed.

« Dysuria, hematuria, and frequency of micturition are to be expected post-treatment. If any of these conditions persist past
48 hours, the patient should be instructed to contact the treating physician immediately.

« Post-treatment retention may occur which may necessitate intermittent catheterization. If the patient remains unable to
void freely, continued intermittent catheterization may be necessary.

PHYSICIAN TRAINING
To use Urolon™, physicians must have training in diagnostic and therapeutic cystoscopy. This device should only be used by
practitioners trained in the field of urinary incontinence and bulking agents.

PATIENT COUNSELING

AQLANE Medical™ relies on the physician to advise the patient of all potential risks and benefits associated with a Urolon™
implant procedure. Patients should be fully apprised of the indications, contraindications, warnings, precautions, expected
clinical outcomes, adverse events, and methods of implantation. Patients should be advised that bulking agent therapy with
Urolon™ is positioned as a single treatment procedure, however, more than one injection procedure may be required to
achieve dryness or a desired level of improvement in incontinence. Patients should be counseled to report adverse events to
the treating physician. Physicians are advised to report adverse events to AQLANE Medical™.

DIRECTIONS FOR USE

The following is recommended for a transurethral injection of Urolon™:

« 35cm cystoscopic injection needle with a 23 gauge needle tip.

A compatible cystoscope.

. Using standard procedure, prepare the patient for cystoscopy.

. Itis recommended to administer prophylactic broad-spectrum antibiotics before treatment.

. Prepare the syringes of Urolon™, injection needle(s), and cystoscopic equipment before injection. Be aware that the
exterior of the syringe is non-sterile; prevent cross-contamination. A new injection needle may be used for each syringe or
the same injection needle may be connected to each new syringe. Prepare cystoscopic equipment according to the
manufacturer's instructions for use.

4. The urethra and bladder neck should be examined prior to injection.

. Remove the Luer syringe cap prior to attaching the injection needle. The syringe of Urolon™ can then be twisted onto the
Luer lock fitting of the injection needle. The injection needle must be tightened securely to the syringe. Prime the injection
needle by slowly pushing the syringe plunger until Urolon™ extrudes from the injection needle.

. The injection needle is then advanced through the working channel of the cystoscope. A desired location for the injection
into the urethra needs to be identified. This is usually 1 to 1.5 cm distal to the bladder neck. Push the injection needle intc
the sub-mucosal lining of the urethra at the desired site. Slowly push the plunger shaft of the Urolon™ syringe to start the
injection.

. When Urolon™ starts to flow into the injection site tissue bulking in the form of a bleb should be visible. If it is not
observable, pull back on the injection needle and locate the needle more superficially and begin injecting again. This site
should be injected until the bleb meets the midline of the urethra or maximum tissue compliance. Additional sites should
be injected until the urethral opening shows optimal coaptation.

. Multiple syringes may be required to achieve optimal coaptation. The injection needle already in place may be used with
each new syringe of Urolon™ or a new injection needle may be used. If a new injection needle is used, the needle must be
secured to the syringe. Prime the needle with Urolon™ prior to insertion into the cystoscope. If a new syringe is used (with
the same needle) ensure the syringe is primed before connecting it to the needle.

. After the injections have been completed, it is important not to pass the cystoscope through the coaptation site as this
may deform the tissue blebs that have been formed.

10. Prior to discharge patients must be able to void freely. In case of urinary retention, intermittent catheterization (12 Fr or

smaller) may be required until normal voiding resumes.

11. Used syringes and used injection needles represent biohazardous waste and should be disposed of in accordance with

facility medical practices and applicable regulations.
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HOW SUPPLIED

Urolon™ is a non-pyrogenic bulking agent, supplied in single use, 1 ml syringes. The syringe is packaged in a foil pouch. The
Urolon™ product box contains 3 pouches.

Upon receipt of shipment, check the packaging to ensure that the packaging is intact and there has been no damage from
shipment. The contents of the syringe are intended for single patient use only and cannot be re-sterilized.

SHELF LIFE AND STORAGE

Urolon™ should be stored at a controlled room temperature (15°C - 25°C: 59F - 77F). The expiration date, when stored in
these temperatures, is two years from date of manufacture. Do not use if the expiration date has been exceeded. Do not use
if package is opened or damaged.

WARRANTY

AQLANE Medical™ warrants that reasonable care has been exercised in the design and manufacture of this product.

THIS WARRANTY IS IN LIEU OF AND EXCLUDES ALL OTHER WARRANTIES NOT EXPRESSLY SET FORTH HEREIN, WHETHER
EXPRESSED OR IMPLIED BY OPERATION OF LAW OR OTHERWISE, INCLUDING BUT NOT LIMITED TO, ANY IMPLIED WARRANTIES
OF MERCHANTABILITY OR FITNESS FOR ITS PARTICULAR PURPOSE.

Handling and storage of this product, as well as factors relating to the patient, diagnosis, treatment, surgical procedures and
other matters beyond AQLANE Medical™'s control directly affect the product and the results obtained from its use. AQLANE
Medical™s obligation under this warranty is limited to the replacement of this product and AQLANE Medical™ shall not be
liable for any incidental or consequential loss, damage, or expense, directly or indirectly, arising from the use of this product
AQLANE Medical™ neither assumes, nor authorizes any person to assume for AQLANE Medical™, any other or additional
liability or responsibility in connection with this product.




For more information please visit
www.urolon.com
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