117077 10N
NIYX TIP LOT
XTI dl
TV UIn'y? g
ol
TOIN [7TIX NIYNAXA 171y | STERILE | EO

NIY YT 'R
7272 MY T win'w?

NNIA9 NTINN DX YNNWNYT 'R

N1I015NL N72AN

WA IRYT ININNY AIRT? W

Umun Nikdin NX NIWP'? v

NANTR
NINM N'VIAN NTINN

YIN'UN INKT? NTIRN DR ThnY W

OPPBI~00®

MRI njz'1Ta nya ninva XYM YN

v IMIRYN'N? vana (MRI) nruaan 27N DT 2w DY WX Y117 Nain

M VI 197 1720

N7910N .NINM N'VIAN NTINN DXIN [I72NY MATA NP K7 NI

ANK? T N'0AN ATINN NN N0 NNV NIAY? N7 0T [7Nn DY

:0'XAN D'XINA,NMITNNN

7272 0700 3-1 0700V 1.5 7Y 'VVO 'VIAN NTY *

IND IX N”0/0INA 3000 7W '70'070 'ANIN LIX'TIA 7V2 'VIAN NTY

TV NN 197 ,91a0 237 yxinn *ntopn (SAR) 2120 Ao WYY ¢
2XN2 NP0 W NPT 15-7 A7/0KIN 2 27U, N'0IANN NTINNN NOWN
'01ANN NTINNN NDWN 7Y 70 79N

NIVIDNL N7V XN 119X 172N ,NTANY NPIoN 'KAIN NNN- -
N7M0 9w NIoIXY NPT 15 K7 1.4°C 2w ntmropn

D'VPO'VIN 7V VTN

NN 2-3 1IN N720 2PV DATINY URDIOIRN TN NP X7 NPT
2N XK VIX'TIA 0719 ¥ NIYXAN NYXIAN NMTIN WK 0T 2Nwn
.N700 3 7¥ N'VIAN NTINN

y'oni Ny 2¢ mnon n'o xiIn IUB™

Nyl 7N 1P Ny 7N |IRIR

www.ballerine.coil 2w niwn mnon n'o XN M7

14 DIYIXPNN NNTY Nyl 7T 1IN

N ,7178095 |'V'TIN www.oconmed.com
072-2150105 :|1970
iub@oconmed.com :77NIT

2014 NONXT YR YR JIXN

1Ty 1 1ny PILB_HE_IL Rev.05 09/Feb/2021

?1'"1722 WIn'wn Nya NIoY7 "7y 'RI7 NIYOIN 17'K7

ORI TAD MO DM'T [N 1720 27U AN NIXIDIN 'RIZA NIYOIM -+
2-3 ANX7 NINYY1 1770 'RI70 NIYOIN 2N ;NIMONN |2 NI N
IXN 123N DIN'TA ["OXNN7 N2'Wnn 17w NOIIN DX ,NXT DY .D'YTIN

7Y KON DY WP X, NID'WYAN DINNDNNY IX R

NN RI7 DIWDIN WNINN? NI717Y DIInD DMw?

DN L,0"'ANT-YIM DIPNN NRIN o7 :(PID) kN 7w 71 nnn
DRI NNXIXND , 0NN 7w DI XN PID .PID-7 onwipm ,17an
ANK? DRIYRIN D' 20-2 K PID-7 AN nnian nintaon .0'ino
DN AT |2 IK X DX NI D'NRa PID nn9Y 7"12'o |pninn NodN
DY .NP'0IM'VIR NIY¥NKA XN PID-2 219'0n 1T 112 190n Dy | 'ont
D'ARDI MN-YIN [N, NNRY 12D DNmN Nirvah ona? 2o PID nxt
2¢ DIMN DA .DiN? 0NAY7 x 7' PID ,nnm o'mvy Jaka 0raind
THN |9INQ 7Y KON DY IR MX .0NN NNMD IX NN 0oxn PID
'ON' [AT2 AXRD LANA IX [V2] DR :PID 2w D'nronn TNR 77 W' DX
IN T2 DIN'T ,NNIMINY Y NN N7V IX NN DR NN DYIoN 1N
.0In

MIYPNWN 2PV 11720 NN0N2 'WIP PN DMWY :pNinn NNoNA Wi
.|™720 DX '0N7 NN 7Y NDIRONVOM WATN DM'IoN 0PN .0NNA

Y2 WA, 0NN 91T T ATIN (720 NN DNYT o0
APV N'YII9I97 122 [12'0 W' .9 NXIPA IT NYOIN .INTTNN
MTPY NIYIAYN 36 17002 NT7?' DX IX N7 DX DX 'NNY-)M [PRn
DY PN LA0N7 W L,ONN 1N'NY7 DA 1720 DX PNNN DTNNY
DMAKY P IR NIP70XN ,DIN'T? DNA7 0710 N'¥IIDID .NIMNDA IY
I 191 N1AM 'K ,0NIN N7 DI 720 DR .0NNKR

DX 1T DYOIN LINITNA IR 17702 0NN V7907 717V 1720 :n0Yo:.
0I797 ANI* DA DO NI YWY 12 11D K7 D7IVNY D'W17 .N0Y9
0791 "N72NY NAYIN NIX OX AW [N 'MW D'WI DNIYY? 1720 DR
MXILDIMIR 12D 90N NYIN 'WXANKY 'WNNWN LIKITNA IX 17702 AXINN
Univn M2 N1IY 01007 'R 7Y K9INN DY W

Nt ,NAITY .|'W'733 YIN'YUN N2 NNNKX 'RI? DIYSIN HNNY [Nt

/M 'oN' DI'7 |AT2 D'AXD ,22 'ANDL,(NDIN1 DT NN'D0) NMINN 220Nw

IXN QXD ,|I9'7')J '] AWASA L' N DIN'T TR DN ITAN 'ARD
.NN0N7 D'OINNA NYAIN | 'oN' Y2 AITh N2/J2 2 NINN-'X

Y IMIKYN'N? vana (MRI) nruaan QTN DT 29 DY 'wWIX Y17 Nain
NMTN VI 197 1720

NITRY 17 W' DX DIMYORN RITN NIYOIM 7¢ NRM NNt NIR IT
27U XONYT 19 'YW IRIT NYOINYT yana

2/7¥ 9NN DY WP IXY7 "y 'nn

A7 )17V .M720 1227 DNWTD NIYWN 37 W' DK )7W XONN DY WP X
X WP

M NRY NAVIN DR ¢

™M 'ON' NT2 D'AXD IN [AKQ AND Y7 W

"N 12K D'WXD IX NAIN NN NWION 17 W e
Daom m7anin7 v e

M ni7Nn? nowniv pnt

.D'0INN T2AM 720 27U KINY 270 722 NN Nk e
HIV-R 90 Nk orkwin -2 Ik IR D Nann - e
AN Ik T2 (P ointT 7 v e

LN X7 7Y wTInD thnn- ¢

VTN 72777 721¥12 DX 1727 YA NI AWNN YTRN DN 00N AT |17y
17w KON DY 'NNIY 901

WX D12V AN0IY 1727 YA YT 7Y KON WPA7 JNNWOXKA
VIXpm

?0'RNN 'K 722 wim'wn M7

DX [N722 Wnnwn'? N7 1R

M nRY PN

AN INIIXY DN 7 W

7N MR DX IXL(PID) jARD 7w NP7 T n70n X7aw Ak DINT 7 Wt e
D'N"PN AT 2 IK DX DR ,7wn%) PID-7 ni2a 12102 NIK Thyn 'Nonn
.(IT 12 190N DY ' ront

.DINNKRN D'YTINN NWI7YA 0790 IX [N NIRPYA DN DINT Y7 e

.DNIN ANIY IX DN (V0 Y7 W'

J7'11N1NN 120N M7 DN 7 W

.DNIN ARIXA DIN'T Y7 W'

(NYIN12 790N 91N 1AW [DIXA NYI9N) [1I07'1 N7NNA N7IN DK *

,PET ,01m0r0 771 ,nwing) M%7 0nimn TNK7 NI DK
(7919719

JANT-)IN DY WYNK 0NN 7 WD

?20N17 1720 YTNIm TXD

NIWINN 252 )7 XOINN .IXOINQ NI 17012 DNY? ATNIM 172N

NIN |21 INX7 .0NN NIA NIX VIART NIA 2V 09NN NIK 2T ,NN'RNNN
1DIN7 TN 7Y DNN DR TN ,N7W 0NN IRIX DRI 7'NNIN DX RoN
ARYT M7201,NNIRN IR RN RID LM720 DR N7'01Y 210079 NI

A7 NN TV YR [PNNT DN2INNIN 0Y7INd 0'0IN Y .7¢ DNN )IN2

'WIONY DNYL,IM720 NTNN DY NINR-'K DXAX? NN 2V NXIR' 0N
MININO0 IX N7'N2,NW7IN NIYAN D'YINN 770 1T I MY AR
[IM1 NNTNNN 1197 DR DYNL WIN'Y .)'70N0 INKR? DIRT NNd (wn?
.XONNI N7910NN 7Y DNYT 217'W7

SD9NW 1197 NN AT JWNnt 20WY NN wpa? iuy 17w XONn
?20NNN [N720 10In TXYD

2 ND'UN T 7Y NYXANN NN0NN LM1720 IX 1'0N7 'RYI KON N
07 DrTvimn D'oINn

DNA7 217V ATAXA TIN WIN'Y . TA72 '"Y9-TN WIN'Y7 TUIM 1T'ARN
YInn7 WL X199 7710) [7NnN 7Y (101 X7 DI 7Y 121071 DNt
Jon

2'79 DNON )IN2 XXM 720 217 70 X X

NINW XTI7 NN 7V ,]M11720 NO1dN INK? WTIND N7 127 17w XONYT 'wa
7Y DNON N2 opin Ty

DX .0'7T2 [IN'N7 010'N7 17w D"1D'0N L|1D1 K70 DI KX¥N1 |[M720 DX
NY'INT Q01 'WXANKL 'WANWN TN 91X 17W KON NWAT N21D' 1R
S[Ealhl

."M722 wIn'wn Ny 011910 WNNWN? TWOR

211722 NYNNWN 'TIVA [1IM'A7 01X DX Nj7' NN
[N MK DX )79 XONY T NRDY M9y ,[1MNA NIKY NAYIN NN DX

,070 IN NN DINT? DNA7 217V 12TN 179 DNON I RN (17201
17270 D121D'0N WA NIM7 QX X DATRIN AT D'ATRIN DY IX 0790

.N7917 DNA7 D717V IMNONY 'D 7V X ,[M720 NNoN 7V Y71t 17w K9Nn

9¥N 727 "7V, NN ORIAN 1720 WX (1NN )'Unn? Nu7Nn DX
N7210 NN OX 7Y KON QY T DI WP MX NIYAPA 7Y XONN
NYION IX ,NYOY-"NT 010N ,DIN'T ,AKD NIMXIDNN ,NNININY ,DINN
J7'DN1NN YI N N7YA NN

220NN D122 1D'0 W DNNN INA R¥ND 1720 MWK UMDY [INNY
7MXNY7 2190 DINN2XA XN MN-YIN (D0 L(O10K) "MNY-YIn DY
7NN DIN'T JNIMIENNRY ,'N1I9 DINFT? DAY 21D 'ANY-yIn 1 NI
.MNN-YIN [1N7 D170 NI 0217V |02 AR IX AN

.0 T2 DMIM? NNIAN NYOWN NI'MY NINK X7 [M1720 7V nwini?

I[UB™
Ballerine®

T ©M7 IUB™ mpa-im [pnn

nioIun? ymn

I nwan? wnwn T ©p7a IUB™ mna-ymn [pnnn

JDNNX M NI7nNn2aL (0TR) HIV-N 91202 nipaTin 1omM an 1021°R KN
1197 17U XONN DY 17V 'NNIYNT AT [17V2Y VTN DX NY QYN
v (IUB™) a2 IUB™ mnn-min [pnin2 wnnwin? mnany
17 D'RNNT7 D7D NN NYIINT DNNNK NIV'Y DA 1DNY

21720 1nn

NY'IN IX7 179 0NN MY 012Ny, NYINI NN [7NN RN 1720
NYIM .N7WNI 15 720 DY WIN'Y7 TV [M720 .01 5 TY wny [Inm
NN NO11N INK? T N7'NNA [N

NAXIVNN DX [NIT N2 (D001 7j72) NAI0A0 7w NNA0NA 1YY 1720
TIT) URZNOIV [7'NXR7192 NOIXA NIA0NN NN 15 72U VIR WA 1D
JYINY NI D'7NWIM NNaonn 2y L(yiionn PET

7700 0N D'UINN .NNA0NN NX?7 DNAINN |7'911917190 DMYYN D'0IN 1Y
27U DNNN M2 RYNI 720 IWRD WA DMWY NIRY 722 TR

.0j70% 07N DI'X 11D N72N
?0NN] 1720 DX I'RWUNT7 D710 IR AT Nnd

,0IY 57NK7 .01V 5 TY (UN7 17¢ DN 1720 NIX V'RYUNT7 JNNYONA
[TV DT NYUIN WYAK DX .N1720 DN0N IXT 17W X9N7 Nwa7 11
AP MK WTN M7 'PNNT [N ,792 NIy NKEY? D'RNN

?||"1'n'7 010'N7 NXNI 'MYT NX NIYX DN 7' Nn

,I"N722 wIn'wn NPosn INK7 .Y 702 1M720 DR 1'oNT 71D 17 XONN
702NN (1NN NYIN INI7'Yo

21720 7y1o XD

YITNNA NV NIT2ID 11720 79 N21Y90 [9IK? YA NIAPNN NINIRMN
XN NYINLL,NRNIN IR NNO9NY YT Ny NN 7x yany
X7 17U NINWAN YN DR 1720 .(IWINWN) NN 9177 X7
TN 7D (Y127) N

?7'W' T OXRN

NYININ 19 NVY YR D'MNI-]M NYINY 1700 1w (Pearl) 719 7
VA2 DMIDTY DN IWUKD ,1.4 TY 0.1 XIN Y121 NN 300 NINDY XIN DN7Y
[UB™-n 7w n'x1197191 N0'797 NIN'A0N .0'AIT DWIXA 2y 0rTyn 1727
NKXNNA ,0.1%-1 NINDI 5%-N NIND XK' ©M7a

21722 W'y 0'RNNYT WY M7

XN DX DX 77 O'RkNNY7 7000 1720

AN 7YY YR

.2 YNNWUN7? D'7'09NY YA NAD MYDWNY NY'IN WK *
UIMY? 9 Ny 'Wxnx e

M NYIan IIX? DPONI'0 DRINNINA WIN'WN yINi? ¢



2B 63,

dsdull 5e

el g0,

b G Jlesal)

Y

kYl weuST dawlgy oiimtll 63 [ STERILE

Ew[LE[F

daghss 83ls] Joz

Aol 35ls] 3920 Y

8y e B3esdl IS 13] Jboadl gz ¥
8ylyodl doys 2.8

Blo dhio o

=zl Ololss 221,

4l

C}w.:bLl:?-Ll el & by i eL.\;':L»I

OPPBI~00®

Jh=iwl uss 3.l 53945 dole] Lo

bzl o)l pgatl) dewdlly L3By Olaglse
szadl 8 TUB™ 5529 J] (MRI) (guablizhl i)l psaill § oplelell 4o g
ouab bkl o8l 2o by ikl plasaadl agls g s TUB™ O & 5 pudl 16 posmmdl] b1
o)l pls & ol ek dxlS usy 8 ass ol Slasdl e Jasiad L3l gl didlie OlSaly
1459 by il ML&U
238 M 35 Mawss 1.5 opludia (Sl (gublie Jis *
8T 51 egiw/ pusle 3000 Gublisl] Jaol) a8Vl 5l g5ul ¢
el JSU digill e sl plaiall dus e il 63 gl 0aBY) publial] ()l pllas *
ool play Bolee) Juial) Eimdg § gkl o 4885 15 JSU @S/ blg 2 (SAR)
bz
Sl oy & el By TUB™ gty o sbsakl oo g 5 65 Gl gkl ool oo+
ekl (o dlolgie 4235 15 usy Lgte doys 1.4 glo

Sleslsd) e Sloglwe
Leuie du,=ll 0da (o oo 2 0yl L TUB™ (e A=Wl 8ygall desls el G e pamd §
Sl 3 ;?AAﬁ.bL\xﬂ o) ew:jg skall yadd E_;J.IA e {alwb nyadl (03

:deygbly dsiall &S idl

w2 e 0S5l
www.ballerine.co.il

OguSssle g,ls 14

J3 ] « 7178095 (50
072-2150105 :asla
iub@oconmed.com :(3575IY! a0l

055sY &,les dadls o TUB”
0pep IS

U )15 dadls o 520l
2o S 055Y

www.oconmed.com

2014 03/ Y 05388 1 JsY) sl )b

1 e 1 dxbo

PILB_AR_IL Rev. 05 09/Feb/2022

SIUB™ 50 lysss gibated &l 2lisl

STy Caabs o gaiSs skl e Jsbly Jal Cuabs o Eous SSYI disladl TUB™ (olisl *
Gl 335 Sl 13] S (yo 02,1 o 48] 32 sy B3l 51,V ol lame g3s
ek a8 @il ezl 13 of Shisb O 1as

dphs Lol plhel Guss a8 S

LLoY TUB™ Ui BLE dem )l (Islll a3 (@l 56 USa (PID) b el pope *
Bslacdl sLasYly «eabll ool § G35 90 (so9mdl SVl skl o> Bladll pore
O - Censitl] 5 I LY 20 J1 YT N LI § (s 3tV g,k Samy
o oizdl Olple SG 4 of Lol S 18] (so9m 3] (ore Do ST Jleso eyl
bl s S8 S g Esumdl SISLALL (2559 AV o,k e g o isie Sl
g 8 300 . a3kl (so9odl B9 bl Jasdl eisdl Jio Byt USLie (sos2dl 3LV
oyl Byshi SV osod) et oo,k OVl s . shl i oo smdl latdl gL
Olle a Barly & bl ©Las 131 sall e el il (ool 3]) o)) Lzl 1
@l xe ol LSl S (e 31531 bhe gloz (5292 ol G B :s2550) 3leVl o)t
(A ol Fged Lz B ymid

Bl ool & 59,28 SY TUB™ Ul el (30 0550 3 58V (o (0 sl ALY OV
TUB™ &3] dol oo ol i) dolo Jla 0585 08

BB i 1 ot Lilas D> A15 (o)l laz & TUB™ il 500 :0lanyl
I gl Y S 13] 5l dye S 18] Gaopll (ol o QLT Sy s Slog
Aoz (] dzle Jla 0555 08 atl)] Cmmd oo )| TUB™ S 18] JUs-0Y) S 31 36
Coad 38 oo JI TUB™ 5 13] 6,51 elias¥ 5 sl of ol o3l Qs Gl 48

& Gl sl Byl as 1 ool gl S T G52 JSi TUB™ b &8 iyl
CS 13) .03 o las 43 FlsUl slutll 0 TUB™ o) doye 35T G U3 o b oy
el daoet) &8L5) Ay Josmials IS o 352 ISt Byls )b 03 TUB™ 3 cppzss
Jastias TUB™ JIs3] 6091553 ¥ by il (psaissdl) Ghlall Jiledl i

de) pull 438 el u3 Bk Juew s TUB™ oo 6,51 &iile polysl ebad L 3
8] ket B3 (gl b 3y cliels Oleta3 glosd] UM $ alall & T (pull padseie
Y s g ool guizdl & 2 glesil of bl sled] (hage

)Js.a...” J..S IUB™ 39>9 d! (MRI) :?.%.EL.:.LI \JE-‘_)-]L’ )39.@.2” G u:lnl.v.” AudS o

Ale lel oo dral ehad &363 18] dlazod) L] B1,eY) miand dlals 466 Coud 0l

$anhy JLadY (e e

13 JLadYl (o $8T TUB™ (ogiase Bslies & el OIS 18] elupdny Ll
dalo o iy S
glosdl s 4 ol (o5 41 bl 08
Alalall sLasVl § Olosas of gole xe Ghae 53] b oS
Bride pt Ghm A 08
LSan G Uil ool eloyss oS
sl lae TUB™ e 45T 652 & slmiial e 806 CuS
Aloy] HIV J 6lSs 8 pass 5l lassd dowt Compol *
ko sl s e B9ed i bW 08
Db 90 s

b aIS8 (Sloglall e w3kl ALy Cudy 3] TUB™ s ga¥l Glagleb) ixsUl i paddy

LY Ul e Lol O3 TUB™ e Olaslee s el Jlus of ezslazaly

STUB™ sz T Gy 00

131 TUB™ Josiud O oz Y
B3yls ellas &3l5e] SIS *
IS 3 dlasy OIS
Wi b ok bl OIS 5 (PID) 250l Gl po,bl hus 252l § S35 ol oS
(01 33sie Bloz Olunls &Sy of il S 13] Sie) PID Egutor lasd elsiss e
LWl 3 1 089 § polaz] of 80y asy clasy § G305 el 05
RN FEENC NIV SPWICIRTIN
egbl o uda pd 500 (i3s ol OB
osodl § &3l el 5
(oloed) gzl dellzs L85 § Ohhol) Osudyy (20 bl 05 *
(ks Jod! PET cplial] (Sl puloxtll) TUB™ 3lgo (30 6 &l ¢hya) 56 *
oy J2bs Josl) Gaz) @ile Ble b O

Soo )l & TUB™ o 433 (S

sy Y51 i LS e b podew B3kl $)03 UM elomy § TUB™ CalS by

03 oz udpw b o2 ))l Bies Jughl Bhaity poew dadmy dlos) Lmdy plagd
TUB™ 85,6 50 dl3) g .hosry 515 TUB™ e 05 LSty D95l GV podew
AV sl ] glesVl Julad ) (8 G llge 5l 0BT Olas dtasw ooy J&ls
ol o Ll celoeYb el sy y=s3 08 . 0,8 ol gally (9,5 48 TUB™ o] wis
cshally Ml didilis lasy JoYl diles U3 (W (Se Jlosmiol I3 Loamy 385 dmird

Byolabl U3 dad claliad) el clis Cllay a3
STUB™ 3] o5 &S
Y s o oo 5 Wo3lz] 125 b ol U3 go TUB™ l5]

Cadidl Jhasg GBI Cowd 08 jlasd] Jlestiwl Sole] .ads dusly 8o Jleasidl jaase jlasdl
rses &LLZA)” Cou gy (OLEBY Jeado) Gblxl

?W) G 139.?5,0 IUB™ o8 !Sl [y ua.fzéT uJ.S
lazy § I Y TUB™ &1 (e STl Conidl 0 doly 54 sy pasedl] Bugy s 8152 (a5

o3l e el 515 rdazad b 13] e OYlas] slojud (bl GISLI § TUB™ OIS 13
el dyamd 555 Al Gosiwld
JUB™ lestiwl wis (OLgels) didad)l Ololawd) Jlositul bl

STUB™ Jlostiwl 858 UM Edas o) 13k

ol udd lasy § TUB™ (iS5 Yol S 13] 1368 elesbny Aadld oo i iy S 13)
o 884 o o1 8,500 835 51 e poline (p2laz] ehial Sy 98 oo sl phs G5l
.0PlazYb ABY Cus o Gl JUB™ Ak ek cluogen blsbl i

ol planily el drelye cldsd @ilSe § TUB™ 3525 mo al5tll Jusd] & Oy aal 13]
o1 syl dgaed ahyel (5305 iy bl (Olelas by B chor eyl Sl 13] s el
sole x5 ddl)l 4,8 Ghge 18]

1itte 5o § TUB™ 3525 e craltlly i gl sl 0555 o slisbl e ST Ul s
35 il Jaod) iy 98 ool s 38 )lsb Al 90 dsikl Jasdl (o)) 0l
e omedle Giladl Y1 5T sl 56 Shabl Ssa) Cysill 055 w8 Bges e (Bls1s Gged

Al Gose iy TUB™ § 3925kl ulowd] § 5y ¥

I[UB™
Ballerine®

higie ez ol "0yl TUB™

sl Glall Sloglse

sl @ik Jadgth] *00 s TUB™ Gaol sll st
iz U5l 5,59 oy o Gagdl) HIV &35 5o ooy Y )
TUB™ badsikl ool sl 5Ll U6 o o 4ciBlisg xSl 1 agds of cabl (o

A el LS 0555 93 Juad) wgamtd 5,51 Bluy o8 pelss O L& ells L(TUB™) 52y
STUB™ g2 b

Olsiw 5 58 w35 Y 83 Jeod] @il dlasy § drds o ool 3l Sz os Ble TUB™
158 Jusdl gin Tog el e JBYI e Gle 15 (sl Glsll elucdl s) Jlomiadl) jadases IUB™
U SN IR ER)

63 plo 15 Layhd 8130 8,5 USs e (posiliss JSs) USadl 8,53 & (o g grae TUB™
S e gl OIS @l 63 .(PET (LS (anbl) @iy celn] Jss 5 Caulss

TUB™ (e dzsll s3zll Loa Gllagsdl Y1 Bl indgon Jsdll 0 (s gian phus Blal] 63
ooy J&Is TUB™ ugg.s lodis di ymdciud U3 §ﬂ|

oSS e a53Se Ys TUB™ g5 Y
10 § TUB™ eliy) QSab o)) o0 65

el pofs O am lgi 5 5958 dmy . Olgiw 5 58 w35 Y 85d) elas) § TUB™ sliy] eblSel
Dl wds TUB™ e Jgasd) bilSald ol Lulio Jl3s ¥ 985 Ul o3 S 13) TUB™ A3k
B33l s

Sdasdly Eadys oy Soie o) 3L

dasl) @l 0,56 S JUB™ Jlostul e aBstll umy .25 5T 3 TUB™ Jag O el it

oS

STUB™ sy (&S

Jl Jsogll e Gkl @e TUB™ 435 &S0 deatlly galy 3l e Wbl OB bl Jois
B Y (oY) 0ol Blan¥l (e A s mins ddnsd) Clas] oo Gkl whe daysd)
o JS deane § (AoLY) Olasd) gls] TUB™

SUlé g Jo

d10.1 s J8YI s 2o 300 lyd polowd] e dolus 3 dlond] Laam I LIl Uy 550
TUB™ jlazd &l dlloemdl iidlls syhll bl . Jiles slsl J] dledl TUB™ &by yiss 1.4
JIsIl s 0.1%s 5% o JBT 52l

SIUB™ Jbesitw) Lp3Sels oo

o ety S 13) TUB™ Jlostal <blSaly

el e U158 wyaos

Slasd) Jlestal Bl wis Juaild sdsb) 5l (adg
) o) Jlosad] Ay dws

desdl @il disliholl Slgeysal! Jlastal oo glizedl *



I[UB™
Ballerine®

[UB™ Ballerine® MIDI Intrauterine Device

INFORMATION FOR PATIENTS

The IUB™ Ballerine MIDI Intrauterine Device is used to prevent
pregnancy.

It does not protect against HIV infection (AIDS) and other sexually
transmitted diseases.

It is important for you to understand this brochure and discuss it with
your healthcare provider before choosing the IUB™ Ballerine MIDI
Intrauterine Device (IUB™). You should also learn about other birth
control methods that may be an option for you.

What is the [lUB™?

The IUB™ is a copper-releasing device that is placed in your uterus to
prevent pregnancy for up to 5 years. The IUB™ is intended for use by
women at least 15 years of age. Contraception begins immediately
after insertion.

The IUB™ is made of a shape memory alloy (nickel and titanium) frame
shaped as a 15 mm in diameter sphere. The frame is coated with
polyethylene terephthalate (PET shrink tubing). Copper is placed on
the frame.

Two threads made of Polypropylene are attached to the end of the
frame. The threads are the only part of the IUB™ that you may feel
when the IUB™ is in your uterus.

The IUB™ and its components do not contain latex.

How long can | keep the IUB™ in place?

You can keep the IUB™ in your uterus for up to 5 years. After 5 years,
you should have the [UB™ removed by your healthcare provider. If you
wish and if it is still right for you, you may get a new IUB™ during the

same Visit.

What if | change my mind and want to become
pregnant?

Your healthcare provider can remove the IUB™ at any time. After
discontinuation of the IUB™, its contraceptive effect is reversed.

How does the IUB™ work?

Widely accepted theories on how the IUB™ works include preventing
sperm from reaching the egg, preventing sperm from fertilizing the

egg, and preventing the egg from attaching (implanting) in the uterus.

IUB™ does not stop your ovaries from making an egg (ovulating) each
month.

Is it effective?

The Pearl index of copper IUDs with at least 300mm? copper surface
area is 0.1 to 1.4 with current IUB™ data suggesting comparable
performance. Overall expulsion and perforation risks for the [UB™
Ballerine® are under 5% and under 0.1%, respectively.

Who might use the [UB™?

You might choose the IUB™ if you would like

« Birth control that is very effective.

« Birth control that stops working when you stop using it.
« Birth control that is easy to use.

- To avoid using synthetic hormones for contraception.

Who should not use the [UB™?

You should not use the IlUB™ if you

« Might be pregnant.

« Have an abnormally shaped uterus.

+ Have a pelvic infection called pelvic inflammatory disease (PID) or
have current behavior that puts you at high risk of PID (for example,
because you or your partner are having sexual intercourse with
multiple partners).

« Have had an infection in your uterus after a pregnancy or abortion
in the past 3 months.

+ Have cancer of the uterus or cervix.

+ Have unexplained bleeding from your vagina.

- Have an infection in your cervix.

- Have Wilson’s disease (a disorder in how the body handles copper).

« Are allergic to any of the IUB™'s materials. (copper, nickel, titanium,
PET, polypropylene)

« Already have an intrauterine contraceptive in your uterus.

How is the IUB™ placed in the uterus?

The IUB™ s placed in your uterus during an office visit. Your
appropriately trained health care professional first examines you to find
the position of your uterus. Next, he or she will cleanse your vagina and
cervix, measure your uterus, and then slide a plastic tube containing
the IUB™ into your uterus. The tube is removed, leaving the IUB™ inside
your uterus. Two blue threads extend into your vagina. The threads are
trimmed to minimize discomfort. As the [UB™ is inserted, you may feel
cramping or pinching. Some women feel faint, nauseated, or dizzy for
a few minutes afterwards. Use of an analgesic before insertion is at the
discretion of the patient and the clinician.

Your healthcare provider may ask you to lie down for a while before
leaving.

How is the [IUB™ removed?

The IUB™ should only be removed by a healthcare professional and is
conducted by pulling the removal threads.

The device is for single use only. Reusing a device might cause
infections and risk of misplacement (including perforation) and should
be avoided.

How do | check that the IUB™ is in my uterus?

Visit your healthcare provider for a check-up about one month after
placement to make sure the IUB™ is still in your uterus.

If the IUB™ is in the wrong place, your chances of getting pregnant are
increased. If you can't see your healthcare provider right away, use an
additional birth control method.

You may use tampons when you are using the [UB™.

What if | become pregnant while using the [lUB™?

If you think you are pregnant, contact your healthcare professional
right away. If you are pregnant and the IUB™ is in your uterus, you
may get a severe infection or shock, have a miscarriage or premature
labor and delivery, or even die. Because of these risks, your healthcare
provider will recommend that you have the IUB™ removed, even
though removal may cause miscarriage.

If you continue a pregnancy with the IUB™ in place, see your healthcare
provider regularly. Contact your healthcare provider right away if you
get fever, chills, cramping, pain, bleeding, flu-like symptoms, or an
unusual, bad smelling vaginal discharge.

A pregnancy with the [UB™ in place has a greater than usual chance
of being ectopic (outside your uterus). Ectopic pregnancy is an
emergency that may require surgery. An ectopic pregnancy can cause
internal bleeding, infertility, and death. Unusual vaginal bleeding or
abdominal pain may be signs of an ectopic pregnancy.

Copper in the IUB™ does not seem to cause birth defects.

What side effects can | expect with the [lUB™?

+ The most common side effects of the IUB™ are heavier, longer
periods and spotting between periods; most of these side effects
diminish after 2-3 months. However, if your menstrual flow
continues to be heavy or long, or spotting continues, contact your
healthcare provider.

Infrequently, serious side effects may occur:

« Pelvic inflammatory disease (PID): Uncommonly, [UDs as well as
the IUB™ are associated with PID. PID is an infection of the uterus,
tubes, and nearby organs. PID is most likely to occur in the first 20
days after placement. You have a higher chance of getting PID if
you or your partner has sexual intercourse with multiple partners.
PID is treated with antibiotics. However, PID can cause serious
problems such as infertility, ectopic pregnancy, and chronic pelvic
pain. Rarely, PID may even cause death. More serious cases of PID
require surgery.or a hysterectomy (removal of the uterus). Contact
your healthcare provider right away if you have any of the signs of
PID: abdominal or pelvic pain, painful sex, unusual or bad smelling
vaginal discharge, chills, heavy bleeding, or fever.

- Difficult removals: Occasionally the IUB™ may be hard to remove
because it is lodged in the uterus. Hysteroscopy may sometimes be
needed to remove the [UB™.

- Perforation: Rarely, the [UB™ goes through the wall of the uterus,
especially during placement. This is called perforation. There is an
increased risk of IUD perforation if you are breastfeeding or have
given birth within 36 weeks before insertion. If the IUB™ perforates
the uterus, it should be removed. Surgery may be needed.
Perforation can cause infection, scarring, or damage to other
organs. If the IUB™ perforates the uterus, you are not protected from
pregnancy.

« Expulsion: the IUB™ may partially or completely fall out of the
uterus. This is called expulsion. Women who have never been
pregnant may be more likely to expel the IUB™ than women who
have been pregnant before. If you think that the [UB™ has partly or
completely fallen out, use an additional birth control method, such
as a condom and call your healthcare provider. Do not reinsert a
used IUB™.

You may have other side effects with the IUB™. For example, you
may have anemia (low blood count), backache, pain during sexual
intercourse, menstrual cramps, allergic reaction, vaginal infection,
vaginal discharge, faintness, or pain. Sexual partner discomfort
stemming from removal threads.

Magnetic resonance imaging (MRI) personnel must be made aware of
the presence of the IUB™ prior to imaging.

This is not a complete list of possible side effects. If you have questions
about a side effect, check with your healthcare provider

When should | call my healthcare provider?

Call your healthcare provider if you have any concerns about the IUB™.
Be sure to call if you

- Think you are pregnant.

+ Have pelvic pain or pain during sexual intercourse.

+ Have unusual vaginal discharge or genital sores.

+ Have unexplained fever.

+ Might be exposed to sexually transmitted diseases (STDs).
- Can feel any other part of the IUB™ besides the threads.

+ Become HIV positive or your partner becomes HIV positive.
« Have severe or prolonged vaginal bleeding.

+ Miss a menstrual period.

This brochure summarizes the most important information about the
IUB™. If you would like more information, talk with your healthcare
provider.

You can ask your healthcare provider for information about the [UB™
that is written for healthcare professionals.
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STERILE Sterilized using ethylene oxide
Do not re-sterilize
Do not re-use

Do not use if package is damaged

Temperature limit

Keep dry

Consult instructions for use

Caution

MR Conditional

OPPBI~00®

Recycle package after use

MRI Safety Information

Magnetic resonance imaging (MRI) personnel must be made aware of
the presence of the IUB™ prior to imaging.

Non-clinical testing demonstrated that the [UB™ is MR Conditional.

A patient with this device can be scanned safely in an MR system
immediately after placement under the following conditions:

« Static magnetic field of 1.5-Tesla and 3-Tesla, only

« Maximum spatial gradient magnetic field of 3000 Gauss/cm or less
+ Maximum MR system reported, whole body averaged specific
absorption rate (SAR) of 2-W/kg for 15 minutes of scanning in the
Normal Operating Mode of operation for the MR system

Under the scan conditions defined, the [UB™ is expected to
produce a maximum temperature rise of 1.4 °C after 15-minutes of
continuous scanning.

Artifact Information

In non-clinical testing, the image artifact caused by the [UB™ extends
approximately 2 mm from this implant when imaged using a gradient
echo pulse sequence and a 3-Tesla MR system.

IUB™ is a trademark of Manufacturer and distributor:
OCON Medical Ltd. OCON Medical Ltd.
Ballerine is a registered trademark ~ www.ballerine.co.il
of OCON Medical Ltd. Hamiktso'ot Blvd. 14
www.oconmed.com Modi'in 7178095, Israel

Tel: 072-2150105

Email: iub@oconmed.com

Initial date of Authorization: December 2014
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