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The Intrauterine Ball
BALERINE, [UB™ SCu300B MIDI INTRAUTERINE DEVICE

INFORMATION FOR PATIENTS

The BALERINE, IUB™ SCu300B MIDI Intrauterine Device is used to prevent
pregnancy.

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

[tis important for you to understand this brochure and discuss it with your
healthcare provider before choosing the BALERINE, IUB™ SCu300B MIDI
Intrauterine Device (BALERINE). You should also learn about other birth
control methods that may be an option for you.

What is the BALERINE?

The BALERINE is a copper-releasing device that is placed in your uterus
to prevent pregnancy for up to 5 years. The BALERINE is intended for
use by women at least 15 years of age.

The BALERINE is made of a shape memory alloy (Nitinol) frame shaped
asa 15 mm in diameter sphere. Copper is placed on the frame.

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

The BALERINE and its components do not contain latex.

How long can | keep the BALERINE in place?

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

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

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

How does the BALERINE work?

Widely accepted theories on how the BALERINE works include
preventing sperm from reaching the egg, preventing sperm from
fertilizing the egg, and preventing the egg from attaching (implanting)
in the uterus. BALERINE does not stop your ovaries from making an egg
(ovulating) each month.

Who might use the BALERINE?

You might choose the BALERINE 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 BALERINE?

You should not use BALERINE 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.
- Already have an intrauterine contraceptive in your uterus.

How is the BALERINE placed in the uterus?

The BALERINE is 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 BALERINE into your uterus. The tube is removed, leaving the
BALERINE inside your uterus. Two blue threads extend into your vagina.
The threads are trimmed to minimize discomfort. As the BALERINE 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.

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

How do | check that the BALERINE is in my uterus?

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

If the BALERINE 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 BALERINE.

What if | become pregnant while using the BALERINE?

If you think you are pregnant, contact your healthcare professional
right away. If you are pregnant and the BALERINE 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 BALERINE removed, even
though removal may cause miscarriage.

If you continue a pregnancy with the BALERINE 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 BALERINE 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 BALERINE does not seem to cause birth defects.

What side effects can | expect with the BALERINE?

The most common side effects of the BALERINE 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, IUDs as well as the
BALERINE 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 BALERINE may be hard to remove
because it is lodged in the uterus. Hysteroscopy may sometimes be
needed to remove the BALERINE.

- Perforation: Rarely, the BALERINE goes through the wall of the uterus,
especially during placement. This is called perforation. If the BALERINE
perforates the uterus, it should be removed. Surgery may be needed.
Perforation can cause infection, scarring, or damage to other organs.
If the BALERINE perforates the uterus, you are not protected from
pregnancy.

- Expulsion: the BALERINE 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 BALERINE than women who
have been pregnant before. If you think that the BALERINE 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
BALERINE.

You may have other side effects with the BALERINE. 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 BALERINE 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
BALERINE. 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 BALERINE 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
BALERINE. If you would like more information, talk with your healthcare
provider. You can ask your healthcare provider for information about
the BALERINE that is written for healthcare professionals.

@ Single use only.

m Ethylene oxide sterilized.

Do not resterilize.
Do not use if package is damaged or open.
Single unit per package.

Consult instructions for use.

Caution. There are specific precautions related to the
device, refer to IFU.

@9@&@@

Recycle package after use.
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BALERINE, [UB™ is a trademark of OCON Medical Ltd.

OCON Medical Ltd. 15 Hashdera Hamerkazit,

www.oconmed.com POB 552, Modiin 7171 801, Israel
Tel. (972) 72 21 50 105

eI Ay ,Ss Lsle yue Al OI3,3] Hoads ol diiglasy) geis

9o (s.?).” )L? Jesd) @.7)” )L? Jesd) ugJ& u,s EEES) @J'S.a é Ilug™ & Jesdl

3| (;.a_zn 9] L..lplb L.Q_))J ey ul US.M (gp).” t)lp Josd) do |yl g_,.lb.’zj 28 &lb Jl-
(w)JI t)lpJAD:.N uLa)l_cuAusS.)Jsthlé(L|3| LSDLC).«.CMA&_GJ)J ug.u

Adls Olagdd Cuws ol RN |UBTM 3 Qulzdl ol ).gku(t

STUB™ pluseial wis g3 53l o oy 1 deilad) LB o e

elae (Olgall o be B3ig Jsbls JaST pa 858 G IUB™ e legess 551 dusledl ,BYI
85740 51 8,0S duaSs Canlall (3305 yatul 13] (AU mag .,4a 2-3 sy Jo33 duiledl SV 0dn
ey el dsmall Gile ) pudl Gazss «Oligall ow B3l sezal of s bl

8 ydasd] deslodl HEYI jasy Guss 43 sl

Oletl goye o [UB™ liSsy sl plussiul gy Uikt :(PID) (osodl Olatll (oye o
Yzl 35T 5 o do )l clasVls Olgially 0o ) Cwal $oas o3 .(PID) gosdl
ol S 13] PID L &lo ST doyd dlia JUB™ =g sy JoYI Logy 20 § Ergusl)
Ololabl plasul PID dedles o sty pasd oo 5T ze puizdl Olusle oSG 5 5l
&)l} Jesdlg @.ﬁxﬂ Jio o)tb? Sléw BENARRE:S [V} Qi pSuw HEIN &9 .5354:9.”

o 8yshi FSYI OYLI BBg)I g 98 8300 Gl @9 . dxazkl o5l Y5 o)l
9l e deall Dole )l 5534 oz 3 ol D5I( el Jlatiul sl dolye e PID
comizd! Luylos sLST BYI 5T (ool sl hadl & 41 :PID g1yl oo (o1 bl Ol 13]
(oo sl Olo g By ymid dodll gy S ol Dsle st dilige OI3)3)

wams & ool & Bl ol us 1UB ™ 3] sl o 0550 98 Ll 1013V &y gm0
JUB™ a3y L_,A?)JI Hlax) (ald.a.wll dols Jln H5ST U3 gLol)l

o Lo iy 4205 53T Loguasg ool Hluz IUB™ Gy 800 OVl § i)
] doe dlos) Azl s 0555 5 3] iy e IUB™ g5 131 .l
IUB™ (25 13 g5 &g claels 51,01 5 ool csgasll o OF S

t)l’TﬁlS 3T Léj)p IUB™ C)DQJ.SD).L:.N Josd] QBADQAQW)#CQJTS <¢~..'>JJ|
oo TUB™ 8,la) doys 5T o0 U3 ie ohass b Glsll sl .50l oy Lo 1img .0 J]
LIS 5T Wi 38 (o o2 98 IUB™ (1 iz S 13) .8 oy olas Glsl elutl]
demall Lle )l pude (] Gazssy SN Bl die ozl @ik d8L5] dliwy (ousiul
desadH IUB™ Jlos] aley o5 ¥ by ool

(el iy polas W8 WJEL) dow o JUB™ plusaad (6,21 duile HBT dlin 0585 a3
wluasdly ] Sloxisdy iz duylon sLST g alall eVl el ©L S sus polass!
LY 5T Blayyl gl OI31,3Y1 ddgll sgaslly

i) ) UM DY) B sy Gl s zo3)) i 43

pgadl sl L3 TUB™ 5ly= 9>90 (MRI) L_sm.dcl.‘.v.u 05l pead gud el oo
Lsledl HBY Jgor dlial & clsd O 13) L dlasoek) deslod) HEW dLelS) L8N Cowcd 0dn
ey ol demall dile ) pade d] Az g8 Slazl

tdoall Lle )l pudl gosdl e e

JUB™ plussal Jso GBslies &l eyl SIS 13] ey poled] ol dyle ) pudia ] Lazsd
o & gl 4zt e guSTs

Jalo bl Oudie) o

ozl duylon sLST b 5T (psoddl § bl Cosnr @
da.l.u'l.d Cg)s 5] dgéLc)./..c d.a.L.e.A lyl,8) d.h.\.] .

ol o (9 (oom u.ual
(STD) Luwi dgaikl (1,1 uols gsasll Cudyms bl Jboao! o
Bl Sl JIHUB™ e 55T 5o jamad] liSiay o
30 - & sl Aokl (Al w9y ISy b arol 5T o i) dslibl ath s ey Cenol @
Wob CIid) ol was g B3 )
o] 856 lisls o
oz Oloslell (e wy3e & et y3 S 13 IUB™ Jso Gloglell gl 8l o pasls
Oloslee e dumall dlell 5950 Jlus OF eliSay ey ool dummall dils ) 3950 8yLiczul
Amall Lleyl § raasill sW dows [UB™ Jso 6,51

C€

1023

s Ljles dods o2 "IUB" 5 "0 500
&Sl e JSoue OCON a5,
OCON Medical Ltd
www.oconmed.com

Jssl ] SYBs PErrigo g skl g pasl
i el Vo el \ B3gusd

i TooVYee0edly
27670002 :decall 8)l39 yzeus 03

OCON Medical Ltd

W3Sy hdio 15

Ul 7171801 pmadg0 ,552 L. o
(972) 72 21 50 105 . &l

T5PILHEAREN Rev.3



