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« UM750: If uterus sounds to 7 to 8 cm, attach 1 cm spacer.

« UM950: If uterus sounds to 9 to 10 cm, attach 1 cm spacer.
If uterus sounds to >10 cm, no spacer is needed.

CLINICAL
INNOVATIONS

If uterus sounds to 8 to 9 cm, no spacer is needed.

Dilate the cervix using the Sound/Dilator provided



Manipulate Uterus
as Needed

Retroversion

Amevemu
/ 90e Retroversion
— / 120° Anteversion

—

i -
Base for lateral movement /

« Clockwise rotation of the manipulator handle elevates the
uterus to the anteverted position.

- Counterclockwise rotation of the handle retroverts the uterus. 210°Total Range of Motion

- The uterus can also be moved laterally by directing the handle
to one side or the other.

+ 210 degree total range of motion. .
After Completion of Procedure

C h Oose Cu S ize a n d Deflate intrauterine balloon and vaginal occluder balloon
p with syringes and slowly remove the device from the vagina.
Atta C h C u Check to ensure that the device is intact and that no parts
p remain in the patient. J—
a Discard the device. \/
3cm 3.5cm 4cm

Choose the correct size of colpotomy cup from the sterile
tray to properly fit the patient.

Carefully place the colpotomy cup over the
deflated ClearView Total tip until it touches
the tip support or spacer (if used).

Twist the colpotomy cup clockwise until
it snaps tightly in place.
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Colpotomy Cup
Kolpotomi Kupalari

Optimal visualization.
Complete uterine control.

ClearView TOTAL is a single-use, sterile device that allows for uterine
manipulation and clearly defines where to make the colpotomy incision.
In addition to the features of the traditional ClearView, the ClearView TOTAL
includes a pre-attached occluder balloon as well as 3 different sizes of
colpotomy cups, conveniently packaged in a sterile inner tray which can be
removed and placed aside until use. The colpotomy cups were designed for
improved visibility during insertion and are colored for easy identification when
making the colpotomy incision. ClearView TOTAL is designed specifically for
laparoscopic procedures where it is desirable to locate the position of the
vaginal fornices, typically during Total Laparoscopic Hysterectomy.

Optimal goérsellestirme
Komple uterin (rahim) kontrolii

ClearView® TOTAL, uterin manipilasyonuna olanak saglayan ve kolpotomi
insizyonunun yapilacagi yeri net bir sekilde tanimlayan tek kullanimlik, steril bir
cihazdir. ClearView'in geleneksel ézelliklerine ek olarak ClearView® TOTAL, 3 farkli
boyuttaki kolpotomi kupasinin yani sira kullanilincaya kadar c¢ikarilip bir kenara
yerlestirilebilir steril bir tepsiye uygun bir sekilde ambalajlanmis ©n-eklemeli
occluder balon igerir. Kolpotomi kupalari, sokma esnasinda gérinurlugu
gelistirmek igin tasarlanmistir ve kolpotomi insizyonu yaparken kolay tanimlanma
agisindan renklendirilmistir. ClearView® TOTAL, tipik olarak Total Laparoskopik
Histerektomi sirasinda vajinal forniks konumunun tespit edilmek istendigi
laparoskopik prosedrler icin 6zellikle tasarlanmigtir.

Product Number / Order Information
Urian Numaras / Siparis Bilgisi

UM 750 | ClearView TOTAL Uterine Manipulator - 7cm Tip | 5/box

UM 950 | ClearView TOTAL Uterine Manipulator - 9cm Tip | 5/box

ClearView® TOTAL Benefits
Colpotomy Cups Compatible With Any Scalpel

Each ClearView TOTAL includes 3 different sizes (3,3.5,4cm) of colpotomy
cups to ensure the proper size is available. The colpotomy cups are made
from a proprietary material which, unlike many other colpotomy cups, can
be used with both electrosurgical and harmonic scalpels. The colpotomy
cups were designed for improved visibility during insertion and are colored
for easy identification when making the colpotomy incision.

Kolpotomi kupalari
Her bir ClearView® TOTAL, uygun boyutun kullaniimasini saglamak tzere
3 farkl boyutta (3, 3.5, 4cm) kolpotomi kupasi igerir. Kolpotomi kupalari,
bir ¢ok kolpotomi kupasindan farkli olarak hem elektro cerrahi hem de
harmonik skalpellerle birlikte kullanilan 6zel bir malzemeden imal edilir.
Kolpotomi kupalari, sokma esnasinda gorindrlagu gelistirmek igin
tasarlanmistir ve kolpotomi insizyonu yaparken kolay tanimlanma
acgisindan renklendirilmigtir.
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Complete ClearView TOTAL Kit
Komple ClearView Toplam Seti
Total Laparoskopik Histerektomi

Why choose ClearView® TOTAL?
Neden ClearView® TOTAL ?

» Use Any Scalpel / Herhangi bir skalpeli kullanin

Each ClearView TOTAL includes 3 different 3 SIZES

sizes (3,3.5,4cm) of colpotomy cups to ensure 3 FARKLI
@ the proper size is available. The cups, which BOYDA M
are made from a proprietary material, canbe « 3cm K -/
Rotating Control Handle :ieeﬂd ;\Insth both electrosurgical and harmonic 3.5cm
Déoner Kontrol Diigmesi pels. e 4cm

Her bir ClearView® TOTAL, uygun boyutun kullaniimasini saglamak
uzere 3 farkl boyutta (3, 3.5, 4cm) kolpotomi kupasi icerir. Kolpotomi
kupalari, hem elektro cerrahi hem de harmonik skalpellerle birlikte
kullanilan 6zel bir malzemeden imal edilir.

» Maintain Pneumoperitoneum / Pndmoperitonyumu Muhafaza Eder

The pre-attached occluder balloon requires no assembly. It serves
as a seal to prevent the loss of the pneumoperitoneum
once the colpotomy incision has been made.

On-eklemeli occluder balon, montaj gerektirmez. Kolpotomi
insizyonu yapildiktan sonra pnémoperitonyumun kaybini
onleyerek bir sizdirmazlik malzemesi olarak i gordr.

» Completely Disposable / Tek kullanimliktir

« No Reprocessing
« No Sterilization

* No Cross

* No Contamination

* Yeniden isleme yok

« Sterilizasyon yok

» Montaj yok

« Karsilikli kontaminasyon yok

Eﬁ(‘

> Greatest Range of Motion / En biiyiik hareket araligi
120° ' cv
Occluder Balloon

antversion 90°
The pre-attached occluder balloon requires no assembly. It serves as a
seal, preventing the loss of the pneumoperitoneum once the colpotomy
incision has been made. It is filled with 60-120cc of sterile liquid using
the included 60mL syring.

retroversion

Occluder Balon

On-eklemeli occluder balon, montaj gerektirmez. Kolpotomi insizyonu
yapildiktan sonra pnémoperitonyumun kaybini énleyerek bir sizdirmazlik
malzemesi olarak is gortr. Dahil olan 60ml'lik siringa kullanilarak
60-120cc steril sivi ile doldurulur.

Adjustable Tip Length

A 1cm spacer is included in the ClearView TOTAL kit. The spacer
adjusts the tip length, effectively changing a 9cm or 7cm tip into an
8cm or 6¢cm tip respectively. If the spacer is needed to optimize sizing
it simply snaps on in seconds.

Ayarlanabilir U¢ uzunlugu

1cm'lik aralayici, ClearView TOTAL Kitine dahil edilmistir. Aralayici,
9cm veya 7cm'lik ucu 8cm veya 6cm uca etkin sekilde donustirerek
u¢ uzunlugunu ayarlar. Aralayicinin boyutlandirmasini optimize etmek
gerekirse sadece saniyeler igerisinde gergeklestirilir.

Optimal Patient Position

The rotating control handle facilitates one-handed control, enabling the
surgeon to manipulate the uterus through the drape without breaking the
sterile barrier. The reference "bump" on the handle helps the surgeon
know which direction the tip is positioned. The design also enables
the patient to remain in the supine position.

Optimal Hasta Pozisyonu

Déner kontrol kolu, steril bariyeri frenlemeden cerrahin drape boyunca
uterusu manipule etmesini saglayarak tek elle kontroli kolaylastirir.
Handle Uzerindeki referans “bump”, cerrahin ucun konumlanacagi
pozisyonu bilmesine yardim eder. Tasarim, ayni zamanda hastanin
yatar pozisyonda kalmasini saglar.
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ClearView®
TOT A Laparoscopic

Hysterectomy
ClearView TOTAL Laparoscopic hysterectomy
WARNING
-Do not use the ClearView Total if it has been opened or damaged.
‘Do not reuse.Discard after one procedure.Function may be impaired throung reuse or cleaning.
The device is diffcult to clean after exposure to biological materials and may cause adverse patient
reactions if reused. Clinical Innovations will not be responsible for any direct,incidental, or
consequential damages resulting from the reuse of this device.
-As with all uterine manipualators, a careful clinical examination should be performed prior to use.
Certain clinical conditions may present a uterus which is more prone to perforation or bleeding.
-Sound the uterus for depth and direction prior to use. Do not use the ClearView Total as a sound.
-Do not use a tip which is longer than the sounded depth.Apply a spacer,or use a shorter-tiped
device, so insertion is 1 cm or less the sounded depth.
‘Do not use the device without first testing the tip and Occluder balloons.
-The tip balloon is designed to hold up to 10 cc of inflation.
‘Do not inflate balloons with air.
-Use of an incorrect sized ColpoCup could result in patient injury.
-Do not force the tip of the device into a cervical os that is insufficiently dilated.
-A non-inflated, or under-inflated, tip balloon may result in the expulsion of the device from the uterus
during use.
‘Do not attempt extensive uterine manipulation without a clear laparoscopic view.
‘Do not emplay extreme or excessive force when manipulating.
-Do not attempt to remove the device by pulling on any exposed tubing. Remove by pulling on the
handle only.
-Do not allow prolonged contact between cutting instrument and Colpocup.
INDICATIONS
The Clearview Total is infended for use in laparoscopic procedures where it is desirable to delineate
the vaginal forcines,and the surgeon intends to remove or Access intraperitonial tissue throungh the
vagina by use of a colpotomy or culdotomy incision;such as laparoscopically assisted vaginal
hysterectomies or total laparoscopic hysterectomies while maintaining pneumoperitoneum by sealing
the vagina while a colpotomy is performed.

LATEX FREE

CONTRAINDICATIONS

Pregnancy or suspicion of pregnancy,known or suspected uterine or tubal infection,an AlD in place,
uterine anomaly especially anomalies with a small cavitit,an cases in which the surgeon deems it
inadvisable or find it difficult to insert.

PRECAUTION
Confirm that the ColpoCup and/or spacer is locked into place prior to starting the procedure.

INSTRUCTIONS FOR USE
1.Check the sterile tray for integrity.Remove the device. Using the small syringe (included in package),
inflate the tip balloon with sterile saline (10 cc maximum). Remove the syringe and make sure the balloon
stays inflated. Reattach the syringe and remove the fluid,deflating the balloon, prior to patient insertion.
Using the large syringe included in the in the package,test the integrity of the Occluder balloon by
inflating with 30-60 cc of streile saline (do not use air);the deflate prior to patient insertion.
2.Sound the uterus using the combination Sound/Dilator provided.

Fort he 7 cm ClearView device;If the uterus sounds to less than 8 cm attach a spacer.

Fort he 9 cm ClearView device;If the uterus sounds to less than 10 cm,attach a spacer.
To atach a spacer,with tip balloon deflated,position spacer with the larger-open end facing
Towards the pivot and carrefully slide the spacer over the tip until it touches the tip support; then
Twist the spacer clockwise until it snaps tightly in place (see Figure 1). The manipulator tip should be
positioned 1 cm below the maximum sounded deppth of the uterus.
3.Choose the correct size of ColpoCup to properly fit the patient and then carefully place the ColpoCup
over the deflated ClearView Total tip until it touches the tip support or spacer (if used).
Twist the ColpoCup clockwise until in snaps tightly in place (see Figure 2).
4 If indicated,dilate the cervix using Standard procedures,or use the combination Sound/Dilator provided.
5.Lupricate the distal manipulator tip and balloon.After placing a speculum,slowly insert the tip Into the
uterine cavity.Completely insert the tip into the uterus until the bottom of the ColpoCup abuts the external
cervix. Confirm that the distal end of the Colpocup is secured in the vaginal fornices.
6.Using the small syringe,slowly inflate the tip balloon with strerile saline until the base of the ColpoCup is
pulled tight against the cervix (10 cc maximum). Continue to hold the plunger of the syringe as it is
removed from the inflation valve, to prevent reflux of fluid back into the syringe.Do not over inflate the tip
balloon.
7.Gently pull on the manipulator to test for proper engagement of the cuff in the uterus. Remove the
speculum and rotate the manipulator clockwise to the anteverted position with the manipulator handle
between the patient's legs.
8.The uterus can now be manipulated by rotating the ClearView Total's handle. Clockwise rotation Elevates
the uterus to the anteverted position,counterclockwise rotation retroverts the uterus. The uterus can also
be moved laterally by directing the handle to one side or the other.
9.Just prior to making the colpotomy incisions,inflate the Occluder balloon with 60-120 cc of sterile saline
(do not use air).
10.After completion of the procedure,deflate the Occluder balloon and remove the device ,in its entirety
,from the vagina. Check to ensure that the device is intact and that no parts remain in the patient.
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ORJINAL TURKGE KULLANMA KILAVUZU (ClearView )

TOTAL UTERINE MANIPULATOR

LATEKS iGERMEZ © Copyright 2013

UYARILAR:

1. Uterin Manipulator Endoskopi, Laparoskopik Histerektomi ; Transvaginal Hysterectomies ;
Vajinal Histero ; Vajinal Histerektomi ve Sistorektosel ; Histerektomi, abdomial;
Laparoskopik Histerektomi. Operasyonlarinda kullanilir.

2. Ambalaj acilmadigi veya hasar gormedigi siirece sterildir.

3.Uygun egitim almis kisiler tarafindan kullaniimalidir.

4 Tek Kullanimliktir.

5.Tekrar Steril Edilemez.

6.Son kullanma Tarihi,lot,seri no orijinal Uretim ambalaj etiketidir.

7.Tagimacilikta nakliyede dikkat edilmesi gerekenler + depolama ve saklama kosullari :

8.0da sicakliginda ve kuru yerde muhafaza edilmelidir.

CiHAZ TANIMI

ColpoCup ve Occluder'li ClearView Total uterin manipiilatdr, tek kullanimlik, kullanildiktan sonra atilabilen
cihaz olarak tasarlanmistir. Implant testine yonelik USP/Sinif VI dnerilerini karsilayan medikal sinif,
kaliplanmig plastik malzemelerden imal edilmis steril bir cihazdir. Cihaz, CulpoCup'larin biitiin elektro cerrahi,
harmonik ve lazer cihazlari ile uyumlu g farkl boyutu ile birlikte tedarik edilir. ClearView Total, manipiilator
ucunun uterus (rahim) ve ColpoCup'un serviks (rahim boyu) etrafindaki vajinal forniks icerisine givenli
sekilde yerlestirimesi amaciyla tasarlanmistir.

OLASI YAN ETKILER

Servikal laserasyon (yirtiima), uterin perforasyonu, rahim damarlarinin yirtilmasi, retroperitoneal veya
intraperitoneal kanama, badirsak veya mesane perforasyonu, enfeksiyon, umulmadik intrauterin gebelik
kesintisi ve kalan yabanci cisim seklinde manipiilatdr (aralayici veya kap) kisminin retensiyonu (alikonulmasi).

UYARILAR -

Acilmis veya hasar gormiigse ClearView" Total'i kullanmayiniz.Yeniden kullanmayiniz. Bir islemden sonra
atin. Fonksiyon, yeniden kullanim ve temizleme nedeniyle bozulabilir. Biyolojik malzemelere maruz kaldiktan
sonra cihazin temizlenmesi zordur ve yeniden kullanildi§i takdirde yan hasta etkilerine neden olabilir. Clinical
Innovations, bu cihazin yeniden kullaniimasindan kaynaklanan herhangi bir dogrudan, arizi veya dolayh
zararlardan sorumlu olmayacaktir. Tiim uterin manipiilatérlerde gibi kullaniimadan dnce dikkatli bir klinik
muayene yapiimalidir. Bazi klinik durumlar, perforasyon veya kanamaya daha fazla egilimli rahmi sunabilir.
Kullanmadan 6nce uterusu, derinlik ve dogrultu agisindan sonda ile muayene edin.ClearView” Total'i sonda
olarak kullanmayiniz. Muayene edilen derinlikten daha uzun bir ug kullanmayiniz. Bir aralayici uygulayin veya
daha kisa uclu bir cihaz kullanin. Boylelikle sokma, 1cm veya muayene edilen derinlikten daha az olur. Cihazi,
ilk olarak ucu ve Occluder balonlari test etmeden kullanmayiniz.Ug balonu, 10cc kadar sisiriimeyi kabul
edecek sekilde tasarlanmistir. Occluder balon, 120cc kadar sisirilmeyi kabul edecek sekilde tasarlanmigtir.
Balonlari, hava ile sisirmeyin. Yanlig boyutlu ColpoCup kullanimi, hasta yaralanmasi ile sonuglanir. Cihazin
ucunu, yeteri kadar agilmamis servikal os icerisine sokmak igin zorlamayn. Sisirilmemis veya sisirilme
asamasinda olan ug balonu, kullanim sirasinda cihazin uterustan cikmasina neden olabilir. Net laparoskopik
goriinim olmadan genis rahim manipiilasyonuna tesebbiis etmeyin. Manipiilasyon esnasinda ekstrem veya
asin gli¢ kullanmayiniz. Cihazi, herhangi bir uygulama boru sisteminden gekip cikarmaya tesebbiis etmeyin.
Sadece handle'indan gekerek cikarin. Kesim aleti ve ColpoCup arasinda uzun siireli temasa izin vermeyin.

ENDIKASYONLAR:

ClearView" Total, vajinal fornikslerin tanimlanmak istendigi ve cerrahin, kolpotomi veya kuldotomi insizyon
(kesit) kullanma yéntemiyle vajina icinden intraperitoneal dokuyu cikarmak veya bu dokuya erismeyi
planladigi laparoskopik prosediirlerde kullaniimak iizere tasarlanmistir. Kolpotomi uygulamasi sirasinda
vajinayi tikayarak pnémoperitoneum korunurken laparoskopik destekli vajinal histerektomi veya total
laparoskopik histerektomi gibi.

KONTRAENDIKASYONLAR

Gebelik ya da gebelik stiphesi, bilinen veya siipheli rahim veya tubal enfeksiyon, yerinde bir IUD, rahim
anomalisi 6zellikle kiictik kaliteli anomaliler, cerrahin mahzurlu gordiigii ve sokulmasinin zor buldugu vakalar.

KULLANIM TALIMATLARI

1.Steril sistemi, biitiinliik agisindan kontrol edin. Cihazi ¢ikarin. Kiigiik bir sirnga (pakete dahildir) kullanarak
ug balonunu steril tuzlu su (maksimum 10 cc) ile sisirin. Siringay! ¢ikarin ve balonun, sisik durumda
kaldigindan emin olun. Siringayi yeniden takin ve hastaya sokmadan dnce balonu séndiirerek siviyi gikarin.
Pakete dahil olan biiyiik siringayi kullanarak Occluder balonu 30-60cc steril tuzlu su (hava kullanmayiniz)

ile sisirerek biitiinlii§ini test edin. Sonra hastaya sokmadan dnce sondurun 2.Tedarik edilen kombinasyon
Sonda/Dilatdr kullanarak uterusu sonda ile muayene edin. 7cm ClearView “ cihaz igin: Uterus 8cm'den
daha derinse bir aralayici ekleym 9cm ClearView” cihaz igin: Uterus 10cm'den daha derinse bir aralayici
ekleyin.Bir aralayici eklemek igin sondiiriilmiis uc balonu ile birlikte biiyiik agik ucu pivota dogru bakan
aralayiciyi, konumlandirin ve aralayicyi, ug destegine degene kadar ug tizerinden dikkatli bir sekilde kaydirin.
Sonra aralayiclyi, yerine sikica oturana kadar saat yéniinde déndiiriin (bkz. Figiir 1). Manipiilatdr ucu,
uterusun maksimum sounded derinliginin 1cm asagisina konumlandinimalidir. 3.Hastaya uygun sekilde
takmak igin ColpoCup'un dogru boyutunu segin ve sonra ColpoCup'u, ug destegine veya (kullanildiysa)
aralayiclya temas edene kadar sondiiriilmiis ClearView Total ug lizerine dikkatli bir sekilde yerlestirin.
ColpoCup'u, yerine sikica oturana kadar saat yoniinde dondiiriin (bkz. Figiir 2). 4.Belirtimisse standart
prosediirleri kullanarak serviksi genisletin veya tedarik edilen kombinasyon Sonda/Dilatdr kullanin.

5.Distal manipiilatér ucunu ve balonu yaglayin. Bir spekulum yerlestirdikten sonra ucu uterin bosluguna
yavasca sokun. ColpoCup'un alt kismi eksternal servikse dayanana kadar ucu, uterusa tamamen sokun.
ColpoCup'un distal ucunun vajinal fornikse sabitlendii onaylayin. 6.Kiiciik bir sirnga kullanarak ug balonunu,
ColpoCup'un tabani servikse dogru gekilene kadar steril tuzlu su ile yavasca sisirin (maksimum 10 cc).
Siringa igine sivi geri akisini nlemek icin siringa pistonu tutmaya devam edin. Ug balonunu, fazla sisirmeyin.
7.Uterustaki mangonun dogru engajmanini test etmek igin manipiilatérii yavasga cekin. Spekulumu gikarin
ve manipiilatorii, hastanin bacaklari arasinda manipiilator handle ile birlikte anteverted pozisyona gore

saat yoniinde dondiriin. 8.Uterus, ClearView Total'in handle dondiiriilerek manipiile (hareket) ettirilebilir.
Saat yonii rotasyonu, uterusu anteverted pozisyona yiikseltir. Saatin aksi yoniinde rotasyon, uterusu
retrovert eder. Uterusu, handle bir veya digere tarafa yonlendirerek yanal olarak hareket ettirilebilir.
9.Kolpotomi insizyonu (kesit) yapmadan énce Occluder balonu, 60 - 120 cc steril tuzlu su ile sisirin

(hava kullanmayiniz). 10.Islemin tamamlanmasindan sonra Occluder balonu, séndiiriin ve cihazi,

biitiiniiyle vajinadan gikarin. Cihazin biitiin oldugundan ve hasta icinde hicbir parganin kalmadigindan

emin olmak igin kontrol edin.
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ClearView®

Uterine Manipulator

otating Control Handle
Dénen Kontrol Kolu

Elastormeric Tip

Elastomerik Ug Kit Contains

Kit Igerigi 12 ml Syringe
Balloon - 12 mr’lik Siringa
Balon
- P
N
. ™ Balloon Inflation Valve . 4\\\\’\\\\\@
V. " L Balon Sisirme Vanasi \\\’\&\\\
— Dye Injection Port p \
Pivot at the Boya Piiskiirtme Portu "
Cervical os
Servikal os’ta = 7 @ @
Pivot @ : N
1 cm Spacer 7w
1 cm’lik Aralayici w @
- Disposable Sound Dilator
—— b Tek Kullanimlik Sound Dilator

Optimal visualization.

Complete uterine control.

ClearView is an innovative, completely disposable, uterine manipulator. It provides surgeons
with optimal visibility and complete uterine control during laparoscopic procedures. With its
pivot point at the cervical os, ClearView provides 120° anteversion, 90° retroversion, as well as
lateral movement; for the greatest motion range of any uterine manipulator. No tenaculum
is required for insertion; and with the patient in the preferred supine position; ClearView’s light
weight, balanced-design is self-holding, eliminating the need for an assistant.

Optimal gorsellestirme

Komple uterin (rahim) kontrolii

ClearView, yenilikgi, tek kullanimlik bir uterin manipulatéridar. Cerrahlara, laparoskopik iglemler
sirasinda optimal gértndrlik ve komple uterin kontrolii saglar. Servikal os'taki pivot noktasi ile
ClearView, herhangi bir uterin manipulatérinin en blylk hareket aralidi icin lateral hareketin
yani sira 1200 anteversiyon (6ne doénuklik), 90° retroversiyon (geriye donuklik) saglar. Sokma
icin tenakulum gerekli degildir ve tercih edilen yatar pozisyonda hasta ile birlikte ClearView'in
hafif agirhgi ve dengeli tasarimi, asistan gereksinimi asistan gereksinimi elimine ederek kendi
kendini tutma 6zelligine sahiptir.

Product Number / Order Information
Uran Numarasi / Siparis Bilgisi

UM 700

UM 900 | ClearView Uterine Manipulator - 9cm Tip

Complete ClearView Kit

A state-of-the-art uterine manipulator designed for complete uterine control, convenience,
and safety. ClearView is an innovative, completely disposable, uterine manipulator. It provides
surgeons with optimal visibility and complete uterine control during laparoscopic procedures.
ClearView provides 120° degrees anteversion and 90 degrees retroversion, as well as lateral
movement; for the greatest motion range of any uterine manipulator.

Komple ClearView Kiti

Tam rahim kontroll, kolaylik ve guvenlik icin tasarlanmis modern bir uterin manipulator.
ClearView, yenilikgi, tek kullanimlik bir uterin manipulatéridir. Cerrahlara, laparoskopik islemler
sirasinda optimal goérintrlik ve komple uterin kontroll saglar. ClearView, herhangi bir uterin
manipulatérinin en biyik hareket araligi icin lateral hareketin yani sira 120° anteversiyon
(6ne donuklik), 90° retroversiyon (geriye donuklik) sadlar.

Recent Device Upgrades

You may or may not be aware, but ClearView recently went through a few upgrades. We

listened to the feedback our customers provided and adjusted the device accordingly.

The ClearView is now more reliable than ever!

En Son Cihaz Giincellemeleri

Farkinda olun veya olmayin ClearView, son dénemde birka¢ gliincelleme yapmistir.
Musterilerimizin geri bildirimlerini dikkate aldik ve cihazi, buna gore tedarik ettik ve
uyarladik. ClearView, simdi her zamankinden daha guvenilir!

Pivot at the Cervical os & Greatest Range of Motion

Having the pivot at the cervical os increases mobility and visibility. ClearView provides a full
210° of articulation for unmatched exposure.

Servikal os'taki pivot ve En biiyiik hareket arahigi

Servikal os'ta pivota sahip olma, mobilite ve goérinurligu yikseltir. ClearView,

essiz pozlamada tam 210° artikilasyon saglar

Rotating Control Handle

The rotating control handle facilitates one-handed control, enabling the surgeon to manipulate
the uterus without breaking the sterile barrier. The reference "bump" on the handle helps the
surgeon know which direction the tip is positioned.

Rotating Control Handle

Déner kontrol kolu, steril bariyeri frenlemeden cerrahin uterusu manipile etmesini saglayarak
tek elle kontroli kolaylastirir. Kol tGzerindeki referans “bump”, cerrahin ucun konumlanacagi
pozisyonu bilmesine yardim eder. Daha fazla bilgi icin Uriin Literatiir sayfasini ziyaret edin,
Demo sayfasi talep edin veya yerel distribttériintzle irtibat kurun.
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ClearView Uterine Manipulator - 7cm Tip
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Why choose ClearView®?
Neden ClearView ®?

» Greatest Range of Motion / Neden ClearView?

120° - CIL

/
anteversion 900
,
,
,

, retroversion

»> Completely Disposable / Tek kullamimliktir

* No Reprocessing * Yeniden isleme yok —
* No Sterilization « Sterilizasyon yok [[[I
* No Assembly * Montaj yok

* No Cross-Contamination  Karsilikli kontaminasyon yok

> Optimal Patient Position / Optimal hasta pozisyonu

Maximum manipulation with the patient
in the preferred supine position as
opposed to the lithotomy position
required by other devices.

om0

Diger cihazlarin gerektirdigi litotomi konumuna karsi
tercih edilen yatar pozisyonda hasta ile birlikte
maksimum manipulasyon

» No Assistant Needed / Asistan gerekli degil

The rotating handle provides one-handed <«
surgeon control w/o breaking the sterile
barrier or needing an assistant.

Déner kol, steril bariyer frenleme veya bir asistan
ihtiyaci olmaksizin cerraha tek elle kontrol imkani
saglar.

Self-holding Device

The light-weight, balanced, design, allows the ClearView
to be moved into position and left, freeing the hands of the
surgeon and eliminating the need for an assistant.

Kendiliginden Tutan Cihaz

Hafif dengeli tasarim, asistan ihtiyacini elimine ederek ve
cerrahin ellerinin serbest kalmasini saglayarak ClearView'in
pozisyon icinde sola hareket ettiriimesine imkan tanir.

Adjustable Tip Length

A 1cm spacer is included in the ClearView kit. The spacer
adjusts the tip length, effectively changing a 9cm or 7cm tip
into an 8cm or 6¢cm tip respectively. If the spacer is needed
to optimize sizing it simply snaps on in seconds.

Ayarlanabilir U¢ uzunlugu

1cm'lik aralayici, ClearView Kitine dahil edilmistir. Aralayici,
9cm veya 7cm'lik ucu 8cm veya 6cm uca etkin sekilde
doénustirerek ug¢ uzunlugunu ayarlar. Aralayicinin
boyutlandirmasini optimize etmek gerekirse sadece
saniyeler igerisinde gercgeklestirilir.

Effective Chromotubation

During surgery, typically laparoscopy, the status of the
tubes can be inspected as a dye is injected, in a process
known as chromotubation, into the uterus and shown to
pass through the tubes. Laparoscopic chromotubation has
been described as the gold standard of tubal evaluation.
The ClearView is an effective device to perform such tests.

Etkin Chromotubation

Tipik olarak laparoskopi gibi cerrahi igslem sirasinda tupdn
durumu, chromotubation olarak bilinen bir stireg icerisinde
boya uterusa puskurtildiginden incelenebilir ve tipten
gecisi gosterilebilir.  Laparoskopik chromotubation, tubal
degerlendirmenin altin standardi olarak tanimlanmistir.
ClearView, bu tip testleri gerceklestirmek icin etkili bir
cihazdir.
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ClearView
Uterine Manipulator
LATEX FREE

WARNINGS

+ Sound uterus for depth and direction before use. NEVER use the ClearView® as a sound.
+ Never use a tip which is longer than the sounded depth. Apply spacer so depth of insertion

is 1 cm less than sound depth.

+ Never attempt extensive uterine manipulation without a clear laparoscopic view of the uterus.
+ Never use the device without testing cuff first.

+ Do not employ extreme or excessive force when manipulating.

+ Never force the tip into a cervical os that is insufficiently dilated.

+ As with all uterine manipulators, a careful clinical examination should be performed prior to
use. Certain clinical conditions may present a uterus which is more prone to perforation and
bleeding.

+ A non-inflated or under-inflated cuff may result in the expulsion of the device from the uterus
during use.

+ Dye injection should be performed slowly. Rapid injection may cause uterine damage or result
in
fallopian tube spasm.

+ If preferential flow is noted on chromotubation, occlude the side with free flow to assess
contralateral flow.

ADVERSE REACTIONS

+ Cramping

+ Infection

+ Perforation of uterine wall

+ Uterine spasm with accompanying temporary physiologic blockage of patent fallopian tubes

Instructions for Use

1. Check the sterile tray for integrity. Remove the instrument. Using the included syringe, inflate
cuff (balloon at distal tip) with fluid (10cc maximum). Remove the syringe and make sure that
the cuff stays

inflated. Reattach the syringe and remove the fluid, thus deflating the balloon.

2. Sound the uterus using the combination Sound-Dilator provided.

For the 7cm ClearView® device; if the uterus sounds to less than 8 cm, attach a spacer.

For the 9cm ClearView® device; if the uterus sounds to less than 10 cm, attach a spacer.

To attach a spacer, position spacer with the snap fingers towards the pivot and carefully slide the
spacer over the tip (with balloon deflated) until it snaps in place at the base of the tip

(see diagram). The uterine manipulator tip with its injection ports should be positioned 1 cm
below the maximum depth of the uterus by sounding. Dilate the cervix, if indicated, using
standard procedures or utilize the combination Sound-Dilator provided.

3. Lubricate the distal manipulator tip and cuff. After placing a speculum, slowly insert the tip
into the uterine cavity. Completely insert the tip into the uterus until the face of the cervical stop
abuts the external cervix.

4. Slowly inflate the cuff with fluid until the cervical stop is pulled tight against the cervix

(10cc max.). Hold the plunger of the syringe as it is removed from the reflux valve to prevent the
reflux of fluid back into the syringe. Do not over inflate the cuff.

5. Gently pull on the manipulator to test for proper engagement of the cuff in the uterus. Remove
the speculum, rotate the manipulator to the antevert position, with the manipulator handle
between the patient's legs.

6. Manipulate the uterus by rotating the handle. Clockwise rotation elevates the uterus to the
antevert position. Counterclockwise rotation retroverts the uterus. The uterus can also be moved
laterally by directing the handle to one side or the other.

7. If desired, inject media through the dye injection port to test patency of the fallopian tubes.

8. When the procedure is complete, insert the syringe into the reflux valve and draw off the fluid
from the cuff. Move the uterus to its natural position and remove from the uterus and vagina.
Check to ensure that no parts remain in the patient.

(a) ROTATING

% CONTROL KNOB
NN (f) SPACER \

(b) RIGID ENCLOSURE

(d) BALLOON

(c) TIP

PIVOT AT CERVICAL 0S o
(e) DYE INJECTION o

LUER FITTING BALLOON INFLATION
VALVE

The Clinical Innovations ClearView® is both a uterine manipulator and a uterine injector designed
for single use for complete uterine control by the attending laparoscopist. It is a sterile product
made of molded plastic material which meets USP/Class VI recommendations for implant testing.
This product is designed as a single unit body with (a) a rotation control knob which controls tip,
(b) an enclosure, (c) a dual lumen obturating tip which pivots at the cervical os, (d) a soft inflatable
uterine cavity balloon with external inflation tubing for securing the device in the uterine cavity, (e)
a luer fitting to accommodate a syringe for contrast media injection through the distal tip assembly,
and (f) a spacer for reducing insertion depth by 1 cm. Extended length is 32.5 cm (12.8 inches).
Outer diameter of distal tip is 5.1 mm (0.20 inches).
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ORJINAL INGILIZCE TURKGE KULLANMA KILAVUZU (ClearView )

UTERINE MANIPULATOR

LATEKS iGERMEZ

UYARILAR: 1. Uterin Manipulator Endoskopi, Laparoskopik ; infertilitede ;

Tubal Ligations ; Oopherectomies ; Myomectomies ; Ectopic Pregnancies ;
Cystectomies ; Cholecystectomies ; Tuboplasties ; Dermoid Cysts ; Endometriomas ;
Bowel ; Intrauterin Cerrahi ; Servikal stump cikariimasi. Operasyonlarinda kullanilir.
2. Ambalaj acilmadigi veya hasar gérmedigi siirece

sterildir. 3.Uygun egitim almis kisiler tarafindan kullaniimalidir. 4.Tek Kullanimliktir.
5.Tekrar Steril Edilemez. 6.Son kullanma Tarihi,lot,seri no orijinal Uretim ambalaj
etiketidir. 7.Tagimacilikta nakliyede dikkat edilmesi gerekenler + depolama ve
saklama kosullari 8.0da sicakliginda ve kuru yerde muhafaza edilmelidir.

UYARILAR: 2. -Kullanmadan énce uterusu, derinlik ve dogrultu acisindan sonda ile
muayene edin. ClearView” Total'i sonda olarak kullanmayiniz.

-Asla muayene edilen derinlikten daha uzun bir u¢ kullanmayiniz. Bir aralayici uygulayin
bdylelikle sokma derinligi, muayene edilen derinlikten 1cm daha az olur.

‘Net laparoskopik uterus gériiniimii olmadan genis rahim manipiilasyonuna tesebbiis
etmeyin.

-Cihazi, ilk olarak mansonu test etmeden kullanmayiniz.

-‘Manipiilasyon esnasinda ekstrem veya asiri gii¢ kullanmayiniz.

-Cihazin ucunu, yeteri kadar agilmamis servikal os igerisine sokmak igin zorlamayin.
-Tiim uterin manipiilatorlerde gibi kullanilmadan dnce dikkatli bir klinik muayene
yapilmalidir. Baz: klinik durumlar, perforasyon veya kanamaya daha fazla egilimli rahmi
sunabilir.

-Sisirilmemis veya sisirilme asamasinda olan ug balonu, kullanim sirasinda cihazin
uterustan cikmasina neden olabilir.

-Boya piiskiirtme, yavas bicimde gerceklestiriimelidir. Hizli piiskiirtme, uterin hasarina
neden olabilir veya fallop tiipli spazmi ile sonuglanabilir.

-Chromotubation {izerinde tercihli akis saptanmasi durumunda kontralateral akisini
degerlendirmek igin tarafi serbest akigla tikayin.

YAN ETKILER

-Kramp

‘Enfeksiyon

-Uterin duvarin perforasyonu

-Hasta fallop tiiplerinin gegici fizyolojik tikanmasina eslik eden rahim spazmi

© Copyright 2013

Kullanim Talimatlan

1.Steril sistemi, biitlinliik acisindan kontrol edin. Cihazi ¢ikarin. Kiigiik bir sirnga kullanarak
mangonu (distal ugtaki balon), sivi (maksimum 10 cc) ile sisirin. Sirngay! ¢ikarin ve
mangonun, sisik durumda kaldigindan emin olun. Siringay yeniden takin ve siviyi gikarin.
Baylece balon séner.

2.Tedarik edilen kombinasyon Sonda/Dilatér kullanarak uterusu sonda ile muayene edin.
7em ClearView ° cihaz igin: Uterus 8cm'den daha derinse bir aralayici ekleyin.

9cm ClearView® cihaz icin: Uterus 10cm'den daha derinse bir aralayici ekleyin.

Bir aralayici eklemek igin pivota dogru bakan aralayictyi, konumlandirin ve aralayiciyi, ucun
tabaninda yerine oturuncaya kadar (sonmiis balonla birlikte) uc iizerinde dikkatli bir sekilde
kaydirin (cizime bkz). Enjeksiyon portlu uterin manipiilatér ucu, uterusun maksimum
derinliginden 1cm asagiya konumlandinimalidir. Serviksi genisletin, belirtimisse standart
prosediirleri kullanarak veya tedarik edilen kombinasyon Sonda/Dilatér kullanin.

3.Distal manipiilatér ucunu ve mangonu yaglayin. Bir spekulum yerlestirdikten sonra ucu
uterin bosluguna yavasca sokun. Servikal stopun yiizii eksternal servikse dayanana kadar
ucu, uterusa tamamen sokun.

4. Mansonu, servikal stop servikse dogru cekilene kadar sivi ile yavasca sisirin

(maksimum 10 cc). Sirnga icine sivi geri akisini 6nlemek igin sirnga pistonu tutmaya devam
edin. Mansonu, fazla sisirmeyin.

5.Uterustaki mansonun dogru engajmanini test etmek i¢in manipiilatorii yavasca cekin.
Spekulumu gikarin ve manipiilatorii, hastanin bacaklar arasinda manipiilatér handle ile
birlikte anteverted pozisyona gore saat yoniinde donddiriin.

6.Handle déndiiriilerek uterusu manipiile (hareket) edin. Saat yonii rotasyonu, uterusu
anteverted pozisyona yiikseltir. Saatin aksi yéniinde rotasyon, uterusu retrovert eder.
Uterusu, handle bir veya digere tarafa yonlendirerek yanal olarak hareket ettirilebilir.

7.Arzu edilirse fallop tiiplerinin agikigini test etmek icin boya piiskiirtme portuyla ortami
enjekte edebilirsiniz.

8.Islemin tamamlanmasindan sonra siringay!, geri akis vanasina sokun ve siviyl mangondan
cekin. Uterusu, dogal pozisyonuna hareket ettirin ve cihazi, uterus ve vajinadan gikarin.
Hasta iginde hicbir parganin kalmadigindan emin olmak igin kontrol edin.

(a) ROTATING CONTROL KNOB: DONER

KONTROL DUGMESI

(b) RIGID ENCLOSURE: RIJIT EK

(c) TIP: UC

(d) BALLOON: BALON o

(e) DYE INJECTION LUER FITTING: BOYA PUSKURTME
LUER BAGLANTI PARCASI

(f) SPACER: ARALAYICI . )

PIVOT AT CERVICAL 0S : SERVIKAL OS'TA PIVOT
BALLOON INFLATION VALVE: BALON SISIRME VANASI

(a) ROTATING
CONTROL KNOB

(f) SPACER

(b) RIGID ENCLOSURE

(e) DYE INJECTION
LUER FITTING

et

BALLOON INFLATION

VALVE
Clinical Innovations ClearView®, laparoskopist tarafindan tam rahim kontrolii yapiimasi
igin tek kullanimlik olarak tasarlanmistir. implant testine yonelik USP/Sinif VI onerilerini
karsilayan medikal sinif, kaliplanmis plastik malzemelerden imal edilmis steril bir Griindir.
Bu iiriin asagidaki maddelerde yer alan parcalarla birlikte tek bir tinite gévdesi olarak
tasarlanmistir: a) ucu kontrol eden rotasyon kontrol diigmesi, b) eklenti, c) servikal os
tizerinde donen cift limenli tikama ucu, d) cihazi uterin boslukta sabitlemeye yarayan
eksternal sisirme boru sistemli yumusak sisirilebilir uterin kavite balonu, e) kontrast
medya enjeksiyonuna ydnelik siringay distal u¢ montajina bagdastirmak icin liier baglant!
parcasi ve f) sokma derinligini 1cm diisiiren bir aralayici. Artirilmis uzunluk, 32.5 cm
(12.8 ing). Distal ucun dis capi, 5.1 mm (0.20 ing).
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