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Smoke safety —  
simplified.†,1

†17/17 OR staff agreed easy to setup, 17/17 surgeons agreed easy to use, and 16/17 surgeons agreed as natural to use as a standard electrosurgical pencil.

Product information guide

Valleylab™ SM smoke management pencil 
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Introduction

Nurses exposed to  
surgical smoke experience

2X
more respiratory  
issues than the  

general population‡,4

A complex problem.
The dangers of surgical smoke 
With every surgery, you and your team work tirelessly to 
protect patients. But taking care of patient health shouldn’t 
mean sacrificing your own. Protecting yourself starts with 
understanding the risks of surgical smoke.

The daily amount of  
surgical smoke is equal to

27–30 
unfiltered cigarettes†,2

Laser plume contains 

150+
hazardous chemicals3

†Average based on 44 operating days in a single elective plastic surgery theatre where porcine tissue 
was subject to electrocautery tissue ablation. Results may not be indicative of the average operating 
theatre.
‡Most frequently reported respiratory symptoms include nasal congestion, coughing, allergies, sinus 
infection/problems. 3
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Built on trusted 
Valleylab™ 
technology

A simple solution.

Enhanced ergonomics
•	A 360-degree swivel that supports natural hand and wrist movement‡,1

•	A lightweight and natural feel†,1

•	Optimal access to the surgical site∞,1,6

Superior performance
•	30 percent higher air flow#,††,5 

•	A specially designed nozzle for increased smoke removalΔ,5

•	More efficient smoke captureΔ,5

† 17 out of 17 surgeons agreed. 
‡ 16 out of 17 surgeons agreed.
§ 17 out of 17 OR staff agreed.
◊ Compared to Stryker SafeAir™* Smoke Evacuation Pencil™*, 
MEGADYNE™* Zip Pen™*, Conmed™* PlumePen™* Pro, and 
Conmed™* GoldVac™* Slim Pencils
¶ Compared to ConMed PlumePen™* Elite, MEGADYNE™*  Zip 
Pen™*, and ConMed GoldVac™* Slim Pencils.
# Tested on bench tissue model with RapidVac™ smoke evacuator 
system at 100% (5 dots), 10 ft configurations. Bench testing may 
not be indicative of clinical performance.

Δ Compared to Valleylab™ smoke evacuation rocker switch pencil, 
Edge™ blade electrode. 
∞ 15 out of 17 surgeons agreed
†† Compared to Stryker SafeAir™* Smoke Evacuation Pencil™*

‡‡ Cable is integrated for the first three feet
§§ 14 out of 17 surgeons agreed.
◊◊ Refer to the IFU. Compatibility document under development.

Ease of use
•	Easy set up§,1

•	An integrated ESU wire for simplified cord management‡‡,7

•	Soft-touch, nonslip buttons optimized for use with gloves§§,1

•	Compatible with both hex and nonhex electrodes◊◊,8

The Valleylab™ SM smoke management pencil simplifies smoke safety with 
a number of enhanced features.◊,¶,#,5 Its compact, ergonomic design has 
been optimized for even the most dynamic surgical environments.Δ,∞,1,5 And 
with its easy-to-use interface,†,1 smoke safety is more seamless than ever 
before.
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 Features and benefits

Access granted
Optimal access to the surgical site¶,1,6†Compared to Valleylab™ smoke evacuation rocker switch pencil, Edge™ blade electrode.

‡14 out of 17 surgeons agreed.
§16 out of 17 surgeons agreed. 
◊Cable is integrated for the first three feet.
¶15 out of 17 surgeons agreed
# Compared to ConMed PlumePen™* Elite, MEGADYNE™* Zip Pen™*, and ConMed GoldVac™* Slim Pencils.
Δ Tested on bench tissue model with RapidVac™ smoke evacuator system at 100% (5 dots), 10 ft configurations. Bench testing may not be indicative of clinical performance.

Keep a low profile 
A compact,  
low-profile design†,5

Get a grip 
Nonslip buttons optimized 
for use with gloves‡,1

360 degrees of freedom
A 360-degree swivel for 
natural wrist movement§,1

Wired for efficiency 
An integrated ESU 
wire for simplified 
cord management◊,7

A clear vision 
Transparent smoke nozzle 
which provides good 
visibility at the surgical site§,1

X-Ray detectable 
smoke nozzle 
Available in three 
different lengths9

Improved  
smoke plume 

removal#,Δ,5 
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Competitive comparisons

Air flow vs. pencil
Evacuator setting at 60% vacuum
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Smoke capture vs. pencil
Evacuator setting at 60% vacuum
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VSMP10

VSMP10

Stryker E-SEP™*

p=0.4205

ConMed 
PlumePen™* Pro

p=0.0132

MegaDyne 
ZipPen™*

p=0.2008

ConMed 
GoldVac™* Slim

p<0.0001
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Stryker E-SEP™*

p < 0.0001

ConMed 
PlumePen™* Pro

p < 0.0001

MegaDyne 
ZipPen™*

p = 0.0428

ConMed 
GoldVac™* Slim

p < 0.0001
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 Ordering information

Order code Material description Units per box

Sterile

VSMP10 Valleylab™ SM smoke management pencil with Edge™ electrode, 10 ft 20

VSMP15 Valleylab™ SM smoke management pencil with Edge™ electrode, 15 ft 20

Non-sterile

VSMP10NSB Valleylab™ SM smoke management pencil with Edge™ electrode, 10 ft (nonsterile bulk) 30

Extended nozzles

VSMEN4 Valleylab™ SM smoke management extended nozzle, 4-inch electrode 80

VSMEN6 Valleylab™ SM smoke management extended nozzle, 6.5-inch electrode 80

Smoke safety —  
in the palm of  

your hand. 

Ready to experience  
the benefits?  
Scan to learn more  
medtronic.com/valleylabSM

7

http://www.medtronic.com/valleylabSM 
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 FDA 510(k) 
clearance letter

Disclaimer: The 510(k) letter only confirms the device’s legal market status in the US and 
should not be interpreted as an FDA approval or endorsement of the product.

 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 7 . 0 0  
Silver Spring, MD 20993  
www.fda.gov 

 
 
 
 
 
 

 
     July 1, 2024 

 
Covidien LLC 
Miranda Miles 
Sr. Regulatory Affairs Specialist 
200 Medtronic Dr. 
Lafayette, Colorado 80026 
 
Re:  K240572 

Trade/Device Name: Valleylab™ SM Smoke Management Pencil with Edge™ Blade Electrode, 10' 
(3m) (VSMP10); Valleylab™ SM Smoke Management Pencil with Edge™ Blade 
Electrode, 15' (4.6m) (VSMP15); Valleylab™ SM Smoke Management Pencil 
with Edge™ Blade Electrode, 10' (3m), Non-Sterile Bulk (VSMP10NSB); 
Valleylab™ SM Smoke Management Extended Nozzle (for use with 4" (100mm) 
electrode) (VSMEN4); Valleylab™ SM Smoke Management Extended Nozzle 
(for use with 6.5" (165mm) electrode) (VSMEN6) 

Regulation Number:  21 CFR 878.4400 
Regulation Name:  Electrosurgical Cutting And Coagulation Device And Accessories 
Regulatory Class:  Class II 
Product Code:  GEI 
Dated:  February 28, 2024 
Received:  February 29, 2024 

 
Dear Miranda Miles: 
 
We have reviewed your section 510(k) premarket notification of intent to market the device referenced above 
and have determined the device is substantially equivalent (for the indications for use stated in the enclosure) 
to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment 
date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the 
provisions of the Federal Food, Drug, and Cosmetic Act (the Act) that do not require approval of a premarket 
approval application (PMA). You may, therefore, market the device, subject to the general controls 
provisions of the Act. Although this letter refers to your product as a device, please be aware that some 
cleared products may instead be combination products. The 510(k) Premarket Notification Database 
available at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 
 
If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
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Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 
 
Additional information about changes that may require a new premarket notification are provided in the FDA 
guidance documents entitled "Deciding When to Submit a 510(k) for a Change to an Existing Device" 
(https://www.fda.gov/media/99812/download) and "Deciding When to Submit a 510(k) for a Software 
Change to an Existing Device" (https://www.fda.gov/media/99785/download).  
 
Your device is also subject to, among other requirements, the Quality System (QS) regulation (21 CFR Part 
820), which includes, but is not limited to, 21 CFR 820.30, Design controls; 21 CFR 820.90, Nonconforming 
product; and 21 CFR 820.100, Corrective and preventive action. Please note that regardless of whether a 
change requires premarket review, the QS regulation requires device manufacturers to review and approve 
changes to device design and production (21 CFR 820.30 and 21 CFR 820.70) and document changes and 
approvals in the device master record (21 CFR 820.181).  
 
Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR Part 803) for 
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see 
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR Part 4, Subpart 
A) for combination products; and, if applicable, the electronic product radiation control provisions (Sections 
531-542 of the Act); 21 CFR Parts 1000-1050. 
 
Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems. 
 
For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

Sincerely, 
 
 
Long Chen, Ph.D. 
Assistant Director 
DHT4A: Division of General Surgery Devices 

 

 

Long H. Chen -S Digitally signed by Long H. Chen -S 
Date: 2024.07.01 14:47:58 -04'00'
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OHT4: Office of Surgical and Infection Control Devices 
Office of Product Evaluation and Quality  

             Center for Devices and Radiological Health 
 
 
Enclosure  
 
 



9

 Instructions for use (IFU)

en Use-by date bg Срок на годност cs Datum exspirace da Sidste anvendelsesdato
de Verfallsdatum el Ημερομηνία λήξης es Fecha de caducidad et Kõlblik kuni fi Viimeinen
käyttöpäivä fr Date de péremption hr Rok valjanosti hu Szavatossági idő id Tanggal gunakan
sebelum it Data di scadenza lt Galioja iki lv Izmantot līdz datumam mk Да се искористи до
nl Uiterste gebruiksdatum no Siste forbruksdag pl Termin ważności pt Data de validade
pt-PT Data de validade ro A se utiliza până la data de ru Использовать до sk Dátum
použiteľnosti sl Rok uporabnosti sr Datum isteka roka trajanja sv Används före-datum tr Son
kullanma tarihi uk Використати до vi Hạn sử dụng

en Batch code bg Партиден код cs Kód šarže da Batchnummer de Chargennummer
el Κωδικός παρτίδας es Código de lote et Partii kood fi Eräkoodi fr Numéro de lot hr Oznaka
serije hu Tételszám id Kode batch it Codice del lotto lt Partijos kodas lv Partijas kods mk Код
на серија nl Lotnummer no Partikode pl Kod serii pt Número de lote pt-PT Código de lote
ro Cod lot ru Номер партии sk Kód šarže sl Koda serije sr Šifra serije sv Batchkod tr Parti kodu
uk Код партії vi Mã lô

en Importer bg Вносител cs Dovozce da Importør de Importeur el Εισαγωγέας es Importador
et Importija fi Maahantuoja fr Importateur hr Uvoznik hu Importőr id Importir it Importatore
lt Importuotojas lv Importētājs mk Увозник nl Importeur no Importør pl Importer
pt Importador pt-PT Importador ro Importator ru Импортер sk Dovozca sl Uvoznik
sr Uvoznik sv Importör tr İthalatçı uk Імпортер vi Nhà nhập khẩu

en Package quantity bg Количество в опаковка cs Množství v balení da Antal pr. pakke
de Packungsmenge el Ποσότητα συσκευασίας es Cantidad por caja et Kogus pakendis
fi Määrä pakkauksessa fr Quantité par paquet hr Količina u pakiranju hu Csomag tartalma
id Jumlah kemasan it Quantità per pacco lt Kiekis pakuotėje lv Daudzums iepakojumā
mk Количина на пакување nl Aantal per pakket no Pakkeantall pl Liczba sztuk w opakowaniu
pt Quantidade na embalagem pt-PT Quantidade na embalagem ro Cantitate pachet
ru Количество в упаковке sk Počet kusov v balení sl Število kosov v paketu sr Količina u
pakovanju sv Antal per förpackning tr Ambalaj içindeki adet uk Кількість в упаковці vi Số
lượng đóng gói

Figure 1. The Valleylab SM Smoke Management Pencil • Фигура 1. Писалка за управление на дим Valleylab SM •
Obrázek 1. Tužka na řízení kouře Valleylab SM • Figur 1. Valleylab SM Røgstyringspencilen • Abbildung 1. Der
Valleylab SM Handgriff für Entrauchung • Εικόνα 1. Ο Στειλεός διαχείρισης καπνού Valleylab SM •
Figura 1. Electrobisturí con gestión de evacuación de humo Valleylab SM • Joonis 1. Suitsutõrjepliiats Valleylab SM •
Kuva 1. Valleylab SM -savunhallintakynä • Figure 1. Le crayon de gestion de la fumée SM Valleylab •
Sl. 1. Elektrokirurška olovka za upravljanje dimom Valleylab SM • 1. ábra. A Valleylab SM füstkezelős diatermiás kés •
Gambar 1. Pensil Manajemen Asap Valleylab SM • Figura 1. Manipolo per la gestione dei fumi Valleylab SM •
1 Paveikslėlis Valleylab SM skalpelis su dūmų valdymo funkcija • 1. Attēls Valleylab SM dūmu aizvadīšanas
elektroķirurģiskais zīmulis • Слика 1. Пенкало за управување со чад Valleylab SM • Afbeelding 1. De Valleylab
SM-rookbeheerpen • Figur 1. Valleylab SM Røykkontrollpenn • Rycina 1. Końcówka odprowadzająca dym Valleylab
SM • Figura 1. Caneta para gerenciamento de fumaça Valleylab SM • Figura 1. Caneta para gestão de fumo Valleylab
SM • Figura 1. Creionul pentru gestionarea fumului Valleylab SM • Рисунок 1. Электрохирургическая ручка
(держатель электрода) с функцией контроля дыма Valleylab SM • Obrázok 1. Pero s odsávaním dymu Valleylab SM
• Slika 1. Peresnik za nadzor dima Valleylab SM • Slika 1. Elektrohirurška olovka za upravljanje dimom Valleylab SM •
Figur 1. Valleylab SM rökkontrollspenna • Şekil 1. Valleylab SM Duman Yönetimi Kalemi • Малюнок 1. Пристрій для
керування димом Valleylab SM • Hình 1. Bút quản lý khói ValleylabSM

Valleylab SM

VBL_10038_A

1 Tip protector
2 Edge blade electrode
3 Smoke nozzle
4 CUT button (yellow)

EN 5 COAG button (blue)
6 9.5 mm (3/8 in) port adapter
7 Monopolar plug
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Valleylab SM

VBL_10038_A

1 Tip protector
2 Edge blade electrode
3 Smoke nozzle
4 CUT button (yellow)

EN 5 COAG button (blue)
6 9.5 mm (3/8 in) port adapter
7 Monopolar plug
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1 Spetsskydd
2 Edge-bladelektrod
3 Rökmunstycke
4 Knappen CUT (skära) (gul)

SV 5 Knappen COAG (koagulera) (blå)
6 9,5 mm (3/8 in) portadapter
7 Monopolär stickkontakt

1 Uç koruyucu
2 Edge bıçak elektrodu
3 Duman nozulu
4 CUT (kesme) düğmesi (sarı)

TR 5 COAG (koagülasyon) düğmesi (mavi)
6 9,5 mm (3/8 in) port adaptörü
7 Monopolar �ş

1 Захисний ковпачок
2 Електрод для розсікання тканин Edge
3 Сопло для диму
4 Кнопка розрізання CUT (жовта)

UK 5 Кнопка коагуляції COAG (синя)
6 Адаптер порту 9,5 мм (mm) (3/8 in)
7 Однополюсна вилка

1 Bảo vệ đầu
2 Điện cực lưỡi Edge
3 Vòi khói
4 Nút CUT (CẮT) (màu vàng)

VI 5 Nút COAG (ĐÔNG MÀU) (màu xanh dương)
6 Đầu nối cổng 9,5 mm (3/8 in)
7 Phích cắm đơn cực

Figure 2. Device connected to an electrosurgical generator and a smoke evacuator • Фигура 2. Изделие, свързано
с електрохирургичен генератор и евакуатор за дим • Obrázek 2. Prostředek připojený k elektrochirurgickému
generátoru a odsávači kouře • Figur 2. Udstyr forbundet til en elektrokirurgisk generator og en røgsuger •
Abbildung 2. Produkt verbunden mit einem elektrochirurgischen Generator und einer Rauchabsaugung •
Εικόνα 2. Συσκευή συνδεδεμένη σε ηλεκτροχειρουργική γεννήτρια και εκκενωτή καπνού • Figura 2. Dispositivo
conectado a un generador electroquirúrgico y a un extractor de humos • Joonis 2. Seade ühendatakse
elektrokirurgilise generaatori ja suitsuärastiga • Kuva 2. Laite liitettynä sähkökirurgiseen generaattoriin ja
savunpoistolaitteeseen • Figure 2. Dispositif relié à un générateur électrochirurgical et à un évacuateur de fumée •
Sl. 2. Uređaj priključen na elektrokirurški generator i odvod dima • 2. ábra. Elektrosebészeti generátorhoz és
füstelszívóhoz csatlakoztatott eszköz • Gambar 2. Alat yang terhubung ke generator bedah listrik dan pengisap asap
• Figura 2. Dispositivo collegato ad un generatore elettrochirurgico e ad un evacuatore di fumi •
2 Paveikslėlis Prietaisas, sujungtas su elektrochirurginiu generatoriumi ir dūmų šalintuvu •
2. Attēls Elektroķirurģiskajam ģeneratoram un dūmu nosūcējam pievienota ierīce • Слика 2. Помагало поврзано
со електрохируршки генератор и евакуатор за чад • Afbeelding 2. Hulpmiddel aangesloten op een
elektrochirurgische generator en een rookafzuiger • Figur 2. Enhet koblet til en elektrokirurgisk generator og et
røykavtrekk • Rycina 2. Urządzenie podłączone do generatora elektrochirurgicznego i urządzenia do odsysania
dymu • Figura 2. Dispositivo conectado a um gerador eletrocirúrgico e a um evacuador de fumaça •
Figura 2. Dispositivo ligado a um gerador eletrocirúrgico e a um evacuador de fumo • Figura 2. Dispozitiv conectat
la un generator electrochirurgical și un sistem de evacuare a fumului • Рисунок 2. Устройство, подключенное к
электрохирургическому генератору и дымоотсосу • Obrázok 2. Zariadenie pripojené k elektrochirurgickému
generátoru a odsávaču dymu • Slika 2. Pripomoček, priključen na elektrokirurški generator in napravo za odvajanje
dima • Slika 2. Uređaj je spojen na elektrohirurški generator i evakuator dima • Figur 2. Enhet ansluten till en
elektrokirurgisk generator och en rökevakuator • Şekil 2. Bir elektrocerrahi jeneratörüne ve bir duman tahliye cihazına
bağlı cihaz • Малюнок 2. Пристрій, підключений до електрохірургічного генератора та евакуатора диму •
Hình 2. Thiết bị được nối với một máy phát phẫu thuật điện và một máy hút khói

Valleylab SM
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1 Valleylab SM Smoke Management Pencil
2 Monopolar plug connection to electrosurgical generator
3 Port connection to evacuator, 9.5 mm (3/8 in)

EN

1 Писалка за управление на дим Valleylab SM
2 Връзка на монополярен щепсел към електрохирургичен генератор
3 Връзка на порт към евакуатор, 9,5 mm (3/8 in)

BG
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1 Spetsskydd
2 Edge-bladelektrod
3 Rökmunstycke
4 Knappen CUT (skära) (gul)

SV 5 Knappen COAG (koagulera) (blå)
6 9,5 mm (3/8 in) portadapter
7 Monopolär stickkontakt

1 Uç koruyucu
2 Edge bıçak elektrodu
3 Duman nozulu
4 CUT (kesme) düğmesi (sarı)

TR 5 COAG (koagülasyon) düğmesi (mavi)
6 9,5 mm (3/8 in) port adaptörü
7 Monopolar �ş

1 Захисний ковпачок
2 Електрод для розсікання тканин Edge
3 Сопло для диму
4 Кнопка розрізання CUT (жовта)

UK 5 Кнопка коагуляції COAG (синя)
6 Адаптер порту 9,5 мм (mm) (3/8 in)
7 Однополюсна вилка

1 Bảo vệ đầu
2 Điện cực lưỡi Edge
3 Vòi khói
4 Nút CUT (CẮT) (màu vàng)

VI 5 Nút COAG (ĐÔNG MÀU) (màu xanh dương)
6 Đầu nối cổng 9,5 mm (3/8 in)
7 Phích cắm đơn cực

Figure 2. Device connected to an electrosurgical generator and a smoke evacuator • Фигура 2. Изделие, свързано
с електрохирургичен генератор и евакуатор за дим • Obrázek 2. Prostředek připojený k elektrochirurgickému
generátoru a odsávači kouře • Figur 2. Udstyr forbundet til en elektrokirurgisk generator og en røgsuger •
Abbildung 2. Produkt verbunden mit einem elektrochirurgischen Generator und einer Rauchabsaugung •
Εικόνα 2. Συσκευή συνδεδεμένη σε ηλεκτροχειρουργική γεννήτρια και εκκενωτή καπνού • Figura 2. Dispositivo
conectado a un generador electroquirúrgico y a un extractor de humos • Joonis 2. Seade ühendatakse
elektrokirurgilise generaatori ja suitsuärastiga • Kuva 2. Laite liitettynä sähkökirurgiseen generaattoriin ja
savunpoistolaitteeseen • Figure 2. Dispositif relié à un générateur électrochirurgical et à un évacuateur de fumée •
Sl. 2. Uređaj priključen na elektrokirurški generator i odvod dima • 2. ábra. Elektrosebészeti generátorhoz és
füstelszívóhoz csatlakoztatott eszköz • Gambar 2. Alat yang terhubung ke generator bedah listrik dan pengisap asap
• Figura 2. Dispositivo collegato ad un generatore elettrochirurgico e ad un evacuatore di fumi •
2 Paveikslėlis Prietaisas, sujungtas su elektrochirurginiu generatoriumi ir dūmų šalintuvu •
2. Attēls Elektroķirurģiskajam ģeneratoram un dūmu nosūcējam pievienota ierīce • Слика 2. Помагало поврзано
со електрохируршки генератор и евакуатор за чад • Afbeelding 2. Hulpmiddel aangesloten op een
elektrochirurgische generator en een rookafzuiger • Figur 2. Enhet koblet til en elektrokirurgisk generator og et
røykavtrekk • Rycina 2. Urządzenie podłączone do generatora elektrochirurgicznego i urządzenia do odsysania
dymu • Figura 2. Dispositivo conectado a um gerador eletrocirúrgico e a um evacuador de fumaça •
Figura 2. Dispositivo ligado a um gerador eletrocirúrgico e a um evacuador de fumo • Figura 2. Dispozitiv conectat
la un generator electrochirurgical și un sistem de evacuare a fumului • Рисунок 2. Устройство, подключенное к
электрохирургическому генератору и дымоотсосу • Obrázok 2. Zariadenie pripojené k elektrochirurgickému
generátoru a odsávaču dymu • Slika 2. Pripomoček, priključen na elektrokirurški generator in napravo za odvajanje
dima • Slika 2. Uređaj je spojen na elektrohirurški generator i evakuator dima • Figur 2. Enhet ansluten till en
elektrokirurgisk generator och en rökevakuator • Şekil 2. Bir elektrocerrahi jeneratörüne ve bir duman tahliye cihazına
bağlı cihaz • Малюнок 2. Пристрій, підключений до електрохірургічного генератора та евакуатора диму •
Hình 2. Thiết bị được nối với một máy phát phẫu thuật điện và một máy hút khói

Valleylab SM

VBL_10039_A

1 Valleylab SM Smoke Management Pencil
2 Monopolar plug connection to electrosurgical generator
3 Port connection to evacuator, 9.5 mm (3/8 in)

EN

1 Писалка за управление на дим Valleylab SM
2 Връзка на монополярен щепсел към електрохирургичен генератор
3 Връзка на порт към евакуатор, 9,5 mm (3/8 in)

BG
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operationsduken • Şekil 3. Kılıfı cerrahi örtüye takma • Малюнок 3. Фіксація футляра до хірургічного простирадла
• Hình 3. Gắn bao đựng vào săng phẫu thuật

VBL_10040_A

1 Pull the drape material through the hole in the holster attachment tab.
2 Pull the drape material through the slot on the holster attachment tab.

EN

1 Издърпайте материала на завесата през отвора в закачалката за закрепване на обвивката.
2 Издърпайте материала на завесата през процепа на закачалката за закрепване на обвивката.

BG

1 Protáhněte materiál roušky otvorem v příchytce pouzdra.
2 Protáhněte materiál roušky štěrbinou v příchytce pouzdra.

CS

1 Træk afdækningsmaterialet gennem hullet i hylsterets fastgørelses�ig.
2 Træk afdækningsmaterialet gennem slidsen på hylsterets fastgørelses�ig.

DA

1 Material der Abdeckung durch das Loch in der Befestigungslasche des Holsters ziehen.
2 Material der Abdeckung durch das Loch in der Befestigungslasche des Holsters ziehen.

DE

1 Τραβήξτε το υλικό καλύμματος μέσα από την οπή στη γλωττίδα προσάρτησης της θήκης.
2 Τραβήξτε το υλικό καλύμματος μέσα από την υποδοχή στη γλωττίδα προσάρτησης της θήκης.

EL

1 Tire de la tela del paño quirúrgico a través del ori�cio de la lengüeta de �jación de la funda.
2 Tire de la tela del paño quirúrgico a través de la ranura de la lengüeta de �jación de la funda.

ES

1 Tõmmake lina materjal läbi kabuuri kinnituslapatsis oleva ava.
2 Tõmmake lina materjal läbi kabuuri kinnituslapatsis oleva pilu.

ET

1 Vedä liina kotelon kiinnityskielekkeen reiän läpi.
2 Vedä liina kotelon kiinnityskielekkeen aukon läpi.

FI

1 Faire passer le tissu du champ par le trou de la languette de �xation du holster.
2 Faire passer le tissu du champ par la fente de la languette de �xation du holster.

FR-FR

1 Provucite materijal prekrivke kroz otvor na jezičku za pričvršćivanje futrole.
2 Provucite materijal prekrivke kroz utor na jezičku za pričvršćivanje futrole.

HR

1 Húzza át a kendő anyagát a tok csatlakozólapjának nyílásán.
2 Húzza át a kendő anyagát a tok csatlakozólapjának résén.

HU

1 Tarik bahan tirai melalui lubang pada tab pemasangan sarung pengaman.
2 Tarik bahan tirai melalui lubang pada tab pemasangan sarung pengaman.

ID

1 Tirare il materiale del telo attraverso il foro nella linguetta di �ssaggio della custodia.
2 Tirare il materiale del telo attraverso la fessura sulla linguetta di �ssaggio della custodia.

IT

1 Ištraukite apdangalo medžiagą pro skylę dėklo tvirtinimo skirtuke.
2 Ištraukite apdangalo medžiagą per dėklo tvirtinimo ąselės angą.

LT

1 Pārklāju izvelciet cauri atverei futrāļa piestiprināšanas mēlītē.
2 Pārklāju izvelciet cauri spraugai uz futrāļa piestiprināšanas mēlītes.

LV
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1 Końcówka odprowadzająca dym Valleylab SM
2 Wtyczka monopolarna podłączona do generatora elektrochirurgicznego
3 Połączenie z urządzeniem do odsysania dymu: 9,5 mm (3/8 cala)

PL

1 Caneta para gerenciamento de fumaça Valleylab SM
2 Conexão de plugue monopolar ao gerador eletrocirúrgico
3 Conexão da porta ao evacuador, 9,5 mm (3/8 in)

PT-BR

1 Caneta para gestão de fumo Valleylab SM
2 Ligação da �cha monopolar ao gerador eletrocirúrgico
3 Ligação da porta ao evacuador, 9,5 mm (3/8 in [pol.])

PT-PT

1 Creion pentru gestionarea fumului Valleylab SM
2 Conectare monopolară cu mufă la generatorul electrochirurgical
3 Port de conectare la sistemul de evacuare, 9,5 mm (3/8 in)

RO

1 Электрохирургическая ручка (держатель электрода) с функцией контроля дыма Valleylab SM
2 Подключение монополярной штепсельной вилки к электрохирургическому генератору
3 Подключение порта 9,5 мм (3/8 in) к дымоотсосу

RU

1 Pero s odsávaním dymu Valleylab SM
2 Pripojenie monopolárnej zástrčky k elektrochirurgickému generátoru
3 Pripojenie portu k odsávaču, 9,5 mm (3/8 in)

SK

1 Peresnik za nadzor dima Valleylab SM
2 Monopolarni vtič, priključen na elektrokirurški generator
3 Priključek na vratih naprave za odvajanje dima, 9,5 mm (3/8 in)

SL

1 Elektrohirurška olovka za upravljanje dimom Valleylab SM
2 Monopolarni utični spoj na elektrohirurški generator
3 Priključni spoj na evakuator, 9,5 mm (3/8 in)

SR

1 Valleylab SM rökkontrollspenna
2 Anslutning av monopolär stickkontakt till elektrokirurgisk generator
3 Portanslutning till evakuator, 9,5 mm (3/8 in)

SV

1 Valleylab SM Duman Yönetimi Kalemi
2 Elektrocerrahi jenaratörüne monopolar �ş bağlantısı
3 9,5 mm (3/8 in) tahliye cihazına port bağlantısı

TR

1 Пристрій для керування димом Valleylab SM
2 Підключення однополюсної вилки до електрохірургічного генератора
3 Підключення евакуатора до порту, 9,5 мм (mm) (3/8 in)

UK

1 Bút quản lý khói ValleylabSM
2 Kết nối phích cắm đơn cực với máy phát phẫu

thuật điện

VI 3 Kết nối cổng 9,5 mm (3/8 in)

Figure 3. Attaching the holster to the surgical drape • Фигура 3. Прикрепване на обвивката към хирургичната
завеса • Obrázek 3. Připevnění pouzdra k chirurgické roušce • Figur 3. Fastgørelse af hylsteret på den kirurgiske
afdækning • Abbildung 3. Befestigung des Holsters an der chirurgischen Abdeckung • Εικόνα 3. Προσάρτηση
θήκης στο χειρουργικό κάλυμμα • Figura 3. Fijación de la funda al paño quirúrgico • Joonis 3. Kabuuri kinnitamine
operatsioonilina külge • Kuva 3. Kotelon kiinnittäminen leikkausliinaan • Figure 3. Fixation du holster au champ
chirurgical • Sl. 3. Pričvršćivanje futrole na kiruršku prekrivku • 3. ábra. A tok csatlakoztatása az izolálókendőhöz •
Gambar 3. Memasang sarung pengaman ke tirai bedah • Figura 3. Collegamento della custodia al telo chirurgico •
3 Paveikslėlis Dėklo tvirtinimas prie chirurginio apdangalo • 3. Attēls Futrāļa piestiprināšana ķirurģiskajam
pārklājam • Слика 3. Прикачување на футролата на хируршкиот чаршаф • Afbeelding 3. De holster bevestigen
aan het chirurgisch afdekmateriaal • Figur 3. Feste hylsteret til den kirurgiske duken • Rycina 3. Mocowanie futerału
na chuście chirurgicznej • Figura 3. Colocação do coldre no campo cirúrgico • Figura 3. Colocação do estojo no
campo cirúrgico • Figura 3. Atașarea tocului la câmpul operator • Рисунок 3. Прикрепление чехла к
хирургической простыни • Obrázok 3. Pripevnenie puzdra k chirurgickému rúšku • Slika 3. Pritrditev toka na
kirurško pregrinjalo • Slika 3. Pričvršćivanje držača na hiruršku prekrivku • Figur 3. Fastsättning av fodralet på
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1 Zavrtite šobo za dim.
2 Povlecite jo in odstranite.

SL

1 Okrenite usisnicu za dim.
2 Povucite usisnicu za dim da biste je uklonili.

SR

1 Vrid rökmunstycket.
2 Dra i rökmunstycket för att avlägsna det.

SV

1 Duman nozulunu döndürün.
2 Duman nozulunu çekerek çıkarın.

TR

1 Оберніть сопло для диму.
2 Потягніть сопло для диму, щоб зняти його.

UK

1 Xoay vòi khói.
2 Kéo vòi khói để tháo.

VI

Figure 5. Electrode removal • Фигура 5. Премахване на електрод • Obrázek 5. Odpojení elektrody •
Figur 5. Fjernelse af elektrode • Abbildung 5. Entfernen der Elektrode • Εικόνα 5. Αφαίρεση ηλεκτροδίου •
Figura 5. Extracción del electrodo • Joonis 5. Elektroodi eemaldamine • Kuva 5. Elektrodin irrottaminen •
Figure 5. Retrait de l’électrode • Sl. 5. Skidanje elektrode • 5. ábra. Az elektróda eltávolítása • Gambar 5. Pelepasan
Elektroda • Figura 5. Rimozione dell’elettrodo • 5 Paveikslėlis Elektrodo išėmimas • 5. Attēls Elektroda noņemšana •
Слика 5. Вадење на електродата • Afbeelding 5. De elektrode verwijderen • Figur 5. Fjerning av elektrode •
Rycina 5. Usuwanie elektrody • Figura 5. Remoção do eletrodo • Figura 5. Remoção do polo • Figura 5. Îndepărtarea
electrodului • Рисунок 5. Извлечение электрода • Obrázok 5. Demontáž elektródy • Slika 5. Odstranjevanje
elektrode • Slika 5. Uklanjanje elektrode • Figur 5. Borttagning av elektroden • Şekil 5. Elektrodu çıkarma •
Малюнок 5. Зняття електрода • Hình 5. Tháo điện cực

VBL_10042_A

Figure 6. Device con�gured with VSMEN4 Smoke Management Extended Nozzle • Фигура 6. Изделието е
конфигурирано с удължена дюза за управление на дим VSMEN4 • Obrázek 6. Prostředek nakon�gurovaný
s prodlouženou tryskou na řízení kouře VSMEN4 • Figur 6. Enhed kon�gureret med VSMEN4 forlænget
røgstyringsstuds • Abbildung 6. Produktkon�guration mit VSMEN4 Entrauchung Verlängerte Düse •
Εικόνα 6. Συσκευή διαμορφωμένη με εκτεταμένο ακροφύσιο διαχείρισης καπνού VSMEN4 • Figura 6. Dispositivo
con�gurado con la Boquilla extendida de gestión de humos VSMEN4 • Joonis 6. Seade on kon�gureeritud
suitsutõrje pikendusotsakuga VSMEN4 • Kuva 6. Laite, jossa on savunhallintajärjestelmän pidennetty
VSMEN4-suutin • Figure 6. Dispositif con�guré avec la buse étendue pour la gestion de la fumée VSMEN4 •
Sl. 6. Uređaj je kon�guriran s produljenom mlaznicom za upravljanje dimom VSMEN4 • 6. ábra. VSMEN4
meghosszabbított füstkezelő csővel kon�gurált eszköz • Gambar 6. Alat yang dikon�gurasikan dengan Nosel
Manajemen Asap yang Diperpanjang VSMEN4 • Figura 6. Dispositivo con�gurato per l’ugello esteso per la gestione
dei fumi VSMEN4 • 6 Paveikslėlis Prietaisas, sukon�gūruotas su VSMEN4 pailgintu antgaliu su dūmų valdymo
funkcija • 6. Attēls Ierīce, kas ir kon�gurēta ar VSMEN4 dūmu aizvadīšanas pagarināto sprauslu • Слика 6. Помагало
конфигурирано со продолжена млазница за управување со чад VSMEN4 • Afbeelding 6. Hulpmiddel met
bevestigd VSMEN4 verlengd rookbeheermondstuk • Figur 6. Enhet kon�gurert med VSMEN4 Forlenget
røykkontrollspiss • Rycina 6. Urządzenie wyposażone w przedłużoną dyszę odprowadzającą dym VSMEN4 •
Figura 6. Dispositivo con�gurado com Bocal estendido para gerenciamento de fumaça VSMEN4 •
Figura 6. Dispositivo con�gurado com bocal estendido para gestão de fumo VSMEN4 • Figura 6. Dispozitiv
con�gurat cu duză extinsă pentru gestionarea fumului VSMEN4 • Рисунок 6. Устройство, оснащенное
увеличенным соплом для контроля дыма VSMEN4 • Obrázok 6. Zariadenie kon�gurované s predĺženou hubicou
na odsávanie dymu VSMEN4 • Slika 6. Pripomoček, kon�guriran z razširjeno šobo za nadzor dima VSMEN4 •
Slika 6. Uređaj kon�gurisan sa produženom usisnicom za upravljanje dimom VSMEN4 • Figur 6. Enhet kon�gurerad
med VSMEN4 förlängt rökkontrollsmunstycke • Şekil 6. VSMEN4 Duman Yönetimi Uzatılmış Nozulu ile
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1 Zavrtite šobo za dim.
2 Povlecite jo in odstranite.

SL

1 Okrenite usisnicu za dim.
2 Povucite usisnicu za dim da biste je uklonili.

SR

1 Vrid rökmunstycket.
2 Dra i rökmunstycket för att avlägsna det.

SV

1 Duman nozulunu döndürün.
2 Duman nozulunu çekerek çıkarın.

TR

1 Оберніть сопло для диму.
2 Потягніть сопло для диму, щоб зняти його.

UK

1 Xoay vòi khói.
2 Kéo vòi khói để tháo.

VI

Figure 5. Electrode removal • Фигура 5. Премахване на електрод • Obrázek 5. Odpojení elektrody •
Figur 5. Fjernelse af elektrode • Abbildung 5. Entfernen der Elektrode • Εικόνα 5. Αφαίρεση ηλεκτροδίου •
Figura 5. Extracción del electrodo • Joonis 5. Elektroodi eemaldamine • Kuva 5. Elektrodin irrottaminen •
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Малюнок 5. Зняття електрода • Hình 5. Tháo điện cực
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Figure 6. Device con�gured with VSMEN4 Smoke Management Extended Nozzle • Фигура 6. Изделието е
конфигурирано с удължена дюза за управление на дим VSMEN4 • Obrázek 6. Prostředek nakon�gurovaný
s prodlouženou tryskou na řízení kouře VSMEN4 • Figur 6. Enhed kon�gureret med VSMEN4 forlænget
røgstyringsstuds • Abbildung 6. Produktkon�guration mit VSMEN4 Entrauchung Verlängerte Düse •
Εικόνα 6. Συσκευή διαμορφωμένη με εκτεταμένο ακροφύσιο διαχείρισης καπνού VSMEN4 • Figura 6. Dispositivo
con�gurado con la Boquilla extendida de gestión de humos VSMEN4 • Joonis 6. Seade on kon�gureeritud
suitsutõrje pikendusotsakuga VSMEN4 • Kuva 6. Laite, jossa on savunhallintajärjestelmän pidennetty
VSMEN4-suutin • Figure 6. Dispositif con�guré avec la buse étendue pour la gestion de la fumée VSMEN4 •
Sl. 6. Uređaj je kon�guriran s produljenom mlaznicom za upravljanje dimom VSMEN4 • 6. ábra. VSMEN4
meghosszabbított füstkezelő csővel kon�gurált eszköz • Gambar 6. Alat yang dikon�gurasikan dengan Nosel
Manajemen Asap yang Diperpanjang VSMEN4 • Figura 6. Dispositivo con�gurato per l’ugello esteso per la gestione
dei fumi VSMEN4 • 6 Paveikslėlis Prietaisas, sukon�gūruotas su VSMEN4 pailgintu antgaliu su dūmų valdymo
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конфигурирано со продолжена млазница за управување со чад VSMEN4 • Afbeelding 6. Hulpmiddel met
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увеличенным соплом для контроля дыма VSMEN4 • Obrázok 6. Zariadenie kon�gurované s predĺženou hubicou
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1 Zavrtite šobo za dim.
2 Povlecite jo in odstranite.

SL

1 Okrenite usisnicu za dim.
2 Povucite usisnicu za dim da biste je uklonili.

SR

1 Vrid rökmunstycket.
2 Dra i rökmunstycket för att avlägsna det.

SV

1 Duman nozulunu döndürün.
2 Duman nozulunu çekerek çıkarın.

TR

1 Оберніть сопло для диму.
2 Потягніть сопло для диму, щоб зняти його.

UK

1 Xoay vòi khói.
2 Kéo vòi khói để tháo.

VI

Figure 5. Electrode removal • Фигура 5. Премахване на електрод • Obrázek 5. Odpojení elektrody •
Figur 5. Fjernelse af elektrode • Abbildung 5. Entfernen der Elektrode • Εικόνα 5. Αφαίρεση ηλεκτροδίου •
Figura 5. Extracción del electrodo • Joonis 5. Elektroodi eemaldamine • Kuva 5. Elektrodin irrottaminen •
Figure 5. Retrait de l’électrode • Sl. 5. Skidanje elektrode • 5. ábra. Az elektróda eltávolítása • Gambar 5. Pelepasan
Elektroda • Figura 5. Rimozione dell’elettrodo • 5 Paveikslėlis Elektrodo išėmimas • 5. Attēls Elektroda noņemšana •
Слика 5. Вадење на електродата • Afbeelding 5. De elektrode verwijderen • Figur 5. Fjerning av elektrode •
Rycina 5. Usuwanie elektrody • Figura 5. Remoção do eletrodo • Figura 5. Remoção do polo • Figura 5. Îndepărtarea
electrodului • Рисунок 5. Извлечение электрода • Obrázok 5. Demontáž elektródy • Slika 5. Odstranjevanje
elektrode • Slika 5. Uklanjanje elektrode • Figur 5. Borttagning av elektroden • Şekil 5. Elektrodu çıkarma •
Малюнок 5. Зняття електрода • Hình 5. Tháo điện cực
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con�gurado con la Boquilla extendida de gestión de humos VSMEN4 • Joonis 6. Seade on kon�gureeritud
suitsutõrje pikendusotsakuga VSMEN4 • Kuva 6. Laite, jossa on savunhallintajärjestelmän pidennetty
VSMEN4-suutin • Figure 6. Dispositif con�guré avec la buse étendue pour la gestion de la fumée VSMEN4 •
Sl. 6. Uređaj je kon�guriran s produljenom mlaznicom za upravljanje dimom VSMEN4 • 6. ábra. VSMEN4
meghosszabbított füstkezelő csővel kon�gurált eszköz • Gambar 6. Alat yang dikon�gurasikan dengan Nosel
Manajemen Asap yang Diperpanjang VSMEN4 • Figura 6. Dispositivo con�gurato per l’ugello esteso per la gestione
dei fumi VSMEN4 • 6 Paveikslėlis Prietaisas, sukon�gūruotas su VSMEN4 pailgintu antgaliu su dūmų valdymo
funkcija • 6. Attēls Ierīce, kas ir kon�gurēta ar VSMEN4 dūmu aizvadīšanas pagarināto sprauslu • Слика 6. Помагало
конфигурирано со продолжена млазница за управување со чад VSMEN4 • Afbeelding 6. Hulpmiddel met
bevestigd VSMEN4 verlengd rookbeheermondstuk • Figur 6. Enhet kon�gurert med VSMEN4 Forlenget
røykkontrollspiss • Rycina 6. Urządzenie wyposażone w przedłużoną dyszę odprowadzającą dym VSMEN4 •
Figura 6. Dispositivo con�gurado com Bocal estendido para gerenciamento de fumaça VSMEN4 •
Figura 6. Dispositivo con�gurado com bocal estendido para gestão de fumo VSMEN4 • Figura 6. Dispozitiv
con�gurat cu duză extinsă pentru gestionarea fumului VSMEN4 • Рисунок 6. Устройство, оснащенное
увеличенным соплом для контроля дыма VSMEN4 • Obrázok 6. Zariadenie kon�gurované s predĺženou hubicou
na odsávanie dymu VSMEN4 • Slika 6. Pripomoček, kon�guriran z razširjeno šobo za nadzor dima VSMEN4 •
Slika 6. Uređaj kon�gurisan sa produženom usisnicom za upravljanje dimom VSMEN4 • Figur 6. Enhet kon�gurerad
med VSMEN4 förlängt rökkontrollsmunstycke • Şekil 6. VSMEN4 Duman Yönetimi Uzatılmış Nozulu ile
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yapılandırılmış cihaz • Малюнок 6. Пристрій оснащено подовженим соплом для керування димом VSMEN4 •
Hình 6. Thiết bị được cấu hình với Vòi nối dài quản lý khói VSMEN4
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1 100 mm (4 in) electrode (sold separately)
2 VSMEN4 Smoke Management Extended Nozzle

EN 3 Valleylab SM Smoke Management Pencil

1 Електрод 100 mm (4 in) (продава се отделно)
2 Удължена дюза за управление на дим VSMEN4
3 Писалка за управление на дим Valleylab SM

BG

1 100 mm (4 in) elektroda (prodává se samostatně)
2 Prodloužená tryska na řízení kouře VSMEN4
3 Tužka na řízení kouře Valleylab SM

CS

1 100 mm (4 in) Elektrode (sælges separat)
2 VSMEN4 Forlænget røgstyringsstuds

DA 3 Valleylab SM Røgstyringspencil

1 100 mm (4 in) Elektrode (separat erhältlich)
2 VSMEN4 Entrauchung Verlängerte Düse

DE 3 Valleylab SM Handgriff für Entrauchung

1 Ηλεκτρόδιο 100 mm (4 in) (πωλείται χωριστά)
2 Εκτεταμένο ακροφύσιο διαχείρισης καπνού VSMEN4
3 Στειλεός διαχείρισης καπνού Valleylab SM

EL

1 Electrodo de 100 mm (4 in) (se vende por separado)
2 Boquilla extendida de gestión de humos VSMEN4
3 Electrobisturí con gestión de evacuación de humo Valleylab SM

ES

1 100 mm (4 in) elektrood (müüakse eraldi)
2 Suitsutõrje pikendusotsak VSMEN4

ET 3 Suitsutõrjepliiats Valleylab SM

1 100 mm:n (4 in) elektrodi (myydään erikseen)
2 Savunhallintajärjestelmän pidennetty VSMEN4-suutin
3 Valleylab SM -savunhallintakynä

FI

1 Électrode de 100 mm (4 in) (vendue séparément)
2 Buse étendue pour la gestion de la fumée VSMEN4
3 Le crayon de gestion de la fumée SM Valleylab

FR-FR

1 Elektroda od 100 mm (4 in) (prodaje se zasebno)
2 Produljena mlaznica za upravljanje dimom VSMEN4
3 Elektrokirurška olovka za upravljanje dimom Valleylab SM

HR

1 100 mm-es (4 in-es) elektróda (külön kapható)
2 VSMEN4 meghosszabbított füstkezelő cső
3 Valleylab SM füstkezelős diatermiás kés

HU

1 Elektroda 100 mm (4 in) (dijual terpisah)
2 Nosel Manajemen Asap yang Diperpanjang VSMEN4
3 Pensil Manajemen Asap Valleylab SM

ID

1 Elettrodo da 100 mm (4 in) (venduto separatamente)
2 Ugello esteso per la gestione dei fumi VSMEN4
3 Manipolo per la gestione dei fumi Valleylab SM

IT
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1 Повлечете дел од чаршафот низ отворот во прицврстувачот на футролата.
2 Повлечете го чаршафот низ процепот во прицврстувачот на футролата.

MK

1 Trek het afdekmateriaal door de opening in de holsterbevestigingslus.
2 Trek het afdekmateriaal door de sleuf van de holsterbevestigingslus.

NL

1 Dra draperingsmaterialet gjennom hullet i hylsterets festetapp.
2 Dra draperingsmaterialet gjennom sporet på hylsterets festetapp.

NO

1 Przeciągnąć materiał chusty przez otwór w zakładce futerału.
2 Przeciągnąć materiał chusty przez szczelinę w zakładce futerału.

PL

1 Puxe o material do campo através do orifício na aba de �xação do coldre.
2 Puxe o material do campo através do encaixe na aba de �xação do coldre.

PT-BR

1 Puxe o material do campo cirúrgico através do orifício na aba de �xação do estojo.
2 Puxe o material do campo cirúrgico através da ranhura na aba de �xação do estojo.

PT-PT

1 Trageți materialul câmpului chirurgical prin ori�ciu în clapeta de atașare a tocului.
2 Trageți materialul câmpului chirurgical prin fantă pe clapeta de atașare a tocului.

RO

1 Протяните материал простыни через отверстие в язычке для крепления чехла.
2 Протяните материал простыни через прорезь в язычке для крепления чехла.

RU

1 Pretiahnite materiál rúška cez otvor v upevňovacej časti puzdra.
2 Pretiahnite materiál rúška cez štrbinu na upevňovacej časti puzdra.

SK

1 Povlecite kirurško pregrinjalo skozi odprtino na jezičku za pritrditev toka.
2 Povlecite kirurško pregrinjalo skozi režo na jezičku za pritrditev toka.

SL

1 Provucite materijal prekrivke kroz otvor na jezičku za pričvršćivanje držača.
2 Provucite materijal prekrivke kroz urez na jezičku za pričvršćivanje držača.

SR

1 Dra dukmaterialet genom hålet i fodralets fäst�ik.
2 Dra dukmaterialet genom slitsen i fodralets fäst�ik.

SV

1 Örtü malzemesini kılıf takma tırnağında bulunan delikten çekin.
2 Örtü malzemesini kılıf takma tırnağında bulunan yuvadan çekin.

TR

1 Протягніть матеріал хірургічного простирадла через отвір у язичку для фіксації чохла.
2 Протягніть матеріал хірургічного простирадла через проріз у язичку для фіксації чохла.

UK

1 Kéo vật liệu săng qua lỗ trong vấu gắn bao đựng.
2 Kéo vật liệu săng qua khe trên vấu gắn bao đựng.

VI

Figure 4. Smoke nozzle removal • Фигура 4. Премахване на дюза за дим • Obrázek 4. Odpojení kouřové trysky •
Figur 4. Fjernelse af røgstuds • Abbildung 4. Entfernen der Rauchdüse • Εικόνα 4. Αφαίρεση ακροφυσίου καπνού •
Figura 4. Extracción de la boquilla de humos • Joonis 4. Suitsuotsaku eemaldamine • Kuva 4. Savusuuttimen
irrottaminen • Figure 4. Retrait de la buse de fumée • Sl. 4. Skidanje mlaznice za upravljanje dimom • 4. ábra. A
füstkezelő cső eltávolítása • Gambar 4. Pelepasan nosel asap • Figura 4. Rimozione dell’ugello per fumi •
4 Paveikslėlis Dūmų antgalio nuėmimas • 4. Attēls Dūmu sprauslas noņemšana • Слика 4. Вадење на млазницата
за чад • Afbeelding 4. Het rookmondstuk verwijderen • Figur 4. Fjerning av røykspiss • Rycina 4. Usuwanie dyszy
odprowadzającej dym • Figura 4. Remoção do bocal de fumaça • Figura 4. Remoção do bocal de fumo •
Figura 4. Îndepărtarea duzei pentru fum • Рисунок 4. Снятие сопла для дыма • Obrázok 4. Demontáž hubice na
odsávanie dymu • Slika 4. Odstranjevanje šobe za dim • Slika 4. Uklanjanje usisnice za dim • Figur 4. Borttagning av
rökmunstycket • Şekil 4. Duman nozulunu çıkarma • Малюнок 4. Зняття сопла для диму • Hình 4. Tháo vòi khói
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1 Повлечете дел од чаршафот низ отворот во прицврстувачот на футролата.
2 Повлечете го чаршафот низ процепот во прицврстувачот на футролата.

MK

1 Trek het afdekmateriaal door de opening in de holsterbevestigingslus.
2 Trek het afdekmateriaal door de sleuf van de holsterbevestigingslus.

NL

1 Dra draperingsmaterialet gjennom hullet i hylsterets festetapp.
2 Dra draperingsmaterialet gjennom sporet på hylsterets festetapp.

NO

1 Przeciągnąć materiał chusty przez otwór w zakładce futerału.
2 Przeciągnąć materiał chusty przez szczelinę w zakładce futerału.

PL

1 Puxe o material do campo através do orifício na aba de �xação do coldre.
2 Puxe o material do campo através do encaixe na aba de �xação do coldre.

PT-BR

1 Puxe o material do campo cirúrgico através do orifício na aba de �xação do estojo.
2 Puxe o material do campo cirúrgico através da ranhura na aba de �xação do estojo.

PT-PT

1 Trageți materialul câmpului chirurgical prin ori�ciu în clapeta de atașare a tocului.
2 Trageți materialul câmpului chirurgical prin fantă pe clapeta de atașare a tocului.

RO

1 Протяните материал простыни через отверстие в язычке для крепления чехла.
2 Протяните материал простыни через прорезь в язычке для крепления чехла.

RU

1 Pretiahnite materiál rúška cez otvor v upevňovacej časti puzdra.
2 Pretiahnite materiál rúška cez štrbinu na upevňovacej časti puzdra.

SK

1 Povlecite kirurško pregrinjalo skozi odprtino na jezičku za pritrditev toka.
2 Povlecite kirurško pregrinjalo skozi režo na jezičku za pritrditev toka.

SL

1 Provucite materijal prekrivke kroz otvor na jezičku za pričvršćivanje držača.
2 Provucite materijal prekrivke kroz urez na jezičku za pričvršćivanje držača.

SR

1 Dra dukmaterialet genom hålet i fodralets fäst�ik.
2 Dra dukmaterialet genom slitsen i fodralets fäst�ik.

SV

1 Örtü malzemesini kılıf takma tırnağında bulunan delikten çekin.
2 Örtü malzemesini kılıf takma tırnağında bulunan yuvadan çekin.

TR

1 Протягніть матеріал хірургічного простирадла через отвір у язичку для фіксації чохла.
2 Протягніть матеріал хірургічного простирадла через проріз у язичку для фіксації чохла.

UK

1 Kéo vật liệu săng qua lỗ trong vấu gắn bao đựng.
2 Kéo vật liệu săng qua khe trên vấu gắn bao đựng.

VI

Figure 4. Smoke nozzle removal • Фигура 4. Премахване на дюза за дим • Obrázek 4. Odpojení kouřové trysky •
Figur 4. Fjernelse af røgstuds • Abbildung 4. Entfernen der Rauchdüse • Εικόνα 4. Αφαίρεση ακροφυσίου καπνού •
Figura 4. Extracción de la boquilla de humos • Joonis 4. Suitsuotsaku eemaldamine • Kuva 4. Savusuuttimen
irrottaminen • Figure 4. Retrait de la buse de fumée • Sl. 4. Skidanje mlaznice za upravljanje dimom • 4. ábra. A
füstkezelő cső eltávolítása • Gambar 4. Pelepasan nosel asap • Figura 4. Rimozione dell’ugello per fumi •
4 Paveikslėlis Dūmų antgalio nuėmimas • 4. Attēls Dūmu sprauslas noņemšana • Слика 4. Вадење на млазницата
за чад • Afbeelding 4. Het rookmondstuk verwijderen • Figur 4. Fjerning av røykspiss • Rycina 4. Usuwanie dyszy
odprowadzającej dym • Figura 4. Remoção do bocal de fumaça • Figura 4. Remoção do bocal de fumo •
Figura 4. Îndepărtarea duzei pentru fum • Рисунок 4. Снятие сопла для дыма • Obrázok 4. Demontáž hubice na
odsávanie dymu • Slika 4. Odstranjevanje šobe za dim • Slika 4. Uklanjanje usisnice za dim • Figur 4. Borttagning av
rökmunstycket • Şekil 4. Duman nozulunu çıkarma • Малюнок 4. Зняття сопла для диму • Hình 4. Tháo vòi khói
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1 Rotate smoke nozzle.
2 Pull smoke nozzle to remove.

EN

1 Завъртете дюзата за дим.
2 Дръпнете дюзата за дим, за да я премахнете.

BG

1 Otočte kouřovou trysku.
2 Zatáhněte za kouřovou trysku a vyjměte ji.

CS

1 Rotér røgstuds
2 Træk i røgstudsen for at �erne den.

DA

1 Rauchdüse drehen.
2 Rauchdüse zum Entfernen ziehen.

DE

1 Περιστρέψτε το ακροφύσιο καπνού.
2 Τραβήξτε το ακροφύσιο καπνού για να το αφαιρέσετε.

EL

1 Gire la boquilla de humos.
2 Tire de la boquilla de humos para extraerla.

ES

1 Keerake suitsuotsakut.
2 Tõmmake suitsuotsakut, et see eemaldada.

ET

1 Kierrä savusuutinta.
2 Irrota savusuutin vetämällä.

FI

1 Tourner la buse de fumée.
2 Tirer la buse de fumée pour la retirer.

FR-FR

1 Zakrenite mlaznicu za upravljanje dimom.
2 Povucite mlaznicu za upravljanje dimom da biste je skinuli.

HR

1 Fordítsa el a füstkezelő csövet.
2 Húzza ki a füstkezelő csövet az eltávolításhoz.

HU

1 Putar nosel asap.
2 Tarik nosel asap untuk melepas.

ID

1 Ruotare l’ugello per fumi.
2 Tirare l’ugello per fumi per rimuoverlo.

IT

1 Pasukite dūmų antgalį.
2 Patraukite dūmų antgalį, kad jį nuimtumėte.

LT

1 Pagrieziet dūmu sprauslu.
2 Pavelciet dūmu sprauslu, lai to noņemtu.

LV

1 Свртете ја млазницата за чад.
2 Повлечете ја млазницата за чад за да ја извадите.

MK

1 Draai het rookmondstuk.
2 Trek aan het rookmondstuk om het te verwijderen.

NL

1 Roter røykspiss
2 Dra i røykspiss for å �erne.

NO

1 Obrócić dyszę odprowadzającą dym.
2 Pociągnąć dyszę odprowadzającą dym, aby ją usunąć.

PL

1 Gire o bocal de fumaça.
2 Puxe o bocal de fumaça para remover.

PT-BR

1 Rode o bocal de fumo.
2 Puxe o bocal de fumo para o remover.

PT-PT

1 Rotiți duza pentru fum.
2 Trageți de duza pentru fum pentru a o îndepărta.

RO

1 Поверните сопло для дыма.
2 Потяните за сопло для дыма, чтобы снять его.

RU

1 Otočte hubicu na odsávanie dymu.
2 Potiahnutím odstráňte hubicu na odsávanie dymu.

SK
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10

1 165 mm (6,5 in) elektrot (ayrıca satılır)
2 VSMEN6 Duman Yönetimi Uzatılmış Nozulu

TR 3 Valleylab SM Duman Yönetimi Kalemi

1 Електрод 165 мм (mm) (6,5 in) (продається окремо)
2 Подовжене сопло для керування димом VSMEN6
3 Пристрій для керування димом Valleylab SM

UK

1 Điện cực 165 mm (6,5 in) (bán riêng)
2 Vòi nối dài quản lý khói VSMEN6

VI 3 Bút quản lý khói ValleylabSM

en

Valleylab™ SM

Smoke Management Pencil with Edge™ Blade Electrode

Smoke Management Extended Nozzle

VSMP10 Smoke Management Pencil with Edge Blade Electrode, 3 m (10 ft)

VSMP15 Smoke Management Pencil with Edge Blade Electrode, 4.6 m (15 ft)

VSMEN4 Smoke Management Extended Nozzle (for use with 100 mm [4 in] electrode)

VSMEN6 Smoke Management Extended Nozzle (for use with 165 mm [6.5 in] electrode)

1  Intended Purpose
The intended purpose is to cut and coagulate tissue while removing surgical smoke.

2  Intended Users
The intended users are trained healthcare professionals using electrosurgery to cut and coagulate tissue while
removing surgical smoke.

3  Intended Patient Population
The intended patient population is the general population of surgical candidates. Healthcare professionals should
consider speci�c patient factors before deciding if the device is suitable for use.

4  Indications for Use
The Valleylab SM Smoke Management Pencil and accessories are designed for general electrosurgical applications,
including cutting and coagulation, and for removing surgical smoke generated by electrosurgery when used in
conjunction with an effective smoke evacuation system. The pencil enables the operator to remotely conduct an
electrosurgical current from the output connector of an electrosurgical unit to the operative site for the desired
surgical effect.

5  Contraindications
None known.

6  Compatible Equipment
• 2.4 mm (3/32 in) diameter hex-locking electrodes
• 2.4 mm (3/32 in) diameter non-locking electrodes
• VSMEN4 is designed for use with electrodes approximately 100 mm (4 in) in length
• VSMEN6 is designed for use with electrodes approximately 165 mm (6.5 in) in length
• Smoke evacuators with a 9.5 mm (3/8 in) port
• Covidien electrosurgical generators

For use with a maximum peak voltage of 4500 V.

23

7  Handling and Operating Conditions

Table 1. Environmental Conditions

Condition Ambient temperature Relative humidity
Operation and storage 10 °C to 40 °C (50 °F to 104 °F) 15% to 90% non-condensing
Transport -30 °C to 60 °C (-22 °F to 140 °F) 15% to 90% non-condensing

8  Clinical Benefits
None known.

9  General Warnings and Cautions
Read all instructions, warnings, and cautions before performing any procedure using Covidien equipment or
accessories.

9.1  Warnings
• Warning: This product cannot be adequately cleaned or sterilized by the user in order to facilitate safe reuse,

and is therefore intended for single use. Attempts to clean or sterilize these devices without appropriate
regulatory authorization may result in bioincompatibility, infection, or product failure risks to the patient.

• Warning: Do not use electrosurgery in the presence of �ammable anesthetics.

• Warning: The sparking and heating associated with electrosurgery can provide an ignition source. To reduce
the risk of ignition, do the following:
◦ Keep gauze and sponges wet.
◦ Keep electrosurgical electrodes away from �ammable materials and environments enriched with oxygen

(O2).
◦ Use of electrosurgery in oxygen-enriched environments increases the risk of �re. Therefore, take measures

to reduce the oxygen concentration at the surgical site. If possible, stop supplemental oxygen at least one
minute before and during use of electrosurgery.

◦ Avoid enriched oxygen (O2) and nitrous oxide (N2O) atmospheres near the surgical site, especially during
head and neck surgery. Both oxygen and nitrous oxide support combustion and may result in �res and
burns to patients or surgical personnel.

◦ Prevent pooling of �ammable �uids and the accumulation of �ammable or oxidizing gases or vapors under
surgical drapes or near the surgical site.

◦ Do not activate the generator until �ammable vapors from skin prep solutions and tinctures have
dissipated.

◦ Avoid the accumulation of naturally occurring �ammable gases in body cavities such as the bowel.

• Warning: Do not use in patients who have electronic implants such as cardiac pacemakers without �rst
consulting a quali�ed professional (for example, cardiologist). A possible hazard exists because interference with
the action of the electronic implant may occur, or the implant may be damaged.

• Warning: The device is intended for use only with the equipment listed in Section 6, Compatible Equipment,
page 23. Use of this device with other generators may not result in the desired tissue effect, may result in injury
to the patient or surgical team, may cause damage to the device, or may result in electromagnetic interference.

• Warning: Fire/Explosion Hazard Position surgical electrode cables to avoid contact with the patient or other
leads.

Con�rm proper electrosurgical generator setting before proceeding with surgery. Use the lowest power setting
to achieve the desired effect.

• Warning: Facial and other body hair is �ammable. Water soluble surgical lubricating jelly may be used to cover
hair close to the surgical site to decrease �ammability.

• Warning: Verify all oxygen circuitry connections are leak free before and during the use of electrosurgery. Verify
endotracheal tubes are leak free and the cuff is properly sealed to prevent oxygen leaks. Enriched oxygen
atmospheres may result in �res and burns to patients or the surgical team.

• Warning: Conductive �uids (for example, blood or saline) in direct contact with, or in close proximity to, the
instrument may carry electrical current or heat, which may cause unintended burns to the patient. Aspirate �uid
from around the instrument electrode before activating the instrument.

• Warning: Always place the active electrode in a clean, dry, insulated safety holster when not in use.
Electrosurgical accessories that are activated or hot from use can cause unintended burns to the patient or
surgical personnel. Electrosurgical accessories may cause �re or burn if placed close to or in contact with
�ammable materials, such as gauze, linen, or surgical drapes. Place longer electrodes away from the patient and
drapes.
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1 165 mm (6,5 in) elektrot (ayrıca satılır)
2 VSMEN6 Duman Yönetimi Uzatılmış Nozulu

TR 3 Valleylab SM Duman Yönetimi Kalemi

1 Електрод 165 мм (mm) (6,5 in) (продається окремо)
2 Подовжене сопло для керування димом VSMEN6
3 Пристрій для керування димом Valleylab SM

UK

1 Điện cực 165 mm (6,5 in) (bán riêng)
2 Vòi nối dài quản lý khói VSMEN6

VI 3 Bút quản lý khói ValleylabSM

en

Valleylab™ SM

Smoke Management Pencil with Edge™ Blade Electrode

Smoke Management Extended Nozzle

VSMP10 Smoke Management Pencil with Edge Blade Electrode, 3 m (10 ft)

VSMP15 Smoke Management Pencil with Edge Blade Electrode, 4.6 m (15 ft)

VSMEN4 Smoke Management Extended Nozzle (for use with 100 mm [4 in] electrode)

VSMEN6 Smoke Management Extended Nozzle (for use with 165 mm [6.5 in] electrode)

1  Intended Purpose
The intended purpose is to cut and coagulate tissue while removing surgical smoke.

2  Intended Users
The intended users are trained healthcare professionals using electrosurgery to cut and coagulate tissue while
removing surgical smoke.

3  Intended Patient Population
The intended patient population is the general population of surgical candidates. Healthcare professionals should
consider speci�c patient factors before deciding if the device is suitable for use.

4  Indications for Use
The Valleylab SM Smoke Management Pencil and accessories are designed for general electrosurgical applications,
including cutting and coagulation, and for removing surgical smoke generated by electrosurgery when used in
conjunction with an effective smoke evacuation system. The pencil enables the operator to remotely conduct an
electrosurgical current from the output connector of an electrosurgical unit to the operative site for the desired
surgical effect.

5  Contraindications
None known.

6  Compatible Equipment
• 2.4 mm (3/32 in) diameter hex-locking electrodes
• 2.4 mm (3/32 in) diameter non-locking electrodes
• VSMEN4 is designed for use with electrodes approximately 100 mm (4 in) in length
• VSMEN6 is designed for use with electrodes approximately 165 mm (6.5 in) in length
• Smoke evacuators with a 9.5 mm (3/8 in) port
• Covidien electrosurgical generators

For use with a maximum peak voltage of 4500 V.
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• Warning: Do not modify or add to the insulation of active electrodes. If insulated electrodes are required, use
an appropriate Covidien insulated electrode.

• Warning: Do not modify this device without authorization of the manufacturer.

• Warning: This device is for use only by trained, licensed physicians. Do not use electrosurgical equipment unless
properly trained in the speci�c procedure being undertaken. Use of this device without such training can result
in serious, unintended patient injury.

• Warning: Use only with high-frequency surgical-mode output settings resulting in a peak output voltage not
greater than the rated accessory voltage. Exceeding these settings may result in patient injury or product
damage.

• Warning: Do not remove the active electrode from the surgical site while energy is activated. Unintended tissue
effect or burns may occur.

• Warning: For procedures where visualization may be impaired, be alert to these potential hazards:
◦ The electrode tip may remain hot enough to cause burns after the current has been deactivated.
◦ Inadvertent activation or movement of the activated electrode outside of the �eld of vision may result in

injury to the patient.
◦ Localized burns to the patient or physician may result from electrical currents carried through conductive

objects. Current may be generated in conductive objects by direct contact with the active electrode, or by
the active accessory being in close proximity to the conductive object.

• Warning: Do not use device if packaging is opened or damaged.

• Warning: Radiofrequency is not always con�ned by insulation. Current leakage does occur. To prevent
unintended effects, it is recommended that:
◦ Cords not be wrapped around metal instruments
◦ Cords not be bundled together

• Warning: Leads connecting to patient should be positioned in such a way that contact with the patient or the
other leads is avoided because the capacitance between the electrode cable and the patient may result in some
local high current densities.

• Warning: The smoke nozzle tip may get hot due to the proximity of the nozzle tip to the active electrode. To
prevent unintended burns:
◦ Use with smoke evacuator.
◦ Use the lowest power settings that achieve the desired effect.
◦ Avoid extended activation times.

• Warning: The smoke evacuation pencil is not a �uid removal device.

• Warning: To address concerns about the carcinogenic and infectious potential of electrosurgical byproducts
(such as tissue smoke plume and aerosols) and reduce the risks of exposure, use of the following is
recommended:
◦ Protective eye wear
◦ Filtration masks
◦ Effective smoke evacuation equipment

9.2  Cautions
• Caution: Do not use this device beyond its expiration date.

• Caution: The smoke evacuation pencil is shipped with a single-use electrode that is not designed to withstand
resterilization. Safely discard after use to prevent injury to hospital personnel.

• Caution: The transfer bag is not a sterile barrier.

• Caution: The device contains nickel; use of this device could result in sensitization or an allergic reaction.

10  Product Description
The Valleylab SM Smoke Management Pencil is a hand-held electrosurgical pencil with integrated smoke
evacuation. It provides monopolar electrosurgical energy to target tissues for cutting and coagulation of soft tissue.
The smoke evacuation capability improves visibility of the target tissue while reducing staff and patient exposure to
the hazards of surgical plume.

To select an output mode, use the following buttons on the device:

• The yellow CUT button enables a cutting function.
• The blue COAG button enables a coagulation function.
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11  Before Surgery
11.1  Warnings

• Warning: The electrode must �t completely and securely into the device. An incorrectly seated electrode may
result in burns to the patient or surgical personnel.

• Warning: Ensure that the patient return electrode is appropriate, properly applied to the patient, and
connected to the generator. An incorrectly positioned patient return electrode may result in burns to the
patient.

• Warning: Connect adapters and accessories to the electrosurgical unit only when the energy is off. Failure to
do so may result in an injury or electrical shock to the patient or operating room personnel.

• Warning: Use the lowest power settings that achieve the desired effect. If increased power settings are
requested, check the patient return electrode adherence and all accessory connections before major power
setting adjustments.

• Warning: Inspect the device and cords for breaks, cracks, nicks, or other damage before use. Failure to do so may
result in injury or electrical shock to the patient or surgical team. If damaged, do not use.

11.2  Notes
Note: Using coated electrodes at high power settings may cause damage to the coating. If the coating is damaged,
discard the electrode.

11.3  Setup
1. Apply the return electrode to the patient according to the manufacturer’s instructions.
2. Connect the return electrode to the generator.
3. Inspect device sterile packaging.
4. Peel the pouch open.
5. Transfer the device aseptically into the sterile �eld. To aid in transfer of sterile product, the device has been

packaged in an open transfer bag.
6. Attach the holster to the surgical drape by pulling the drape material through the hole, then through the slots

(see Figure 3).
7. Ensure the device is not connected to the generator.
8. Remove the tip protector from the end of the electrode.
9. Inspect the device and electrode for damage.

10. If needed, change the electrode orientation. Refer to Section 12.3 to remove the smoke nozzle and electrode,
then reinsert in the preferred orientation, and reattach the smoke nozzle.
Note: The device will also accept conventional 2.4 mm (3/32 in) hex-locking and non-locking electrodes.

11. If needed, replace the electrode according to Section 12.3. When using an extended electrode, use an
extended smoke nozzle. See Figure 6 and Figure 7.

12. Check electrode connection for secure �t.
13. Plug the 3-prong power cord connector into a compatible electrosurgical generator monopolar accessory

port (see Figure 2). Ensure the port receptacles match the pin con�guration on the plug.
14. Connect the 9.5mm (3/8 in) port adapter to the smoke evacuator. See Figure 2.
15. Turn on the generator and the smoke evacuator.

11.4  Electrosurgical Generators
Check the electrosurgical generator manufacturer’s instructions for proper setup, use, and troubleshooting of the
electrosurgical generator. Refer to the electrosurgical generator manufacturer’s precautions before use.

11.5  Smoke Evacuator
Check the smoke evacuator manufacturer’s instructions for proper setup, use, and troubleshooting of the smoke
evacuator. Refer to the smoke evacuator manufacturer’s precautions before use.

12  During Surgery
12.1  Warnings

• Warning: Tissue buildup (eschar) on the tip of an active electrode may create embers that pose a �re hazard,
especially in oxygen-enriched environments. Keep the electrode clean and free of all debris.
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• Warning: Some surgeons may elect to “buzz the instrument” during surgical procedures. It is not
recommended, and the hazards of such a practice cannot be eliminated. Burns to the surgeon’s hands may
result. To minimize the risk, take these precautions:
◦ Do not lean on the patient, the table, or the retractors while buzzing the instrument.
◦ Activate CUT rather than COAG. CUT has a lower voltage than COAG.
◦ Use the lowest power setting possible for the minimum time necessary to achieve hemostasis.
◦ Ensure contact between active electrode and instrument before activating. Do not arc to the instrument.
◦ Firmly grasp as much of the instrument as possible before activating. This disperses the current over a larger

area and minimizes the current concentration at the �ngertips.
◦ “Buzz the instrument” below hand level (as close as possible to the patient) to reduce the opportunity for

current to follow alternate paths through the surgeon’s hands.
◦ When using a coated blade electrode, place the edge of the electrode against the instrument or other metal

instrument.

• Warning: Always use the lowest power setting that achieves the desired surgical effect. Use the active electrode
for the minimum time necessary in order to reduce the possibility of unintended burn injury.

• Warning: Do not activate electrodes while in contact with or near other instruments, including cannulas.
Localized burns to the patient or physician may result.

• Warning: Activate the device only when ready to deliver electrosurgical current and the active tip is in view.

• Warning: For coated electrodes, the electrode has a coating to reduce sticking of eschar. Cleaning the electrode
with a scratch pad or other abrasive object, scraping with a sharp object, or bending beyond 90 degrees may
damage the electrode. If the electrode is damaged, discard it.

• Warning: Before changing the electrode, turn off the generator and disconnect the device from the generator.
Failure to do so may result in localized burns to surgical personnel.

• Warning: Do not activate the device when not in contact with target tissue. Unintended burns can happen as
a result of either direct coupling with an active electrode or capacitive coupling between the active electrode
and the external surface of the electrode insulation.

• Warning: Contact with, or close proximity to, an active electrode and any metal object (hemostats, staples, clips,
retractors, and so forth) may increase the current �ow and can result in unintended surgical effects such as an
effect at an unintended site, insu�cient energy disposition, or as localized burns to the patient or physician.

12.2  Cautions
• Caution: Deactivate the device before the tip leaves the surgical site.

• Caution: Do not activate the device while cleaning the electrode. Injury to operating room personnel may
result.

• Caution: Wipe the electrode often with moist gauze or other material.

• Caution: For effective smoke evacuation, use an appropriate length smoke nozzle.

12.3  Electrode and Smoke Nozzle Exchange
Warning: Visually con�rm the new electrode is fully inserted and secured and the nozzle is locked into place before
activating the device.

1. Turn off the generator.
2. Unplug the device from the electrosurgical generator.
3. Remove the smoke nozzle by rotating and pulling the nozzle. See Figure 4.
4. Grasp the electrode by the insulating sleeve and pull it out of the device. See Figure 5.
5. Insert the desired electrode into the device.
6. Choose the corresponding smoke nozzle for the selected electrode. A nozzle protector may cover the locking

end of the smoke nozzle. Remove and discard the nozzle protector before attaching the desired smoke nozzle.
7. Attach the smoke nozzle to the device by sliding it on and rotating the nozzle to lock it into place.
8. The included smoke nozzle is designed for use with 64 mm to 76 mm (2.5 in to 3 in) length electrodes.

• VSMEN4 is designed for use with 100 mm (4 in) electrodes. See Figure 6.
• VSMEN6 is designed for use with 165 mm (6.5 in) electrodes. See Figure 7.

9. A tip protector covers the end of some electrodes. If a tip protector is present, remove it before use.
10. Plug the 3-prong power cord connector on the device into a compatible electrosurgical generator monopolar

accessory port. Ensure the port receptacles match the pin con�guration of the plug.
11. Turn on the generator.
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13  After Surgery
1. After the procedure, turn off the smoke evacuator and electrosurgical generator.
2. Disconnect the device from the electrosurgical generator and evacuator.

14  Disposal
Caution: Discard biologically contaminated devices in accordance with your institution’s hazardous medical waste
and sharps procedures and local regulatory requirements.

Dispose of the device, electrode, and holster after use according to hospital policy. These are not designed to
withstand resterilization. Do not resterilize.

15  Residual Risk Summary
While every attempt has been made to reduce patient and user risks, all surgeries using this device carry some
residual risk, even when used by trained physicians. The potential adverse events associated with the use of
electrosurgery include, but are not limited to, the following risks:

• Allergic reaction
• Arrhythmia
• Bleeding
• Burn (including thermal and bowel)
• Cardiac arrest
• Electric shock
• Exposure to body �uids

• Fall
• Foreign body in patient
• Infection
• In�ammation
• Inhalation injury
• Perforation
• Unintended radiation exposure

Note: Any serious incident that has occurred in relation to the device should be reported to the manufacturer and
necessary regulatory authority (if European Union, the competent authority of the Member State) in which the user
or patient is established.

16  Compliance Standards
16.1  California Proposition 65 Statement
For information regarding California Proposition 65, please refer to
www.medtronic.com/us-en/about/corporate-governance/ca-proposition-65.html.

17  More Information
This device contains the following substance(s) de�ned as CMR 1B in a concentration above 0.1% weight by weight:
Cobalt; CAS No. 7440-48-4; EC No. 231-158-0.

Current scienti�c evidence supports that medical devices manufactured from cobalt alloys do not cause an
increased risk of carcinogenicity or reproductive toxicity.
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Valleylab™ SM

Писалка за управление на дим с електрод тип „острие“ Edge™

Удължена дюза за управление на дим

Писалка за управление на дим с електрод тип „острие“ Edge VSMP10, 3 m (10 ft)

Писалка за управление на дим с електрод тип „острие“ Edge VSMP15, 4,6 m (15 ft)

Удължена дюза за управление на дим VSMEN4 (за употреба с електрод 100 mm (4 in)

Удължена дюза за управление на дим VSMEN6 (за употреба с електрод 165 mm (6,5 in)

1  Предназначение
Предназначението е да реже и коагулира тъканта, като същевременно отстранява хирургическия дим.
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17  More Information
This device contains the following substance(s) de�ned as CMR 1B in a concentration above 0.1% weight by weight:
Cobalt; CAS No. 7440-48-4; EC No. 231-158-0.

Current scienti�c evidence supports that medical devices manufactured from cobalt alloys do not cause an
increased risk of carcinogenicity or reproductive toxicity.
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Disclaimer: IFU current as of 09/2024 when this Brochure was approved 
by Medtronic. For the most current IFU, please contact your sales rep.



13

 References
1.	 Based on internal test report #RE00507394 , Valleylab™ smoke management pencil 

(VSMPXX) marketing claims testing report. July 12–19, 2023.
2.	 Hill DS, O’Neill JK, Powell RJ, Oliver DW. Surgical smoke - a health hazard in the operating 

theatre: a study to quantify exposure and a survey of the use of smoke extractor systems in 
UK plastic surgery units. J Plast Reconstr Aesthet Surg. 2012;65(7):911–916.

3.	 Pierce JS, Lacey SE, Lippert JF, Lopez R, Franke JE. Laser-generated air contaminants from 
medical laser applications: a state-of-the-science review of exposure characterization, 
health effects, and control. J Occup Environ Hyg. 2011;8(7):447–466.

4.	 Ball K. Surgical smoke evacuation guidelines: compliance among perioperative nurses. 
J AORN. 2010 Aug;92(2):e1–e23.

5.	 Based on internal test report #RE00486994, Valleylab™ smoke management pencil 
(VSMPXX) marketing claims testing report. December 6–7, 2023.

6.	 Based on internal test report #RE00460034, SPD-88 report surgeon summative Lucky 
Strike. July 12–19, 2023.

7.	 ASSY, VSMP1X
8.	 Based on internal test report #RE00468897, Lucky Strike TA2 non-IEC design verification 

report. October 12, 2023.
9.	 Based on internal test report #RE00480543, SPD-88 nozzle radiopacity test report. 

October 19, 2023.

Ready to  
experience  
the benefits?  

medtronic.com/valleylabSM

©2025  Medtronic. Medtronic, 
Medtronic logo, and Engineering 
the extraordinary are trademarks 
of Medtronic. ™* Third-party 
brands are trademarks of their 
respective owners. All other 
brands are trademarks of a 
Medtronic company.  
06/2025 – US-SE-2400169 – 
[WF#12382652] 

medtronic.com/covidien

http://www.medtronic.com/valleylabSM 
http://medtronic.com/covidien

	Introduction
	Features and benefits
	Ordering information
	FDA 510(k) clearance letter
	Instructions for use (IFU)
	References
	Introduction
	A simple solution.†,‡,§,1
	Features and benefits
	Clinical comparisons
	Ordering information
	FDA 510(k) clearance letter
	Instructions for use (IFU)
	References

