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sanAgiIeTM Dissector

en:Instructions for use

SAS36`SanAgⅡ e丁
M DisseCtor,5,5n1m`36cm,Curved,

SAS23`SanAg"etM Dissector,5,5mm`23cm`Curved。

SAS14、 SanAg"e丁m DisseCtor,5,5rn nη
`14cn△

Curved.

Compatib|e、″ith∶

SAG01Generator(SlA/V1and above)

sAF01FootsWitCh

sAT01Transducer

sA10POrtab丨 e Contro"er(SW V1and above)

SAA01Connector(SW V1and above)



P|ease read a"information carefu"y,

This丨 nstructions for Use is designed to provide instructions to use SanAgⅡ eTM I)isseCtors,lt is

not a reference to surgiCa丨 techniques,P丨 ease visk www,snssurgical,co m,cn/en/support for

the|atest version ofthis manua丨 ,

TO understand and comp|ete a task in a safe and thorough rη annerthroughout this manua1

p|ease pay attention to those instructions provided in the form of a hA/arning`a PreCaution`

or a NOte Statement.Fa"ure to proper|y fo"ow the instructions rnay丨 ead to serious surgica丨

consequences.

TM is the trademark owned by shanghai saints sages Surgica|Co,`Ltd,

SanAg"eTM Dissectors do not contain substances that can be carcinogeniC`mutagenic`

reprotoxic(CMR)`Or substances w浅 h endocrine disrupting properties,

This lnstructions for Use is for use on|y by qua"fied medica|professiona丨 s trained in the

particu|ar technique and surgica|procedure to be performed,
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1  0vervIew

1.1 ProduCt Characteristics

SanAg"eTM Dissectoris designed to use、 ″ith the compatib|e instruments to transect`dissect

and coagu|ate tissue,VVhen assemb|ed`the dissector can be used fortip coagu丨 ation`b|unt

hemostasis`sharp transection`and tissue dissection,

The dissectoris designed to cut and coagu|ate the tissue through different output power

settings.The R/lAX setting is designed for dissection and the MlN setting is for coagu丨 ation,

The c"nica丨 intended use is achieved by the surgeon when pressure is app"ed to tissue

p丨 aced between the Clamp Javv and the exposed portion ofthe^Π ssue B丨 ade、″h"eu丨trasonic

energy is activated through the use oftwo output power settings,

Figure1: sanAg"eTM DisseCtor

●谴

1.2 Devices and Components

The devices covered in this|nstructions for∪ se is SanAg"eTM DisseCtors。

P|ease refer to the compatib丨 e instruments∶ SAG01∪ |trasonic Surgica丨 Generator User

Manua1sAT01TransducerlnstruCtion`SA10COntro|User Manua丨 and sAA01connector

instruction for∪ se respective|y forthe deta"s on the compatib"ity,

1.3 丨ntended Purpose

SanAg"eTM Dissectors are intended to sea丨 and cut vesse|s and/or to dissect`Coagu丨 ate and

cut soR tissue via u丨 trasonic osc"|ation.

●

h
Γ



1,4 Indications for Use

Compatib|e vvith sAG01∶

SanAg"eTM Dissectoris indicated for vesse|sea"ng and tissue incisions、 ″hen bleeding control

and minima|therma|injury are desired in genera|`plastic`gyneco丨 ogic`uro|ogic`thoraoC

surgeries`and other open or endoscopic procedures,The dissector can be used to coagu丨 ate

iso|ated vesse丨 s up to and inc|uding5rη m in diameter,

Compatib|e with sA10∶

SanAgⅡeTM Dissectoris indicated for vesse丨 sea"ng and soft tissue inCisions vvhen b丨 eeding

contro丨 and minima|therma|injury are desired in genera丨
`uro丨

ogic`thoraoc`gyneco|ogic`

thyroid and breast`p|astic`pediatric`exposure to orthopediC structures(such as spine and

joint spaCe)`sea|ing and transection of|ymphatic vesse丨 s`and other open or丨 aparoscopic

procedures,The dissector can be used to coagu丨 ate iso|ated vesse|s up to and including7

mrη in diameter`using the MlN button,

1.5 Contraindication

·  SanAgⅡ eTM Dissectoris notindicated forincising bone,

●  sanAg"eTM Dissectoris notintended for contraceptive tuba丨 ocC丨 usion,

Genera{VVarning

DO not use in patients who have e|eCtronic imp|ants such as cardia pacemakers、 Ⅳithout

first cOnsu丨 ting a qua丨 iⅡ ed professiona|(e,g” cardio丨 ogist卜 A possib|e hazard exists

because interference with the action of the e丨 ectronic imp丨 ant rnay occur`ortheimp|ant

may be damaged。

DO not use in the presence off丨 anη mab|e anesthetics or oXidizing gases such as nitrous

oxide(N2o)and oxygen orin dose prOXimity to vo|ati丨 e so|vents suCh as ether or a|coho|`

as exp丨 osion mav occur,

DO no p丨ace the dissector near orin contaCt with f丨 ammab丨e materia|s such as gauze or

surgica丨 drapes,Dissectorthatis activated or hot from use rη ay cause a fire,

POrtab|e and rnob"e RF communications equipmentin the prOximity may affect the

performance ofthe equipment‘ Referto the EMC information provided in the∪ ser

Manua|forthe compatib|e instruments,

Visua"y inspect the dissectors and cab|es for breaks`cracks`nicks`or otherdamage Do

not use damaged compOnents Use Ofdamaged components may resu|t in injury to the

6
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patient or operator,

●  Afterthe compatib丨e instrumentis powered on`contacting the C|ampingjaws ofthe

dissector is prohibited

●  AVoid aCCidenta丨 activation by attaching dissector and transducer to the compatib丨 e

instrument,

· Acodental actiVation ofthe dissector can cause serious injury to the pauent or surgica|

team。

●  DO not aCtivate the dissector when notin contact with target tissue`as this fnay cause

InJurles,

● As w⒒ha|丨 energy sources(E丨 ectr° surgery、 Lasers`or U|trasound)there are concerns

about the carcinogenic and infectious potentia丨 ofthe byˉ products such as tissue smoke

p丨 ume and aeroso|s,Appropriate measures such as protective eyeWear`fi丨 tration masks`

and effective smoke evacuation equipment shouId be used in both open and

|aparoscopic procedures.

Infection hazard∶

●  DisseCtors are provided in a steri|e package,Do not use the dissectorifthe package is

damaged or unintentiona"y opened。

●  This product cannot be adequate|yc|eaned and/or steri"zed by the userto fac"itate safe

reuse and is therefore intended for singIe use,Attempts to c丨 ean or steri"ze these

devices without appropriate regu丨 atory authorization may resuk in bio-incompatib"itV`

infection`or product faⅡ ure risks to the patient,

1,7 Genera丨 Precaution

●  Use only SanAg"eTM DisseCtors with the Compatib丨 e instruments,Devices and

components from other manufacturers are not compatib|e、″ith the dissector and may

cause injury to the patient and user,

· Keep the dissectorjaWs c丨 ean,Bui丨 d-up of eschar ortissue may reduce the e仟 ect~es of

the dissector,

●  NO rnodification ofthe instrument is a"owed,



2  0peration Instruction

2.1 DisseCtor OvervielAJ

Figure2∶ Dissector"|ustration

1&2

2.2 Assemb丨 y lnstruCtion

〓τ

1 C丨ampJaw C丨 amps or grasps tissue together vvith the tissue b丨ade

2 Tissue Pad Attached to c丨 ampjaw to grasp ussue。

3 Tissue Blade De"vers energy to cut and coagu丨 ate tissue.

4 Shaft
Ho丨 ds the tissue b丨 ade、″ith the appropriate diameterto access

target tissue,

5 ROtation Whee| Used to丨 ock the transducer and rotate the c|ampjaw,

6 Grip HOusing
Used to Ⅱx shaft`rotation whee丨 and c丨 ampjaw丨ever.

Provides a hand丨 e、″ith buttons to activate the disseCtor.

7 MAX Button(above) ACtivates maximum power when pressed,

8 MlN Button(be丨 ow) ACtivates minimum power When pressed.

9 C|arnp Jaw Lever Contro丨s the opening and cbsing ofthejaw,

VVarnlng∶

·  sanAg"eTM Dissectoris intended fOr use llvith the Compatib|e lnstruments。 The use ofany

inconnpatib|e instrument rnay not resu|tin the desired c"nica丨 effect,P丨 ease do not use

the incompatib丨 e instruments lA/ith these dissectors.

Precaution

· The dissectorjaws may remain open when in the package,DO nottry to c|ose the jaws



during the assemb丨 y,

●  DisseCtors are supp"ed in steri丨 e.Fo"ow the Unsea丨 symbo丨 to open the sterile package。

on|y assemble the dissectorin the steri丨 e area before the procedure.TO avoid damage、

do notf"p the dissectorinto the steri丨 e area.

2,2.1  Using sterile technique to remove the dissector fronn the package,Examine the

dissector for damage.DO not use the damaged dissector,|fthe package of dissector

is damaged or unintent∶ ona"y opened`p丨 ease rep丨 ace、″ith a new dissector,

2.2,2  Ho丨d the dissectorin one hand`push the Contact Ring(1)。 ftransducerinto the Grip

Housing(2⒈ Then ho|d the transducerin one hand and turn the ROtation Wheel(3)

c丨ockwise unt"it reaches a hard stop`and two cⅡ cks are heard.

Figure3∶ Assemb"ng dissector to transducer。

<~一 ~钩    
∷∷

2,2,3  Connectthe Transducer P丨 ug into the receptac|e on the compatib|e instruments

refer to the compatib|e instruments′ instruCuon for the Connection。



t:l∶ ~汐羽h巴宀=亠 -

Transducer P|ug

2,3 0peration

一τ

Precaution

● Verify the connection between the compaub丨 e instruments`transducer and dissectOr

are secured and ready fOr use。

●  DO notinsert or extract the disseCtor with thejaws open thrOugh a trocar s丨 eeve as this

may damage the dissector。

2.3,1  Press MA× and N"N Buttons ofthe dissector respecuve|yt。 check the audio tone

and adjust the vo丨 ume if required.

lf compatib丨e lAlith SAG01generator`repeat with the footsⅥ
`itCh by pressing the

Right and LeR Peda丨 s forthe same purpose`unt"the audio tone can be heard

c丨 ear丨y,

2,3.2 C|ose the jaws by pressing the C丨 amp Jaw Leverifthejaws remain open`and push

the dissector shaftinto a trocar ofthe diameter>5rη  m.

2,3.3 0pen the jaws unti|the dissector shaft is fu|丨 y inserted,

2,3,4  The dissector shaft can be rotated360° using the ROtation Whee|to facⅡ itate

visua"zation and access to the target tissue,

2.3.5 POsition the tissue within the jaws at the desired|ocation and check no other meta丨

or hard objects wkhin the jaws before activation,

VVarnIng



● Avoid Contact with any or a||meta|or hard o钔 ects when the compatib|e instrument is

activated。 COntact lA/ith stap丨 es`c"ps or otherinstruments、 ″h"e the compatib丨 e

instrumentis activated and energy is de"vered may resu丨 tin scratches on the b丨 ade`

cracked or broken b|ades and premature b丨 ade fa"u re。

2.3.6  Press the C|ampJa、 v Lever fron∩ the dissector to c丨 amp the targeted tissue between

jaws and press the dissector button to activate the energy unti丨 the tissue is divided。

An audib|e tone can be heard unt"the end ofthe activation,

2,3.7  Re丨 ease the dissector button after a comp丨 ete sea"ng and division are achieved`

open the jaws and carefu丨 丨y remove from the targeted tissue,Check ifthe ussue is

coagu|ated and vesse丨 is sea|ed。 lf b丨 eeding is observed`regrasp and create a second

sea丨 adjacent to the Ⅱrst sea丨 or use appropHate techniques to maintain hemostasis。

2.3.8  |f Compatib|e with sAG01generator`the footswitCh peda丨 is a丨 ternative for2.3.6and

2.3.7。

VVarnlng

· If activation is unintentiona丨 丨y stopped whi|e sea|ing`maintain jaws dosure and

reactivate it。 Re|easing the C丨 arnp JaⅥ
`Lever、

″h"e sea"ng rnay resu|t in|ack of

hemostasis,

NOte

●  Through the study`the dissector has been verified for a quick tissue dissection using the

№qA× setting`and the coagu|ation of vesse|s using the h/lIN setting,The Comp|ete study

data is ava"ab丨 e upon request,

2,4 Disassemb丨 y Instrucuon

2,4,1  C|ose the jaws by pressing C丨 amp Jaw Lever and remove the shaftfrom trocar,

2,4.2  Unp丨 ug the Transducer P丨 ug fron∩ the compatib|e instrument,

2,4.3  POWer Offthe compatib丨 e instrument according to the compatib丨 e instruments User

Manua|.

2,4,4 Ho丨d the transducerin one hand`tum the ROtation Wheel(1)c° unterc丨ockwise by

the other hand,Then ho|d the dissectorin one hand and pu"the Contact Ring(2)of

transducerfrom the GHp HOusing(3)unti"t disconnects from the dissector。



Figure4∶ Disassemb|y Diagram
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2.4.5  DisCard the dissectorin an appropriate container and dispose it according to the

appⅡ cab丨 e Ioca丨 regulation,Transducer can be cleaned and steri"zed forthe next

use,Please referto the Instructions of Use ofthe transducer forthe deta"s。

NOte

●  Referto the compatib|e instruments User Vlanua|for LED indicator co丨 or definition and

audio feedback。

3  Patient and operation Room safetv

3.1 Before a Procedure

Precaution

●  Use on|y SanAgⅡ eTM DisseCtor with the compatib|e instruments。 DeviCes from other

manufacturers are not∞ mpatib丨 e with the dissector and may cause injury to the patient

and the operator。

3,1.1  Visua"y inspect the dissector and the compatib丨 e devices for breaks`cracks`nicks`or

other damage,Do not use damaged Components。 Use ofdamaged components mav

resuk in injury to the patient or user.

3.1,2  Dissectoris supp"ed steri丨 e for sing丨 e use,DO not use the dissectorifthe steri丨 e

package is unintentiona"y opened`damaged`or has exceeded the expiration date,

3,1.3  The dissectorisintended to be used with a5mm trocar、 Ⅳhen used丨 aparosCOpica"y。

τ

≡
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Verify proper trocar size and compatib"ity priorto using the device in a procedure,

3.1,4  Ensure the ava"ab"ity of backup dissector and transducerin case ofthe device

fai|ure.

3,2 DurIng a Procedure

3,2,1  Tissue Pad damage mav occurif the dissectoris activated without tissue in the

c|osed jaws,Act~ation without tissue between thejaws wi||cause tissue pad

degradation。

32,2  C|ose the dissectorjaws before inserting or extracting from a trocar to prevent

damage to thejaws and trocar.

3,2,3  DO not overⅡ 丨|the jaws ofthe dissector with tissue as this may reduce device

performance.

3,2,4  The surgeon rnay inspect the sea|after cutting the vesse|or tissue.If there is

b|eeding`the surgeon shou|d create a second sea|adjacent to the first sea|or use

appropriate techniques to rη aintain hemostasis,Fa"ure to inspect the vesse|may

cause serious injury to the patient。

3,2,5  AVoid grasping any objects otherthan vesse丨 s and tissue,Thejaws may be damaged

during the activation if any Other objects are in the jaws of the dissector,

3.2.6  AVoid contact vvith the dissectorjaws when the generatoris activated。 DO not

contact with any or a"meta|Or hard objects`or bone during the activation。

3.2.7  P|aCe the vesse丨 ortissue in the center Ofthejaws when using SanAgi丨 eTM dissectorto

assure optima丨 hemostatic effect,DO not p丨 ace the vesse丨 and/ortissue in the jaw

hinge.DO not drag the tissue.

3.2.8  Keep the externa丨 surface ofthe dissectorjaws away from the adjacent ussue whi丨 e

activating the disseCtor or unintended injury may Occur。

3.2.9  Stop the aCtivation immediate丨 y after vesse|sea"ng and cutting are Comp|ete,

3.2.10 Keep thejaws dean during use。 Bui|dup of eschar and tissue may reduce the

effectiveness of the dissection and coagu|ation functions and cause abnorma"y high

temperatures at the dista|end ofthe dissector。 Carefu"y、″ipe the C|annp Jaw`Tissue

Pad and Tissue B丨 ade、Ⅳith a wet gauze`or submerse the dista丨 end in a steri丨 e sa"ne

batch and activate as needed,Keep thejaws away from the meta|o钔 ects.

3,2.11 The transducerrnay get hot if a buzzing is heard during the procedure,The dissector

ortransducer may not work propeHy due to the inappropriate manipu丨 ation,stop

the operation immediate|y`inspeCt the dissector or transducer to confirm if they are



in the correct status and assemb丨 ed correct丨 y,

3,3 A仳er a Procedure

3,3.1  D∶ sCard the dissector after use and dispose it according to the丨 oca丨 requirements

and regu丨 at∶ o ns,

VVarnIng

●  sanAg"eTM dissector cannot be adequateIy c丨 eaned or steri"zed for safe reuse and is `

therefOre intended for sing|e use.Attempts to clean and steri"ze the dissector for reuse

may resultin infection or product-fa"ure risks to the patient and operator.

3.4 Undesirab|e side E仟 eCts/Residual Risks

Undesirable side e仟 ects and risks associated with sanAgⅡ eTM dissectorinclude but not

|irnited to∶

·  PotentiaIfor bleeding such as poor coagu丨 ation and post-hemorrhage

● soft tissue injury via thermal damage

●  Inflarnmatory or unintended tissue reaction at the incision

●  |ntroduCtion of non-sterile surfaces or pathogen transfer

●  Unintended harm`extended surgery or aItered surgica丨 approaCh fnay result from issues

related to unintentiona丨 device activation'damaged devices`etc,

3,5 Incident Reporting

Any serious incident that has Occurred in re丨 ation to this device shou|d be reported to

Saints Sages and the competent authority ofthe European Union rη ember state in、″hich the

user and/or patient is estab"shed,

4  spec∶ Ⅱcations

Protection Against E|ectric   C|ass I`CF App"ed Part

Shock

output                  Tip Vibrauon Frequency      55,5kHz± 2%

Transport and StOrage      Ambient Temperature       -2o° c'`ˇ 55°C

Conditions

Re丨 ative Humidity           2oo/。 '′ 8̌0%`no condensing

Atmosphere Pressure        7oOhPa'`ˇ 1060hPa
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svmboIs

No svmbols Meanlng

1 凵 Manufacturer

2 勖 |rnporter

3 曰 Type CF App"ed Part

4 DO not re-use

5 懑

黹

% Consuk the∪ser Manua丨 or

lnstructions for∪se

6 Batch Nunnber

7 〓 Use-by Date

8
DO not use if package is damaged and

consuk Instructions for Use

9 侧
Country of Manufacture/Date of

Manufacture

10 Medica|Device囤



No svmboIs Meanlng

11 Temperature Limitation∶ -20°C⌒ 5̌5℃

12

20%··￡乙犭 :0%
Humidity Lin∩ itauon∶ 2o%-8O%

13

700hPa

Atmospheric Pressure Lirnitation∶

700hPa⌒ 1̌060hPa

14 ◎
Sing|e steri|e barrier system vvith

protective packaging outside`and

Steri"zed using Ethylene Oxide

15
Sing|e sterⅡ e barrier systeΠ△and

steri"zed using Ethy丨 ene Oxide

16 黾 ∪nsea|the steri|e package

17 函 Quantity∶ 6

18 囤 Cata丨 ogue Number

19 Unique Device Identifier

20 RX
0NLˇ

FOr Prescription Use On丨 y

妞严
ssc

囤



No sVmboIs Mean∶ ng

21 取 NOt N/lade Vvith Natura|Rubber Latex

22

DOes not cOntain substances that Can

be carcinogenic`rnutagenic`reprotoxic

(CMR)`or substances with endocrine

disrupting properties

6   EnVironmental safetv

6,1  EU2O11/65/EU(ROHs)

The sAG01Generato△ sanAg"eTM DisseCtors`sA10Portab|e COntro"e0SAA01COnneCtor

and accessories have been assessed and/or tested in a typica|configuration as described in

this user rnanua|in accordance with the Directive and standards丨 isted be|Ow∶

·  E∪ DireCtive2011/65/EU and amendments

·  EN IEC630O0∶ 2O18

6,2  REACH

The EU REACH Regu|ation1907/2006requires to provide chemica丨 cOntentinformauon f。 r

substances of Very High concern(SVHC)`ifthey are presentin the re|evant artiC|e above a

concentration of0.1%weight by、 Ⅳeight,Information on substances`Contained in the sAGO1

Generator`SanAg"eTM Dissectors`SA10POrtab丨 e Contro"er`SAA01Connector and

accessories`can be found on the website∶ www。snssur只 ica丨 ,cO m,cn/en/support。



⑩

RX
o"LV

「

趟

°冫

囤

shanghai Saints Sages surgica丨 Co`Ltd,

No,19`Lane388`Shengrong Road`P"ot Free Trade zone`

201210Shanghai`People′ s Repub"c of China

Part Number∶ IFU-SA-002EN

⑥ 2023Saints sages`R/lade in China

Rev∶ Feb。2024

WlA/W。 snssurgica|.co m.cn
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